HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUS ITPOJAYKT
Hyrimoz 20 mg umKeKInOHEH Pa3TBOP B MPEABAPUTEITHO HATBJIHEHA CIIPUHIIOBKA
Hyrimoz 40 mg uHXeKIMOHEH Pa3TBOP B IMPEABAPUTENHO HAITBIIHEHA CIIPHHIIOBKA

Hyrimoz 40 mg MHXeKIHOHEH pa3TBOp B MPEABAPUTEITHO HAITbJIHEHA MHCAIIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Hyrimoz 20 mg MHXEKIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Besika 0,4 ml mpensaputeHo HabIHEHA CITPUHIIOBKA C SIMHAYHA 1032 Chabpika 20 mg
agammMmyMad (adalimumab).

HVrimOZ 40 mg MHXKXCKIMOHCH pa3TBOP B IIPCABAPUTCIHO HAITBJIHCHA CIIPUHIIOBKA

Besika 0,8 ml mpeasapureHo HabIHEHA CITPUHIIOBKA C €MHUYHA 103a Chabpxka 40 mg aganumymab
(adalimumab).

Hyrimoz 40 mg MHXEKIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBIHEHA ITACAJIKA

Besika 0,8 ml mpensaputenHo HambJIHEHA MUCANIKA C SMHUYHA 1032 Chabpika 40 mg amanumymad
(adalimumab).

Ananumymab (adalimumab) e peKOMOWHAHTHO YOBEIIKO MOHOKJIOHATHO aHTHTSUIO, TPOU3BEICHO B
KJICTKH OT SIMYHUK HA KHUTAlCKU XaMCTep.

3a OBJIHMS CHUCHK Ha MOMOIIHUTE BEIISCTBA BIKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WmKkeKunoHeH pa3TBoOp (MHXKEKIMs) B TIPEIBAPUTEITHO HATBIIHEHA CIIPUHIIOBKA
WmxekmoHeH pa3TBop (MHKEKINs) B IPEABAPUTEIHO HAITBIIHEHA cripruHIOBKa (SensoReady)

Buctbp 10 cmabo omanecuupari, 6e31BETEH WK OJIET0KBITCHUKAB Pa3TBOP.

4, KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHHU NMOKA3AHUS

PeBMarounsen aprtpur

Hyrimoz B koMOHMHaLUs ¢ METOTPEKCAT € TI0Ka3aH 3a:

. JIEYCHHE Ha YMEPEHO A0 TEXKKO U3PA3eH aKTUBEH PEBMATOUACH apTPUT MIPH Bb3PACTHU
MAIeHTH, KOTaTO OTTOBOPHT KbM MOAM(HUIIpanuTe 00JIeCTTa aHTHPEBMATHIHH JIEKapCTBa,
BKJIFOYUTEITHO METOTPEKcat, € HeJJOCTaThUeH.

o JICUCHHE HA TE)KKA, aKTUBHA U MPOTPECHBHA (JOpPMa Ha PEBMATOMICH apTPHUT NPU Bb3PACTHH,
HEJIEKyBaHU IIPEIU TOBA C METOTPEKCAT.

Hyrimoz moxe na ce mpuiara KaTo MOHOTEpAIHs B ClIy4yail Ha HEMOHOCHMOCT KbM METOTPEKCAT HIIH
KOraTo IMPOJBIKUTEIHOTO JICYEHUE C METOTPEKCAT € HEIOAXOAAIIIO.



JlokazaHo e, ye aganuMymal HamallsiBa CTETIeHTa Ha TPOTPecHs Ha CTAaBHOTO YBPEXKAaHE, H3MEPEHO C
PEHTTEHOBO M3CNeBaHe, U 000psiBa (pr3HUecKaTa akTHBHOCT, KOraTo Ce Mpujiara B KOMOWHAITHUS ¢
METOTpEeKcar.

IOBeHMIEH MAMONATUYEH ApPTPUT

Honuapmuxkynapen 108enunen uOUOnamuder apmpum

Hyrimoz B koMOHHAITHS ¢ METOTPEKCAT € MMOKa3aH 3a JIeUeHHe Ha aKTHBEH MOJTHAPTHKYIApEH
IOBCHWJICH UAMONATHYEH aPTPUT TPHU MANUEHTH, HABBPIIWIN 2 TOJUHH, IPU KOUTO OTTOBOPHT KbM
€JIMH WX TIOBeUe OT MoJuduIupamute 0oyectra antupeBMaTiuaHu iekapctea (DMARD) e 6un
HepocraTbyeH. Hyrimoz moske 1a ce mpriiara Kato MOHOTEpANHUs B CAy4ail Ha HEIIOHOCHMOCT KbM
METOTPEKCAT WM KOTaTO MPOIBIIKUTEITHOTO JICUSHUE C METOTPEKCAT € HeMmoAX 01110 (3a
e(HUKACHOCTTA IMTPU MOHOTEpANus BX. Touka 5.1). Aranumyma0 He € mpoydYBaH MPH NMAUEHTH Ha
BB3PACT MO 2 TOIWHH.

Apmpum, cevp3zan c enmesum
Hyrimoz e nmokasan 3a jiedeHIe Ha aKTUBCH apTPHT, CBbP3aH C CHTE3UT, NPH MAIUSHTH Ha 6-ToquiHa
BB3PACT U IMO-TOJIEMU, KOUTO Ca CE MOBJIUSIN HEAOCTATHUHO WK UMAT HEIIOHOCUMOCT KbM

KOHBEHIIMOHAIHATA Tepanus (Bxk. Touka 5.1).

AKcHaJIeH CHOHIUIIOAPTPUT

Anxunosupawy cnonourum (AC)

HyrimOZ € MMOKa3aH 3a JICYCHUC Ha Bb3PACTHHU C TC)KKA aKTHBHA (bopMa Ha aHKWJI03upaIll CliIOHAWUJINUT,
KOraTo OTroBOPBHT KbM CTAHAAPTHATA TCpalrd € HCAOCTAThYUCH.

Axcuanen cnonouroapmpum 6e3 penmeenocpagcxku oannu 3a AC

Hyrimoz e mokasas 3a jie4eHre Ha Bb3PACTHH C TE)KBK aKCHAJICH CIIOHIUIOAPTPHUT, O3
pentrenorpadceku nanau 3a AC, HO ¢ OOCKTHUBHHM MTPU3HAIM Ha Bh3nayieHue — nosuiiieH CRP w/umu ot
SIMP, kouTO Ca MManM HEeaJeKBATHO MOBIUSBAHE WU HETOHOCUMOCT KbM HECTEPOUIHU

npoTuBoBB3NANIMTETHH JiekapcTsa (HCIIBC).

IlcopuaTnueHn apTputr

Hyrimoz e nmokasas 3a jiedeHe Ha aKTUBHA U [TPOTrpecHBHA (hopMa Ha TICOPHATHICH aPTPUT MPU
BB3PACTHH, KOTATO OTTOBOPHT KbM MPEaXoaHaTa Moauduitupaiiata 601ecTTa aHTHPEBMATOUIHA
JIeKapCTBEHA Teparus, ¢ OWJI HeTOCTAThYCH.

JokazaHo e, 4e azanuMyMald HamallsiBa CTEIIEHTa Ha NIporpecus Ha NepudepHOTO CTaBHO YBPEXAHE,

M3MEPEHO C PEHTIeHOBO M3CJeBaHe NPH MAUECHTH C NOJIHAPTUKYIapeH CUMETPHYECH MOATHIT Ha
3abomnsBaHeTo (BK. Touka 5.1), M mogoOpsiBa ¢mu3ndeckaTa aKTHBHOCT.

Ilcopuasuc

Hyrimoz e nmokasas 3a jiedeHre Ha YMEPEH JI0 TSKbK XPOHUCH TICOPHA3UC C TUIAKH TIPH Bh3PaCTHH
MAIUEHTH, KOUTO Ca KaHIUJIATH 32 CHCTEMHA TEparusl.



IIcopuasuc ¢ naaky Opy NeaAUaTPpUYHU MAUCHTH

Hyrimoz e nmokasas 3a je4eHue Ha TeKbK XPOHUYEH MICOPUA3KC C TUIAKH MPH Je1la U FOHOIIH
OT 4-TO/IMIIIHA BB3PAcT, KOUTO Ca ce MOBIHSIIN HEAOCTaTHYHO WIIH Ca HEMOJXOIAIIN 32 JIOKaJHa
Tepanus U GOTOTepanuu.

I'moen xunpagenut (I'X)

Hyrimoz e nmokasaH 3a jiedeHre Ha yMepeHa 10 TeXKa akTHBHA (hopMa Ha THOCH XHPaJCHHUT
(axHe HBep3a) MPH Bb3PACTHH U IOHOWIN HAJ 12-ToUIIHA BB3pACT C HEAJeKBaTEeH OTTOBOP KbM
KOHBEHI[MOHaTHa cucTeMHa Tepanus Ha ['X (Bx. Touku 5.1 u 5.2).

Bonecr na Crohn

Hyrimoz e nmokasan 3a je4eHre Ha yMepeHa JI0 TeXKKa akTuBHa popma Ha Goectta Ha Crohn mpu
BB3PACTHU NALMEHTH, IPH KOUTO JIHUIICBA TEPANIEBTUYEH OTTOBOP, HE3aBUCHMO OT ISUIOCTHO U B
JOCTaThuHA CTETIEH MPOBEJCHUS KYpC Ha JICUCHHE C KOPTUKOCTEPOU]I U/WIIH KIMYHOCYIPECOpP WK TIPU
TaKUBa, KOUTO UMAT HETIOHOCHMOCT MJIM MEAMLUHCKH MPOTHUBONOKAa3aHUs 3a MT0A00EH BHU]| TEPAITHH.

Bonecr Ha Crohn npu neayarpuyHu NDalMEHTH

Hyrimoz e mokasan 3a je4eHre Ha yMepeHa JI0 TeXXKa akTuBHa (opma Ha Goectta Ha Crohn mpu
neIuaTpUYHY NAlUEeHTH (HaBbPIIMIN 6 FOAUHH), IPY KOUTO MMa HEeaJeKBaTeH OTTOBOP KbM
KOHBEHI[OHAITHATA TEePAITUsl, BKIFOUUTEIHO IbPBIUYHA XPAaHUTEIIHA TEPANHs U KOPTUKOCTEPOUT 1/ HITH
MMYHOMOJYJIaTOP, JIM KOUTO UMAT HETTIOHOCUMOCT KbM MJIM IPOTUBOIIOKA3aHUS 32 TE3U TEPAITUH.

Yauepo3eH KOJIHUT

Hyrimoz e nmokasan 3a jie4eHre Ha YMEPEH JI0 TeKbK aKTHBEH YJIIEPO3CH KOJIUT MPU B3PACTHU
MAIeHTH, KOUTO UMaT HeJJ0OCTaThueH OTIOBOp Ha CTaHAAapTHATa Tepamus, BKIIIOYBaIla
KOpTHKOCTepouan U 6-mepkantomyput (6-MI1) nnm azatnonpun (A3A), uinu umar
HETIOHOCHMOCT, MJIM MEIUIIMHCKY POTHUBOIIOKA3aHUs 3a MO100Ha Tepamnusl.

Ya1epo3eH KOJIUT IIPH eAUATPUYHH TAIUCHTH

Hyrimoz e nmokasaH 3a je4eHHe Ha yMepeHa 10 TeXKa akTHBHA (hopMa Ha yIIepo3eH KOJIHT IPU
neIuaTpUYHY MAMEeHTH (HaBbPIIHIHA 6 TOAMHH ), KOUTO UMAT HEJOCTAThueH OTTOBOP KbM
KOHBEHI[OHATHATA TePaIlusl, BKIOYBAIla KOPTUKOCTEPOUIH /MU 6-MepkanTomyput (6-MI1) uim
azaTuonpuH (A3A), WM UMaT HEMOHOCHUMOCT, MJIM MEIUIMHCKY POTUBOMIOKA3aHUs 32 TAKUBA
TEpaIuH.

YBeut

Hyrimoz e mokasau 3a jeueHne Ha HEMH(EKIIMO3EH HHTEPMEINEPEH, 3a/IeH U TTAHYBEUT MPH
BBH3PACTHU NAIIMEHTH, KOUTO Ca NMAJIN HEaJCKBATCH OTTOBOP KbM KOPTHKOCTEPOU I, IIPH IMALUCHTH,
MPY KOUTO € HE0OXOIUMO J1a Ce U30SITBAaT KOPTUKOCTEPOUIH, HITH NP KOUTO JICUCHUETO C

KOPTHUKOCTEPOUIH € HEIOIXO/ISIIIIO.

VYBeuT npu neguaTpuyH MalueHTH

Hyrimoz e nmokasan 3a jie4eHHe Ha XpOHUYEH HeHMH(PEKIINO3EH MPEICH YBEUT MPH MEAUATPUIHU
NanyueHTH, HABBPUIMIIN 2 TOAWHH, IPU KOUTO MUMa HeaJleKBaTeH OTIOBOP WM UMAT HEITOHOCHMOCT
KbM KOHBEHIIMOHAJIHATA TepaIus, WINA IIPU KOUTO KOHBEHLIMOHAIHATA TEPANNs € HEIMOAXOA11IA.



4.2  Jlo3MpoBKa U HAYMH HA NPUIOKEHHE

Jleuenueto ¢ Hyrimoz tps6Ba ga Ob7e 3aI10YHATO U HAOJIOAaBaHO OT JIEKApP CHEIHAIUCT C OIUT B
JIMATHOCTHKATA U JICUCHUETO Ha 3a00JsBaHMATa, 32 KouTo Hyrimoz e mokazan. [IpenopbunTesHoO €
oranMono3ute 1a ce KOHCYATHPAT C MOIXOSI CIICIUATUCT MPE/IH 3aM0YBaHe Ha JICUCHHUE C
Hyrimoz (8. Touka 4.4). Ha manuentute, nekyBanu ¢ Hyrimoz, tps6Ba 1a ce 1aBa HaImOMHSAIIA KapTa
Ha MalyeHTa.

Cren chO0TBETHO 0OyUEHHE B MHKEKIIMOHHA TEXHUKA, TTAIHEHTHTE MOTAT J1a CH HEKEKTHPAT CaMu
Hyrimoz, ako sekapsT cMeTHE TOBa 38 YMECTHO M MPH CHOTBETHO MEAUIIMHCKO MPOCIIEAsIBaHE, KOTaTo
€ He00XO0IUMO.

ITo Bpeme Ha JiedeHreTo ¢ Hyrimoz e Hano)XHUTEeIHO ONTUMU3UPAHETO HA CHIIBTCTBALINTE TEPAITUH
(Hamp. ¢ KOPTUKOCTEPOUIH U/UIIM HIMyHOMOAYJIATOPH).

,Qo:«m[zom(a

Pesmamouden apmpum

IMpenopbunrtennara q03a Hyrimoz 3a Bp3pacTHu MalMeHTH ¢ peBmarouzeH aptput e 40 mg
ajanuMyma0, IpuiIarana rnpe3 ceAMUIA KaTo eAHMHIUYHA 1032 Ype3 MOJAKOKHO WHKEKTHpaHE.
ITo Bpeme Ha sieuennero ¢ Hyrimoz tps6Ba 1a ce MPOABIKH PHI0KEHHETO HA METOTPEKCAT.

ITo Bpeme Ha JieueHneTo ¢ Hyrimoz mMoske 1a mpoabke MPHI0KEHHETO Ha TITFOKOKOPTHKOUIH,
CaJTMIIMIIaTH, HECTEPOUIHU MPOTHUBOBB3NAIUTEIHN CPeICTBa WK aHanretuiy. [lo oTHomeHne Ha
KOMOMHALMSATA C IpyTu MoaxuImpammre 00jiecTTa aHTUPEBMATUYHH JIEKApPCTBA OCBEH
MeTOoTpeKcar, BukTe Touku 4.4. u 5.1.

IIpu MOHOTEpan¥sl, HIKOW MAIUCHTH, TPU KOUTO OTTOBOPHT KbM Tepanusara Hyrimoz 40 mg npe3
CeIMHIIA € TOHMKEH, MOTaT Jla UMaT MoJ3a OT yBeludaBaHe Ha jjo3ara 0 40 mg aganumymab Besika
ceamuna win 80 mg npe3 ceaMuIia.

Hammanurte JaHHU Ipearmnojarat, 4€ KIMHUYHUAT OTTOBOP CE ITOCTUTa OOMKHOBEHO B paMKHUTE
Ha 12-CeJJ;MI/I‘-IHO JICUCHUC. HpI/I ManUeHTH, IIPU KOUTO HAMA OTTOBOP B PAMKUTEC HAa TO3U BPEMCBU

MepUO/I, MPOABIKABAHETO HA JICYEHUETO TPsiOBa J1a Oblie MPEOIICHEHO.

Ilpexvcsane na neuenuemo

Mosxe 1a e HeoOX0IMMO MTPEKbCBaHE Ha JICYCHUETO, HAPUMED TPEIr XUPYPridHa HHTSPBEHIIUS WITH
P Bh3HWKBAaHE Ha CEPHO3HA MH(EKITUS.

Hamnunure nanam nmpeamnojiarat, 4€ moBTOPHOTO IMPUIIOKCHUC HA aI[aJ'II/IMYMa6 CIICQ 70-)IHGBHO nin
IMO-MIPOABJIKUTEIIHO IMPEKBCBAHE BOJAU 10 ChIaTaTa CTCIICH HAa KIMHUYECH OTTOBOP U HO,I[O6CH HpO(i)I/IJ'I
Ha 663OHaCHOCT, KaKTO ONpCau NPpEKbCBAHE HA JICUHCHUCTO.

Auxunosupaw cnonounum, akcuaien cnoHouroapmpum oe3 penmeenoepagcxu oannu 3a AC u
ncopuamuien apmpum

IpenopbuntennaTa 103a Hyrimoz 3a marueHTH ¢ aHKUIO3UPAIIl CIIOHIUIINT, AKCHATICH
crioHamIIoapTpuT 0e3 peatrenorpadceku ganan 3a AC u ncopuatudeH aptput ¢ 40 mg aganumymao,
npujiaraHa rnpe3 ceJMUIa KaTo eAMHUYHA 71032 YPe3 MOJKONKHO HHIKEKTHPAHE.

Hammunurte JaHHHU 1pearnojiarat, Y€ KIMHUYHUAT OTTOBOP CE ITOCTUTa OOUKHOBEHO B paMKHUTE
Ha 12-CeI[MI/I‘-IHO JICUCHUC. HpI/I ManyueHTH, IIPHU KOUTO HAMAa OTTOBOP B paMKUTC Ha TO3U BPEMECBU
epuoa, NpoaAbJIKaAaBaAHCTO HaA JICHCHUCTO TpH6Ba Ja 6’[),[[6 MIPCOLCHCHO.



Iicopuazuc

IMpenopbunrtennara q03a Hyrimoz 3a Bb3pacTHu MalMeHTH ¢ HavanHa j103a ot 80 mg, mpuioKeHa
HOJKOXKHO, mociieiBaHa oT 40 mg MOAKOKHO Mpe3 CeMHMIIA, eIHA CEMHUIIA CIIe/T HaYalHaTa J103a.

IIponsmkuTenHaTa Tepanus ciaea 16 cemMuIiy TpsiOBa BHUMATEITHO 1a OB/ MPEOIICHEHA TTPH
MAIUEHTH, P KOUTO HsIMa OTTOBOP B PAMKHUTE HAa TO3U BPEMEBH IIEPHO/I.

Cren 16 cenMuIm ManueHTUTE C HETOCTAaThueH 0TTOBOp KbM Hyrimoz 40 mg mpe3 ceamuIia Moxe aa
HUMaT MOJIOKUTENICH eeKT OT yBearuuaBaHe Ha jgo3ara 10 40 mg Beska ceamuna wim 80 mg mnpes
cenmurna. [Ton3uTte U pUCKOBETE OT MPOABIDKUTENHATA Teparnus ¢ Hyrimoz 40 mg Besika ceamunia win
80 mg npe3 cenmuiia TpsiOBa 1a ObAAT BHUMATEITHO MPEOIICHEH! IPY NMAIIMEHTH ¢ HEAOCTaThUYCH
OTTOBOD cJIeNl yBeMYaBaHe Ha /to3ara (Bxk. Touka 5.1). Ako Ob/ie TOCTUTHAT 33I0BOJIUTENIEH OTTOBOP
¢ 40 mg Bcsika ceqmuna win 80 mg npe3 ceMUILIA, BIIOCIEICTBUE J103aTa MOXKeE Ja Oblie HaMaeHa

1o 40 mg npe3 cenMuna.

Tnoen xuopaoenum

IpemoprunrtennaTa qo3a Hyrimoz 3a Be3pactau nanpentn ¢ rooeH xuapagenut (I'X) e 160 mg
I'BPBOHAYAIHO B JieH | (mpunoxeHu karo yetnpu 40 mg MHKEKIMK B eTUH JIeH Wi kato e 40 mg
WHXEKIMH Ha JICH B JIBa [TOCJICA0BATEIIHYU JIHU ), ToclieaBaHo ot 80 mg Be CEIMUIM MO-KHCHO B
neH 15 (mpunoxenu karo n8e 40 mg nHxekyn B eanH neH). Cnen ape ceamunu (neH 29) na ce
pobinke ¢ 1o3a oT 40 mg Besika ceqmutia wiu 80 mg npe3 ceamuna (TIPUII0KEHN KaTo BE
nKeknn 1Mo 40 mg B €IWH U CBHIH JIeH). AKO € He0OX0AMMO, aHTHOMOTHUITUTE MOTaT 1a Obaat
MPOABLIDKSHH 110 BpeMe Ha JiedeHreTo ¢ Hyrimoz. TIpenopsuuTeiHO ¢ MalMeHTHTE 1a U3M0JI3BAT
JIOKAJTHO aHTUCENITUYHO N3MHUBAHE Ha TEXHUTE JIe3uH OT | X eXeIHEBHO 10 BpeMe Ha JISYCHHUETO

¢ Hyrimoz.

HpO):[’BJDKI/ITeHHaTa TEepamnus CJIca 12 CCaAMUIN TpSI6Ba Ja 6’[)[[6 BHUMATCIIHO MMPCOLCHCHA IPpH
ManueHTH, IIPpHU KOUTO HAMa HOI[O6peHI/Ie B paMKUTE Ha TO3U BPEMEBU IICPUO.

Axo neyeHHeTo TpsAOBa 1a Obe MPEKHCHATO, BE30OHOBSIBAHETO MOXe aa ctane ¢ Hyrimoz 40 mg
Beska ceqmuia wim 80 mg mpe3 ceaMuIia (BxK. Touka 5.1).

[on3ute u pUCKOBETE OT MPOIBIKABaHE HA IBJITOCPOYHOTO JICUEHUE TPAOBa Jla ce OL[CHBAT
repuoIngIHo (BXK. ToUka 5.1).

bonecm na Crohn

[penopbunTeiHaTa HHIYKIIMOHHA CXeMa Ha Mpuiiokenne Ha Hyrimoz npu Bb3pacTHU MAIlMEHTH C
yMepeHa 1o Texka Gopma Ha 6osecrta Ha Crohn e 80 mg B Cenmunia 0, mocneasanu ot 40 mg B
Cenmuna 2. B ciyyaii Ha HEOOX0IUMOCT OT MO-0BP3 TEPANICBTHYCH OTTOBOP MOXKE J1a CE MPHIIOKHU
cxemata 160 mg B Cenmunia O (mpuitokeHr KaTo 4YeTHpH HHXKeKIuu 1o 40 mg B paMKHUTE Ha €UH JIeH
WJTH KaTO JIBE MHKEKInH 1Mo 40 mg Ha JIeH B paMKHTE Ha JIBa ITOCJICIOBATEITHY THU ), TIOCTICABAHN

ot 80 mg B Cenmuna 2 (MPHUIOKEHU KaTo JIBE MHKEKIUH 1o 40 mg B paMKUTE Ha €1H JCH), CbC
Ch3HAHHETO, Y€ PUCKBT OT HEXKEIAHU ChOUTHUS € IMO-BUCOK IPH MPIJIOKEHUE HA TI0- BUCOKA
WHIYKITHOHHA 11034,

Crnen MHAYKIIMOHHOTO JICYCHHE, TIpEenopbhunTeliHaTa o3a ¢ 40 mg, mpuiiarana mpes ceMuIia 4pe3
MOKOKHO HHKEKTHPaHe. AJITePHATHBHO, aKO MAIMCHTHT € IPEKpaTuiI Tepamnusta ¢ Hyrimoz, vo
BB3HUKHAT TPU3HAIA M CHMIITOMH Ha 3a00JIsIBaHeTo, JeueHneTo ¢ Hyrimoz moxe mga Ob1e
moHOBeHO. Hanuiie e TBbp/ie orpaHryeH OMUT OTHOCHO TOTHOBSIBAHETO Ha TepanusaTa ¢ Hyrimoz
CJIe]] TIOBeYEe OT 8 CeMUIIM OT MpHJIaraHeTo Ha MPeANITHATa 1033,

[To Bpeme Ha mogaBpIKaIlaTa TEpaIus J03aTa Ha KOPTUKOCTEPOUTUTE MOXKE Ja C€ HaMal
MOCTENIEHHO B ChOTBETCTBHE C MPABUIIATA HA KIIMHUYHATA MMPAKTHKA.



Hsxou nanueHTH, mpu KOUTO UMa IMOHMKEH OTrOBOp KbM Tepanusta ¢ Hyrimoz 40 mg npe3 ceamuiia,
MOXe Jla UMaT NoJj3a OT yBennuyaBane Ha fo3ata 10 40 mg Hyrimoz Besika cemmuna wiu 80 mg mpes
ceaMHUILa.

Hsxou nanuenTy, mpu kouTo aurcea orroBop g0 Cenmuiia 4, Moke 1a ©MaT 1oJi3a OT
MPOIBIDKATETHA TIoAAbpKaria Tepanus 10 Cenmurnia 12. [Ipu manueHTH, Tpu KOUTO HIMa OTTOBOP B
paMKHUTE Ha TO3W BPEMEBHU MIEPHO/I, MPOABIKaBAHETO HA JICUCHUETO TPsIOBa Ja OhJ1c BHUMATEITHO
MPEOLICHEHO.

Vayeposzen xonum

[IpenopbunTenHaTa HHAYKIIMOHHA CXeMa Ha MpuiiokeHue Ha Hyrimoz mpu Bb3pacTHU MAIUCHTH C
YMEpPEH 110 TeKBK yiepo3eH komut ¢ 160 mg B Cenmurnia O (IpHITOKEHN KaTO YSTHPH WHIKEKITHH 10
40 mg B e/IMH JICH WIX KaTo JBE MHXKEKIMU 110 40 mg Ha JICH B paMKHTE Ha J[Ba TIOCJICIOBATCITHY JTHH )
wim 80 mg B Cenmunia 2 (IpUITOKEHU KaTo JBe HHXKEKIUH 1o 40 mg B paMKHUTe Ha euH JieH). Crex
WHIYKITMOHHOTO JICUCHHE, MpenophINTeTHaTa 103a ¢ 40 mg, nmpuiarana npe3 ceIMHIIa Ipe3
MTOAKOKHO MH)XKCKTHUPAHE.

ITo BpeMe Ha O IbpIKAIIATA TEPAITHS, 103aTa HA KOPTUKOCTEPOUIUTE MOXKE Ja CE HAaMAaJH
MOCTCIICHHO B CHbOTBETCTBHUE C HACOKUTE 3a KIIMHUYHA IIPaKTUKa.

Hsxou manueHTH, Mpu KOUTO UMa MOHMKEH OTrOBOP KbM TepanuaTa ¢ Hyrimoz 40 mg npes ceamuiia,
MOXe JIa UMaT TI0J13a OT yBenvaBaHe Ha jo3ara 10 40 mg Hyrimoz Besika ceqmuiia wiu 80 mg mpes
CeIMUIIA.

HanuynuTe naHHU Opernoarar, 4e KIMHHYECH OTTOBOP OOMKHOBEHO CE IOCTUTa B PAMKHUTE
Ha 2-8 ceqmuiy ot Jeuennero. Jleuennero ¢ Hyrimoz ve tpsioBa a mpoabinKaBa Mpu MalMeHTH, IPU
KOHTO HSIMa OTTOBOP B TO3H BPEMEBHU IEPUO/I.

Yeeum

[penopbuntenHaTa 103a Hyrimoz 3a Bs3pacTHH MAalMEHTH C YBEUT ¢ HadanHa 1o3a 80 mg,
nmocneaBana ot 40 mg npe3 ceaMuIIa, 3aNI0YBAKY €IHA CeIMUIIa clie/l HadyaiaHarta go3a. Mma
OrpaHHYEH OIKUT OTHOCHO 3aIlOYBaHe Ha JIeUueHne caMo ¢ aganumymad. Jleaenuero ¢ Hyrimoz mosxe
Jla 3aII0YHE B KOMOMHAIUS C KOPTUKOCTEPOUIN W/WIIK C IPYTH UMYHOMOTYJIATOPH OT HEOMOJIOTHUEH
pon3xoI. J{o3uTe Ha CHITBPTCTBANINTE KOPTUKOCTEPOHIN MOTaT Ja ObhIaT HaMaJsiBaHH ITOCTETIEHHO B
CHOTBETCTBHE C KIIMHUYHATA MMPAKTHKA JBE CEIMHUIIM CIIE] HA4aloTo Ha jieueHunero ¢ Hyrimoz.

[IpenopbYUTETHO € MOIBUTE U PUCKOBETE OT MPOIBIKUTEIHO ABITOCPOYHO JICUCHHUE JIa CE OIICHSBAT
Ha rogumnTHa 0aza (Bxk. Touka 5.1).

CHCI_II/IaHHI/I nomyJjJanvuu

Cmapuecka ev3pacm
He ce n3nckBa Kopurupane Ha 103aTa.
bvopeuno u/unu uepnodpobHo yepesicoarne

AnanrnMyma0 He e IpOyYBaH IMPH Te3H IMOIMyJIalry OT HanueHTH. He Moke 1a ce HampaBsIT MPernopbKH
M0 OTHOIIIEHHE Ha J|03aTa.



THeouampuuna nonynayus

FOsenunen uouonamuyer_ apmpum

Honuapmuxynapen r0eeruneH UOUORAMUYEH apMPUm Om 2-200UUHA 8b3PACT

[penopbunrennara qo3a Hyrimoz npu nmanueHTy ¢ NoNIMapTUKYyJIapeH IOBSHUIICH UIMOIATHYCH
apTPUT OT 2-TO/AUIIHA B3pacT c€ OCHOBABa Ha TEJIECHOTO Teruio (Tabiuma 1). Hyrimoz ce npunara

Ipe3 CeAMMUIIA Ype3 MOAKOKHO HHKEKTHpPAaHE.

Tab6uuua 1. [o3za Hyrimoz 3a namuentu ¢
MOJMAPTHKYJIAPEH I0BEHUJIEH HIHONATHYEH apTPUT

Terjo Ha nanueHTa

Cxema Ha mpuJiarate

10 kg mo < 30 kg

20 mg mpe3 ceaMuIa

>30kg

40 mg mpe3 ceamuIia

Hanuunute nanHu npeanonarat, ye KIMHUYHUAT OTTOBOP C€ TOCTUra OOMKHOBEHO B PAMKHUTE
Ha 12-ceqmuuHo nedeHue. [Ipu mamuerTy, Npyu KOUTO HSIMA OTTOBOP B PAMKHUTE Ha TO3H BPEMEBH
TIepHOI, TPOIBIDKABAHETO HA JICYCHUETO TPsIiOBa /1a O'b/Ie BHUMATETHO MPEOIICHEHO.

Hsama croTBeTHA yHOTpe6a Ha aI[aJ'II/IMYMa6 IIpU MaOUCHTHU Ha BB3PACT IIOJ 2 TOAWHHU 3a TOBA

IIOKa3aHHuc.

Apmpum, cevpzan ¢ enmesum

Ipenopwsunrennata 1o3a Hyrimoz npu nauneHTy ¢ apTpuT, CBbP3aH ¢ CHTE3UT OT 6-TOHIIIHA BB3PacT
ce OCHOBAaBa Ha TeJIECHOTO Teruio (Tabumna 2). Hyrimoz ce npuiara npe3 ceqMuIa upe3 MoJKoKHa

HWHXCKIHA.

Ta6auua 2. Toza Hyrimoz npu nauueHT ¢
aAPTPHUT, CBBP3aH C €HTE3UT

TerJyio Ha mMamUeHTAa

Cxema Ha mpuJjaraHe

15 kg mo <30 kg

20 mg npe3 cenMuIa

>30kg

40 mg nipe3 cenmuna

AnanrnMyma0 He e IpOoyYBaH MMPH MMallMeHTH C apTPUT, CBbP3aH C €HTE3UT, Ha BB3PacT MO 6 TOIMHH.

Tcopua3suc ¢ naaxku npu neouampuyHy nayueHmu

IpemoppunTtennaTa q103a Hyrimoz npu manueHTH ¢ ICopuasuc ¢ Iaku Ha Bs3pacT oT 4 1o 17 rogunu
3aBHICH OT TeJIECHOTO Terio (Tabmuia 3). Hyrimoz ce npuara 4pe3 moaKoXHa WHKEKIIHSL.

Ta6auna 3. o3a Hyrimoz npu neguaTpuaHu
NMANMEHTH € MICOPUA3UC € IUIAKHU

TerJyio Ha MaUeHTAa
15 kg no <30 kg

Cxema Ha mpuJjaraHe
Havanna mo3a ot 20 mg,
nocnenBana ot 20 mg npe3 cenMuIa,
eIlHa CeIMUIIA CIIE[l HayaaHaTa J03a.
Hauamna mo3a ot 40 mg,
nocienBana ot 40 mg npe3 cenMulia,
eJ[Ha CEMUIIA CIIe] HayaaHaTa 034.

>30kg

IIpoasmkaBaHEeTO Ha TepanusTa MoBeYe OT 16 ceaAMUITH TPsOBa Aa c€ OOMUCIIM BHUMATEITHO MPH
MAIUEHT, KOWUTO HE Ce € MOBJIHSUI IPE3 TO3U MEPHO]] OT BPEME.
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Axo e mokazaHo IMOBTOPHO JICYCHUC C a,Z[aJ'II/IMYMa6, TpH6Ba Ja [a C¢ CcJIeABAT TOPHUTEC YKa3aHHU 3a
JA03UpPAaHEC U MPOABJIKUTCIHOCT HA JICUCHUCTO.

BbezomnacHocTTa Ha aganUMyMal MpH MeJUaTPUIHN MAIUEHTH C ICOPUA3HUC C IDIaKH € OIICHEHa B
MpOAbJDKEHNE Ha cpeliHo 13 Mmecena.

Hsama croTBETHA yHOTpe6a Ha a)la.HI/IMyMa6 Ipu ae1a Ha Bb3pacT moJg 4 T'OAWHHU 3a TOBA IIOKa3aHHUC.

Tnoen xuopaoenum npu onowu (nao 12-2o00uwna evspacm, ¢ meano nau-manxo 30 kg)

Hsma kITUHUYHYA TPOYYBAHUS C alaNuMyMad NP MAMeHTH B FOHOIIECKA Bh3PACT C THOCH
xuapaneHut (I'X). lo3upoBkaTa Ha amaaumMymad TIpH Te3U MAIMEHTH € Omra onpeneicHa Ha 6aza
(hapMaKOKHMHETUYHO MOJICITUPAHE ¥ CUMYJIAIus (BXK. TOUka 5.2).

IIpenopruntennara go3a Hyrimoz e 80 mg B Cenmuma 0, mociaensana ot 40 mg mpe3 ceamuria,
3anouBaiiku ot Ceamuria 1, mpuiaranu 4pes3 MoIK0KHA WHKEKIIHS.

IIpu marueHTH B I0HOIIIECKa BH3PacT ¢ HeaJeKBaTeH OTroBop kbM Hyrimoz 40 mg npe3 ceammuria
MOJKe J1a ce 0OMHCIIH yBenuueHue Ha jo3ata 10 40 mg Besika cenmuiia wid 80 mg mpe3 ceaMuiia.

[IpunoxxeHneTo Ha aHTUOUOTHIIA MOKe J1a ObJIe MTPOIBIKEHO 110 BpeMe Ha JieueHneTo ¢ Hyrimoz, ako
e Heobxonumo. [IpemoprunTenHo € mo Bpeme Ha jiedeHneTo ¢ Hyrimoz manueHTsT a H3BbpIIBa

CXKCIHCBHO JIOKAJTHO aHTHUCCIITUYHO ITOYHCTBAHEC HaA JIC3UHUTC HaA I'X.

IIpu marueHTH, MpU KOUTO HAMA rmogoopenne 1o Ceamura 12, mpoasrkaBaHETO Ha JICUSHUETO
TpsiOBa a ObJiec BHUMATEITHO OOMUCIICHO.

B cnyuaii ye neyeHneTo Ob/Ie MPEKBCHATO, MIPHIIOKEHUETO Ha Hyrimoz Mosxe ia 3arodHe OTHOBO,
KOTaTo € MOAXOIAIIO.

[Tom3ute ¥ pUCKOBETE OT MPOIBIHKABAIIO JBITOCPOYHO JICYCHUE TPSOBA J1a Ce OICHSIBAT MEPHOANMIHO
(BX. TaHHU TIPH BB3PACTHU B TOUKa 5.1).

Hsma cpoTBeTHA ynoTpeba Ha agamumMyMad MpH Jielia Ha Bb3pacT o 12 roJuHu Mpu TOBa
OKa3aHHue.

Bonecm na Crohn npu neduampulmu nayuernmu

IIpenopruntennara no3a Hyrimoz npu manmuentn ¢ 6onectra Ha Crohn, Ha BB3pacT
ot 6 1o 17 roarHU 3aBUCH OT TelleCHOTO Terio (Tabnumna 4). Hyrimoz ce npuiara 4pe3 moKoxHa
WHKEKITHSL.



Tabéamnna 4. loza Hyrimoz npu neapaTpu4Hu nanpueHTH ¢ 6oj1ect Ha Crohn

TerJio Ha NuayxkunoHHa 1032 Hoaabp:kama no3a
nanueHTa Hauano na Ceamuua 4
<40 kg o 40 mg Ha Cenmuna O u 20 mg Ha
Cenmuria 2

B ciyyaii Ha HE06X0IMMOCT OT TO-0BP3
TEpaNeBTUYCH OTTOBOP KATO € U3BECTHO, Ue
PHUCKBT OT HEKETaHU JICKAPCTBCHU CHOUTHUS 20 mg npe3 ceqmuIia
MOJKE J1a € TI0-BUCOK C IPUJIOKCHHE Ha
MO-BUCOKA MHIYKITHOHHA J103a, MOXE Jla Ce
M3I0JI3Ba CIEIHATA 103a:

) 80 mg na Cenmuna 0 u 40 mg Ha

Ceamuiia 2
> 40 kg . 80 mg na Cenmumna 0 u 40 mg Ha 40 mg nipe3 ceamuIia
Cenmuna 2

B cnyuait Ha He0OX0AUMOCT OT TO-0BP3
TepaneBTHYEH OTTOBOP KaTO € M3BECTHO, Ue
PHUCKBT OT HEXXEJIaH! JIEKapCTBEHU ChOUTHS
MOJKe JIa € TT0-BUCOK C TIPHIJIOKEHHE Ha
0-BHCOKA HHAYKIIMOHHA 7033, MOXeE J1a ce
U3II0JI3BA CJIEJIHATA 1034:

. 160 mg Ha Cenmumna O u 80 mg Ha

Cenmuna 2

HaI_II/ICHTI/I, IIpHU KOUTO OTTOBOPHT € HE3ATOBOJIMUTEICH, MOXKE J1a UMAT I10J13a OT ITIOBUIIIaBAHC Ha
Jo3ara:

. <40 kg: 20 mg Bcsika ceqmuIa
. > 40 kg: 40 mg Besaka ceqmuna wim 80 mg mpe3 ceaMuIa

IIpu marueHTH, pu KOUTO HsiMa 0TroBop 10 Ceamuria 12 mpoabibkaBaHETO Ha JICUEHUETO TPSOBa ga
ObJie BHUMATEIHO OOMHUCIIEHO.

Hsma choTBeTHA yroTpeda Ha agaiuMymad IpH Jelia Ha Bb3pacT 1o 6 roJMHU 3a TOBa MOKa3aHHUe.

Vaueposzen korum npu neouampuynu nayuenmu

IpenopbuntennaTa q103a Hyrimoz npu nanueHTH Ha Bb3pacT oT 6 10 17 TOANHY ¢ YIIepo3eH KOJIUT €
0asupaHa Ha TeIECHOTO Terio (Tabmuma 5). Hyrimoz ce mpuara upes moIK0KHO HHKEKTHPAHE.

Taoauua 5. To3za HYyrimoz 3a neqpaTrpuyHy NAUHEHTH C YJIHEPO3e€H KOJIUT

Hoaabp:kama xo3a,
3anmouynara B Cenmuua 4”
<40 kg * 80 mg na Cenmuna 0 * 40 mg mpe3 ceamuIia

(TIpUIIO’KEHU KATO JBE MHIKCKIIUH

o 40 mg B eMH ACH) U
* 40 mg na Cenmuna 2

(IpunoXeHu KaTo eaHa

nmkeknus ot 40 mg)

Terso Ha manueHTAa WHAYKIHOHHA 1032
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Hoaabp:kama xo3a,

TerJyio Ha manueHTa W HAYKIHOHHA 1032 samounata B Cenvuma 4°
> 40 kg * 160 mg Ha Cemmuria 0 * 80 mg mpe3 ceamuIa
(IpUIIOKEHN KaTO YETUPH (IpUIOKEHU KaTo B
UHKEKIUHU 110 40 mg B €1MH JeH UHKEeKIMHU 110 40 mg B etMH
WY JBe UHXKekuu o 40 mg Ha ZieH)
JIeH 3a J1Ba T0CJIeI0BATEIHH JTHH)

u

* 80 mg na Cenmuria 2
(TIpUIIOKEHN KaTo JBE
umxekuu no 40 mg B eUH
JICH)

* -
[leguaTpuyHUTE MAIMSHTH, KOUTO HaBLPIIAT 18 roguHu, 10KaTo npuemar Hyrimoz,
TpsIOBA Ja MPOIBIDKAT TAXHATA MPEATFICaHa IMOAabpIKaIIa 103a.

IIpoasmkaBaHETO Ha TEpaNUITa CIeA 8 CEAMMIIA TPSOBA 1a ce 0OMUCITH BHUMATETHO TTPH
marueHTuTe 6e3 MpU3HAIM Ha OTTOBOP B PAMKHTE Ha TO3U BPEMEBHU TIEPHOI.

Hsama croTBEeTHO IIPUIIOKCHUC HaA HyrimOZ Inpu Aena Ha Bb3pacT IO 6 TrOAVHU IIPpU TOBA MIOKa3aHUC.

HyrimOZ MOIXKE J1a C€ npeajiara ¢ pa3ju4HO KOJINMYCCTBO HA AKTUBHOTO BCIICCTBO B 1I030BAa €AMHUILIA
W/WIH JICKApCTBCHU (bOpMI/I B 3aBUCUMOCT OT MHAUBUAYAJTHUTC HYX KU OT JICHCHUC.

Yeeum npu neduamputmu nayuernmu

[penoppuntennaTa n03a Hyrimoz npu neuaTpyuvHU MAIUCHTH ¢ YBEUT HABBPIIMIH 2 TOJAWHU 3aBHCH
oT TesiecHOTO Teriio (Tabmuiia 6). Hyrimoz ce mpuiara upe3 moik0kHa HHIKEKIIHSL.

HpI/I YBCUT NIPpHU NCAUATPHUYHHU MAIIUCHTH HAIMA OIIUT B JICUCHUCTO C a,Z[aJ'II/IMYMa6 0e3 CHhIIBTCTBAIIIO
JICYEHUE C METOTPEKCAT.

Ta6aumna 6. {o3za Hyrimoz npu nexuaTpu4yHu NANMEeHTH C YBEUT

TerJio Ha malMeHTa Cxema Ha npujiaraHe

<30kg 20 mg npe3 ceqMuna B
KOMOMHAIUS ¢ METOTPEKCaT

> 30 kg 40 mg mpe3 ceaMuIla B

KOMOMHAIIUS C METOTPEKCAT

Korato ce 3amouBa tepanust ¢ Hyrimoz, Moxe na 6b/ie mpuioxeHna HaroBapsamia no3a 40 mg 3a
narueHTH < 30 kg nim 80 mg 3a marmenTn > 30 kg, emHa cenMuIra mpeaw HA4ajaoTO Ha TepamusITa.
JluricBaT JaHHU 3a ynoTpedaTa Ha HaTOBapBallla J03a alaluMyMal Tpy Jiela Ha Bb3pacT < 6 roIuHH
(Bx. Touka 5.2).

Hsma cpoTBeTHA ynorpeba Ha Hyrimoz npwu fenia Ha Bb3pacT 1oJ] 2 TOJMHHM 32 TOBa [TOKa3aHue.

[IpenopbuBa ce Moy3ara U PUCKBT OT MPOIBIDKUTEITHO ABITOCPOYHO JICUCHHUE JIa CE OI[CHSBAT
exeromHo (Bx. Touka 5.1).

Hcopuamu%H apmpunt U AdKCUdjileH CI’lOH()LUZOClDWlDMm GKNIIOYUMENHO aRKUuio3upau CHOHOUIUM

Hsama croTBeTHA yHOTpe6a Ha aIIaIII/IMYMa6 B rI€AMaTpu4HaTa MnoIryJjJanuAa 3a NoKasaHuAaTa
AHKWJIO3Upall CIOHAWIXUT U ICOPUATUYCH apTPUT.
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Haunn Ha npuiioxxeHue

Hyrimoz ce mpuiara upe3 MoAKOKHA HHKEKIIHSL.
[IbmHM yKa3aHud 3a ynotpeda ca JaieHH B IMCTOBKATa 3a MallueHTa.

AnanuMymab ce Tpeiara u ¢ Jpyrd KOJIMYecTBa Ha aKTHBHOTO BEIIECTBO U JICKAPCTBEHU (POPMHU.
4.3 TIlpoTuBOMOKA3aHUS

CBpBX‘IyBCTBI/ITeHHOCT KBbM aKTUBHOTO BCIICCTBO UJIHN KbM HAKOC OT IOMOIIHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

AKTHBHA TyOepKyJ03a WIH APYTH TEKKH WHPEKIINU KaTO CETICHC U OMOPTIOHUCTHYHN HH()EKITHH
(Bx. Touka 4.4).

YMepeHa 10 TeXKa cbpaedHa HemoctarbuHocT (Kiac I11I/IV mo Hro#opkckaTa kaparoiorndna
aconmarus (New York Heart Association, NYHA) (Bxk. Touka 4.4).

4.4 CneuuajHu mpexynpeskaeHUs U Mpeana3Hy MePKH NpU ynorpeda

IIpocaenumoct

3a ma ce mogo0pH MPOCIETUMOCTTa Ha OMOIOTHYHHTE JIEKAPCTBEHH MPOIYKTH, UMETO H MAPTUIHHST
HOMeEp Ha MPUJIOKEHHS MPOIYKT TPsiOBa SICHO Jia ce 3alucCBar.

Hudexrmn

[NanuenTure, mpuemary TNF-aHTaroHucTy, ca mo-noJaTiuBH KbM CEPHO3HH WH(EKIIHU.
Hapymenure GpyHkiun Ha 6enure ApoOOBE MOraT Ja IMOBHUIIAT PUCKA OT Pa3BUTHE HA MH(EKLHS.
Eto 3amo, manmenTuTe TpsiOBa 1a ObAaT BHUMATEIHO IPOCIIE/SIBAHN 32 HHPEKINH, BKIIOUUTEITHO
TyOepKyI03a, Ipe/IH, 0 BpeMe Ha U cie] JedeHuero ¢ Hyrimoz. Thif kaTo eMMHHUpPAHETO Ha
ajanuMymMad MoOKe J1a Tpae 10 YeTHPH Mecella, MpocieIsiBaHeTo TPAOBa 1a MPOABIIKH MIPe3 Lesns
TO3H HEPHUOJ.

JleuenueTo ¢ Hyrimoz ue tpssiOBa 1a ce 3amouBa MpH MarMeHTH ¢ aKTUBHU WHPEKIMH, BKITIOYHTEITHO
NPY XPOHWYHH WK JIOKAJTM3UpaHH UHQEKIINH, TOKaTo UH(eKnuaTa He Obe oBnajsHa. [Ipu
MAIMEHTH, KOUTO ca OMJIM M3JI0KEHU Ha TyOepKyJi03a U NallMeHTH, KOUTO ca IIbTyBaJld B palOHU

C BUCOK PHCK 3a 3a00JisiBaHe OT TyOepKyJI03a Wi EHASMUYHH MUKO3HU, KaTO XMCTOILIa3M03a,
KOKCHTUOMIOMHKO3a HITH OJIACTOMHKO3a, PUCKBT U M0J3aTa OT JieueHuero ¢ Hyrimoz tpsiosa

Ja ObIaT OOMUCIICHH TIPS 3all0YBaHe HA JICUCHHUETO (BXK. Jpyeu onopmionucmuynu un@exyuu).

[ManmenTHTe, KOMTO pa3BUBAT HOBAa HH(EKIIMS 110 BpeMe Ha jiedeHnero ¢ Hyrimoz, tpsosa na Obnar
BHUMATEJIHO NPOCIEIBAaHH U J1a IPEMUHAT IIPe3 IIbJIHM AUArHOCTUYHU U3CieBaHuA. AKO

HalUCHTHT Pa3BHUe HOBA CEPHO3HA MH(CKIINS WIIN CETNICUC, IPUIIOKeHHeTo Ha Hyrimoz tpsiosa 1a Obe
MIPEYCTAHOBEHO U TPsIOBa Jla O'bjIC 3al0YHATA IMOAXOIAIIa aHTUOAKTepHAITHA HITU POTUBOT'bOMYHA
Tepanus, J0KaTo HHpeKuusITa He Obae oBnaasHa. Jlekapure TpsOBa 1a yIpaXHAT OBUILCHO
BHHMaHHE, KOraTo OOMHUCIIAT NPUIOkKeHHe Ha HYrimoz npu nanueHT ¢ aHaMHe3a 3a MOBTapSIIH ce
MH(EKINN WK ¢ TTOAJIeKaIH 3a00JIIBaHHs, KOUTO MOTAaT J1a IPeIpas3oioKaT NallueHTUTE KbM
MH(EKINH, BKIIOYUTEIHO yoTpedaTa Ha ChIIBTCTBAIIN UMYHOCYIPECUBHH JIEKaPCTBEHH MPOAYKTH.

Cepuosnu ungexyuu
Cepro3Hu UH(EKIINH, BKITIOYHTEITHO CETICUC, IBJDKAII e Ha OaKTepHaTHU, MUKOOAKTepHaITHHY,
WHBA3WBHU I'bOMYHH, TAPA3UTHU, BUPYCHH WM APYTU OMOPTIOHUCTHYHN HH(EKIHH, KaTO

JUCTEPHO03a, JISTHOHEI03a U ITHEBMOIIMCTO3a Ca ChOOIIIaBaHU IPY MAIIMEHTH, MOJTyYaBaIy
agamuMyMao.
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Hdpyrute cepro3Hu HHGEKIMH, HA0MI0AaBaH! NP KJIMHUYHU NPOYYBAHUS BKIIIOUBAT THEBMOHUS,
MHETIOHEPPUT, CENITHUEH apTPHUT U cenTuleMus. JJoknaaBaHu ca ciydan Ha XOCIUTAIM3ALMs WK Ha
JIeTaJeH U3X0/Jl CBhP3aHU C HHPEKIHUTE.

Tybepxynosa

Cro01aBa ce 3a ciryvan Ha TyOepKyJi03a, BKIIOYUTEIHO U Ha HOBO Ha4ajlo Ha TyOepKyJ03a, pH
NanyeHTy, nprueMany aganumymad. JloknanBanu ca ciaydaid Ha 6eIoapoOHa 1 H3BbHOETOAPOOHA
(T.e. mUceMuHHUpaHa) TyOepKyy03a.

[penu 3amouBane Ha jgedeHueTo ¢ Hyrimoz BcHuky manueHTH TPsOBa J1a ce OLICHST KaKTo 3a aKTHBHA,
TaKa M 3a HeaKTHBHa (,,JJaTeHTHA ) TyOepKyo3Ha nH(peknus. Ta3u orieHKa TpsOBa Ja BKIIFOYBa
MoJIpoOHa MEAMIIMHCKA OIIEHKa Ha aHaMHe3aTa Ha MaI[eHTUTe 32 TyOepKyIi03a WITH Bb3MOXKEH
NpPEAXO0XKAAIl KOHTAKT C X0pa C aKTUBHA TyOepKyJ03a U MpeIxoKaalia u/uii HacTosIIIa
UMYHOCYIIpecHBHa Tepanus. [[py BCHUKH NaIeHTH TpsOBa J1a ce MPOoBeaT ChOTBETHUTE
CKPUHHMHTOBH W3CJIeIBaHMUS, T.€. TYOEPKYINHOB KOXEH TECT U PEHTTeHoTpadusl Ha TPBACH KOII

(MOXe J1a ce pHIIoKaT MECTHUTE Mpenopbku). [IpenopbuBa ce mpoBeXxaaHeTo Ha T€3H W3CIIEABAHUS
U pe3yATaTUTe OT TAX Ja ObJaT 3alicaHy B HAIIOMHSIIIATa KapTa Ha anuenTta. Ha npennuceammre ce
HAaIOMHS 32 PHCKa OT (PaJIIMBO-OTPHUIIATEHN PE3YITATH IIPU KOKEH TYOSpKYJIHHOB TECT, 0COOEHO
IIPY MAIEHTH, KOUTO ca TeXKO OOIHU WM UMYHOKOMIIPOMETHUPAHH.

AKO ce THarHOCTHIIMPA aKTHUBHA TYOepKyJ103a, TeueHueto ¢ Hyrimoz ue tpsbBa na ce 3amousa (BK.
Touka 4.3).

BB Bcnuku onucanu no-a0J1y ciyvdau, CbOTHOIICHUCTO HOJ'IBa/pI/ICK OT JICYCHUETO TpH6Ba Ja 6’5[[6
MHOT'0 BHHMATEJITHO OOMHUCIICHO.

AKoO ce moi03upa JIaTeHTHA TyOepKyJi03a, TpsiOBa 1a ce MpoBeie KOHCYNITAIHS C JIEKap C OTHT B
JICUEHUETO Ha TyOepKyJo3a.

AKO ce TuarHocTULMpa JaTeHTHa TyOepKyo3a, TpsOBa a 0b/ie 3alI0YHATO MOAXOASIIO JeUeHUEe 3a
JaTeHTHA TyOepKyio3a ¢ IPOTUBOTYOEPKYI03Ha PO UIaKTHYHA Tepanys NPear 3a0oYBaHe Ha
nedeHnero ¢ Hyrimoz, 1 B CbOTBETCTBUE C MECTHUTE MPEMIOPBKH.

[punoxxeHueTo Ha MPOTUBOTYOEPKYI03HA TPOoMIIaKTHYHA Tepamus TpsiOBa ChIIO J1a ce OOMUCIN
npeay 3arnovyBaHe Ha JiedeHune ¢ Hyrimoz npu maiueHTH ¢ HIKOJIKO WIH 3HAYMMH PUCKOBH (haKTOPH 3a
TyOepKyJ03a, He3aBUCUMO OT OTPUIIATEITHH TECT 32 TyOepKyJi03a | IPH MallUeHTH C aHaMHe3a 32
JaTEHTHA WM aKTUBHA TyOepKyJ03a, IPH KOUTO HE MOXKe Ja Obie TOTBBPACHO MPOBEKAAHETO Ha
aJIeKBaTEeH Kypc Ha JICYEHNUE.

Brpeku npoduiiak THIHOTO JICYCHHE 33 TYOSpKyy103a, IPY NAIMEeHTH, JISKYBaHH C aiauMymab ce
cpeuiar ciy4yadu Ha peakTUBHUpaHe Ha TyOepKyo3a. Hakou nanueHTH, KOUTo ca OWiIH yCIeIHO
JICKYBaHH 3a aKTHBHA TyOEpKYJI03a, ca pa3BUIIM MIOBTOPHO aKTHBHA TyOepKyIo3a, o BpeMe Ha
JICYCHHE C aJaTnMyMa0.

[NanmenTure TpsiOBa na ObAAT HHCTPYKTUPAHU J1a IOTHPCAT MEAULIMHCKA TOMOILI, aKO 110 BpeMe Ha
WK ciiel JiedeHreTo ¢ Hyrimoz Bb3HMKHAT MPHU3HAIIM/CUMITOMH, [IPEAIOIarany TyOepKyI03Ha
uH(eKuys (Hamp. MepcucTHpaia Kaluiiia, H3TolleHre/3aryoa Ha Terjio, JIEKO MOBUIIIeHa
TeMIepaTypa, anaTus).

pyau onopmionucmuunu uHgexyuu
OnopTroHUCTUYHH WH(GEKINHN, BKIFOUYNTEITHO HHBA3UBHH I'bONYHN MHPEKITNH ca OMITH HaOJI01aBaHU
[IpH MTAIUEHTH, IprueMaIny againmymad. Tesn nHpekn He ce pa3no3HaBaT CHCTEMHO MPH

nauueHTy, npuemaniyu TNF-aHTaroHucTu v ToBa BOJIM J10 3aKbCHEHUE B IIPUIIOKEHHUETO Ha
HOJXOJAIIOTO JICUCHUE, MOHIKOra BOJICIIO 0 JeTaJleH U3XO0/I.
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[Ipu naumeHTH, KOUTO pa3BUBAT MPU3HAIM U CHMITOMH KaTO MOBHUIIIEHA TEMIIEpaTypa,
HEpasIoJIoKeHHe, 3aryda Ha Terjio, NOTeHe, KalUIUIa, TUCITHes 1/Win 0eloJpoOHN HHPHUIATPATH W
JPYTH CEPUO3HU CUCTEMHU 3a00/IABaHUs ChC WM 0€3 CHIIBTCTBALI IIOK, TPsIOBA Ja ce MOA03Hupa
WHBa3MBHA I'bOMYHA MHDEKIMS ¥ NPUIIoKeHHeTo Ha Hyrimoz TpsioBa na 6’b1e CBOCBPEMEHHO
IpPEYCTaHOBEHO. J[MarHOCTUIMPAHETO ¥ NPUIIOKEHHETO Ha EeMITMPHYHO MTPOTUBOI'BONYHO JICUCHHE
IPY Te3W NALMEeHTH TPSOBA J1a CTaBaT MPU KOHCYITAIHSA C JeKap C ONUT B JICUCHUETO Ha MAIMEHTH C
WHBa3MBHU I'bOWYHN MHDEKIIUH.

PeakTuBupane Ha xenatut B

[Ipu marueHTH ¢ XpOHUYHO HOCUTENCTBO HA HBV (T.e. moyioxxuTeNieH NOBLPXHOCTEH aHTUTCH),
nonydyaBamy TNF-aHTaroHUCT, BKIIOYUTEITHO aIaTiMyMal, € HaOJIr01aBaHO peaKTUBUpaHe Ha
xenaTuT B. Hsakou cirydan ca ¢ neramen uzxon. [lamuenture TpssoBa na ce u3cnensar 3a HBV
uH(eKus, Mpeau 3amouBane Ha aeuerue ¢ Hyrimoz. Koucymrarust ¢ iekap, ¢ ONUT B JICUCHUETO Ha
XemnatuT B, ce mpernopruBa Mpu MarueHTH, KOUTO UMAT TIOJI0XKHUTEIeH TECT 3a XenaTuT B uHdpexus.

Hocurenure Ha HBV, kouTo ce Hyxmasr ot jedenue ¢ Hyrimoz, tps6sa na ce mpociessar
BHUMATEIJIHO 3a MPU3HALM 1 CUMIITOMHU Ha akTBHA HBV mH(ekuus no Bpeme Ha IeUEHHETO U
HAKOJIKO MECella CJIe]] HeTOBOTO MpHKIIoUBaHe. HAMa HOCTaThYHO JaHHU OT JICYEHHETO HAa HOCUTEIN
Ha HBV c anTuBHpyCHM JiekapcTBa B chueTaHue ¢ TNF-aHTaroHucTy 3a npeloTBpaTsBaHe Ha
peaktuBupanero Ha HBV. Ilpu nanuenTn, kouto pasBuBar peakruBupane Ha HBV, Hyrimoz tpsiosa
Jla ce CIIpe U J1a ce 3arovHe epeKTHBHA aHTUBUPYCHA Tepanus C MOIXOAALIO TOAIBPIKAIIO JICUCHHE.

Hesposiornunu cr0uTHI

B penxu ciaydan TNF-aHTaroHucTuTe, BKIIOYUTEIHO agaTuMymad, ca OMiIn CBBp3aHu C HOBO
BB3HUKBAHC HUJIU O6OCTp$[He Ha KIMHUYHUTC CUMIITOMU I/I/I/IHI/I peHTI‘eHOI‘pa(bCKI/I JaHHU 3a
JEeMUEIMHU3UPAILO 3a00/sIBaHe Ha [ICHTPaIHATa HEpBHA CUCTEMA, BKIIOUUTEIIHO MHOKECTBEHA
CKJIep03a ¥ HEBPUT Ha OYHUI HEPB, U epru(epHO IeMUEITHHU3UPAIIO 3200IIBaHe, BKIFOUHTEITHO
cuaapom Ha Guillain-Barré. [Ipennucpamure TpsiOBa 1a ynpakHST MOBUIICHO BHUMAHUE TIPH
OOMHCIISTHE TIPHIIOKEHHETO Ha HYrimoz npu manueHT! ¢ NpeixoIHO ChIIECTBYBAIIO WK HACKOPO
BB3HUKHAJIO AEMHCIHHU3UPAIIO 3a00siBaHe Ha [IEHTpalTHATa WK NiepudepHara HepBHA CUCTEMA; aKO
HAKOE OT Te3M 3a00JIIBaHMS ce pa3Bue, TPsAOBa Ia ce 00CHIN MpeKpaTABaHe Ha mprema Ha Hyrimoz.
Nma YCTaHOBCHA Bpb3Ka MEKAY UHTCPMCIUCPHHUSA YBCUT U JEMUCIIMHU3UPAINUTE 3a00JIsIBaHMs Ha
LEHTpajJHaTa HepBHA cucTeMa. [Ipy manueHTH ¢ HeMH(EKINO3eH HHTEPMEINEPEH YBEUT TPAOBa 1a
ce M3BBPIIBA HEBPOJOTHYHA OIIEHKA TIPEI 3alI0YBAHETO, KAKTO M PEAOBHO 110 BpeMe Ha JIEUEHUETO
¢ Hyrimoz, 3a na ce HarpaBu olieHKa Ha BeUe CHINECTBYBAIIN MM Pa3BUBAIIY CE IEMHUETHHUZUPAIIN
3360H$IB3HI/I$I Ha NEHTpaJIHATa HEPBHA CUCTEMA.

AJlepruyHu peakuuu

Cepro3HHTE aJIepTUYHU PEaKkyy, CBEP3aHuU C aIaJuMyMal ca peAKH MO BpeMe Ha KIMHUYHHUTE
IPOYYBaHUS. ANEPrUuHU PEaKLUUHU, KOUTO HE Ca CEPHUO3HU U Ca CBBP3aHU C afaluMyMad ca HEUeCTH
10 BpeMe Ha KIMHUYHHUTE TpoyuBaHusl. [loydaBaHu ca chOOIIEHHS 3a CEPHO3HH alepTUiHU PEaKIvy,
BKJIIOUUTENTHO aHa(uIakcus ciel MpuioKeHre Ha ananumymMa0d. [Ipu Bp3HUKBaHe Ha aHAapUIAKTHYHA
peaKIys WK Apyra Cepro3Ha ajJepruyHa peakuus, NpuiioxkeHnero Ha Hyrimoz tps6sa He3abaBHO 1a
ce MPEYCTaHOBH U J1a Ce 3all0YHE CHOTBETHOTO JICUEHHE.

HmyHocyopecus

[Ipu npoyuBane Ha 64 MaMEHTH C PEBMATOUICH apTPUT, KOUTO ca OWIIM Ha JICYSHHUE C alaTnMyMa0,
HE ¢ YCTaHOBEHO MOTHCKAHE Ha CBPBXUyBCTBUTEIHOCTTA OT 3a0aBEH THII, HUBATA HA UMYHOTJIOOYTHHUTE
WM IpOMsTHA B Opost Ha edekropaute T-, B-, NK-kimetkn, MoHOIIITH/MaKpodarn 1 HEyTPOPHITH.
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310Ka4YeCTBEHHU U HI/IMd)OH[)OJ'II/Id)CDaTI/IBHI/I 3a00/I9BaHUS

B xoHTposMpaHUTe YacTh Ha KJIMHUYHUTE NpoyuBaHusa ¢ TNF-aHTaroHucTH, NOoBeYe Ciiyyau Ha
3JI0KQ4YECTBEHU 3a00JIIBaHUS, BKIIFOYUTEITHO JIUM(OMHU, ca HAOIF0JaBaHU Cpe]l MAlUEHTHTE,
nonyvaBaimin TNF-aHTaronuctu, B CpaBHEHUE C KOHTPOJIHUTE NAallMeHTH. BbOpeku ToBa, cinyyaute ca
peaxu. B mocTMapKeTHHTOBHS TIEPHO]] ca ChOOIIAaBaH! CIydad Ha JICBKEMUS IIPH IMAIIMECHTH, JICKyBaHU
¢ TNF-anraronucrt. IIpu maiiueHTH ¢ pEBMATOUJIEH apTPUT C ABJITOTOJUIIHO, BACOKOAKTUBHO
BB3MAIUTEIHO 3200/ sIBAHE UMa MOBUIICH (DOHOB PHCK OT pa3BUTHUE HA TUM(OM U JICBKEMUS, KOSTO
YCJIOXKHSIBA OlleHKaTa Ha pucka. Criopea HACTOSIIIUTE MO3HAHUS, IPU MaIIMEHTH JIEKYBaHH C

TNF- anTaroHuct, He MOXe J1a 0bJIe U3KITIOYCH BH3MOXKECH PUCK 32 PA3BUTHE HA TUMGOMHU, IEBKEMUS
U JIPYTH 3JI0KaYECTBEHHU 300 ISIBAaHHUSL.

Ilo Bpeme Ha MOCTMAPKETHHIOBHS IIEPUO]] ca ChOOIIaBaHU CIy4an Ha 3JJ0Ka4eCTBEHU 3a00JIBaHUS,
HSIKOW OT KOWUTO (haTajHu, MPH Jelia, FOHOIIU U MIIaIekH (Ha BB3PACT 0 22 TOJMHM), JIEKYBaHU C
TNF-antaronucty (3ano4Bane Ha JiedeHueTo < 18-roguirHa Bb3pacT), BKIIOYUTEIHO agaauMymao.
OxoJ10 I0JIOBUHATA OT CiIydauTe ca omnu muMpomu. pyrure ciydau npencTapisiBaT MHOXKECTBO
Pa3IMYHYU 3T0KAYECTBEHH 3a00JIIBAaHHS U BKIIIOYBAT PEIKH 3JI0KAYECTBEHH 3200 IsIBaHus, 0OMKHOBEHO
cBBbp3aHu ¢ umyHocynpecus. [Ipu nena u roHony, nexkysanu ¢ TNF-aHTaroHucTH, He MOXe J1a ce
M3KJIFOUU PUCK OT Pa3BUTHE HA 31I0KAYECTBEHU 3a00JIIBaHHUS.

Penxu mocTMapKkeTHHTOBH cIydad Ha XenaTolMeHadeH T-kieTbueH TUM(OM ca YCTaHOBEHH MPH
NalKeHTH, IEKyBaHH ¢ aganuMymad. To3u psaapk Tan T-kiaeThueH auM(oM nMa MHOTO arpecuBHO
IpoTHYaHe U OOMKHOBEHO € ¢ JieTajeH u3xoa. Hsxou ot Te3u xenaronueHanHu T-KieTbuHH
nuM(OMH, CBBP3aHU C aaniMyMa0, ca Bh3HUKHAIM TP MIIaJIM AIIMEHTH Ha ChITBTCTBAIIIO JICUCHHE
C a3aTHOIPHH WM 6-MepKanTONMypHH, IPUIaraHy 3a Bb3MaJUTEIHO 3a00JsIBaHe Ha uepBara. TpsoBa
BHUMATEJIHO Ja c€ OOMUCIH ChILECTBYBAILUAT PUCK IPU KOMOMHUPAHE HA a3aTUONIPHUH

wiu 6-mepkanronypu ¢ Hyrimoz. He moxe /1a ce M3KITIOUH PHCK OT Pa3BUTHE Ha XEMaTOINeHAICH
T-knerpyeH nuMpoM MpH NAUEHTH, JeKyBanu ¢ Hyrimoz (ex. Touka 4.8).

He ca npoBexaanu npoydYBaHusi, KOUTO BKIIFOUBAT MALMEHTH ¢ aHAMHE3a 3a 3JI0Ka4eCTBEHU
3a00JIIBaHUS WJIH IIPU KOUTO JICYEHUETO C alaTuMyMad € MPOABIKEHO clie]l pa3BUTHETO Ha
3IoKavecTBeHo 3aboisaBane. CriefjoBaTeHO, TPAOBA Ja ceé OOMUCIN C MIOBUIIICHO BHUMAaHUE
nedenreTo ¢ Hyrimoz npu te3n manueHTH (BXK. Touka 4.8).

Bcuuku nanueHTy H, no-crenyuanto, NaUEHTUTE C AHAMHE3a 33 IIPOJBJDKUTEIIHA UMYHOCYIIPECUBHA
Tepanus WIK NalUeHTUTE ¢ IIcopuasuc U anamuaesa 3a PUVA nedenue, Tpsi6Ba 1a ObaaT u3cieiBaHU
3a HaJIMYMETO HAa HEMEIaHOMEH KOXKEH pakK Mpejiu U 110 BpeMe Ha jedenuero ¢ Hyrimoz. Jfoknaasanu
ca chIIo U MenaHoM U Merkel-kneTsueH KapHOM MPU NMalMeHTH, JekyBaHu ¢ TNF-antaronucTy,
BKJIIOUUTENTHO afamMyMad (Bx. Touka 4.8).

B excruiopaTopHO KIMHUYHO NMPOYYBAHE, OLIEHABAILIO MIPUIIOKEHUETO HA ApyTr TNF-aHTaroHucT,
MHQIUKCUMa0, IPY MaLUEeHTH ¢ yMEpeHa JI0 TeKKa XpOHMYHa 00CTpYKTHUBHA OenoapoOHa GosecT
(XOBB), ce crobmIaBa 3a MO-TOJISIM OpO¥i CTydan Ha pa3BUTHE Ha 3JI0KAY€CTBEHU 3a00IIBaHUA,
JIOKaJIM3UPaHU NPEIUMHO B OelTuTe ApoOOBE MM B 001aCTTa Ha TJIaBaTa M NIMATA, IPU NalUueHTUTE
JIeKyBaHH ¢ HH(IUKcHMa0, B CpaBHEHHE C KOHTPOJIHHUTE MaleHTH. Bcuuky nanueHTu ca ¢
aHaMHECTUYHU JIaHHHM 32 TEeXKa CUCTEMHa 3710ynoTpeda ¢ TioTroHomyieHe. CiaenoBaresiHo, TpsiOBa
Jla ce YIIpaXHH MMOBUIIEHO BHUMAaHUE MPU NPWIOKEHHUE Ha KOWTO U 1a € TNF-anTaronuct npu
naruentu ¢ XObb, kakTo ¥ pu ManyueHTH ¢ MOBUIIEH PUCK OT Pa3BUTHE Ha 3JI0KaYECTBEHO
3a00JsIBaHE MOPaJM CHCTEMHA 3J10YII0Tpeda ¢ TIOTIOHOMYIICHE.

OT HAIMYHUTE JAHHU HE € U3BECTHO JIANTU JICYCHUETO € aaTuMyMa0 TOBIIHSABA PUCKA 33 Pa3BHTHE
Ha JUCIUIa3Hs WK KapHOM Ha J1e0e10To yepBo. BcHuky mauneHTu ¢ yanepo3eH KOJIUT, KOUTO
ca C MOBHUILICH PUCK 3a AUCIIA3Ms MM KapIIMHOM Ha J1e0esI0TO 4epBO (HalmpuMep, MAlUeHTH ¢
JBJITOTOIUIICH YIILEPO3€H KOJIUT WM IIBPBHYEH CKIICPO3UPAIIl XOJIAHTHUT), MM C aHAMHE3a 3a
JCIUTa3Hs WM KapIHOM Ha JIe0eIoTo YepBo, TpsIOBa Ja ObJaT CKpUHUPAHH 3a AUCTIIA3US
peryJisipHO NIpeau TepanusATa U B XoJ1a Ha 3a0oisBaHeTo. Ta3u oueHka TpsiOBa 1a BKIIOYBA
KOJIOHOCKOMHS ¥ OMOTICHH CTIOpEl MECTHHUTE NPENOPBKU
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XeMaToJIOTHYHHI PCAKIINN

Peaxu cpo0MIeHNs 32 TAHIUTONICHUS, BKIFOUUTEIHO arjlacTUYHa aHeMHUs ca JOKJIaIBaHH C
TNF-anTaronuctu. Hexxenanu chOUTHS OT CTpaHa Ha XeMATOJOTHYHATA CUCTEMa, BKITFOYUTEITHO
KIIMHAYIHO 3HAYMMAa ITUTOTICHUS (HalpuMep TPOMOOITUTOTICHHSI, JICBKOIICHHUS) Ca ChOOIIIaBaHH C
amanuMymab. Benuku nanmenTty TpsoBa ga ObaaT MOCHBETBAHU J1a TIOTHPCAT He3a0aBHA METUITMHCKA
MIOMOIL], aKO Pa3BHAT NPU3HALM ¥ CUMIITOMH, IPEINOIaraiy KpbBHA AUCKpa3us (Hampumep
MPOABIDKUATENHA TEMIIEpaTypa, osiBa Ha CHHUHH, KbpBEHE, OJIETHOCT), TOKATO ca Ha JIEYCHHE C
Hyrimoz. IIpeycranoBsiBaneTo Ha Jedenuero ¢ Hyrimoz tpsosa 1a ce 0OMUCIH TIPH MAUSHTH C
NOTBBPACHU 3HAYMMHU XEMaTOJIOTHYHHI OTKJIOHEHHS.

Bakcunarmm

B knMHAYHO MpoyuBaHe, 00xBamaino 226 B3pacTHU YYACTHHIIM C PEBMATOUICH apTPUT, KOUTO ca
OWIH JIEKyBaHU C aaTuMyMal WiTh Tutane0o, ca HaOJIFoJaBaHu CXOMHH aHTUTSIIO-OTTOBOPH KbM
CTaHI[apTHaTa 23'B3JI€HTH3 ITHCBMOKOKOBA BAKCHUHA U TpI/IBaIIeHTHaTa BaKCHUHaIIUsA cpemy rpI/IHeH
BUpYycC. HsiMa naHHM 3a BTOpUYHO MpeHacsiHe Ha MH(EKIHS Ype3 KUBU BAKCUHHU MIPH MAIUCHTH,
MoJIy4JaBalily agaiumMymMa.

HpenoquBa CC MEAUATPUIHHUTEC MAUCHTH J1a IPUKIIKOYAT, IO Bb3MOKHOCT, C BCUUYKHW UMYHU3AllUN
ChIVIACHO HACTOAIINA UMYHU3AIIUOHCH KaJICHAAP, TPEAN 3alI0UYBAHC HA JICUHCHUCTO C HyrimOZ.

Ha marnmenTtuTe, Ha KouTo ce mpuiaara Hyrimoz moxe fa ce mocTaBsST BCAKAKbB APYT BUI BAKCHHH,
OCBEH XHBH BakcvHH. [Ipuioxennero Ha xuBu Bakcunu (Harp. BIJK BakcruHa) npu kbpMmavera,
W3JIOKCHH Ha afainMyMad in utero He ce IpenophaBa 10 5 Mecela, ciiel MOCIeTHOTO IPHITIOKECHHE
Ha aIamuMyMald MHXKEKITHS Ha MaiKkaTa, o BpeMe Ha OpEMEHHOCT.

3acToliHa ChbpJIeYHA HEJIOCTATHYHOCT

B knmuanuHO npoyuBane ¢ npyr TNF-antaronucT ca HaOnoqaBaHu BIIOIIaBaHE HA 3aCTOMHATA
ChpJEYHa HEJOCTATBUYHOCT U MOBUIIIEHa CMBPTHOCT OT 3aCTOMHA ChPE€YHA HEAOCTATHYHOCT.
Ciy4aun Ha BJIOIIABaHE Ha 3aCTOMHATA Chp/Ie4YHA HEAOCTaThYHOCT C€ ChOOIABAT U NPH MALUEHTH,
nosyyaBamy aganuMymad. Hyrimoz tpsioBa ia ce npusara ¢ mOBUIIICHO BHUMaHHE TIPH TAIHEHTH C
Jeka cppaevHa HepocrarbuHoCT (kinac I/II mo NYHA). Hyrimoz e npotuBonokasaH npu ymepeHa o
TEXKa ChpJeYHA HENOCTATHUHOCT (BXK. TouKa 4.3). Jleuennero ¢ Hyrimoz tps6sa 1a ce nmpeycTaHoBH
IIPU MAIEeHTH, KOUTO pa3BHUBAT HOBU WJIM BJIOIIABAIM CE CHMITOMH Ha 3aCTOIHA ChpJieuHa
HEOCTaTh4YHOCT.

ABTOMMYHHH IIpOIECH

JleuenueTo ¢ Hyrimoz moxe aa goBene 10 oOpa3yBaHe Ha aBTOUMYHHH aHTHTeNa. He € u3BecTHO
BIIMSIHUETO HA MPOJBIDKUTEITHOTO JISYSHHUE ¢ afauMyMal BbpXy pa3BUTHETO HA aBTOUMYHHH
3abonsBanus. AKo cies aeueHne ¢ Hyrimoz, maimeHTsT pa3Bre CHMIITOMH, TIPEATOJIaraiin

JyITyC- I0JI00EH CHHPOM M MOKaXKe MOJIOKUTEIICH PE3yJITaT 3a aHTUTEIA CPEIly JBOHHOBEPHIKHATA
JTHK, He Tps6OBa na Ob/ie MpUIaraHo Mmo-HaTaThIIHO JieueHue ¢ Hyrimoz (»x. Touka 4.8).

CrerprerBanio npwioxkenne Ha ouosornuad DMARD winu TNF-anTaroauctu

HabmomaBanu ca ceprno3nu HH(EKINA TP KIMHIYHU POYYBAHHUS ChC CHITBTCTBAIIO IPHIIOKEHNE Ha
aHakuHpa u 1pyr TNF-aHTaroHucr, eraHepcent, 6e3 TOMbIHUTETHA KIMHUYHA 110132 B CPaBHEHHE

ChC CAaMOCTOSITEIHOTO MPUJIOKEHUE Ha eTaHepcenT. [lopaan ecTecTBOTO Ha HEXENAHUTE PEAKLIUU,
HaOITI0JaBaHy IIPH KOMOMHHUpaHaTa Teparus ¢ eTaHepCenT W aHAKWHPa, CXOIHA TOKCHIHOCT 01

MOTJIa JIa TPOU3TeUe U OT KoMOMHANMATA Ha aHakuHpa U apyru TNF-anTaronuctu. Eto 3armo, He ce
npenopbyBa KOMOMHALMATA Ha agaauMyMal u aHaKuHpa (BXK. Touka 4.5).
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ChIIbTCTBAIIOTO MPUIIOKEHUE HA aianuMyMal ¢ apyru ouonornyan DMARD (Hampumep aHakuHpa
abaranent) win Apyru TNF-anTaronncTy He ce mpenopbuBa, IMOPaId BEPOSITHO TIOBUIIIABAHE HA
pHUCKa OT UH(PEKIUH, BKIIFOYUTEITHO CEPUO3HU MH(MDEKIMH, U IPYTH MOTCHIIUAIHU (HapMaKOIOTHIYHU
B3aiimoselicTBus (BXK. Touka 4.5).

Xupyprus

Hanwuie e orpaHudeH OMmUT OTHOCHO 0€30MaCHOCTTa Ha XUPYPTUYHUTE MPOLICAYPH IIPH MAIUCHTH,
JIEKyBaHHU ¢ afanuMyMad. AKo ce TuTaHyBa XUPYyprUdHa HHTEPBEHIHS TPsiOBa Ja ce B3eMe MpeIBHI
MPOIBIDKATETHIS TIOTYKHUBOT Ha ananumymad. [lamuenT, KoiTo ce HyKaae OT omepalius, J0KaTo €
Ha Hyrimoz, tpsi0Ba ia ce mpociesaBa BHUMATETHO 3a HHGEKIMH U JIa C€ B3eMaT ChbOTBETHUTE MEPKH.
Hanwuie e orpanudeH ot OTHOCHO 0€30MaCHOCTTA MPY MAIMEeHTH, ITOIJIOKEHH Ha apTPOIUIaCTHKA,
JIOKATo TOJTydaBar agarnMyma.

T’BHKO‘IDGBHa HEMPOXOAUMOCT

JlumicaTa Ha OTrOBOp KBM JIeueHHETO Ha OonecTTa Ha Crohn, MOXKe /1a TTOKa3Ba HAJTUYHE HA
(ukcupanu (pUOPO3HU CTPUKTYPH, KOUTO HAJIAraT XUPYPrUYHO JiedyeHune. Hanmnyaure nanHu
NpeAIoarat, 4e aiaJuMyMad He BIIOIIABA WM TPUYHHIBA CTPUKTYPH.

CTaD‘IeCKa BB3pacT

UYecroTaTa Ha CEpUO3HUTE WHPEKIMU CPEJT JICKYBAHHUTE C alaTUMyMal MalueHTH

HaBbpUIHIK 65 romunu (3,7%) € mo-BUCOKa OT Ta3H CPe]l MAIIMEHTUTE Ha Bb3PAcCT 10 65 rogquHu
(1,5%). Haxom oT cinyyante ca ¢ nerajeH uzxo/l. CrenuaaHo BHUMaHHe OTHOCHO PUCKa OT WHEKIUS
TpsiOBa Ja ce 00pbIIa MPH JICKYBAHETO HA MAIlMEHTH B CTapuecka Bh3pacT.

IlenuaTpuyHa DomyJaamus

Buxre Bakcunaiuu no-rope.

CopabppkaHue Ha HATPUI

To3u JekapCTBEH MPOAYKT ChABPXKA MO-Masiko ot 1 mmol Hatpwuii (23 mg) Ha no3a 0,8 ml u Ha no3a
0,4 ml, T.e. MOKe 1a ce Kaxke, 4e MPAKTUUSCKU HE ChABPKA HATPHIA.

4.5 BzaumopeiicTBMe ¢ IPYIrd JeKApCTBEHH MPOAYKTH M APYru (popMH Ha B3auMojeiicTBHe

AnaniMymat € Ipoy4BaH MPH MAIMEHTH ¢ PEBMATOU/ICH apTPUT, MOJHAPTUKYJIAPEH FOBCHUIICH
WJIMOTIATHYCH aPTPHUT U NICOPHATHYCH APTPHUT, IPHEMAIIH aJaTuMyMab KaTo MOHOTEpAIlHsl, U TAKHBA
Ha CHITBTCTBAIIO JICUSHHE ¢ MeToTpekcat. KoraTo ajanimymab e 1aBaH eJHOBPEMEHHO C
METOTpeKcaT, 00pa3yBaHETO Ha AaHTUTENA € OWJIO MO-HUCKO, B CPABHEHHE C MPUIOKEHUETO MY KaTo
MoHoTepanus. [Ipmioxenuero Ha aganuMymad 0e3 MeToTpeKcaT BOIH 10 ITOBUIIICHO 00pa3yBaHe Ha
aHTHTEsa, TOBUIIICH KIMPHHC U HaMajieHa e()UKaCHOCT Ha againMymal (Bk. Todka 5.1).

KomOunauusita Ha aganuMymal v aHAKMHPA HE ce MpenopbuBa (BX. Touka 4.4 ,,CbIbTCTBAIIO
npuinoxxenre Ha oronornaid DMARD niu TNF-antaronuctu®).

KoMm0Ounanusta Ha aganumMyMa0 u abaralent He ce mpernopbyBa (BxkK. Touka 4.4 ,,ChIIbTCTBAIIO
npwioxenne Ha onomornyad DMARD wimn TNF-anTaronuctu®).
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4.6 @epTHanTET, )PEMEHHOCT U KbpMeEHe

XKenu ¢ nerepojieH NOTEHIIAAT

JKenu ¢ nereponeH moteHnuan TpsOBa qa 0OMHUCIAT yHoTpedaTa Ha TOJXOASIA KOHTPAIICTIIUS 32
MpeIoTBpaTsIBaHe Ha 3a0peMeHsIBaHE U 1a TPOIBIDKAT yroTpedara i B IpoIbDKEHHE Ha TIOHE TIET
Meceria cie IocieHoTo Jeuenue ¢ Hyrimoz.

Bpemennoct

[IpocnekTuBHO ca cbOpaHU JaHHU OT rojsiM Opoii (mpubnuzutenHo 2 100) OpeMeHHH KeHH C
pa’kaaHe Ha JKUBO JETe, C eKCIO3UIMA Ha afaauMyMal, BKIOUUTeNHO oBede oT 1 500 OpemMeHHOCTH,
C EKCIIO3MLUS Ha afanuMyMal [pe3 IbPBHUs TPUMECTHP, KOUTO HE MOKA3BaT IOBUIIABAHE HA
yecToTaTa Ha MandopMaluy Ipyd HOBOPOAEHOTO.

B npocnekTHBeH KOXOPTEH PETUCTHD ca BKIIOUEHHU 257 keHH ¢ peBMaToneH apTput (PA) wm
6onect Ha Crohn (BK), nekyBanu ¢ ananumyma0 1moHe npe3 IbpBHsl TpuMecThp, u 120 xxenu ¢ PA nin
BK, xouto He ca nexkyBanu ¢ aganuMyma0. [IspBuuHaTa KpaliHa TOYKa € 4YecToTaTa Ha TOJIeMHU
BposeHu nedektu. Yectorara Ha OpeMEHHOCTHUTE, 3aBBPIIBAIIY C IOHE €IHO KUBOPOIEHO JIETe C
rojisiM BpojieH aedekr, e 6/69 (8,7%) npu xenute ¢ PA, nekyBanu ¢ aganumymao, u 5/74 (6,8%) npu
HenekyBanuTe xenu ¢ PA (aekopurupan OR 1,31, 95% CI 0,38 — 4,52) u 16/152 (10,5%) npu
xenute ¢ bK, nexyBanu ¢ ananumyma0, u 3/32 (9,4%) npu nenexysanute xenu ¢ bK (Hekopurupan
OR 1,14, 95% CI 0,31 — 4,16). Kopurupanust OR (oTunTam pa3nukata B U3XOJHATE CTOHHOCTH) €
1,10 (95% CI 0,45 — 2,73) npu xkomO6uanpanu PA u BK. 3a BropuaHnTe KpalfHU TOUYKH CIIOHTaHHU
a0opTH, HE3HAYNUTEIHN BPOJCHU Ae(hEKTH, MPEKICBPEMEHHO PaXKJIaHe, pa3Mep NPH pakJaHe U
CEPHO3HHU WJIHM ONMOPTIOHUCTHYHN HH(EKINH He ca HaOII0aBaHU OTYCTIMBU Pa3IUKH MEKITY
JICKYBaHHTE C aIalTUMyMal U HeJIeKyBaHUTE JKEHH, KAKTO U HE ca JOKJIaJJBAaHU CITydan Ha
MBPTBOPOCHH Je1ia MU 3JI0KaueCTBEHH 3a00siBaHusl. IHTepIpeTupaneTo Ha JaHHUTE MOXKe Aa
Ob/Ie TOBIHSHO OT METOIOJIOTMYHUTE OTPAHMYCHUS Ha MIPOYYBAHETO, BKIIFOUUTEIHO OT MAJIKUS
pasMep Ha U3BaJIKaTa U HEPAHJOMU3UPAHUS JIM3aiH.

B nmpoy4BaHe Ha CBbp3aHa ¢ pa3BUTHETO TOKCHYHOCT, MPOBEICHO MPU MaliMYHH, HAMA JaHHH 32
TOKCHYHOCT NIPU MalKaTa, eMOPHOTOKCHYHOCT WIJIA TepaToOreHHoCT. HsiMa HammuHu NpeAKIMHIIHA
JTAHHM 33 MMOCTHATAJIHATA TOKCHYHOCT Ha ajanuMymad (Bxk. Touka 5.3).

ITopann naxubupane Ha TNF o, mpuiaraHusT 1Mo BpeMe Ha OpeMEHHOCT agalnMyMad MOXe J1a
MIOBIIHSi€ HOPMAJTHUTE UMYHHH OTTOBOPH IIPHU HOBOPOACHOTO. AannMyMab TpsiOBa fa ce U3MoJ3Ba Mo
BpeMe Ha OPEMEHHOCT CaMO aKo € U3PUYHO HEOOXOIUMO.

Ananmumymad MoXe J1a TpeMHHE Ipe3 IUIaleHTaTa B cepyMa Ha KbpMadeTa, POICHH OT JKeHH,
JIEKYBaHH ¢ ajanumMymab 1o BpeMe Ha OpeMeHHOCT. CliejoBaTeIHO, T€3U KbpMadeTa Moxe Aa Obaat
W3JI0KEHHU Ha TIOBHUILEH PUCK OT nHQekuus. [Ipunoxenuero Ha sxuBu Bakcunu (Hanp. BIK Bakcuna)
IIPY KbpMaueTa, N3JI0KEeHN Ha aJalliMyMa0 in utero He ce TPEropbYBa 10 5 Mecela, Cie HOCIeTHOTO
MIPIJIO’KEHNE Ha aIaTiMyMald HHXEKIUs Ha MaiikaTa, 10 BpeMe Ha OpeMeHHOCT.

Kopmene

OrpannueHaTa nH(OpMAaIUs OT MyOJIMKyBaHaTa JUTEPATypa COUH, Ue afaiuMyMad ce eKCKpeTrupa B
KbpMaTa Ipyu MHOTO HUCKH KOHIIEHTPAIIUH, KATO HATMYMETO Ha aflanuMyMal B KbpMara € B
koHmenTpanun ot 0,1% 1o 1% ot HUBOTO B cepyMa Ha Maiikara. Korato ce mprema nepopairHo
uMyHOrToOyrH G, IPOTEMHUTE ce TIOAJIaraT Ha YpeBHA MPOTEONIN3a K UMAT HIUCKa OMOHATMYHOCT.
He ce ouakBat ehekTr BHpXY KbpMEHHTE HOBOPOACHU/KbpMadeTa. CrnemoBatennHo Hyrimoz mosxe na
Ce M3MO0JI3Ba 10 BpeMe Ha KbpMEHE.

PepTunurer

He ca HajnuuHu nNpeAKIMHUYHY JaHHU 32 e(eKTa Ha aJaTuMyMald BbpXy (epTUIHUTETA.
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4.7 EdexTu BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

Hyrimoz moxe na moBnusiBa B MaJIka CTEIEH CIIOCOOHOCTTA 3a IodupaHe U paboTa ¢ MaIlIMHU.
BB3MoxHa € mosiBaTa Ha BEPTHIO M HapyIICHUE Ha 3pEHUETO CIIe]] PIIoKeHneTo Ha Hyrimoz (six.
Touka 4.8).

4.8 Hexenanm JiekapcTBeHH peaKuH

O06001menue Ha npodriia Ha O€30MaCHOCT

AnaniMymab e mpoy4BaH B OCHOBHHM KOHTPOJHMPAHU ¥ OTBOpeHU mpoyuBanus npu 9 506 maruenTu 3a
nepuoj o 60 Mecena vy moBede. Te3u MPOyYBaHUS BKIIOYBAT NAIIUEHTH C PEBMATOUICH apTPUT

C HACKOPO BB3HUKHAIIO 3a00JIsIBAHE WIIM TAaKOBA C TOJISIMA JJABHOCT, FOBSHIJICH HIUOTIATHYCH

apTpuT (MOIUAPTUKYIAPEH FOBCHUJICH HIHONATHYCH apTPUT U apTPHUT, CBHP3aH C CHTE3HT), KAKTO

Y MAIMCHTH C aKCHAJICH CIIOHIMIOAPTPUT (QHKUIIO3UPAII] CIIOHIUIUT U aKCHAJIEH CIIOHIUIOAPTPUT
0e3 pearrenorpadceku qanau 3a AC), mcopuatuieH aptpur, oonect Ha Crohn, yiieposex

KOJIUT, TICOPUA3UC, THOCH XUIPAJICHUT U yBeuT. OCHOBHUTE KOHTPOJIMPAHH MTPOYYBAHUS

ob6xsamat 6 089 nmarenTn, moryvyaBamu aganumMymad u 3 801 marueHTH, MoTydJaBaniu

Tane0o Wik akTHBHA KOHTPOJIA [0 BpeMe Ha KOHTPOJIUPAHUS TIEPUO/I.

JlenbT Ha MalMEHTHTE, KOUTO Ca MPEYyCTAaHOBIIIM JICYCHUETO CH MOPAIH HEXKETaH! ChbOUTHS 11O
BpeMe Ha ABOMHOCIIENHSI, KOHTPOJIMPAH NEPHUOJL HA OCHOBHUTE MPOY4BaHus € 5,9% npu NauueHTuTe,
npueMamy aganumymad u 5,4% npu nanueHTUTe, JJeKyBaH! C KOHTPOJIA.

Haii-gecTo qoximamBaHnuTe HEXEIAHN PEakuy ca HHPEKIuH (KaTo Ha30(hapuHTHUT, HHOEKITNH Ha
TOPHUTE JMXATEHHU ITFTHUINA U CHHY3HT), PEaKIIMU Ha MSICTOTO Ha HHKEKTUpaHe (epuTeMa, ChpoeK,
XeMoparusi, 00JIKa WK OAyBaHe), [1aBoOOJIMe U MyCKYJIO-CKeJeTHa OoJIKa.

JlokmanBaHu ca CeprO3HU HEXKENIaH! peakiuu 3a agamuMmyMad. TNF-aHTaronucTuTe, Kato
ajanuMymMa0 3acsraT IMyHHaTa CUCTEMa M TsXHaTa yrnorpeda MoKe Ja Bb3elCTBa BPXY 3aIluTaTa
Ha TSUIOTO Cpelry MHPEKIUH U PakK.

JletanHu 1 )KMBOTO3acTpaIIaBany HHGEKINN (BKIIOUYUTEIHO CETICUC, OTIOPTIOHUCTUYHN HH(PEKIINU H
TyOepKyJo3a), peaktuBupane Ha HBV u penunia 3nokadecTBenn 3a00siBaHus (BKIIFOUUTEITHO
JIEBKEMUS, INM(POM H XelaTocIIeHaIeH T-KiIeThueH TUM(pOM) CBITO ca ChOOIIaBaHU IPH
MIPIJIOKEHUETO Ha ajarnMyma.

JloksaaBaHu ca ChIO CEPUO3HU XEMATOJOTHYHH, HEBPOJIOTHYHN U aBTOUMYHHH peakiuu. Te
BKITFOUBAT PEAKH CHOOIIEHHMS 3a MAHIIMTOIIEHNS, allJIaCTUYHA aHEMHUS, IIEHTPAIHN U IepUpEPHH
ﬂeMI/IJII/IHI/IE]I/IpaIIII/I C'I)6I/ITI/I}I nu C'I)OGHICHI/ISI 3a J'IyHyc, CB’bp3aHI/I C JIyHyc CBCTOSSTHUA U CI/IHI[pOM Ha
Stevens-Johnson.

HCI[I/IaTDI/I‘IHa TIOITYJIaITH s

Karo 410, HCXCIIAHUTEC CHOUTHS Ipu NeAUAaTPUIHU MALUCHTU C IMOJIMAPTUKYJIAPCH FKOBCHUJICH
UIUOMMATUYCH apTPUT Ca CXOJHHU 110 YECTOTa U BU]J C Ha6JIIOZ[aBaHI/ITe IIpU BB3paCTHU MAITUCHTH.

TabnauueH COUCHK Ha HEXKCITAHUTE PECAKIINN

Hpe}:[CTaBeHI/IHT CIIMCBK HAa HCKECIIAHUTE PEAKIUU € 6a3HpaH Ha OIIMTa OT KIIMHUYHU IPOYUBAHUA U
IIOCTMApKETHHIOB OITUT U € TIPECTaBeH 110 cucTeMo-oprannu kiaacose (COK) u yectora B

Tabmwmia 7 mo-noiry: MHoro dectd (> 1/10); wectr (>1/100 mo < 1/10); mewectu (=>1/1 000 mo < 1/100):
peaku (> 1/10 000 mo < 1/1 000); u ¢ Hen3BecTHA YecTOTa (OT HAJTMYHUTE JaHHH HE MOXeE Jia ObjIe
HanpaBeHa oOleHKa). [Ipu BCAKO rpynupaHe B 3aBUCHMOCT OT Y€CTOTATa, HEXKETAHUTE PEAKIIUH Ce
U30pOSIBAT B HU3XOSI PEJi IO OTHOIICHHE HAa TAXHATA CEPUO3HOCT.
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BxiroueHa e Hali-BHCOKaTa 4ecTOTa, Ha0I01aBaHa cpejl pa3nunyHuTe nokasanus. C actepukc (¥) B
KOJIOHATa 32 CUCTEMO-OPTaHHH KJIACOBE € OTOEII3aH0 HATMYMETO Ha NOITBIHUTEIHA HH(POPMAITHS,
KOSITO MOXKe Ja OBje HaMepeHa B Touku 4.3, 4.4 n 4.8.

Taémuua 7. Hexxenanum peakuun

CI/ICTeMO-OpFaHHI/I KJIaCoB¢ YecToTa Hexenana peaknus

Wudexruu u uapecTanmy MHoro uectu WNudexnuu Ha quxaTeHUTE
MBTHINA (BKIFOUUTEITHO WHPEKIUS
Ha JIOJIHUTE U TOPHH JUXATCITHU
MI'bTHIIA, THEBMOHUS, CUHY3UT,
(apuHTHT, HA30()APUHTUT U
XepIIec- BUPYCHA ITHEBMOHHUS)

Yectu Cucremau nHpEKIUN
(BKJIFOUHMTEIHO CETCUC, KaHAUI03a U
TpUI), UHTECTUHAIHN UHPEKITUN
(BKITIOUHTEITHO BUPYCEH
racTpOEHTEPHT),

MH(EKINN Ha KOXKaTa U MEKUTE
THKaHU (BKJIFOYUTEJIHO NAPOHUXNS,
UEINyJIUT, UMIIETHTO,
HEKpoTH3upall (acuuT u Xeprec
30CcTep), MHQEKIUK Ha YXOTO,
MH(EKINU Ha yCTHATa KyXHHa
(BKJIFOUHMTEIHO XepIec

CHMIIIEKC, XepIleC Ha yCTHATa
KyXWHa 1 HHPEKIINN Ha 30UTE),
UH(EKIUU Ha
BB3NPOU3BOANTEIIHATA CHCTEMA
(BKJIIOUMTEHO BYJIBOBaruHaJIHA
MUKOTHYHA HH(DEKIN),
MH(EKINN Ha TUKOYHUTE

IBTUINA (BKIIOYUTEIHO
nenonepuT), reOMIHN
uH}EeKIuy,

CTaBHU MH(EKLIH,

Heuectn Hesponoruunu napexmm
(BKJIFOUHMTEITHO BUPYCCH MEHUHTHUT)
OTOPTIOHUCTUYHHN WHPEKIINU U
TyOepKyJo3a (BKIFOYUTEITHO
KOKL[MIMOUAOMHKO32,
XHCTOIUTa3M03a U MH(EKIus
MpUYuHEeHa OT mycobacterium
avium complex),

OakTepuaHU

MH(EKINHU, OUHH

WH(pEKINH,

JMBEPTUKYIUT
Heonnazmu — Yectn Pak Ha xokaTa, C U3KIIFOYCHHE Ha
N0OpOKaYeCcTBEHH, MeJIaHOM (BKJIFOYHTEITHO
3JIOKaYECTBEHU U 0a3aTHOKJIEThUYEH KapIMHOM H
HeompeeacH: (BKI. KHCTH U CKBaMO3HOKJICThYCH KapPIIMHOM),
Hounu) JIo0poKayeCcTBeHa HeollIazmMa
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CucremMo-opraHnHu KJacoBe

YecToTa

Hexenana peakuus

Heuectn Jumdonm ™,
HeoIula3Ma Ha COJIMACH OpraH
(BKJTIOUMTENHO paKk Ha r'bpaaTa,
HEOIUIa3Mu Ha OenuTe IpoboBe u
IUTOBM/IHATA 7KJI€3a), MENAHOM
Penxu Jlekemus "
C HensBecTHA XenarocruieHasieH T-KIIeThYCH
94ecToTa muamdom”,

Merkel-kieTsueH KapIuHOM
(HEeBPOCHIOKPHUHEH KaplIMHOM
Ha KoXkara)

capkoM Ha Kaposi

Hapymenus na
KpBBTa U TUM(HATa

MHoro gectn

JleBKOTIEHHS (BKITIOYHTETHO
HEYTPOIIEHUS U

cucrema arpaHyJoLuTO3a), AHEMHUSI
Yectun JIleBKOIIMTO3A,
TPOMOOITUTOTICHHUS
Heuectn Unnomatnana
TPOMOOILIMTONIEHUYHA ypHypa
Penku [Taunuronenus
Hapymenus na Yectu CBpPBXIYBCTBUTEITHOCT,
VIMYHHATa CHCTEMA ajnepruu (BKJI. CE30HHA aJIeprus)
Heuectu CapKOI/I)Z[O3al),
BaCKYJIUT
Penxn Anadunakcus
Hapymenus na Mmuoro dyectu [ToBulIeHNE HA TUTUIUTE
MeTa00JIM3Ma U XPAaHEHETO Yectu XunokanueMmusl,

NOBUILICHUE HA
NMKOYHATa KUCEIHHA,
OTKJIOHEHHS Ha HATPHsI B
KPBBTA, XUITOKAIIUEMHUS,
XHIEPTINKEMHS,
xurodocdaremus,
JeXUApaTaIys

[cuxuyHyn HapyLeHNs

Yectn

[Ipomenu B
HACTPOCHUETO
(BKJTIOUHTEITHO
Jenpecusi), TPEBOKHOCT,
Oe3cpHHE

Hapyenns Ha
HEpBHATa CUCTEMA

Mpmuoro uectu

I'maBoGomme

Yectu

[Tapecte3un
(BKITIOUHTEITHO
XHUIIOECTE3M),
MHUTpEHA,

KOMIIPpECH Ha HCPBHU OKOHYAHUA

Heuectn MoO3bYHO-CHIOB HHIUICHT 1,
TPEMOP, HEBPOITATHSI
Penxu MHoOKecTBEHa CKIIepo3a,

JeMUETMHI3HPAIIH HapyIIeHHs
(HEBPUT HA OYHHS HEPB, CHHAPOM
Ha Guillain-Barré) !
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CucremMo-opraHnHu KJacoBe

YecToTa

Hexenana peakuus

Hapymenus Ha ouure

Yectn

Hapyuienue Ha
3pEHueTo,
KOHIOHKTHBHUT,
onedapur,
MoJgyBaHe Ha
ounTe

Heuectn

Jumionus

Hapymenus Ha
YXOTO H JJAOMPHUHTA

Yectn

Bepruro

Heuectu

I'myxora

TUHHTYC

Chp/IeuHH HApYIICHUS

Yectn

Taxukapaus

Heuectu

Muokapen uapapkt’
ApUTMUS,

3aCTOoitHA CbpJACYHa HEAOCTATHYHOCT

Penxu

CepredeH apect

CbioBu HapyLICHUS

YectHn

XunepToHus,
3a4yepBsIBaHe,
XeMaToM

Penku

AHeBpH3Ma Ha aopTarta,
OKITy3Usl Ha apTepHaTHUTE
ChJI0BE, TpoMOO(eduT

PecniuparopHu, TpbaHH U
MeINaCTUHATHH
HapyLICHUS

Yectn

ActMa,
JIACITHES,

Heuectn

KalllIuIa

Benoapo6ua em6omms’,
HHTEPCTUIMATHA OeT0ApoOHa
0ouecrT,

XPOHHUYHA

00CTpYKTHBHA

OemonmpobHa Oomecr,
ITHEBMOHMUT,

nieBpanes u3aus"

Penxu

Benonpo6ua puéposa’’

CromanrHo-4peBHI
HapyIICHUS

MHoro uectu

KopemHa 6omnka,
rajieHe u
MOBpBIIaHE

Yectn

KspBene ot
CTOMAITHO-YPEBHUS TPAKT,
JICTICTICHS,
ractpoe3odareanna
pedurykcHa Oorecr,

sicca syndrome (CHHIAPOM Ha
Sjogren)

Heuectn

ITankpearur,
mucdarus,
OTOK Ha JIMLETO

Penxu

[epdoparus Ha yepsaTa'

XenaroOunmapHu HapyIIECHHS

Mpmuoro yectu

IloBumieHue Ha
YEPHOAPOOHUTE CH3UMHU

Heuectn

XOAEUCTUT U
XOJICINTHA3a, YSPHOIPOOHA
cTearosa, MOBUIIICHHE Ha
OmmpyOnHa
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CucremMo-opraHnHu KJacoBe

YecToTa

Hexenana peakuus

Penku

XenaTwur,
pEaKTUBUpPAHE HA XETIaTUT
BY, aBroumynen xematut'

C HensBecTHA
yecToTa

YepHOmpoOHa HENOCTATHYHOCT)

Hapymenus na
KoOXKaTa u
MOJKOKHATA ThKaH

MHoro gectn

OO6puB (BKIIOYUTEITHO
ekchonraTuBeH
00puB)

YectHn

Bromasane nim oTKIIIOUBaHE Ha
rmcopuasuc (BKII.
NaJIMO-TIAaHTapeH MyCTYJIO3eH
ncopuasuc)”), ypruxapus,
H0SIBa HA CHHUHU
(BKJTFOUMTEINIHO My pITypa),
JepMaTuT (BKIIOUUTETHO
eK3eMa), OHMXOKJIa3a,
XUIMEPXUIPO3a

, anonerms",

HpypuTyC

Heuectn

Homno
U3IIO0TABAHE, I10sBa
Ha Oenes3u

Penku

Epurema myntudopme”
cuHIpoM Ha Stevens-Johnson !,
anruoemem”,

KOYEH BacKynut"

JTIMXEHOMTHA KOJKHA peakuus

C HensBecTHA
yecToTa

BnomaBane Ha CHMOTOMUTE
Ha z[epMaTOMH03I/ITa‘)

Hapymienus Ha
MYCKYJIHO- CKeJIeTHaTa
cucreMa u
ChEIMHUTETHATA ThKaH

MHoro uectu

MycKyaHO-CKeneTHa 00Jka

Yectn

MycKyiHU cria3Mu
(BKJIFOUMTEITHO TIOBUIIICHUEC Ha
KkpeaTuH (hocPoKHHA3aTa B

KpBHBTA)
Heuectn Pa6bnomuonusa,
CHCTEMEH JIYIIyC epUTEMATOIeC
Penxu Jlynyc-nono6ex CI/IH)IpOMl)
Hapymienus Ha Yectu VYBpexnane Ha
OBOpeITe U MMKOYHUTE OBOperuTe,
IBTHIIA XeMarypus
Heuectun Hoxtypust
Hapymienus Ha Heuectn Epextunna nucyHkus

BB3MIPONU3BOIUTETHATA
CHUCTEMa U I'bpJiaTa

OO0 HapylIeHHUS U ePEKTH
Ha MSACTOTO Ha
MPUJIOKCHHE

Mpmuoro yectu

Peaknuus Ha MAcTOTO Ha
WH)KEKTHpaHe
(BKJIIOUMTENIHO epuTeMa Ha
MSICTOTO Ha MH)KEKTHPaHe)

Yectn Bonka B obmacTTa Ha rpbIHUSL
KOIII, OTOK,
aneKcm”

Heuectu Brp3nanenue
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CucremMo-opraHnHu KJacoBe YecroTa Hexenana peakuus

Uscnensanus Yectu Hapyuienus Ha koarynauusita

U KbPBEHETO (BKJIFOYUTEIIHO
yABJKaBaHe Ha aKTHBUPAHOTO
napuuagTHo

TPOMOOITIIACTHHOBO BpeMe),
MOJIOKUTEINIEH TECT 3a
ABTOAHTUTENA (BKJIIOUUTEIIHO
neoitHOBepmwkHU JIHK anTHTENA),
MOBHIIIEHHUE HA JIAKTAT
JIeXUaporeHasara B

KpbBTa
C HeusBecTHa [ToBumIeHO Teriao?
YecToTa
HapansBanus, Yectu Hapyieno 3a3apaBsiBaHe Ha paHu
OTpaBSHHUS U
YCIIOKHEHU A,

Bb3HUKHAJHU B PE3YJTAT
Ha UHTEPBEHLUHU

*

JIOTTBTHATETHA HHpOpMAIHsI MOXKe Aa Oblie HamepeHa B Touku 4.3, 4.4 u 4.8

BKJTFOYHTEITHO OTBOPCHHUTE PA3IIUPEHN TPOYIBAHUS

BKJIIOYMTEIHO JAHHU OT CIIOHTAHHHU CHOOIIEHUS

[IpoMsiHaTa B TErNOTO CIIPSMO U3XOHOTO HUBO 3a afanuMymad Bapupa cpeano ot 0,3 no

1,0 kg mipu mokaszanusATa 3a BE3pacTHH B cpaBHeHue ¢ (Mumayc) -0,4 no 0,4 Kg 3a mare6o 3a mepuos Ha
neueHne ot 4—~6 Meceria. YBeanueHne Ha TErIOToO 0T 5—6 KQg e HaboaaBaHo U MPH ABITOCPOUTHI
pa3uIMpeHu MPOYYBAHUS ChC CPEIHA SKCIO3UIIUS OT OKOJIO 1—2 ToAuHu 03 KOHTPOJIHA IpyTa,
0co0eHo mpu manueHTH ¢ 6onect Ha Crohn u ynmepo3eH KonuT. MexaHu3MbT 337 TO3U ePeKT He €
SICEH, HO MOXE J1a € CBBP3aH C MPOTUBOBB3MATUTEIHUS e(PEeKT Ha amatumMymao.

*k

1
2)

T'HoeH xuapajeHuT

[podpunbt Ha Ge30macHOCT NpH MaUeHTH ¢ ['X, TeKyBaHH ¢ afaiuMyMab exXeceIMUYHO, € B
CBHOTBETCTBHE C MMO3HATHUS MPOdUI Ha Oe30MacHOCT Ha aAaIuMyMal.

YBeur

[MpodunbT Ha 6€30MACHOCT MPH MAIMCHTH C YBEUT, JICKYBAHU C afaniMyMal mpe3 ceMuUIa, ¢ B
CHOTBETCTBHE C ITO3HATHS MTPOQIIT HAa OE30TTACHOCT Ha amamuMymad.

Onmucanue Ha I/136DaHI/I HCXCJIaHW pCaKIINMH

Peakuuu HA MACMOMO HA UHIMCEKMUpAarne

B ocHOBHHTE KOHTPOJIMpaHU NPOYUBAHUS IPU Aela U Bb3pacTHU 12,9% OT mauueHTHTe, JeKyBaHH C
ajauMyMa0, ca pa3BIIIN PeaKiys Ha MSICTOTO Ha MHXKEKTHPaHe (EpUTeMa U/IITH ChpOekK, XeMoparus,
00JKa WK OTOK), B CpaBHEHHE ChC 7,2% OT MaleHTUTe, MOyYHITH Manedo Uik akTHBHA KOHTPOJIA.
Peakiuure Ha MSCTOTO HAa HHXEKTHPAHE, KAaTo LSUI0, HE €a JIOBEJH 10 PEYCTAHOBIBAHE HA
JICYCHHUETO C JIEKapCTBEHUS IPOAYKT.

Hugpexyuu

B ocHOBHUTE KOHTPOIMPAHU TPOYIBAHUS TIPH JIEIa ¥ Bb3PACTHH YECTOTATa HA MHPEKIINHUTE &

owna 1,51 Ha ManMeHTOroIMHA IPY NAIMEHTUTE, JICKYBaHU C afainMymal u 1,46 Ha nalMeHToroInHa
MIpH MAIEHTUTE, JICKYBaHHU C TUIane0o0 u akTuBHA KOHTpoJa. MHbeknnuTe ca OMii npeuMHO
Ha30(apuHTHUT, HH(EKITUN Ha TOPHUATE AUXATEITHY ITBTUIA ¥ CHHY3HT. [loBeYeTO marueHTH ca
MPOABIDKUIN JICUSHUETO C aJaluMyMa0 Clie]] OTIIyMSIBaHE Ha MHPECKIUATA.
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Yecrorarta Ha cepuo3nute nHpeknuu ¢ owna 0,04 Ha manueHTOroJuHa MPH MAIUCHTUTE, JICKyBaHH
¢ anamnmyma6 u 0,03 Ha manMeHToroAnHA pU MAUEHTUTE, JIGKYBaHH C IIane0o U akTHBHA
KOHTPOJIA.

[Tpu KOHTPONMPAHUTE U OTBOPEHH MPOYUBAHUS MPH JCIIa ¥ Bh3PACTHH C afamuMyMa0 ca JOKIaIBaHH
CEPHO3HN HHPEKINHY (BKIIOUNTETHO (haTaTHN HHPEKIINHA, KOUTO ¢a BE3HUKHAIH PSIKO), KOUTO
BKJIIOUBAT CHOOIIEHHS 3a TYOEePKYJI03a (BKIFOYHTEIHO MUJIMAPHA U C U3BBHOEIO0APOOHN
JIOKaIM3aliK) 1 MHBa3UBHH OMOPTIOHUCTHYHU MHPEKINHU (HATp. JUCEMUHUPAaHA HITH
EKCTpaITyJIMOHATHA XUCTOIIa3M03a, OJTaCTOMHKO03a, KOKIIUIHONIOMUKO3a, THEBMOIIMCTO34,
KaH/IM703a, acCliepruio3a u Jucrepuosa). [lopedero ot ciyuaunte ¢ TyOepKyIio3a ca Bb3HUKHAIU TIpe3
I'BPBUTE OCEM Mecella Cliel 3all0YBaHe Ha JICYEHUETO U MOXKeE Jia 0Tpa3siBaT IIOBTOPHA MOsBa Ha
JIATEHTHO 3a00JIsIBAHE.

3noxauwecmeenu u rumponporugdepamuenu 3a00a18aHUSL

He ca naGronaBanm 3m0kadyecTBeHN 3a00siBaHUS TIpH 249 meuaTpuIHu HalUeHTH ¢ eKCIIO3HIIHS
ot 655,6 manueHTOroJMHM 110 BpEeME Ha KIMHUYHU MPOYYBAHMS C aAaTMMyMal [IpH MalUeHTH C
IOBCHUJICH UAMONIATHYCH apTPUT (ITOJIMAPTUKYJIAPCH FOBCHUJICH UIUONIATUYEH apTPUT U apTPUT,
CBBP3aH C €HTEe3UT). B monmbIHEeHHe, He ca HaOI0JaBaH! 3JIOKAYECTBEHN 3a00IIIBAHIS

mpu 192 nenuaTpudHU NAITUEHTH ¢ eKCIO3UITHS oT 498,1 manueHTOTOANHY 110 BpeMe Ha KITMHUYHU
MPOYYBaHUS C aJaIuMyMal Mpu neauaTpudHy naruentu ¢ oonect Ha Crohn. He ca HaOronaBanu
3II0Ka4eCTBEHU 3a00IBaHUs TIpH {7 IeIMaTpUIHH NMarenTy ¢ ekcro3unus ot 80,0 maruenToronuHu
10 BpeMe Ha KIIMHWYHO IMPOYYBaHe ¢ afaluMyMal MpHy NeANATPUIHH MAIMCHTH ¢ XPOHUICH
rcopuasuc ¢ riaku. He ca HabmojaBaHy 3I0Ka4eCTBEHH 3a00sIBaHUS ITpH 93 neAnaTpuIHH
MAIMEeHTH C eKCIIO3UIUS OT 65,3 MaIlMeHTOroIMHH 110 BpeMe Ha KIIMHUYHO MPOYYBaHe ¢ alaiuMyMad
MIPH TIeIUATPUIHA MAIUECHTH C YIIEPO3eH KomuT. He ca HaOmrogaBaHu 3J10Ka4eCTBCHH 3200 IIBaHUS
npu 60 neguaTpUYHK MAIMEHTH C €KCIO3UIUA 0T 58,4 MaIlMeHTOrOIUHY, 110 BpeMe Ha KIIMHUYHO
MPOYYBaHE C aJaTUMyMal MPH METUATPUYHU TAIIMCHTH C YBEUT.

ITo BpeMe Ha KOHTPOJIMPAHUTE YACTH OT OCHOBHHU KJIMHUYHH MMPOYYBAHHUS Ha afaiuMymad ¢
MUHHUMAJTHA POIBJKUTEITHOCT OT 12 CeMUIIM MPH B3PACTHU MAIIMEHTH C YMEPEHO JI0 TEXKKO
W3Pa3eH aKTHBEH PEBMATOM/ICH apTPUT, AaHKUIIO3UPAIIl CIIOHTUIIUT, aKCHATICH CTIOHIMIUTOAPTPHUT O3
pertrenorpadcku manau 3a AC, ICOpHaTHICH apTPHUT, TICOPHA3HC, THOCH XUAPAICHUT, O0JIecTTa Ha
Crohn, yiiiepo3eH KOJUT U YBEHT, 3JI0KaYECT BEHU 3200 IsIBaHUS, Pa3IMYHH OT JUMGPOM U
HEMEJIAaHOMEH PaK Ha Kokara ca Ouin HaOroaaBanu npu yectora (95% noBepuTeieH HHTEPBAI)

ot 6,8 (4,4, 10,5) ma 1 000 marmenroroauuu cpen 5 291 nexyBanu ¢ ananuMymad ManueHTy CHPIMO
yecrota oT 6,3 (3,4, 11,8) na 1 000 manmentoroaunu cpes 3 444 KOHTPOJIHU MAUEHTH (IPU MEAMaHa
Ha IPOJIBDKUTEIIHOCTTA Ha JeueHueto ot 4,0 Mecera 3a aganumymab u 3,8 Mecena 3a JICKYBaHUTE C
KOHTpoJa nanueHTn). Yectorara (95% moBepuTeNieH HHTEPBA) HA HEMEIAHOMHHUTE (JOPMHU HA KOKEH
pak e 6mra 8,8 (6,0, 13,0) za 1 000 manupeHTOrOIUHN Cpell JICKYBAaHUTE C afaTuMyMad TarueHTH

u 3,2 (1,3, 7,6) na 1 000 maneHTOroANHYU cpell KOHTPOJTHHUTE maueHTH. OT Te3u POpMHU Ha KOKEH
pakK, CKBaMO3HOKJIEThUEH KAPIIMHOM € Bh3HUKBAI ¢ yecToTa (95% MOoBepUTEICH HHTEPBAI)

ot 2,7 (1,4, 5,4) na 1 000 martuenTOrOAMHM Ccpel JIeKyBaHUTE ¢ aganuMmymad manuenta u 0,6 (0,1, 4,5)
Ha 1 000 manueHToroAMHU cpeji KOHTPOIHHUTE maiueHTd. YectoTara (95% noBepuTeeH HHTEpBaI)
Ha siumdpomu e 6una 0,7 (0,2, 2,7) na 1 000 nanueHTOroAMHU Cpel JCKyBaHUTE C aaIuMyMa0
naruenty u 0,6 (0,1, 4,5) va 1 000 marueHTOroANHN Cpell KOHTPOJIHUTE MAlUEHTH.

[Tpu xoMOMHUpaHe HAa KOHTPOJIUPAHUTE YACTH OT T€3U NPOYUBaHUs C MPOIBIDKABAILIUTE U
3aBBPILICHU OTBOPSHHU PA3ILUPEHU NMPOYYBAHHS C MEIMaHa Ha MPOIBIDKUTEIHOCT OT
npuobIu3uTenHo 3,3 roauHU, odxBamamu 6 427 manueHTy U nosede ot 26 439 manueHToro IMHI
Tepansi, HaOJroJaBaHaTa 4eCTOTa Ha 3JI0KaYeCTBEHUTE 3200 SIBAHNS, PA3JIMYHU OT JTUM(POM

1 HeMeJIaHOMHH (JOpMH Ha KOXEH pak, € npuonusurenso 8,5 na 1 000 nauneHTOro1MHH.
HaGumonaBanaTa yecToTa Ha HEMeJTaHOMHHTE (POPMHU Ha KOXKEH PaK €

npubmusutenno 9,6 va 1 000 nanueHToroMHM, a HaOIrOIaBaHATa YECTOTA Ha

mumdpomute ¢ npudamsutenHo 1,3 va 1 000 nanueHTOroIuHH.
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B nepuona Ha noctmapketunroBus onut ot ssuyapu 2003 r. no aexemepu 2010 1., mpeAMMHO
NP MAIUEHTH ¢ PEBMATOUJICH apTPHT, YECTOTATA HA CIIOHTAHHO CHOOIIECHHUTE 3I0KAUYECTBEHU
3a00JIIBaHuUs, PA3IUYHHU OT JIUM(OMH U HEMEJIaHOMHU (JOPMHU Ha KOXKEH paK €

npubmsurenHo 2,7 Ha 1 000 manuenToroauam Tepamnus. YecToTuTe Ha CIIOHTAHHO CHOOIICHUTE
HEMETAaHOMHHU ()OPMH Ha KOXKEH pak v TUM(POMH ca CbOTBETHO,

npuonmsurenHo 0,2 u 0,3 Ha 1 000 maruenToroanan Tepamnus (BX. Touka 4.4).

[Ipu mocTMapKETUHTOBHS OITUT UMa CHOOIICHHMS 32 PEJIKK CIy4Yan Ha XeMaToJIHeHaIeH T-KIeTh4eH
nuMGOM TIpH TTAIUEHTH, JICKYBaHU ¢ amatuMyMa0 (BK. Touka 4.4).

Aemoanmumena

IIpu npoyuBanwms | - V npu peBMaTOHIEH apTPUT, CEPyMHUTE MPOOH HA TAITUEHTUTE ca OWITH
M3CIIe/IBaHU 3a aBTOAHTHUTENA B MHOXKECTBO BpeMeBH TOUKH. B Te3u mpoyuBanus 11,9% ot
MAIUEHTHTE, JIEKyBaHH ¢ afanumyMad u 8,1% OoT nmanueHTuTe, JJIeKyBaHH C Ianedo U akTHBHA
KOHTpOJIa, KOWUTO ca UMaJIi OTPHUIIATETHA U3XOJHN HUBA Ha aHTUHYKIICAPHUTE aHTUTEIA, Ca ChC
choOIIeHH nonoxuTeTHu TUTpU B Ceamunia 24. Camo aBama ot 3 441 JiekyBaHH ¢ afaiumMyMad
MAalMeHTH BbB BCUUKH MPOYYBAHUS MIPH PEBMATOUCH U IICOPUATHYCH apTPHUT, Ca PA3BIINA KIMHUIHU
MIpU3HAIN, TIPEIoIaraiyd HOBOBb3HUKHAN JyITyc-11o00eH cuaapoM. [lannenTute ca ce momo0pmiu
Clle/l IpeyCTaHOBsIBAaHE Ha JieueHneTo. HUTo euH maryeHT He € pa3BHJI JyIyceH HeQPUT HiTH
CHUMIITOMaTHKa OT CTpaHa Ha [IEHTpaJHaTa HEPBHA CUCTEMA.

Xenamobunuapru cvoumus

B xontponupanu ®aza 3 KIMHUYHHE IPOYUYBAHUS HA afanuMyMad Py NalMeHTH C PeBMAaTOUICH
apTPUT U HALMEHTHU C ICOPUATHUYCH apTPUT, C KOHTPOJIEH Ilepuo B paMkure Ha 4 1o 104 ceamurmy,
noeuiaBane Ha AJIAT > 3 x I'TH (ropHara rpaHuiia Ha HOpMara) HacThIIBa NPH 3,7% OT JIEKyBaHUTE
¢ aranuMyma0b nmanueHTu u npu 1,6% oT JeKyBaHHUTE C KOHTPOJIA MAlleHTH.

B koHTpONMpaHu KIMHIUYHY Tpoy4BaHus ¢a3a 3 Ha aganumyMal IpH MaIHeHTH ¢ TOHAPTHKYIapeH
IOBEHUJIEH WIMOMNATHUEH apTPUT Ha Bb3pacT oT 4 1o 17 roquHu U ¢ apTpuUT, CBbP3aH C EHTE3UT Ha
BB3pact oT 6 1o 17 rogunn, nopumenne Ha AJIAT > 3 x I'TH e nabnrogasano npu 6,1% ot
MAlMEHTHTE, JEKyBaHU ¢ aganumyma0, u npu 1,3% oT manueHTuTe Ha jJedeHue ¢ KonTposna. [loseuero
ciydan Ha noBumieHue Ha AJIAT Bb3HUKBAT IpH CHITBTCTBAINA yIIOTpeda ¢ MeToTpekcar. He e
HabronaBano nosumenune Ha AJIAT > 3 x I'TH npu knmuaMYHOTO NipoyuBaHe (asa 3 Ha aganuMymad
IIPY TALMEHTHU C NOJIMAPTUKYJIAPEH IOBEHWIECH HANONAaTHYEH apTPUT Ha Bb3pacT OT 2 10 < 4 roAuHu.

B xontponupanu @aza 3 KIMHUYHY IPOYYBAHUS HA afanuMyMad npu nanuenTy ¢ oonect Ha Crohn n
YIIIIEPO3€H KOJIUT ¢ KOHTPOJICH TIepUo/T B paMKkuTe Ha 4 10 52 cenmuny, noBuiraBane Ha AJIAT > 3 x
I'TH (ropnHara rpanuia Ha HopMara) HacTbBa mmpu 0,9% oT IeKyBaHUTE ¢ aAaTuMyMal MalueHTH U
mipu 0,9% oT nekyBaHUTE ¢ KOHTPOJIA MTALIEHTH.

B xnuunuHO npoyusane daza 3 Ha aganuMymad pu neauaTpuyHy nanueHTy ¢ 6osiect Ha Crohn, B
KOETO € OlLIeHEeHa e(hrkacHOCTTa 1 Oe30I1aCHOCTTA Ha JIBAa ChOOPA3EHH € TEIECHOTO TEIJI0 peXXuMa Ha
HnoJuIbpaKalla 03a, ciell CboOPa3eHo ¢ TEIECHOTO TErI0 UHAYKIMOHHO JIeYEHHE C IPOAbIKUTEIHOCT
1o 52 ceamuiy, HacTbiBa noBuiasane Ha AJIAT > 3 x I'TH (ropuara rpanuna Ha HopMaTa)

mipu 2,6% (5/192) ot marnpieHTHTE, KaTo 4 OT TSIX ca MPUEeMalil ChIIBTCTBAIIN HMYHOCYTIPECOPH Ha
W3XOJHO HUBO.

B koHTpONMpanu KIMHUYHY Ipoy4BaHus ¢asza 3 Ha aganuMyMal IpH MAUEHTH ¢ IICOPHA3HC C IJIaKH
¢ KOHTpOJIeH repuo oT 12 no 24 cenmuiu nosuinasane Ha AJIAT > 3 x I'TH (ropuara rpanuiia Ha
HopMara) HacThIBa npu 1,8% oT nekyBanuTe ¢ aganumymad nauueHTu u npu 1,8% ot nekyBaHuTe ¢
KOHTPOJIa allUeHTH.

He e nabmonasano nopuienue Ha AJIAT > 3 x [TH B kiimHu4HOTO nipoyuBaHe (aza 3 Ha
ajanuMyMal MpH MeUaTPUYHN TAIIMSHTH C IICOPUA3HUC C IIJIaKU.
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B koHTpoONMpaHu KIMHUYHU IPOYYBAHHS C afaduMyMad (HadanHu 103u oT 160 mg B

Cemmuna 0 u 80 mg B Ceamuna 2, ciensanu oT 40 mg Besika ceMuia, 3anodBaiiku ot Ceamuna 4)
IIPU MAI[MEHTH C THOCH XUPAJCHUT, C MPOIBJIKUTEITHOCT Ha KOHTPOJIHUS TIEPUO/I, BapUpalia

ot 12 1o 16 ceqmunm, nopumasaHe Ha AJIAT > 3 x I'TH ce nabaronasa mpu 0,3% ot nmarueHTuTe,
neKyBaHHu ¢ ananmumymad u npu 0,6% OT KOHTPOIHUTE MallueHTH.

B konTponupanu npoyuBanus Ha aganumymad (HadanHau no3u 80 mg B Cenmuna 0, ciieiBanu
ot 40 mg npe3 ceamuua, 3amouBaiiku ot Ceamuna 1) npu Bb3pacTHU MAIUCHTH C YBEUT

1o 80 cemMuUIIN ChC CpeHa SKCIO3UINS OT ChOTBETHO 166,5 MHU TIpH MAllUEeHTH, JICKYBaHH C
aganmumyma0, u 105,0 mHU pu ManueHTH, JIGKYBaHH ¢ KOHTPOJIA, ChOTBETHO YBEITUUICHHUE HA
croitnoctute Ha AJIAT > 3 x I'TH ca macTbinwmm npu 2,4% OT NalMeHTHTE Ha alanuMyMad u
pu 2,4% OT KOHTPOJHUTE MaIEHTH.

B xoHTponupanoTo (haza 3 npoyuBaHe Ha agaiuMymal py NAIMESHTH C EANATPUYUCH YIIIEPO3CH
koauT (N = 93), oneHsiBamio ehuKacHOCTTa U 0€30IMaCHOCTTa Ha Morbpkamma go3a ot 0,6 mg/kg
(maxcumarao 40 mg) mpe3 cenqmutia (N = 31) u mogmepskama go03a ot 0,6 mg/kg (Makcumanao 40 mg)
Besika Cenmunia (N = 32) ciien kopurupasna Cropeji TeJIeCHOTO TerJI0 MHAYKIIMOHHA 103a 2,4 mg/kg
(makcumanHo 160 mg) Ha Ceamuna 0 u Ceamuna 1, u 1,2 mg/kg (makcumanso 80 mg) Ha

Cenmvuria 2 (N = 63), wim uHIyKIIMOHHA 1032 oT 2,4 mg/kg (MakcumanHo 160 mg) Ha Ceammura O,
wiane6o Ha Cenqmuna 1 u 1,2 mg/kg (Makcumanno 80 mg) Ha Ceamuna 2 (N = 30), moBHIIeHUS Ha
ALT >3 X ULN ce nabmonasar mipu 1,1% (1/93) ot manuenTure.

3a BCHYKH TMOKa3aHUs B KIMHUYHUTE TIPOyYBaHMs ManueHTuTe ¢ mopumienn AJIAT ca Oumm
ACUMIITOMATUYHH, KaTO B IMOBCUYCTO CIIy4Yau IMMOBUIICHUETO € (§78)(6) IMPEXOAHO U € OTHIYMAJIO ITPpH
MpoAbJKaBaHE Ha TepanusaTa. BeIIpeku ToBa ChIIeCTBYBAT MIOCTMAPKETUHTOBH ChOOIICHHS 32
4epHOIPOOHA HEOCTATHYHOCT, KAKTO U 32 IMO-MAaJIKO TeXKH YepHOAPOOHN HApYIIEHHS, KOUTO MOTaT
Jla IPeIX0XKaaT YepHOIpOOHATa HETOCTATHUHOCT, KATO XETATHT, BKIIFOUUTEITHO aBTOUMYHEH XCIIaTUT
IIPY MAIUSHTH, TIOJyYaBallly aJadIuMyMa0.

CBIIBTCTBAIIO JICYEHHUE C a3aTUONPUH/6-MEPKANITONYPUH

[Ipu npoy4uBanus npu naruieHTy ¢ 6onectra Ha Crohn e HaOO1aBaHa MO-BUCOKA YECTOTA HA
3JI0Ka4€CTBEHU 3a00IIBaHNS 1 HE)KEIaHN PEaKINY, CBbP3aHU ChC Ceprno3Ha NHMEKIHs, TIpr
KOMOMHAIUATA Ha alaluMyMal U a3aTHOIPHH/6-MEPKANTOYPHH, B CPABHECHHE ChC CAMOCTOSITEITHO
MPUJIOKEHNE HA alaIuMyMa0.

Cpo0I1aBaHe Ha MOA03UPAHU HEXKEITAHU PEAKIIU

CpoOmaBaHeTo Ha OIO3UPAHU HEXKEIIaH! PEaKIuy Cliel] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MIPOIYKT € BaxkHO. ToBa MO3BOJIABA [1a IPOIBIDKH HAOIIOIEHNETO Ha CHOTHOIIIEHUETO TOJI3a/PHCK 32
JieKapCcTBEeHUsS NPOAyKT. OT MEIUIMHCKUTE CIICITUAIMCTH CE U3UCKBA J]a ChOOIIaBaT BCAKA
MOI03UpaHa HeXKEeNaHa peakius Ype3 HAIMOHAIHATA CHCTEMA 3a ChOOIaBaHe, MOCOYEHA B

[Ipunoxxenue V.

4.9 Ilpepo3upane
He e HaGnroiaBaHa J1030JIMMUTHpAIIa TOKCHYHOCT 10 BPEeME Ha KIIMHUYHHUTE POYYBAHUSL.

Haii- BucokuTe n3cneaBany 1030BM HUBA ca OMIIM MHOTOKPATHO MPUJIaraHd HHTPABEHO3HH JIO3H OT
10 mg/kg, kouTo ca 0koj0 15 MBbTH O-BUCOKH OT MPETIOPHUYUTEITHATA 1034,

5. ®APMAKOJIOTUYHHA CBOMCTBA
51 ®apmakoguHAMHMYHM CBOMCTBA

dapmakoTepaneBTHuHa rpyna: MmyHocynpecop, MHXUOUTOPH Ha TYMOP-HEKPOTH3HUpaIl GakTop
anda (TNF-a), ATC kox: LO4AB04
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Hyrimoz e OuonoruyHo mogao0eH JekapcTBeH NpoaykT. [loapobHa nHdopMalus e mpeJocTaBeHa Ha
yeOcaifta Ha EBpomeiickaTa areHIys mo Jiekapcraara https:/www.ema.europa.eu.

MexaHu3bM Ha JEUCTBHE

Ananumymab ce cebp3Ba crieniuduano ¢ TNF u HeyTpanuzupa HeroBara OMoJIorudHa GyHKIUS 4pe3
OJoKHMpaHe Ha B3aUMOJICHUCTBHETO MY C pS5 M p75 MOBBPXHOCTHHUTE KIETHYHM perentopu 3a TNF.
AnanuMymab MOAyJIUpa ChIIO U OMOJOTMYHUTE OTTOBOPH, KOUTO Ca MPEAU3BUKAHU WIIM PETYIMPaHU
oT TNF, BKIHOYUTETHO MPOMEHUTE B HUBATa HA aIX€3MOHHUTE MOJIEKYJIM, OTTOBOPHHM 3a MUTpaLUsaTa
Ha nepkoruTuTe (ELAM-1, VCAM-1 u ICAM-1 ¢ ICs ot 0,1-0,2 nM).

dapMakoaHHAMUYHU eDeKTH

Crnen neuenue ¢ aganumMyMab ce HabmrogaBa Obp30 HaMaJsiBaHEe Ha HUBaTa HA MapKepUTe Ha OCTpara
(haza ma Bp3nanenneTo (C-peaktuseH npotenH (CRP) n ckopocT Ha yTasBaHe Ha epUTPOITUTUTE
(CYE)) u na mutokunute (IL-6) B cepyma B cpaBHEHHE C U3XOTHUTE HUBA TIPH MMAIUEHTH C
peBMaTousieH apTpuT. HuBarta Ha MmaTpukcHuTe Metaionporensasu (MMP-1 u MMP-3) B cepyma,
KOUTO MPEJU3BUKBAT PEMOJEINPAHE HA TBKAHUTE, BOJECIIO JO JAECTPYKLMS Ha XPYLISUIUTE, ChILO
HaMaJIsBat clie]] MpIIoKeHne Ha aganumMymMa0. [Ipu nmanuenTuTe Ha JedeHue ¢ agarumMymad
0OMKHOBEHO ce Ha0ro1aBa mogo0peHre B XeMaTOJIOTUIHUTE PU3HAIIM Ha XPOHUYHOTO Bh3IMAJICHHE.

Hab6monasano e cwiio 0bp30 MoHMkaBaHe Ha HUBaTa Ha CRP mpu manuwenTH ¢ momapTHKyIapeH
IOBCHUJICH UAMONIATHYCH apTpuUT, 6ojiecT Ha Crohn, yJIepo3eH KOJIUT U THOCH XUIPAICHUT CIIC]T
nedenue ¢ aganumyma0. [Ipu nmanmentu ¢ 6onectra Ha Crohn e Ha0IrO1aBaHO MOHMKaBaHE Ha Opost
Ha KJIETKHUTE, eKCIPECHPAIIH MapKEPUTE Ha BH3ITAJICHUETO B 1e0€I0TO YepBO, BKIFOUNTEITHO 3HAYUMO
HaMaJICHUC B CKCIIPECHUATA Ha TNFa. EHI[OCKOHCKI/ITG MMpOoy4YBaHWA HA UHTCCTUHAJIHATA JIMTraBUIla Ca
IMoKa3ajiu JaHHU 3a 3a3paBsABAHC Ha JIMTaBUIIATA I[IPU MAUCHTUTEC, JICKYBAHU C aI[aJ'II/IMyMa6.

Kimmanuna eduxacHoCT ¥ 0€30I1aCHOCT

Pesmamouden apmpum

Ananumymab e oueHer npu Haj 3 000 manueHTH BbB BCHYKH KIIMHHYHH TIPOYYBaHUS MIPH
peBmarounen aptpuT. EpukacHocTTa 1 6e30macHOCTTa Ha afanuMyMad ca OLICHEHH B TIeT
paHIOMU3UPaHH, TBOHHOCIEN 1 T0Ope KOHTPOJIMPAaHH MpoydBaHus. Hskon manueHTy ca JeKyBaHH ¢
npoabKkuTeNnHOCT 0 120 Mecera.

[Ipoyusane I mpu peBmaTonaaus aptput (PA) e onernino 271 manueHTy ¢ yMEpeHo JI0 TEXKKO U3pa3eH
aKTHBEH PEBMAaTOMJIEH apTPUT, KOUTO ca OMJIM Ha Bb3pacT > 18 ronuHu, MPOBEIH ca HEYCIEIIHO
JICYEHHE C TIOHE eINH MOJU(PHUIIMPAIIO 00JecTTa AaHTUPEBMATOUAHO JIEKAPCTBO M Ca UMAII
HEJIOCTaTh4eH e()eKT OT MPUII0KESHHETO Ha METOTpeKcar B 1034 oT 12,5 10 25 mg (10 mg npu
HEMOHOCHUMOCT KbM METOTEPKCAT) CEAMHUYHO, U YHATO 1032 METOTPEKCAT € OCTaHala IIOCTOSHHO

Ha 10 10 25 mg cenmuuno. [Ipunaranu ca n1o3u ot 20, 40 wim 80 mg aganumymad wiu ianedo npes
ceIMHIIa B IPOJBIDKEHHE Ha 24 CeIMHUILIN.

IIpoyusane Il mpu PA e onernio 544 manueHTr ¢ yMEpPEeHO /10 TEKKO M3Pa3eH aKTUBEH PEBMATOUICH
apTPUT, KOUTO ca OWJIM Ha BB3pacT > 18 TOAMHM U ca MPOBEJIM HEYCIICIIHO JICYCHHUE C TIOHE €JTUH
Moaudumpanio 0ojaecTTa aHTUPEBMATOUIHO JiekapcTBo. [Ipunaranu ca mo3u ot 20 uinm 40 mg
agaTMMyMad dpe3 MOAKOKHO HH)KEKTHPAHE TIP3 CEAMMUIIA C IUIaIe0o B aJTePHATUBHUTE CSIMUITH
WM BCSIKA CEJMHUIIA, B TIPOABIDKEHHE HA 26 ceIMUIly; mianeo e npuiaraHo BCsKa CEAMMIIA 3a ChITUS
niepuoa. He ca mo3BonsBanu apyru Moauduuupaniy 60J1ecTTa aHTUPEBMATHYHH JICKAPCTBA.

[Ipoyusane Il mpu PA e ouennno 619 nanueHTy ¢ ymMmepeHo 10 TeKKO U3pa3eH aKTHBEH PEBMATOHIEH
apTpPUT, KOUTO ca OWIIM Ha BB3PacT > 18 roJMHU U KOUTO ca MMand Hee()eKTHBEH OTTOBOP KbM
METOTpeKcar B 103 oT 12,5 10 25 mg nim ca uMany HenoHocuMocT KbM 10 mg MeToTpekcar,
MpujiaraH BCsKa ceIMuIia. B ToBa mpoydBaHe € mMaio Tpu rpynu nanuenTy. [IbpBaTa e monyyaBana
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MHKEKIUH C Ianedo exxeceJMUYHO B MpoABbIDKeHne Ha 52 ceamuny. Bropara e nomyuasara 20 mg
azanmuMyMal eXeceIMUYHO B IpOoabDKeHne Ha 52 cemqmunin. TperaTa rpyna e monmydyasana 40 mg
ajanuMymab mpe3 ceIMUIIA U MHXKEKIINY C TUIane0o B antepHaTuBHUTE cenMunn. Clie MpUKITIouBaHe
Ha IbpBUTE 52 ceqMuLy, Ha 457 ManueHTH, BKIIOUYEHH BbB (pa3aTa Ha OTBOPEHO Pa3MIMPEHO
npoyuBaHe, ¢ npwiarad 40 mg aganmuMymad/MeToTpekcar npe3 ceaMuna 3a nepuon 1o 10 roauHu.

[Ipoyusane IV mpu PA e onienmiio 6e3onacHoctTa npu 636 MarueHT ¢ yMepeHo 10 TEKKO U3paseH
aKTHBEH PEBMATOUICH apTPUT, KOUTO ca OWiIH Ha Bb3pacT > 18 roaunu. Ha manuenTute e 61io
MO3BOJICHO WJIK JIa He OBJIAT JIEKYBaHH Jocera ¢ MOIUGUIMpani 00IeCTTa aHTUPEBMATHIHH
JIEKapCTBa, WIIM J]a OCTAHAT Ha MPE/IIECTBAIOTO CH PEBMATOJIOTUYHO JICUYCHHUE TIPH YCIOBUE, Y€ TO €
Oouso crabuiHo 3a MUHUMYM 28 nHU. JledeHusTa BKIIOUBAT METOTPEKCAT, Je(IyHOMUL,
XUIPOKCUXJIOPOXUH, cyidacanasud u/unu 3natHu coiu. [lanueHTute ca OWIM paHIOMU3UPAHH 32
npwioxenre Ha 40 mg amaamuMymad WiH mianedo mpe3 ceaMuIla B IPpOAbIDKEHUE Ha 24 CeIMUIIH.

[IpoyuBane V mpu PA e ounennino 799 HenekyBaHU ¢ METOTPEKCAT Bh3PACTHU MAIIMEHTH C YMEPEHO JI0
TEXKO M3pa3eH paHeH, aKTUBEH PEBMATOUICH apTPHUT (CpeaHa MPOABIKUTEITHOCT Ha 3a00JIIBAaHETO
no-Manko ot 9 Mecena). ToBa npoyuBaHe € OlCHBaIO e(h)EKTUBHOCTTA HA KOMOMHAIIMSATA
aganmumymab 40 mg npe3 ceMuIla U METOTpEKCcaT, MOHoTepanusTa ¢ ananumymad 40 mg mpe3
ceaMUIa M MOHOTEPAITHATa C METOTPEKCAT 3a peAylHpaHe Ha MPU3HAIMTE U CUMIITOMHUTE B CTEIICHTA
Ha TIPOTpecrs Ha CTAaBHOTO YBPEXKIaHe IIPH PEBMATOUACH apTPUT B NMpoabbKeHne Ha 104 cenmuim.
Crnen npukiitouBane Ha mbpButTe 104 cenmuiy Ha 497 manueHTH, BKIIIOYCHH BB (ha3aTa Ha

OTBOPEHO pa3lIMpEeHO MpoyuBaHe, € mpuiarad 40 mg aganumymad npe3 ceIMUIIA 3a TIEPUOT

1o 10 roguau.

[IspBuuHa kpaiina Touka B npoyusanus I, II u Il npu PA u BropuyHa kpaiina Touka B npoyusane [V
pu PA e mporieHTa OT marueHTH, KouTo ca gocturaanu orroBop 20 mo ACR B Ceamuna 24 wm 26.
[IspBuuHaTa KpaifHa ToUKa B poyuBaHe V npu PA e 6una ycTaHoBsBaHE Ha MPOLIEHTA OT MAIlUEHTH,
kouTo ca nocturtanu otroBop 50 mo ACR B Cenmuria 52. Ipoyusanust Il u V npu PA ca umainu 3a
JOIBITHUTENHA TbPBUYHA KpalfHa TOYKa B CeIMULA 52 YCTaHOBSIBAaHETO Ha 3a0aBsiHE HAa MPOTPECHUsITa
Ha 3a0osiBaHeTO (Criopen peHTreHonornaauTe pesynrarn). Ilpoyusane 11l mpu PA e umarno 3a
I'bPBUYHA KpaifHa TOYKa U yCTaHOBSIBAHETO HAa IPOMEHHUTE B KAYECTBOTO Ha JKUBOT.

Omeosop no ACR

[IponeHTHT Ha eKyBaHHUTE ¢ afanuMyMad nanueHTH, focturnanu otrosop 20, 50 u 70 mo ACR e 6un
nioctostHeH B mpoyuBanus I, I1 u 11l mpu PA. PesynraTtute 3a mpuiokenneTo Ha agamumymad 40 mg
pe3 ceJMHuIIa ca 0000IIeH: B Tabnuia 8.

Taoauua 8. Otrosopu no ACR B mi1ane60-KoHTPOIHPaHUTE NPOYYBAHMS (IPOLIEHT NALMEHTH)

Otrosop IIpoyuBane I npu IIpoyuBane II mpu IIpoyusane III npu
PA™” PA™” PA™”
mwianedo/ a):[aJ'II/IMYMa66 mwianedo az[aJmMyMa66 mwianedo a,Z[aJ'II/IMYMa66
MTX"® /MTX? /MTX? /MTX?
n=60 n=63 n=110 n=113 n=200 n=207
ACR 20
6 Mecerna 13,3% 65,1% 19,1% 46,0% 29,5% 63,3%
12 mMecernia | Hempuil. HEIPUIL HEIPUIL HEIPUIL 24,0% 58,9%
ACR 50
6 Mecerna 6,7% 52,4% 8,2% 22,1% 9,5% 39,1%
12 Mecenia | HENpPWIL HEIPUIL HEIPUIL HEIPUIL 9,5% 41,5%
ACR 70
6 mecerna 3,3% 23,8% 1,8% 12,4% 2,5% 20,8%
12 mMecernia | Hempwil. HEIPUIL HEIPUJL HEIPUIL 4,5% 23,2%
¢ [Mpoyusane | npu PA B 24 cenmuna, npoyusane Il mpu PA B 26 ceqmuna u npoyusase 11 npu

PA 24 u 52 cenmurnu
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40 mg aganuMyma0, IpuiIaraly npe3 ceaAMuIa
MTX= MeToTpekcat

' p<0,01, ananumyma6 cnpsmo mnane6o

B npoyusanus I-IV npu PA, Bcuuky HHAUBUIYaTHU KOMIIOHEHTH Ha KPUTEPUUTE Ha OTTOBOPA MO
ACR (6poit Ha O0JIE3HEHUTE M OTOYHHU CTaBH, OIICHKA Ha JIEKaps U MaIlleHTa 3a aKTUBHOCTTA Ha
3a0ossiBaHeTO U OONKaTa, CKOPOBE 3a MHEKCa Ha MHBAIMAN3aIMs (0T BhrpocHuKa 3a OlleHKa Ha
3npaBeto, Health Assessment Questionnaire, HAQ) u croiiHocTr Ha C-peakTUBHUS MPOTEHH

(8 mg/dl)) ca 6w mogoOpenn B ceqmunia 24 wiam 26 B cpaBHEeHHE ¢ Tuiane6o. B npoyusane 111
npu PA Te3u momoOpeHust ca ce 3aAppxKaii 1o 52 ceaMuna.

B otBOpenoTO pasmmpeno npoyusane Il mpu PA ctenenTa Ha orroBopa mo ACR ce e 3agbpxana npu
ITOBEYETO MAIMEHTH, KOUTO ca IPOCIeAeHN B Tpoabbkerne Ha 10 10 romuan. Ot 207 manueHTH,
KOMTO ca OWJIM paHIOMHU3MpaHu Ha ananumyMad 40 mg npes cenqmuna, 114 nmanueHTH NpoabIKaBaT
Ha ananmumymad 40 mg Bcsika BTOpa ceMUIIa B IpoAbbkeHue Ha 5 romuan. Cpex Tsax 86 manuenTn
(75,4%) ca umamm otroeop 20 mo ACR, 72 nanmmenTu (63,2%) ca mmanu otroBop 50 mo ACR

u 41 manuentu (36%) ca umanu orrosop 70 mo ACR. Ot 207 nanuenTy, 81 nareHTH NpoIbKaBaT
Ha ananumymad 40 mg Besika BTOpa ceamuiia B npoabnkeHue Ha 10 rogunu. Cpen tax 64 manueHTH
(79,0%) ca umamm orroeop 20 mo ACR, 56 manmmenTu (69,1%) ca mmamu otroBop 50 mo ACR

u 43 nanuentu (53,1%) ca umanu orrosop 70 mo ACR.

B npoyusane IV npu PA, otrosop 20 mo ACR Ha manueHnTure, JeKyBaHH ¢ afaluMyMad IUIoc
CTaHAAPTHA Tepanus € OUJI CTAaTUCTUYECKH 3HAYUMO M0-100Bp, OTKOJIKOTO IIPU MALUEHTHUTE,
JIeKyBaHH ¢ Tuianedo mioc crangaptHa repanus (p < 0,001).

B npoyuBanus I-1V npu PA, nexkyBanuTe ¢ amanuMymad TaIMeHTH ca TOCTUT AN CTAaTHCTHIECKH
srauumu 20 u 50 otrosopu mo ACR, B cpaBHeHue ¢ 1aie6o, olie npe3 MbPBUTE eHa 0 JIBE
CE/IMULIU CIIe]] 3all0YBaHe Ha JIEYEHUETO.

B npoyusane V npu PA npu nanueHTy ¢ paHeH peBMaTOMIEH apTPUT, HEJIEKYBAHU C METOTPEKCaT,
KOMOMHHpaHaTa Tepanus ¢ agaruMyMad 1 METOTpeKcar € JIoBeJa J0 M0-0bp3u 1 3HAUUMO MO-TOJIEMH
otroBopH 1o ACR, 0TKOIKOTO MOHOTEpanusATa C METOTPEKCAT U MOHOTEPANUATA C aaIuMyMal, B
Cenmuria 52, kato OTroBopuTe ca Omiu 3anazenn B Cenmuma 104 (Bx. Tabnwmima 9).

Tabauna 9. OtroBopu mo ACR B npoyuBane V npu PA (mpoueHT nanueHTn)

OTTrOBOP MTX | Aganumym | agaaumymaé/ | p-croiiHoc | p-cToiiHoct® | p-croiinoct”
n=257 ad MTX T
n=274 n=268
ACR 20
52 Cenmuia 62,6% 54,4% 72,8% 0,013 < 0,001 0,043
104 Cenmunia | 56,0% 49,3% 69,4% 0,002 < 0,001 0,140
ACR 50
52 Ceamuna 45,9% 41,2% 61,6% < 0,001 < 0,001 0,317
104 Cenmuma | 42,8% 36,9% 59,0% < 0,001 < 0,001 0,162
ACR 70
52 Cenmuna 27,2% 25,9% 45,5% < 0,001 < 0,001 0,656
104 Cenmunia | 28,4% 28,1% 46,6% < 0,001 < 0,001 0,864
a P-CTOWHOCTTA € OT YM()THOTO CPaBHEHUE HA MOHOTEPATHATA C METOTPEKCAT U KOMOWHHpaHAaTa

Tepanus ¢ afarmMymad/MeToTpekcar, n3nomssaiiku U tecta Ha Mann-Whitney.

p-CTOiHOCTTa € OT YU(PTHOTO CPABHEHUE HA MOHOTEPAIUITA C alAIMMyMad U KOMOMHUpaHATa

Tepanus ¢ aganuMyMab/MeToTpekcar, n3nomssaiiku U tecta Ha Mann-Whitney.

i p-CTOMHOCTTA € OT YN(PTHOTO CpaBHEHNE HA MOHOTEPANKITA afaTiMyMald 1 MOHOTEpamusITa
MeToTpekcar, m3nomssaiiku U tecta Ha Mann-Whitney.

B otBOpeHoTO pasmupeno npoyuBane V npu PA, mpu npociensBaHe Ha MallUEHTHUTE,
crernienta Ha oTroBop mo ACR ce e 3aabprkaiia B ipoabbkeHue Ha 10 10 roquau. Ot 542 narueHTy,
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paHIoOMU3UpaHU Ha JiedueHue ¢ aganumymad 40 mg npe3 ceamuiia, 170 manueHTH NpOABIKABAT J1a Ce
nexysar ¢ ananumymad 40 mg npes cenmuna B npoabinkeHue Ha 10 ronuau. Cpen Tax 154 nanuenTn
(90,6%) ca umanu otrrosop 20 mo ACR, 127 manuentu (74,7%) ca umanu orrosop 50 mo ACR

u 102 narentu (60%) ca umanu otrosop 70 mo ACR.

B Cenmuma 52 42,9% oT manmeHTHTe, KOUTO Cca MOTydaBaid KOMOMHpaHA Tepartus C
aJaTuMyMa0/MeTOTpeKcaT, ca JOCTUrHAIM KiuHuuHa pemucus (DAS28 < 2,6) B cpaBHenue ¢ 20,6%
OT MAIMCHTHUTE, [TOJTyYaBaly MOHOTEPAITUs C METOTpeKcaT, U 23,4% OT MarueHTuTe, MoJTydaBaiu
MoOHOTepanus ¢ ananumymad. KomOnanpanara tepanus ¢ anaaumMyMmad/MeToTpekcar ¢ Onmia
KIIMHAYHO Y CTAaTUCTHUYECKH MO-7100pa B cpaBHEeHHE ¢ MeToTpekcat (p < 0,001) u moHOTEpanusiTa C
amamumymab (p < 0,001) 3a mocTurane Ha HUCKa aKTUBHOCT Ha 3a00JISIBAHETO NPH MALIUCHTHUTE C
HACKOPO JUArHOCTUIIUPAH YMEPEHO JI0 TeXKKO M3pa3eH peBMarouieH apTput. OTrOBOPHT B JIBETE
pameHa Ha MoHOTepanus ¢ 0wt cxogeH (p = 0,447). Ot 342 manueHTH, TbPBOHAYAITHO
paHIOMHU3UPaHU HA MOHOTEpANHs C aJaTuMyMal M KOMOWHHpaHa Teparnus C
aJaTuMyMad/MeTOTpeKcaT, KOUTO ca B3€JIH Y4aCcTHE B OTBOPEHOTO Pa3MIUPEHO

npoyuBane, 171 manueHTH ca 3aBbpIIn 10-roqunIHOTO IedeHue ¢ amanumMymad. OT Tsax

3a 109 manmenTu (63,7%) ce crobmmaBa pemucus Ha 10-Tata roguHa.

Pentrenoyioruues oTroBop

B npoyusane 11l npu PA, npu xkoeTo ekyBaHuTe ¢ aganuMyMad HanueHTy ca OuiH ChC CpeHa
MPOABIDKATEIHOCT HA PEBMAaTOMIHUS apTPUT OT OKoJo 11 ronnHu, € HanpaBeHa peHTI€HOJIOTHYHA
OILIEHKA Ha CTPYKTYPHHUTE YBPEKIAHHUS B CTABUTE, KOATO € IIPEJCTaBEHA KaTo MPOMSIHA B
Mouduupanust oour ckop mo Sharp (Total Sharp Score, TSS) u HeroBuTe KOMIIOHEHTH, CKOpa 32
€PO3HUTE U CKOPA 3a CTECHEHUETO Ha CTAaBHOTO MpOCTpaHcTBo. [lanuenTure Ha
ajanuMyMab/MeToTpeKcaT ca MOKa3aln CTaTUCTUYECKU 3HAYMMO 110-MaJIKa PEHTT€HOJIOTUIHO
OlIeHEeHa Tporpecust B 6-ust 1 12-u Mecely, OTKOIKOTO MAIMEHTHTE ITOJTyYaBallyd caMO METOTPEKCcaT
(Bxk. Tabnuma 10).

B otBOopenoTO pazmmupeno npoyusane I mpu PA HamaneHueTo B cTemeHTa Ha MPOTrpecus Ha
CTPYKTYPHHUTE YBPEKIAHUS CE € 33IbPKAIIO B MPOb/DKeHUE Ha 8 u 10 roauHM B OATrpyIa OT
narentute. Ha 8-ta romuna 81 ot 207 manmenTn, mbpBoHauaHoO JiekyBaHu ¢ 40 mg ananumymad
TIpe3 CeAMUIIA, ca OWIIH OICHSBAHHM PEHTIeHOIOTHYHO. OT TsX 48 manueHTH He ca MoKa3ain
[POrpecHsl Ha CTPYKTYPHUTE YBpEXKaAaHus, NehMHUpaHa ype3 MPOMsIHA OT W3X01HO HUBO B mTSS
ot 0,5 wm nmo-manka. Ha 10-ta ronquna 79 ot 207 nauueHTH, mbpBoHavyanHo JiekyBanu ¢ 40 mg
aganuMyMa0 mpe3 ceIMUIla, ca OLEeHsABaHu peHTreHomorundHo. OT Tiax 40 manueHTH He ca MmoKaszain
MIPOrPEeCcHs Ha CTPYKTYPHUTE YBPEXKAaHus, NehUHUpPAHA Ype3 IMPOMIHA OT U3X01HO HUBO B mTSS
ot 0,5 win mo- maika.

Tabaumna 10. Cpeanu peHTreHoJIOrHIHN MpoMeHH ciex 12 mecena B npoyuBase III mpu PA

mwianebo/ | amanumymab/ | mnane6o/MTX- agaiumy | p-CTOHHOCT
MTX*® MTX 40 mg Mab/MTX (95%
TIpe3 CeMHIIA | JIOBEPHTEIICH HHTEpBal °)
001 ckop o Sharp 2,7 0,1 2,6 (1,4,3,8) <0,001B
CKOD 32 epo3uu 1,6 0,0 1,6 (0,9,2,2) < 0,001
ckop 3a JSN' 1,0 0,1 0,9 (0,3; 1,4) 0,002
a METOTpeKcat
0 95% noBepUTEICH HHTEPBAJ 3a Pa3IMKUTE B CKOPOBETE 3a MPOMEHHUTE MEX Iy METOTPEKCAT U
aganmuMymao

BB3 OCHOBA Ha PAaHKOB aHAJIM3
Joint Space Narrowing (cTecHsBaHE Ha CTABHOTO IPOCTPAHCTBO)

B mpoyuBane V nipu PA, cTpyKTypHOTO CTaBHO yBpEXKIaHE ¢ OHIIO OIICHSIBAHO PEHTTCHOIOTHYHO
M3pa3eHo KaTo MpoMsHA B MOAU(HUITUpaHus o011 ckop o Sharp (Bx. Tabmwma 11).
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Taoauna 11. Cpeanu pentrenosiornynu npomenu B Cenmuua 52 npu npoy4sane V npu PA

MTX agamMyMad | amanumymad/ p- p- p-
n=274 MTX n=268 | CTOMHOCT | CTOWHOC | CTOMHOCT®
n=257 (95 (95% (95% a 7°
% JIOBEPUTEJICH | JOBEPUTEIICH
JIOBEpUTEIIE WHTEpBaN) WHTEpBa)
H
HHTEPBA)
001 5,7 (4,2— 3,0 (1,7-4,3) 1,3 (0,5-2,1) < 0,001 0,0020 < 0,001
CKOp 110 7,3)
Sharp
CKOp 32 3,72,7- 1,7(1,0-2,4) | 0,8(0,4-1,2) < 0,001 0,0082 < 0,001
€po3un 4,7)
ckop3a | 2,0(1,2-28 | 1,3(0,5-2,1) 0,5 (0-1,0) < 0,001 0,0037 0,151
JSN )

P-CTOMHOCTTA € OT YU(THOTO CpaBHEHUE HA MOHOTEPAITUATA C METOTPEKCAaT 1 KOMOWHHUpaHaTa
Tepanus ¢ anamMyMad/MeToTpekcar, uznonssaiiku U Tecta Ha Mann-Whitney.

P-CTOMHOCTTa € OT YU(PTHOTO CPaBHEHUE HA MOHOTEpAIUITA C afaTUMyMad U KOMOMHUpaHATa
Tepanus ¢ atanuMyMab/MeToTpekcar, n3nonssaiiku U Trecta Ha Mann-Whitney.

p-CTOMHOCTTA € OT YM(THOTO CpaBHEHHE HA MOHOTEPAITHATA C aJalIMyMad 1 MOHOTEpaIUsTa ¢
MeToTpekcar, m3noisbaiiku U tecra Ha Mann-Whitney.

Crnen 52-cenvmuano u 104-ceAMUYHO JIedeHHE, TIPOICHTHT MAUEeHTH 0e3 Tporpecus (TpoMsHa
CIIPSIMO M3XO0JIHATA CTOMHOCT B MoanuIpanus oo ckop mo Sharp < 0,5) e Onin 3HaYUMO TIO- BHCOK
npy KOMOMHUpaHaTa Tepanus ¢ agaJuMymad/meToTpekcaT (CboTBeTHO 63,8% 1 61,2%) B cpaBHEHHE C
MOHOTepanusTa ¢ MeToTpekcar (crorBeTHO 37,4% u 33,5%, p < 0,001) u MoHOTepanusTa ¢
amanumymab (ceotBetHO 50,7%, p < 0,002 u 44,5%, p < 0,001).

B oTBOpeHOTO pasmiupeno npoyusane V npu PA, cpeqHara nmpoMsiHa CIpsSMO U3XOHATA CTORHOCT B
MomubuIrpanus oomr ckop o Sharp e 6wmra 10,8, 9,2 u 3,9 mpu manueHTH, THPBOHAYATHO
paHIOMHU3UPAaHN HAa MOHOTEPAIHs C METOTPEKCaT, MOHOTEpAIus ¢ afaluMyMald U KOMOMHHpaHa
Tepanus ¢ ananuMymad/MerorpekcaT. ChOTBETCTBAIIMTE IPOIICHTH OT MAIIMEHTH 03
pEHTTEeHOIOTHYHA TIporpecus ca ommm 31,3%, 23,7% u ceoTBeTHO 36,7%.

Kauecmeo na orcusom u cbu3uqe07<a aAKmueHocm

CBBbp3aHUTE ChC 3[PAaBOCIOBHOTO ChCTOSHUE Ka4ECTBO Ha KUBOT U (PU3UUECKA AKTUBHOCT ca Ounu
OLICHEHH, M3TI0JI3BaliKM MHJEKCa Ha HHBAIMAN3AM OT ,,BhIpocHuKa 3a oueHka Ha 3apaBeto’ (Health
Assessment Questionnaire, HAQ) B yeTupuTe mbpBOHAYAIHN HOAXOISIIIN U J0OpE KOHTPOIUPAHU
MIPOYYIBAHUS, KOCTO € OHMJIO MPEBAPUTEIIHO YTOYHEeHA TbPBUYHA KpaliHa Touka B Ceamuria 52 npu
npoyusane Il mpu PA. Bcuuku 103MpOBKI/CXeMH HA IPUIIOKEHHE Ha a1ajiMyMad B YETUPUTE
NPOYYBaHUS ca TOKA3alIN CTATUCTUUECKH 3HAYMMO MO-TOJISIMO 1Mo00peHue B MHIEKCa Ha
unBanuau3anus or HAQ npu cpaBHABaHE HAa CTOMHOCTUTE OT U3XOIHOTO HUBO 10 JOCTUTHATUTE B
Mecer 6 cipsimo 1utaie6o, a B npoyusase 111 npu PA, cbinoro ¢ Hadmogasano B Ceamuria 52.
Pesynrarute ot Kparkarta ¢opma Ha uscnenBanero Bepxy 3apaseto (Short Form Health Survey,

SF 36) 3a Bcuuku JO3UPOBKU/CXEMH Ha MPUIIOKECHUE HA aJaluMyMa0 BbB BCUUKHUTE YETHPH
HPOYYBAHUS MOAKPEIAT TE3H AaHHU ChC CTATUCTUYECKU 3HAUUMO II0A00OpeHne B cO0pa OT CKOPOBETE
Ha (u3nYecKUTE KOMIIOHEHTH, KAKTO U ChC CTATHCTHYECKH 3HAYHMHU CKOPOBE B Pa3JiesiuTe 3a OONKa U
XKHU3HECOCOOHOCT 3a go3aTta oT 40 mg npe3 cenmuna. CTaTUCTUYECKU 3HAYMMO HaMaJIsIBaHE Ha
yMoparta, U3MEepeHo upe3 (PyHKIHOHAIHA OLEHKAa HAa CKOPOBETE OT JICUEHUETO HA XPOHUYHUTE
oonectr (POJIXDE), e HaOMOJaBaHO BHB BCHUKUTE TPH MPOYYBAHHS, IIPH KOUTO Ts1 € OHIIa OI[CHsBaHA
(npoyusanus I, III u IV mpu PA).

B npoyusane 11l mpu PA, moBedeTo manueHTH, IPH KOWTO € TIOCTUTHATO TTOI00pEHHE BHB
(hm3nyeckaTa aKTUBHOCT U Ca MPOIBJIXKIIIU JICYCHUETO, TIOJIOOPSHUETO Ce € 3aIbPIKAIIO JI0

Cemmuia 520 (120 meceru) Ha OTKpUTOTO JedeHue. [lomoOpeHne B Ka4eCTBOTO Ha KUBOT €
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6uno oruntano 1o Ceamuna 156 (36 mecena), kKaTo TOAOOPEHUETO Ce € 3aIbPIKAJI0 MPe3 UAJIOTO
TOBa BpEMeE.

B npoyusane V nipu PA, nogobpenneTo B nnaekca Ha nHBanuau3anus or HAQ u ¢usndeckust
nokazares ot SF 36, ca nokazanu no-ronsmo nogoodpenue (p < 0,001) npu komOuHUpaHaTa Tepanus

¢ aganuMyMa0/MEeTOTpeKCaT cnpsAMO MOHOTEPANUATA C METOTPEKCAT U MOHOTEPANMTa C aaIuMyMal,
B Cenmutia 52, koeto ce e 3aappxkano o Ceamuna 104. Ot 250-Te nanueHTH, 3aBbPIIIN
OTBOPEHOTO Pa3LIMPEHO MPOYyYBaHe, MOJ00pEeHUITa BB (PU3NUecKaTa akTUBHOCT ca ce 3aAbpKalli U
npe3 10-Te roJIMHU OT JIEYEHHUETO.

Axcuanen cnonounoapmpum

Anxunosupaw cnonounum (AC)

Edexrpt Ha ananumymab 40 mg, mpunaran npes ceamuiia, € Own orierHeH npu 393 maueHTy B ABe
paHIoOMu3UpaHu 24-ceIMIYHH, TBOMHOCIEIH, IIae00-KOHTPOIUPAHH TPOYYBaHUS TIPH MAIlHEHTH

C aKTMBEH aHKWJIO3UPAII CIIOHIAMINT (CPETHUAT U3XOICH CKOP 3a aKTUBHOCTTA Ha 3a00JI5IBaHETO
[Muaekc 3a akTHBHOCT Ha 3a00JsBaHETO aHKMIIo3upan] crioHamwiut mo Bath - BASDAI] e

Owma 6,3 TIpu BCUYKH TPYIIH), KOUTO ca UMM HEIOCTAaThueH OTTOBOP KbM CTaHAapTHATA TEPAITHS.
Cenemaecet u neset namuertn (20,1%) ca 0wy JiekyBaHH ChIIBTCTBAIIO ¢ MOAM(HIIMpaIy OoJiecTTa
aHTHpeBMaTHYHH JiekapcTBa 1 37 mauuentH (9,4%) — ¢ MIIOKOKOPTHKOUAU. 3aceTeHUST IEpUO] €
OWJI TIOCIeIBaH OT OTKPUT MEPHO, TT0 BPEMETO Ha KOWTO MAI[MEHTUTE ca MOTyYaBain

anammyMab 40 mg, mpusaran mpe3 ceaMuIla, MOIK0KHO, B IPOIBIDKEHUE Ha 10 28 AOTBITHUTEITHN
ceamuty. [Tarmmenture (n=215, 54,7%), KOUTO HE ca MOCTUTHAIIN OIICHKA TPH aHKIIO3UPAII
cnoHamuT ASAS20 Ha 12-Ta,16-Ta, nunu 20-Ta Cenmulia, ca MoTy4aBaiiy Mo-paHo OTKPUTO
aganmumyMab 40 mg mpe3 ceaMuIa, TIOJKOKHO, U ca pasriiekIaH! BIOCIECTBIE KATO HEOTTOBOPHIIH
Ha JICUEHUETO MPHU CTATUCTHUECKUTE aHAIM3U Ha JTBOWHOCICTIHSI TIEPUOI.

IIpu no-ronsmoro npoyusane I npu AC npu 315 naunueHTH, pe3yaTaTuTe ca MoKa3ald CTaTHCTUYECKH
3HAYMMO MOJJOOpEHHEe Ha MTPU3HAIINTE U CUMIITOMUTE HA aHKWJIO3UPAIINS CIIOHUITUT MTPU
NalnyueHTUTe, JIEKyBaHH C aJaauMyMa0, B CpaBHEHHE C MAIIMEHTHTE, MTOy4yaBajn rane6o. 3Haunm
OTTOBOP € 0TOeIs3aH MbpBO Ha Ceqmuiia 2 v € OJIbPKaH 1pe3 BCHUKuTe 24 cenmuu (tadbmuma 12).

Ta6muua 12. OTroBop Ha JieyeHHETO NPH IIALe00-KOHTPOJIMPAHO IPOYYBaHe
npu AC — IIpoyuBane | HamansiBaHe HA NPU3HALIMTE U CHMIITOMHUTE

OTTOBOP miane6o agajJaumMymao
N=107 N=208

ASAS? 20

Cenmuna 2 16% 42%"

Cenmuna 12 21% 58%

Cenmmuria 24 19% 51% "
ASAS 50

Cenmurna 2 3% 16%

Cenmuna 12 10% 38%

Cenmura 24 11% 35%
ASAS 70

Cenmuna 2 0% 7%

Cenmuna 12 5% 23%

Cenmura 24 8% 24%™
BASDAI® 50

Cenmuna 2 4% 20%

Cenmuna 12 16% 45%"

Cenmura 24 15% 42%"
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,  cratuctudecku 3HauuMu npu p < 0,001, < 0,01 3a BCHUKU CpaBHEHUS MEXKIY
amanumyMal u rurane6o B Ceqmunu 2, 12 u 24.
OTICHKH TIPH aHKIJIO3UpAI CIOHAMIUTASAS
WHJIEKC 32 aKTUBHOCT Ha 3a00JIIBAaHETO aHKUJIO3UpALL CIIOHAUIUT 1o Bath

[TanmenTHTe, EKyBaHU ¢ aganuMyMal, ca UMaJIH CTAaTHCTHYECKH 3HAYMMO MOJ00peHue B

Cenmuna 12, xoero e moaabpkano 1o Cenmuna 24, kakto criopen SF36, Taka u ciopen BenpocHuka
3a Ka4eCTBOTO Ha KMBOT Ha MALMEHTH C aHKHJIo3upar] cioHauinuT — [Ankylosing Spondylitis Quality
of Life Questionnaire, ASQoL].

CxoaHu TeHACHINH (He BCHUKU CTATHCTUYECKH 3HAYMMH) ca OMiM HaOJII0JaBaHu v MIPU TO-MaJKOTO
PaHIOMHU3UPAHO, IBOWHOCIIANO, Iuane0o-koHTponupano npoyusane Il nmpu AC npu 82 Bp3pacTan

MaOEHTHU C aKTUBCH aHKHUJIO3WpaIll CIIOHAUIIUT.

Axcuanen cnonounoapmpum 6e3 penmzenozpa@cxu oannu 3a AC

be3omacHocTTa M e(huKacHOCTTa Ha aanuMyMab ca OlICHEHH TPH JIBe PaHJIOMH3HPAHH, TBOMHOCIICIIH,
1ane00-KOHTPOIMPAaHU MPOYYBAHMS IPH MALUCHTH C aKCHAJIeH CIIOHAMIOApTPUT Oe3
pertrenorpadcku manam 3a AC (nr-axSpA). IIpoyuBanero nr-axSpA | onieHsiBa aeHTH ¢ aKTUBEH
nr-axSpA. IIpoyuBaneto nr-axSpA Il e mpoyuBaHe ¢ mpexkbcBaHE Ha JICYEHUETO Ha MalUeHTH C
aKTHBEH Nr-axSpA, KOUTO ca IIOCTUTHAIM PEMHUCHS TI0 BpeMe Ha JieueHHe ¢ aJaruMyMal B OTBOPEHO
MpPOyYBaHe.

[IpoyuBane nr-axSpA I

IIpu npoyuBaneto nr-axSpA I aganmnvyma6d 40 mg npe3 cenMuiia e O orieHeH npu 185 marueHTn B
€/THO PaHIOMH3UPaHO, 12-CeIMUYHO JIBOHHOCIISINO, TUIAIe00-KOHTPOIMPAHO MPOYYBAHE MPH
MAIMEHTH C aKTUBEH Nr-axSpA (CcpelieH U3XO0JICH CKOp 32 aKTUBHOCT Ha 3aboiisiBaneTo [MHaeke Ha
aKTUBHOCT Ha 3a00JsiBaHeTO aHKuo3upail cnoHamuT no Bath (BASDAI)] e 6,4 3a nanuenTwy,
JICKyBaHHM ¢ afaaumymad u 6,5 3a Te3u Ha miare00), KOUTO ca MMaJIM HealeKBaTHO MOBJIMSIBAHE WITH
HEMOHOCHMOCT KbM > | HECTEpOM/IHU MPOTUBOBB3MAIUTEIHN CPEJCTBA WK C IPOTHBOIMIOKA3aHUE 3a

HCIIBC.

Ha m3xoanro auBo TpuaeceT u TpuMa (18%) marmueHTn ca JeKyBaH! ChITBTCTBAIIO C MOIUDUAIIUPATIITH
OonecTTa aHTUpEeBMAaTUYHU JiekapcTBa H 146 (79%) manuentn ¢ HCIIBC. [IBoliHOCHENUST EpUO/ €
MIOCIIEIBAaH OT OTBOPEH MEPHO/, TI0 BpeMe Ha KOWTO IMallMeHTHTE TI0y4daBaT IMOAKOXKHO

aganumymat 40 mg npe3 ceaMuIa, JONbIHUTEIHO 10 144 ceamunu. Pesynrarure B

ceamuIia 12 moka3pat CTATUCTHYECKU 3HAYMMO MOAOOPEHHE Ha MTPU3HAIUTE U CAMITOMUTE Ha
AKTUBEH Nnr-axSpA Ipu MalUeHTH, JIEKyBaHH ¢ aIaTuMyMa0, B CpaBHeHUE c 1ianebo (Tabdnuma 13).
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Ta6auna 13. Pe3yaraTu 3a epukacHOCT NpH miianedo-KOHTPOJUPAHO NPoyuBaHe Ha nr-axSpA I

JABoitHoc/IsA1I0 miamne6o agaJaumMymao
Otrosop B Ceamuna 12 N=94 N=91
ASAS® 40 15% 36%
ASAS 20 31% 52%"
ASAS 5/6 6% 31%
ASAS uvacTuyHa pemucHus 5% 16%
BASDAI ° 50 15% 35%
ASDAS>"™ -0.3 -1.077
ASDAS (HeakTHBHO 3a00JsiBaHE) 4% 24%
hs-CRP"™** -0.3 4.7
SPARCC® MRI (cakponnnaunu ctau) =" -0.6 -3.27
SPARCC MRI rpn6nak ™" -0.2 -1.87

a

6

OIIeHKa Ha MeXIyHapOaHO APYIKECTBO MO CIOHUIOAPTPUT

Bath mrIeKc Ha aKTUBHOCT Ha 3a00JISIBAHETO AHKITO3UPAIL] CITOHTAITAT

CKOD 33 aKTUBHOCT Ha 3a00JIIBAHETO aHKHUJIO3HMPAIll CIIOHTUIIAT

CpeHa MpOoMsiHa OT U3XOIHOTO HUBO

n=91 marne6o 1 n=87 agarnMymad

C-peakTHBEH POTEUH C BUCOKA YyBCTBUTETHOCT (mg/L)

n=73 mnamebo and n=70 aganumymad

CrpyxeHne 3a u3cieBaHe Ha aHKAJIO3HUpall CoHAmmoapTput B Kanana

N=84 mrane6o u amamuMymad

n=82 miane6o u n=85 aganumymad

T CTATMCTHYECKH 3HAYMMO ChOTBETHO mnpu p < 0,001, < 0,01 u < 0,05 3a BcuUKH cpaBHEHUS
MEXIY afaTuMyMa0 H 1miare6o.

B

T

B oTBOpEeHOTO pasnmpeHo npoyyBaHe MOJ0OPSHUETO Ha MPU3HAIUTE U CUMIITOMUTE € TIOUIPIKAHO C
Tepanus ¢ ananmuMymad go Ceamuna 156.

I/IHXI/IGI/IpaHC Ha BB3IMaJICHUCTO

3HaunMo ToToOpeHre Ha IpHU3HAITNTE Ha Bh3naieHne, n3mepero ¢ hs-CRP u MRI na
CaKpOMJIMAYHUTE CTABH U TPHOHAYHUSI CTHJIO, € OMJIO MOIBPIKAHO MPH MALUEHTH, JICKYBaHH C
agamumymab o Cenmuna 156 u Cenmuna 104, cbOTBETHO.

KadecTBO Ha KUBOT U (1)1/13I/IT-ICCK3 AKTUBHOCT

CBBP3aHOTO ChC 3APABETO KAYECTBO HA JKUBOT U (PU3NYECKA aKTUBHOCT Ca OLIEHEHH C TTOMOIIITa

Ha HAQ-S u SF-36 BeripocHunin. OT u3xomHo HEBO 10 12-ta CemMuIia agaimMyMad € moKa3a
CTaTUCTUYECKH 3HAYMMO MO-TOJISIMO TIoJJ00peHue B kpaiinus ckop Ha HAQ-S u npu SF-36 ckop Ha
¢msnueckara kommnonenta (PCS) B cpaBaenue ¢ mnane6o. [lomoOpsBaHe Ha Ka4eCTBOTO Ha KUBOT U
(u3ndeckaTa akTHBHOCT € OUIIO MOJUIBPIKAHO MO BpeMe Ha OTBOPEHO Pa3NIMPEHO MPOYUYBAHE JIO
Cenmuma 156.

[Ipoyusane nr-axSpA II

673 marueHTH ¢ akTUBEH nr-axSpA (CpeiHa U3X0IHA CTOMHOCT Ha MOKa3aTes 32 aKTUBHOCT Ha
3abomnsBaHeTo [HIEKC HAa aKTUBHOCT Ha 3a00JsBaHEeTO aHKMIIo3upan] cionamut o Bath (BASDAI)
e 7.0] ¢ neanekBareH otroBop kbpM > 2 HCTIBC uiu HEMOHOCUMOCT MJIM IPUTHUBOIIOKA3aHUsI 32
HCIIBC ca BxiroueHH B OTKPUTHA NIEPHUOJ Ha TpoyuBaHeTo nr-axSpA 11, mpes koeTo Bpeme
rosrydaBat ananumymat 40 mg npe3 ceMuIla B MPOIbIDKEHNE Ha 28 ceaMUIIH. 3a Te3U MallMeHTH HMa
00EKTHBHU JI0Ka3aTeJICTBA 3a Bh3MAICHNE Ha CAKPOUIIMAYHUTE CTABH M TPHOHAYHUS CTHIIO,
nokazanu ¢ IMP win noBumenu HuBa Ha hs-CRP. IlanmentrTe, KOUTO MOCTUTAT yCTONYNBA PEMUCHS
B npoabbkeHne Ha MUHUMYM 12 ceamuru (N=305) (ASDAS < 1,3 na Cenmunu 16, 20, 24 u 28) npe3
OTKPUTHUSI IEPUOJ, B MOCIEICTBUE Ca PAaHIOMHU3UPIAHU J1a MOJIy4YaBaT WK IPOIbKEHUE Ha
nedennero ¢ ananumymad 40 mg npes ceqmuria (N=152), nian mane6o (N=153) 3a gqomsIHATEICH
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nepuoj oT 40 ceqMHLIM B YCIOBUATA HA IBOMHOCIIAMN TU1aie00-KOHTpONIUpaH nepuo (ooma
IPOJBDKUTEITHOCT Ha IPOy4YBaHeTo 68 ceamunn). Ha manueHTHTe € MpUCTHIT Ha O0JIeCTTa IO BpeMe
Ha JIBOMTHOCIIETIHS EPUOJI € pa3pelieHo CIAacUTENHO JIeueHue ¢ anaaumymat 40 mg npes ceamuna B
NpOIBbIDKEHUE HA MUHUMYM 12 ceMUIIH.

IIepBrUYHaTa KpaifHa TOYKa 3a e(hUKACHOCT € AeTBT Ha MAUeHTH 0e3 IPHUCTHIT Ha O0JIECTTa 110
Cenmuria 68 ot mpoyuBaneto. [Ipuctsn o onpenencnue e oreHka mo ASDAS > 2,1 nipu nBe
TIOCTICIOBATEITHU IMOCEIIECHUS TPe3 MEPUOJI OT YSTUPH ceAMHUIIH. [1o-TonsiMara 9acT OT MalueHTUTE,
npueMaliy aIaJIuMymMal, He MoyvYaBat NPUCTHIT Ha OoJecTTa Mpe3 ABOHHOCIEIHS IEPUO/I, B
CpaBHEHUE C MANMEHTUTE, TpreMay 1miarne6o (70,4% crpsmo 47,1%, p<0.001) (durypa 1).

®urypa 1: Kpusnu na Kaplan-Meier, 06001aBamu BpemMeTo 10 HACTHIIBAHE HA NIPUCTHII PHU
npoyuBane nr-axSpA I1

1.0

0.9

0.8

0.7

0.6

0.5

0.4

0.3 4

0.2 4

0.1+

0.0

0 4 8 12 16 20 24 28 32 36 40 44

BEPOSITEH HEPUO/ BE3 ITIPUCTBII

P 153 (0) 153 (0) 152(0) 140(4) 127 (14) 118(22) 101 (36) 93 (39) 87(44) 81(47) 60(51) 0(54)
151 (0) 151(0) 149(0) 139(5) 134(8) 132(9) 125(14) 121(15) 119(16) 112(20) 92(20) 0 (22)

BPEME (CEJIMMUAIIN)
Jleuenue ===esses [[irane6o

Anamumymab A OtnagHanu

3abenexka: P = [lnamne6o (6poii Ha MaIMEHTH B PUCK (IPUCTHIN)); A = amamumMymad (Opoii Ha
NalyueHTH B PUCK (IPUCTBHI)).

Ot 68 marueHTy ¢ MPUCTHII B TPYyMaTa ¢ MPeKhCBaHE Ha JICUCHUETO, 65 MAIMEHTH 3aBbPIIBAT
12-CeMUYHO CITACUTEITHO JICUCHUE ¢ MPIIOKEHUE Ha afaanuMyma0, kato oT Tsx 37 (56,9%) ce
BpbmatT B pemucus (ASDAS < 1,3) ciex 12-ceaMuyHO Bh300HOBSIBAHE HA JICUEHHUETO B OTBOPEHO
MpoyJBaHe.

Jo Cenmuna 68 manyeHTHTE, MOJTyYaBamly MPOABIDKUTEIHO JEUeHHE C aaIuMyMal, MOKa3BatT
CTaTUCTUYECKH 3HAUYUMO I0-TOJISIMO IOA00pEHHUE 110 OTHOLICHNE HA IIPU3HALUTE U CHMITOMUTE Ha
OojecTra — akTUBEH Nr-axSpA, B CpaBHEHHE C MAIIMEHTUTE, TPEKbCHAIN JICUEHUETO B pAMKHTE Ha
JIBOMHOCIIENUS Mepuo]l Ha IpoyuBaHeTo (Tabnuua 14).
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Taoauna 14. Pe3yaTaru 3a epukacHOCT NpH miianedo-KOHTPOJUPAH
nepuoj Ha nmpoy4sane nr-axSpA 11

JABoiinocasno Ilnanedo Ananumymad

OTtrosop B Cenmuna 63 N=153 N=152

ASAS* 20 47,1% 70,4%""

ASAS*® 40 45,8% 65,8%

ASAS?® yacTuyHa peMHCHUs 26,8% 42.1%

ASDAS® HeaktusHoO 3a00J19BaHe 33,3% 57.2%""

YacTrdyeH NpUCThIT 64,1% 40.8%

a Onenka Ha MeXIyHapOIHO APY>KECTBO IO CTIOHIMIOAPTPUT

0 W3x0/1HO HUBO 10 OIPECIICHUE € HE3aCIICIIEHO U3X0IHO HUBO, KOraTo MAallMEHTHTE UMAT
aKTHBHO 3a00JIsIBaHe.

8 Ckop 32 aKTHBHOCT Ha 3a00JISIBAHETO aHKUIIO3UPAI] CTIOHIAITHAT

f YacTtrdaeH IPUCTHII TTO oTpeiesieHue € orenka mo ASDAS > 1,3, vo < 2,1 npu aBe

MOCTIEI0BATENHU MOCEIEHUS.
Craructuuecku 3HauuMu mipu p < 0,001 u < 0,01 cbOTBETHO 32 BCUUKU CPABHEHUS MEXKAY

anauMyMat ¥ miare6o.

Fhk Kk

Hcopuamuuen apmpum

Ananumyma6 40 mg, mpuiaraH npe3 CeMHUILIA, € TIPOYYBaH MPH MAIMEHTH C YMEPEHO JI0 TEKKO
M3pa3eH aKTHBEH IICOPUATUUCH apTPUT B JIBE IIIAle00-KOHTPOIMPaHH poyyBaHus, npoyuBanus [ u 11
nipu [IcA. IIpoyusane [ pu IIcA ¢ 24-ceqmuyuHa POIBIKUTETHOCT, € 00XxBaHalo 313 Bb3pacTHH
MAIMEHTH, C HEAOCTATHYECH OTTOBOP KBbM TEPAIUs C HECTEPOUIHU IPOTHBOBB3NAINTEIHA
JIEKapCTBEHU MPOIYKTH, OT KOUTO mpubnusurenno 50% ca mpuemanu merorpekcat. [Ipoyusane 11
nipu [IcA ¢ 12-cenMuyHa MPOIBIHKUTENHOCT, € 00xBaHaio 100 manueHTr, ¢ HeAOCTaThYeH OTTOBOP
KBbM Tepanus ¢ Moauduimpay 0ojaecTTa aHTUPEBMaTHUHY JiekapcTBa. [Ipu npukitouBaHe u

Ha JBeTe Npoy4uBaHus, 383 MalnueHTH ca OMIM BKIIFOUYEHH B OTBOPEHO Pa3lIMPEHO MPOYYBaHE, B KOETO
e npuiarad 40 mg aganuMymad mpe3 ceaMuIa.

Hsima nocrarpuHO J0Ka3aTencTa 3a epUKaCHOCTTA Ha afaniuMyMad MpH MalMeHTH ¢ mo100eH Ha
NICOpUAaTHYHA apTPONATHS aHKUIO3UPALl CIIOHIMIINT, IOPaIy MalIKis Opoi MpOy4eHH MallueHTH.

Tadoauna 15. Orrosopu mo ACR B mi1ane060-KOHTPOJIMPAHH MPOYYBAHUS MPH
NMCOPUATHYEH aAPTPUT (MPOUEHT MAIMEHTH)

npoyuBase | npu npoyuBane Il mpu IIcA
IIcA
OTTOBOP mianebo | agamumymad | ruiane6o aganuMyMmao
N=162 N=151 N=49 N=51
ACR 20
12 Cenvuma  14% 58% 16% 39%"
24 Cenmuna 15% 57% " HENpHuI. HENpHuI.
ACR 50
12 Cenmmua 4% 36% 2% 25%
24 Cenmuna 6% 39%" HETIPUIL. HETIPHIL.
ACR 70
12 Ceammma 1% 20% 0% 14%"
24 Cenmuna 1% 23% " HETPHUIL HETPHIL.

p <0,001 3a BcHuku CpaBHEHHUSI MKy afaquMymad H muiane0o
p < 0,05 3a Bcuku CpaBHEHUS MKy aJauMyMad U riamnedo
HETPWI. HEIPUI0XKUMO
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ACR otrosopute npu npoyusane [ npu I[IcA ca Ounu cXoaHH ChC U 0€3 CHITBPTCTBAIIO JICUYCHHUE C
metoTpekcar. ACR 0TroBopuTe ca MoIAbp:KaHH MPU OTBOPSHOTO PA3IIUPEHO POYUBAHE
1o 136 cenmurn.

B mpoy4BaHuATa MPU TICOPUATUYCH apTPHUT ca OUITH OI[CHEHH PEHTIeHOrPadCKUTE IPOMEHH.
Penrtrenorpaduu Ha phlle, KUTKH U CThIIANA ca HAITPaBEHU Ha W3X0HO HUBO U B CenMuria 24 1mo
BpeMe Ha JIBOHHOCIIENHS EPUO/], KOTATO TAlMEHTUTE ca OMITM Ha alalnMyMal Wim mianedo, U B
Cenmuna 48, Korato BCHUKH NAalMEHTH ca OMIM OTKPHUTO Ha afanumymad. M3monssan e
MoauduIpan oo ckop mo Sharp (mTSS), kolTO BKIIOYBA AUCTATHUTE HHTEp(aTaHTeaTHA CTaBH
(T.e. HE e upeHTHYEH ¢ Monuduuupanus oomy ckop no Sharp (TSS), u3non3Bax 3a peBMaTOUTHUS

apTpur).

Jleuenuero ¢ aganuMymad € HAMaJIMIO CTEIICHTA Ha MPOrPecus Ha MePU(PEPHOTO CTABHO YBPEKIAHE,
B CPaBHEHUE C JICUCHUETO C IIare0o, Crope/i M3MepeHara npoMsiHa OT U3X0IHOTO HUBO Ha mMTSS
(cpenna crotinoct £ SD), 0,8 + 2,5 B rpymnara Ha 1uiane6o (B Cenmuna 24), B cpasaenue ¢ 0,0 + 1,9;
(p <0,001) B rpymara Ha agamumymad (B Cenmuria 48).

[Ipu naumenTuTe, TEKyBaH! C agaauMymad, 6e3 peHTreHorpad)cka mporpecus oT U3XO0IHOTO HUBO JI0
Cenmuma 48 (n=102), 84% ca npoab/DKIIN 1a IOKa3BaT JIUIICa HA peHTreHorpadcka mporpecus
npe3 144-te ceaqmMuI Ha JICICHUETO.

[NanmenTuTe, NEKyBaHU ¢ afaMMyMa0, ca OKa3all CTAaTUCTUYECKH 3HAYUMO TOA00OpEeHUE Ha
(usnueckara pynkius, oneneno mo HAQ u Kparkara hopma Ha n3cieiBaHETO BEPXY 3PaBETO

(SF 36), B cpaBHEeHME ¢ TalMeHTUTE Ha 1uiane6o, Ha Cemmuria 24. [TomoOpsBaHeTo Ha dpu3mIecKara
(yHKIHUS € MPOIBIIKHIIO U ITPe3 OTBOPEHOTO pa3mKpeHo npoyuBade 10 Cenmuna 136.

Tlcopua3zuc

BezonacHocTTa M eukacHOCTTa Ha afanTuMyMad ca MPOYUYSHH IPU B3PAcTHH MAlMEHTH C

XpOHHYEH rcopuasuc ¢ maku (> 10% BSA 3acsarane u [Icopuarnuna obnact u Munekc Ha

texxecT (PASI) > 12 unm > 10), konTo ca Onim KaHIUAATH 33 CHCTEMHA Tepanus Wik GoToTepanus B
paHIOMHUHU3UPAHU, TBOMHOCIENHN poyuBanus. 73% OT MalueHTUTE, BKIIOYCHH B poyuBanus [ u 11
IIPU TICOPUA3KC, ca MOTy4YaBaiy NpeAliecTBalla CHCTeMHa Tepamus uin pororepanus. besonacHocrra
1 epUKACHOCTTA Ha alalTMMyMab ca IMPOYYEeHH U TIPY BH3PACTHH MMAIMEHTH C YMEPEH 10 TEXBK
XPOHHMYEH IICOPHUA3NC C IUTAKKW B KOMOWHAIIHS ¢ TICOPUA3UC Ha PhLETe W/HIH CThIIajaTa, KOUTO ca
OWJIM KaHAWIATH 32 CUCTEMHA Tepanus B paHAOMH3HpaHo ABoiHocAmno npoyusane ([Ipoyusane 111
Ha TICOPHA3HC).

B npoyusane I Ha nicopuazuc (REVEAL) ca onienenu 1 212 nanueHTy B paMKHUTE Ha TpH NepHoOa

Ha JedeHne. B mepuon A manmeHTHTE ca MOTy4aBaiy Iianedo wiv aganumMymad B HadaiHa 1032

ot 80 mg, mocneaBana ot 40 mg npe3 ceAMHUIIA, €IHA CEIMUIIA CIie]l HadaaHaTa 103a.

Crnen 16-cenMuyHO JIeUeHHE, MAIMEHTUTE KOUTO Cca JOCTUTHAIM Hal-MajIKo oTroBop /5 mo PASI
(cxop o PASI Ha nogoOpenue ot Haii-Manko 75%, cipsiMo U3XOTHOTO HHUBO), Ca BKIFOYCHHU B TIEPUO/T
b u ca mommygaBamu otkpuro 40 mg aganumymab npe3 cenmuna. [lanmeHTnre, KOUTO ca MOIAbPIKAIH
> 75 otroBop no PASI B Cenmuna 33 u ca Omiiu MbpBOHAYAIHO PAHIOMHU3UPAHH HA aKTUBHO JICYCHHE
B IIeproA A, ca OWIIM TOBTOPHO paHJOMU3UpaHu B iepuo B na nomywasat 40 mg aganumyma0 npes
ceIMHIIA I 11a1edo0 B MPOABIDKEHNE Ha AobiIHUTeHH 19 ceamuny. [Tpu Bcuuku rpynu Ha
JIeYeHUE, CPEAHIST CKOp crpsiMo m3xomuwust ckop 1o PASI e 6mn 18,9, a m3xogaust ckop Ha PGA
(Physician’s Global Assessment) e Bapupai B TpaHUIHTE OT ,,yMepeH™ (53% OT BKIIIOYCHUTE
YYaCTHHIIN) JI0 ,,TeXbK" (41%) u ,,MHOTO TEXBK" (6%).

[Ipoyusane II Ha ncopuaznc (CHAMPION) cpaBHsiBa eukacHOCTTa 1 6€30MIaCHOCTTa Ha
ananumymab cnpsamo merorpekcat (MTX) u mnane6o npu 271 nmanuentu. [lannenture ca momyumim
roane6o, Hadanaa 1o3a MTX ot 7,5 mg, a cien ToBa HapacTBamu a03u a0 Ceamuna 12, ¢
MaKCHMaJIHa 703a oT 25 mg, uin HadaiHa 103a ot 80 mg aganumyma0, nmocieasana ot 40 mg npes
ceamuIia (eHa ceAMHUIIA Clie]] HadaaHaTa 103a) 3a 16 ceqmuiy. Hsima HamWIHU TaHHU, CPaBHSIBAIIN
amanmumymad u MTX cnen 16 cenqmunu Ha neuenue. [Ipu nanuenTure, noaydaamu MTX, kouto ca
nocturHany >PASI 50 orroop B 8 n/wimm 12 Cenmuiia, He € JOMYCHATO MO-HATATHIIHO YBEINYaBaHE
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Ha Jj03aTa. BbB BCHYKH rpyny Ha JeYeHre, Ha U3X0JHO HUBO cpeaHuAT ckop mo PASI e 6un 19,7, a
PGA ckopbT Ha H3XO0HO HUBO € Bapupai ot ,Jiek™ (<1%) no ,,ymepen* (48%) no ,,rexbk" (46%) no
,»MHOTO TEXBK" (6%).

[Naruenture, yyactBamiy BbB Bcnuku Daza 2 u daza 3 npoyuyBaHusI Ha TICOPHA3HC, ca OWIIA OIIEHEHU
KaTo IMOJIXO/ISIIN 33 BKIFOYBAHE B OTBOPEHOTO Pa3MIMPEHO MPOyUYBaHE, P KOETO Ca IMOITyIaBaii

afgamuMyMab Hah-manko 108 JOMBbIHUTEIHU CEIMHUIIH.

B npoyuBanus I u 11 Ha icopuasuc, mMbpBUYHA KpaliHa TOYKa € OMIT MPOIICHTHT MAIUEHTH, KOUTO ca
JocturHaiu otroBop 75 o PASI ot m3xoaunoto HUBO, B Ceamua 16 (Bx. Tabmurm 16 u 17).

Ta6muua 16. Ps npoyuBane I (REVEAL) - pe3yaratu 3a epukacHoCT B

cenmuna 16
mianedo agaaumymad 40 mg
N=398 npe3 ceAMMUIa
n (%) N=814
N(%)
>PASI 75° 26 (6.,5) 578 (70,9)°
PASI 100 3(0,8) 163 (20,0)°
PGA: 17 (4,3) 506 (62,2)°
,»H3UNCTBaHE"/,,MUHUMAJIHO"

a

6

MIPOLIEHT Ha MAIIMEHTUTE JOCTUTHAIHN OTroBop 75 mo PASI, uzuncnen
KaTo yCpemHeH Opoit
p< 0,001 amanmmymad crpsiMo miane6o

Ta6muua 17. Ps npoyuBane I (CHAMPION) - pe3yaraTu 3a epukacHOCT B

cenmuna 16
mianebo MTX agaaumymad 40 m

N=53 N=110 g npe3 ceaAMuUIA

N(%) N(%) N=108 N(%)
>PASI 75 10 (18,9) 39 (35.5) 86 (79.,6)"°
PASI 100 1(1,9) 8(7,3) 18 (16,7)>".
PGA: 6 (11,3) 33 (30,0) 79 (73,1)*°
459, M3UHCTBAHE/
»»MUHUMAJIHO*

)

p<0,001 aganumymab cpsamo manedo
p<0,001 amamumymab cripssMO METOTpEKcaT
p<0,01 aganmumymab cripsiMo TuTae0o
p<0,05 aganumymab cips MO METOTpeKcaT

[=)]

w

B npoyusane I Ha nicopuasuc, 28% oT narnueHTuTe, KouTo ca ounu ¢ otroBop 75 1o PASI u ca Ounn
NOBTOPHO paHIOMHU3UpaHu Ha manebo B Cenmuna 33, B cpaBHEHUE ¢ 5% NPOIBIDKAIHA Ha
amganumymab, p<0,001, ca mokasanu ,,3ary0a Ha 3agoBosuTeNeH oTroBop‘ (ckop mo PASI cren
Cenvuma 33 u cien ToBa win npean Ceamura 52, nocturaanu 10 <PASI 50 otroBop, chOTHECEH KbM
W3XO/IHOTO HUBO, C MUHHMYM 6-TOYKH yBenuueHue Ha ckopa 1o PASI, crotHecen kpM Cenmuna 33).
OT nanmMeHTHUTe, KOUTO ca 3aryOnIn 3a10BOJIMTENIHIS OTTOBOP CJie/l HOBTOPHOTO PaHIOMU3UpPAHE Ha
TuTanedo U ciiesl ToBa ca OWMITN BKIIFOUEHH B OTBOPEHOTO pasmIMpeHo npoyuBane, 38% (25/26) u 55%
(36/66) ca nocturHanu otHOBO oTroBop 75 o PASI, ckorBeTHO cnen 12 u 24 ceamuiiy Ha
BBH300HOBEHO JICUCHHE.

O6mmro 233 nmamuentn ¢ oTroBop 75 mo PASI 75 B Cenmurnia 16 n Cenmuria 33 ca OTydHIN
MPOABIDKUTEINHO JISYCHUE C afaimmMymal 3a 52 ceqmuiiu B mpoyuBaHe | Ha nicopuasuc, u ca
MPOABIDKUIN aaluMyMal B OTBOPEHOTO pasmupeHo mpoyuBane. OtroBop 75 no PASI u ywectoTara
Ha OTTOBOP ,,M3UUCTBAHE" WIH ,,MUHUMAITHO 10 PGA m1pu Te3u marueHTn ca 0mimm, choTBeTHO 74,7%
1 59,0%, cnex nomrenauTenHO 108-cenmudHo OTKpHTO Jewenne (o6mo 160 cenmurm). B ananusa, npu
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KOWUTO BCHUYKU MAIIUCHTH, KOUTO ca OTHAJAHANIN OT MPOYYBAHETO MOPAAU HEXKEIAHU JICKAPCTBEHU
PEaKIy WK JIUICca Ha ePUKACHOCT, WIIH YHSITO /1032 € ITOBUIIIEHA, ca OWIIN pa3rIieXkKIaHu 3a TaKHBa
6e3 otroBop, oTroBOp 75 1m0 PASI 1 wecTorara Ha OTTOBOP ,,M3UHUCTBAHE™ WIH ,,MUHIMAIHO 10 PGA
TIPH TE3U MAIUEHTH € Omiia, choTBeTHO 69,6% 1 55,7%, cnen nombaHuTenHo 108-ceIMUYHO OTKPUTO
nevenue (00mo 160 ceamurm).

006110 347 ManueHTH ¢ TPaeH OTIOBOP Ca Y4acTBaIM B OTBOPEHOTO PA3IIMPEHO MPOYUBaHE 32
OIICHSIBAHE Ha MPEKPATSIBAHETO U Bh30OHOBSIBAHETO Ha JICUCHUETO. B mepuosa Ha nmpekpaTsIBaHe Ha
JIeYEHUETO, CHMIITOMHTE Ha IICOPHA3NC Ca C€ BH3BbPHAIH MTOCTEIIEHHO C MeIMaHa Ha BPEMETO 3a
penanc (Bmomasase 10 PGA ,,ymepeHo* win mo-Jo1io), MpuoIu3uTeaHo 5 mecena. Huro eaus ot
MaIUeHTHUTE HE € TIOaY4YrI pedayH ] epeKT 1o BpeMe Ha Mepro/ia Ha MPeKpaTsBaHe Ha JICYCHUETO.
0610 76,5% (218/285) OT manueHTHTE, KOUTO Ca yYacTBAJIM B TIEpHOJIa Ha Bh30OHOBSBaHE HA
nedernetro umMat PGA oTroBop ,,W34nNCTBaHE™ WIH ,,MUHIMAITHO clie]] 16-ceIMIUYHO BH30OHOBEHO
JICUECHUE, HE3aBUCHUMO OT TOBA JIAJIM Ca MMAJIHM PEJIalic, 110 BpeMe Ha MEepPHoia Ha MPEKpaTsIBaHe Ha
nedeHueto (crorBeTHO 69,1%[123/178] u 88,8% [95/107] 3a nmanueHTHTE C penanc u Te3u 0e3 penaric,
B IepHoO/Ia Ha TIPEeKpaTsIBaHe Ha JiedeHneTo). CxomeH npoduit Ha 6€3011acHOCT, ¢ TO3W IPEIn
MIPEeKpaTsABaHe Ha JICUCHUETO, € HAOJII0JaBaH U 10 BpEMe Ha Bh30OHOBEHOTO JICUCHHE.

3HaunMu Mog0OpEeHHs OT H3XO0AHOTO HUBO B CenMuria 16, B cpaBHenue ¢ iane6o (Ipoyusane I u 1)
u MTX (Ilpoyusane II), ca 6unm nemonctpupanu B pesynrarure oT DLQI (Dermatology Life Quality
Index). B IIpoyuBasne I, 060011eHITE CKOPOBE HA OIOOPEHUATA BHB (PU3UUECKHS U TICUXOJIOTUYHUS
KOMIOHEHT oT SF-36, ca Oniu ChIllo 3HAYMMU, B CpPaBHEHHE C IU1a1eoo.

B oTBOpEeHO pa3miupeHo Npoy4BaHe Py NAIlMEeHTH, YUATO 1032 ¢ nmoBuiieHa ot 40 mg npe3 ceaMuiia
1o 40 mg cemmuuno, mopaau PASI otrosop mon 50%, 26,4% (92/349) u 37,8% (132/349) ot
MMAalIICHTUTE ca NOCTUTHAIH oTroBop 75 mo PASI croTBeTHO Ha Cenmuna 12 u 24.

[poyusane 11l na ncopuazuc (REACH) cpaBHsiBa eukacHOCTTa U 6€30MACHOCTTA HA aaluMyMad
cpsMo maredo npu 72 MaueHTy ¢ yMEpeH A0 TeKbK XPOHUYCH MCOPUA3UC C TUTAKH B KOMOMHAIIUS
C TMICOPUA3KC Ha PBIIETE U/WIIK CThIanara. [lanueHTuTe ca moy4uian HadaiHa n1o3a ot 80 mg
aganumymMa0, mociienana ot 40 mg npe3 cenMuIia (C Ha4asao eIHa CeIMUIIA CJIS/ HayajiHaTa J103a)
Wi ianebo B mpoabbkenue Ha 16 cenmunu. Ha Ceqmuna 16 ctatucTudecku 3Ha4MMO TO-TOJISIM
MIPOLIEHT OT MAIlUEHTHTE, TOTYIHIN aganuMyma0, ca qocturamu PGA oTroBop ,,u34iCcTBaHe™ MIIN
,,[TOUTH U3YUCTBAHE™ 32 PBIIETE W/UIIU CTHITAJIaTa, B CPABHEHUE C TIAIUEHTH, ITOTYUYHIH IHIAIe00
(30,6% cupsamo 4,3%, crotBeTHO [P = 0,014]).

[IpoyuBane IV Ha nicopuasuc cpaBHsBa e(hpUKacHOCTTA M 0€30IACHOCTTA Ha afanuMyMal CpsaMo
rane6o mpu 217 Bb3pacTHU MAIMEHTH C YMEPEH A0 TeKbK Icopuasuc Ha HOKTuTe. [larmenture ca
MOJYYHIIM HadanHa 1o3a oT 80 mg aganumymad, nocneasana ot 40 mg npe3 ceamuua (C Ha4ajIo exHa
CeIMHIIa Clie/l HayaHaTa /103a) Wi I1ane0o B MpoaAbDKeHHE Ha 26 CEIMULIH, TTOCTIEIBAHO OT
OTKpHTa Tepamnus ¢ ajanuMmymad 3a omie 26 ceqmuim. OICHKUTE HA TICOPUA3KUC HA HOKUTE BKJIFOUBAT
Moauduuupan nHAEKC Ha TexecT npu ncopuasuc Ha HokTute (Modified Nail Psoriasis Severity
Index, mNAPSI), o01ia orieHka Ha Jiekaps pu Ticopuasuc Ha HOKTUTe Ha pbuete (Physician’s Global
Assessment of Fingernail Psoriasis, PGA-F) u Unaexc Ha TexxecT nmpu ncopuazuc Ha HOKTuTe (Nail
Psoriasis Severity Index, NAPSI) (Bx tabiuna 18). Axanumyma0 mokassa moJi3u 1o OTHOIICHUE Ha
JICUCHUETO Ha MCOPHA3MC Ha HOKTUTE NPH MALlMEHTH C pa3iMyHa CTETEH Ha 3acsraHe Ha Ko)kaTa
(BSA>10% (60% ot marmmentute) 1 BSA<10% u >5% (40% ot manueHTuTe)).
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Ta6auna 18. Ps npoyuBane 1V — pe3yaraTu 3a epuxacHoct
Ha ceaMunu 16, 26 u 52

KpaifHa TouKa Cenmuna 16 nmare6o- ko Cenmuna 26 Cenmuna 52
HTPOJIMPAHO m1a1e00-KOHTPOJIUPAHO OTKPHTO
agamumMymat agamuMymat aganmuMymat
mwiane6o | 40 mg npe3 | mane6o 40 mg npe3 40 mg npes
N=108 ceaMulia N=108 ceIMHUIa ceIMHuIa
N=109 N=109 N=80
> mNAPSI 75 (%) 2,9 26,0° 3,4 46,6% 65,0
PGA-F uucro/ 2,9 29,7% 6,9 48,9% 61,3

MHHHMAJIHO U
> 2-CTelleH Ha
nonobpenwne (%)
001112 MpoMsiHa B -7,8 -44,2 -11,5 -56,2% -72,2
MPOIIEHTH Ha
MCOPHA3HUC Ha
HOKTHUTE Ha
pbuere, NAPSI
(%)

a

p<0,001, amamumymab cnpsamo 1iamedo

[MarenTH, JIEKyBaHU C afanuMyMal ca MOKa3alu CTATUCTUYCCKH 3HAYUMO MOI00pPEHUE Ha
Cenmurra 26 B cpaBHeHue ¢ Twrane6o npu DLQIL.

THoen xuopadenum

be3omacHocTTa 11 epuKacHOCTTa HA aJaTMMyMal ca OLIEHEH! B PaHJIOMU3HPAHU, TBOWHOCIICIIH,
TT1ane00- KOHTPOJIMPAHH MMPOYYBAHUS U €THO OTBOPEHO Pa3lIMPEHO MPOyYBaHE MPU Bh3PACTHU
MAIMEHTH C YMEPEH JI0 TeXbK THOeH xunpaneHuT (['X), KonTo ca MMaii HETIOHOCUMOCT,
MIPOTHUBOIIOKA3aHUE WU HEJIOCTAThUCH OTIOBOP Ha Hal-MaJiko 3-MeceueH NPoOeH MepHo/] Ha
cucremHa Tepanus ¢ antuounoruny. [lanmenture B ['X-1 u ['’X-1I ca umanu 3abonsBane B cranuii 11
v 111 o Hurley, ¢ naii-manko 3 abciieca Ui Bh3MaJICHU BH3JIU.

[poyusanero I'X-1 (PIONEER 1) onensisa 307 nmanuentu ¢ 2 nepuoja Ha JieueHune. B mepuon A
MAIMEHTUTE MMOJIy4aBar Iianedo wiv ajgatuMymad npu HayanHa jo3a ot 160 mg B Cenmuna 0, 80 mg
B Cenmuma 2 u 40 mg Bcska ceqmutia, 3amousaiiku ot Cenmuia 4 no Cenmuria 11. CeirbTcTBaIaTa
yrotrpeba Ha aHTUOMOTHIIM HE € Omiia pa3pemieHa o BpeMe Ha npoyusaneto. Ciex 12 ceqmuriu
JieYeHre, MAMeHTHTE, KOUTO ca MOoIy4aBald aJjaiuMyMad B mepuoa A, ca OMIIM OBTOPHO
pangomusupanu B niepuon b B 1 10 3 rpynu Ha sedenne (ananumymad 40 mg Besika cenMuIia,
agarmmyMab 40 mg mpe3 cenmuia wiu 1wrane6o ot Ceamuria 12 o Cenmuna 35). [aruenTHTe, KOUTO
ca OMJTM paHJOMHU3UPaHH Ha Iianedo B mepuon A, ca omnpenesieHu Ja noiy4asar aganumymad 40 mg
BCSIKA CeIMHUIIA B epuos B.

Mpoyusane I'X-1I (PIONEER II) onensiBa 326 manuenTy ¢ 2 nepuojia Ha Jeuenue. B mepuon A
MAaIUeHTUTE TI0IyYaBar rianedo wiv aganumMyMad npu HadainHa no3a ot 160 mg B Ceamuna 0, 80 mg
B Cenmuna 2 u 40 mg Bcsika cenMunia, 3anouBaiiku ot Cenmuna 4 no Cegmuma 11. 19,3% ot
MAIMEHTHTE ca TPOIBIDKIIINA U3X0IHATA TIepopaiHa aHTUOMOTHYHA Teparus 110 BpeMe Ha
npoyuBaneTo. Cien 12 ceqMuIly JeueHue MalueHTUTe, KOUTO Ca MOy4YaBaid alaTiMyMal B MIEPHOJ
A, ca Ounn oBTOpHO pangoMusupanu B nepuoa b B 1 10 3 rpynu Ha neuenne (aganumymad 40 mg
BcsAKa ceqmuia, aganumymMad 40 mg npes ceamuna win trane6o ot Ceqmumna 12 go Ceamuma 35).
[ManmenTHTE, KOUTO ca OWIIM PaHJIOMH3HPAHU Ha TUIale0o0 B IEpHOA A, ca ONpeIeIeHH JIa MoJTyYaBat
miane6o 3a nepuox B.

[TanmenTtute, yuactBamny B mpoyuBanmst [ X-I1 u ['X-11, ca Ouam moaxo sy 3a y9acTie B OTBOPEHOTO
pasuIMpeHo npoyyBaHe, B koeto aganumymad 40 mg e npunaran Beska ceamuia. CpenHara
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eKCTIO3UIMsSI Ha aJanuMyMal IpH BCHYKH Nomyjanuy e ouina 762 quu. [To Bpeme Ha BCHUKHTE
TPH MPOYYBaHHMS, MAIMEHTUTE Ca MPHJIAraid BCEKU JICH JIOKAJTHO aHTUCEITHYHO N3MHBAaHE.

Knunuuen omeoeop

HamansBane Ha Bp3NATMTEIHUTE JIE3UHU U MTPEIOTBPATIBAHE HA BIOMIABAHETO Ha abCIecuTe U Ha
JIPCHUPAHETO Ha (DPUCTYIIMTE ca OI[CHEHHU C M3M0JI3BaHeTO Ha KIIMHUYEeH OTroBOp MpH rHOCH
xuapanenut (HiSCR; none 50% namanenue Ha oOmus Opoii abCliecu U Bh3MaIUTEIHH B3I, 03
yBeJIMYCHHUE Ha Opost Ha abciiecuTe 1 O0e3 yBelmueHue Ha Opost Ha IpeHUpPaHUTE HUCTYIIN CIIPSIMO
U3XOTHHUTE cToWHOCTH). HamansBaneTo Ha cBbp3aHara ¢ ['X koxxHa 00JIKa € OIEHeHO C TOMOIIITa Ha
UwcoBa OlleHbYHA CKala MPY MAIUeHTH, KOUTO Ca BJIC3JIM B IPOYYBAHETO C HAYaJICH U3XO/ICH

cKop 3 WM mmoBede 1o ckaia ot 11 Touku.

3HAYUTEITHO MO-TOJISIM MPOLICHT OT IMALMEHTHUTE, JICKYBaHU C afaluMyMal, B CPaBHEHHE C TE3H Ha
rtane6o, ca nocturaanu HiSCR B Ceqmuna 12. 3HaYUTETHO TO-TOJSAM MPOIEHT OT MAIUSHTHUTE B
npoyuBaHeTo ['X-1I umMaT KIMHIYHO 3HAYMMO HaMajieHue Ha cBbp3anara ¢ I'X kokHa OoJka B
Cenmvuria 12 (Bx. Tabnuia 19). [lanuentute, IeKyBaHu ¢ aJaiuMyMa0, ca UMalid 3HAYUMO HaMalleH
pHUCK 0T 000CTpsiHE Ha 3a00JSBAHETO 110 BPpeMe Ha MbPBUTE 12 CEIMUIM OT JICYSHUETO.

Ta6auna 19. Pe3yaTaru 3a epukacHoct Ha 12-ta ceamuna, npoyuBanus X I u 11

npoyuBane I'X 1 npoyuBane I'X 11
agaauMymad agajJauMymad
mianeoo 40 mg mianeoo 40 mg
CEeIMUYHO CEeIMUYHO

KIIMHUYEH OTTOBOD MPH N =154 N=153 N =163 45 N=163
THOEH XHJPaJIEHUT 40 (26,0%) 64 (41,8%) " (27,6%) 96 (58,9%)
(HiSCR)*
> 30% namainsiBaHe N =109 N=122 N=11123 N=105
Ha KokHara 6onka’ 27 (24,8%) 34 (27,9%) (20,7%) 48 (45,7%) "

»<0.05,

p <0,001, aganumymabd B cpaBHEHHE C IIIAIe00
CpeJl BCUYKH PaHIOMH3UPAHU MTAlUCHTH

cpen ManyeHTH ¢ U3X0 IHA OIICHKA Ha cBbp3aHara ¢ ['X kokHa Ooska > 3, Ha 6a3zara Ha UwnciaoBa
orenpuna ckama 0 — 10; 0 = 6e3 xokHa 60ika, 10 = BE3MOXKHO Hai-JIoIaTa KOKHa OOJIKa.

Jleuenuneto ¢ aganumymab 40 mg BcAka ceIMHUIAa 3HAaUMMO HaMalsiBa PUCKa OT BJIOLIABaHE Ha
abcuecute U ApeHupane Ha ¢ucrynaure. [Ipubin3nTenHo ABa IBTH IIOBEYE € AETbT HA MALUEHTUTE B
iane0o rpynaTa npe3 mppBuTe 12 cenmunm Ha npoyuBanusiTa ['X-I u I'’X-1I B cpaBHeHuE ¢ Te3u B
rpynara Ha aganuMyma0, KOUTO ca UMajid BiollaBaHe Ha abcuecute (cboTBeTHO 23,0% cpemy 11,4%)
u apenupane Ha puctynure (cporBeTHO 30,0 % crpsimo 13,9%).

B Ceamuna 12 e Ouito JeMOHCTPHUPAHO MO-TOJIIMO OA0OPEHHE OT H3XOJHOTO HUBO B CpaBHEHHE
¢ maanedo B CenU(UIHOTO 3a KOXKaTa, CBBP3aHO ChC 3APABETO KAYECTBO Ha KUBOT, U3MEPEHO
ype3 JlepMaTOIOTYHUS HHEKC Ha KauecTBO Ha sxuBoT (Dermatology Life Quality Index, DLQI;
npoyuBanus ['X-1 u I'X-1I), B oO1iara y/10BI€TBOPEHOCT Ha MAIlMEHTA OT JIEUYEHHUE C JIEKapCTBEH
MPOAYKT, U3MEpPEHa upe3 BpIpocHUKa 3a yIOBIETBOPEHHUE OT JICYEHHETO C JIEKAPCTBO
(Treatment Satisfaction Questionnaire for medication, TSQM; npoyusanuus I' X-1 u I'X-II), u BBB
(dusnyecko 3apaBe, U3MEPEHO Upe3 0000IIeHUs CKOp MO (pU3NYEcKaTa KOMIIOHEHTa Ha

SF-36 (mpoyuBane I'X- ).

[Ipu maiueHTH ¢ MOHE YaCTHYEH OTroBOp Ha ananumymad 40 mg Benubx ceamuyHo B Ceamuia 12,
npoueHThT HiSCR B Cenmuiia 36 € mo-BUCOK MPU MAMEHTUTE, KOUTO MPOIBIKABAT €KECEIMUTHO
aJaTuMyMa0, OTKOJIKOTO TP TAIMEHTH, ITPH KOUTO YECTOTaTa Ha IpreMa e Oujla HaMalieHa JIo TIpe3
CeMUIIa FITA TIPH KOWTO JICUSHUETO € TIpeKpaTeHo (Bxk. Tadnuma 20).
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Ta6auna 20. Asa na nanuenrure?, nocrurunain HiSCR® B Cenmunu 24 u 36 caen
NpeHa3HAYaBaHe HA TepaNusiTa HA eJUH BT CEAMUYHO afaaumymad B Cenmuna 12

miamneéo agaaumMymao agaaumMymad
(mpexkpaTsiBaHe 40 mg npe3 40 mg cenMU4IHO
Ha JIeYeHHETO) ceAMHUIA N=70
N=73 N=70
Cenmunia 24 24 (32,9%) 36 (51,4%) 40 (57,1%)
Cenmua 36 22 (30,1%) 28 (40,0%) 39 (55,7%)

TIAIAEHTH C TIOHE YaCTHUYEH OTTOBOP Ha aganmnMymad 40 mg ceaMuaHO
cien 12 ceqMuM Ha JIEUECHUE

MAIMEHTUTE, OTTOBAPSIIH Ha ONPEICICHUTE OT IPOTOKOJIA KPUTEPUH 32
3ary0a Ha OTTOBOP WIIH 3a JIMIICa Ha TOJA00pEeHNUE, ca 3aIbIIKCHU J1a
NPEKPATAT MPOYYBAHUATA U Ca CUATAHU 32 HETIOBIIHSHU.

Cpen manyeHTuTe, KOUTO ca UMaJli [IOHE YaCTUYHO noBnusBane B Cenmuna 12 u kouro ca
NOJTy4aBaid HeMpeKbCcHATa CeMUYHA Tepanus ¢ aganumyma0, nponeatsT Ha HiSCR Ha
Cenmuria 48 e 68,3%, a B Ceqmuria 96 — 65,1%. [IparocpodnoTo sedenue ¢ ananumymad 40 mg
ceIMHUYHO 3a 96 ceAMUIM HE YCTaHOBABA HOBU HAaXOAKH, CBbP3aHH ¢ 0€30MacHOCTTA.

Cpen nmaruenTuTe, YUeTo JiedeHre ¢ aganuMymad e omno npekpareno B Cenmuna 12 Ha
npoyuBanusaTa ['X-1 u ['X-II, mponenTsT Ha HiSCR 12 cemqmutiy ciex MOBTOPHO 3al0YBaHe Ha
neveHue ¢ agammMyMatd 40 mg BeIHBK CEIMUTHO C€ BPBINA J0 HUBA, CXOIHHU C HAOII0JaBaHNUTE
npeau npekparaBanero My (56,0%).

Bonecm na Crohn

BesonacHoctTa 1 epukacHoCTTa HA aganuMymMab ca ornenenu npu Haj 1 500 nanueHTy ¢ ymepeHa Jio
Texka akTuBHa Oonect Ha Crohn (MHIEKC Ha akTUBHOCTTA Ha OonecTTra HAa Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450) B panIoMH3UpaHH, JTBOWHOCIIEH, I1ae00-KOHTPOINPaHU
npoyuBaHusi. ETHOBPEMEHHO ca J0MyCKaHH yCTAHOBEHH JI03M aMHUHOCAIMIIUIATH, KOPTHKOCTEPOU U
W/W UMyHOMO Ty upaniu cpenctsa u 80% OT MarueHTUTe ca NPOAB/DKUIM JIa MOTyYaBaT Hall-MaJIKo
€JTHO OT Te3H JICKAPCTBEHU MPOIYKTH.

WupynupaneTto Ha kuHUYHA pemucus (qegunupana kato CDAI < 150) e oueHeno B 1Be
npoyusanusi, npoyusane I Ha CD (CLASSIC I) u npoyusane Il na CD (GAIN). B npoyusase I

Ha CD 299 nenexyBanu ¢ TNF-aHTaroHucT ManyeHTH ca paHIOMHU3UPaHH B €IHA OT YCTHPUTE
TepaneBTu4HM rpynu; mwianebo B Ceqmuim 0 u 2, 160 mg aganumymab B Cenmuna O u 80 mg B
Cenmuna 2, 80 mg B Ceamuna O n 40 mg B Cenmuna 2 u 40 mg B Ceamuna 0 u 20 mg B Cenmuna 2.
B mpoyusare Il va CD 325 nanueHTH, KOUTO ca 3aryOnIN OTTOBOpA FITM HMAT HETOHOCHMOCT KbM
nHpIMKCUMAa0, ca paHIOMH3UpaHu 1a noiaydarar win 160 mg ananumymad B Ceamuna O u 80 mg B
Cenmuiia 2 wiu miare6o B Cenmury 0 u 2. [T5pBUYHO HEOTTOBOPHIIUTE Ca U3KIIOYCHU OT
MIPOYYBAHUATA U CIEIOBATEIHO TE3H MMAIMEHTH HE Ca OIICHSIBAHHU CJIE]] TOBA.

[HonabpxaneTo Ha KITMHUYHA pemucus e oueHeHo B mpoyuBane Il na CD (CHARM). B mpoyuBane
III na CD, 854 nauuentu ca nomayuniau orBopeHo 80 mg B Cenmuna O u 40 mg B Ceqmuua 2. B
Cenmuna 4 manmeHTruTe ca pannommsupanu Ha 40 mg Ha Beska BTopa cenmuiia, 40 mg Ha Besika
CeIMUIIA, WK T1arie00 ¢ 00I1a MPOAB/DKUTEIHOCT Ha IpoyuBaHeTo 56 ceqmury. [aruenture ¢
KIMHAYEH oTroBop (HamansBane Ha CDAI > 70) B Cenmuua 4 ca ctparuduiupany 1 aHATU3UPaHH
OTZIEJHO OT Te3u 0e3 KnuHuueH oTroBop B Cenmuna 4. IlocTeneHHo noHWXaBaHe HA 103aTa Ha
KOPTHKOCTEpOHAnTeE € pasperiero cien Cenmuna 8.

B Tabmuua 21 ca mpeacraBeHH HHIYKIMATA HA PEMECHS  YeCTOTaTa Ha OTTOBOp B mpoyuBane | Ha
CD u npoyuasne I Ha CD.
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Ta6auna 21. UHgyKuus HA KIMHUYHA PEMUCHS ¥ OTTOBOP (MPOLEHT NALeHTH)

IIpoyuBane I Ha CD: nanuenTw, IIpoyusane II na CD:
HenpueMaau nHGpIMKCUMA0 NANMEHTH, MPEeIX0THO
npuemMaan uHGJIUKcUMad
mianedo agaaumymad agaaumMymab mianedo agaaumMymad
N=74 N=166 160/80 mg
80/40 mg 160/80 mg N=159
N=75 N=76
Cemmua 4
KIIMHUYHA 12% 24% 36% 7% 21%"
peMucus
KJIMHUYEH 24% 37% 49%" 25% 38%
OTTOBOD
(CR-100)
Bceuuku p-cTolHOCTH ca YU THY CPaBHEHUS HA ChOTHOIICHUATA alaluMyMal cnpsamo mianebo
p <0,001
o p<0,01

CXOJIHM YECTOTH Ha PEMUCHHTE ca HAOII0JaBaH! 3a MHAYKIIHOHHUTE CXEMHU HA PUIIOKEHHE
ot 160/80 mg u 80/40 mg no Cenmmuria 8, a HeXXEITaHU CHOUTHS ca HAOIIOJaBaH! ITO0-4ECTO B TpyIIaTa,
npuemana 160/80 mg.

B Ceamuna 4 na npoyusane 11l za CD npu 58% (499/854) ot manmenTuTe UMa KIMHUYEH OTTOBOP

U TE ca OICHEHU NpH MbpBUYHMS aHanu3. OT Te3u ¢ kmuHu4eH otroBop B Ceamuna 4, 48% ca c
npenxonHa ekcrnosunys Ha gpyru TNF-antaronuctu. [logabp:xaHeTo Ha peMUCHATA U YECTOTUTE

Ha OTrOBOpa ca MpeJICTaBeH! B Tabmuia 22. PesynraTure 3a KIMHAYHA PEMUCHSI Ca OCTaHAIIN
OTHOCHUTEIHO MOCTOSHHU, HE3aBUCUMO OT MpenxoaHaTa ekcrno3uiya Ha TNF-antaronuct.Cebp3aHuTe
ChC 3a00JIIBAHETO XOCITUTAIH3AINN ¥ XUPYPTHUESCKH HAMECH Ca CTATUCTHYECKH 3HAYMMO MO-MaJIKO
pu aganuMyma0, B cpaBHeHue ¢ maredo B Cenmuna 56.

Ta6muua 22. IlogabpikHe HA KJIMHUYHA PEMUCHSI U OTTOBOP (ITPOIEHT MAIIMEHTH)

mianebo 40 mg 40 mg
agaaumymad ajaJaumMymao
npe3 ceaMHUIA BCSIKA CeIMHUIIA
Cenmuna 26 N =170 N=172 N =157
KJIMHUYHA PEMUCHS 17% 40%" 47%
xnuaugeH otroop (CR-100) 27% 52% 52%
TALUEHTH B peMHUCHs 6e3 3% (2/66) 19% (11/58)™ 15% (11/74)™
crepousu 3a >=90 qau’
Cenmuna 56 N=170 N=172 N =157
KJINHUYHA PEMHUCHSI 12% 36% 4%
xiuaugeH otroop (CR-100) 17% 4% 48%
MAIMeHTH B peMucHsi 0e3 5% (3/66) 29% (17/58)" 20% (15/74)”
crepousu 3a >=90 qau’

p <0,001 3a unhTHUTE CPaBHEHUS HA CHOTHOIICHUATA aIaATUMyMad cnpsamo Tarne6o
p < 0,02 3a unTHUTE CPAaBHEHHUS HA CHOTHOIIICHUATA afaIMMyMal cnpsimo mnanebo
OT MAIUCHTHUTE, MTOJTy9aBalll KOPTHKOCTEPOUIN Ha U3XOHOTO HUBO

HK

Crnen manpieHTUTE, KOUTO HAMAT oTroBop B Cenmuna 4, 43% OT manueHTUTe Ha TOIBPIKAII0
nedeHne ¢ aganmumymad otroBopst g0 Cenmuna 12, B cpaBHeHue ¢ 30% OT manueHTuTe Ha
MoJUTbpIKalla Tepanus ¢ miane6o. Te3n pe3yiaTaTty npernonarar, 4e 3a HAKOU MalueHTH, TPH KOUTO
HsMa oTroBop A0 Ceamuia 4 nMa TOJI0XKHUTENIeH e(heKT OT MPOABIDKATETHATA TIOTbPIKaIla TepaIus
no cenvunia 12. Tepanusra, mpoabpKUiIa moBede ot 12 ceaMuIy, He BOIH 10 3HAYUMO TTO-TOJISIM
Opoii otroBopH (BX. Touka 4.2).
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117 ot 276 nmauuenTu ot npoyusane | Ha CD u 272 ot 777 namuentu ot npoyuBanus 11 u 111
Ha CD ca mpocrneieHu B IpOIBbIKEHUE Hali-MaJIKO Ha 3-TOJIMIIHA OTKPUTA TEPaTHs C
amanmumymab. 88 u 189 nmaumeHTH, ChOTBETHO, ca MPOABIDKHIIIM Ja ObJaT B KIIMHUYHA PEMUCHSL.
Kmmmanaaust orrosop (CR-100) ce mogmbpxka, choTBeTHO, ipr 102 1 233 maruenTy.

Kauecmeso na sicusom

B npoyusane | Ha CD u npoyusane Il Ha CD cratucTHdeckd 3HaYUMO T0TI0OpEHHE B OOIITHS CKOP OT
bosecT-cienudUUHUS BHIIPOCHUK 3a Bh3ManuTenHa 0osiecT Ha yeppara (Inflammatory bowel disease
questionnaire, IBDQ) e nocturaato B Ceamuna 4 npu nayeHTUTe, paHIOMH3HPAaHH Ha a1aTuMyMal
80/40 mg u 160/80 mg, B cpaBHeHHe ¢ TuTane00, kKakTo u B Ceamunu 26 u 56 Ha npoyusane 11l Ha
CD mpu rpynuTe, JeKyBaHU ¢ agaTuMyMad B CpaBHEHHE ¢ TpymaTa Ha miareoo.

Yﬂuepos*eH KoJium

besomacHocTTa M e(hpUKaCHOCTTA HA MHOTOKPATHH JI03H1 aJlaluMyMal ca OIIEHEHH NIPU Bb3pacTHU
NalyeHTH C YMEPEH A0 TEeXbK aKTHBEH YJIIEPO3eH KOJIHT (CKop 1o Mayo oT 6 1o 12 ¢ eHI0CKOICKH
MTOACKOP OT 2 10 3) B paHAOMU3UPAHH, JBOWHOCIICIIH, ILIAIe00-KOHTPOJIUPAHH TTPOYIBAHUS.

[pu npoyusane UC-I, 390 naunenTn, KOUTO He ca noidy4aBanu jedenue ¢ TNF-antaronuctu ca
pangomusupanu Ha miamne6o B Cenmury 0 u 2, Ha 160 mg aganumyma6 B Cenmuna 0, mociieiBaHo
ot 80 mg amanmumymad B Cenmuia 2 wim Ha 80 mg aganmmmymad B Cemmura 0, mocieasano ot 40 mg
B Cenmunia 2. Cnen Cenmunia 2 TallMeHTUTE W B JIBETE paMeHa Ha afganuMymad ca nmomydaBaim 40 mg
pe3 ceamuiia. Kimuanana pemucus (neguHupana kato pesynrat mo Mayo < 2, 6e3 moapesynrat > 1)
e Onna ornienena B Ceamura 8.

B npoyusane UC-II 248 naunentu ca nonyuasanu 160 mg aganumymad B Ceaqmuna 0, 80 mg B
Cenmuna 2 u 40 mg npe3 ceaMuIia clief] TOBa, a 246 mayeHTy ca rnoxy4daBainy miamnebo. Karo
KJIMHUYHHU PE3yJITaTH ¢a OLICHEHH BJIM3aHETO B pemucus B Ceamuiia 8 v moaIpp»KaHeTO HA PEMHUCHS B
Cenmuna 52.

[Narmenture, 3anoynanu ¢ 160/80 mg aganumymal, ca JOCTHUTHAIN KJIMHAYHA PEMICHS B
Cenmuna 8 B CTaTUCTHYECKH 3HAYMMO TI0-BHCOKH MPOIEHTH, B CPaBHEHHUE C TUIale0o0, B IpPOyYBaHe
UC-I (cvotBetHO 18% cripsimo 9%, p=0,031) u npoyusane UC-II (croTBeTHO 17% crpsamo 9%,
p=0,019). B mpoyuBaneUC-II cpen nexyBaHuTe ¢ ananmuMymad, KOUTO ca B PEMUCHS B

Cenmuna 8, 21/41 (51%) ca B pemucust u B Ceamuiia 52.

Pesynrarute ot oOmata nomynauus npu npoyusanero UC-II ca mokazanu B Tabnuua 23.

Tab6suua 23. OTroBop, peMucHs U 03IPaBsIBaAHE HA JIMTABHIIUTE B IPOyYBaHe
UC-II (mpoueHT NanueHTH)

miamnedo aganumymad 40 mg
npe3 ceaMHMIIA

Cenmuna 52 N =246 N=248
KIIMHUYEH OTTOBOP 18% 30%"
KIMHUYHA PEMHCHS 9% 17%"
3a3paBsBaHE Ha JIMTABUIINTE 15% 25%"
nanueHTy B pemucus 6e3 crepounu > 90 guu * 6% 13%

(N=140) (N=150)
Cenmuria 8 u 52
NPOABJDKUATENIEH OTTOBOP 12% 24%""
IPOIBKUTEIHA PEMUCHS 4% 8%
MIPOIBDKUATETHO 3a37paBsiBaHe HA JIUTABUITUTE 11% 19%"

KJIMHUYHA PEMHCHS € Cbe CKop 1o Mayo < 2, 6e3 moackop > 1;
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KJIMHUYHUAT OTTOBOP MPEACTABISBA MOHIKECHUE CIIPSIMO U3XOAHOTO HHUBO HA CKOPa 10
Mayo ¢ >3 touku u >30% mTI0C MOHMKEHUE HA cyOCKOpa 3a peKTaaHo KbpBeHe [RBS]
>1 wiu abcomoted RBS, pasen Ha 0 wiu 1;
p<0,05 3a caABoeHO cpaBHEHHUE Ha MPOLEHTUTE Ha afaluMyMad CIIpsIMO anedo
p<0,001 3a ciBOoEHO cpaBHEHME HA MPOLIEHTUTE HA afanuMyMal crpsMo mianedo
: OT IALMEHTHUTE, IOTy4aBaIly KOPTUKOCTEPOUAN HA U3XOAHO HUBO
OT manueHTHTe, IPU KOUTO € HabmogaBaH oTroBop npe3 Cenmuiia 8, npe3 Cenmuna 52 47% ca
UManu oTroBop, 29% ca Omnn B pemucusi, 41% ca mokazanu 3a3npassBaHe Ha quraBurara u 20% ca
ounu B pemucus 6e3 crepouan > 90 aHU.

[pubnuzutenno 40% ot nauuentute B npoyusane UC-II ca O6unm ¢ HeycnemnHa npeamecTana
antu- TNF tepamnus ¢ uadamkcnmabd. EdukacHoctTa Ha agannMyMad mpy Te3U MAIUeHTH ¢ Ona
HamalieHa, B CpaBHEHHE C Ta3M MIPH MAIMEeHTH, KOUTO He ca nostydaBanu anTu-TNF tepanus. Cpen
NanyueHTuTe, ¢ HeyclelmHa npeamecrsana aHTu-TNF Tepanus, pemucust B Ceamuna 52 e focturara
ot 3% ot manuenTuTe Ha marnedo u 10% ot Te3n Ha aganuMymad.

[Tanmenture ot npoyuBanusaTa UC-I u UC-II ca umanu Bb3MOXHOCT J1a IPOABIKAT B OTBOPEHO,
IeIrocpouno pasmupeno mpoyusane (UC III). Cnen tpuroanmnina tepamus ¢ ananmumymad 75%

(301/402) mpoawimkasar J1a ca B KIIMHUYHA PEMUCHSI CTIOPE]] YaCTUYHUS CKop 1o Mayo.

Yecmoma na Xxocnumaau3auusd

ITo Bpeme Ha 52-cenmuunnte npoyuBanus UC-1 u UC-II ca HaOnroqaBaHu mo-HUCKW Y€CTOTH Ha
XOCIUTaNM3anus 06e3 3HaueHHe OT MPUYNHATA, KaKTO ¥ XOCMuTanu3anuu, cesp3anu ¢ UC 3a paMoTo
Ha agauMyMal B CpaBHEHHE ¢ paMOTO Ha miarnebo. bposT Ha xocnuranuzanun 0e3 3Ha4eHUEe OT
NpUYHMHATA B TpyNara, mpuemaiia aganumymao, e 0,18 Ha manuenroroauna B cpapaenue ¢ 0,26 Ha
NanyueHTOoroIMHa Py rpynara, mpueMaria mianedo, a OposT xocnuranusanun, cebp3anu ¢ UC, e
cpoTBeTHO 0,12 Ha manmenToroauHa u 0,22 Ha MalMeHTOTOMHA.

Kauecmso na sorcusom

B npoyuBane UC-II nedenneTo ¢ aganmmMymMad € T0BeJIo 0 MOA0OPESHHS B CKOpa IO BHIIPOCHUKA 3a
BB3MaMTeNHa Oonect Ha yepBara (Inflammatory Bowel Disease Questionnaire — IBDQ).

Yeeum

BesonacHocTTa M ehpMKacHOCTTA HA afaTuMyMal ca OIICHEHU MPU Bb3PACTHH MAIUCHTH C
HEeMH(EKINO3eH HHTEPMEINEPEH, 3aJIeH U TaHYBEUT, C 3KIIIOYCHHE Ha IMAMEHTH C U30JIMPaH MpeieH
YBEUT, IIPH JIBE PAHIOMHU3HPAHH, TBOWHOCIEIH, Tarnebo-koaTpotupanu npoyuBanus (UV 1 u II).
[ManuenTure ca noyrydasaiu miamnedo win aganumyMad B HayanHa jo3a 80 mg, nocnensana ot 40 mg
mpe3 ceMHUIIA, 3all0YBaliKH €lHa CeJIMUIIA ClIe]] HayallHaTa J1o3a. Paspenienu ca OMIM ChITbTCTBAIU
YCTaHOBEHH JI03H OT €IUH HEOMOJIOTHYEH HMYHOCYTIPECcop.

IIpoyusane UV I oueHnsiBa 217 manueHTH ¢ akTUBEH YBEUT, BBIPEKH JIEUEHUE C KOPTUKOCTEPOUIU
(mepopaiHo npuemMan npeaHu3oH B 103a oT 10 go 60 mg nHeBHO). Benuku nanuenty ca

NOJYYHJIH 2-CeIMUYHA CTaH[apTHA 1032 penHu30H 60 mg JHEBHO NP BKIIIOYBAHE B IPOYYBAHETO,
NociIe/IBaHa OT 3aIbJDKUTENEH rpaduK Ha HamaJsiBaHE Ha 103aTa, C IIBJIHO NpeKpaTsBaHe Ha
KOPTHUKOCTEpOUAHOTO Jieuenue 1o Ceamuna 15.

[poyusane UV II onensia 226 nanueHTH ¢ HEAKTHBEH YBEUT, U3UCKBAIL XPOHHYHO JICYCHHE C
KOPTHKOCTEpouaM (IpeIHU30H nepopaino, 10 1o 35 mg qHEBHO) HAa U3XOAHO HUBO, 3a 1 Ce
KOHTPOJIMPA TSIXHOTO 3a0onsABaHe. BriociaeacTere manueHTuTe ca MoUI0oKeHH Ha 3aIbJDKUTEITHO
MIOCTENEHHO HaMaJIsIBaHE Ha J103aTa, C IbJIHO CIMPAaHE HA KOPTUKOCTEPOUIHOTO JICUEHHE J10
Cenmuna 19.
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[IppBUYHATA KpaifHa TOUKa 32 €(pUKAaCHOCT IPH ABETE MPOYYBAHHMSA € ,,BPEMETO A0 HEeycIleX Ha
aedeHnero . HeycrexbT OT JIEYEHUETO ce OIpeaets KaTo MHOTOKOMITOHEHTEH pe3yJiTar, 0a3upaH
Ha BB3MNAIUTEITHA XOPUOPETUHAITHY W/WITM BB3MAIUTEIIHN PETUHAITHY ChJIOBH JIG3UH, CTETICH Ha
BB3NaJICHHE Ha peAHaTa ouHa kamepa (AC), cTereH Ha BIOIIEHa MPO3PaYHOCT Ha
cTekI0BUAHOTO Ts10 (VH) 1 Hail-noOpe xopurupanara 3putenna octpora (BCVA).

ITanmenTrTe, NpUKIIOYMIN yyacTueTo cu B npoyuBanus UV I u UV II, otrosapsr Ha ycnoBusTa 3a
BKJIIOYBAHE B HEKOHTPOJIMPAHO JBITOCPOYHO IIPOIBIKEHUE HA IIPOYYBAHETO C IBPBOHAYAIIHO
IUIAaHUPaHa OPOABJDKUTENHOCT 78 cenmuuy. Ha manumentuTe ce pasperiasa 1a IpoabiDKaT IpUueMa Ha
JIEKapCTBEHUs NIPOAYKT 110 NpoyuBaHeTo cien Ceamuua 78, 10KaTo MoJyyar AOCThII 10 aialuMyMal.

Knunuyuen oneoeop

Pesynrarute oT nBeTE MpoyYBaHHS MOKA3BaT CTATUCTHYSCKU 3HAYMMO HaMaJsIBAaHE HA PUCKA OT
HEYCIeX Ha JICYEHHETO MPU MAlMeHTH, JICKYBaHH ¢ afaTuMyMa0, CIpsIMO MAI[HSHTHTE, MOJTyJaBalH
miare6o (Bx. Tadimma 24). 1 nBete nmpoy4yBaHUs MTOKa3BaT paHeH U TpacH e(eKT Ha amanuMymad
BBPXY CTEICHTA Ha HEYCIIEX Ha JICUCHUETO CIPsAMO Irianebo (Bx. purypa 2).

Tabauma 24. BpeMe 10 Heycnex Ha JiedeHHETO MPH

npoyuBanusg UV Iu UV II
aHaJIu3 N Heyclex  CpegHO BpeMe 10 KP* M 95% p-croitnoct °
JieyeHmne N (%) Heycnex (Mecemn) 3a KP?

BpeMe /10 HeycneX Ha JiedeHHueTo B Wi ciex Ceamuna 6 B npoyusane UV 1

mepBudcH anamu3 (ITT)
1ane0o 107 84 (78,5 3,0 -- -- --
agauMymao 110 60(54,5) 5,6 0,50 0,36,0,70 < 0,001

BpeMe /10 Heycnex Ha JiedeHHueTo B Wi cex Ceanvuna 2 B npoyusane UV 11
mepBudcH anamus (ITT)
rane6o 111 61(55,0) 8,3
agauMymao 115 45(39,1) NE° 0,57 0,39,0,84 0,004

3abenexka: HeycIeX Ha JiedeHrneTo B win cien Ceamuna 6 (mpoyuBane UV 1) wim B wnwm cien
Cenmvura 2 (nmpoyusane UV II) ce 6pon kaTo crouTre. OTHagHAIATE TOPATHd IPHINHA, Pa3IMdHA OT
Heycnex Ha JICUEHUETO, ca IEH3YPUPaHU B MOMEHTA Ha OTIaaHe.

KP (kxoedurueHT Ha pucK) 3a aganumMyMad CrpsMo ianedo oT perpecus Ha
MPOTIOPITUOHAITHATE PUCKOBE C OTUYUTAHE HA JICYCHUETO KaTo PaKTop.

JBycTpanna p-croitHocT ot log-rank Tecr.

NE = ne moxe na ce onpenenu. [lo-mManko oT mojaoBUHATA OT PUCKOBUTE YUACTHULIM Ca UMATH
cpOuTHE.
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®urypa 2: Kpusu Ha Kaplan-Meier, 00o0masamu BpeMeTo 10 HeycleX HAa Je4eHHeTo B UJIH
caeq Cenmuna 6 (mpoyusane UV I) nimm Ceamuua 2 (mpoyusane UV II)
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[Ipu npoyusane UV I ca HaOmo1aBaHu CTaATUCTHYECKU 3HAYMMH PA3IIUKU B TI0J13a HA aalluMyMad
B CpaBHEHHE C TUIare0o 3a BCEKW KOMITOHEHT Ha TepaneBTHIHUS Heycrex. [Ipu mpoyusane UV 11
ca HaOJIF0/1aBaHN CTATUCTHYECKH 3HAYMMH PA3JIMKHA CaMO MO0 OTHOIICHHE Ha 3pUTelHaTa OCTPOTa, a
OCTaHAINTE KOMIIOHCHTH, KaTo IU(PH, ca B M0JI3a Ha afaiuMyman.

Ot 424 nanuenTH, BKIIIOYCHA B HEKOHTPOJIUPAHHUTE, IBJITOCPOTHH pasmupenu npoyusanus UV [ u UV
I, 60 manueHTH ce cuMTaT 32 HEeMOAXO SN 33 yJacTHe (Harp. mopajy OTKIOHSHUS WU OPaIu
BTOPUYHHM YCJIOXKHEHHSI Ha TUaOeTHA PETHHOMATHSI, TIOPAIH OTEpalis 3a KaTapaKTa UK BUTPEKTOMHUS)
¥ ca U3KJIIOUCHH OT ITbPBUYHUS aHAN3 3a ehukacHOCcT. OT octaHanuTte 364 nmarueHTw, 269 manueHTH,
rojJHu 3a onieHka (74%), ca mocturHany 78 ceMUIIM Ha OTKPUTO JieueHue ¢ aganumymad. Ha 6azara Ha
1oJIX0/1a 3a HaOmogaBanu nanuu, 216 (80,3%) ca B pemucus (JIMIICBAT aKTHBHH BH3MAJIUTCIHH JIC3UH,
AC xietku crernieH < 0,5+, VH cremnen < 0,5+), kouto npuemMar KOpTUKOCTepou ¢ 1o3a < 7,5 mg
JHEBHO, U 178 (66,2 %) ca B pemucus 6e3 npuem Ha crepoui. BCVA unu ce momoOpsiBa wim ce
noabpKa (Biomasane ¢ < 5 0yksu) npu 88,6% ot ounte Ha Cenmuna 78. [lanHuTe 32 meproja ciexn
cenMmuIia 78 OOMKHOBEHO ChOTBETCTBAT HA TE3U PE3YJITATH, HO OPOSAT HA BKITFOUCHHUTE YUACTHHUITU
HamalsiBa ciej| To3u repuoJi. Karo 1suto cpej manpeHTuTe, KOUTO IPEeKpaTsaBar yyactueTo cu, 18% ca
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MPEKPATHII TIOPaIn HexXeIaHu chOuTHs, a 8% - Oopaau HETOCTaThUYCH OTTOBOP KbM JICUCHHUETO C
azamuMymao.

Kauecmeso na srcusom

OTdeTeHnTEe OT MAIMEHTUTE PE3yNITAaTH 10 OTHOIIeHHE Ha (PYHKINH, CBhP3aHH ChC 3PEHUETO, ca
u3Mepenu ¢ nomoinra Ha NEI VFQ-25 u B /iBeTe KITMHUYHU NPOyYBaHMS. ATaTUMyMal UMa YHCICHO
MPEBB3XOJICTBO B MO-TOJISIMATA YacT OT MOJCKOPOBETE, ChC CTATUCTUYECKU 3HAYUMU CPEIHU Pa3IUKU
3a 00110 3peHue, 60JIKa B OKOTO, OJM3KO BIDKIAHE, IICHXWYIHO 3/IpaBe U o011 CKop B poyuBaHeTo UV
I, kakTO U 3a 001110 3peHue U NCUXUYHO 37paBe B npoyuBaHero UV II. Edexrute, cBbp3anu che
3PEHUETO, HE Ca C YUCICHO MPEBH3XO0JICTBO Ha alalTiMyMab Mo OTHOIICHUE Ha IIBETHOTO BIDKJIAHE B
npoyuBaneTo UV I, kakTo ¥ 3a IBETHOTO BIXK/IaHe, MEPUPEPHOTO 3pEHUE U OIM3KOTO BIKAHE B
npoyuBaHeTo UV II.

WMyHOreHHOCT

ITo Bpeme Ha JedeHHe ¢ aAaTuMyMad MOXKe Ja ce Pa3BHUAT aHTH-aJaluMyMal aHTHTeENa.
OO0pa3yBaHeTO Ha aHTH-aJAIMMyMa0 aHTHUTENA Ce CBBhP3Ba C MOBUIICHHS KIUPHHC M HAMAJICHATA
edukacHOCT Ha agannMymal. Hsima siBHa B3anMOBpB3Ka MEXIy HATHIAETO HA aHTH-alauMyMad
aHTUTENIA ¥ BH3HUKBAHETO HA HEXKETIaHU CHOUTHSL.

[lenmnarpuyna nomyamnus

FOsenunen uouonamuuen apmpum (FOHMA)

Honuapmukynapen oeenunen uouonamuyen apmpum (nfOHUA)

BezonacHoctTa 1 epukacHOCTTa Ha agaduMyMal ca OLEHEHH B ABE MPOYYBAHUS, IIPH AeLa C aKTHBEH
NOJIMAPTUKYJIAPEH WM Pa3BHUBALL C€ KbM IOIHAPTUKYJIApEH IOBEHUIICH HANOATHYEH apTPHUT, KOUTO
ca MMajy pa3jnyHU BUIOBE IoBeHMIeH uanonatndeH apTput (MFOUA 1 u II) (Haii-uecTo peBMaTonIeH
(hakTOp OTpHLATENCH WX TIONOXKUTEICH MOTUAPTPHUT M Pa3IIUPEH OJUTOAPTPUT).

ntOUA-I

BezonacHocTTa 1 eukacHOCTTa Ha agaIuMyMal ca OLEHEHH B MYJITHLEHTPOBO, PAHAOMHU3HPAHO,
JIBOMHOCIIATIO, TTApajIeNHO - TPYITOBO mpoyuBaHe Tipu 171 nemna (Ha BB3pact 4-17 ronuHn) ¢
MOJTMAPTUKYJIApEH I0OBEHWJICH NANONATHYEH apTpuT. B oTBopeHara BpBexamia (ha3a Ha MPOyIBAHETO
(OL LI) naumeHTuTe ca pa3/ieleHy B ABE rpymH, JeKyBaHu ¢ MTX (MeToTpeKkcaT) Wil HeJIEKYBaHHU C
MTX. ITanmenTuTe OT rpynara Ha HeJIeKyBaHUTE C METOTPEKCAT WM HUKOTa He ca OMIIM JIEKyBaHU C
MTX wnnm ca Ommm u3TeraieHu ot jgedenne ¢ MTX Haii-Mamko IBE CEIMHUIA TTPEAN MpUIarane Ha
NpOy4BaHOTO JiekapcTBo. [lanmenTure ca octananu Ha ycraHoBeHa q03a HCIIBC u/mim npeaHn3oH
(20,2 mg/kg/nen nmn makcumyM 10 mg/nen). [To Bpeme Ha dazara OL LI Bcnuku nanueHTH ca
npuemanu 24 mg/m? 10 MakcumyM ot 40 Mg aganuMymat Ipe3 ceMHIA B IPOIbIKeHHe Ha 16
ceaMuLu. PasnpenenenneTo Ha MaMeHTHTE TI0 Bb3pacT U MUHMMAJIHA, MEINaHHA U MaKCUMaJIHa 1032
no BpeMe Ha ¢azara OL LI e npeacraBeHo B Tadbnuma 25.

Taéanua 25. PaznpenesieHne Ha MaNMEeHTHTE CHOPe] BH3PacTTa U MPHEMaHAaTa 1032
anaaumymad no Bpeme Ha ¢pazara OL LI

Bb3pacroBa rpyna H3xonen Opoii nanuenTu n (%) MuHuMaJIHA, MEIUAHHA U
MaKCHMAJIHA 1032

4 no 7 ronuHU 31 (18,1) 10,20 u 25 mg

8 10 12 ronuuu 71 (41,5) 20, 25 u 40 mg

13 o 17 ronuan 69 (40,4) 25,40 1 40 mg

ITanmenTrTe, mokasBamy neauarpudeH otroBop 30 mo ACR (AMepuKaHCKHSI KOJICXK TI0 PaJIHOIOTH)
B Cenmuria 16, ca OMIIM IpElieHEHH KaTo MOAXOIAIIM 332 paHIoMHU3MpaHe B nBoitHocsnara (DB) ¢daza

49



¥ ca TIpHeMai MM afanuMyMab 24 mg/m? io MakcumyM ot 40 mg, uiu mnane6o, mpe3 ceAMHIa, B
HPOIBDKCHUE Ha JOIBJIHUTEIHH 32 CEIMHIM WK 10 000CTpsHe Ha 3aboisiBaneTo. Kpurepunte 3a
U30CTpsIHE Ha 3a00JI1BaHETO ca Owin IehMHUPpaHN KaTo paBHO WU HaAXBbpIso 30% BiomiaBaHe OT
M3XOJIHUTE HUBA Ha = 3 0T 6 OCHOBHU IeauatpuyuHu kputepus Ha ACR, B > 2 aKTUBHHU CTaBU U
HaaxBbpismo 30% mogoOpenne Ha He ToBede OT 1 ot 6 kputepus. Cren 32 ceIMUIH WU TIPH
M30CTpsHE Ha 3a00JI1BaHETO, MAMEHTUTE ca OWIIN MPEeHEeHH KaTO MOAXOSIIH 32 BKIIOYBAHE BHB
(aszara Ha OTBOPEHO pA3LIMPEHHE.

Taoauuna 26. [lequatpuunn orrosopu 30 mo ACR npu npoyuBane na FOUA

I'pyna MTX bes MTX
daza
OL-LI 16 cenmurin
[en. orroeop 30 o 94,1% (80/85) 74,4% (64/86)
ACR (n/N)
Pesynraru 3a edukacHocT
JlBoiiHoCsAIA Ananumymab/MTX | [Tnanie6o/MTX | Ananumymad [Tname6o
32 ceamuIm (N =38) (N=37) (N =30) (N =28)
W3zocTpsine Ha 36,8% (14/38) 64,9% (24/37)° | 43,3% (13/30) | 71,4%
3a00JIIBAHETO B Kpast (20/28)"
Ha 32 ceamuiia® (n/N)
MenuanHo Bpeme 70 > 32 ceamunu 20 cegmunu > 32 ceaMuuu 14 cenmuiu
H30CTpPSIHE HA
3a00JIIBAHETO

[en. orroBopu 30/50/70 mo ACR B Cenmunia 48 ca OWITM 3HAYUMO MTO-TOJIEMH OT TE3H MPH
MaIIEHTUTE, JIEKYBAaHHU ¢ TrIarne6o

0 p=0,015

i p=0,031

Cpen nopnusiaute B Cenmunia 16 (n = 144), nenuatpuunure orrosopu 30/50/70/90 mo ACR ca ce
3a]IbpKANIM B IPOABIDKEHHUE Ha JIO IIeCT rouHu BbB (pa3za OLE mpu manueHTHTEe, KOUTO Ca pUeMallnd
aganTuMyMa0 mpes3 Ienus nepruo Ha mpoy4dBaneTo. O6mo 19 yuactauiy, ot kouto 11 B n3xogHara
Bb3pacToBa rpymna ot 4 10 12 roauHu u 8 B U3XoAHaTa Bh3pacTtoBa rpyna ot 13 go 17 roauHu, ca
OWIU JIeKyBaHU 6 WK TIOBEYE TOJTUHM.

O0001MIeHNTE OTTOBOPH ca OWJIH, KaTo IISI10, TTO-T00pH, KaTo MO-MaJIKO IMAIMEHTH Ca Pa3BHITH
aHTHTENA MIPH JIeUeHHe ¢ KOMOMHaIMATa Ha aganumMymad u MTX, B cpaBHEHHE ChC CAMOCTOATEITHOTO
nmpusarane Ha aganuMymab. Baemaiiku nmpeasun resu pesynraru, Hyrimoz ce npemnopbusa B
koMOuHaIus ¢ MTX 1 kaTo MOHOTEpamnus pH MaIUeHTH, TIPH KOUTO mpuiaraneto Ha MTX He e
MOAXOSIIO (BXK. Touka 4.2).

nfOUNA-IT

BezonacHocTTa M ehukacHOCTTa HA aaTMMyMal ca OIICHEHU B OTBOPEHO, MHOTOLICHTPOBO MPOyYBaHE
nipu 32 nena (2 — < 4 roguHM WK BB3pacT 4 U oBeue roAuHU U Terio < 15 kg) ¢ ymepeH 110 TexXbK
aKTHBCH IMOJTHAPTHUKYIAPEH IOBSHUICH HINOTIATHYCH apTpuT. [lareHTrTe ca Moy agatmMyMad
KaTO eIMHIYHA /1033, YPe3 T0JIKOKHO HHKEKTHpaHe 24 mg/m? TenecHa nobpxHOCcT (BSA) 10
MakcuMyM oT 20 mg BcsAka BTOpa CEAMMUIIA, B MPOABIDKeHNE Ha MoHe 24 cenmunu. [loBedyeto
YYaCcTHHIIH, TIO BpeMe Ha Mpoy4BaHeTo ca ninomBaim MTX, kaTo mo-psako ce cro0IiaBa 3a
€IHOBPEMEHHA yroTpeda ¢ KOPTUKOCTEPOUIN WK C HECTEPOUIHH MPOTHBOBB3NAIMTEIIHU CPEJICTBA.

PedACR30 otroopst Ha Cenmunia 12 u Ceqmuna 24 e cbotBeTHO 93,5% 1 90,0%, KaTo € mpuiioKeH
rmoaxonaa Ha HaOmogaBanuTe nanuu. CroTHOmeHNeTo Ha nmarmeHTuTe ¢ PedACRS50/70/90 otroBop Ha
12-tara u Ha Ceqmuna 24 ca crotBeTHO 90,3%/61,3%/38,7% 1 83,3%/73,3%/36,7%. Cpen Te3u,
KOUTO ca OTroBopwmin Ha nedeHueto (neguarpudanusiat ACR30) va Cenmuna 24 (n = 27 ot

30 manmenTn), meguatpuaante ACR30 otroBopu ca mommbprkanu a0 60 ceamuru B OLE daza npu
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ManrueHTHU, KOUTO Ca MoJIydaBain a,[[aJ'II/IMYMa6 mpe3 nueiaus nepruon. Karo 1I4J10, 20 MannucHTH Cca
JICKYBAaHU B MIPOABJIDKCHUC HA 60 wm moBeue CCAMUIIN.

Apmpum, C8bP3AH C eHme3um

bezomacHocTTa 1 emKkacHOCTTa Ha a1aTMMyMad ca OIEHSABAaHU B €IHO MHOTOIIEHTPOBO,
PaHAOMU3UPAHO, TBOMHOCIAIO KIMHUYHO MPOYyYBaHe MpH 46 neanaTpuyHU MaueHT! (Ha Bb3pacT OT
6 1o 17 roauHN) ¢ yMepeH apTpuUT, CBbp3aH ¢ eHTe3uT. [laruenTuTte ca paHAIOMHU3UpPaHH J1a OITydaT
Ha 24 mg/m? Tenecna nobpxHocT (BSA) amammMymab 10 MakcuMyM 40 mg WiIH mane6o mpes
ceaMuIla B IpoAbIKeHNE Ha 12 cenMunin. JIBOMHOCIETHAT EpUo € mocieaBan ot oTkput (OL)
TepHoI, 10 BpeMe Ha KOWTO MaIlMeHTHTe ca mojydyaBanu 24 mg/m? BSA aganmumymab 10 MaKCHMYM
40 mg nipe3 ceaMHUIIAa TOTKOXKHO 32 otie 192 cenqmunu. [IppBUYHAaTa KpaifHa TOYKA € MPOLIEHTHATa
MpoMsTHA OT U3X0AHO HHUBO 10 Cenmuria 12 B Oposi Ha aKTUBHUTE CTaBU C apTPHUT (TIOAyBaHe, KOETO HE
ce IBJDKU Ha MalipopMalus WM CTaBU Che 3ary0a Ha TIOABMKHOCT TUTIOC O0JTKa 1/HIH
YYBCTBHUTEITHOCT), KOSITO € IIOCTUTHATA ChC CPETHO HAMAJIEHUE Ha TIPOIeHTa oT -62,6% (MenuaHa Ha
MIpOIeHTHATa MpoMsiHa -88,9%) mpu manmeHTHTe B TpyIaTa ¢ afamuMyMad B cpaBHeHHE ¢ -11,6%
(MenmaHa Ha porleHTHaTa npomMsHa -50,0%) npu marmeHTUTe B rpymnata Ha miane6o. [logobpenuero
B OpOsi Ha aKTHUBHUTE CTaBH C apTPUT ce moaabpka mo Bpeme Ha OL nepuoaa no Cenmuna 156 npu 26
ot 31(84%) manueHTH B Tpymara Ha agaiuMyMal, OCTaHaIl B IPOYYBaHETO. BrIpeku ue He e
CTaTHCTUYECKH 3HAYMMO, TIOBEYETO MAIMEHTH ITOKa3BaT KIMHUYHO M0I00peHNne BB BTOPHUHHUTE
KpaiiHU TOYKHU KaTo Opoil Ha MecTaTta ¢ eHTe3uT, Opoii Ha yyBcTBUTENHUTE cTaBu (TJC), Opoii Ha
noxyture crasu (SJC), [lequatpuuen ACR 50 orrosop u Ilennarpuuen ACR 70 otrosop.

Ilnaxkamen ncopuasuc npu neduampuw—m nayuenmu

EdukacHoctTa Ha aganumyMal € OIICHSIBaHA B €IHO PAHJIOMHU3UPAHO, IBOMHOCIIAIIO, KOHTPOJIUPAHO
npoy4BaHne Ha 114 nenuatpuyHy NalueHTH OT 4-TOIUIIIHA Bh3PACT C TEXbK XPOHUYEH TUIaKaTeH
nicopuasuc (onpezaenex no PGA cwc 3acsrane > 4 winu > 20% BSA, unm 3acsrane > 10% BSA ¢
MHOTO IUTHTHH Jie3uH, uian 1mo PASI > 20, wim > 10 ¢ KIMHAYHO 3HAYMMO 3acsIraHe Ha JIMIETO,
TeHUTAJIMHUTE WM PBIETE/CThIANIaTa), KOUTO Ce KOHTPOJIMPa HEAOCTAThYHO C JIOKATHA Tepaus U
xXenuoTrepanus win (HoToTepanus.

[NanuenTture nomyuasar aganumymad 0,8 mg/kg npes cenmuua (1o 40 mg), 0,4 mg/kg npes ceamuna
(mo 20 mg) mmm merotpekcar 0,1 — 0,4 mg/kg cenmuuno (o 25 mg). B ceqmuia 16 moBeue manueHTH,
paHIOMHU3UpPaHU 3a Nody4aBaHe Ha ananumyMmad 0,8 mg/kg, nmar monoKuTeTH! OTTOBOPH 3a
edpukacHoct (Hanp. PASI 75), oTkonkoTo 60mHUTE, paHIOMU3UpaHy 3a noty4aBaHe Ha 0,4 mg/kg
npe3 ceamuna win MTX.

Ta6muma 27. Pe3yaraTu 3a epuKacHOCT NpH NMeAMATPUUYEH IUIAKATEH Ncopuasuc cien 16

ceaMUIHI
MTX A,Z[aJ'II/IMyN(I:aéZ 1\(,)[ fur;lg/kg pe3
N=37 N =38
PASI 75° 12 (32,4%) 22 (57,9%)
PGA: Yucto/MuHUMaIHO" 15 (40,5%) 23 (60,5%)

a

MTX = meroTpekcar

P = 0,027, aganumymab 0,8 mg/kg cnpsimo MTX
i P = 0,083, amanmumymab 0,8 mg/kg cipssmo MTX

ITanmenture, kouto gocturat PASI 75 u PGA ,,unucTo” Win ,,MUHUMAIHO’, C€ OTTErJIAT OT JICUEHHUETO
JIo 36 ceMUIU U ce TPOCIIeAsIBaT 3a 3aryba Ha KOHTPOJI Ha 3a0osBaneTo (T.e. BiomaBane Ha PGA ¢
Hai-Manko 2 crenieHn). [larmenTuTe ca IeKyBaHHu ciea ToBa ¢ aganumymad 0,8 mg/kg npes cemmuria
B IIPOAB/DKEHUE HA O1lle 16 CeIMUIIM, KaTo YecToTaTa Ha OTIOBOp, Ha0II01aBaHa 110 BpeMe Ha
MOBTOPHOTO JICUCHHE, € MMO00HA Ha Ta3W MPe3 MpeAIIecTBaIus ABoHHocIN nepuo: PASI 75
otrosop mipu 78,9% (15 ot 19 muna) u PGA ,,uucto” wnu ,,MuanManao” npu 52,6% (10 ot 19 numa).
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B otkputus nepuon Ha npoyuBanero otropopute PASI 75 u PGA ,,uncto” unu ,,MUHUMAJIHO” C€
HOAIBPIKAT J10 omle 52 ceaMUIH 0e3 HOBU HaXOJKH, CBbP3aHU C O€30IIaCHOCTTA.

THoen xudpadenum npu oHowiu

Hsima kmuHIYHM TIpOyYBaHUS ¢ aaiMyMal NpH MalUeHTH B I0HOIIecKa Bb3pacT ¢ ['X.
EduxacHoctta Ha aganumyma0 3a JiedeHue Ha roHomu ¢ I'X ce mpeamnonara Bb3 OCHOBa Ha
JoKazaHata e()UKacHOCT M BpBh3KaTa eKCIO3UIHI-OTTOBOP MPH Bb3paCTHH MaruenTy ¢ I'X u Ha
BEPOSITHOCTTA XOABT Ha 3a00JIIBAHETO, TATO(PHU3HOIIOTHITA U JIEKAPCTBEHUTE €PEKTH J1a ca To
CBLIECTBO MOJOOHM Ha TE3H IIPH BB3PACTHU, IPH CHIIUTE HUBA HAa EKCIO3UIHs. bezonacHocTTa Ha
MperopBYHUTENHATA 1032 alatuMyMab B TommyanusaTa Ha oHomuTe ¢ ['X ce ocHoBaBa Ha mpoduia Ha
0e301MacHOCT TpY APYTUTE MMOKA3aHUs Ha aJaliMyMal KaKkTo IPH Bb3PACTHH, TaKa H MPH
neIuaTpUYHY MAllMeHTH, KOUTO ca Ha JICYCHHE C MOJOOHH WIIM MO-YeCTO MPUIaraHu 103M (BXK. TOUKa

5.2).
bonecm na Crohn npu neduampuynu nayuenmu

AnanuMymal e OLleHeHa B MHOTOLIEHTPOBO, PAHAOMHU3UPAHO, JBOWHOCIIANO KJIMHUYHO [IPOYUBAHE,
MIpeJHa3Ha4YeHO Jia OlleHH e()UKACHOCTTA U 0E301IaCHOCTTA Ha MHAYKIIMOHHO U TIOTBPIKAIIIO JICUeHHE
C J103H, B 3aBHCUMOCT OT TesiecHOTO Teriio (< 40 kg nim > 40 kg) npu 192 neguaTpuyHy NalueHTH Ha
BB3pacT MeXIy 6 u 17 roguHu (BKIIOUUTENHO), C yMepeHa A0 Texka 6omnect Ha Crohn (CD),
oIpeeNieHa KaTo HHICKC Ha aKTUBHOCTTA Ha Oojectta Ha Crohn nmpu neguaTpuyHy HanueHTH
(Paediatric Crohn's Disease Activity Index, PCDAI) ¢bc ckop > 30. [Ipu namuenture € TpsOBajio aa
JIMIICBA OTTOBOP KbM KOHBEHLMOHANHATA Tepanus Ha CD (BKIIIOYMTENHO KOPTUKOCTEPOUIH, H/UIH
nmyHoMonynarop) 3a CD. Cpiio Taka, mMaleHTUTE MOXKe BEeUe Ja ca 3aryOuiIM OTTOBOP WJIM Ja UMat
HETIOHOCHMOCT KbM WHMIUKCHMAO0.

Benuky nanyeHTH nomydaBaT OTBOPEHO HHIYKIMOHHO JIEYEHUE B 103a, Bb3 OCHOBA Ha M3XOJHOTO CH
tenecHo terno: 160 mg B Ceamuna 0 u 80 mg B Cenmuria 2 3a nanuentyu > 40 kg u 80 mg u 40 mg
chOoTBeTHO 3a Te3u < 40 kg.

B Cenmuna 4, Y4aCTHUIUTE Ca paHAOMU3SUPAHU 111, BB3 OCHOBA Ha TCJICCHOTO CHU TEIJIO UIIN I10 BPEME
Ha HHUCKaTa A03a WK 110 BpEMC Ha CTaHJapTHATa 103a Ha IMogabprKallara CXeMa, KaKTo € [I0Ka3aHO B

Tabinma 28.

Taoauna 28. [Nogbpikaina cxema

TerJio Ha ManMeHTa Hucka no3a CranaaprtHa 103a
<40 kg 10 mg mipe3 ceamura | 20 mg npe3 ceamuIa
> 40 kg 20 mg mpe3 cenmunia | 40 mg npe3 cenmuia

Pezynmamu 3a eruKClCHOCWl

IIspBrUYHaTA KpaifHa TOYKa Ha MPOYYBAHETO ¢ KIIMHNYHA pemucus B Ceqmuria 26, onpezeiieHa KaTo
PCDALI ckop < 10.

CToWHOCTHTE HA POIICHTUTE HA KIMHUYHA PEMUCHS U KIIMHUYEH OTTOBOP (OMpEIeTIeHU KaTo
namasienue B PCDALI ckopa ¢ Haii-Manko 15 TOYKH OT M3XOJHO HUBO) ca IPEJCTaBeHU B Tabuia 29.
IIporieHTHTEe Ha AIMEHTHUTE, TPEKPATHIIA KOPTUKOCTEPOUINUTE UITH KMYHOMO/IYJTaATOPHUTE Ca
npencraBern B Tabmuima 30.
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Ta6auna 29. IlennaTpuuno npoy4ysane Ha CD
PCDAI Knunuuna pemucust 1 OTroBop

CranngaptHa [lo3a Hucka loza | P croiinocT
40/20 mg mpe3 20/10 mg mpe3
ceaMHIIA ceaMHIIa
N =93 N =95

Ceamuna 26

Kiunuuna pemucust 38,7% 28,4% 0,075

Knunuyen otroBop 59,1% 48.4% 0,073
Ceagmuna 52

Knuanyna pemucus 33,3% 23.2% 0,100

Knunaunyen orroBop 41,9% 28,4% 0,038

*

p ctoiinocT 3a CtangapTHarta fno3a cnpsamo Huckara nosa

Taoauna 30. [lexuaTpuano npoyuBane Ha CD
IIpexkpaTsiBaHe HA KOPTHKOCTEPOUIAN HJIM HMYHOMO/IYJIATOPH M peMucHs Ha ducTyaaTa

CranpaprtHa Jlo3a Hucka Jloza | P croiinoct!
40/20 mg mpe3 20/10 mg mpe3
ceMHIIa ceIMHIIA

[pexpaTHiin KOPTHKOCTEPOUIUTE N =33 N =38

Cenmurna 26 84,8% 65,8% 0,066
Cenmuna 52 69,7% 60,5% 0,420
IpexpaTHiin HMYHOMOJYIATOPHTE’ N =60 N =57

Cenmuia 52 30,0% 29.8% 0,983
@ucrysana pemucus’ N =15 N=21

Cenmuria 26 46,7% 38,1% 0,608
Cenmuna 52 40,0% 23,8% 0,303
I

p croitHocT 3a CTaHmapTHaTa fmo03a cnpsamo Huckara no3a.

Nmynocympecupaiara Tepanus Moxe 1a 0bie mpeycranoBeHa camo B Ceamuria 26 wim
cJeq Hes T0 TpelieHKa Ha U3CIIeI0BATENS, aKO MAIlUEHTHT U3IIBIIHABA KPUTEPHUS 32
KITMHUYEH OTTOBOP

oTpezieNieHa KaTo 3aTBapsHE Ha BCHYKHU ApeHUpaIIn (GUCTYIIHMHA U3XOTHO HUBO 3a ITOHE 2
MOCJICTOBATEIHA BU3UTH CIIE]] H3XOTHO HUBO

2

CraTUCTHYECKH 3HAYMMO MOBHUIIIaBaHe (MOA00peHNe) OT n3xoqHo HUBO no Cemmuria 26 u 52 e
HaO0JIF0TaBaHO B MHJIEKCA Ha TEIECHATa Maca U CKOPOCTTAa Ha PACTEX M 3a IBETE TEPAICBTUIHH TPYIIH.

CTaTUCTHYECKHU ¥ KIIMHUYHO 3HAYUMO TOI0OpPEHHEe OT U3XOJHOTO HUBO € OWIIO CHIO HAONFOIaBaHO U
B JIBETE TEPAINEeBTUYHU TPYNIA OTHOCHO ITaApaMEeTPUTE 3a KA4ECTBOTO HA )KUBOT (BKIIFOUUTEITHO
IMPACT III).

Cro marmuenTu (n = 100) ot mexuarpuaHoTO MpoyuBane Ha CD ca mpoabIDKWIIH B TBITOCPOTHO,
OTBOPEHO MPOIbIDKEHHE Ha Mpoy4BaHeTo. Ciies S-roauiiHa Tepanus ¢ aganumymatd 74,0% (37/50) ot
OCTaHaJMTe B MpoyyBaHeTo 50 ManueHTH ca MPOABKUIHN J1a ObJIaT B CHCTOSIHUE HA KITMHUYHA
pemucus, a 92,0% (46/50) oT nauueHTHTE — C KIMHUYEH oTroBop cropex PCDAL

YﬂuepOS’eH Koaum npu neéuampulmu nayuernmu

bezomacHocTTa 1 emKkacHOCTTa Ha aIaTMMyMal ca OIlEHEHH B MHOTOIICHTPOBO, PaHJIOMHU3UPAHO,
JIBOMHO-CIISTIO MTPOyYBaHe MpH 93 meauaTpudHy MaueHTH Ha Bb3pacT oT 5 1o 17 roguHu ¢ yMepeH
JIO TEXKBK YIIEPO3EeH KOJIUT (CKOp 1o Mayo ot 6 710 12 ¢ eHJ0CKOIICKU CYOCKOp OT 2 10 3 TOYKH,
MOTBBPJICH Ype3 IICHTPAITHO pa3vyeTeHa eHJOCKOIHS) ¢ HeaIeKBaTeH OTIOBOP WIIH HEMOHOCHMOCT KbM
KOHBEHIIMOHATHATA Tepanus. [[pubmmsurtenno 16% oT marueHTHTe B MPOYYBAHETO €A C HEYCIICITHO
npenxonHo antu-TNF nedenue. [Ipu nanueHTuTe, KOUTO MOIY4aBaT KOPTUKOCTEPOUIH ITPU
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BKJIIQUBAHETO, € Pa3peLICHO MOCTENEHHO HaMaJIsiBaHEe Ha JICUEHUETO C KOPTUKOCTEPOUIN CIIe
Cenmuna 4.

[Ipe3 HHAYKIMOHHNUS IEPHO Ha POYUYBAHETO /7 MALMEHTH ca PaHJOMHU3UpaHH 3:2 /1a moryyaBat
JIBOMHO-CIISITIO JICUSHHE C aIaTuMyMal Ipu HHAYKIHOHHA 103a 2,4 mg/kg (Makcumanao 160 mg) Ha
Cenvuma 0 u Ceqmuma 1, u 1,2 mg/kg (Mmakcumanao 80 mg) Ha CenmMuria 2; viId HHAYKITHOHHA 71032
2,4 mg/kg (makcumanno 160 mg) va Ceqmuua 0, mnane6o Ha Cenmuna 1, u 1,2 mg/kg (MakcuMaiHO
80 mg)na Ceamuua 2. U nBete rpynu nmomyuasar 0,6 mg/kg (Mmakcumanno 40 mg) Ha Ceamuua 4 u
Cenmvuria 6. Ciienmn mpoMsiHa Ha Ju3aiiHa Ha IMPOYYBAHETO OCTaBamuUTe 16 MarMeHTH, BKIIOYCHH B
WHIYKIIMOHUS TIEPHO/, TIOJIy4aBaT OTKPUTO JieUueHHe ¢ afanumyMal pu HHAYKIHOHHATA 1032

2,4 mg/kg (makcumanno 160 mg) Ha Ceqmuua 0 u Ceamuna 1, u 1,2 mg/kg (makcumanso 80 mg) Ha
Cenmuna 2.

Ha Cenmuiia 8, 62 manueHTH, PH KOUTO € HAOII0[aBaH KJIMHUYECH OTTOBOP ChIITaCHO YacTHUeH CKOp
o Mayo (Partial Mayo Score, PMS); nedunupan xato nonmxenne Ha PMS > 2 touku u > 30% ot
U3XO/IHOTO HUBO), Ca PAaHIOMU3HUPAHU PABHO JIa TOJTyYaBaT JABOHHO-CIISIO MOIBPIKAIIO JICUCHHE C
agamumymab npu no3a 0,6 mg/kg (MakcumanHo 40 mg) Beska CeMHUIIA, WK O UTbPIKalia 103a

0,6 mg/kg (maxcumanno 40 mg) npes ceamuna. [Ipeau mpomsiHaTa Ha [nu3aiiHa Ha TPOYYBAHETO

12 MOTBITHUTEIHA TTAIUCHTH, TIPU KOUTO € HaOIIoaBaH KIMHUYICH OTroBop criopen PMS, ca
PaHIOMU3UPAHU Ja MOJydYaBaT miane0o, HO He ca BKIIFOUCHU B MOTBbPIUTCIHMS aHAIN3 Ha
e(uKacHoOCTTA.

ObocTtpsiHeTo Ha 3a00sBaHETO € AedhUHUpaHO KaTo moBuIieHre Ha PMS ot none 3 Touku (3a
narueHTy ¢ PMS ot 0 no 2 mpe3 Cenmuna 8), more 2 Touku (3a manuenta ¢ PMS ot 3 10 4 Ha
Cenmvura 8), wian moHe 1 Touka (3a marueHTH ¢ PMS ot 5 1o 6 Ha Ceqmuna 8).

[NanmenTHTE, KOUTO OTTOBAPST HA KPUTEPHUUTE 38 000CTPSIHE Ha 3a00JITBAHETO HA HIIH CIIC
Cenmuna 12, ca paHIOMHU3MPaHH J1a TOJTyYaT MOBTOPHA MHAYKIIMOHHA 103a 2,4 mg/kg (MakcuMaiHo
160 mg) wim no3a 0,6 mg/kg (MakcumanHo 40 mg) u MPOABIDKABAT J1a MOTyYaBaT ChOTBETHATA CH
HOATBPIKAIIA J030Ba CXEMa CJIe/l TOBaA.

Pesynmamu 3a epuxacnocmma

CbBMECTHUTE IBPBUYHHU KpaHU TOYKHU Ha MPOYYBAHETO Ca KIIMHUYHA peMucus criopeq PMS
(meduampana kato PMS < 2 u 6e3 otaenen cydckop > 1) va Cenqmuria 8 v KITMHAYHA PEMUCHS CITOPET
FMS (ITpnen ckop mo Mayo (Full Mayo Score) (nedunupana kato ckop mo Mayo < 2 u 6e3
HHIUBHIyasleH cyockop > 1) Ha Ceqmuria 52 Tipu MaHEHTUTE ¢ KJIMHUYEH OTTOBOp criopen PMS Ha
Cenmmma 8.

Yectotute Ha KIMHUYHA pemucus cnoped PMS nHa Ceamuna 8 3a mauueHTUTE BbB BCAKA IBOWHO-
cIIsila MHAYKIIMOHHA TPyTIa ¢ amantuMyMad ca npeactaBeHd B Taommma 31.
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Ta6auna 31. Knunuuna pemucus cnopen PMS cien 8 cenmuuu

Anannmymaé?
Maxkcumanno 160 mg na
Ceavuna 0/miane6o Ha

Ananumymao® ®
Makcumanno 160 mg na
Ceavuua 0 u Ceqmuna 1

Ceamuna 1 _
N = 30 N =47
KimHnuHa pemucus 13/30 (43,3%) 28/47 (59,6%)

Cenmuna 2

40 mg) va Ceqmunia 4 u

Cenmura 6

* Ananmumyma6 2,4 mg/kg (makcumanto 160 mg) Ha Cenmuiia 0, miarne6o Ha
Cenmuna 1, u 1,2 mg/kg (makcumanuo 80 mg) va Ceqmuriia 2

® Anamumyma6 2,4 mg/kg (Makcumanso 160 mg) va Cenmumna 0 1

Cenmuna 1, u 1,2 mg/kg (makcumanuo 80 mg) va Ceqmuna 2

° He BrurrouBa oTKprTa HHAYKIIMOHHA 1032 anamumMymab 2,4 mg/kg (MakcuMatHo
160 mg) na Ceagmuna 0 u Ceamuua 1, u 1,2 mg/kg (Mmakcumanno 80 mg) na

3abenexka 1: 1 nete mHAYKUMOHHY rpynu nonxy4dasaT 0,6 mg/kg (MakcumamHo

3abenmexka 2: Ilpu manueHTHTE C IMTICBAIX CTOWHOCTH Ha Ceamunia 8 ce cunra, 4e
He ca yZOBJIETBOPIIIN KpaifHaTa Touka

Ha Cenmuna 52 xnuanyna pemucus ciopea FMS npu nauuentute ¢ orroop Ha Cenmuria 8,

KIMHUYCH OTroBop cropen FMS (mednHHpaH KaTo MOHMKEHHE Ha cKop 1o Mayo > 3 Touku u > 30%

OT M3XOJHOTO HUBO) IIPH MAIMECHTHTE ¢ OTTOBOp Ha CemMmuria 8, 3a31paBsaBaHe Ha JINTaBUIIATA

(meduHUpaHO KaTO €HIOCKOICKH cyOckop mo Mayo < 1) npu manueHture ¢ otroBop Ha Cenmurnia 8,
KJIMHUYHA pemucus cnopen FMS mpu nanuentute ¢ pemucus Ha CeaMuna 8 v ASIbT HA YYACTHHUIIUTE
¢ pemucus 06e3 kopTukocTeporau ciopen FMS npu mammentute ¢ otroBop Ha Ceamuia 8 ca olleHeHN

MIPH MAIMEHTUTE, KOUTO MOoJyyaBaT afaiuMymal B IBOHHO-CIIANO MakcuManHo 40 mg npe3
cenmuna (0,6 mg/kg) u makcumanno 40 mg Besika ceamuna (0,6 mg/kg) nopaspixamy 1034

(Tabmuma 32).

Ta6auna 32. Pe3yararu 3a epukacHocTTa ciaeq 52 cenMuuu

Ananumymaé?
Maxkcumanuo 40 mg
npe3 ceAMHILA
N =31

Anaaumymat®
Maxkceumaano 40 mg Beska
ceaMHUIA
N =31

[TamedTH ¢ KIMHUYHA
pemucus Ha Cenmuna 8
cropen PMS

9/31 (29,0%)

14/31 (45,2%)

[larueHTH ¢ KIMHAYCH
oTroBOp Ha CenmMuria 8
criopen PMS

19/31 (61,3%)

21/31 (67,7%)

3a3npaBsiBaHe HA
murasunata Ha Cenqmuna 8
c orroBOp criopen PMS

12/31 (38,7%)

16/31 (51,6%)

[TanuenTH ¢ KIMHUYHA
pemucus Ha Cenmuna 8
crioperr PMS

9/21 (42,9%)

10/22 (45,5%)
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Ananamymao® Anxanumymao®
Maxkcumanno 40 mg [Makcumaano 40 mg Besika
npe3 ceqMuIIA ceqMuIla
N =31 N =31

[ManmenTu ¢ pemucus 6e3
KOPTUKOCTEPOUAH Ha 4/13 (30,8%) 5/16 (31,3%)
Cenvuna 8 ciopenx PMS®
* Ananumymab 0,6 mg/kg (Makcumanno 40 mg) npes ceamuiia

° Anamumyma6 0,6 mg/kg (Makcumanso 40 mg) Beska ceaMuIa

® [Ipu manuenTy, MoayvYaBaliy ChI'bTCTBAIIN KOPTUKOCTEPOUIU HA H3XOTHOTO HHUBO
Babenexka: [TanpenTuTe, KOUTO ca ¢ JIUIIcBalu croiHoct B Ceamunia 52 wiu ca
[PaHJIOMHU3UPAHU JIa MOTy4aBaT MOBTOPHO MHIYKIIMOHHO, WU MOJIBPIKAILO JICUCHHUE
Ce CUMTaT 3a TakuBa 0e3 OTroBOp 3a kpaiinute Touku B Ceqmuna 52

JIObITHUTEITHUTE U3CIIEAOBATEICKHA KPaliHU TOYKH 32 e()UKACHOCT BKIIFOUBAT KIIMHIUYEH OTTOBOP
cbrilacHo MHaekca 3a akTHBHOCT Ha nenuarpuueH ynueposeH konut (Paediatric Ulcerative Colitis
Activity Index, PUCAI) (nedunnpano karo Hamanenue Ha PUCAI > 20 Touku 0T H3XOAHOTO HUBO) U
kmuangHa pemucus ceriacHo PUCAI (mnedunupano kato PUCAI < 10) mna Ceqmuna 8 n Cemmuria 52
(Tabnuua 33).
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Tadauna 33. Pe3yararu 3a uzcieaoBarejicku Kpaiinu Touku cnopea PUCAI

Cenmuna 8
Ananumyma6? Anaaumymao®®
Maxcumanno 160 mg na Maxkcumaano 160 mg na
Ceamuua 0/miianedo Ha Cenmuna 0 u Cengmuna 1
Cenmuna 1 N =47
N=230
Kiuanuna pemucus 10/30 (33,3%) 22/47 (46,8%)
cnopen PUCAI
Kinanuen otroop cnopen 15/30 (50,0%) 32/47 (68,1%)
PUCAI
Cenmuna 52
Apanumymad” Apanumymad”
Maxkcumanno 40 mg mpe3 | Makcumaano 40 mg Besika
ceqMuna ceqMuUIa
N=31 N=31
[TaneHTH ¢ KITUHUYHA 14/31 (45,2%) 18/31 (58,1%)
pemucus criopen PUCALI
Ha Cenmunia 8 ciopen
PMS
[TaneHTH ¢ KIMHHUYCH 18/31 (58,1%) 16/31 (51,6%)
otroBop crioper PUCAI Ha
Cenmuua 8 ciopen PMS

* Amamumyma6 2,4 mg/kg (Mmakcumanuo 160 mg) mpes Ceamuna 0, maredo Ha
Cenmuma 1, n 1,2 mg/kg (Makcumanao 80 mg) B Cenmuria 2

® Amamamyma6 2,4 mg/kg (Makcumanso 160 mg) Ha Ceamuma 0 u

Cenmuna 1, u 1,2 mg/kg (makcumanto 80 mg) Ha Cenmuna 2

* He BKJIFOYBa OTKpHTA MHIYKIIMOHHA /1032 ananumymabd 2,4 mg/kg (MakcuMainHo

160 mg) Ha Cenmuria 0 u Cenmuna 1, u 1,2 mg/kg (Makcumanuo 80 mg) Ha Cenmuria 2
" Ananmumymab 0,6 mg/kg (makcumanso 40 mg) npe3 ceamuna

* Amamumyma6 0,6 mg/kg (Mmakcumanuo 40 mg) Besika ceqMuIia

3abenexka 1: Y nBere nHAYKIIMOHHM rpymu moirydasat 0,6 mg/kg (MakcnMamHO

40 mg) na Ceamuna 4 u Ceqmurnia 6

3abenexka 2: [Ipu manueHTUTE C TUICBAIIX CTOMHOCTH pe3 Cenmuna 8 ce cunra, 4e He
ca yJOBJIETBOPUIIN KpaifHUTE TOUKH

3abenexka 3: [lanmeHTHTE, KOUTO ca C JIMIICBAIM cToMHOCTH Ha Cenmuna 52 uim ca
PaHIOMU3UPAHH Ja MOTyYaBaT MOBTOPHO WHAYKIIMOHHO, WK MOATBPIKAIIO JICUCHHE Ce
CUMTAT 3a TaKMBa 0e3 OTroBop 3a KpaiiHuTe ToukH Ha Cenmuna 52

OT nanueHTuTe, JEKyBaHU C aAalMMyMa0, KOUTO TIOJyYaBaT MOBTOPHO MHAYKIIMOHHO JICYCHUE TIPe3
nouTbpoKantus nepuo, 2/6 (33%) nmocrurar knuHUYEH oTroBop cropen FMS Ha Cenmuna 52.

Kauecmeso na sicusom

Knmandao 3HaunMu mogoOpeHus oT u3X0oAHOTO HUBO ca HaOmonaBanu B IMPACT III u B ckopoBete
Ha TI0JIaraIoTo TPYOKHY JuIle 3a Hapymenne Ha paboTHATa IPOU3BOIUTEITHOCT M akTUBHOCT (Work
Productivity and Activity Impairment, WPAI) 3a rpynure, nexyBanu ¢ anaimmymad.

KiuHUYHO 3HAYUMU MOBUIIEHHUS (IOA00PEHHS) OT U3XOIHOTO HUBO Ha CKOPOCT Ha pPacTeka Ha
BHCOYHMHA ca HAOJII0aBaHM 33 TPYIHTE, JICKYBAHH C afalAMyMa0, U KIMHUYHO 3HAYMMHU TTOBUILICHHUS
(mogo0peHus) OT U3XOHOTO HUBO B MHJIEKCA Ha TEJICCHA Maca ca HaOJr01aBaHy 332 YYACTHHUIIUTE Ha
BHCOKa MMOIbprKaIa jg03a or MakcumairHo 40 mg (0,6 mg/kg) Bcska cemmuna.
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Yeeum npu neouampuynu nayuenmu

besomacHocTTa M e(hKacHOCTTa HA aanuMyMab ca OIICHEHH B PaHJI0OMH3UPAHO, TBOHHOCIIAIIO,
KOHTPOJIMPAHO Mpoy4BaHe mpu 90 neIuaTpuyHy MAIMeHTH Ha B3PacT OT 2 10 18 roJluHu ¢ akTUBEH
HEMH(EKINO3eH Mpe/ieH YBeuT, cBhp3aH ¢ KOMA, xouTo ca O HETIOAaTINBY Ha JICUCHHUE C
MeToTpekcat Hal-Manko 12 cenmunm. [lanmenTuTe ca mpreManu 1uiane6o mwiu 20 mg agammMymad
(axo < 30 kg) unu 40 mg amanmumymad (axo > 30 kg) mpe3 ceamuiia B KOMOMHAIIMS C OCHOBHATA CH
J103a METOTpEKCaT.

[IspBuuHaTa KpaiiHa TOUKa € "BpeMeTo /10 Heycnex oT jedennero". Kpurepunre, onpenensm
HeycIexa OT JIeUEHHETO, ca BIONIABAHE WM MPOABIKUTEIHO HEMOBIINSABaHE HA OYHOTO Bb3MAJICHUE,
YaCTUYHO NOJ0O0pEHHE C Pa3BUTHE HA IPYTH NPOIBIDKUTEIHH ChITBTCTBAILHN 3a00JIIBAaHUS HA OUUTE
WIN BJIOLIABAHE HA CHII'BTCTBAILUTE OUYHH 3a00IABaHuUs, Hepa3pelleHa ynoTpeda Ha ChIIbTCTBAILN
JIEKapCTBEHU MPOIYKTH U MPEYCTAHOBSIBaHE HA JIEUEHUETO 32 MPOIBIKUTENEH NEPHOJ] OT BpEME.

Knunuuen omeosop

AnanuMyma0 3HAYUTETHO 3a0aBsi BpEMETO JI0 HEYCIeX OT JICYCHHETO B CpaBHEHHE C muiaredo (BixK.
®durypa 3, P <0.0001 ot log rank TecT). Meamanara Ha BpeMeTO 10 HEYCIIeX OT JieueHneTo ¢ 24,1
CEeIMUIIM TIPH MAIUCHTH, JICKYBaHH C I1J1a11e00, JOKaTO CPEAHOTO BpEME J0 HEyCIleX OT JICYEHUETO He
¢ OMJI0 BB3MOKHO JIa CE OIICHU 3a TAIIMCHTH, JICKYBaHH C aIalTiMyMa0, Thi KaTo M0-MaJiKo OT
MOJIOBUHATA OT TE3H MAIMCHTH Ca UMAJH HEyCIeX OT JCUCHUETO. AaniMyMal 3HAYUTETHO HaMallsiBa
pHCKa OT HEYCIEeX OT JIEYeHHETo che 75% crpsamo 1uranebo, Kakto e mokazaHo ot KP (koedumnment Ha
pucka = 0,25 [95% WUM: 0,12, 0,49]).
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®urypa 3: Kpusu Ha Kaplan-Meier, 0000masamu BpeMeTo 10 Heyclex OT Je4eHHeTo NpH
KJIMHUYHO NPOYyYBaHe 32 NeIUATPUYEH YBEUT
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3abenexka: P = mmamne6o (6poit B puck); A = Ananumymad (6poil B puck).
5.2 ®dapmMakoKMHETHYHH CBOIicTBa

A0OcopO1ug U pastpeaeIcHue

Crrenr MOIKOXKHO TIPIIIOKEHUE Ha equHngIHa 1032 0T 40 mg abcopOnusaTa 1 pa3npeneacHueTo Ha
amanuMymab ca 0aBHH, KaTO ITMKOBUTE TIA3MEHH KOHIIEHTPAIIUH C€ JIOCTUTAT OKOJIO 5 THH cliex
npunoxeHnero. Cpearara abcomoTHa OMOHATMYHOCT Ha alaiuMyMa0, orpe/ielieHa OT TPUTE
MIPOYYBaHUS CIIE]] €MUHIYHA TTOAKOKHA 1032 oT 40 mg, e 6nna 64%. Cien eTHOKPaTHO HHTPABEHO3HO
npuinoxkenne Ha 103 ot 0,25 no 10 mg/kg, KoHmeHTpanuuTe ca OUIIM MPOMOPIIMOHATIHN Ha 103aTa.
Cren nosu ot 0,5 mg/kg (~40 mg) knmupbHCHT € Bapupan ot 11 1o 15 ml/gac, 06embT Ha
pasnpenenenue (Vss) e Bapupan Mexay 5 u 6 muTpa, a CpeJHUAT TEPMUHAIICH MTOJTYKHUBOT € OWJT
oKoJ10 JiBe ceamuii. KoHmeHTpanusiTa Ha ajaimMyMald B CHHOBHAIHATA TEYHOCT Ha HIKOJIKO
MAIMEeHTH C peBMATOUIEH apTpuT € Bapupana ot 31 10 96% ot Ta3u B cepymMma.

Cren nonkoxxHo npuinoxeHue Ha 40 mg aganuMymad npes ceaMuLa pyu Bb3PacTHU C PEBMAaTOUICH
aptput (PA), cpennuTe Haii-HUCKHA KOHIIEHTPAIIMHU B CTAIIMOHAPHO CHCTOSIHUE ca OMiM okouto 5 pg/ml
(6e3 chITBTCTBAILO MPUIIOKEHHE Ha METOTpeKcar) 1 ¢cboTBeTHO 8 10 9 pg/ml (Ipu chbmbTCTBAIIO
IIpUJIOKEHHe Ha MeToTpekcaT). Hali-HuckuTe HUBa Ha aganuMyMal B cepyMa B CTallMOHApHO
CBCTOSIHUE CE MOBHUIABAT MPUOIM3UTEIHO MPOTIOPIUOHAIHO Ha JI03aTa CIIe]] MOIKOKHO WHIKEKTHPaHe
Ha 20, 40 u 80 mg npe3 ceaMuIla WK BCSIKA CEAMMIIA.

Criel OJIKOXKHO NpHIoKeHHe Ha 24 mg/m? (MakcuMyM oT 40 mg) npe3 ceIMHIIA TIPH HALUEHTH C
MOJIUAPTUKYJIAPEH IOBeHUIICH uaronaTiueH aptput (FOMA) Ha Bb3pacT 4 10 17 ronuHu cpeHuTE
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Hali-HUCKM KOHLIEHTPALKHU Ha afanuMyMal B cepyMa B CTAllMOHAPHO ChCTOSIHUE (M3MEPEHH OT
cenmuna 20 no 48) ca 6unu 5,6 + 5,6 pg/ml (102% CV) npu aganumymad 6e3 ChIIbTCTBAIIO
npuitokeHre Ha MetoTpekcar u 10,9 = 5,2 pg/ml (47,7% CV) npu chIrbTCTBANIO TPUIOKEHHE HA
METOTpeKcar.

[Ipu nmaruenTn ¢ mommaptukynapeH FOMA, kourto ca Ha Bb3pact 2 10 <4 TOAWHU WIN HA
BB3pAcT 4 TOIMHH 1 MOBeUe, ¢ Teryo <15 kg, mexyBanu ¢ agamumyma6 24 mg/m?, cpeuuTe
Hali-HUCKM KOHLIEHTPALMU Ha alaniMyMal B cepyMa B CTAIMOHAPHO CHCTOSIHUE ca

6w 6,0 + 6,1 pg/ml (101% CV) npu agannmymab 6€3 chIIbTCTBAIIO NPUIIOKEHHUE Ha
metoTpekcar u 7,9 + 5,6 pg/ml (71.2% CV) npu cbIrbTCTBAIIO MPHIOKEHUE HA METOTPEKCAT.

Crnen npunoxeHunero Ha 24 mg/m2 (MmakcumyM 40 mg) MOIKOKHO MPe3 CeIMUIA Ha MAIMEHTH C
apTpPUT, CBbP3aH C EHTE3UT, Ha BB3pacT ot 6 10 17 TonuHu CpeIHNTE MUHUMATHU KOHIICHTPAIIUH Ha
ajamuMyMal B cepyMa B CTallMOHAPHO ChCTOSHUE (CTOHHOCTH, U3MEPEHH Ha cenMuiia 24)

ca 8,8 = 6,6 pg/ml mpu aganumymatb 6e3 ChITBTCTBAIIO MPUIOKEHNE HA METOTPEKCAT

u 11,8 £4,3 pg/ml npu chIBTCTBAIIO NPHIIOKEHUE HA METOTPEKCAT.

[Ipu BB3pacTHH MAIUEHTH C IICOPUA3HC, CPEHATA Hal-HUCKA KOHIICHTPAIUS B CTALIMOHAPHOTO
chCcTOsTHHE ¢ Omta 5 pg/ml mo Bpeme Ha nedeHueTo ¢ agzanuMmymad 40 mg npe3 cenMuIia, mpuiiarad
KaTO MOHOTEpaIiu.

Cren npunoxenuero Ha 0,8 mg/kg (makcumanno 40 mg) moAKOXKHO Mpe3 ceAMUIIA Ha MeAUATPUIHI
MAIMEeHTH C XPOHUYEH IICOPHA3NC C IIAKK cpeaHaTta + SD MuHMMaliHa KOHIIGHTpaNys Ha agaauMyMal
B CTAllMOHAPHO ChCTOsIHUE € pubnmu3utento 7,4 + 5,8 ug/ml (79% CV).

Cren moakoskHO mpuiokenue Ha 40 mg aganuMymab mpes ceAMUIia IPH BB3PACTHH HAUEHTH C
aKCHaJICH CIIOHAMIOaPTPUT 6e3 peHTreHorpad)CKy TaHHM 33 aHKUIO3UPAI CIIOHIAMIINT, CPEeIHATA
(£SD) MuHMMalTHA KOHIIEHTPAIUs B CTAllMOHAPHO chcTosiHME B Cenmuria 68 e ouna 8,0 £ 4,6 pg/ml.

[Ipu BB3pacTHM MAIMEHTH C THOGH XUAPAJACHUT A03ata oT 160 mg aganumymad B Ceamuiia 0,
nociensana ot 80 mg B Cenmuna 2, mocTura MUHUMAITHU KOHIIEHTPAIMK Ha agajJuMymal B cepyma
ot npubamsurento 7-8 pg/ml B Cenmuna 2 u Ceamuua 4. CpenHuTe Hali-HUCKY KOHLEHTPALUH B
crannoHapHO cheTosiHUe oT Cenmunia 12 mo Cenmuna 36 ca mpubnuzutenHo 8 mo 10 pg/ml mo Bpeme
Ha JiedeHHneTo ¢ aganumymad 40 mg Bcsika cenMulia.

Excrnosunusita Ha ananuMyMad mpy MalkueHTH B FOHOIIECKa Bh3pacT ¢ ['X ce mporHo3upa ¢ moMorira
Ha TIOMYJIAIMOHHO (hapMaKOKMHETHYHO MOJICIIUPAHE M CUMYJaIis Ha 0a3ara Ha (papMaKOKHMHETHKA,
ofpesiesieHa MpH JPYTUTE MOKa3aHUs IpU APYTH NeIUaTpUIHM NAlMEeHTH (JIETCKHU IICopHasnc,
FOBCHUJICH UIUOTIATHYEH apTpUT, OonecT Ha Crohn mpu eAMaTpUYHU MAMEHTH U apTPUT, CBBP3aH C
eHTe3nT). [IpenoppunTennara cxema Ha gozupane npu ['X B toHOMIECKa Bh3pacT € 40 mg mpe3
cenmuna. Thil KaTo EKCMO3UIMATA Ha afalMMyMad MOJKe J1a ce TOBIHUsE OT TelecHaTa Maca, Mpu
FOHOIIIY C TTO-BUCOKO TEJIECHO TETJIO M HeaJeKBAaTeH OTTOBOP MOXKE J]a MMa M0JI3a OT
MpenopbUYUTENHATA 7032 3a Bh3pacTHH 40 mg Beska ceqMuIa.

[pu naruentu ¢ 6osiectta Ha Crohn HaToBapBainara j103a ot 80 mg ananumymat npe3 Ceamura 0,
nocriensana ot 40 mg amanumymab npe3 CeamMuiia 2, MOCTUra CpeHa Hal-HUCKA KOHIIEHTpAIUs Ha
agarmMyMad B cepyMma npuOam3uTenHo 5,5 pg/ml mo BpeMe Ha MHAYKIIMOHHUS TTepuo1. HaToBapama
no3a ot 160 mg ananumymat npe3 Ceamuria 0, mocneapana ot 80 mg ananumymad npes Cenmuna 2,
MOCTHra cpeHa KOHIICHTPAIHS B CTAIMOHAPHO ChCTOSHUE Ha ajaruMymab B cepyma oT
npubnusuTenHo 12 pg/ml mo Bpeme Ha HHAYKIMOHHUS Tiepro. [Ipu nanuenTu ¢ 6onecrra Ha Crohn,
nmpreMajy moaabpxaiia 103a ot 40 mg ananuMymat npes3 ceMHUIIA, Ce HAOJII0JaBaT CPeIHU Ha-
HUCKHU HHBA B CTAI[MIOHAPHO ChCTOSIHUE OT OKOJIO 7 pg/ml.

[Mpu neguaTpuyHK NAMEHTH ¢ yMepeHa J1o Texkka CD, nHayKIoHHATa 1032 a1aiuMymal e
cpotBeTHO 160/80 mg nnm 80/40 mg B otBOopeHo npoyusane B Ceamuiu O 1 2, B 3aBUCUMOCT OT
rpaHu4HaTa cTolHOCT Ha TenecHoTo Terno oT 40 kg. B Cenmuna 4, nauneHtuTe ca

pangomm3upan 1:1 wim Ha cTagmapTHa no3a (40/20 mg mpe3 ceqmuIia) wiy Ha HUCKa fo03a (20/10 mg
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npe3 ceIMUIIA) B TPYIH Ha MOMAPHKAIIO JedeHne, 0a3iupaHu Ha TesiecHoTo Terio. CpenHara
croiiHocT (£SD) Ha Haii- HUCKUTE KOHIICHTPALMU Ha alaTiMyMal B cepyMa, MOCTUTHATH B
Cenmuna 4 ca 15,7 + 6,6 pg/ml 3a nanmentu > 40 kg (160/80 mg) u 10,6 £ 6,1 pg/ml 3a nanueHTr
<40 kg (80/40 mg).

3a marnueHTuTe, KOUTO ca OCTAaHAJIM Ha PaHIOMU3HpaHaTa CH Tepamus, CpeaHuTe cToiHoCcTH (£SD) Ha
Hall-HUCKUTE KOHIIEHTpAaIlMU Ha aganumymabd B Cenmunia 52 ca ommu 9,5 + 5,6 pg/ml 3a rpymara Ha
cTaHAapTHa no3a u 3,5 = 2,2 ng/ml 3a rpynata Ha HUCKa f03a. CpeHNTE HAl-HUCKH KOHIIEHTPALH
ca ce 3abppyKali TP TTAIUEHTUTE, KOUTO Cca MPOIBIDKUIIN J1a TIpUeMarT JIeYeHHe ¢ afaTuMyMal mpe3
celMHIIa B IPObIDKEHHE Ha 52 ceqMHUIIN. 3a MAIMEHTHTE, TPH KOUTO JI03aTa C€ € YBEeJIHYHIa OT
cXema Ha MPUWIOKEHUE Ipe3 CeIMHUIIA O CXeMa Ha MPUJIoKEHUE Beaka cenMuiia, cpenuure (£SD)
KOHIIEHTpalMy Ha agaiuMymad B cepyma B Cenmuna 52 ca Owmm 15,3 + 11,4 pg/ml (40/20 mg,
ceamuaHo) u 6,7 + 3,5 pg/ml (20/10 mg, ceaMudaHO).

[Ipu manuenTy ¢ yamepo3eH KOJIUT, HaToBapaiia jo3a ot 160 mg aganumymad B Cenmuna 0,
nocienBana oT 80 mg agamumymab B Ceamuria 2, IocTUTa cpeaHa KOHIICHTPAIUS B CTAIlHOHAPHO
CBCTOSIHUE Ha ajanuMyMal B cepyMa oT puou3uTenHo 12 pg/ml mo BpemMe Ha WHIYKIIMOHHUS
nepuo. [1pu mareHTy ¢ yimepo3eH KOJIUT, MPUeMalTy Mo rbpkaina g03a ot 40 mg ananumymad
Ipe3 ceaMuIla ca Ouin HaOMI0IaBaHU CPEHH Hail-HUCKW HUBA B CTAI[MOHAPHO CHCTOSIHUE OT
npubu3uTenHo 8 pug/ml.

Cren moaKoKHO MPUIIOKEHHE Ha OasupaHu Ha TerjaoTo a03u oT 0,6 mg/kg (Makcumanno 40 mg) mpe3
CeIMUIIA Ha TIEIMATPUYHH MAIIMEHTH C YIIIIEPO3eH KOJIUT CpeiHATa Hali-HUCKA cepyMHa
KOHIICHTpAIIMs B CTAI[MOHAPHO ChCTOSHUE HA aganumymab e 5,01+3,28 ug/ml na Cenmuria 52. [pu
MmanueHTuTe, kouto moay4dasar 0,6 mg/kg (makcumanao 40 mg) Beska cenMuia, cpennara (£SD) Haii-
HUCKa CepyMHAa KOHIICHTPAITHs B CTAITMOHAPHO CHCTOSHUE Ha amamumymad e 15,7+£5,60 pg/ml ma
Cenmuna 52.

[Tpum BB3pacTHU MalMEHTH ¢ YBEHT HaToBapBamia go3a 80 mg ananumymad va Ceqmuna 0, cienBana
ot 40 mg amanumymab npe3 cenmua, 3amouBaiiku ot Ceqmuna 1, BOAM 10 cpeTHA KOHIICHTPAIHU B
CTallMOHAPHO CHCTOSHUE OT Mpudnu3uTenHo § o 10 pg/ml.

Excno3nmmsara Ha aganmMymal Tpy TaMeHTH ¢ TIeAnaTpHIeH YBEUT ce TPOTHO3Mpa € TIOMOIIITa

Ha IOMYJIAIIMOHHO (papMaKOKMHETUYHO MOJIETUpaHe U cUMyJanus Ha 6a3ara Ha papMaKOKWHETHKa,
oTpeieNicHa MPY JPYTUTE TIOKA3aHUS TIPH JAPYTH NeIUATPUIHH MAIUCHTHU (IETCKU TICOPHA3HC,
IOBEHWJICH WANONIATHYEH apTpuUT, OoJiectT Ha Crohn npy nenaTpUyYHA MAIUEHTH U apTPUT, CBbP3aH
¢ edTe3nT). HAMa ganHuM 3a KIIMHWYHA €KCIIO3UITUS IPU IPHIIOKEHNE Ha HaTOBAapBallla J103a MpH
nena nox 6 roguHu. [IporHo3HKTE EKCIIO3UIIMY [TOKA3BaT, Ye MPH OTCHCTBHE Ha METOTPEKCAT,
HaTOBapBalllaTa J03a MOXKE Ja TOBEAE 10 IbPBOHAYAIHO MOBUILIABAHE HA CUCTEMHATA €KCIIO3ULIUA.

C nomomnira Ha NOMYJanUOHHO (PapMAaKOKHHETHYHO U (papMaKkOKHHETHYHO/(hapMaKkoIMHAMUYHO
MOJIeIIUpaHe U CUMYJIalUs € TIPOTHO3UPAHO, Y€ EKCITO3UIMATA Ha afatuMyMad U epUKaCHOCTTA MPH
MManueHTy, JiekyBaau ¢ 80 mg mpe3 ceaqMuIia, ca CpaBHUMH C TE3W MPH MaMeHTH, TpuemMan 40 mg
BCSIKa CeIMHIIA (BKIIIOUHUTENTHO BB3pacTHH nanuentu ¢ PA, I'X, YK, BK wu ncopuasuc, roromm ¢ I'X
u nequatpuunu naruenty > 40 kg ¢ BK u VK).

Bm,31<a CKCIIO3UIIMA-OTT'OBOP IIPH IICAMATPHUYHATA ITOITYJIAaIisg

Ha 6a3ara Ha nanHuM OT KIMHUYHATE Tipoy4BaHwus rpu manueHTn ¢ FOUA (pJIA u ERA), e ycraHOBeHa
BpB3Ka EKCIO3UIUA-OTTOBOP Mex Iy TutazMenuTe KoumneHaTpanun 1 PedACR 50 otrosopa.
YcraHoBeHaTa Mja3MeHa KOHIEHTPAIUs Ha afalTuMyMal, MpH KOSATO ChIIECTBYBA ITOJIOBUHATA OT
MaKCHMaJHaTa BEPOSTHOCT 3a mosiBa Ha oTroBop o PedACR 50 (EC50) e 3 pg/ml (95%

JN 1-6 ug/ml).

Bp’b3KaTa CKCIIO3ULUA-OTTOBOP MEXKAY KOHIICHTpAaMATa Ha a}IaJ'II/IMyMa6 n C(I)I/IKaCHOCTTa npu

MIeANATPUYHY MMAUEHTH C T&KHK XPOHUYCH TICOPUA3UC C TUTAKH € YCTaHOBEHA ChOTBETHO 32
PASI 75 u PGA ,,aucto* wiu ,,muaumanao’. PASI 75 u PGA ,,9ucTo® win ,,MUHIMAJTHO** HapacTBaT
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C HapacTBaHETO Ha KOHIIEHTPALIMHUTE Ha aJaliuMyMa0l, 1 BaTa MpH CXOAHA YCTaHOBEHA
EC50 mpubnuzutenso 4,5 pg/ml (crorBetno 95% AU 0,4-47,6 u 1,9-10,5).

Enuvunupane

ITomrymanimonHUTE hapMaKOKHHETHIHY aHamu3u Ha gaHau oT Hax 1 300 manwentn ¢ PA, pa3kpusar
TEHJICHIIXS 32 IT0-BUCOK MTPUBUACH KIMPHHC Ha afaiuMyMal C MOBHUIIaBaHE HA TEIIECHOTO TETJIO.
Cren xopurupaHe Ha pa3JIMKUTE 3a TEJIECHO TETJIO CE YCTaHOBSBA, Ye BH3PACTTa U MOTBT H3TIIeKIA
“MaT MUHUMAaJIeH eQeKT BrpXY KIUphHCa Ha amamumymad. HabmromaBaHo e, 1e HUBaTa Ha CBOOOTHUS
amanuMymab (HecBbp3aHus ¢ aHTU-aainMyMal antutena, AAA) B cepyma ca 1mo-HUCKH MTPU
NalyeHTH C U3MEPUMH aHTH-afaIuMyMal anTurena (AAA).

YepuoapoOHo minn Ob0peyHO YBpEKIaHE

Ananumyma0 He e IpOy4BaH MMPH MAUEHTH C YePHOPOOHO Wi ObOPEYHO yBpEXKIaHe.
5.3 TIlpeakIWHUYHM JAHHU 32 §€30MACHOCT

HexnmuanaauTe MaHHEM HE TIOKa3BaT OCOOEH PHCK 3a XOopaTa Ha 0a3aTa Ha MPOYYBAHMATA 32
TOKCUYHOCT TIPU €THOKPATHO MPIIOKEHUE, MPOYUYBAHUS 32 TOKCHYHOCT TP MHOTOKPATHO
MPUIOKEHUE U TeHOTOKCUYHOCT.

IMpu qbaroonamaTi Makaiy € MPOBEACHO MPOYYIBAHE 32 TOKCUIHOCT BBPXY
emOpuoderaaHoTo/mepuHaTanHoTo passurue npu A03u 0, 30 u 100 mg/kg (9-17 malimynu/rpyna),
IPH KOETO HE Ca YCTAHOBEHHM JIAHHH 33 YBPEX/IaHE Ha IJI0/1a, IbJDKANIO ce Ha aganumymab. [Topaau
JIMTICATa HA MOAXOISIINA MOJICIH 38 aHTUTSUIO C OrPaHUYCHA KPhCTOCaHa peakTUBHOCT KbM TNF Ha
Tpu3aydy U Pa3BUTUCTO Ha HCYTPpAJIMU3HUPAIIN aHTUTEIIA IIPU T'PU3aYUTE, HE Ca IMTPOBEICHU HUTO
NPOYYBaHUS 38 KAHIEPOTEHHOCT Ha aJlaluMyMad, HUTO CTaHJapTHA OLIEHKa HA epTHIINTETa U
IIOCTHATAIHATA TOKCUYHOCT.

6. DAPMAILIEBTHUYHHU JAHHU

6.1 Cnucbk Ha IOMOIIHHUTE BELIECTBA

AMNMHOBA KUCEIINHA

JIuMoHeHa KuceTnHa MOHOXHIpaT

Hatpues xnopun

Manuroi (E 421)

ITommcop6ar 80 (E 433)

XnopoBogopoaHa kucenuHa (3a kopexuus Ha pH) (E 507)
Hatpues xunpokcu (3a kopeknus Ha pH) (E 524)

Boga 3a nrxexnun

6.2 HecbBMecTUMOCTH

[Ipu nunca Ha MpoyYBaHUS 32 HECHBMECTUMOCTH TO3M JIEKapCTBEH MPOIYKT HE TPsIiOBa /1a ce CMecBa ¢
JIPYTH JIEKapCTBEHH MPOIYKTH.

6.3 Cpok Ha rogHOCT

30 Mmecena
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6.4 CnenuajHH ycJI0BHUS HA CbXpaHeHUe

Ja ce cpxpansaBa B xnaguiHuK (2°C - 8°C). [la He ce 3ampazsBa. ChXxpaHsABaiiTe peIBapUTETHO
HaITbJIHEHATa CIIPUHIIOBKA/TIPEABAPUTEIIHO HAIIbIHEHATA TUCAJIKa B KAPTOHEHATa OTAaKOBKa, 32 Ja Ce
Hpeasy OT CBETIHHA.

Hyrimoz npeaBapuTenHO HabJIHEHATA CIIPUHIIOBKA/TIPEABAPUTEIIHO HAITBJIHCHATA MHCATIKA 32
e/THOKpaTHa yrmoTpeda MOKe J1a ce ChXpaHsBa pU TeMieparypa a0 MakcumyM 25°C 3a nepuoj

10 21 pau. IlpenBapuTenHO HalrbJIHEHATa CIPUHIIOBKA/IIPEABAPUTEIHO HAIIbJIHEHATA M CAlIKa TpAOBa
na Ob/Ie 3alIiTeHa OT CBETJIMHA U J]a C€ M3XBBPJIH, aKO HE CE M3MO0JI3Ba B paMKHTE Ha 2 1-1HEBHUA
MEePUO/I.

6.5 Bwuau chabp:kaHue HA ONIAKOBKATA

Hyrimoz 20 mg uHXEeKLMOHEH PA3TBOP B NPEABAPUTENHO HANBIHEHA CIIPUHIIOBKA

0,4 ml pa3TBOp B CIIPHHIIOBKA 33 €AHOKpATHA YIoTpeba OT MpO3payHo CTHKIIO THII I, ¢ ryMeHa riiaBa
Ha OyTtanoto (OpoMOyTHIIOBA r'yMa) U UIJIa OT Hepbxkaaema ctomana 29 G ¢ aBToMaTH4eH
IIpeaIIa3uTell Ha Uriara ¢ MCTO 3a XBalllaHe, TyMeHa Kalladyka Ha uriara (TepMoIIacTuueH
eJIaCTOMEp) U IJIACTMACOBO OyTalo.

OnakoBka oT 2 IpeABAPUTCIHO HAIIBJIHCHNU CIPUHIIOBKHU B 6J'II/ICTCp

Hyrimoz 40 mg MHXXEKLMOHEH PA3TBOD B IPEABAPUTEIHO HAITBJIHEHA CIPUHIIOBKA

0,8 ml pa3TBOp B CIIPHHIIOBKA 33 €AHOKpATHA yIoTpeba OT Mpo3payHo CTHKIIO THII I, ¢ ryMeHa riiaBa
Ha OyTanoro (OpoMOyTHIOBAa I'yMa) M UTJIa OT Hephkaaema cromana 29 G ¢ aBTOMaTHYCH
MPeANa3nuTe Ha UIIaTa C MICTO 3a XBalllaHe, TyMECHA Kallayka Ha uriaTa (TepMOILIacTHYCH
eJacToMep) U TIacTMacoBO OyTaro.

OmnakoBku OT 1 1 2 mpeaBapUTEIHO HAITBJIHEHU CIIPUHIOBKU B OJHCTEp
I'pynoBa onakoBka, chabpprkaiia 6 (3 omakoBKH O 2) MPeIBapUTETHO HAITBIHEHN CIIPHHLIOBKH B

ommcrep

Hyrimoz 40 mg MHXEeKLIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBJIHEHA MMUCATKA

0,8 ml pa3TBOp B TIpeIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA 3a €AHOKPATHA yIoTpeba, MOHTHpAHAa B
TPUBI'BJIIHA MHCAJIKA C IPO3PAYHO MPo30opue 1 eTukeT. CIpUHIIOBKATA B TUCANIKATA € HAIIPABEHA OT
CTBKJIO THII |, ¢ Urya oT Hephkaaema croMana 29 G, BbTpelIHA I'YMEHA Karmadyka Ha Urjiata
(TepMoIIIacCTHYCH €1acTOMEp) U TYMEHa T1aBa Ha 0yTanoto (OpoMOyTHIIOBa TyMa).

OnakoBku OT 1 1 2 mpeBapUTEIHO HAITBJIHEHU MTUCATKU
I'pymoBa omakoBka, Chabpikamia 6 (3 omakoBKH 10 2) MPEABAPUTEITHO HAITBITHCHH ITHCATTKH

He Bcrukm BuoBe OnakoBKH MOXe Aa ObJaT MycHAaTHHA Ma3apa.
6.6 CnenuaJHu npeanasHu MepKH NPH U3XBbPJIsHE

Heusnon3panusr JICKAPCTBCH MPOAYKT WJIN OTHAABUYHUTC MATCPpUAIN OT HET'O TpH6Ba Aa CC U3XBBPJAT
B CbOTBCTCTBHUC C MCCTHHUTC N3HMCKBAHUA.

[IpnHM yKa3aHus 3a ynorpeda ca mpeJcTaBeHH B INCTOBKATa, B TOUKa 7 ,,YKa3aHUs 3a ynotpeda”.
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7. IIPUTEXATEJ HA PASPEHNIEHUETO 3A YIIOTPEBA
Sandoz GmbH

Biochemiestr. 10
6250 Kundl

ABcTpus

8. HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

Hyrimoz 20 mg MHXEeKLIMOHEH PA3TBOD B IPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA

EU/1/18/1286/007

Hyrimoz 40 mg uHXEeKLIMOHEH PA3TBOP B NPEABAPUTENHO HANBIHEHA CIIPUHIIOBKA

EU/1/18/1286/001
EU/1/18/1286/002
EU/1/18/1286/003

Hyrimoz 40 mg MHXEKIIMOHEH PAa3TBOD B IPEIBAPUTEIHO HANBJIHEHA IUCAJIKA

EU/1/18/1286/004
EU/1/18/1286/005
EU/1/18/1286/006

9. JATA HA ITBPBO PAZPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

[lata Ha mepBoO paspemaBane: 28 o 2018 1.
Jara Ha mocnenHo mogHOBsBaHe: 15 deBpyapu 2023 T.

10. [JATA HA AKTYAJIU3UPAHE HA TEKCTA

ITonpoOHa wHGOPMAITHS 32 TO3U JCKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponefickara
AreH1us 1o JiekapcTBata https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUS ITPOJAYKT

Hyrimoz 20 mg umKeKInOHEH Pa3TBOP B MPEABAPUTEITHO HATBJIHEHA CIIPUHIIOBKA
Hyrimoz 40 mg uHXeKIMOHEH Pa3TBOP B IMPEABAPUTENHO HAITBIIHEHA CIIPHHIIOBKA
Hyrimoz 40 mg umxeKIHOHEH Pa3TBOP B MPEABAPUTEITHO HAMTBIHEHA MTHCATKA
Hyrimoz 80 mg umkeKIMOHEeH pa3TBOP B MPEIBAPUTETHO HATBIHEHA CITPUHI[OBKA

Hyrimoz 80 mg umKeKIMOHEH pa3TBOP B MIPEIBAPUTETHO HAIIbIHEHA ITHCATKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

HVrimOZ 20 mg MHKXCKIMOHCH pa3TBOP B IIPCABAPUTCIHO HAITBJIHCHA CIIPUHIIOBKA

Besika 0,2 ml nipepBapuTeiHO HaITbIHEHA CIPHUHIIOBKA C €AMHUYHA 1034 Chabpika 20 mg
agamumymab (adalimumab).

Hyrimoz 40 mg MHXEKIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Besika 0,4 ml mpeaBapuTeIHO HabJIHEHA CITPUHIIOBKA C €IMHUYHA J103a Chabpxa 40 mg aganumymad
(adalimumab).

HVrimOZ 40 mg MHXKXCKIIMOHCH pa3TBOP B IPCABAPUTCIHO HAITBJIHCHA MMHUCAJIKA

Besika 0,8 ml mpensapureHo HabIHEHA MMHCANKaA C €AMHAYHA 1034 Chabpika 40 mg amanumMymad
(adalimumab).

Hyrimoz 80 mg MHXEKIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Besika 0,8 ml mpeasaputeHo HambIHEHA CIPUHIIOBKA C SMHUYHA J103a Chabpxa 80 mg aganuMymad
(adalimumab).

HVrimOZ 80 mg MHXKCKIMOHCH pa3TBOP B IIPCABAPUTCIHO HAITBJIHCHA MMHCAJIKA

Beska eqmanYHA 1032 B TIpeIBapUTETHO HarbIHeHA rrcanka oT 0,8 ml ceappika 80 mg amamumymad
(adalimumab).

Anmamnmymab (adalimumab) € peKOMOMHAHTHO YOBEIIKO MOHOKJIOHATHO aHTUTSIIO, IPOU3BEICHO B
KJIETKU OT SINYHUK HAa KUTAWCKU XaMCTep.

3a IIBJIHMS CIIMCHK Ha ITOMOIIHHUTE BEIUICCTBA BUXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxeKoneH pa3TBop (MHXKEKINs) B IPEABAPUTENIHO HAThJIHEHA CIPUHIIOBKA
WmxekunoHeH pa3TBop (MHXEKLHs1) B IpeBapUTEIHO HanbiHeHa nucaika (SensoReady)

Buctbp 10 cnabo onajnecuupaii, Oe31BETEH WK 0JICTI0KbBITCHUKAB Pa3TBOP.
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4, KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHHU NMOKA3aAHUS

PeBMarounsen aprtpur

Hyrimoz B koMOHMHAaIIUsS ¢ METOTPEKCAT € TIOKa3aH 3a:

. JICYCHHE Ha YMEPEHO A0 TEKKO U3Pa3eH aKTUBEH PEBMATOUACH apTPUT MIPHU Bb3PACTHU
MAIMeHTH, KOTaTO OTTOBOPHT KbM MOAM(HUIIMpanuTe 00JIeCTTa aHTHPEBMATHIHU JIEKapCTBa,
BKIIFOUUTEITHO METOTPEKCaT, € HeJJOCTaThUeH.

o JICUCHHE HA TE)KKA, aKTUBHA U MPOTPECHBHA (OpMa Ha PEBMATOMJICH apTPHUT NPU Bh3PACTHH,
HeJIEKyBaHU Mpeay ToBa ¢ METOTpeKcar.

Hyrimoz moxe na ce mpuiara KaTo MOHOTEpAIHs B ClIy4yail Ha HEMOHOCHMOCT KbM METOTPEKCAT HITH
KOTaTo MPOIBIKATEITHOTO JICUCHUE C METOTPEKCAT € HeTIOAXOIIO.

JlokasaHo e, ye ajiaiuMyMad HamallsiBa CTEIEeHTa Ha MPOrPechs Ha CTABHOTO YBPEXKIaHEe, H3MEPEHO C
PEHTIEHOBO M3CeBaHe, U 000psiBa (pu3HuecKaTa akTHBHOCT, KOraTo Ce Mpujiara B KOMOMHAIHUS C

METOTpPEKCAT.

IOBeHnmen nanonaTUu4eH apTPUT

Honuapmuxkynapen 108enunen uOUOnamuier apmpum

Hyrimoz B koMOUHAITHS ¢ METOTPEKCAT € MTOKa3aH 3a JIeUeHHe Ha aKTHBEH MOJHAPTHKYIApEH
IOBCHUJICH WIMOMATHYCH APTPUT TIPH MAI[UCHTH, HABBPIIHIN 2 TOUHHU, IPH KOUTO OTTOBOPHT KbM
eIIH WY TIOBeYEe OT MoauduIupamure 0orectra aHTHpeBMaTnuHu jJekapctBa (DMARD) e 6un
HemoctarbueH. Hyrimoz moske fa ce mpuiiara KaTo MOHOTEPAIHS B CIy4ail Ha HEITOHOCHMOCT KbM
METOTPEKCAT WIH KOTAaTO MPOIBIIKUTEITHOTO JICUSHUE C METOTPEKCAT € HeIMOoAX0IAIIO0 (3a
e(UKACHOCTTA ITPU MOHOTEpANHS, BXK. Touka 5.1). Anamumyma0 He € MPOydYBaH MPU MAUSHTH Ha
BB3pacT 101 2 TONHH.

Apmpum, cevpsan c enmezum
Hyrimoz e nmokasan 3a jiedeHre Ha aKTUBCH apTPHT, CBbP3aH C CHTE3UT, MPH MAIUCHTH Ha 6-ToquiHa
BB3PACT U IO-TOJIEMU, KOUTO Ca CE MOBJIUSIN HEAOCTATBYHO UIIK UMAT HEIIOHOCUMOCT KbM

KOHBEHITMOHATHATa Tepanus (BX. Touka 5.1).

AKcHalleH CIOHIUI0apTPUT

Anxunosupawy cnonourum (AC)

HyrimOZ € MMOKa3aH 3a JICYCHUC HAa Bb3PACTHHU C TCKKA aKTHBHA (bopMa Ha aHKHJI03upaIlll CliOHAWJINUT,
KOraTo OTroBOPHT KbM CTaHJAAapTHATA TEpanund € HEAOCTATHhUYCH.

Axcuanen cnonounoapmpum 6e3 penmeenoepagcxku oannu 3a AC
Hyrimoz e nmokasaH 3a jiedeHre Ha Bb3PACTHH C TS)KBK aKCHAJICH CIIOHIUIOAPTPHUT, O3
pentreHorpadceku nanau 3a AC, HO ¢ OOCKTUBHY MPU3HAIM HA Bb3nayieHue oT nosuiieH CRP w/unu

ot SIMP, kouTo ca UMaJIi HEaJeKBATHO MOBJIHUSABAHE WM HEMOHOCUMOCT KbM HECTECPOUTHH
npotuBoBB3nANIMTETHH JiekapcTsa (HCIIBC).
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IIcopuaTudeH apTpUT

Hyrimoz e mokasan 3a jiedeHue Ha aKTUBHA U IIPOrpecuBHa (hopMa Ha IICOPUATUYCH apTPUT MIPU
BB3PACTHH, KOTaTO OTTOBOPBT KbM MpeaXxoaHaTa, MoaupuIHpaniara 60iecTTa aHTHPEBMATOUTHA
JIeKapCTBEHA Tepartus, € OuJI HeloCTaTh4EeH.

JoxkazaHo e, 4e aganuMyMald HaMallsiBa CTEIIEHTa Ha NIporpecus Ha NepudepHOTO CTaBHO YBPEXAHE,

U3MEPEHO C PCHTTCHOBO M3CIICABAHE MPU MAIUCHTH C TOJIMAPTHKYJIApEH CUMETPHYEH IMOATHUIT Ha
3abonsaBaHeTo (BXK. Touka 5.1) m momoopsBa pusuveckaTa akTHBHOCT.

Ilcopuasuc

Hyrimoz e mokasas 3a jiedeHre Ha YMEPEH JI0 TSKbK XPOHUCH TICOPHA3UC C TUIAKH TIPH Bh3PaCTHH
MAIMEHTH, KOUTO Ca KaHIUAATH 3a CHCTEMHA Teparusl.

Tlcopuasuc ¢ mIaky npu NeAUaTPUIHU MAIUEeHTH

Hyrimoz e nmokasas 3a je4eHue Ha TeKbK XPOHUYEH IICOPUA3KC C TUIAKH MPH Jela U FOHOIIH
OT 4-roauIIHa B3pacT, KOUTO ca Ce MOBJIMSUIN HEOCTATHYHO WM Ca HEMOAXOMSAIIN 3a JOKaIHA
Tepanus U GOTOTEpaITHH.

T'moen xunpaneaut (I'X)

Hyrimoz e nmokasas 3a je4eHre Ha yMepeHa 10 TeXKa akTUBHA ()oOpMa Ha THOCH XUAPAJICHUT
(axHe MHBEp3a) MPU BB3PACTHHU M OHONIM HaJl 12-TOAMIIIHA BB3PACT C HEaJeKBaTEeH OTTOBOP KbM
KOHBCHITMOHATHA cHCTeMHa Tepanus Ha ['X (Bxk. Touku 5.1 u 5.2).

Bosnect Ha Crohn

Hyrimoz e nmokasan 3a je4eHre Ha yMepeHa 10 TexKa akTuBHa popma Ha 6ostectta Ha Crohn mpu
BB3PACTHU MALUEHTH, IPH KOUTO JIMIICBA TEPANICBTHYCH OTTOBOP, HE3aBHCUMO OT ISITIOCTHO H B
JOCTaTh4HA CTETICH POBEACHHS KypC Ha JIeYeHHE ¢ KOPTUKOCTEPOHT H/WITH UMYHOCYIIPECOp HIIH TIPH
TaKWBa, KOUTO MMAaT HETIOHOCUMOCT HMJIM MEJUIIMHCKHU NTPOTHBOIIOKA3aHUS 3a MOA00EH BU/I TEPATIHH.

Bonecr na Crohn Opyu OCAUAaTPUYHA NAITUCHTHA

Hyrimoz e nmokasas 3a je4eHre Ha yMepeHa 10 TexKa akTuBHa (popMa Ha 6osectta Ha Crohn mpu
neIuaTpUYHY MAlMeHTH (HaBbPIIMIN 6 TOIWHH), IPH KOUTO MMa HeaJeKBaTeH OTTOBOP KbM
KOHBCHIIMOHAJHATA TEPAITHsl, BKIIIOYUTEITHO MbPBUYHA XPAHUTEIHA TEPAIHs 1 KOPTUKOCTEPOUT H/UITH
UMYHOMOJYJIaTOP, WM KOUTO HMaT HETOHOCHMOCT KbM WJIM TIPOTHBOIIOKA3aHHS 3a TE3HU Teparmni.

Vi1epos3eH KOJIuT

Hyrimoz e mokasan 3a jiedeHHe Ha YMEPEH JI0 Te)KbK aKTUBEH YJIIIEPO3CH KOJUT MPU B3PACTHU
NalnyueHTH, KOUTO UMaT HEAOCTaThbUeH OTTOBOP Ha CTaHAApPTHATA Tepalus, BKIIOYBAILA
KOpTUKOCTepouu 1 6-mepkanTorryput (6-MI1) wnu azatrnonpun (A3A), i umat
HETIOHOCHMOCT, HJI MEIMIIMHCKY TIPOTUBOIIOKA3aHMUS 32 TT0100Ha Teparsl.

Vimepo3eH KOJUT IPU ITEIUATPUYHHN MAIUEHTH

Hyrimoz e nmokasas 3a je4eHre Ha yMepeHa 10 TeXKKa akTUBHA (hOpMa Ha YIJIIEPO3eH KOJIHT IPH
NeIMaTPUYHY MMalueHTH (HaBbPIIMIN 6 TOAMHN), KOUTO UMAT HEJOCTAThYCH OTTOBOP KbM
KOHBEHIIMOHATHATA TEparus, BKIIOYBAIIa KOPTUKOCTEPOUIN H/WiH 6-MepkanToypuH (6-MIT) nau
azaruonpuH (A3A), Uiy UMaT HETIOHOCUMOCT, WJIH METUITMHCKY MMPOTHBOIIOKA3aHUS 32 TAKUBA
Tepanuu.
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Yeeur

Hyrimoz e mokasau 3a jeueHne Ha HEMH(PEKIMO3EH HHTEPMENEPEH, 3a/IeH U TTAHYBEUT MPH
Bb3PAacCTHU MALUEHTH, KOUTO Ca UMaJIU HEAJEKBATEH OTTOBOP KbM KOPTUKOCTEPOUAH, NIPU MMALIUEHTH,
IIPH KOUTO € HeOOXOIUMO Jia ce M30sIrBaT KOPTUKOCTEPOUIH, WITH TIPU KOUTO JICYCHUETO C
KOPTUKOCTEPOUAM € HEMOAXOISIILO.

VYBeuT npu neauaTpuyuHy MallueHTH

Hyrimoz e nmokasan 3a jie4eHie Ha XpOHUYEH HeHMH(PEKIINO3EH MPEACH YBEUT MPH MEAUATPUIHU
NalyeHTH, HABbPUIMIIH 2 TOAWHH, IPU KOUTO UMa HeaJleKBaTeH OTIOBOP WM UMAT HETOHOCHMOCT
KbM KOHBCHIIMOHAIHATA Tepalus, WIXA IIPU KOUTO KOHBEHLIMOHAIHATA TEPAlus € HeIOAXO 1A,

4.2  Jlo3upoBKa U HAYMH HA NPUJIOKEeHHE

JleuenueTo ¢ Hyrimoz tps6Ba ga Obe 3alI0YHATO U HAOIIIOIaBaHO OT JIEKAP CIHEMHAIIUCT C OIUT B
JMAarHOCTHUKATA M JICYEHHETO Ha 3a00/sBaHMATa, 32 KouTo Hyrimoz e mokasan. IIpenmopbunTesTHO €

0 TaIMOJIO3UTE J]a C€ KOHCYJITUPAT C MOAXO A CIICIIUAIUCT MPEIN 3alI0UBaHE Ha JICUCHUE C
Hyrimoz (8. Touka 4.4). Ha manuentute, nekyBanu ¢ Hyrimoz, tps6Ba 1a ce 1aBa HaImOMHSAIIA KapTa
Ha MalyeHTa.

Cren chOTBETHO OOyUCHHE B MHXKCKIIMOHHA TEXHUKA, MAIHCHTHUTE MOTAT J1a CH UHXKEKTHPAT CaMU
Hyrimoz, ako jekapsT cMEeTHE TOBA 38 YMECTHO U IIPH CHOTBETHO MEAUIIMHCKO MPOCIIEAsIBaHE, KOTaTo
€ He00XOIUMO.

ITo Bpeme Ha JieyeHreTo ¢ Hyrimoz e Hano)XHUTEeIHO ONTUMU3UPAHETO HA CHIIBTCTBALINTE TEPAITUH
(Hamp. ¢ KOPTUKOCTEPOUIH W/UITK HMyHOMOYJIATOPH).

ﬂO3I/I[2OBKa

Pesmamouden apmpum

IpemoprunrennaTa qo3a Hyrimoz 3a Be3pacTHy manueHTH ¢ peBMaronzeH aptput e 40 mg
ajanuMyma0, IpuiIaraHa rnpe3 ceMUIA KaTo eAHNHIYHA 1032 Ype3 MOJAKOKHO WHKEKTHpaHE.
ITo Bpeme Ha nedenneto ¢ Hyrimoz tpsoBa aa ce mpoabiku MPUIOKEHHETO Ha METOTPEKCAT.

ITo Bpeme Ha sieueHneTo ¢ Hyrimoz mMoske 1a mpoabKK MPHI0KEHHETO Ha TIIFOKOKOPTHKOUIH,
CaJIMIINIIATH, HECTEPOUJIHH MPOTUBOBB3NAIUTEIIHU CPEICTBA WK aHanreTunu. [1o oTHoIIeHHE Ha
KOMOHHAIUATA C APYTH MOJUPHUIHPAIINTE O0JIECTTa aHTUPEBMATHYHH JIEKAPCTBA OCBEH
METOTpeKcaT, BUXKTe Touku 4.4. u 5.1.

IIpu MOHOTEpan¥sl, HIKOW MAIUEHTH, TPU KOUTO OTTOBOPHT KbM Tepanusara Hyrimoz 40 mg npe3
CeIMHIIA € MOHMKEH, MOTaT Jla UMAT ToJ3a OT yBelnuaBaHe Ha jjo3ara 1o 40 mg aganumymad Besika
ceamuria wim 80 mg mpe3 ceaMuIia.

Hamnunurte JaHHU Mpeanojarat, Y€ KIIMHUIHUAT OTTOBOP CC ITOCTUTA OOMKHOBEHO B paMKHUTEC
Ha 12-CeJJ;MI/IT-IHO JICUCHUC. HpI/I ManUeHTH, IIPXU KOUTO HAMA OTTOBOP B PAMKUTEC HAa TO3U BPEMCBU

MEpUO/I, MPOABIKABAHETO HA JICYUEHUETO TPsiOBa J1a Oblie MPEOIICHEHO.

Hyrimoz moxe 1a ce mpeiara ¢ pas3jIMYHO KOJIMYECTBO HA aKTHBHOTO BEIIECTBO B 1030Ba €IUHHIIA
W/WiM JeKapcTBeHa (opMa B 3aBUCUMOCT OT MHIUBHIYAIHUTE HYK/IU OT JICUCHUE.

Ilpexvceane na neuenuemo

Moxe Ja € H606XOI[I/IMO MPEKBCBAHE HA JICUCHUCTO, HAIIPUMED MPCAU XUPYPIruiHa UHTCPBCHI WA UJIN
IIpY Bb3HUKBAHC HAa CCPHUO3HA I/IH(i)CKI_II/IH.
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Hanuunurte ganuu npeamnojiarat, Y€ mOBTOPHOTO IMPUIJIOKCHUC Ha a,[[aﬂI/IMYMa6 CIICQ 70-)1H6BHO N
MNO-MPOABJKUTCIIHO MPEKBCBAHEC BOAU N0 ChIIaTaTa CTCIICH HA KIIMHUYCH OTTOBOP U HOIL066H HpO(i)I/IJ'I
Ha 663OHaCHOCT, KaKTO ONpCau NPpEKbCBAHE HA JICUHCHUCTO.

Auxunosupaw cnonounum, akcuaien cnonouroapmpum oe3 penmeenoepagpcxku oannu 3a AC u
ncopuamuier apmpum

IpemopbunTtennaTa 103a Hyrimoz 3a marnueHTy ¢ aHKUIO3UPAIIl CIIOHIUIINAT, aKCHATICH
crioHamIIoapTpuT 0e3 peatrenorpadceku ganan 3a AC u ncopuatudeH aptput ¢ 40 mg aganmumymao,
npujiaraHa rnpe3 ceJMUIa KaTo eAMHUYHA 1032 YPe3 MOJAKONKHO HHIKEKTHPAHE.

HanuunuTte JaHHU OPEIIonarar, 4¢ KIMHUIHUAT OTTOBOP C€ MOCTUTra OOMKHOBEHO B PAMKHTE
Ha 12-cenmuuHO Jiedenue. [Ipyu nareHTy, Ipyu KOUTO HIMa OTTOBOP B PAMKHTE Ha TO3H BPEMEBH
NepUOJ, NPOIBIKABAHETO HA JICUEHUETO TPsIOBa J1a ObJie MPEOLICHEHO.

Ilcopua3zuc

Ipemoppuntennata 103a Hyrimoz 3a Be3pacTHu manueHTH ¢ HavaaHa go3a oT 80 mg, npunoxeHa
MTOAKOKHO, TTocieaBana oT 40 mg moAKOKHO Ipe3 CEIMHUIIA, eAHa CEIMHUIIA CJIe HadaHaTa 103a.

3a mojbprkaia 103a ¢ HaaumdeH Hyrimoz 40 mg uHKeKIMOHEH pa3TBOP B MPEABAPUTEIHO HATbIHEHA
CIPHUHLIOBKA W/WJIM NPEABAPUTETHO HATBJIHEHA MUCAJIKA.

IIpoasmkuTenHaTa Tepanus ciaea 16 ceqMuiiy TpsiOBa BHUMATEIHO J1a OBJ/I€ MIPEOIICHEHA TTPU
MalKEeHTH, IPU KOUTO HsIMa OTTOBOP B PAMKUTE HAa TO3U BPEMEBU MEPHUO/I.

Cren 16 cenMunm ManueHTUTE C HETOCTaThueH oTroBOp KbM Hyrimoz 40 mg mpe3 ceamuIia Moxe aa
UMaT MOJIOKUTENICH eeKT OT yBearuuaBane Ha jo3ara 10 40 mg Beska ceamuna win 80 mg npes
cenmuria. [Ton3uTe U pUCKOBETE OT MPOABIDKUTENHATA Teparnus ¢ Hyrimoz 40 mg Beska ceaMuna win
80 mg mpe3 cenmuiia TpsOBa J1a ObAAT BHUMATEIHO MIPEOIICHEHHU IPU NAIlMeHTH ¢ HEAOCTaThUYCH
OTTOBOP CJIeN yBEJIMYaBaHe Ha J1o3aTa (Bxk. Touka 5.1). Ako Ob/ie TOCTUTHAT 3aJI0BOJIUTEIICH OTTOBOP
¢ 40 mg Bcska ceqmuna win 80 mg mpe3 ceAMHUILIA, BIOCIEICTBUE T03aTa MOXKeE 1a Oblle HaManeHa

1o 40 mg npe3 cenMuna.

HyrimOZ MOKE 1a C€ mpeajiara ¢ pa3jin4HO KOJMYECTBO HA aKTUBHOTO BCIICCTBO B JO30Ba €ANHUIIA
H/WIIH JICKapCTBCHA (bopMa B 3aBUCUMOCT OT MUHAUBUAYAJTHUTEC HYX XU OT JICHCHUC.

T'noen xuopaoenum

IpemoprunrtennaTa go3a Hyrimoz 3a Be3pactau nanpedtn ¢ rHoeH xuapagenut (I'X) e 160 mg
IbPBOHAYAHO B JieH | (npunoskenu kato ase 80 mg unxekiuu win yetupu 40 mg WHXKEKIMK B €UH
neH uin karo enHa 80 mg urxekus wiu 18e 40 mg MHKEKIIUU HA JICH B J[Ba IMOCJICJOBATEITHH JTHH),
nocneaano ot 80 mg 1Be ceMUIH MO-KbCHO B JieH 15 (mpritoxkeHu Kato exHa 80 My HHKEKIUS WITH
nse 40 mg unxekiuu B eaun aeH). Cien ape ceamunu (aeH 29) na ce npoasioku ¢ 1o3a ot 40 mg
Besika ceamuua win 80 mg npe3 cenmuna (MpuioxkeHu karo eana 80 My WHKEKIHsI WK JIBE
HXeKIn 1Mo 40 mg B €/IMH U CBIIH JeH). AKO € He00X0AUMO, aHTUOMOTHUIIUTE MOTAT Ja ObJaT
MPOIBIDKCHH 110 BpeMe Ha jieueHreTo ¢ Hyrimoz. TIpenopsuuTesHo € MalueHTUTe 1a U3M0JI3BaT
JIOKAJTHO aHTHCETITUYHO U3MHUBaHE Ha TEXHUTE Je3uH oT ['X ekeHEBHO 10 BpeMe Ha JICUEHUETO

¢ Hyrimoz.

IIponsmxutenHaTa Tepanus ciaex 12 ceqMuiy TpsiOBa a Ob/ie BHIMATETHO MPEOIICHEHA TTPH
MAIUeHTH, TIPY KOUTO HsIMa MOI0OpPEHHE B PAMKHTE Ha TO3U BPEMEBU MIEPUO/I.

AKoO neueHHreTo TpsAOBa 1a OBbe IPEKBCHATO, Bh30OHOBSIBAHETO MOXe aa crane ¢ Hyrimoz 40 mg
BcsKa ceamuiia uiu 80 mg mpe3 ceamuiia (BxK. Touka 5.1).
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[Toy3uTe ¥ pUCKOBETE OT MPOIBIDKABAHE HA JIBITOCPOYHOTO JCUeHUE TPSIOBA Jla ce OLCHSABAT
MepUOANYHO (BXK. TOUKa 5.1).

HyrimOZ MOIKE 1a C€ mpejiara ¢ pa3jInyHO KOJUYCCTBO HAa aKTUBHOTO BCIICCTBO B J030Ba €ANHUIIA
W/WIH JICKapCTBCHA (bOpMa B 3aBUCUMOCT OT UHAUBUAYAJTHUTC HY KU OT JICHCHUC.

bonecm na Crohn

IMpenopbunTeIHaTa HHIYKIIMOHHA CXeMa Ha MpuiiokeHne Ha Hyrimoz mpu Bb3pacTHU MAIMEHTH ¢
yMepeHa 10 Texka gpopma Ha 6osectta Ha Crohn e 80 mg B Cenmunia 0, nocneasanu ot 40 mg B
Cenmuiia 2. B ciayyaii Ha HEOOXOAUMOCT OT MO-0BbP3 TEPANICBTUYCH OTTOBOP MOXKE JIa CE MPUII0KHU
cxemara 160 mg B Cenmuna O (mpunoxenn kato nse 80 MQ MHXKEKITUN HITH YETHPH MHXKEKIUH 110 40
mg B paMKHTE Ha €TUH JIeH Wi KaTo eana 80 My MHKeKIns WK ABe WHXeKIun 1mo 40 mg Ha JieH B
paMKHTe Ha ABa mocieaoBaTeNHu AHN), nocnenasanu ot 80 mg B Ceaqmuna 2 (MIpHUI0KEHHU KaTo eHa
80 mg uHxeknus win ABe HHXKEeKIuH 1mo 40 mg B paMKUTE Ha €JIWH JIeH), ChC Ch3HAHUETO, Y€ PUCKBT
OT HEXKETIaHW CHOUTHS € MTO-BUCOK MPH MPHUIIOKEHHE Ha T10- BUCOKA MHAYKIIMOHHA J103a.

Crnen MHAYKIMOHHOTO JICYSHHE, TIPEropbhunTeiHaTa 1o3a ¢ 40 mg, mpuiiarana mpes ceaMuIia upes
TOIKOKHO HMIDKEKTHPaHe. AJITEPHATHBHO, aKO MAIMEHTHT € PeKpaTul Tepanusara ¢ Hyrimoz, no
BB3HUKHAT TPU3HAIM U CHMIITOMH Ha 3a00JIsIBaHeTO, JeueHneTo ¢ Hyrimoz moxe maa Ob1e
oIHOBeHO. Hamnuiie e TBbp/ie orpaHryeH OMUT OTHOCHO MOJTHOBSIBAHETO HA TepanusaTa ¢ Hyrimoz
CJIe]] OBeYEe OT 8 CeMUIIM OT MPHUIJIAraHETO Ha MPEANITHATA J103a.

Ilo BpPEMCE Ha MnoJgabprKaiiara Te€parusa 103aTa Ha KOPTUKOCTEPOUIUTE MOXKE J1a C€ HaMallu
MNOCTCIICHHO B CHbOTBCTCTBUC C IIPAaBUJIaTa Ha KIIMHUYHATA IPAKTHKA.

Hsxon manueHTH, Ipu KOUTO MMa TIOHMKEH OTroBOp KbM TepamusTa ¢ Hyrimoz 40 mg mpe3 ceamuiia,
MOJKe Jla UMaT MojI3a OT yBeauuaBaHe Ha qo3arta 10 40 mg Hyrimoz scsika cenmuria win 80 mg mpe3
ceaMuIia.

Hsxon manuenTu, mpu KOUTO JurcBa oTroBop 1o Ceamuna 4, MoXke J1a ©MaT 1Moja3a OT
MIPOIBIDKUTEHA TTObpoKama Tepamus 10 Cenmuna 12. [Ipy nanueHTH, mpu KOUTO HAMA OTTOBOP B
paMKHTE Ha TO3W BPEMEBHU TIEPHO/I, MPOABDKaBAaHETO Ha JICUCHHUETO TPsOBa Aa OhJ¢ BHUMATEITHO
MIPEOTICHEHO.

HyrimOZ MOXKE a CC npcajiara ¢ pa3jivdHO KOJIUYICCTBO HAa aKTUBHOTO BCIICCTBO B J030Ba CAMHUIIA
n/unu JICKapCTBCHA (bopMa B 3aBUCUMOCT OT HHAUBUAYAJTHUTE HYXIU OT JICHCHUC.

Yﬂuep03eH KoJaum

IpemopbunTenHaTa HHAYKIIMOHHA CXeMa Ha Mpuiioxkenue Ha Hyrimoz mpu Bp3pacTHH MalMeHTH ¢
yMepeH JI0 TeXbK yiiepo3eH kot ¢ 160 mg B Cenmuna O (mprnoskenu kato ase 80 My HHKEKIHH
WM 4YeTUpH HHXeKIuH 1o 40 mg B eAuH JeH win Kato eqHa 80 My WHKEKIHs Wi J[BE MHKEKIUHU 110
40 mg Ha JieH B paMKUTe Ha JiBa rocienoparesiau qau) wir 80 mg B Ceamuna 2 (MpUIIOKEHH KaTo
enna 80 My MHXKEKIUS WK JABE WHXekimu o 40 mg B paMkute Ha euH JieH). Ciael HHIYKIIMOHHOTO
JIeYEHUE, MpenopbunTenHara 103a ¢ 40 mg, npunaraHa npe3 ceAMUIIA Ype3 MOAKOKHO HHKECKTHPAHE.

Ilo BpPEMC Ha MoJgabprKaliara Teparus, J03aTa Ha KOPTUKOCTEPOUANUTE MOKE Aa CC HaMaJIn
MOCTCTICHHO B CHbOTBECTCTBUC C HACOKUTC 3a KIIMHUYHA IMPAKTHUKA.

Hskown manmenTH, mpu KOUTO MMa MMOHIKEH OTroBOp KbM Teparnuira ¢ Hyrimoz 40 mg mpes ceamuia,
MOe JIa UMarT 110J13a OT yBelIn4aBaHe Ha jo3ara 710 40 mg Hyrimoz Beska ceqmuna wiu 80 mg mnpes
ceaMuIia.

Hanuunaute JaHHU Mpearnojarar, 4€ KIMHUYCH OTTOBOP OOMKHOBEHO C€ A0CTUT'a B paAMKHTE

Ha 2-8 ceqmunu ot neyenuero. Jleuennero ¢ Hyrimoz ne tps6Ba ja npoabipKaBa Mpy MalMeHTH, IPU
KOHTO HsIMa OTTOBOP B TO3U BPEMEBH IIEPHOI,.
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HyrimOZ MOZKE 1a CC npeajiara ¢ pa3JiIndHO KOJUYCCTBO HAa aKTUBHOTO BCIICCTBO B 1030Ba CAMHULIA
15047%8) 1% JICKapCTBCHA @opMa B 3aBUCUMOCT OT MHAUBUAYATHUTEC HYXIU OT JICHCHUC.

Veeum

IpemoppuntennaTa 103a Hyrimoz 3a Be3pacTHy MalueHTH ¢ YBEUT € HavaiHa g1o3a 80 mg,
nocnenBana ot 40 mg npe3 cenMuIla, 3aMOYBANKY €/THA CEJIMHUIIA CIIE]| HaualHaTa J103a.

Hyrimoz 40 mg umKeKIHOHEH Pa3TBOP B MPEABAPUTEITHO HAIThIHEHA CIIPUHIIOBKA H/HITH
Npe/IBapuUTEITHO HAITbJIHEHA MUcalKa ce Mpejiara 3a Mo bpiKalia J103a.

Wma orpaHndeH OMUT OTHOCHO 3al0YBaHE Ha JIEYeHHE caMo ¢ aganumymab. Jleuennerto ¢ Hyrimoz
MOXeE J]a 3a[0YHe B KOMOHHAIUS ¢ KOPTUKOCTEPOUIN H/UIH C IPYTH UMYHOMOIYTATOPH OT
HeOUOJIOrHYeH MPou3xo/1. JI03UTe Ha ChITBTCTBAIINTE KOPTUKOCTEPOU I MOTAT Jia ObJIaT HAMAJISIBaH!

IMMOCTCTICHHO B CHbOTBCTCTBUC C KIIMHWYHATA MPAKTHUKA JABC CCAMUIIU CJICA HAYAJIOTO Ha JICUHCHUCTO C
Hyrimoz.

[IpenopbUNTENHO € TIOJN3UTE H PUCKOBETE OT MPOABIDKUTEIHO BITOCPOYHO JICUCHHE JIa CE OIICHSIBAT
Ha roaumiHa 6a3a (Bxk. Touka 5.1).

Hyrimoz moxxe na ce npeiara ¢ pa3inyHO KOJMYECTBO Ha aKTHBHOTO BEIIECTBO B J1030Ba SIMHHIIA
W/WITY JIeKapCTBeHa JOpMa B 3aBHCUMOCT OT WHAWBUAYAITHUTE HYKIH OT JICUCHHE.

CrenyaiHu nomyJIanuy

Cmapuecka sv3pacm

He ce u3nckBa kopurupase Ha Jio3ara.
bvopeuno u/unu uepnoopobno yepexcoare

ApnanuMyma0 He € IPOyYBaH NPy TE3W MOMyJIaluK OT nanueHTu. He Moxke fa ce HampaBsT NpenopbKu
10 OTHOILICHHE Ha J03aTa.

Ileduampuuna nonyrayus

IOsenunen uouonamuuen apmpum

Honuapmuxynapen 18enunen uouonamuier apmpum om 2-200UtiHa b3pacm

[Mpenopwsunrennata no3a Hyrimoz npu nauueHTy ¢ MoJHapTHKYIapeH IOBEHHICH HANOIAaTHYCH
apTPUT OT 2-TO/MIIIHA Bh3pacT ce€ OCHOBaBa Ha TEJIECHOTO Teruio (Tabiuua 1). Hyrimoz ce npunara
npe3 ceIMHIA Ype3 MOAKOKHO HHKEKTHUPaHE.

Ta6auna 1. o3a Hyrimoz 3a mauueHnTn ¢
MOJHAPTHKYJIAPEH I0BEHUJIEH HIHOMATHYEH apTPUT

TerJio Ha manueHTa Cxema Ha mpuiiaraHe
10 kg no < 30 kg 20 mg npe3 ceaMuIa
> 30 kg 40 mg nipe3 cenmuna

Hamnanurte OaHHU Ipeamnojarar, 4€ KIMHUYHUAT OTIOBOP CE€ IMOCTHUTa OOUKHOBEHO B paMKHUTE
Ha 12-CeI[MI/I‘-IHO JICUCHUC. HpI/I ManyueHTH, IIPpHU KOUTO HiAMa OTTOBOP B PaMKUTC Ha TO3U BPEMCBU
nepuo, mpoabJKaBaHETO HA JICUCHUCTO TpSI6Ba Ja 6’[),[[6 BHUMATCIIHO IIPCOLICHCHO.

Hsima choTBeTHa ynorpeba Ha aganmiMymad MpH MalMeHTH Ha Bh3PacT 1Mo/ 2 TOAWHY 3a TOBa
MIOKa3aHHUeE.
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HyrimOZ MOIKE a C€ mpejiara ¢ pa3jinyHO KOJUYECTBO HAa aKTUBHOTO BCIICCTBO B J030Ba €AMHUIIA
W/WIIHA OIAKOBKA B 3aBUCUMOCT OT WHAWNBUAYATTHUTE HYKIU OT JICHCHUC.

Apmpum, cévp3san ¢ enmesum
[penopwunrennata 1o3a Hyrimoz npu naunueHTH ¢ apTpuT, CBbP3aH ¢ CHTE3UT OT 6-TOHIIIHA BB3PaCT
ce OCHOBaBa Ha TeJecHOTO Teryo (Tabdauna 2). Hyrimoz ce mpuiara npe3 ceaMuIIa 4pe3 MoIK0KHA

HNHXCKIMA.

Ta6auua 2. oza Hyrimoz npu nauueHTH ¢
aAPTPHUT, CBBP3aH C €HTE3UT

TerJio Ha manueHTa Cxema Ha mpuiaraHe
15 kg no < 30 kg 20 mg npe3 ceaMuIA
> 30 kg 40 mg nipe3 cenMuna

AnanmnMyma0 He e IpOoy4YBaH MMpH MMalMeHTH C apTPUT, CBbP3aH C €HTE3NT, Ha BB3PacT Mo 6 TOIMHH.

HyrimOZ MOKE a C€ mpejiara ¢ pa3jinyHO KOJUYECTBO HAa aKTUBHOTO BCIICCTBO B 1030Ba €AMHUIIA
W/WIIH JICKapCTBCHA (bopMa B 3aBUCUMOCT OT HUHAUBUAYAJTHUTC HY KU OT JICHCHUC.

Ilcopuamuyen apmpum u axcuanen cnOHdquoapmpum, BKNIOHYUMENHO AHKUJI03Uupauy CROHOUAUM

Hsima choTBeTHO mpriiokeHune Ha Hyrimoz B neauatpudHarta momysamus 3a MoKa3aHusITa
AHKIJIO3UpAIll CIIOHAMINT U TICOPUATHICH apTPHUT.

Ilcopua3suc ¢ nraxku npu neduamputmu nayuernmu

HpenoquHTenHaTa J03a HyrimOZ IpU MAIUCHTU C IICOPUA3UC C IJIAKU Ha BB3PaCT OT 4 a0 17 ToOAWHU
3aBHCH OT TCJIICCHOTO TECTJIO (Ta6nnua 3) Hyrimoz CC Mpujiara 4Ype3 NOAKOKHA NHIKCKIUA.

Tadmuua 3. Joza Hyrimoz npu nequaTpuaan
NalUeHTH € ICOPUA3HUC € IUIAKHU

Ters0 Ha manuenTa Cxema Ha mpuJjarase
15 kg mo < 30 kg Hauannata no3a ot 20 mg,
nocnenBana ot 20 mg mpe3 cenMuIa,
e/lHa CeIMHUIIA CJIC/T HAYaIHATa J103a.
> 30 kg Hauannara go3a ot 40 mg,
nocneasana ot 40 mg npe3 ceaMuna,
e/lHa CeIMHUIIA CJIe/I HaYaIHATa J103a.

[IpoabmxaBaHeTo Ha TepamusTa moseue ot 16 cenMuIy Tpsi6Ba 1a ce 0OMUCIM BHUMATEITHO MPH
MALUEHT, KOUTO HE Ce € MOBJIUSII IIPE3 TO3U IIEPUOJ OT BPEME.

AKO e TIOKa3aHO IOBTOPHO JIeUeHHE C ajanumyma0, TpsiOBa Jia Jia ce clieIBaT TOPHUTE YKa3aHHs 32
JIO3UpaHe U MPOIBIKUTEITHOCT Ha JICUCHUETO.

besonacHocTTa Ha aganuMymal MpH MeIUATPHYHH TTAIMEHTH C ICOPUA3HC C TUIAKH € OIIEHEeHa B
NpoABbDKEHUE Ha cpeaHo 13 mecena.

Hsima croTBeTHA yrioTpeba Ha agamuMyMad MpH Aera Ha B3pacT Moa 4 TOAWHM 3a TOBA MTOKa3aHHUeE.

Hyrimoz moske fa ce mpejiara ¢ pa3jinyHO KOJIMYECTBO HA aKTUBHOTO BEIIECTBO B 1030Ba CIUHMIIA
W/WIH JTeKapcTBeHa popMa B 3aBHCUMOCT OT WHAMBHIYITHUTE HYKIH OT JICYCHUE.
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Tnoen xuopaoenum npu onowiu (Hao 12-2oduwna evspacm, ¢ meano nav-maixo 30 kg)

Hsima kmTUHUYHM IPOYYBaHUS € aanuMyMad NPy TMallMeHTH B FOHOIIIECKa Bh3PAcT ¢ THOCH
xunpagenuT (I'X). o3upoBkara Ha agaauMyMad IpH Te3u NalMeHTH € Ouia onpezaeseHa Ha 6aza
(hapMaKOKMHETHYHO MOAEIUPAHE U CUMYIaus (BX. Touka 5.2).

[penoppunrtennara no3a Hyrimoz e 80 mg B Ceamuna 0, nocnensana ot 40 mg npe3 ceamuiia,
3anouBaiiku ot Ceqmuua 1, mpuiaraHu 4pe3 MoIKONKHA HHKEKIIHS.

[Ipu maiueHTH B IOHOIIIECKA BH3PACT C HeaaeKkBaTeH 0TroBop kKbM Hyrimoz 40 mg npe3 ceamuiia
MOJKe Jia ce OOMHCIH yBennueHue Ha jo3ata 10 40 mg Besika cenmuiia wiu 80 mg rmpe3 ceaMuiia.

IIpunoxeHneTo Ha aHTHOMOTHIIA MOKE J1a ObJIe TIPOABIDKEHO IT0 BpeMe Ha JieueHuneTo ¢ Hyrimoz, ako
e HeoOxonumo. [IpernoppunTeHo € 1o Bpeme Ha jieueHneTo ¢ Hyrimoz nanueHTsT 1a u3BbpIIBa

CXKCIHCBHO JIOKAJTHO aHTHUCCIITUYHO IMMOYHUCTBAHE HA JIC3UUTC HaA 'x.

IIpu maruenTH, npu KOouTo HaMa mogoopenne 1o Ceamura 12, mpoabrkaBaHETO HA JICUEHUETO
TpsiOBa Ja ObJic BHUMATEITHO OOMUCIICHO.

B ciry4aii ge euenueTo 0ba€ MPEKbCHATO, IPIIIOKEHNETO Ha Hyrimoz Moske Ja 3aro9He OTHOBO,
KOraTo € IOAXOAIIO.

[Ton3ute U pucKOBeTE OT NPOLBIDKABAILO IBJITOCPOYHO JICUeHHE TPsAOBa Ja Ce OLICHABAT [IEPUOIUIHO
(BX. JaHHU TpY BB3PACTHU B TouKa 5.1).

Hsma croTBeTHA ynoTpeba Ha agamuMyMad MpH Jiela Ha Bb3pacT moJ 12 roanHu mpu ToBa
IMOKa3aHue.

HyrimOZ MOZKE a C€ mpeajiara ¢ pa3JInyHO KOJINUYCCTBO HAa aKTUBHOTO BCIICCTBO B 1030Ba €ANHULIA
/U JICKapCTBCHA Q)opMa B 3aBUCUMOCT OT HHAUBUAYAJTHUTE HYXIU OT JICUHCHUC.

Bonecm na Crohn npu neduampuunu nayuenmu

[penopbunrennata no3a Hyrimoz npu nanuentu ¢ 6onectra Ha Crohn, Ha BB3pact
oT 6 1o 17 roanHM 3aBHUCH OT TeJIECHOTO Terio (Tabmuna 4). Hyrimoz ce mpunara upes moakokHa
HMHXKEKLHUS.
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Tabéamnna 4. loza Hyrimoz npu neapaTpu4Hu nanpueHTH ¢ 6oj1ect Ha Crohn

TerJio Ha NuayxkunoHHa 1032 Hoaabpaxann
nalueHTa a 103a
Hauano na
cenmuna 4
<40 kg . 40 mg Ha Cenmuna 0 u 20 mg Ha Cenmuna 2 20 mg npe3
ceIMHIIA

B ciyyaii Ha HEOOX0IUMOCT OT O-0BP3 TEPANICBTHUCH
OTrOBOP KaTo € U3BECTHO, Y€ PUCKBT OT HEWKEITAHU
JICKAPCTBEHU CHOUTHSI MOKE Ja € II0-BUCOK C MPHJIOKEHHUE Ha
MO-BHCOKA MHIYKIIMOHHA J103a, MOXE Jla CE U3I0JI3Ba
cieaHaTa 4o3a:

) 80 mg Ha Cemmurnia 0 m 40 mg Ha Cenmuria 2

> 40 kg ° 80 mg nHa Cemmuna 0 u 40 mg Ha Cenmuna 2 40 mg mpe3

ceIMHIIA
B ciyyaii Ha HE06X0IMMOCT OT MO-0BP3 TepaneBTHYEH
OTrOBOP KaTo € U3BECTHO, Y€ PUCKBT OT HEXKEJTaHU
JICKAPCTBEHU CHLOUTHS MOJKE J1a € TI0-BUCOK C MPUIOKEHHE HA
MO-BUCOKA MHIYKIIMOHHA J103a, MOXKE JIa CE U3MOJI3Ba
cleaHaTa J03a;

o 160 mg na Cenmuiia O u 80 mg na Ceamuna 2

HaHI/IeHTI/I, IIpU KOUTO OTTOBOPHT € HEC3aAOBOJJHUTCIICH, MOXKEC 1a UMAT I10J13a OT [TOBUIIIABAHC Ha
Jo3ara:

o <40 kg: 20 mg Bcsika ceamuna
o > 40 kg: 40 mg Bcska ceamuna nwin 80 mg npe3 ceaMuLa

[Ipu marueHTH, IpU KOUTO HiiMa oTroBop 10 Cenmuria 12 npoab/ikaBaHETO Ha JICYCHHETO TPSOBaA 1a
Ob/l€ BHUMATEIIHO OOMHUCIIECHO.

Hsma croTBeTHA ynoTpeba Ha agaaTuMyMad TIpH Jera Ha Bh3pacT 1o 6 TOAWHY 3a TOBa TIOKa3aHHE.

HyrimOZ MOIKE 1a C€ npejiara ¢ pa3jJIn4HO KOJUYCCTBO HAa aKTUBHOTO BCIICCTBO B JO30Ba €ANHUIIA
H/WIH JICKapCTBCHA cbopMa B 3aBUCUMOCT OT UHAUBUAYAJTHUTC HYXKIU OT JICHCHUC.

Vauepozen xonum npu neduampulmu nayuermu

[Mpenoppunrennara qo3a Hyrimoz npu nauueHTH Ha Bb3pact oT 6 10 17 roJuHu ¢ yIIepo3eH KOJUT €
0a3upaHa Ha TelecHOTO Teryo (tadbmuua 5). Hyrimoz ce npunara upes MoJK0KHO HHKEKTHPAHE.

Taoauua 5. To3za Hyrimoz 3a nexpaTpuyHy NAUHEHTH C YJIHEPO3eH KOJIUT

TerJio Ha MMoxabp:xama x03a
MHIyKIHoHHA 1032 ’

mannenTa AyKH ! 3amouHaTta B Cenmuna 4*
<40 kg * 80 mg ma Ceqmuna 0 (Ipr10’KeHH * 40 mg npe3 cenMuIia

karo eaHa 80 My WHKEKIIMSI WK JIBE

WHXeKun 1mo 40 mg B e1vH JIeH) ’
* 40 mg na Ceqmuna 2 (IprIOKCHH

KaTo egHa nHxekiys oT 40 mg)
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Terao na oL DKama 1032
Huaykuuonna 103a AXbpiKalla 103a,

NalueHTa 3anmoynata B Ceamumna 4*
> 40 kg * 160 mg ma Cenmuma 0 (mpuinoxkenu | ¢ 80 mg npe3 cenmuiia
kato nBe 80 MQ MHKEKIIUU WU (TIpUIOXKEHU KaTo eIHA
YeTUPHU UHXKEKIUU 110 40 mg B eUH 80 Mg uHKeKIUs WK IBE
JIeH WK ABe uHxeKkuuu no 40 mg Ha uHxekuuy mo 40 mg B
IIeH 32 J1Ba TIOCIICIOBATEITHA JTHU) U SIIH JICH)

» 80 mg na Ceamuua 2 (MpHI0KEHH
kato eaHa 80 My MHXKEKITUS WIH JIBS
WKeKnuH 110 40 mg B e1H JIeH)

* [lemuaTpUYHUTE TTALMEHTH, KOUTO HAaBbpIIAT 18 roauHu, gokato npueMar Hyrimoz, tpsosa aa

MPOABIDKAT TSAXHATA MPEANHACAHA IMOLIbPIKAILA J034.

HpOZ[’BJ'I)KaBaHeTO Ha TeparnuAaTa CJICa 8 CCAMHIIN TpH6Ba Ja ce 00MUCITH BHUMATEIHO npu
MMaIMCHTUTC oe3 IMpU3Haly Ha OTTrOBOP B paMKHUTE Ha TO3U BPEMEBHU IICPUOI.

Hsama croTBEeTHO IIPUIIOKCHUC HaA HyrimOZ Ipu Aena Ha Bb3pacT IO 6 rOAVHH IIpU TOBA MIOKa3aHUC.

Hyrimoz MOXE J1a C€ npeajiara ¢ pa3jin4HO KOJINYCCTBO HA aKTUBHOTO BCHICCTBO B 1I030Ba €AMHUILIA
W/WIH JICKaApCTBCHA cpopMa B 3aBUCUMOCT OT UHAUBUAYAJTHUTC HYX KU OT JICHCHUC.

Yeeum npu neduamputmu nayuernmu

Ipenopbuntennata 103a Hyrimoz npu neuaTpuvHU MAIUCHTH ¢ YBEUT HABBPIIIN 2 TOJAUHU 3aBHCH
OT TeNecHOTO Teryio (Tabymma 6). Hyrimoz ce mpuiara upe3 moaKkoxKHa HHKEKITHS.

HpI/I YBCUT NIPpU NNCAUATPHUYHHU MAIIUCHTH HAIMA OIIUT B JICUCHUCTO C a,[[aJ'II/IMyMa6 0e3 CBhIIBTCTBAIIIO
JICYEHUEC C METOTPEKCAT.

Tadauua 6. Joza Hyrimoz npu nequaTpu4Hy NANEHTH C YBEUT

Terjio Ha MaIMEHTA CxeMa Ha mpuJiaraHe
<30 kg 20 mg tpe3 ceamuIia B
KOMOUWHAaIus ¢
METOTpEKCar
> 30 kg 40 mg tpe3 ceaMuIa B
KOMOUWHAIus ¢
METOTPEKCAT

Koraro ce 3amouBa Tepanus ¢ Hyrimoz, mosxe a Objie npriioskeHa HaToBapsaiia jno3a 40 mg 3a
nanvedTy < 30 kg i 80 mg 3a nmaumentu > 30 kg, exnHa ceaMuia npeay HAYaJIOTO HA TepamnusiTa.
JluncBaT naHHM 3a ynoTpebara Ha HATOBAapBalla 103a aaIMMyMal Py Jena Ha Bb3pacT < 6 roauHu
(BX. Touka 5.2).

Hsama croTBeTHA yrIOTpe6a Ha Hyrimoz IIpu Acna Ha Bb3pacT o 2 TOAWHHU 3a TOBA ITIOKa3aHHUC.

IIpenopbuBa ce noszara U pUCKBT OT IPOIBIDKUTENHO ABJITOCPOUHO JIEUEHUE Ja C€ OLICHABAT
€XeroaHo (BX. Touka 5.1).

Hyrimoz moxe na ce npejiara ¢ pa3inyHO KOJIMYECTBO HAa aKTHBHOTO BEILIECTBO B 1030Ba CMHHIIA
W/WIK JIeKapcTBeHa (opMa B 3aBUCUMOCT OT MHAMBUAYAIHUTE HY KU OT JICUCHHUE.

HauunH Ha ipuioxeHune

Hyrimoz ce npunara upe3 moK0KHa UHIKEKITHSL.
IIenHM yKa3aHus 3a yrnorpeda ca JajeHH B INCTOBKATA 3a MalHeHTA.
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Ananumyma0 ce mpeiara ¥ ¢ Apyry KOJM4eCcTBa Ha aKTHBHOTO BEIIECTBO U JICKAPCTBEHU (hOPMHU.
4.3 TIlpoTuBONOKA3aHUSI

CBpBXUyBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO WM KbM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHH B TOUKa 6.1.

AKTHBHA TyOEpKYJI03a WIH JPYTU TSKKH WHPEKIIUU KATO CETICHC U OMOPTIOHUCTHYHU MH(DEKIIUU
(Bx. Touka 4.4).

YmMepeHa 10 Texka cbpieuHa HegocraTbuHoCT (kiac [I/IV mo HroliopkckaTa kapAHOIOruyHa
acormarus (New York Heart Association, NYHA) (Bx. Touka 4.4).

4.4  ChneunuajHM mpeaynpeskAeHUus U MpeaNna3sHl MEPKH NpH ynorpeda

IIpocnenumoct

3a n1a ce mogo0pH MPOCIETUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO W MAPTUTHUST
HOMEp Ha MPHUIIOKEHISI MPOIYKT TPsiOBa SICHO Ja ce 3arucBar.

Undeknun

ITanmentute, npuemamy TNF-aHTaroHucTH, ca MO-MOJATIMBH KM CEPHO3HH WH(EKITHH.
Hapymenurte ¢pyHkmm Ha Oenute ApoOOBE MOTAT Ja MMOBHIIAT PUCKA OT Pa3BUTHE HA MH(EKIHUS.
ETo 3amo, manmenTure TpssOBa 1a ObJaT BHUMATEIHO MIPOCIIEIBaH 32 HH(DEKINH, BKIFOYHTEITHO
TyOepKyJ03a, pe/Iy, I0 BpeMe Ha U cie[ jJedenuero ¢ Hyrimoz. Thit kaTo eMMMHHUPAHETO Ha
ajantuMyMad MOKe Jia Tpae JI0 YeTHPH Mecela, POCIeIIBAaHEeTO TPSIOBa Jla MPOABIDKH MPe3 HEeNns
TO3U MEPHUO/I.

Jleuenuneto ¢ Hyrimoz ue tpsiOBa 1a ce 3armouBa MpH MalMeHTH ¢ aKTUBHU WHPEKIMH, BKITIOYNTEITHO
MIPH XPOHUYHH WJIH JIOKAJIM3UPaHU WHPEKIIUH, TIOKATO UHPEKIUATa He Obje oBnaasHa. [Ipu
MAIUEHTH, KOUTO ca OMIIM U3JI0KEeHHU Ha TyOepKyi03a v MalueHTH, KOUTO ca MbTYBaIH B PaiOHU

C BHCOK PHCK 3a 3a00JIsIBaHe OT TyOepKyJio3a Wil eHJIEMHYHA MUKO3H, KATO XMCTOIIa3M03a,
KOKCHTHOMIOMMKO3a HJTH OJIACTOMHMKO3a, PUCKBT | IMoJI3ara ot Jieuenuero ¢ Hyrimoz tpsiosa

Jia Ob1aT OOMUCIICHY MPE/IN 3alI0UBAHE Ha JICUCHUETO (BXK. /[pyeu onopmionucmuynu unpexyuu).

[ManueHTHTEe, KOUTO pa3BUBAT HOBA MH(EKIINS 110 BpeMe Ha jiedeHreTo ¢ Hyrimoz, tpsosa ga Obaat
BHHUMATCJIIHO NPOCICAABAHU U [a ITPEMUHAT MPE3 IbJIHA TUATHOCTUYHHA U3CJICABAHUS. Axo

NalyueHTHT Pa3BUe HOBA CEPUO3HA MH(DEKITUS UITH CETICUC, TpUIIoXkeHreTo Ha Hyrimoz tps6Ba na 6b/1e
MIPEYCTaHOBEHO M TPSAOBA Aa OBbJe 3arovHaTa MOIXO A aHTHOAKTepraTHa WM TPOTHBOT'bONIHA
Tepanus, 10KaTo nHGEKIuATa He ObJie oBlaasHa. Jlekapute TpsOBa a YNPaKHST OBUIICHO
BHUMaHHUE, KOTaTO OOMHUCIIAT MpIIoKeHne Ha Hyrimoz npu nanueHTr ¢ aHaMHe3a 3a MOBTAPSIIH Ce
UH(EKIINU WK C TIOJIeKAIIY 3a00JIIBaHHS, KOUTO MOTAT JIa MPEIPA3MOoJIOKaT NAIMEHTUTE KbM
I/IH(beKHI/II/I, BKIIFOUHUTCIHO yHOTpe6aTa Ha CBIIBTCTBAII UMYHOCYIIPECUBHU JICKAPCTBCHU IMPOAYKTH.

Cepuosnu ungexyuu

Cepuo3Hu HHPEKIINY, BKIFOUUTEIIHO CETICUC, TBJDKAI Ce Ha OaKTepHaHi, MUKOOAKTepUAIIHH,
WHBA3WBHU T'bOWYHU, TAPA3UTHU, BUPYCHH WJIH JPYTU OMIOPTIOHUCTUYHU MH(EKINH, KaTo
JMCTEPU03a, JISTHOHEN03a M ITHEBMOIIMCTO32 ca ChOOIIABaHH MTPH MAIUEHTH, MOJTyJYaBalH
agamMymao.

I[pyFI/ITe CCPHUO3HU I/IH(I)GKI_II/II/I, HaGJ’I}OI[aBaHI/I Py KIIMHUYHHA IIPOYy4YBaHUA BKJIIFOUBAT ITHEBMOHU,

MUENIOHe(PPUT, CENTHYEH apTPUT U cenTureMusd. JlokiaanBaHu ca ciIydad Ha XOCTIUTAIH3AINS WA Ha
JieTaNeH U3X0/Jl CBbP3aHu C HHPEKIUUTE.
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Tybepxynosa

Cro01aBa ce 3a ciryvan Ha TyOepKyJi03a, BKIIOYMTEIHO U Ha HOBO Ha4ajlo Ha TyOepKyJ03a, pH
NanyeHTy, nprueMany aganumymad. JloknanBanu ca ciuydaid Ha 6eIoapoOHa 1 H3BbHOETOAPOOHA
(T.e. nuceMuHMpaHa) TyOepKyI03a.

Ipenu 3amoyBane Ha JedeHUeTo ¢ HYrimoz BCHuKy ManueHTH TPsOBa Jia ce OICHST 3a aKTHBHA U
HEeaKTUBHa (,,JJaTeHTHA ) TyOepKyno3Ha nHekus. Ta3u oneHka TpsiOBa 1a BKJIIOYBA MOIPOOHA
MEIUIMHCKA OLICHKAa Ha aHaMHEe3aTa Ha MalMeHTUTE 32 TyOepKyy03a M Bb3MOKCH IIPEAX0KAalLl
KOHTAKT C X0Opa C aKTUBHA TyOepKyJ03a U MPEIX0KIalia U/Uiii HacTosIIa IMyHOCYIPECHBHA
Tepanus. [Ipy BcHYKH MaueHTH TpsOBa Ja ce MPOBeAaT ChOTBETHUTE CKPUHUHTOBH U3CJICABAHHMS, T.€.
TyOepKyJIMHOB KOKEH TeCT ¥ PEeHTreHorpadus Ha rpbAEH Kol (MOXe Ja ce MPUII0KAT MECTHUTE
npenopbkn). [Ipenopbusa ce npoBexJaHETO Ha TE3U U3CICABAHUA U PE3YyJITaTUTE OT TAX Ja Obaar
3aMycaHy B HAITIOMHSIIATa KapTa Ha namuenTa. Ha npeanucsamuTe ce HalloMHS 3a pUCKa OT
(anmMBO-0TPULATETHU PE3YIITATH NIPU KOKEH TyOCpKYJIHMHOB TECT, 0COOEHO NPH MALMEHTH, KOUTO ca
TEXKO OOJIHM WJIM UMYHOKOMIIPOMETHPAHH.

AKO ce THarHOCTHIMPA aKTHBHA TYOEpKyJ103a, JeueHueto ¢ Hyrimoz ue tpsbBa 1a ce 3amousa (BK.
Touka 4.3).

BBB Bcuuku OnMcaHu MO-JI0J1y CIy4au, ChOTHOIICHUETO MOJI3a/PUCK OT JICYCHUETO TPsOBa Ja Obie
MHOT'O BHUMATEIHO OOMUCIIEHO.

AKo ce Tmo1o3upa JIaTeHTHa TyOepKyo3a, TpsOBa 1a ce MpoBeie KOHCYIITAINS C JIEKap ¢ OIUT B
JICUEHUETO Ha TyOepKyJo3a.

AKO ce IMarHoCTUIpa JaTeHTHA TyOepKyJ03a, Tps0Ba qa ObJIe 3aII0YHATO TOIXOIAIIO JICUCHHE 3a
JATeHTHA TyOepKyJi03a ¢ MPOTUBOTYOCPKYJIO3HA MPOQPUIAKTUIHA TEPAIUs MPEAH 3alI0YBaHE Ha
neyenueTo ¢ Hyrimoz, u B cbOTBETCTBHE C MECTHUTE MPEMOPBKH.

[IpunokeHueTo Ha MPOTUBOTYOEPKYI03HA TPOHUIIaKTHYHA Tepamus TpsiOBa ChIIO J1a ce OOMUCIN
Ipe/iu 3aroYBaHe Ha JedeHue ¢ Hyrimoz npu naiueHTy ¢ HIKOJIKO WM 3HAYMMH PUCKOBH (DaKTOPH 3a
TyOepKyJ103a, HE3aBUCUMO OT OTPULIATEIHUS TECT 3a TyOepKyJ103a U IPH NAllMEHTH C aHaMHE3a 3a
JIATeHTHA WM aKTHBHA TyOepKyJo3a, MpH KOUTO HE MOXKe Ja 0b/ie TOTBBPAECHO MPOBEKIAHETO HA
aJIeKBaTeH Kypc Ha JIeUeHHue.

Brrpexu npouiakTHIHOTO JIedeHHE 3a TyOepKyi103a, Py NalMeHTH, JIeKyBaHH ¢ afainMymab ce
CpeliaT ciayvad Ha peakTHBHpaHe Ha TyOepKyo3a. Hskou manueHTH, KOUTO ca OWIK YCIEeHO
JIEKyBaHH 3a aKTHBHA TyOEpKyJ03a, ca pa3BUIIM IIOBTOPHO aKTUBHA TyOepKyIo3a, 0 BpeMe Ha
JICYeHUE C aaTuMyMa0.

[NanmenTure TpsiOBa na ObAAT HHCTPYKTUPAHU J1a IOTHPCAT MEAULIMHCKA TOMOILI, aKO 110 BpeMe Ha
WITH clie]] JieueHneTo ¢ Hyrimoz Bb3HUKHAT NPH3HALK/CUMITOMH, TIPEAIIONAraiy TyOepKyn0o3Ha
nHbexus (Hamp. IepcucTUpalia Kalulula, U3TolleHe/3ary0a Ha Terjo, JIEKO IIOBUIIEHa
TeMmIepaTypa, anaTus).

pyau onopmionucmuunu uHgpexyuu

OHOpTIOHI/ICTI/I"IHI/I HH(bCKHHH, BKJIIOUNTEIHO HHBA3UBHHU I'bONYHU I/IH(I)CKL[I/II/I ca Oumu Ha6J'IIO,I[aBaHI/I
IpU NMaueHTHU, NprueMalin aILaJ'II/IMYMa6. Te3n I/IH(I)GKI_II/II/I HE CC€ pa3no3HaBaT CUCTEMHO IIpU
ManueHTH, IpueMaIin TNF-a"HTaroHNCTH ¥ TOBA BOAM 10 3aKbCHECHUEC B IIPUIIOKEHUCTO HA
IOAXOOAIIOTO JICUCHHUE, ITIOHAKOra BOACIIO JO JIETAJICH U3XO0d.

[pu nanueHTH, KOUTO pa3BUBAT MPU3HAIM U CHMITOMH KaTO MOBHUIIIEHA TEMIIeparTypa,
Hepas3nojIokKeHue, 3aryda Ha Tero, NOoTeHe, Kaluliia, JUCITHes W/HITH 0eloIpoOHN HHOWITPATH WIN
JOpYTH CEPUO3HH CHCTEMHH 3a00JIIBaHusI ChC WK 6€3 CHhITbTCTRAIL 10K, TPAOBa Ja ce MoA03upa
HMHBa3WBHA I'bOMYHA HH(EKINA U MpHiIoKeHneTo Ha HYrimoz tps6sa qa 661 CBOEBPEMEHHO
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IMpEyCTaHOBCHO. ﬂI/IaI‘HOCTI/II_[I/IpaHeTO 1 MPUJIIOKCHUCTO HAa EMITUPHUYHO HpOTI/IBOI"B6I/IIIHO JICYCHUC
IIpU TC3U MANUCHTHU TpHGBa Ja CTaBaT NpH KOHCYJTaluA C JICKAp € OIIUT B JICUCHUCTO HA MMALIUCHTHU C
MHBAa3UBHU I'bONYHHU I/IH(i)eKHI/II/I.

PeakTuBupane Ha xenatut B

[Ipu manmeHTH ¢ XpOHUYHO HOCUTENCTBO HA HBV (T.e. monoxuTeneH NOBbPXHOCTEH aHTUTEH),
noiyuaBamy TNF-aHTaroHuCT, BKIIOUUTETHO afjalnMyMa0, € HabIro1aBaHO peakTUBHpaHe Ha
xenaTuT B. Hsakou cirydan ca ¢ neramen uzxon. [lamuenture TpssoBa na ce u3cinensar 3a HBV
uHbeKIMs, Mpean 3anoyBane Ha jedenue ¢ Hyrimoz. Kouncynramus ¢ iekap, ¢ OMUT B JICYSHHETO Ha
XenaTuT B, ce mpenopbuBa Npyu MaleHTH, KOUTO UMAT MOJIO0KUTENICH TECT 3a XenaTuT B nHdpexumus.

Hocuremure va HBV, kouTo ce Hyxmasr ot nedenue ¢ Hyrimoz, tps6sa na ce mpocienssar
BHUMATEIJIHO 3a MPU3HALM 1 CUMIITOMH Ha akTBHA HBV mH(ekuus no Bpeme Ha JIeUeHUETO U
HSIKOJIKO MECeIa Clie]] HErOBOTO MpUKIoYBaHe. HsaMa ocTaThuHO JAHHU OT JICUEHUETO Ha HOCUTENU
Ha HBV ¢ antuBupycHu jiekapctsa B chuetanue ¢ TNF-aHTaronucTu 3a npenoTBpaTsiBaHe Ha
peaktuBupane Ha HBV. Tlpu nanuenTH, KOuTo pa3BuBar peaktuBupane Ha HBV, Hyrimoz tps6sa na
Ce CIIpe | Jia ce 3anovyHe ePeKTHBHA aHTUBUPYCHA TEPAITUs C IMOAXOISAII0 TOIBPIKAIIIO JICUCHHE.

Hesposiornunu cr0uTHSI

B penku cnydan TNF-aHTaroHUCTHTE, BKIIOYUTEITHO aIaluMyMal, ca OUIH CBhP3aHU ¢ HOBO
BB3HUKBAHE UM 000CTPSIHE Ha KITMHUYHUATE CUMIITOMHU M/HJIM PEHTIEHOTpapCKH JAHHU 32
JEMUCITMHU3UPAILO 3200 sIBaHE HA [ICHTPaIHATa HEPBHA CUCTEMa, BKIIFOYMTEITHO MHOKECTBEHA
CKJIEpO3a ¥ HEBPUT HA OYHUS HEPB, U MEPU(EPHO TEMUCTUHUIUPAINO 3a00IISIBAHE, BKITIOYUTEITHO
cuaapoM Ha Guillain-Barré. [IpenmucBamuTe TpssOBa 1a yIpakHAT MIOBHINIEHO BHUMaHUE TIPH
0OMHCIISTHE TIPHIIOKCHUETO Ha Hyrimoz MU MAIUEHTH C NPEAXOAHO CHIECTBYBAILIO WINX HACKOPO
BB3HUKHAJIO JCMUCIHHU3UPAIIIO 3a00JIsIBaHe HA IICHTPATHATA WK NiepudepHaTa HepBHA CUCTEMa; aKO
HSIKOE OT Te3M 3a00JIIBaHUsI Cce pa3Bue, TPAOBa Ja ce 00ChaN MpeKpaTsIBaHe Ha mpuema Ha Hyrimoz.
Nma YCTaHOBCHA Bpb3Ka MEKAY UHTCPMCIUCPHHUSA YBCUT U JEMUCIIMHU3UPAINUTE 3a00JIsIBaHMs Ha
LEeHTpaJHaTa HepBHA cucTeMa. [Ipy manueHTH ¢ HeMH(PEKINO3eH HHTEPMENEPEH YBEUT TPAOBa Ja
Ce U3BBPIIBA HEBPOJIOTHYHA OICHKA TPE/IN 3aM0YBAHETO, KAKTO U PEAOBHO 10 BPEME Ha JICUCHUETO
¢ Hyrimoz, 3a na ce HarpaBu olleHKa Ha BeYe CHINECTBYBAIIU WM Pa3BUBAIIN CE IEMUCITHHU3UPAIIN
3a00JIsIBAHUS HA IICHTPAIHATa HEPBHA CUCTEMA.

AJlepruyHu peakuuu

Cepro3HHTE aJIepTUYHU Peakiiy, CBEP3aHu C afaJuMyMald ca peAKH MO BpeMe Ha KIMHUYHHUTE
NPOYYBaHUS. ANEPrUUHH PEaKUUHU, KOUTO HE Ca CEPHO3HU U Ca CBBP3aHU C aaliMyMad ca HEUEeCTH
10 BpeMe Ha KIMHUYHUTE IpoyuBaHus. [loixydaBanu ca cho0IEHNS 32 CEPHO3HH alepPrUuHU PEaKity,
BKJIIOUMTEITHO aHauIIaKkcus cie]l MpriiokeHne Ha ananumyMad. [Ipu Bp3HUKBaHE Ha aHAQUIAKTHYHA
peakIys WK Apyra Cepro3Ha ajJepruyHa peakuus, NpuiioxkeHnero Ha Hyrimoz tpsoBa He3abaBHO 1a
ce IIPEeyCTaHOBU U Jia CE 3all0YHE ChOTBETHOTO JICUCHHUE.

HmyHocynpecus

[pu npoyuBane Ha 64 MaMEHTH C PEBMATOUJICH apTPHUT, KOUTO ca OWIIM Ha JICYSHHUE C alaTnMyMa0,
HE € YCTaHOBEHO MOTHCKAaHE Ha CBPBXYyBCTBUTEIHOCTTA OT 3a0aBeH THII, HUBAaTa Ha UMYHOTJIOOYJIMHUTE
Wi pomsiHa B Opost Ha epektopruTe T-, B-, NK-Kietkn, MoHOIMTH/MaKpodaru v HeyTpOohHIIH.

3n0kauecTBEHU U JuMdonpoandepaTUBHU 3a001BaAHU

B xoHTposMpaHuTe YacTh Ha KIMHUYHUTE NpoyuBaHusa ¢ TNF-aHTaroHUCTH, MoBeYe Ciiy4yau Ha
3JI0KAYECTBEHU 3a00JIIBAHUS, BKIIOUUTEIIHO JIUM(POMH, ca HAOII01aBaHu Cpe]l MAlCHTHTE,
nonyvaBaiu TNF-aHTaroHucTy, B CpaBHEHUE C KOHTPOJIHUTE NAMeHTH. Bbapeku Toa, ciryyaute ca
penku. B mocTMapKeTHHTOBHS TIEPHUOJ Cca ChOOIIaBaHM CIydad Ha JIEBKEMHUS MTPH MAI[UCHTH, JIEKYBaHU
¢ TNF-anraronucrt. IIpu maiiueHTH ¢ pEBMATOUJIEH apTPUT C ABJITOTOJUIIHO, BUCOKOAKTUBHO
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BB3NATUTEIHO 3200 sIBaHE MMa TIOBUILEH (JOHOB PUCK OT pa3BUTHE HA TUMQPOM H JEBKEMHUs, KOETO
YCIIO’)KHSIBA OLIEHKaTa Ha pucka. Criopel HaCTOSIIIKUTE O3HAHUS, IPU MALUEHTH JIEKyBaHH C

TNF- anTaronuct, He Moke 1a 0b/ie U3KII0UEeH Bh3MOKEH PUCK 33 pa3BUTHE Ha JIUM(OMH, JTEBKEMUS
U IpyTH 3I0KAa4ECTBEHH 3a00IIIBaHHS.

Ilo Bpeme Ha MOCTMAPKETHHIOBHS IIEPUO]] ca ChOOIIaBaHH CIy4au Ha 3JJ0Ka4eCTBEHU 3a00JIIBaHUS,
HSIKOW OT KOWUTO (haTajHu, PH JICTIa, FOHOIIU U MIIQJICKH (Ha BB3PACT JI0 22 TOJMHH), JICKYBAHU C
TNF-antaronucty (3ano4Bane Ha JiedeHneTo < 18-roguirHa Bb3pacT), BKIIOYUTEIHO agaauMymao.
OKoJ10 I0OJIOBUHATA OT CiIy4auTe ca Omnu muMdomu. Jpyrure ciaydau npencTapisiBaT MHOXKECTBO
Pa3IMYHU 37I0Ka4eCTBEHN 3200 IBaHMS M BKIIIOYBAT PEAKH 3JI0KaYeCTBEHHN 3200 IsIBaHMsI, 0OONKHOBEHO
cBBbp3aHu ¢ umyHocynpecus. [Ipu neua u roHony, nexkysanu ¢ TNF-aHTaroHucTH, He MOXe J1a ce
M3KJIIOYM PUCK OT Pa3BUTHE HA 37I0KAYECTBEHHU 3a00JIsIBaHUS.

Peaxu mocTMapKkeTHHTOBH cly4ad Ha XenaToyneHaleH T-kieTbueH TUM(OM ca YCTaHOBEHH NPH
NalKeHTH, JIEKyBaHH ¢ afanuMymad. To3u psaapk Tan T-kiaeTbueH TuM(oM nMa MHOTO arpecUBHO
IIpoTHYaHe 1 OOMKHOBEHO € ¢ JieTalieH n3xoA. Hskou ot te3n xenaronnenanau T-kieTbuHH
nuM(OMH, CBBP3aHU C aIaNiMyMa0, ca Bh3HUKHAIM NP MIIaJM MAIIMEHTH Ha CHITHTCTBAIIO JICUCHHE
C a3aTHOIPHH WM 6-MepKaNTONMypHH, IPUIaraHy 3a Bb3MaJUTEIHO 3200 sIBaHe Ha uepBara. TpsoBa
BHUMATEJIHO A3 c€ OOMUCIIH ChILECTBYBAILUAT PUCK IPU KOMOMHUPAHE HAa a3aTHONIPUH

wiu 6-mepkantonypus ¢ Hyrimoz. He moxe /1a ce M3KITIOUH PHCK OT pa3BUTHE Ha XEMaTOINeHAIeH
T-xnerpyeH nuM(poM MpH NAUEHTH, JeKyBanu ¢ Hyrimoz (Bx. Touka 4.8).

He ca npoBexnanu mpoy4YBaHus, KOUTO BKITIOYBAT MAIIMEHTH C aHAMHE3a 32 3JI0Ka4eCTBEHU
3a00JsIBAHUS HITH TTPU KOHUTO JICYCHUETO C IalIMMyMad € POIbIKEHO CIIe/l Pa3BUTHETO Ha
3IoKavecTBeHo 3aboisaBane. CrefjoBaTeHO, TPAOBA Ja ce OOMUCIU C MIOBUIIIEHO BHUMAaHUE
neyenreTo ¢ Hyrimoz npu te3n manuenT (BX. Touka 4.8).

Bcuuku nanyeHTy u, no-crenuanto, NalueHTUTE C aHAMHE3a 38 IPOABJDKUTEIHA UIMYHOCYIIPECUBHA
Tepanus WK NalUeHTUTE ¢ IIcopuasuc U anamuaesa 3a PUVA nedenue, TpsiOBa 1a ObAaT U3cieIBaHH
3a HaJIMYMETO HAa HEMEIaHOMEH KOXKEH pak Mpeu U 1o BpeMe Ha jJedenuero ¢ Hyrimoz. Jfoknaasanu
ca cbIo U MenaHoM U Merkel-kneTbueH KapHOM MPY NMalMEeHTH, JekyBaHu ¢ TNF-antaronucTy,
BKJIIOUUTENTHO afanmmMyMad (Bx. Touka 4.8).

B excruiopaTopHO KIMHUYHO NMPOYYBaHE, OLIEHABAILIO MPUIIOKEHUETO Ha IpyT TNF-aHTaroHucT,
MHQIUKCUMA0, IPY MALUEHTH ¢ yMEpeHa JI0 TeKKa XpOoHMYHa 00CTpYKTHBHA OenoapobHa GosecT
(XOBB), ce crobmaBa 3a MO-TOJISIM OO CiTydan Ha pa3BUTHE Ha 3JI0KAY€CTBEHU 3a00IIIBaHUA,
JIOKaJIM3UPaHU PEIUMHO B OelTuTe ApoOOBE MM B 001acTTa Ha TlIaBaTa M MIHATA, IPU MalUeHTUTE
JIeKyBaHH ¢ HH(IUKCHMa0, B CpaBHEHHE C KOHTPOJIHHTE MaleHTH. Bcuuky nanueHTu ca ¢
AHAMHECTUYHU JIaHHHM 32 TeXKa CUCTEMHa 370ynoTpeda ¢ TIoTioHomyiieHe. CienoBaTenHo, TpsOBa
Jla ce YIpakHU MOBHUIIICHO BHUMAaHKE TIPU MPHUJIOXKEHUE Ha KOWTO U 1a ¢ TNF-antaronuct npu
naruenTu ¢ XObb, kakTo ¥ npyu NanyueHTH ¢ MOBUILIEH PUCK OT Pa3BUTHE Ha 3JI0KaYECTBEHO
3a00JIsIBaHE MOPaJM CUCTEMHA 3J10YII0Tpeda ¢ TIOTIOHOMYIICHE.

OT HAIMYHUTE JaHHU HE € U3BECTHO JIANIU JICUSHUETO C aaiiMyMal ITOBJIMABA PUCKA 33 Pa3BHTHUE
Ha JUCTIIa3us W KaplMHOM Ha II€6CJ'IOTO 4CpBO. Bcuuku MalreHTH C YJIICPO3CH KOJIUT, KOUTO
ca ¢ TIOBHUILICH PHUCK 3a AUCIUIA3US MM KapIIMHOM Ha Je0esloTo YepBo (HanmpuMmep, MaiueHTH ¢
JBJITOTOIUIICH YIIIIEPO3€H KOJIUT WM ITbPBHYCH CKIICPO3HPAIl XOJIAHTUT), WM C aHAMHe3a 3a
JUCIUTa3Hs WM KapIHOM Ha JIe0eI0To YepBo, TpsIOBa Ja ObJaT CKpUHUPAHH 32 JAUCTIIA3US
peryJisipHO NIpeaM TepanusiTa U B XoJ1a Ha 3abosBaHeTo. Ta3u oueHka TpsiOBa 1a BKIIOYBA
KOJIOHOCKOTIHSI 1 OMOTICHH CIIOpE]l MECTHUTE IPENOPBKU

XeMaToJIOTUYHU PEaKINU

Penxu choO1IeHNS 32 TAHIIMTOIICHUS, BKIIOUMTEIHO alIaCTUYHA aHEMMS ca JIOKJIagBaHH C
TNF-anraronuctu. Hexxenanu chOUTHS OT CTpaHa HA XEMATOJIOTHYHATA CUCTEMA, BKIFOYUTEITHO
KIIMHUYHO 3HaYMMa [UTOTICHUS (HallpuMep TPOMOOIUTOTICHUS, JIEBKOTICHHS) ca ChOOIIaBaHU C
aganmumMyMab. Beuuky namnueHTd TpsioBa Jja ObJaT MOChBETBAHM Jia MOTHPCAT He3a0aBHA MEIUITMHCKA
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MIOMOIL], aKO Pa3BHAT NPU3HALM ¥ CUMIITOMH, PEIoIaraiy KpbBHA AUCKpa3us (Hampumep
NPOIBIDKUTENIHA TEMIIEPATypa, 0IBa Ha CHHUHH, KbPBEHE, OJIEAHOCT), JOKATO Ca Ha JICUCHHE C
Hyrimoz. IIpeycraHoBsiBaneTo Ha Jeyenuero ¢ Hyrimoz tpsoBa i1a ce 0OMUCIH TIPH MAIUSHTH C
MOTBBP/ICHU 3HAYMMHU XEMaTOJIOTHYHU OTKJIOHEHHUS.

Bakcunarmm

B ximHU4HO npoyyBane, o0xBamaiio 226 Bh3pacTHU YYaCTHUIU C PEBMATOUICH apTPHUT, KOUTO ca
OWIH JIEKyBaHU C aaTuMyMal WiTh Tutane0o, ca HaOJFoJaBaHu CXOAHH aHTUTSIIO-OTTOBOPH KBM
CTaHJIapTHaTa 23'BaJIeHTHa ITHCBMOKOKOBA BAKCHUHA U TpI/IBaIIeHTHaTa BaKCHUHaIIUsA cpemy FpI/IHeH
BUpyc. HsiMa naHHM 3a BTOpUYHO NpeHacsiHe Ha MH(EKIHS Ype3 KUBU BAKCUHHU TIPU MAIUCHTH,
MOJyYaBallly aaTuMyMa0.

HpenoquBa CC MEAUATPUIHHUTEC MAUCHTH J1a IPUKIIIOYAT, 10 Bb3MOKHOCT, C BCUUYKHW UMYHU3AllUN
ChINIACHO HACTOAIIUA UMYHU3AIIUOHCH KaJICHAAP, MPEAN 3alI0UYBAHC HA JICUHCHUCTO C HyrimOZ.

Ha nanumenTure, Ha KOUTO ce mpriara Hyrimoz mosxe z1a ce mocTaBsT BCIKAKbB JAPYT BUJ BAKCHHH,
OCBEH XHBH BakcHHHU. [Ipuioxennero Ha xuBM BakcuHu (Harp. BIDK BakcruHa) npu kbpMmadera,
H3JI0KEHU Ha alaluMyMa0 in utero He ce MpenopbyBa 0 S Mecela, Cliel OCIEJHOTO IPHIIOKEHNE
Ha ajanuMymal WHXKEKIHMSA Ha MaiKara, 1o BpeMe Ha OpEMEHHOCT.

3acToliHa ChbpJIeYHA HEJIOCTATHYHOCT

B ximnndHO npoyuBane ¢ apyr TNF-anTaronuct ca HabI0jaBaHH BIIOIIaBaHE HA 3aCTOWHATA
ChpJIEYHa HEJOCTATHUHOCT U MOBUIIIEHa CMBPTHOCT OT 3aCTOMHA ChPJI€YHA HEAOCTATHYHOCT.
Ciy4an Ha BJIOIIABaHE Ha 3aCTOMHATA ChpJ/ledYHAa HEAOCTaTHUHOCT C€ ChOOIABAT U MPH MALUEHTH,
nosyyasamiy aganuMymad. Hyrimoz tpsioBa ia ce npusara ¢ MOBUIIICHO BHUMAHKE TIPH TAIHEHTH C
Jeka cepaevHa HepoctarbuHocT (kiaac I/II mo NYHA). Hyrimoz e npotuBonokasaH npu ymepeHa o
TEKKa Chp/IedHa HEIOCTaTHYHOCT (BK. Touka 4.3). Jledenuero ¢ Hyrimoz tpsi0Ba na ce mpeycTaHoBU
[P MALMEHTH, KOUTO pa3BUBAT HOBY MJIM BJIOLIABAIIM CE CUMIITOMHU HA 3aCTOMHA ChpJEcYHa
HEJOCTaThYHOCT.

ABTOMMYHHH IIpOLIECH

JleuenueTo ¢ Hyrimoz moxe aa goBene 10 o0Opa3yBaHe Ha aBTOUMYHHH aHTHTeNa. He € u3BecTHO
BIIMSIHUETO HA MPOBIDKUTEITHOTO JISYCHHE ¢ afaTuMyMal BbpXY Pa3BUTHETO HA aBTOUMYHHH
3abosstBaHmsA. AKO cien iedenre ¢ Hyrimoz, manneHTsT pa3Bre CUMITTOMH, ITPEITOIaramiy

JyITyC- I0JI00EH CHHPOM H MOKaXKe MOJIOKUTEIICH PE3YJITaT 3a aHTUTEIA CPEIly JBOHHOBEPHIKHATA
JTHK, He Tps6Ba fa Ob/ie MpUIaraHo Mmo-HaTaThITHO JieueHue ¢ Hyrimoz (»x. Touka 4.8).

CerprerBanio npuwioxkenne Ha ouonornudad DMARDs win TNF-auraronucru

HabmomaBanu ca ceprno3Hu HH(EKINA TPH KIMHIYHU POYYBAHHUS ChC CHITBTCTBAIIIO IPHIIOKEHNE Ha
aHakuHpa u 1pyr TNF-aHTaroHucr, eraHepcent, 6e3 TOMbIHUTEIHA KIMHUYHA 0132 B CPaBHEHHE

ChC CAMOCTOSITENIHOTO IPUIIOXKEHUE Ha eTaHepcent. [lopaay ecTecTBOTO HAa HEXENAHUTE PEAKLIUH,
HaOII0aBaHy IIPY KOMOMHHUpaHATa Teparus ¢ eTaHepCeNT U aHAKUHPa, CXOIHA TOKCUYHOCT OU

MOTJIa JIa TPOU3TeUe U OT KoMOWHaNMATa Ha aHakuHpa U apyru TNF-anTaronuctu. ETo 3armo, He ce
MperopbhYBa KOMOMHAIIMATA HA aIaTAMyMal U aHaKuHpa (BXK. Touka 4.5).

ChITBTCTBAIOTO MPHUIIOKEHUE HA aanuMyMab ¢ apyru ouonornyan DMARDs (Hanpumep aHakuHpa
u abaranent) win Apyru TNF-aHTaroHncTH He ce MpenopbYBa, MOPaIH BEPOSTHO MOBUIIaBaHE HA
pUCcKa OT UH(EKINH, BKIFOUATEITHO CEPHO3HU HHPEKIMH, ¥ JPYTH MOTEHIIHATHN (apMaKoIOTHIHN
B3aiiMoiericTBHA (BXK. TOUKa 4.5).

Xu r'us

Hanune e orpanudeH omUT OTHOCHO 0€30MacHOCTTa Ha XUPYPIUIHUTE MPOLIEAYPH IPH MMALlUECHTH,
JIEKyBaHHU ¢ afanuMymad. AKo ce TulaHyBa XUpypriudHa HHTEpBEHIMS TPsiOBa Ja ce B3eMe MpeBHI
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NPOIBIDKUTEIHUS MTOMYKUBOT Ha afanumMyMa0. [Tamuent, KOHTO ce HyKIae OT onepamus, J0KaTo €
Ha Hyrimoz, tps0Ba ia ce mpocieisiBa BHUMATEIHO 32 HH(PEKINH U J1a Ce B3eMaT ChOTBETHUTE MEPKH.
Hanwuie e orpanudeH omuT OTHOCHO 0€30MacHOCTTa MpHY MAaIMeHTH, TOAJI0KEHH Ha apTPOILIacTHKa,
JOKaTO MOJIy4aBaT aganumymao.

TBHHKOYpEBHA HEMPOXOIUMOCT

Jlurcara Ha OTTOBOP KbM JIedeHHETO Ha OonectTa Ha Crohn, Moe Ja MOKa3Ba HAIMYKE Ha
(ukcrupann GUOPO3HU CTPUKTYPH, KOUTO HAJlaraT XUPypPru4HoO Jedenne. Hanmnaanre nanau
npeAroarat, 4ye ajaJuMyMad He BIIOIIABA WM TIPUYMHIBA CTPUKTYPH.

Crapuecka Bb3pacT

Yecrorara Ha CepHO3HUTE HHMEKIIMU CPE]] ICKYBAHUTE C alaliMyMal MarueHTH

HaBbpIIIH 65 ronuau (3,7%) € mo-BUCOKa OT Ta3H Cpell MAlMeHTUTE Ha BB3PAacT Mo 65 roaquHu
(1,5%). Haxom oT ciyuante ca ¢ jerajeH n3xo/l. CrennaaHo BHUMaHHe OTHOCHO PHCKa OT WH(EKIUS
TpsiOBa Ja ce oOpbhIIa MPH JICKYBaHETO Ha MAIIMEHTH B CTapuecKa Bh3pacT.

IlenquarpuynHa momyanus

Buxre Bakcunanuu no-rope.

CpabpkaHue Ha HATPUH

To3u ekapcTBEH MPOAYKT ChIbpKa Mo-Manko ot 1| mmol Hatpuii (23 mg) Ha 1032 0,8 ml, Ha 0,4 ml
i Ha mo3a 0,2 ml, T.e. MOXe J1a ce Kaxke, Ue MPaKTHICCKU HE ChIIbPrKa HATPHM.

4.5 B3aumopeiicTBHe ¢ JPYIH JIEKAPCTBEHH MPOAYKTH M APYrd (OPpMHU HA B3aUMO/elcTBHE

AnannMyma0 e IpoydBaH MpU MAIMEeHTH C PEBMATOUACH apTPHUT, OJHAPTUKYIApEeH I0BEHUIICH
W/IMOTIATHYEH apTPUT U NICOPUATHUYCH apTPUT, IPUEMAIH aJaliMyMal KaTo MOHOTEpanus, 1 TaK1Ba
Ha CHITBTCTBAIIO JICYEHHE ¢ MeToTpekcat. Koraro aganumymab e 1aBaH eJHOBPEMEHHO C
METOTpeKcaT, 00pa3yBaHETO Ha aHTUTENA € OWIIO MO-HUCKO, B CPAaBHEHHE C PIIIOKEHHETO My KaTo
MoHOTepanus. [IpuioxkeHueTo Ha aganuMymal 6e3 MeToTpeKcaT BOJH JI0 TOBUILIEHO 0Opa3yBaHe Ha
aHTHTeNa, MOBUIICH KIMPHHC U HaManeHa epUKacHOCT Ha aganuMymad (Bxk. Touka 5.1).

KoM0OunanusTa Ha agaTuMyMad 1 aHaKMHpPa HE ¢e IpenopbyBa (Bxk. Touka 4.4 ,,ChIbTCTRAIIO
npunoxxenue Ha ornonornain DMARD niu TNF-antaronuctu®).

KomOunHanusTa Ha agamuMymad 1 abaTarienT He ce pernopbuBa (BK. Touka 4.4 ,,CBIIETCTBAIIO
npunoxxenne Ha ornonornain DMARD nim TNF-antaronuctu®).

46 @epTHIANTET, OPEMEHHOCT U KbpMeHe

KeHu ¢ geTepoAcH MOTCHIIUAI

JKenu ¢ nerepojieH nmoTeHmnuan TpsOBa Ja 0OMUCIAT yHoTpedaTa Ha MOIXOAsIa KOHTPAIICTIIUS 3a
MpeI0TBpaTsIBaHe Ha 3a0peMeHIBaHe U Ja MPOBIDKAT YyIIoTpedara i B MPOIbIKCHHE Ha ITOHE MET
Mecela ciie/ IocaeIHoTo Jeuenue ¢ Hyrimoz.

BbpemenHoct

IIpocniekTUBHO ca chOpaHu JaHHU OT ToJIsIM Opoit (mpubmm3uTenHo 2 100) OpeMeHHY KeHH ¢
paXkaaHe Ha KUBO JIETe, C EKCIIO3UIINA Ha afaiuMyMal, BKIIOUUTEHO TioBede oT 1 500 OpemeHHOCTH,
C CKCIO3HIIUSA Ha ajanuMymal 1pe3 IbpBHUS TPUMECThD, KOUTO HE TIOKa3BaT MOBUIIIABAHE HA
YyecToTaTa Ha Man(opMaluy Py HOBOPOACHOTO.
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B mpocniekTHBeH KOXOPTEH PETHCTHP ca BKIIOYEHH 257 skeHH ¢ peBMarouaeH apTput (PA) nim
ooxect Ha Crohn (bK), nexyBanu ¢ ananumyma0 moHe nipe3 bpBust TpUMecThp, U 120 sxenu ¢ PA
BK, kouTo He ca nexyBaHu ¢ aganuMyma0. [IbpBudHaTa KpaliHa TOYKa € YecToTara Ha rojieMu
BpozeHH nedektu. YectoTaTa Ha OpeMEHHOCTHUTE, 3aBBPILBAIIH C [TIOHE €THO )KUBOPOJCHO JIETE C
roJIsIM BpoaeH nedekT, € 6/69 (8,7%) npu xenute ¢ PA, nekyBanu ¢ aganumymao, u 5/74 (6,8%) npu
HenekyBaHuTe xeHu ¢ PA (aekopurupan OR 1,31, 95% CI 0,38 — 4,52) n 16/152 (10,5%) npu
sxerute ¢ BK, nekyBanu ¢ ananumyma0, u 3/32 (9,4%) npu HenekyBanute sxeHu ¢ BK (Hekopurupan
OR 1,14, 95% CI1 0,31 — 4,16). Kopurupanust OR (oTunTamy paznukarta B U3XOAHUTE CTOHHOCTH) €
1,10 (95% CI 0,45 — 2,73) npu komOuanpanu PA u bK. 3a BropudHNTE KpallHU TOYKH CIIOHTaHHU
abopTH, HE3HAYUTEIHU BpOJIeHH JeDeKTH, PexIEBPEMEHHO paxKIaHe, pa3Mep MpH paxaaHe u
CEpUO3HHU WJIM OMOPTIOHUCTUYHU HHPEKINH HE ca HaOI0AaBaH! OTUYETIMBH Pa3IUKU MEXKILY
JIEKyBaHHTE C aIaJMMyMal 1 HEJIeKyBaHHUTE JKEHH, KAaKTO U HE ca AOKJIaJBaHU Cllyyau Ha
MBPTBOPOAEHH Je11a I 3JI0KaueCTBEHH 3a00isiBaHus. MIHTepnpeTupaneTo Ha JAaHHUTE MOXeE Aa
0bJic TOBIHSIHO OT METOAOJIOTHYHUTE OTPAaHHYCHHUS Ha IPOYYBAHETO, BKIIIOYUTEIHO OT MaJIKUs
pasMep Ha M3BaJKaTa U HEPaHJOMHU3UPAHUS JU3aiH.

B npoyuBaHe Ha CBBp3aHa C pa3BUTUETO TOKCUYHOCT, IIPOBEICHO IPHU MaliMyHH, HsIMa JIaHHU 32
TOKCUYHOCT IIpU MaﬁKaTa, eM6pI/IOTOKCI/IqHOCT UJIK TEPAaTOIrCHHOCT. Hsama nanuanu NPpEAKIMHUYHA
JTAHHH 32 TTOCTHATAJTHATAa TOKCHYHOCT Ha amanuMymMad (Bxk. Touka 5.3).

[opann naxubupane Ha TNFa, npunaranusar no Bpeme Ha OpeMEHHOCT afanuMyMad MoXKe Ja
NOBJIHsI€ HOPMATHUTE UMYHHH OTTOBOPH IIPH HOBOPOJCHOTO. AnanuMymad TpsiOBa 1a ce U3M0JI3Ba 1o
BpeMe Ha OpEMEHHOCT caMO aKo € H3PHIHO HEOOXOIUMO.

AnanuMymal MOKe J1a IPEeMUHE Mpe3 IUTaleHTaTa B cepyMa Ha KbpMadeTa, POJIEHH OT KEHH,
JIEKyBaHHM ¢ ajaiuMyMad 1o BpeMe Ha OpeMeHHOCT. ClieZjoBaTeIHO, T€3U KbpMayeTa Moxe Aa Obaar
M3JI0KEHH Ha TIOBUIIEH pHcK OT nHpexnus. [Ipunoxennero Ha xxusu Bakcunu (Hamp. BLK BakcuHa)
IIpU KbpMaueTa, U3JI0KEHU Ha aflaluMyMal in utero He ce IIpernopbuBa JO S Mecela, Clel HOCIeIHOTO
MpUJIOKEHUE Ha ajanuMyMal HHKEeKIHS Ha Maiikarta, 1o Bpeme Ha OpeMEeHHOCT.

Kopmene

OrpanndenaTta HHGOPMaNHS OT MyONMKyBaHaTa JINTEpaTypa COYH, 4e afaimMyMald ce eKCKpEeTHpa B
KbpMaTa MpHU MHOTO HUCKH KOHIIGHTPAIIMHY, KATO HAIMYHETO Ha alaluMyMad B KbpMaTa € B
koH1eHTpauuu ot 0,1% no 1% ot HUBOTO B cepyMa Ha Maiikata. Korato ce mpuema nepopaiHo
uMyHornoOynuH G, IpOTEMHHUTE ce IOAJaraT Ha YpeBHa IPOTE0NIN3a M UMAT HUCKa OMOHAIMYHOCT.
He ce ouyakBar edekTr BbpXy KbpMEHUTE HOBOpOJIeHH/KbpMaueTa. CienoBarenHo Hyrimoz moxe na
ce M3M0J3Ba [0 BpeMe Ha KbpMEHE.

PeprramTeT

He ca nanumuHu npeaxIMHIYHYA JaHHU 3a eeKTa Ha aganuMymal BbpXy depTuimTera.

4.7 EdexTn BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

Hyrimoz moxe na moBnusiBa B MaJIKa CTEIIEH CIIOCOOHOCTTA 3a modupaHe U padoTa ¢ MalIHHU.
Bb3MOkHa € 1osiBaTa Ha BEPTHIO U HAPYIICHUE HA 3PEHUETO CIIe]] MPIIokeHneTo Ha Hyrimoz (six.
Touka 4.8).

4.8 HexeJaHu JeKAPCTBeHH PeaKIHU

O06006111eH1E Ha podwiia Ha OE30IIaCHOCT

AnanuMymal e Ipoy4BaH B OCHOBHH KOHTPOJIMPAaHU W OTBOpeHH Npoyusanus npu 9 506 manmenTH 3a
nepuon 1o 60 Mecena unu nmoseve. Te3u MpoydYBaHUS BKIIOYBAT NAIMEHTH C PEBMATOUICH apTPUT

C HaCKOpO BBH3HHUKHAJIO 3a00JIsIBaHE WM TAaKOBa C ToJIsiMa JaBHOCT, IOBEHWIEH HIUONAaTHICH

apTpuT (MOTMAPTUKYJIAPEH I0BEHUICH UANONIATUYEeH apTPUT U apTPHUT, CBBP3aH C €HTE3UT), KAaKTO
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Y TAMEHTH C aKCHaJIeH CIIOHIWIOAPTPHUT (aHKMIO3UPAIl CIOHAWINAT U aKCHaJIeH CIIOHAWIOapTPUT
0e3 pertrenorpadeku nanau 3a AC), mcopuatudeH aptpurt, 6onect Ha Crohn, yieposex

KOJIUT, TICOPUA3UC, THOCH XUAPAJCHHUT U yBeUT. OCHOBHUTE KOHTPOJIHUPAHH MPOYYBAHHS
oOxgBamat 6 089 manuentu, mony4apamy aganumymad u 3 801 marueHTy, moxy4aBaniu

ianebo Wi aKTUBHA KOHTPOJIA 110 BpeMe Ha KOHTPOIMPAHUS IEPHOI.

JerbT Ha TAIUEeHTUTE, KOUTO Cca MPEyCTAHOBUIIH JICUCHUETO CH TTOPaTU HEXKEJIaHU ChOUTHS 110
BpeMe Ha ABOMHOCIENHS, KOHTPOJIUPAH MEePUO] Ha OCHOBHHUTE MPOYyYBaHuUs € 5,9% IMpu malueHTure,
pueManiy agammMymad u 5,4% mpu manueHTuTe, JeKyBaHd ¢ KOHTPOJIA.

Haii-yecto nokinagBaHuTe HEXEIaHU peakMu ca HHQPEKnuu (KaTo Ha30(hapuHTUT, HHPEKIIUU Ha
TOPHHUTE JUXATEIHH IIbTHIIA U CHHY3HT), PEaKLMK Ha MSCTOTO HAa MHXKEKTHPaHe (epurema, ChpOoex,
xXeMoparusi, 00JIKa W TTOAyBaHe), TIIaBOOOINE U MYCKYJI0-CKeJIeTHa 00JIKa.

JloknagBaHu ca cepuO3HM HEKEJIaHHU peakuuu 3a aganumymad. TNF-antaronucrure, kato
ajanuMyMmab 3acsraT MIMyHHaTa CUCTEMa M TsAXHaTa yrnorpeda MoKe Jja Bb3eHCTBa BbPXY 3alluTaTa
Ha TSUTOTO Cpelry HH(EKINH U PaK.

JleTanHu ¥ )KMBOTO3ACTpaIIaBay HHQEKIMH (BKIFOUYUTEIHO CETICHC, OTIOPTIOHUCTHYHN HHPEKIINU 1
TyOepKyso3a), peaktuBupane Ha HBV u penuiia 3mokadecTBeHN 3200 IBaHUS (BKITIOYHTEITHO
JIEBKEMHS, TMMQPOM U XenaTocIieHaldeH T-kiueTbueH TuMQoM) chIIo ca ChoOIIaBaHu MPH
MPUIOKEHUETO Ha aJanumymao.

JloknaznBaHu ca ChIIO CEPUO3HU XEMATOJIOTMYHHU, HEBPOJOTMYHU U aBTOUMYHHU peakuuu. Te
BKITIOYBAT PEJKU CHOOUICHHS 32 TAHIIUTONICHHS, AaIUIACTUYHA aHEMHUS, IICHTPAIHU U TepuQepHU
JEMUTMHU3UPAIIN CHOUTHUS B ChOOIICHUS 32 JYIYC, CBbP3aHU C JIYIYC ChCTOSHUS ¥ CHHIIPOM Ha
Stevens-Johnson.

HeZlI/IaTDI/I‘IHa nonyJianuvsa

Karo I4J10, HCXCIIaHUTC CHOUTHS Ipu NCAUATPUIHU NMALUCHTU C IMOJIUAPTUKYJIAPCH FOBEHUJICH
HUIWUOMATHUYCH apTPUT Ca CXOJAHHU 110 YCCTOTA U BUJ C HaGJ’IIO,I[aBaHI/ITe IIpU Bb3paCTHU MAIlUCHTH.

TabanueH CIMCHhK Ha HEXKEIIAHUTE pPCaKknn

[pencraBeHUAT CIUCHK HA HEXKEIAHUTE PEaKIMU ¢ 0a3upaH Ha OTKTA OT KITMHUYHU POYYBaHUS U
IIOCTMapKETHHIOB OITUT U € TIpecTaBeH 10 cucTeMo-oprannu kiaacose (COK) u yectora B

tabmuna 7 no-aony: MHOro dectd (> 1/10); yectu (>1/100 mo < 1/10); neuectu (>1/1 000 mo < 1/100):
penku (> 1/10 000 mo < 1/1 000); u ¢ Hem3BecTHa YecTOoTa (OT HANMYHUTE JAHHU HEe MOXe Ja ObJie
HarpaBeHa OlleHKa). [Ipu BCsAKO rpynupaHe B 3aBHCUMOCT OT YeCTOTAaTa, HeXEIAHUTE PEaKIIuH ce
U30pOsBAT B HU3XOAI P/l IO OTHOIICHUE Ha TAXHATA CEPUO3HOCT.

Bxomtouena e Haif-BHCOKaTa 4eCTOTa, HAOJIf01aBaHa cpell pa3nuaHuTe mokazanus. C actepukc (*) B

KOJIOHATa 332 CUCTEMO-OPTaHHU KJIACOBE € OTOCISI3aH0 HATMIUETO Ha JOITBIHUTEIHA HHPOPMAIIHS,
KOSITO MOJKe Jia ObJic HaMepeHa B Touku 4.3, 4.4 u 4.8.
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Taoauna 7.

Hexesanu peakuuu

CucreMo-opraniu
KJ1acoBe

YecToTa

Hexenana peakuus

HNudexmum u
nHpecrauu™®

MHoro yecTu

Wudexuun Ha AuXaTENHUTE IHTHINA (BKJIIOYUTEIHO
MH(pEKIUs Ha JOJTHUTE ¥ TOPHU JUXATEIHH [IbTHIIA,
IIHEBMOHUS, CHHY3HT, (DapHHIUT, Ha30()apHHTUT U
XepIiec- BUpyCHa ITHEBMOHMS)

Yectn

Cuctemur MH(pEKIMU (BKIIOUUTEIHO CETICUC, KaH 11032
Y TPUII), MHTECTHHAIHA NH(EKIMH (BKIIOUYNTETHO
BUPYCEH I'aCTPOCHTEPHUT),

MH(EKIUH Ha KO)KaTa ¥ MEKUTE ThKaHU (BKIIOUUTEITHO
NAapOHUXUSL, LIEIYIIUT, IMIETHIO, HEKPOTHU3HPALL
(hactuT U Xeprec 30cTep), HHPEKIHH Ha yXOTO,
MH(DEKINH Ha YCTHATa KyXHHA (BKIFOYUTEIHO XepIec
CHMILIEKC, XepIlec Ha yCTHATa KyXHHA 1 HHPEKIUH

Ha 350UTe),

HH(EKIMU Ha BB3IIPOU3BOUTEIHATA CUCTEMA
(BKJIFOYMTEITHO BYJIBOBarMHAIIHA MUKOTHYHA HHPEKIINS),
UH(EKIMKY Ha TUKOYHUTE IIBTHIIA (BKIFOUYUTETHO
nuenoHepuT), rbONUHE UHDEKIHH,

CTaBHU MH(EKLNH,

Heuectn

Hesponornunu uHpeKunn (BKIFOYUTETHO BUPYCEH
MEHHUHIHUT) OMOPTIOHUCTUYHH HHPEKLIUK 1 TyOepKy103a
(BKJIFOUMTEITHO KOKIUIMOUAOMHKO3a, XHUCTOIIA3M03a U
uHOEKIHA IPHIUHEHa OT mycobacterium avium
complex),

Oakrepuaniu MHOEKIMY, OUHH UH(EKIHH,
IMBEPTUKYJIAT V)

Heomazmu —
JI0OpPOKaYEeCTBEHH,
37I0KAYECTBEHH U
HEOMpeICIeHH
(BKJIIFOYHMTETTHO KUCTH
nojumnm)*

Yectu

Pax Ha koxaTa, ¢ M3KIIIOYEHHE Ha MEJIAHOM
(BKJTIOUMTENTHO 6a3aTHOKIIEThYEH KapLIMHOM U
CKBaMO3HOKJICTHYEH KapLIUHOM),
JnoOpokadyecTBeHa Heoruiazma

Heuectn

JIumpom**,

HEOIUTa3Ma Ha COJIUCH OpraH (BKIIOYHTEIHO PaK Ha
rbpAaTa, HeoIDIa3MH Ha Oennte IpoboBe u
ITUTOBHIHATA XKJIe3a), MeTaHOM ™ *

Penxu

JleBkemust

C nensBecTHA
yecToTa

Xenarocruienaned T-knerbueH mumdom?,
Merkel-kieTbueH KapiuHOM (HEBPOCHIOKPHHEH
KapIMHOM Ha Koxkara) !

capkoM Ha Kaposi

Hapymenus Ha kpbpBTa U
miM¢pHara cucrema*

MHoro yectu

JleBkonenust (BKJIIOYUTEITHO HEYTPOIICHHS 1
arpaHyJIOIMTO3a), AaHEMUS

Yectun JleBKonHTO3a, TPOMOOIIUTOIICHHUS
Heuectn Wnnonatnyna TpoMOOIUTOIICHIYHA ITypITypa
Penxu ITanmuronenus

Hapymenns Ha mmyHHata| Yectn CBpBXYYBCTBUTEIHOCT,

cucrema*

anepruu (BKII. CE30HHA aJICPTHs)
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CHCTeMO-0praHuu YecToTa Hesxenana peakuus
KJ1acOBe
Heuectu Capxoupnosal),
BACKYIHT
Penxu Anapmnaxcus?

Hapymenus na
MeTabonm3ma u
XpaHEHETO

MHoro yecTu

IloBumenue Ha JIMITUJINUTC

Yectn

XWIOKaNIueMus, MOBUILICHUE Ha IMKOYHATA
KUCEINHa,

OTKJIOHCHUSI Ha HATPHS B KPBBTA, XUIOKAILIUEMHUS,
XHUIEPriuKeMus, xunopocharemus,
JeXHUapaTanus

IIcuxuunu HapylieHUs

Yectn

IIpomenu B HACTPOSHUETO (BKIIOUUTEITHO
JienpecHst), TPEBOXKHOCT,
be3cvHue

Hapymienus Ha HepBHaTa
cucrema*

MHoro yecTu

T'nmaBoOoue

Yectn [Mapecre3un (BKJIIOYUTETHO XHITOECTE3HS),
MHTpeHa,
KOMITPECHsI Ha HEpBHH OKOHYAHUS
Heuectn MO3BYHO-CHI0B UHIUICHT V),
TpeMOp, HEBPOIATHS
Penxu MHokecTBeHa CKiepo3a, IeMUETMHU3UPAILN
HapylieHus (HEBPUT Ha OYHUS HEPB, CHHIPOM Ha
Guillain-Barré) D
Hapymenus Ha ouure Yectu Hapymenue Ha 3p€HUETO, KOHIOHKTUBHT,
osedapuT, Mo IyBaHe HA OUUTE
Heuectu Hunnonus
Hapymenus Ha yxoto u Yectu Bepturo
nabupuHTa
Heuectu I'myxora, TuHUTYC
CoprevHy HapyIeHus* Yectn Taxukapaus
Heuectn MuokapzeH uapapkr’
apuTMus,
3aCTOMHA ChpJEYHA HEJOCTATHYHOCT
Penxu CopaedeH apect
CpI0BY HApYIICHHS Yectu XUMnepToHus, 3auepBsIBaHe,
XeMaToM
Penxu AHeBpu3Ma Ha aopTaTa,
OKIJTy3Hsl Ha apTepHaIHUTE ChI0BE, TpoMOOdIeouT
Yecrtu AcTMa, 1ucTHes, Kauuiiia
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CHcTeMO-0praHHu YecToTa Hexenana peakuusi
KJ1acOBe
Pecniuparopnu, rppauu u | Hedectu Benonpo6ua emGonus"), uarepcTunmransa 6enoapodHa
MeAuacTUHAIHU boutecr,
HapyuieHus* XpOHHYHA 00CTPYKTHBHA OenopooHa

00JIeCT, THEBMOHMUT,

IUIEBpaeH u3nms

Penxu Benoapobra pubposza’

CToMantHo-4peBHU

MHoro yecTu

Kopemna 6oika, rafieHe U IOBpPBIIaHe

HapyILIEeHUs
Yectu KbpBeHe 0T cTOMAIIHO-YPEBHUS TPAKT,
JHCIIeTCHs,
ractpoe3odareanta pedaykcHa OoecT,
sicca syndrome (cunapom Ha Sjogren)
Heuectu [Mankpearur, nucdarus,
OTOK Ha JIHLIETO
Penxu Tepdopanus Ha uepsara'
XenaToOUIHapHH MHoro yecTn [NoBuieHEe HAa YEPHOAPOOHUTE EH3UMH
HapymeHus*

Heuectu XOJIEIUCTUT U XOJISIUTHA3a, YepHOAPOoOHA
CTearo3a, MOBHIIICHNE Ha OMIpyOnHa
Penxu Xemarwr,

peakTuBHpaHe Ha xenaTuT BY, apTonMynen
xemarut!

C HeusBecTHa
yecToTa

YepHoapoOHA HeoCTaThUHOCT !

Hapymenus Ha koxara u
MIOJKOYXHATa ThKaH

MHoro yectu

OO0puB (BKIIFOYUTEITHO eKC(OIUATHBCH
00puB)

Yectn

BioiaBane Wik OTKIIIOYBAHE HA NCOPUA3KC (BKII.
NAIMO-TUIAHTapEH MyCTYJIO3eH TIcopuasuc),
ypTUKapus,

MOsIBa HA CHHUHM (BKJIFOUUTEITHO MyPITypa),
JepMaTUT (BKIFOUUTENHO €K3€Ma), OHMXOKIIA3a,
XUIEPXUAPO3a, anmornenus’,

npypuTyc

Heuectn

Homxo u3notsBaxe, mosiea Ha Oee3u

Penxu

Epurema myntudopme’ curapoM Ha
Stevens-Johnson !, anrnoenem”,
KOKeH BacKyJut"

JUXEHOUIHA KOXKHA peaKius

C HeusBecTHaA
yecToTa

Brnomasane Ha cuMIToMHuTE Ha ,HepMaTOMI/IO3I/ITal)
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CucreMo-opraniu
KJ1acOBe

YecToTa

Hexenana peakuust

Hapymenus na
MYCKYJIHO- CKEJIETHATa

MHoro yectu

MyckynHo-cKeneTHa Ooka

cHucTeMa 1 Yectu MyckynHY cria3mu (BKIFOYUTEITHO TIOBUIICHUE HA
CheMHUTEIHATA ThKaH KpeatuH GochOKHHA3aTa B KPHBTA)

Heuectn Pabnomuonusa,

CUCTEMEH IYITyC epUTEMATOIEC

Penxu Jlymyc-nogo6en cuagpom”
Hapymenus na Yectn VBpexmane Ha ObOpenuTe,
ObOpenuTe ¥ MTMKOYHNTE Xemartypus
IIbTHUIIA

Heuectu Hoxkrypus
Hapymenus na Heuectu EpexTuina nucdyHkums

BB3[POU3BOAUTEIHATA
CUCTEMA U I'bpJaTa

OO0 HapylIeHHs 1
edexTH Ha MACTOTO Ha

MHoro yectu

Peakuus Ha MsCTOTO Ha WHXXCKTHUPAHC
(BKJ'I}O"II/ITGJ'IHO €puTeMa Ha MACTOTO Ha

MPUIOXKCHUE ¥ WH)XEKTUPAHE)
Yectu Bosnka B obnacTTa Ha rpbAHUS KOII, OTOK,
nupekcus '
Heuectu Bb3nanenue
WzcnenBanms™ Yectu Hapywenus Ha koaryjnanusita 1 KbpBEHETO

(BKJIFOUMTENTHO yABJKaBaHE HA aKTHBUPAHOTO
MapIHaTHO TPOMOOIIIIACTHHOBO BpeMe),
TIOJIOKUTEJICH TECT 32 aBTOAHTUTENA (BKIIOYUTEITHO
neotHoBeprxkHU JJTHK anTuTena),

MOBUILICHHE Ha JIAKTAT JIEXUIpOoreHasara B

KpbBTa

C HeusBecTHaA
yecTora

[MoBureHo Terno?

Hapansanus, otpaBsiHUs
U YCIIOKHEHHUS,
BB3HUKHAIN B PE3YJITAT
Ha MHTEPBEHIINU

Yectn

Hapyeno 3a3znpaBsiBaHe Ha paHu

JOMBJIHUTEHA HHpOpMaIKs MOXe 1a Obae HamepeHa B Touku 4.3, 4.4 1 4.8

** BKJTIOYUTEITHO OTBOPEHUTE PA3MIMPEHU POYIBAHUS

D) BKJTIOYUTETHO JAHHU OT CIIOHTAHHH CHOOIIEHHS

2 ITpoMsiHaTa B TETJIOTO COPSAMO M3XOHOTO HUBO 3a aganumymab Bapupa cpeano ot 0,3 mo 1,0 kg npu
MOKa3aHMsTa 332 Bb3pACTHH B cpaBHeHHe ¢ (MuHyc) -0,4 10 0,4 Kg 3a mamne6o 3a nepros Ha Jie4eHHe OT
4—6 Mecena. YBenudeHHe Ha TErIIOTO 0T 5—6 Kg e HabmogaBaHo 1 IpH ABITOCPOYHH PA3HINPEHU
MIPOYYBaHMS ChC CpPEHA €KCIIO3HIHSI OT OKOJI0 1—2 To1uHN 0€3 KOHTPOIIHA IpyTa, 0cOOCHO MpH
nanuenTy ¢ 6onect Ha Crohn ¥ ynepo3eH KoumT. MexaHu3MBbT 337 TO3U e()eKT He € SICeH, HO MOXKeE /1 €
CBBP3aH C MPOTUBOBB3MATUTENHUS eeKT Ha ananumymao.

I'HOEeH XuapaJeHuT

IMpodunsT Ha Ge30MacHOCT MpH MaIUeHTH ¢ ['X, TeKyBaHH ¢ afauMyMad eXXeceIMUYHO, ¢ B
CHOTBETCTBHE C ITO3HATHS MTPOQIIT HA OE30TTACHOCT Ha amamuMymad.
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Yeeur

[IpodunbT Ha GE€30MACHOCT MPH MAIUSHTH C YBEUT, JICKYBaHH C alaliMyMab Mpe3 ceaMHulia, € B
CHOTBETCTBHE C TIO3HATHS PO HAa 0E30MACHOCT Ha aIaTuMyMa0.

Onrcanye Ha N30paHU HeXKETAHN PEAKIINH

Peam;uu HA MACMOMO HA UHIMICEKMUpAane

B ocHOBHUTE KOHTPOIHMPAHU IPOYIBAHUS TPHU JeTa ¥ Bb3pacTHH 12,9% OT manueHTuTe, JICKyBaHH C
ajamuMyMa0, ca pa3BIIIM PEaKlUs Ha MICTOTO Ha MHKCKTHpaHE (epuTeMa H/Wiu ChpOexk, XeMoparus,
00JIKa WK OTOK), B CpaBHEHHUE ChC 7,2% OT MalueHTHTe, Oy TUIare00 Uil aKTHBHA KOHTPOIIA.
Peaknuure Ha MSCTOTO Ha MHXEKTUPAHE, KaTo ISUI0, HE ca JIOBEIH JI0 TPEYCTaHOBSIBAHE HA
JICYCHUETO C JIEKAPCTBEHUS IPOAYKT.

HUngpexyuu

B ocHOBHHTE KOHTPOJMpPaHU POYUBAHUSI IPHU €A U Bb3PACTHU YECTOTaTa HA HH)EKIUHTE €

Owmra 1,51 Ha ManMEeHTOTOMHA TIPH TIAITUEHTUTE, JIEKYBaHH ¢ agaimMyMad u 1,46 Ha marueHTorouHa
[IpH MAIMEHTUTE, JICKYBaHHU C TU1ae00 1 akTHBHA KOHTpoJa. MH(pekuuuTe ca OMiu npeuMHO
HﬂSO(I)ﬂpI/IHFI/IT, I/IH(i)eKIII/H/I Ha TOPHUTC AUXATCIIHU IbTUILLA U CUHY3UT. IToBeueTo IMannueHTH ca
MPOABIDKUIN JICUSHUETO C afalnMyMa0 Clie]] OTIIyMsIBaHe Ha HHPEKIUATA.

UecroTara Ha cepro3nute uHpekuu ¢ ouna 0,04 Ha nalMEeHTOroIMHa MPH MAUEHTUTE, JICKYBaHU
¢ ananmumyma6 u 0,03 Ha manMeHToroAMHA IPU MAIUEHTUTE, JISKYBaHU C I1ane0o0 U akTHBHA
KOHTpOJIA.

[Ipu xOHTpOIMpPaHUTE U OTBOPEHH MIPOYUBAHUS MIPH Jelia U B3PACTHH C afanumyMal ca JOKIaJBaH!
CepHO3HM HH(PEKINH (BKIIOYUTETHO (DaTaTHU HHPEKIUH, KOUTO Ca Bh3HUKHAIHU PSJIKO), KOUTO
BKJIIOYBAT CHOOIIEHUA 32 TyOepKyJ03a (BKIIOYUTEITHO MIJIMAPHA U C N3BBHOEIOAPOOHHT
JIOKaIM3aliK) 1 MHBAa3UBHH OMOPTIOHUCTHYHU WHPEKIUHU (HAMp. JUCEMUHUPAaHA HITH
EKCTpaITyJIMOHAIHA XUCTOIIa3M03a, 01aCTOMUKO3a, KOKIUAMONIOMUKO3a, THEBMOILIMCTO3a,
KaH/M/103a, aCIepruiiosa u mucrepuosa). [loBedero ot ciaydante ¢ TyOepKy103a ca BB3HUKHAIN TIPe3
IBPBUTE OCEM MeECella CIie]l 3all0YBaHe Ha JICYEHHUETO U MOXKeE Jia OTPa3siBaT IIOBTOPHA TOsBa Ha
JIATEHTHO 3a00JIBaHe.

3noxavecmeenu u aumponporupepamuenu 3a60116aHUs

He ca HabmoiaBanu 310Ka4ecTBEHU 3200 sIBaHus TP 249 neuaTpuvHA NAIllMeHTH C eKCITO3UIUS
oT 655,6 manueHTOroMHY 110 BpeMe Ha KIMHIUYHU MPOYIBAHMS C IaTIMyMal IIpH MallueHTH C
IOBCHUJICH UAMONIATHYCH apTPUT (ITOJIMAPTUKYJIAPCH FOBCHUJICH UIUONIATHUCH apTPUT U apTPUT,
CBBp3aH C €HTE3UT). B nombaHeHne, He ca HaONI01aBaH! 3JI0KAYECTBCHH 3200 IIBaHUS

npu 192 nenuaTpyuyHU MalMeHTH ¢ eKCHo3ulks oT 498,1 manyueHToroAMHM o BpeMe Ha KIIMHUYHU
MPOYYBaHUS C aaluMyMal MpH MeTuaTpuIHN nanuenTty ¢ 6onect Ha Crohn. He ca HabiromaBanu
3JI0KaueCTBEHU 3a00JIsIBaHUs NpU 77 TIEIUATPUIHH NAIMeHTH ¢ ekcrio3ulus ot 80,0 marueHToronuau
10 BpeMe Ha KIIMHUYHO MTPOYYBaHE C aJaiuMyMal Npy NeIUaTpUIHH MAIUCHTH ¢ XPOHUYCH
ncopuasuc ¢ riaku. He ca HabmojaBaHy 3I0Ka4eCTBEHH 3a00sIBaHUS MTpH 93 neAnaTpuIHH
MAIMEHTH C eKCIIO3UIUs OT 65,3 MAIMeHTOr0IMHY 110 BpeMe Ha KIIMHUYHO MPOYYBaHE C alaiuMyMad
MIPH MIeANATPUYHH MMAlUEHTH C yIIepo3eH KomuT. He ca HabmoqaBaHy 310Ka4eCTBEHU 3a00IsIBAaHHS
mpu 60 mexuaTpUIHM MAIMEHTH C eKCIO3UITNA OT 58,4 maIrmeHTOroIMHA, TI0 BpeMe Ha KITMHUIHO
MPOYyYBaHE ¢ aaIuMyMal MPH MeIUATPUIHU TAIIMCHTH C YBEUT.

1o Bpeme Ha KOHTPOJIMPAHUTE YACTH OT OCHOBHU KIIMHUYHM POYYBaHUS HA afaiuMyMad C
MUHHMaJTHA MPOIBJKUTETHOCT OT 12 ceaMUIM MPH Bh3PACTHU MAIIMEHTH C YMEPEHO JI0 TEXKO
U3pa3eH aKTHBEH PEBMATOHICH apTPUT, aHKWIIO3UPAILl CIIOHIMIINT, aKCHAaJIeH CIIOHAWIATOAPTPHT Oe3
penTtreHorpadcku nanau 3a AC, IcopuaTHdeH apTpuT, ICOPHUA3UC, THOCH XUAPaAEHHUT, OojecTTa Ha
Crohn, yniiepo3eH KOJUT U yBEHT, 37I0Ka4ECT BEHU 3a00JSIBaHUS, Pa3NUYHI OT TUMGPOM 1
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HEMEJIAaHOMEH PaK Ha Kokara ca Ouin HaOroaaBanu npu yectora (95% noBepUTeieH HHTEPBA)

ot 6,8 (4,4, 10,5) a 1 000 nmarmentoroannu cpen 5 291 nexyBaHu ¢ afanuMymad TAMeHTH CAPSIMO
yecroTa oT 6,3 (3,4, 11,8) va 1 000 manmentoroaunu cpen 3 444 KOHTPOJIHU MAUEHTH (IPU MEAMaHa
Ha IPOJBDKUTEIIHOCTTA Ha JeueHueto ot 4,0 Mecera 3a aqanumymab u 3,8 Mecena 3a JICKYBaHUTE C
KOHTpoOJa nanueHTn). Yectorara (95% moBepuTeNieH HHTEPBAN) HA HEMEIAHOMHHUTE (JOPMHU HA KOKEH
pak e 6wa 8,8 (6,0, 13,0) ma 1 000 manueHTOTOAMHY CpeT JICKYBAHHUTE ¢ aJaIAMyMal MarueHTH

u 3,2 (1,3, 7,6) Ha 1 000 mariueHTOroOAMHU CpeJl KOHTPOJIHUTE HanueHTH. OT Te3u GopMH Ha KOKEH
Pak, CKBaMO3HOKIIETHYEH KapIIMHOM € Bh3HUKBaNI ¢ YecToTa (95% noBepuTeIieH HHTEPBAI)

ot 2,7 (1,4, 5,4) va 1 000 maruenTOroAMHM cpel JieKyBaHUTe ¢ aganuMmymad manuentu u 0,6 (0,1, 4,5)
Ha 1 000 manueHToroAMHU cpeji KOHTpoIHHUTE manueHTd. Yecrotara (95% oBepuTteneH HHTEpBaI)
Ha siuMmpomu e ouna 0,7 (0,2, 2,7) na 1 000 nanueHTOroAMHU Cpel ICKyBaHUTE C aaIuMyMal
naruenty u 0,6 (0,1, 4,5) va 1 000 marueHTOroANHU Cpefl KOHTPOJHUTE MAlUeHTH.

[Tpu xoMOMHMpaHe HAa KOHTPOJIUPAHUTE YACTH OT T€3U NPOYYBaHUS C IPOIBIDKABAILUTE U
3aBBPIICHN OTBOPCHHU PA3IIMPECHU MPOYUYBAHUS C MEAMAHA HA MPOABIDKUTSIHOCT OT
npuoI3uTenHo 3,3 ronuHu, odxBamamu 6 427 manueHTy U nosede ot 26 439 manueHToro IMHH
Tepansl, HaOJro/JaBaHaTa 4ecToTa Ha 3JI0Ka4eCTBEHUTE 3200 SIBaHNS, PA3INYHU OT JTUM(POM

W HeMeJIaHOMHH (JOpMH Ha KOXEH pak, € npuoausutenso 8,5 Ha 1 000 naunueHTOr0IMHH.
Hab6nrogaBanaTa dectoTa Ha HeMeJIaHOMHHUTE OPMHU Ha KOXKECH pak ¢

npubmusutenso 9,6 Ha 1 000 nanueHToroquHM, a HabIrOIaBaHATA YECTOTA Ha

mumpomurte e npudausutenHo 1,3 va 1 000 nanueHTOroIuHH.

B neprona Ha moctMapkeTHHroBuUs onuT OT stHyapu 2003 1. mo mekemspu 2010 1., IpeTMMHO
IIPH MAIMSHTH C PEBMATOUICH apTPUT, YeCTOTaTa Ha CIIOHTAHHO CHOOIICHUTE 3]I0KaYeCTBEHU
3a00JIIBaHUs, PA3IMYHU OT TMM(GOMH U HEMETaHOMHHU ()OPMU Ha KOXKEH PaK e

npubmusutenHo 2,7 Ha 1 000 marmenToroanan Tepanus. YecToTHTe Ha CIOHTAHHO CHOOIICHNUTE
HeMeJIaHOMHHU (POPMHU Ha KOXKEH paK ¥ JTUM(POMHU ca ChOTBETHO

npubmmzutento 0,2 u 0,3 va 1 000 nanmenToroauau tepanus (Bx. Touka 4.4).

[Tpy mMOCTMapKETUHTOBHS OITUT UMa CHOOIIEHNUS 32 PEJIKH CITydad Ha XelaToJIneHalleH T-KIeThUeH
nuM(OM MpY MAaLMEeHTH, JIEKYBaHH ¢ afatuMyMmad (BxK. Touka 4.4).

Aemoanmumena

[Tpu npoyusanwus | - V mpu peBMaTonieH apTpuT, CEpyMHHUTE MPOOH Ha MAIlMEHTHTE ca OWin
U3CJICBAHU 332 ABTOAHTHUTENIA B MHOKECTBO BpEMEBH TOUKH. B Te3u npoyusanus 11,9% ot
MAIUEHTUTE, JIEKYBaHH ¢ agamnMyMad u 8,1% oT manueHTuTe, JIeKyBaH! ¢ Tuianedo U akTHBHA
KOHTpPOJIa, KOUTO Ca UMaJIA OTPULIATSITHU U3XO0JHU HUBA HA AaHTUHYKIJICAPHUTE aHTUTENA, Ca ChC
cpoOuIeHn nmostoxkuTeaHu TuTpu B Cenmuna 24. Camo nsama ot 3 441 neKkyBaHU ¢ aganuMymad
MAlEHTH BbB BCUUKU MIPOYYBAHUS IIPU PEBMATOUACH U IICOPUATUYEH apTPUT, Ca Pa3BUIN KIUHUYHU
MPU3HAILY, TPEANOaraild HOBOBb3HUKHA JYITyC-110100eH CUHIpoM. [lanueHTuTe ca ce moao0puin
CJIe]] IpeyCTaHOBsIBaHE Ha JiedeHHeTo. HUTO eIMH NanueHT He € pa3BuiI JIyIlyCeH HeQPUT WU
CUMIITOMATHKa OT CTpaHa Ha LIEHTPAJIHATa HEPBHA CUCTEMA.

Xenamobunuapru cvoumus

B kontponupann ®aza 3 KIMHUYHY IPOYYBAHUS HA aIaITUMyMal MpH NAUeHTH C PEBMaTOUICH
apTpUT Y MAIMEHTH C ICOPUATHYEH apTPUT, ¢ KOHTPOJIEH nepuo B pamkute Ha 4 1o 104 ceqmuny,
nosuiraBade Ha AJIAT > 3 x I'TH (ropuara rpanuiia Ha HopMaTa) HacThIIBa 1pu 3,7% OT JeKyBaHHUTE
¢ aganuMyma0 manueHTy u npu 1,6% oT IeKyBaHUTE C KOHTPOJIa MalUeHTH.

B xoHTponHMpaHu KIMHUYHY poy4yBaHus (Pa3a 3 Ha agamuMyMal Mpu MalUeHTH ¢ TOTHAPTHKYIAPESH
IOBEHUJICH WIMOMATHYEH aPTPUT HA BB3PacT OT 4 10 17 roJMHU U C apTPHUT, CBHP3aH C CHTE3UT HA
BB3pacT oT 6 10 17 roaunu, nopunienue Ha AJIAT > 3 x I'TH e nabnronasano npu 6,1% ot
NalyeHTUTE, JJeKyBaHH ¢ aganumyma0, u pu 1,3% oT nanueHTure Ha jiedeHue ¢ Kourpoua. [lopeyero
ciy4au Ha noBunieHue Ha AJIAT Bp3HUKBAT NIpH CHITBTCTBAINA YIIOTpeda ¢ MeToTpekcar. He e
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HaOmonaBano nosumenne Ha AJIAT > 3 x 'TH npu knuanynoTO npoyuBade daza 3 Ha aganuMymad
IPY MAIUESHTH C MTOJHAPTUKYIapEH IOBEHHJICH HAMONATHIEH apTPUT Ha BB3PacT OT 2 10 < 4 TOANHH.

B koHTponupann ®a3a 3 KIMHUYHYU MPOYYBAHUS HA alaiuMyMab mpu nanueHty ¢ 6onect Ha Crohn u
YIIEPO3CH KOIUT ¢ KOHTPOJICH Mepuo/ B paMkuTe Ha 4 10 52 ceqmuy, mosumiaBane Ha AJIAT > 3 X
I'TH (ropnara rpanuma Ha HopMara) HacTbIBa pu 0,9% oT JeKyBaHUTE C afaTuMyMal ManueHTH 1
npu 0,9% oT JlekyBaHUTE C KOHTPOJIa MAIUEHTH.

B xnmuaMYHO ipoyuBane Paza 3 Ha amanuMymad MpH eIUaTPUYHA MTanueHTy ¢ 6onect Ha Crohn, B
KOETO € OllcHeHa e()MKAaCHOCTTa M OE30MMaCHOCTTa Ha J{Ba ChOOPa3eHH ¢ TEIIECHOTO TErJI0 PEKUMa Ha
MOJITbPKAIIA J103a, CIE]I ChOOPa3eHO C TEIIECHOTO TETJIO MHAYKIIMOHHO JICYCHHUE C PO IBIKUTSITHOCT
1o 52 cenmury, HacThnBa nosuinasane Ha AJIAT > 3 x I'TH (ropuara rpanuiia Ha HopMmara)

pu 2,6% (5/192) ot manueHTHTE, KaTo 4 OT TAX ca MPUEMAITH ChITBTCTBAIIN HMYHOCYTIPECOPH Ha
M3XO0JIHO HUBO.

B koHTpONMpaHu KIMHUYHY IIpOy4BaHus ¢asza 3 Ha aganuMyMal IpH NAUEHTH € TICOPUA3HC C IJIaKH
C KOHTpOJIeH nepuoxa oT 12 10 24 ceamuiy nosuinaBane Ha AJIAT > 3 x I'TH (ropuata rpanuiia Ha
HopMara) HacThIBa npu 1,8% oT JekyBaHuTe ¢ aganumymad nauueHTy u npu 1,8% ot JiekyBaHUTE C
KOHTPOJIa MallUeHTH.

He e naobmonasano nopuinenue Ha AJIAT > 3 x 'TH B kiiuanuHOTO nipoyuBaHe (aza 3 Ha
aIanTuMyMal MpH MeJUaTPUIHU TAIUEeHTH C ICOPUA3UC C TUTAKH.

B xoHTponupanu KIMHIUYHU TPOYYIBAHMS C afainMyMab (Hadanau o3u ot 160 mg B

Cenmuna 0 u 80 mg B Cenmuna 2, cieasanu ot 40 mg Besika ceqMuIa, 3anouBaiiku ot Ceamuna 4)
TP HAIMEHTH ¢ THOCH XUAPAICHUT, C TPOIBIDKATETHOCT Ha KOHTPOIHHS IIEPHOJI, Bapupaiia

ot 12 1o 16 cenqmunm, nopumasade Ha AJIAT > 3 x I'TH ce nHa0iaronasa mpu 0,3% oT naiueHTuTe,
neKyBaHH ¢ ananumyMmad u npu 0,6% OT KOHTPOIHUTE MAlUEHTH.

B konTponupanu npoyuBanus Ha aganumymad (Hadarau no3u 80 mg B Cenmunia 0, ciieiBanu
ot 40 mg npe3 ceamuua, 3amoyBaiiku ot Ceamuna 1) npu Bb3pacTHU MAUEHTH C YBEUT

1o 80 ceaMuIy che CpeAHa EKCIO3UIHS OT ChOTBETHO 166,5 THY MpH NauUeHTH, JIEKYBaHH C
amanumymao, u 105,0 THM npyu MalMEeHTH, JIEKyBaHU C KOHTPOJIa, CbOTBETHO YBEIWYCHUE Ha
croitnoctute Ha AJIAT > 3 x I'TH ca nacTemwm npu 2,4% OT NAIMEHTHTE Ha afanuMyMal u
mipu 2,4% OT KOHTPOJHUTE MAIEeHTH.

B koHTpONHpaHoTO MpoyyBane ¢asza 3 Ha anjaMuMyMad IpH MaUeHTH ¢ IeAUaTPHUYCH YIIepO3eH
kot (N = 93), onensiBaio eukacHOCTTa U 0€30IMaCHOCTTA Ha MO AbpKaiia g03a ot 0,6 mg/kg
(makcumaiao 40 mg) npe3 cenmuna (N = 31) u mogabpikaiia no3a ot 0,6 mg/kg (Makcumanro 40 mg)
Besika cenamura (N = 32) ciien KopurapaHa Criope TeJISCHOTO TeTIo HHAYKIInOHHa no3a 2,4 mg/kg
(makcumanHo 160 mg) Ha Ceamuna 0 u Ceamuna 1, u 1,2 mg/kg (makcumanso 80 mg) Ha

Cenmvuma 2 (N = 63), wim HHIyKIHOHHA 103a oT 2,4 mg/kg (MakcumanHo 160 mg) Ha Ceamuria O,
miare6o Ha Ceqmuma 1 u 1,2 mg/kg (Makcumanao 80 mg) Ha Ceamura 2 (N = 30), moBuIeHNS Ha
ALT >3 X ULN ce natmonasar mipu 1,1% (1/93) ot mauueHTure.

3a BCHYKH MMOKa3aHUS B KIMHUYHUTE MTPOy4YBaHus nanueHTuTe ¢ nopumeHn AJIAT ca Onnm
ACUMIITOMATHYHU, KaTO B TIOBEUETO CIIyYaH IMOBUIIICHUETO € OMIIO MPEXOIHO U € OTIIYMSIJIO IIPU
MPOIbJKaBaHE Ha TepanuaTa. BhIpekn ToBa ChIECTBYBAT NOCTMAPKETHHIOBH ChOOIIICHUS 3a
4epHOIPOOHA HEJOCTATHYHOCT, KAKTO U 32 IMO-MAaJIKO TeXKH YepHOAPOOHN HApYIIEHsI, KOUTO MOTaT
Jla IpeIXoXKaaT YepHOoApoOHATa HETOCTATHUHOCT, KATO XCTATHT, BKIIFOUUTEITHO aBTOMMYHEH XCITaTHUT
MIPH MAIMECHTH, TIOJTy9aBaIly aJanMyMa0.

ChIIBTCTBAIIO JIEYEHHE C a3aTHONPUH/6-MEPKAITONYPHUH

HpI/I Ipoy4YBaHUA MPU MAIUCHTHU C 6onecrra Ha Crohn e Ha6J'IIO,[[aBaHa IIO-BHCOKaA 4€CTOTa Ha
3JI0KAYECTBEHU 3a00JISIBAHMS U HEXKEIaHU pcaKkunu, CBbp3aHn CbC CCPHUO3HA I/IHq)eKLII/ISI, npu
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KOM6I/IH3.LII/I$IT3, Ha a,E[aJ'II/IMyMa6 u aSaTI/IOHpI/IH/ 6-MepKaHTOHypI/IH, B CPAaBHCHUEC CHC CaMOCTOATCIIHO
IMPUIIOKCHUC Ha a,I[aJ'II/IMyMa6.

C’bO6HIaBaHe Ha 11003 paHu HCXCJIaHU PCAKIINN

Cro01IaBaHeTo Ha MMOJIO3UPAHN HEXKENIaHW PEeaKIUH Clie]] pa3peliaBaHe 3a ynorpeba Ha JIeKapCTBeHUS
HPOIYKT € BaykHO. ToBa M0O3BOJIsIBA /1a IPOABIKU HAOIOICHUETO HA ChOTHOIICHHETO MOJI3a/pUCK 32
JIeKapCTBEeHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIHATHCTH CE H3UCKBA Ja ChOOIIaBaT BCSKA
MOJI03UPaHa HeXellaHa peakiusl Ype3 HallMOHAIHATA CHCTEMa 3a ChOOIIaBaHe, TOCOYCHA B

[Ipunoxxenue V.

49 Ilpeno3mpane

He e HaOnroaBaHa 1030JIMMUTHpPAIa TOKCHYHOCT TI0 BPEME Ha KIIMHUYHHUTE IPOYYBAHUSL.

Haii- BucokuTe M3cieBaHy JO30BH HUBA ca OMIIM MHOTOKPATHO TPHIIaTaHH WHTPAaBEHO3HH JIO3U OT
10 mg/kg, kouTo ca 0koj0 15 MBTH TTO-BHCOKH OT MPEIIOPHYNUTEIIHATA J034.

5. DAPMAKOJIOI'MYHU CBOUCTBA

51 d@apmakoaMHAMHYHHU CBOHCTBA

®dapmakoTepaneBTHYHA rpymna: MiMyHoCcynpecopu, HHXHOUTOPH Ha TYMOP-HEKPOTH3UpaI] GpakTop
anda (TNF-a), ATC kox: LO4AB04

Hyrimoz e 6uonorndaHo mogo0eH JiekapcTBEH MpoayKT. [lompodHa nHbopManms € MpeaocTaBeHa Ha
yebcaiita Ha EBpormeiickaTa areHIys mo Jiekapcraara https:/www.ema.europa.eu.

MexaHu3bM Ha JIEUCTBHE

Anannmymab ce cebp3Ba ciienduano ¢ TNF u HeyTpanuzupa Heropata Onojgorudaa GpyHKLIUS upes3
OJIOKMpaHe Ha B3aMMOJCHCTBHETO My € P55 1 p75 MOBBPXHOCTHUTE KIETHYHHU penenTtopu 3a TNF.
AnanuMymab MOAyJIUpa ChIIO U OMOJOTMYHUTE OTTOBOPH, KOUTO Ca MPEAU3BUKAHU WIIM PETYINPaHU
ot TNF, BKIIOUNTEIHO TPOMEHUTE B HUBATa Ha aAXE3MOHHNUTE MOJIEKYJIH, OTTOBOPHH 32 MUTpaIUsITa
Ha jeBkorutute (ELAM-1, VCAM-1 u ICAM-1 ¢ ICs ot 0,1-0,2 nM).

(DaDMaKOI[I/IHaMI/I‘-IHI/I ed)eKTI/I

Cren nedenue ¢ aganumyma0 ce HaOnronaBa Obp30 HaMaJsiBaHE Ha HUBAaTa HA MapKEpPUTE Ha OCTpaTa
(haza ma Bp3nanenneTo (C-peaktuseH npotenH (CRP) n ckopocT Ha yTasBaHe Ha €pUTPOITUTUTE
(CYE)) u na uutokunute (IL-6) B cepyma B cpaBHEHHE C U3XOJHUTE HUBA MIPH MAIlMEHTH C
peBMmarouzieH apTput. HuBaTta Ha MatpukcHuTe Metanonporennazu (MMP-1 u MMP-3) B cepyma,
KOMTO IIPEIU3BUKBAT PEMOJICINPAHE HA ThKAHUTE, BOAECIIO 10 JECTPYKIMS Ha XPYLSUIUTE, ChII0
HaMaJIsBat clie]] MpIIoKeHne Ha aganumymMa0. [Ipu nmanuenTuTe Ha JedeHue ¢ agarumMymad
0OMKHOBEHO ce HabIro1aBa mogo0peHre B XeMaTOJIOTHYHUTE PU3HAIM Ha XPOHUYHOTO Bh3IMaJICHHE.

HabmonaBano e cpuio 66p30 noHmwkaBaHe Ha HUBaTa Ha CRP npu manmenTy ¢ noiauapTuKyIapeH
IOBEHIJICH WAMONIaTHUEH apTpHT, OoJecT Ha Crohn, yiepo3eH KOJUT U THOEH XUIPAJICHUT Cle]
neyenue ¢ agaaumymad. [lpu nanuentu ¢ 6onectra Ha Crohn e HabII01aBaHO MOHMKaBaHE HAa Opos
Ha KJIETKHUTE, EKCIIPECHpAlll MapKEPUTE Ha BH3MAJIICHUETO B 1€0ETI0TO Y€PBO, BKJIIOYUTEIIHO 3HAYUMO
HamaseHue B excrpecusta Ha TNFa. Exnockornckure npoyyBaHusl HA MHTECTUHAJIHATA JIMTABULIA €A
NOKa3aJIM JaHHU 3a 3a3[paBsBaHe Ha JTUraBUIIATa PH MALMEHTHUTE, JIEKYBaHH C alaluMyMad.

Kimmanuna eduxacHoCT ¥ 0€30I1aCHOCT

Pesmamouden apmpum
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Ananumymab e oueHer npu Hag 3 000 nmanueHTH BbB BCUYKH KIMHUYHY TPOYYBaHUsS MIPH
peBMmaronzieH apTput. EdukacHocTTa 11 6€301macHOCTTa Ha alaTMMyMad ca OLICHEHH B TIEeT
PpaHIOMHU3UPaHU, TBOHHOCIIENH U T00pe KOHTPOJIMpPaHH MPOoyYBaHus. HIKou manueHTH ca JeKyBaHH ¢
npoabKUTEIHOCT 10 120 Mecena.

IIpoyusane I mpu pemaTonmaus aptput (PA) e orermno 271 manueHTn ¢ yMEpEeHo 10 TEKKO H3pa3eH
aKTUBEH PEBMAaTOUJIEH apTPHUT, KOUTO ca OMJIM Ha BB3PAcT > 18 roJuHM, IPOBENIH ca HEYCIEUTHO
JICUCHUE C TTOHE eMH MOIU(MUITUPAIIO 00IECTTa AHTUPEBMATOUIHO JICKAPCTBO M Ca MMAITU
HEJ0CTAaThYCH €PEKT OT MPIIOKEHUETO Ha METOTpeKcatT B 1o3u oT 12,5 no 25 mg (10 mg npu
HEMOHOCHMOCT KbM METOTEPKCAT) CEIMUYHO, U YHATO J103a METOTPEKCAT € OCTaHaIa TOCTOSIHHO

Ha 10 1o 25 mg cenmuuno. [Ipunaranu ca no3u ot 20, 40 wim 80 mg ananumymad wim mianedo npes
Ce/IMUILIA B TIPOIBIDKEHIE HA 24 CEIMUIIH.

[Ipoyusane Il npu PA e oniernino 544 nanueHTH ¢ yMEpeHo 10 TeXKO U3pa3eH aKTUBEH peBMAaTOUCH
apTPUT, KOUTO ca OWJIM Ha BB3PacT > 18 roauHy U ca MPOBENX HEYCIICIIHO JICUYCHHE C TTOHE SIUH
MOIUGHUITHPAIIO 00JIeCTTa aHTHPEBMATOMIHO JiekapeTBo. [Ipunmaranm ca qo3u ot 20 wmm 40 mg
ajanuMyMab upe3 TOAKOKHO HHKEKTUPaHe Mpe3 CeIMUIIA C MJIanedo B aTepHATUBHUTE CEAMUIIH
WK BCSIKa CEAMUIA, B TIPOIBIDKEHHE Ha 26 ceqMuLIy; mianedo € MpruilaraHo BCsKa CeIMHIIA 32 ChIIUS
nepuof. He ca mo3BonsiBanu Apyru Monuduuypany 60IecTTa aHTUPEBMATUIHN JIEKAPCTBA.

[Ipoyusane 11l npu PA e ouenunno 619 nanuenTu ¢ ymepeHo 0 TEXKKO U3pa3eH aKTHBEH PEBMATOHIEH
apTpUT, KOUTO ca OMIIM Ha BB3pacT > 18 ToAMHN U KOUTO ca UMalii Hee(eKTHBEH OTTOBOP KbM
METOTpeKcar B o3u OT 12,5 mo 25 mg uim ca Manu HemoHOCHMMOCT KbM 10 mg MeToTpekcar,
npujaral Bcdka ceaMuila. B ToBa mpoyuBaHe € uMajo Tpu rpynu naiueHTu. [IspBara e nonydaBana
WHXXEKIINH C TUIanedo execeIMUYHO B IPOAbIDKEHHe Ha 52 cenmmuii. Bropara e momydasana 20 mg
aIanTuMyMal eXeceIMUYHO B MPOIbIDKeHre Ha 52 ceqmunn. Tperara rpyna e nonydasana 40 mg
agaMMyMad Tpe3 CeIMUIIa U MHXKEKITUH ¢ TUTare0o0 B anTepHaTHBHUTE cenMuiin. Ciiel MpUKIIIOUYBaHe
Ha IbpBUTE 52 ceMuiy, Ha 457 manueHTH, BKIOYCHU BB (ha3aTa Ha OTBOPEHO Pa3IIHUPEHO
npoy4Bane, € npmwiarad 40 mg aganumyma0/MeTOTpeKcar mpe3 ceaMuIa 3a nepuox a0 10 roauHu.

[Ipoyusane IV npu PA e onienmiio 6e3onacHoctta npu 636 mareHT ¢ yMepeHo JI0 TEXKKO U3pa3eH
aKTHBEH PEBMATOUICH apTPUT, KOUTO ca OMiH Ha Bb3pact > 18 rogunu. Ha manuentute e 6uio
MI03BOJICHO WJIH J]a He 0BT JeKyBaHU Jocera ¢ Moaudumpay 0oaecTTa aHTHPEBMaTHIHH
JIEKapCTBa, MIU JIa OCTaHAT Ha MPE/IIECTBAIOTO CH PEBMATOJIOTUYHO JICUCHHE TIPH YCIOBHE, Ye TO €
Ous0 cTabuiTHO 32 MUHUMYM 28 nHU. JIeueHusTa BKIIOUBAT METOTPEKCAT, JIS(ITyHOMHU,
XUAPOKCUXJIOPOXHH, Cynacana3uH WK 31aTHA conu. [larenTuTe ca OMaM paHIOMHU3HPaHH 32
npwioxkenue Ha 40 mg aganumymad uian rianedo mpe3 ceIMUIla B IPOIBbIDKEHIE Ha 24 CeIMUIIH.

[IpoyuBane V npu PA e onenmiio 799 HenekyBaHU ¢ METOTPEKCAT Bh3PACTHU MAIIMEHTH C YMEPEHO 10
TEKKO U3pa3eH paHeH, aKTUBEH PEBMATOMIICH apTPHUT (CpeaHa MPOABIHKUTEITHOCT Ha 3200/ IIBaHETO
mo-Masko ot 9 mecera). ToBa npoyuBaHe € OICHBaIO e()EKTUBHOCTTA HA KOMOMHAIIMATA
amanumyMao 40 mg npe3 ceMHIIa U METOTPEKCaT, MOHOTepamnusiTa ¢ aganumymad 40 mg mpe3
CeIMHUIIA 1 MOHOTEPAITUATA C METOTPEKCAT 3a pelylpaHe Ha MPU3HALUTE U CHMITOMUTE U CTEIIEHTA
Ha TIPOTpecHsi Ha CTABHOTO YBPEXKIaHE IIPH PEBMATOUICH apTPUT B MpoabbkeHne Ha 104 cenMuiin.
Cnen npukiitouBane Ha mbpBute 104 cenmuiy Ha 497 manueHTH, BKIOYCHH BB (ha3aTa Ha

OTBOPEHO paslIMpPEHO MpoyuBaHe, ¢ npuiarad 40 mg ananumymat npe3 ceIMULIA 33 TIEPUO]T

1o 10 roguun.

[IbpBHuHa kpaiina Touka B npoyuBanus I, II u III nmpu PA n BTOpuuHa kpaiiHa Touka B npoyusane [V
nipu PA e mporieHTa OT manueHTH, KouTo ca nocturaany otroBop 20 mo ACR B Cenmuna 24 wim 26.
[IppBryHaTa KpaiiHa Touka B mpoyuBaHe V mpu PA e Ouia ycTaHOBsSBaHE Ha MPOIEHTA OT MAIlUEHTH,
kouto ca nocturnany otrosop 50 mo ACR B Ceamuua 52. ITpoyusanus 11l u V npu PA ca umanu 3a
JOIIBJIHUTENHA IbPBUYHA KpakiHa Touka B Ceqmuna 52 ycTaHOBSBAaHETO Ha 3a0aBsiHE Ha MIPOrpecusiTa
Ha 3a0o0JisiBaHeTO (Criopes peHTreHoaornaHuTe pesynrarn). Ilpoyusane 11l mpu PA e mmano 3a
IIbPBUYHA KpaifHa TOYKA U yCTAHOBSIBAHETO HA IPOMEHHUTE B KAYECTBOTO Ha JKUBOT.

Omeosop no ACR
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[IpoueHTHT Ha NeKyBaHHTE C afanuMymad nanueHnTy, nocturaan otroBop 20, 50 u 70 mo ACR e Oun
noctosineH B ipoyuBanust I, I u 11l mpu PA. Pedynratute 3a npunosxenneTo Ha aganumymad 40 mg
mpe3 ceMHuIla ca 0000IIeHn B Tabuma 8.

Tabauna 8. OrroBopu mo ACR B mj1aned0-KOHTPOJIMPAHUTE POYIYBAHUS
(MpOLEHT MAIMeHTH)

Otrosop [Ipoyusane I npu [Ipoyusane Il mpu [Ipoyusane 111 npu
PAY” PA*” PAY”
nnare6o/ | amamumyma®’ | mmane6o |amamumyma®’ | mmane6o | amamumymat’
MTX"® /MTX? /MTX? /MTX?
n=60 n=63 n=110 n=113 n=200 n=207
ACR 20
6 Mecena 13,3% 65,1% 19,1% 46,0% 29,5% 63,3%
12 Mecenia | Hempui. HEMPUIL HEMPUIL HEMPUIL 24,0% 58.,9%
ACR 50
6 Mecena 6,7% 52,4% 8,2% 22,1% 9,5% 39,1%
12 Mecenla | HENpHIL HEenpuI. HEenpui. HEenpuI. 9,5% 41,5%
ACR 70
6 mecena 3,3% 23,8% 1,8% 12,4% 2,5% 20,8%
12 Mecenia | Hempwi. HEIPUIL HEIPUIL HEIPUIL 4,5% 23,2%
a [Tpoyusane I npu PA B 24 cenmuna, npoyusasne Il npu PA B 26 cenmuna n npoyusase 11 npu

PA 24 u 52 cenmunn

" MTX= meToTpekcar

**

p <0,01, amamumymad cnpsamo mnane6co

40 mg aganmumMyMa0, IpUIIaraHy pe3 CeaMUIa

B npoyusanus [-1V npu PA, Bcuuky WHIUBHyaTHE KOMIOHEHTH Ha KPUTEPUUTE HAa OTTOBOpA MO
ACR (Opoit Ha O0JIe3HEHUTE M OTOYHHU CTaBH, OIICHKA Ha JIeKaps M MallMeHTa 32 aKTUBHOCTTA Ha
3a001sBaHeTO M OOJIKaTa, CKOPOBE 3a MHACKCA Ha MHBAIMAN3aNus (OT BhIpocHMKa 3a olleHKa Ha
3npaBeto, Health Assessment Questionnaire, HAQ) u croiinoct Ha C-peakTUBHUS TPOTEUH

(8 mg/dl)) ca 6unu nogoOpenu B ceamuiy 24 wim 26 B cpaBHeHue ¢ manebo. B npoyusane 111
pu PA Te3n mogo0OpeHus ca ce 3abpKaiu 10 52 ceaMuiia.

B otBOpenoTo pasmmpeno npoyusane Il mpu PA ctenenTa Ha orroBopa mo ACR ce e 3agbp:xana npu
MOBEYETO MAIMEeHTH, KOUTO ca MPOCIieieH: B ipoabbkeHue Ha 10 10 roguaun. Ot 207 manueHTy,
KOWTO ca OWIH paHaoMHU3UpaHu Ha agamnMmyMad 40 mg npe3 cenmuiia, 114 narmueHaTn npoabrKaBaT
Ha ananumymad 40 mg Bcsika BTOpa ceMuIla B IpoabbkeHue Ha 5 ronquan. Cpex Tax 86 manueHTn
(75,4%) ca umamm otroeop 20 mo ACR, 72 nanmentu (63,2%) ca umanu otroBop 50 mo ACR

n 41 manmenTn (36%) ca umanu orroBop 70 mo ACR. Ot 207 nmarwienTty, 81 marueHTr IpoabIKaBaT
Ha amanumyma0 40 mg Bcsika BTOpa ceaMuiia B npoabbkeHue Ha 10 rogunu. Cpen 1x 64 manueHTH
(79,0%) ca umanu orrosop 20 mo ACR, 56 mauuentu (69,1%) ca umanu orroop 50 mo ACR

u 43 manmentu (53,1%) ca umanu orroop 70 mo ACR.

B npoyusane 1V npu PA, orrosop 20 mo ACR Ha manueHTuTe, JIeKyBaHH ¢ aaluMyMad IUIIoC
CTaHAApTHA Tepamnus € OMJI CTaTUCTHYECKH 3HAYUMO MO-T00BP, OTKOIKOTO MPH MALMEHTHUTE,
JIEKYBaHU ¢ Tutane0o moc crangaptaa tepanust (p < 0,001).

B npoyusanus I-IV npu PA, nexyBanuTte ¢ aganumyma0 MalMeHTH ca JOCTUTAIH CTATUCTUIECKU
3Haunmu 20 u 50 otroBopu mo ACR, B cpaBHeHHe ¢ mtane0o, oIle mpe3 MEPBUTE €IHA 10 IBE
CE/IMHUIIU CIIE]] 3aII0YBAHE Ha JIEYCHHETO.

B npoyuBane V npu PA npu manueHTH ¢ paHeH peBMaTOUJICH apTPUT, HEIEKYBaHU C METOTPEKCaT,
KOMOHMHHpaHaTa Tepamus ¢ agaauMyMal ¥ METOTPEKCAT € J0Bea 0 I0-Obp3u U 3HAYUMO 0-TOJIEMH
otrroBopu 1o ACR, 0TKOJIKOTO MOHOTEpANMITa C METOTPEKCAT M MOHOTEPAIIUATA C aJaTuMyMa0, B
Cenmuia 52, kato orroBopute ca Omnu 3anazenu B Ceamuna 104 (Bx. Tabmuia 9).
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Taémuua 9. Orropopu mo ACR B npoyuBane V npu PA
(MpoLEeHT ManMeHTH)

0TI0BOP MTX | Agaaumyma | agasmmymad/ | p-croiiHocT | p-croiinoct® | p-croiinoct®
n=257 0 MTX 2
n=274 n=268
ACR 20
Cenmuna 52 62,6% 54,4% 72,8% 0,013 < 0,001 0,043
Cenmuna 104 56,0% 49,3% 69,4% 0,002 < 0,001 0,140
ACR 50
Cenmuma 52 45,9% 41,2% 61,6% < 0,001 < 0,001 0,317
Cenmuna 104 42,8% 36,9% 59,0% < 0,001 < 0,001 0,162
ACR 70
Cenmuma 52 27,2% 25,9% 45,5% < 0,001 < 0,001 0,656
Cenmuna 104 28,4% 28,1% 46,6% < 0,001 < 0,001 0,864

p-CcTOIHOCTTa € OT YN(THOTO CPaBHEHNE HA MOHOTEPANHUATA C METOTPEKCAT U KOMOWHHpaHATa TEPAITUs C
amannMmyMab/MeToTpekcaT, nsnonsBaiiku U Tecta Ha Mann-Whitney.

p-CTOIHOCTTa € OT YN(THOTO CPAaBHEHNE HA MOHOTEPANHATA C aJaTMMyMad 1 KOMOMHHpaHATa TEPaIHs C
ananumymab/mMerorpekcar, u3noi3saiiku U tecta Ha Mann-Whitney.

p-CTOIHOCTTA € OT YN(THOTO CPABHEHUE HA MOHOTEPANHUATA alaluMyMal ¥ MOHOTEPAITUITa METOTPEKCAT,
usnoi3Baiiku U tecta Ha Mann-Whitney.

B oTBOpeHOTO pasuirpeno npoyusane V npu PA, mpu npocnensBaHe Ha MAlMEHTHTE,

creneHTa Ha oTroBop Mo ACR ce e 3agppxaia B mpoabpkeHne Ha A0 10 roguau. Ot 542 narueHTw,
paHIOMHU3UpPaHU Ha JiedueHue ¢ ananumymad 40 mg npe3 ceaqmuna, 170 manueHTH NpoIbJKaBarT Jia ce
nekyBaT ¢ ananumyMab 40 mg npes cenmuna B npoabiokeHne Ha 10 roquan. Cpen Tsax 154 nauuenTn
(90,6%) ca umamm orroBop 20 mo ACR, 127 manmentu (74,7%) ca numanu orrosop 50 mo ACR

u 102 manuentu (60%) ca umanu otroop 70 mo ACR.

B Cenmuma 52 42,9% OT manmeHTHTE, KOUTO Ca MOJTyYaBaId KOMOMHUPaHA Tepartus C
azanTuMyMald/MeToTpeKcart, ca JocTUrHaM KiuHndHa pemucus (DAS28 < 2.6) B cpaBaenue ¢ 20,6%
OT MaIUEeHTHUTE, TIOyYaBalld MOHOTEpAIHsI C METOTpeKcaT, u 23,4% OT manueHTuTe, oTydaBariy
MOHOTepanus ¢ aganumymad. KomOuHMpaHara Tepanus ¢ agarumMymad/MeToTpekcar e Onia
KIIMHAYIHO U CTAaTUCTHYECKH 1MO-A00pa B cpaBHEeHHE ¢ MeToTpekcat (p < 0,001) u MoHOTEpamnusiTa ¢
aganmumymab (p < 0,001) 3a mocTuraHe Ha HUCKA aKTUBHOCT Ha 3a00JISIBAHETO MPH MAIIUEHTUTE C
HACKOPO TUarHOCTHLIMPAH YMEPEHO 10 TEKKO M3pa3eH peBMaTouAeH apTpuT. OTroBOPBT B ABETE
pameHa Ha MoHOTepanus € Omi cxoneH (p = 0,447). Ot 342 nauueHTy, MbPBOHAYATHO
paHIIOMU3UPAaHU Ha MOHOTEPAIHS C aJaiiMyMal Wil KOMOWHMpaHa Teparus ¢
ajlanuMyMad/MeToTpeKcaT, KOMTO ca B3€JIM Y4acTHe B OTBOPEHOTO pa3MIMpeHo

npoyusane, 171 nauueHTy ca 3apbpinian 10-roguImHoOTO Jevyenue ¢ aganumymad. Ot Tsax

3a 109 manmenTn (63,7%) ce crobmiaBa pemucus Ha 10-TaTa roguHa.

PenTrenonoruueH oTroBop

B npoyusane 11l mpu PA, npu kKoeTo JieKyBaHUTE ¢ afaiuMyMad ManueHTH ca OUIIH ChC CpeIHa
MPOABIDKUTENHOCT HAa pEBMAaTOUIHUS apTPUT OT OKojIo 11 roanHu, € HampaBeHa peHTI€HOJOTHYHA
OLICHKA Ha CTPYKTYPHHUTE YBPEXKIAHHUS B CTABUTE, KOSITO € IMPEACTaBeHA KaTo MPOMSHA B
Moauduimpanus oo ckop o Sharp (Total Sharp Score, TSS) u HeroBuTe KOMITOHEHTH, CKOpa 3a
€PO3HUTE U CKOPA 32 CTECHEHUETO Ha CTaBHOTO NMpocTpaHcTBo. [lannenTure Ha
ajanuMyMad/MeTOTpeKcaT ca MOKa3all CTATUCTUYECKU 3HAYMMO M0-MallKa PEHTTEHOJIOTUIHO
OlLlIeHEeHa Tporpecus B 6-ust 1 12-u Mecery, OTKOJIKOTO MAllMEHTUTE II0JIy4aBally caMO METOTPEKCaT
(Bx. Tabnmma 10).

B otBOpenoro pasmupeno npoyusane I npu PA HamaneHueTo B cTeneHTa Ha Nporpecus Ha
CTPYKTYPHHUTE YBPEKIAHUS CE€ € 3a]bPKaNO0 B MpoabnkeHue Ha 8 u 10 ronuHu B IOATpyna ot
nanuentute. Ha 8-ta ronquna 81 ot 207 nauuenTu, mbpBoHavyainHo JiekyBanu ¢ 40 mg aganumymad
pe3 ceMulla, ca OMIIM OLIEHSIBAaHU PEHTTeHOIOTH4HO. OT TsX 48 manueHTH He ca IoKa3anu
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MPOrpecHs Ha CTPYKTYPHUTE yBpexkIaHus, NehUHUpaHa Ype3 IMPOMIHA OT U3X0THO HUBO B mTSS
ot 0,5 mm no-manka. Ha 10-ta ronuna 79 ot 207 manmenTH, mbpBOHaYaNHO JeKyBaHu ¢ 40 mg
ajaTuMyMab mpe3 ceIMUIla, ca OLEHABaHU PeHTreHoNornyHo. OT Tsax 40 maMeHTH He ca MoKa3aiu
MIPOTpECHsl Ha CTPYKTYPHUTE yYBpEkKIaHus, NehUHUpaHA Ype3 MPOMsIHA OT U3X0THO HUBO B mTSS
ot 0,5 wim mo- manka.

Ta6auna 10. CpeagHu peHTreHOJIOTHYHH poMeHH ciel 12 mecena B mpoyuBane III mpu PA

wrane6o/ amamumymab/ | mwrane6o/MTX- aganumymad/ | p-CTOWHOCT
MTX? MTX 40 mg MTX (95% noBepurenex
npes ceaMHIA uHTEpBan %)
0011 ckop 1o Sharp 2,7 0,1 2,6 (14, 3,8) <0,0018
CKOD 32 epo3uH 1,6 0,0 1,6 (0,9, 2,2) < 0,001
ckop 3a JSN” 1,0 0,1 0,9(0,3; 1,4) 0,002
a METOTpEKCAT
6 95% noBepuTENeH MHTEPBAJ 33 Pa3IMKUTE B CKOPOBETE 33 IIPOMEHUTE MEKIY METOTPEKCAT U
agannMymad
i Bb3 OCHOBA Ha PAHKOB aHAJIN3
r Joint Space Narrowing (crecHsBaHe Ha CTABHOTO IPOCTPAHCTBO)

B mpoyuBane V nipu PA, CTpYyKTypHOTO CTaBHO yBpPEXKIaHE ¢ OO OLICHSIBAHO PEHTTCHOIOTHYHO
M3pa3eHo KaTo MpoMsHa B MOAU(HUITUpaHus o011 ckop o Sharp (Bx. Tabmwma 11).

Ta6uuua 11. Cpeanu pentreHosiornynu npomenu B Ceamuna 52 npu npoyusase V npu PA

MTX aganuMyma0 amgamuMyma0/ p- p- p-
n=257 (95% n=274 MTX croifHocT® | croitHocT® | croiiHOCT®
JIOBEpHTEIIE (95% n=268
H MHTEpBa) JIOBEpHUTEIICH (95%

UHTEpBaJI) JIOBEPUTEIICH
WHTEpBaAN)

00111 5,7 (4,2-7,3) 3,0 (1,7-4,3) 1,3 (0,5-2,1) < 0,001 0,0020 <0,001
CKOp IO

Sharp
ckop3a | 3,7(2,74,7) 1,7 (1,0-2,4) 0,8 (0,4-1,2) <0,001 0,0082 <0,001
epo3uu
ckop3a | 2,0(1,2-2,8) 1,3 (0,5-2,1) 0,5 (0-1,0) < 0,001 0,0037 0,151

JSN

a p-cToiiHOCTTA € OT YM()THOTO CPABHEHHE HA MOHOTEPAIHSATA C METOTPEKCAT U KOMOMHUpAHATA Teparnusi ¢

agammmyMab/MeToTpekcaTt, nnonsBaiiku U tecta Ha Mann-Whitney.

ananumymab/mMerorpekcar, u3non3saiiku U tecta Ha Mann-Whitney.
s P-CTOMHOCTTA € OT YU()THOTO CPaBHEHHE Ha MOHOTEPANMATA C alaTAMyMal 1 MOHOTEPAIHATA C
MeToTpekcar, usnonspaiiku U recta Ha Mann-Whitney.

p-cTOiHOCTTA € OT YM()THOTO CPABHEHHE HA MOHOTEPATIHATA C aJATMMyMad U KOMOMHHUpaHATa TepaItus ¢

Cren 52-cenmuuno U 104-ceiMUYHO JTeYeHUE, MPOLIEHTHT NaLMeHTH 0e3 mporpecus (IpoMsHa
CIIPSIMO M3XOJHATA CTOMHOCT B MoAudHUITHpanus oo ckop 1o Sharp <.0,5) e Ou 3HAYMMO IT0- BUCOK
py KOMOMHHMpaHaTa Tepamnus ¢ agaluMymad/merorpekcaT (cboTBeTHO 63,8% 1 61,2%) B cpaBHEeHUE ¢
MOHOTepanusTa ¢ MeToTpekcar (crorBeTHO 37,4% u 33,5%, p < 0,001) nu MoHOTepanusTa ¢
agamumymab (crotBeTHO 50,7%, p < 0,002 1 44,5%, p < 0,001).

B OTBOPCHOTO PA3MIMPEHO MPOYUYBAHC A\ npu PA, CpeaHaTta npoMsaHa CIipaMO U3xoaHaTa CTOMHOCT B

Mouduuupanus o0 ckop mo Sharp e 6una 10,8, 9,2 n 3,9 npu nanueHTH, TBPBOHAYATHO

PaHJIOMHU3UPAHU HAa MOHOTEPAIUsS C METOTPEKCAT, MOHOTEpAITUs C aJaiuMyMald U KOMOMHUpaHa
Tepanus ¢ aganumymab/meToTpekcar. ChbOTBETCTBALIUTE IPOLIEHTH OT MAalUEHTH 0e3
peHTreHonorudHa nporpecus ca ovmm 31,3%, 23,7% u cpoTBeTHO 36,7%.
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Kauecmeo na orcusom u d)uS’MlJECKa aKkmueHocm

CBBp3aHUTE ChC 3JPABOCIOBHOTO CHCTOSIHUE KAYECTBO HA KMUBOT M (PU3NUECKA AKTUBHOCT ca Onin
OLICHEHH, M3TI0JI3BaliKM MHJEKCa Ha HHBAIMANU3AM OT ,,BhIpocHuKa 3a oueHka Ha 3apaBeto’ (Health
Assessment Questionnaire, HAQ) B yeTupuTe mbpBOHAYATHN HOAXOISIIIN U J0OpE KOHTPOIUPAHU
IPOYYBaHUS, KOETO € OMJIO MpeBapuTeTHO YTOYHEHA TbPBUYHA KpaiiHa Touka B Ceqmuua 52 npu
npoyusane Il mpu PA. Bcuuku 103MpOBKI/CXeMH HA IPUIIOKEHHE Ha a1ajluMyMad B YETUPUTE
NPOYYBaHUS ca TOKA3aIM CTATUCTUYECKH 3HAYMMO MO-TOJISIMO Mo00peHue B MHIEKca Ha
unBamuau3anus or HAQ npu cpaBHABaHE HAa CTOMHOCTUTE OT U3XOIHOTO HUBO 10 JOCTUTHATUTE B
Mecer 6 cipsimo 1utaie6o, a B npoyusase 111 npu PA, cbiroro ¢ Habmogasano B Ceamurna 52.
Pesynrarute ot Kpatkara ¢opma Ha u3cnenBaneto Bbpxy 3apaseTo (Short Form Health Survey,

SF 36) 3a Bcuuk# JO3UPOBKU/CXEMH Ha MPHUIIOKEHUE HA aJaluMyMal BbB BCUUKHTE YETHPH
IPOYYBaHUS MOAKPEIAT TE3U AaHHU ChC CTATUCTUYECKU 3HAUMMO ITOA00peHne B cO0pa OT CKOPOBETE
Ha (PU3NYEeCKHUTE KOMIIOHEHTH, KAKTO U ChC CTATHUCTHYECKH 3HAYHMHU CKOPOBE B pa3liesiuTe 3a O0NKa U
XKHU3HECIOCOOHOCT 3a go3aTa oT 40 mg npe3 cenmuna. CTaTUCTUYECKU 3HAYMMO HaMaJIsiBaHE Ha
yMopaTa, U3MEepeHO upe3 (PyHKIHMOHAIHA OLIEHKA Ha CKOPOBETE OT JICUCHUETO Ha XPOHUYHUTE
oonectr (POJIXDE), e HaOMOJaBaHO BHB BCHUKUTE TPH MPOYYBAHHS, IIPH KOUTO Ts1 € OHIIa OIICHsBaHA
(npoyusanus I, III u IV mpu PA).

B nmpoyusane 11l mpu PA, moBeueTo nmarueHT, mpu KOUTO € IOCTUTHATO MO100peHre BbB
(hm3nyeckaTa aKTUBHOCT U Ca MPOIBJIKIIIU JICYCHUETO, TIOJIOOPSHUETO CE € 3aIbPIKAIIO JI0
Cenmuia 520 (120 meceru) Ha OTKpUTOTO JedeHue. [lomoOpeHre B Ka4ecTBOTO Ha KUBOT €
om0 otuntano mo Ceamura 156 (36 mecerna), kKaTo MOTOOPEHUETO CE € 3aIBPIKAIIO MPe3 ISITOTO
TOBa BpeEME.

B npoyuBane V nipu PA, mogoOpenuneTo B nHAeKca Ha maBaTuan3aus or HAQ u pusudeckust
nokazaten ot SF 36, ca moka3zanu no-romsimMo nogoopenue (p < 0,001) mpu komOnHMpaHaTa Tepanus

¢ aganumMyMal/MEeTOTpeKcaT cnpsamMo MOHOTEpAIUATa C METOTPEKCAaT U MOHOTEpANHATA C aaIuMyMa0,
B Cegmuna 52, xoeto ce e 3axbpxaino g0 Ceqmuna 104. Ot 250-Te nanueHTH, 3aBbPIINIHA
OTBOPEHOTO PA3MIUPEHO NMPOYUIBaHe, MOAOOpEHUATa BbB (hr3uyecKaTa akTHBHOCT €a CE 3aIbpKalId U
npe3 10-Te TOANHU OT JICYEHHUETO.

Axcuanen cnonouiroapmpum

Anxunosupaw; cnonouaum (AC)

EdexrbT Ha ananumymad 40 mg, npuiiaran npes ceaMuiia, ¢ Oui orieHeH npu 393 malueHTy B JBe
pasgoMu3upanu 24-ceIMUYHH, TBOMHOCIEIH, IIAe00-KOHTPOIMPAHH TPOYYBaHUS TIPU HAIIUEHTH

C aKTHBEH aHKHUJIO3HPAI CIIOHIMINT (CPEIHUSAT U3XO0/ICH CKOp 332 aKTUBHOCTTA Ha 3a00JSBAaHETO
[MHmekc 3a akTHBHOCT Ha 3a00IsIBAaHETO aHKWIO3upan ciioHmiT 1mo Bath - BASDAI] e

Owna 6,3 mpyu BCUYKH IPYITN), KOUTO Ca MMM HEAOCTAThYCH OTTOBOP KbM CTaHJIapTHATA TEPAIHsl.
Cenempaecer u neset namuentn (20,1%) ca Ommu TekyBaHM CHITBTCTBAIIO ¢ MOAH(HUIIIpaIIy OoIecTTa
aHTHpEBMATHYHU JiekapcTBa U 37 manueHTH (9,4%) — ¢ TIIIOKOKOPTHKOUAN. 3aCTETICHUAT TIEPHO]T €
OWJI TIOC/IeIBaH OT OTKPUT MEPHOJI, IO BPEMETO Ha KOWTO MAI[HCHTUTE ¢a MOJyJYaBan

agamumymab 40 mg, npuiaraH npe3 ceaMuIla, MOJAKOXKHO, B MPOIbIKCHHE Ha 10 28 MOITBIHUTEITHA
cenmuny. [TanmenTure (n=215, 54,7%), KOUTO HE ca IOCTUTHAIH OIIEHKA TP aHKUJIO3HUPAII
crnoaamut ASAS20 na 12-ta,16-Ta, mnu 20-Ta cenmuIia, ca MoIy4aBalid II0-pPaHO OTKPUTO
ananmumymab 40 mg npe3 ceMuIIa, TIOJJKOKHO, U ca Pa3riiekIaH! BIOCICCTBUE KATO HEOTTOBOPUIIH
HAa JICYCHUETO MPH CTATUCTUYECKUTE aHAIM3H Ha JIBOMHOCIENNS IEPUO/I.

[Ipu mo-ronsimoro npoyusane I mpu AC npu 315 mannenTH, pe3yaTaTuTe ca MoKa3aid CTAaTHCTUYECKH
3HAYMMO NOJO0pEeHHEe Ha MPU3HALMTE U CUMIITOMUTE Ha aHKWIJIO3UPAIINS CIIOHIWIUT NIPU
MAIMEHTHTE, JIEKYBaHH C aJlaluMyMa0, B CpaBHEHHE C MALMEHTHUTE, [10JIyyaBaay 1miane6o. 3Hauum
OTrOBOP € 0TOeIsA3aH bpBO Ha Ceamuiia 2 v € OIbPKaH Mpe3 BCHUKUTe 24 cenmuiiy (tadbmuia 12).
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Ta6anna 12. OTroBop Ha JieYeHNETO MPH ILIANEe00-KOHTPOJIMPAHO MPOYyYBaHE
npu AC — IlpoyuBane I HamasissBaHe HA NPU3HALIUTE U CAMIITOMMTE

OTrOBOp mianedo agajaumMymao
N=107 N=208

ASAS? 20

Cenmuna 2 16% 42%p***

Cenmuna 12 21% 58%***

Cenmuna 24 19% 51%***
ASAS 50

Cenmuna 2 3% 16%***

Cenmuna 12 10% 38%p***

Cenmuna 24 11% 35%***
ASAS 70

Cenmuria 2 0% 7%**

Cenmuna 12 5% 23%***

Cenmuna 24 8% 24%p***
BASDAI° 50

Cenmuna 2 4% 20%***

Cenmuna 12 16% 45%***

Cenmuna 24 15% 42%***

Fk Kk cTatucTryecky 3HauuMHu mpu p < 0,001, < 0,01 3a BCHUKH CpaBHEHUS] MEXKILY

aganumyMa0 ¥ miane6o B ceaqmuny 2, 12 u 24.
a OLIEHKU TpU aHKHUJIO03Upal] CIOHTMINTASAS
MHJIEKC 332 aKTHBHOCT Ha 3a00JIIBaHETO aHKMJIO3UPAILl CIIOHAWINT 1o Bath

[Maruenture, TeKyBaHU ¢ aIaTUMyMal, ca IMaIl CTATUCTUYCCKH 3HAUUMO MOI00PCHHE B

Cenmuna 12, koeto e nogaspxkano g0 Cenmuna 24, kakto criopen SF36, Taka u ciopen BrnpocHuka
3a Ka4eCTBOTO Ha XMBOT HA MALMEHTH C aHKUJI03upal] cionauinT — [Ankylosing Spondylitis Quality
of Life Questionnaire, ASQoL].

CxoIlHY TeHJCHIIUY (HEe BCHYKU CTATUCTHUYECKU 3HAYMMH) ca OMITM HAOI01aBaHU | MPH IT0-MaJIKOTO
pPaHIOMH3UPAHO, TBOWHOCIISIO, TuTane0o-koHTpompano npoyusane Il mpu AC nipu 82 Bp3pacTHH

ManyEHTHU C aKTUBCH aHKUJIO3WpaIlll CIIOHAWUJIUT.

Axcuanen cnonounoapmpum b6e3 peumzenozpadcku oannu 3a AC

BezonachocTTa M eprkacHOCTTa Ha aganuMyMad ca OLCHEHH MIPH JABE PaHAOMH3HPaHH, TBOMHOCIICIIH,
TUTane00-KOHTPOIUPAHU MPOYYBAHUS MTPH MAIIUSHTH C aKCHAJICH CIIOHIMIOAPTPUT Oe3
pertrenorpadcku manam 3a AC (nr-axSpA). IIpoyuBanero nr-axSpA I oneHsIBa aMeHTH ¢ aKTHBEH
nr-axSpA. IlpoyuBaneto nr-axSpA Il e mpoyuBaHe ¢ mpexkbCcBaHEe Ha JICYEHUETO Ha MMAalUeHTH C
aKTHBEH Nr-axSpA, KOUTO ca IIOCTUTHAIM PEMHUCHS TI0 BpeMe Ha JieueHHe ¢ agaruMyMal B OTBOPEHO
MpOyYBaHe.

IIpoyusane nr-axSpA I

IIpu npoyuBaneto nr-axSpA I agamnvyma6d 40 mg npe3 cenMuira e O orieHeH npu 185 marueHTn B
€/IHO PaHJOMHU3UPAHO, 12-CeIMUYHO ABOWHOCIISIIO, TUIAIC00-KOHTPOIUPAHO MPOYYBAHE MPU
MAIMEeHTH C aKTUBEH Nr-axSpA (CpelleH U3XO0/IeH CKOp 3a aKTUBHOCT Ha 3aboisBaneto [Haekc Ha
aKTHBHOCT Ha 3a00JIIBaHETO aHKMiIo3upan: criouauiuT o Bath (BASDAI)] e 6,4 3a manuenTw,
JICKyBaHHM ¢ afaauMmymad u 6,5 3a Te3u Ha miare00), KOUTO ca MMaJIM HeaIeKBaTHO MOBJIMSIBAHE UITH
HEMMOHOCUMOCT KBM > 1 HECTCPOUAHU IMPOTUBOBB3INAJIUTCIIHU CPCACTBA WIN C IPOTHUBOIIOKA3aHUEC 3a

HCIIBC.
Ha u3xonuno HuBO Tpuaecer u Tpuma (18%) manueHTH ca JIeKyBaHU ChITbTCTBAIIO ¢ MOTU(PHUIMPAIITN

OonecTTa aHTUpeBMaTUYHH J1eKkapeTBa U 146 (79%) mammentn ¢ HCIIBC. [IBoiiHOCHENUST Nepuo e
[ocaeBaH OT OTBOPEH IIEPUO/, [10 BpeMe Ha KOMTO MAlIMEHTUTE MOJIy4aBaT HOIKOXKHO
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agamumymab 40 mg npe3 ceaMuIa, JOMbJIHUTENTHO 10 144 ceamunu. Pesynrarure B
cenmuia 12 mokasBaT CTATUCTUYECCKU 3HAYUMO TO00PCHUE HA MPU3HALUTE U CUMITOMHUTE Ha
AKTUBEH Nr-axSpA Ipu NMalMeHTH, JICKYBaHH ¢ aauMyMa0, B CpaBHEHUE ¢ miarebo (Tadmuma 13).

Ta6auua 13. Pe3yaraTu 3a epuKacHOCT NpH mianedo-KOHTPOJMPAHO NPOyYBaHe Ha nr-axSpA I

J{BoiiHocA10 mianebo agaJIMmMymad
Otrosop B Ceqmuua 12 N=94 N=91
ASAS® 40 15% 36%***
ASAS 20 31% 52%**
ASAS 5/6 6% 31%%**
ASAS yactnuna pemucus 5% 16%*
BASDAI ° 50 15% 35%**
ASDAS®™ -0.3 -1.0%**
ASDAS (HeakTHBHO 3a00JIsiBaHe) 4% 249> **
hs-CRP"e* -0.3 -4 7R
SPARCC® MRI (cakpounuaunu crasu) ™" -0.6 -3.2%*
SPARCC MRI rpn6nak - -0.2 -1.8%*

a

6

olieHKa Ha MeX/1yHapoIHO JIPY>KECTBO IO CIIOHJUJIOAPTPUT

Bath unjexc Ha akTHBHOCT Ha 3a00JIIBaHETO AHKHUIIO3UPAIL CIIOHUIIUT
CKOp 3a aKTHMBHOCT Ha 3a00JIIBaHETO aHKHMJIO3UPAILl CIIOHIMIUT

CpeHa MPOMSIHA OT U3XO0JHOTO HUBO

A n=91 mmanebo u n=87 ananumymad

C-peakTHBeH IIPOTEHH C BUCOKa YyBCTBUTENHOCT (mg/L)

n=73 mwrarne6o and n=70 agammmymad

CapyskeHue 3a U3clie/[BaHe Ha aHKWIO3Upall crionamwioaptput B Kanana
Nn=84 mrane6o u aganumymad

n=82 mnauedo u n=85 aganumymad

Frk R K craTUCTHYECKH 3HAYMMO choTBeTHO mpH p < 0,001, < 0,01 1 < 0,05 3a BCHUKH CpaBHEHHS MEXKIY
agamuMyma6b u miane6o.

B

r

B 0TBOpEHOTO pa3uIMpeHo NPOyYBaHEe MOJO0OPSHUETO HA IPU3HAIIMUTE U CUMIITTOMUTE € MOIBPIKAHO C
Tepanus ¢ amanmumymad qo Cenmua 156.

I/IHXI/I6I/IpaH€ Ha Bb3MaJICHUECTO

3HauyuMO 1oJ00pPEHUE Ha MPU3HAIIMTE Ha Bb3najeHue, uaMepero ¢ hs-CRP u MRI Ha
CaKpOWJIMAYHUTE CTaBH U TPHOHAYHHMS CTHIIO, € OUIIO MOIBPIKAHO MPH MAIUCHTH, JICKYBaHU C
agamumymab o Cenmuna 156 u Cenmuna 104, choTBETHO.

KavecTBo Ha KMBOT U (pU3MUECKa AKTUBHOCT

CBBP3aHOTO CHC 3/IPaBETO KAYECTBO HA KMBOT M (PU3MUECKa aKTUBHOCT Ca OLICHEHH C ITOMOIITa

Ha HAQ-S u SF-36 BerpocHunm. OT uzxoaHo HuBo 10 Cenmunia 12 aganumymat e mokasai
CTaTUCTUYECKU 3HAUUMO MO-TOJISIMO mogo0penue B kpaiiHus ckop Ha HAQ-S u mpu SF-36 ckop Ha
¢uznueckara komnonenta (PCS) B cpaBuenue ¢ mane6o. [logobpsBane Ha Ka4ecTBOTO HA JKUBOT U
(u3ndeckaTa akTHBHOCT € OMIIO MOJUIBPKAHO 10 BpeMe Ha OTBOPEHO Pa3IIMPEHO MPOYYBAHE JIO
Cenmuna 156.

IIpoyuBane nr-axSpA 11

673 manueHTH ¢ aKTHUBEH Nr-axSpA (cpeHa U3X0Ha CTOWHOCT Ha TOKa3aTeisl 3a aKTHBHOCT Ha
3abonsaBaneTo [MIHIEKC Ha aKTHBHOCT Ha 3a00JIIBaHETO aHKHI03upall cioHauauT mo Bath (BASDAI)
e 7.0] c neagexBaTeH oTroBop KbM = 2 HCIIBC nnn HENOHOCHMMOCT WM MIPUTHBOIIOKA3aHUs 3a
HCIIBC ca BkJroueHu B OTKPUTHS NIEPUOJ HA poyuBaHeTo nr-axSpA I, nmpes koero Bpeme
nojiyyaBaT afanuMymab 40 mg npe3 cenMuIia B MPOIbJKCHHUE Ha 28 ceMHIIM. 3a Te3H MalUeHTH UMa
00EKTHBHU JIOKa3aTeJICTBA 32 Bh3MAICHNE Ha CAKPOUIMAYHUTE CTABH WU TPHOHAYHUS CTHIO,
nmokazanu ¢ AIMP wnn noBumenu HuBa Ha hs-CRP. [lanmentrTe, KOUTO MOCTUTAT YCTOMYNBA PEMHUCHS
B ipoabikeHne Ha MUHIMYM 12 cenqmuru (N=305) (ASDAS < 1,3 na Cenmurnu 16, 20, 24 u 28) npe3
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OTKPUTHS IEPUO/I, B ITOCIIEACTBUAE Ca PaHIOMU3UPIIAHY J1a TIOJIyYaBaT WK MPOIbIDKCHUE Ha
nedeHueTo ¢ aganumymad 40 mg npe3 cenmunia (N=152), niu rrane6o (N=153) 3a nonbaHuTENCH
niepuo ot 40 ceIMUITY B YCIIOBHUATA HA JBOWHOCIIA TIAIC00-KOHTPOIMpaH nepro/ (o0ria
MPOABIDKUTEITHOCT HA MPOYyYBaHeTo 68 ceamuiiy). Ha manueHTuTe ¢ mpUCThII HA OOJIECTTA 10 BpeMe
Ha JIBOMHOCIIETIHS IEPUOJT € pa3pellieHo CIIACUTEIHO JiedeHne ¢ anannmymat 40 mg npes ceamuna B
MPOABIKEHHE HA MUHUMYM 12 ceamuIy.

[IbpBHYHAaTa KpaiiHa TOUKa 32 €(UKAaCHOCT € IeNBbT Ha MallUeHTH 0e3 MPUCTHII Ha OoJecTTa 10
Ceamuna 68 ot npoyuBaHeTo. [Ipuctbi no onpezenenue e oneHka no ASDAS > 2.1 npu iBe
MOCJIEZIOBATEIIHH TIOCEIIEHHS IPEe3 IEPHOJ OT YeTUpH ceMHUIT. [To-TossiMaTa 4acT OT MalueHTHTE,
npueMally afaluMyMa0, He MoydyaBaT NPUCTHII Ha OoJecTTa Mpe3 ABOMHOCIENHS IEpHO/I, B
CpaBHEHHME C NAlMEHTHTE, pruemany mwianedo (70,4% crpsmo 47,1%, p<0.001) (Purypa 1).

®urypa 1: Kpusu na Kaplan-Meier, 0000maBaimu BpeMeTo 10 HACTBIIBaHe HA MPUCTBI NPH
npoy4sane nr-axSpA II
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P 153 (0) 153 (0) 152 (0) 140 (4) 127 (14) 118 (22) 101 (36) 93 (39) 87 (44)  81(47) 60(51) 0(54)
151 (0) 151 (0) 149 (0) 139 (5) 134 (8) 132 (9) 125 (14) 121(15) 119(16) 112(20) 92(20) 0(22)

BPEME (CEJIMMIIN)
Jleuenue ===ssa= [[ane6o

Ananumymad A OtnagHamu

Babenexka: P = [Tnane6o (Opoit Ha naipenTy B puck (mpuctbm)); A = aganumymad (6poii Ha
MAIMEeHTH B PUCK (TIPUCTBHIT)).

Ot 68 manueHTH ¢ MPUCTHIT B TPYIIaTa C MPEKbCBAHE HA JIEYCHUETO, 65 TMalieHTH 3aBbPIIBAT
12-ceIMUYHO CITACHTEITHO JIEYEHHUE C MPIIIO’KEHUE Ha aanuMyMal, kato ot Tax 37 (56,9%) ce
BpbiIat B pemucus (ASDAS < 1,3) cnen 12-cenMudHO B300OHOBSIBAHE HA JICUSHHETO B OTBOPEHO
NpOYy4BaHe.

Ho Cenmura 68 manpieHTHTE, TTOTyYaBaIIH TPOIBIDKATEITHO JICUCHHUE C afaluMyMal, MOKa3BaT
CTaTHCTUYCCKH 3HAYUMO MO-TOJISIMO TOJJOOPEHUE TI0 OTHOIICHUE HA TIPU3HAIUTE U CUMIITOMUTE Ha
OojecTra — akTUBEH nr-axSpA, B CpaBHEHHE C MAIIMEHTUTE, TPEKbCHAIN JICUSHUETO B pAMKHTE Ha
JIBOMHOCIIEIINS TTEPHOT Ha IPOyYBaHETO (Tabnuma 14).
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Tabumua 14. Pesysaratn 3a epuKacHOCT NPH MJI1ane00-KOHTPOJIHNPAH MEPHO HA MPOyYBaHe Nr-

axSpA 11
JBoiinocsino Inauedo Ananumymao
Otrosop B Cenvmuua 68 N=153 N=152
ASAS*® 20 47,1% 70,4%***
ASAS*® 40 45,8% 65,8%***
ASAS?® yacTuuHa pemMucHs 26,8% 42,1%**
ASDAS® HeakTusHO 3a001s1BaHe 33,3% 57, 2%***
YacTHueH NpucThil” 64,1% 40,8%***
2 Ouenka Ha MeXIyHapOIHO IPYKECTBO MO CIIOHAUIOAPTPUT
6 N3x01HO HUBO MO OMPEIETICHNE € He3aCIeTIeHO U3X0HO HUBO, KOraTo MallMeHTUTE UMAT aKTUBHO
3a00JIsBaHe.
B CKop 3a aKTUBHOCT Ha 3a00JIIBAHETO aHKHIIO3UPAII CIIOHIVIAT
r YactuueH npucTsi 1o onpeaeneHue e ouenka no ASDAS > 1,3, Ho < 2,1 npu aBe moclieJoBaTeTHu
ITOCEIICHUS.

Fxk F*  Crarucrinuecku 3HauuME 1pa p < 0,001 1 < 0,01 chOTBETHO 32 BCHYKU CPABHEHUS MEKIY
ananuMymad 1 mramne6o.

Hcopuamuuen apmpum

Anmamnmymab 40 mg, mprtarad mpe3 ceIMUIIa, € MPOYYBaH MPH IMAMEHTH C YMEPEHO JI0 TEXKKO
M3pa3eH aKTHBEH MCOPUATHYEH apTPUT B JIBE TUIalle00-KOHTPOJIUPAHH MpoyuBaHus, TpoyuBanus [ u 11
nipu [IcA. IIpoyusane [ ipu IIcA ¢ 24-ceqmuuHa POIBIKUTETHOCT, € 00XBaHalo 313 Bb3pacTHH
MAIUEeHTH, C HEJIOCTAThYeH OTTOBOP KBbM TEPAIs C HECTEPOUIHN IPOTHBOBB3MAIUTEITHH
JIEKapCTBEHU MPOIYKTH, OT KOUTO mpubnusurenno 50% ca nmpuemanu merorpekcat. [Ipoyusane 11
nipu [IcA ¢ 12-cenMuyHa MPOBIKUTETHOCT, € 00XxBaHaino 100 manueHTu, ¢ HeAOCTaTHYCH OTTOBOP
KBbM Tepanus ¢ Moau(uIupaniy 0oJecTTa aHTUPEBMATHYHU JiekapcTBa. [1pu npukitouBane u

Ha JABETe MpoyduBaHus, 383 maIlMeHTH ca OMIM BKIIOYSHH B OTBOPEHO PAa3IINPEHO IPOyIBaHE, B KOETO
e npuiarad 40 mg aganuMymad mnpe3 ceaMuIa.

Hsima mocTaTbuHO MOKa3aTencTBa 3a epUKacHOCTTa Ha aJainMyMal IpH MalieHTH ¢ TI0J00eH Ha
IcopruaTruvdHa apTponaTrsa aHKUJI03Uupall CIIOHAWIINT, Iopaanu MaJIKud 6p017[ MMPOYYCHU MMalUCHTH.

Tabauna 15. Orrosopu mo ACR B miane60-KOHTPOJHPAHU NMPOYYBAHNS NP TMCOPHATHIEH
apTpuT (MPOUEHT NAIMEHTH)

npoyusase I npu I1cA npoyusase II npu IIcA
OTrOBOP iarne6o ajanumyma0o iarne6o ajanumyma0o
N=162 N=151 N=49 N=51
ACR 20
Cenmuma 12 14% 58%0*** 16% 39%*
Cenmuia 24 15% 57%*** HeTpuI. HeTpuI.
ACR 50
Cenmuma 12 4% 36%0*** 2% 25%***
Cenmuria 24 6% 399 %** HETIPIIL. HETIPIIL.
ACR 70
Cenmuna 12 1% 209%** 0% 14%*
Cenmuna 24 1% 23%p%** HEMpHJL. HEMpHJL.

***p < 0,001 3a BCHUKU CpaBHEHHS MEXKIY afaluMymad u rianedo
*  p<0,05 3a Bcuky cpaBHEHHS MEXIY afaauMymal u rianedo
HEMPWI. HEMPUIOKUMO

ACR otrosopure mipu ipoyuBane | mpu [IcA ca 6w cXoIHN ChC B 0€3 CHITBTCTBAIIO JICUCHUE C
meToTpekcar. ACR oTroBopure ca momrbpkaHu py OTBOPSHOTO PA3IIUPEHO POYUIBaHE
no 136 cenmuiu.

B npoydBanusTa pu IcopuaTUdeH apTPUT ca OMIIM OIIEHEHU peHTreHorpadcKuTe MpOMEeHH.
Pentrenorpaduu Ha pblie, KUTKH U CThIIaja ca HapaBeHH Ha W3X0HO HUBO U B Cenmuna 24 mo
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BpeMe Ha ABOMHOCIENHS NepUO/], KOTaTO MallMeHTUTE ca 0NN Ha ajarnuMyMad uim mianedo, U B
Cenmuna 48, korato BCHUKM HaLMEHTH ca OMIM OTKPHUTO Ha ananuMmyMmad. M3monssan e
Moauduipan o6 ckop mo Sharp (mTSS), kolTO BKITIOYBA AUCTATHUTE HHTEP(aTaHTeaTHA CTaBU
(T.e. HEe e upeHTHYCEH ¢ Moauduuupanus oomy ckop no Sharp (TSS), u3nons3ean 3a peBMaTOUTHUS

apTpur).

JleyenuneTo ¢ aganuMymad € HaMaIHuiIo CTENIeHTa Ha TPOrpeckst Ha nepu(epHOTO CTABHO YBPEXKIaHE,
B CPaBHEHHE C JICUCHUETO C IIarebo, Crope/ M3MepeHara mpoMsiHa OT U3X0IHOTO HUBO Ha mMTSS
(cpemna croitrocT £ SD), 0,8 &+ 2,5 B rpynata Ha miarebo (B Cenmuna 24), B cpasaenue ¢ 0,0 = 1,9;
(p <0,001) B rpymnara Ha aganmumymab (B Cenmuria 48).

[Ipu manueHTHTe, TEKyBaHH C aIaTUMyMa0, 6e3 peHTreHorpadcka mporpecus OT U3X0JHOTO HUBO 10
Cenmuma 48 (n=102), 84% ca npoabp/DKIIN 1a TIOKa3BaT JIUIICa HA peHTreHorpadcka mporpecus
npe3 144-te cenMuIM Ha JEUEHUETO.

[TaruenTure, NeKyBaHU C aIaTMMyMal, ca MOKa3allil CTATUCTHYECKH 3HAYMMO MOI00peHNe Ha
dbm3uaeckata ¢pynkius, oneneno mo HAQ u Kparkara ¢popma Ha m3cienBaHeTO BBPXY 31paBETO

(SF 36), B cpaBHEHHe ¢ nalMeHTUTE Ha Tiane6o, Ha Ceamuria 24. [TogoOpsiBaneTo Ha huznyeckaTa
(yHKUHUS € MPOABIIKHIIO U IIPe3 OTBOPEHOTO pa3IMpeHo npoyuBade A0 Cenmuna 136.

Ilcopua3zuc

BezonacHocTTa M eprkacHOCTTa HA afanuMyMad ca MPOYUYSHH IPU Bb3PacTHH MALMEHTH C

XpOoHHMYEH 1copuasuc ¢ miaku (> 10% BSA 3acarane u [Icopunarnuna obnact u Manekc Ha

texxecT (PASI) > 12 unu > 10), konuTo ca OMIM KaHAMJATH 32 CHCTEMHA Tepamnsi Wi (GoToTepamns B
PaHAOMUHM3UPAHU, TBOMHOCIENN Npoy4YBaHus. 73% OT manMeHTUuTe, BKIOYEHH B TpoyuBanus [ u 11
IIPY IICOPUA3KC, ca MOIy4aBaiy MpeAliecTBalla CHCTeMHa Tepanus uin Gororepanus. besonacHocrra
1 epUKaCHOCTTA Ha alalMMyMab ca MPOYYEeHH U TPY BB3PACTHHU MALIMEHTH C YMEPEH 0 TEXKBK
XPOHUYEH IICOpHUA3NC C MJIaKK B KOMOMHALUS C TICOPUA3UC Ha PBIIETE W/WIIK CThIIaNara, KOUTO ca
OWM KaHAWOATH 32 CUCTEMHA Tepanus B paHAOMHU3UpaHo ABorHocAno npoyusane ([Ipoyusane 111
Ha TICOPHA3HC).

B npoyusane I Ha ncopuaszuc (REVEAL) ca ouenenu 1 212 nauneHTy B paMKHUTE Ha TPU MEPHOJA

Ha JiedeHne. B mepron A manueHTHTe ca MmoyJaBaiy miarnedo uin agarnMymal B HadalHa 1032

ot 80 mg, mocnearana ot 40 mg npe3 ceAMHMIIA, €IHA CEIMUIIA CIe HavaaHaTa 103a.

Crnen 16-cenMuyHO JIeUeHHE, MAIMEHTUTE KOUTO Cca JOCTUTHAIM Hal-MajIKo oTroBop /5 mo PASI
(cxop o PASI Ha nmogo6penue ot Hait-Manko 75%, cipsiMo U3XOTHOTO HHUBO), Ca BKIIOYEHU B TIEPHOT
b u ca mony4aBanu otkputo 40 mg aganumymab npe3 cenmuiia. [lalueHTHTE, KOUTO ¢a MOIAbPIKAIH
> 75 otroBop no PASI B Cenmuna 33 u ca O bpBOHAYAIHO PAaHIOMHU3UPAHH Ha aKTUBHO JICUCHHE
B IieproA A, ca Omiy MOBTOPHO paHAOMHU3UpaHu B iepuo B na nomywasat 40 mg aganumyma0 npe3
CeIMUIIA WK TTae0o B MpOoIbIDKeHHe Ha NOmbaHuTeTH: 19 cenmurtu. [Ipu Bcrukn rpynu Ha
JICYCHHUE, CPETHUAT CKOpP CrpsiMo u3xoqHusi ckop o PASI e 6un 18,9, a uzxoguust ckop Ha PGA
(Physician’s Global Assessment) e Bapupas B rpaHULHTE OT ,,yMepeH™ (53% OT BKJIIOYCHUTE
YYacCTHUIIN) A0 ,, TeXBK (41%) 1 ,,MHOTO TeXBK (6%).

[poyusane 11 na ncopuazuc (CHAMPION) cpaBusiBa epukacHOCTTa U 6€30IaCHOCTTA Ha
ananumymab cnpsmo merorpekcat (MTX) u mmane6o npu 271 nmanuentu. [lanpenture ca momyumim
miare6o0, HagamHa 103a MTX ot 7,5 mg, a cien ToBa HapacTBany go3u 10 Ceamura 12, ¢
MaKCHMaJiHa 71032 oT 25 mg, uiu HadaiHa j103a ot 80 mg aganumyma0, nocieasana ot 40 mg npes
cenMulla (eqHa ceIMUIIa CiIe HadanHaTa 703a) 3a 16 ceqmuiy. Hsima Ham4Hu 1aHHM, CPaBHSBALIH
amamumymad u MTX crnen 16 ceqmunm Ha neyenne. [Ipu manuenTure, noxydasamu MTX, xouto ca
nocturaainu >PASI 50 orrosop B Ceamuiia 8 u/uinu 12, He € JOMyCHATO MMO-HATATHIIHO YBEJIUYaBaHE
Ha fo03ata. BB BCHUKM rpynu Ha JeYeHre, Ha U3X0JHO HUBO cpeaHuAT ckop mo PASI e 6un 19,7, a
PGA ckopbT Ha U3XOJHO HHUBO € Bapupal ot ,,Jiek™ (<1%) no ,,ymepen” (48%) no ,,rexbk" (46%) no
»MHOTO TeXBK (6%).

101



[Maruenture, yyacrBamy BB Bcnuku Maza 2 u dasza 3 npoyuyBaHusl Ha TICOPHA3KC, ca OWIIA OIICHEHU
KaTo IOJIXOISIIN 32 BKIFOYBAHE B OTBOPEHOTO Pa3MIMPEHO MPOYyUYBaHe, MIPH KOETO Ca IMOTyIaBaliid
aganuMyMab Hai-manko 108 JOMBbIHUTEIHU CEIMHIIH.

B mpoyusanus [ u 11 Ha ncopuasuc, mppBUYHA KpaiiHa TOYKa € OWJI MPOICHTHT MAUEHTH, KOUTO ca
JOCTHTHAIH OTroBOp 75 1o PASI oT m3xoaHoTO0 HUBO, B Ceamura 16 (Bx. Tabmurm 16 u 17).

Ta6auna 16. Ps npoyusBane I (REVEAL) - pe3yaTaru 3a epukacHoct B cexmuna 16

njianedo aganumymad 40 mg
N=398 npe3 ceMUIA
n (%) N=814 N(%)
>PASI 752 26 (6,5) 578 (70,9)°
PASI 100 3(0,8) 163 (20,0)°
PGA: ,,u3uncrBane*/,,MUHUMAJHO* 17 (4,3) 506 (62,2)°

a

MPOIICHT Ha MAIUEHTUTE TOCTUTHAIH OTTOBOp 75 1o PASI, u3uncnen kato
ycpenHeH Opoit
p< 0,001 agamumymab crpsmo ruiare6o

Tabauna 17. Ps npoyuBane II (CHAMPION) - pe3yiaraTtu 3a epuxacHocT B ceqmMuna 16

mianeéo MTX agasumymad 40 mg
N=53 N=110 npe3 ceIMuUIA
N(%) N(%) N=108 N(%)
>PASI 75 10 (18,9) 39 (35,5) 86 (79,6)*°
PASI 100 1(1,9) 8(7,3) 18 (16,7)™".
PGA: 6 (11,3) 33(30,0) 79 (73,1)»9
+99,M3UHCTBAHE®/
»»MUHUMAJTHO

p<0,001 aganmumymab cripsimo rurane6o
p<0,001 agamumymab cpssMo METOTpeKcaT
p<0,01 agamumymab crpsiMo mamne6o
p<0,05 amanumymad cripsMo MEeTOTpeKcar

B npoyusane | Ha ncopuasuc, 28% oT manueHTuTe, KOUTO ca ouiu ¢ otroBop 75 o PASI u ca 6unu
MOBTOPHO paHJI0OMU3MpaHu Ha rmianebo B Cemmuiia 33, B cpaBHeHUE ¢ 5% MPOIBIDKIIN Ha
aganmmyMma0, p<0,001, ca mokasanu ,,3aryda Ha 3amoBoJinTeIeH oTroBop* (ckop mo PASI ciex
Cenmuna 33 u cien Toa win npenu Ceamuna 52, nocturaainu 10 <PASI 50 oTroBop, ChOTHECEH KbM
H3XOIHOTO HHUBO, C MUHIMYM 6-TOUKHM yBennueHue Ha ckopa 1o PASI, ceotHeceH kpM Cenmunia 33).
OT manueHTHTe, KOUTO ca 3aryOMIn 3aJJOBOJIUTETHAS OTTOBOP CJie]l TOBTOPHOTO PaHIOMH3HPAHE Ha
iane0o U clie/l TOBa ca OUJIM BKIIFOUEHHU B OTBOPEHOTO pasiiupeHo npoyusane, 38% (25/26) u 55%
(36/66) ca nocrurnanu otHoBo otroBop 75 o PASI, ckorBeTHO cnen 12 u 24 ceamuiiy Ha
BBH300HOBEHO JICUCHHE.

O6m1o 233 marentu ¢ otroBop 75 o PASI 75 B Ceamuna 16 u Ceamuna 33 ca moiyduiun
MPOABIDKUATENHO JIYeHUE C aqannMymad 3a 52 ceqmuiu B mpoyuBaHe | Ha mcopuasmuc, u ca
MIPOIBDKHAIIN aaTiMyMald B OTBOPEHOTO pasmupeHo mpoyusane. Orrosop 75 mo PASI u yecTorara
Ha OTTOBOP ,,M3UUCTBAHE" WIH ,,MUHUMAITHO 10 PGA m1pu Te3u narmeHTu ca 6mim, choTBeTHO 74,7%
u 59,0%, cnen nonbanutenaHo 108-ceamuuno otkputo nederue (06mo 160 ceqmurm). B ananusza, npu
KOUTO BCUYKH IAIUCHTH, KOUTO Ca OTIIAHAIN OT MPOYYBAHETO ITOPATH HEXKEIIAaHU JIEKaPCTBEHU
PeaKIuy WU JIUIca Ha e(pUKACHOCT, MM YUATO 7032 € MOBUIIICHA, ca OMIIN Pa3riIeKIaHN 32 TAaKUBa
0e3 otrosop, otroBop 75 o PASI u yectorara Ha OTTOBOP ,,M3UMUCTBAHE  WIH ,,MUHUMAIHO " 10 PGA
IIPY T€3U MAIMEeHTH € Omia, cboTBeTHO 69,6% u 55,7%, cinen nombiauTenHO 108-CEIMUYHO OTKPHUTO
nevenne (00mo 160 ceamurm).

0010 347 manueHTH ¢ TpaeH OTIOBOP Ca YYaCcTBaIM B OTBOPEHOTO PA3IIMPEHO MPOYYBaHE 32
OLICHSIBaHE Ha MPEKPATABAHETO U Bh30OHOBIBAHETO HA JICUCHHETO. B meproia Ha TipeKpaTsBaHe Ha
JICYECHUETO, CHMIITOMHTE Ha TICOPUA3HC Ca c€ BB3BBPHAJM MOCTEINIEHHO C Me/InaHa Ha BPEMETO 32
penanc (BmomasaHe 10 PGA ,,ymepeHo* iuiu mo-joiio), npudbau3utento 5 mecena. Huro eaus ot
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MAIMEHTUTE HE € TONYyYr pedayHa e(heKT 1o BpeMe Ha IeproJia Ha MPeKpaTsBaHe Ha JICUCHUETO.
0610 76,5% (218/285) oT manueHTHTE, KOUTO Ca yYacTBaJIM B TIEpHOJIa HA BE3OOHOBSBaHE HA
neuennetro umat PGA oTroBop ,,u3UHNCTBaHE™ WIH ,,MUHIMAIIHO clie]] 16-ceIMIUYHO BH300HOBEHO
JICUCHUE, HE3aBUCHUMO OT TOBA JIAJIM Ca MMAJIH PEJIalic, 10 BpeMe Ha Meproja Ha MpeKpaTsIBaHe Ha
nedeHueTo (croTBeTHO 69,1%[123/178] u 88,8% [95/107] 3a manueHTHTE C penarc u Te3u O0e3 penaric,
B IIepHO/JIa Ha TIpeKpaTsBaHe Ha JeueHneTo). CxoaeH npoduia Ha 6€30MacHOCT, ¢ TO3U MPEIH
MpeKpaTsIBaHe Ha JICUCHUETO, € HabII01aBaH U 10 BpeME Ha Bh300OHOBEHOTO JICUCHUE.

B oTBOpeHO pa3mupeHo MpoydBaHe MPH MAMEHTH, YUATO 103a ¢ moBuiieHa ot 40 mg npe3 ceaqmuria
1o 40 mg cenmuuno, mopaau PASI orrosop mox 50%, 26,4% (92/349) u 37,8% (132/349) ot
ManyueHTuTe ca nocturnanu orroBop 75 mo PASI crotBeTHO Ha Cenmuna 12 u 24.

IIpoyusane 111 Ha ncopuasuc (REACH) cpaBHsBa edpukacHOCTTa B 0€30ITACHOCTTA Ha afaIiMyMad
CHpsiMO iare0o npu 72 MaueHTy ¢ YMEPEH J0 TEKbK XPOHUYCH MICOPUA3UC C TJIAKH B KOMOMHAIIUS
C TICOpHAa3HC Ha phIleTe W/WK cThlanara. [lanuenTure ca monmy4nian HavanHa 1o3a ot 80 mg
agamMyMa0, mociaensada ot 40 mg mpe3 cenMuIiia (¢ Ha4aao eIHa CeAMHIIA ClIe HadajHaTa 103a)
WM 1anebo B nmpoabvkenne Ha 16 cenmuiin. Ha Ceqmunia 16 ctaTucTHUeCKH 3HAYMMO TIO-TOJISIM
MIPOLICHT OT MAIUESHTUTE, MOTYYHIN afanuMyma0, ca qocturaanu PGA oTroBop ,,M34HCTBaHE WK
,»TIOYTH N3YUCTBAaHE  3a phIETe W/WIH CThIIaJIaTa, B CPABHEHHUE C MAI[UEHTH, Oy 1U1aneto
(30,6% cupsmo 4,3%, crorBetHO [P = 0,014]).

IMpoyusane 1V Ha ncopuasuc cpaBHABa eUKACHOCTTA U OE30MACHOCTTA HA aIATUMyMad CIpsAMO
marne6o mpu 217 BB3pacTHU HMAIUEHTH ¢ YMEPEH 10 TEKBK IICOpHa3uc Ha HOKTHTE. [larmenTuTe ca
MOJTy4rJIM HavaaHa o3a oT 80 mg aganumymab, mocieasana ot 40 mg npe3 ceaMuiia (¢ Ha4ajao eaHa
CeIMHUIIA CIIE/l HAaualHaTa 7032a) WX T1ae6o B MPOIb/KEHHE Ha 26 CeIMUIII, TOCTISIBAHO OT
OTKpHTa Tepamnus ¢ afantuMymad 3a omie 26 ceqmunu. ONEHKHTE Ha TICOPUA3UC HA HOKUTE BKIIFOUBAT
Monudunupan HHIEKC Ha TexXecT mpu rcopuasuc Ha HokTute (Modified Nail Psoriasis Severity
Index, mNAPSI), o01ia orieHka Ha Jiekaps Ipu IIcopra3uc Ha HOKTUTE Ha phleTe (Physician’s Global
Assessment of Fingernail Psoriasis, PGA-F) u Unnekc Ha Texxect npu ncopuaszuc Ha HOkTuTe (Nail
Psoriasis Severity Index, NAPSI) (B Tabmuia 18). Axanmumymab 1moka3Ba moJI3u 110 OTHOIIICHUE HA
JICYECHUETO Ha NICOPUA3UC HA HOKTHUTE MPH MAIMEHTH C pa3InYHa CTETICH Ha 3acsAraHe Ha KoKaTa
(BSA>10% (60% ot nmauuenTute) 1 BSA<10% u >5% (40% oT manueHTHTE)).

Ta6auua 18. Ps npoyusane IV - pe3yiaraTu 3a epukacHoCcT Ha ceamunu 16, 26 u 52

KpaiiHa TOYKa Cenmuna 16 Cenmuriia 26 Cenmuia 52
1ane60- KOHTPOIUPAHO 1are00-KOHTPOIUPAHO OTKPHUTO
amanmMymad agamuMyma0 agamuMyma0
rane6o 40 mg mpe3 mwrane6o | 40 mg npe3 40 mg npe3
N=108 CceaMHIIa N=108 CceaMMIIa CeIMMUIIA
N=109 N=109 N=80
> mNAPSI 75 (%) 2,9 26,0? 3,4 46,6° 65,0
PGA-F uancro/ 2,9 29,72 6,9 48,9° 61,3
MHMHHUMAJIHO U >2-CTEIeH
Ha nosobpenue (%)
001112 TPOMSIHA B IPOILICHTH -7,8 -44,2 2 -11,5 -56,22 -72,2
HAa TICOPUA3UC HA HOKTUTE Ha
pouete, NAPSI (%)

a p<0,001, ananumymab cnpsmo mianedo

[MTaruenTw, JIeKyBaHU ¢ aJaliMyMal ca MoKa3aid CTAaTHCTUYCCKH 3HAYUMO 0J00peHHEe Ha
Cenmuia 26 B cpaBHeHue ¢ trane6o mpu DLQL

Tnoen xuopaoenum

BezonacnocrTa 1 eprkacHOCTTa Ha afaIMMyMad ca OLIEHEHH B PaHAOMH3HPaHH, IBOHHOCIIEIH,
iane0o- KOHTPOJIUPAHH MPOYYBAHUS H €IHO OTBOPEHO PA3LIMPEHO MPOYYBAHE P Bh3PACTHH
MAIMEHTH C YMEPEH /10 TeKbK THOeH xuapaneHuT (I'X), KouTo ca MMaju HETOHOCUMOCT,
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MIPOTUBOIIOKA3aHUE WITU HEJIOCTAThUEH OTIOBOP Ha Hal-Mallko 3-MeceueH NMpoOeH MepHo;] Ha
cucremHa Tepanus ¢ anTuOnotuny. [lanmenture B ['X-1 u ['X-11 ca umanu 3abonsBane B cranuii 11
wm 11 no Hurley, ¢ Haii-manko 3 abclieca WK Bb3MAaJICHU BB3IIH.

IIpoyuBanero ['X-1 (PIONEER 1) onienssa 307 nanmenTtu ¢ 2 nepuoja Ha jedeHne. B nmeprom A
MMalAeHTUTE TIOJTyYaBarT Imiane0o win amatnMymad mpu HadaiaHa mo3a oT 160 mg B Ceamura 0, 80 mg
B Cenmuria 2 u 40 mg Bcsika cenmunia, 3anoupaiiku ot Cenmunia 4 1o Ceamuna 11. CenbTcTBaIaTa
ynorpeba Ha aHTHOMOTHIIM HE € Omiia pa3peleHa 1mo BpeMe Ha npoyusanero. Cnen 12 cenmuiu
JICUCHHE, TTAIMEHTUTE, KOUTO Ca TIOyJaBalid afaluMyMal B mepruoa A, ca OUITH TTIOBTOPHO
pannomusupanu B iepuo b B 1 10 3 rpynu Ha neuenue (aganmumymad 40 mg Besika ceiMuIIa,
aganumymab 40 mg nipe3 ceamuna win rianebo ot Ceamuia 12 go Ceamuna 35). [TanuenTure, KOUTO
ca OwiM paHIOMH3MpPaHU Ha TUTale0o B Ieprol A, ca onpeiesieHu Aa moirydasat aganmumymad 40 mg
BCsiKa ceMuIia B iepuos B.

[Ipoyusane I'X-11 (PIONEER 1) onensia 326 nanueHTH ¢ 2 nepuoja Ha Jiedenne. B nepuon A
MMalMCHTUTE TIOJTyYaBar Iianedo win amatuMymad mpu HadaidHa m1o3a oT 160 mg B Ceqmuma 0, 80 mg
B Cenmuiia 2 u 40 mg Bcsika cenmulia, 3anodsaiiku ot Cenamuna 4 10 Ceamuna 11. 19,3% or
MAIUCHTUTE Ca MPOIBIDKUIN U3XO0IHATA MTepopaliHa aHTUOMOTHYHA TepaIus [0 BpeMe Ha
npoyuBaneTo. Cien 12 cemMuIiy JedeHue manueHTHTe, KOUTO ca MoMydaBald aIaliMyMal B TEPHOJ
A, ca Owin oBTOpHO pangoMusupanu B nepuos b B 1 10 3 rpynu Ha neuenne (aganumymad 40 mg
Besika ceamuna, aganumymad 40 mg npe3 ceamuna win mwiane6o ot Ceamuna 12 no Ceamuna 35).
[NaruenTuTe, KOUTO ca OMIM paHAOMHU3UPAHU Ha Ianedo B MEpHOA A, ca OIpeAeICHH 1A TTOTyYaBat
miane6o 3a rmepuos B.

[ManmenTure, yuactaum B npoyuBanust [ X-I u I'X-II, ca 6unu nmogxoasium 3a y4acTie B OTBOPEHOTO
pasmImpeHo mpoydBaHe, B koeto aganumymad 40 mg e nmpunaras Beska ceamuia. CpenHaTta
EKCIIO3UIIHS Ha aaliiMyMal MpH BCUYKH NoMyJanuy e omia 762 auu. [1o Bpeme Ha BCUUKUTE

TpH MIPOYYBaHUS, MALMEHTUTE ca MPUJIarajy BCEKH JIeH JIOKAIHO aHTUCENTUYHO U3MHUBAHE.

Knunuuen omeosop

HamansBane Ha BB3NANUTEIHUTE JIE3UU U MTPEIOTBPATABAHE HA BIOIIABAHETO HA a0CIIeCUTe U Ha
IpeHUpaHeTo Ha (GUCTYIIHTE ca OIIEHEHH C M3MOI3BaHeTo Ha KimHIYeH oTroBop mpu THOSH
xunpagenuT (HiSCR; none 50% namanenue Ha oOums Opoii abcrieck U Bh3NATUTEIHN Bb3IH, 03
yBenuueHne Ha Opost Ha aOcuecute 1 0e3 yBelnueHue Ha Oposi Ha IpeHupaHuTe GUCTYIH CIPIMO
H3XOJHHTE CTOMHOCTH). HamansBaneTo Ha cBbp3anaTa ¢ I'X koxHa 00JIKa € OIeHEHO ¢ ITOMOIITa Ha
UmcoBa olieHbYHA CKajla TIPY MAlMeHTH, KOUTO ca BJIC3JH B TIPOYYBAHETO C HAYAJICH U3XOJICH

cKop 3 WM rmoBeue 1o ckana ot 11 Touku.

3HAYUTENIHO HO-TOJISIM IIPOLIEHT OT MAIMEHTHUTE, JIEKYBaHH € aJaluMyMal, B CpaBHEHHE C TE€3U Ha
riane6o, ca nocrurtanu HiSCR B Cenmuiia 12. 3HaYUTEIHO TO-TOJISM MPOIEHT OT MAIUCHTUTE B
npoyuBaHeTo ['X-1I uMat KIMHIUYHO 3HAYUMO HamalleHHe Ha cBbp3aHaTa ¢ [ X koxHa 0ojka B
Cenmvuria 12 (Bx. Tabmura 19). [TanuenTrTe, IGKYBaHH ¢ aqaluMyMa0, ca IMaJid 3HAYUMO HaMaJleH
pUCK OT 00ocTpsiHE Ha 3a00JIIBAHETO IO BpeMe Ha IbPBUTE 12 CEJIMUIIM OT JICYCHUETO.
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Ta6auna 19. Pe3yararu 3a epukacnoct Ha 12-ta ceamuna, npoyusanus X I u 11

npoyuBane I'X 1 npoyuBane I'X 11
agajaumymad agajaumymad
mianedo 40 mg nianedo 40 mg
ceIMUYHO CeIMUYHO

KJIMHAYEH OTTOBOP MPH THOCH N=154 N =153 N =163 45 N=163
xunpagennut (HiSCR)? 40 (26,0%) 64 (41,8%) * (27,6%) 96 (58,9%) ***
> 30% HaMansgBaHe Ha KOXKHATa N =109 N=122 N=11123 N =105
Gonka’ 27 (24,8%) 34 (27,9%) (20,7%) 48 (45,7%) ***

p <0.05, ***p < 0,001, aganumymad B CpaBHEHHE C MIae00

Cpel BCHYKH PaHIOMH3UPAHH MAlIUCHTH

Cpell MaIUeHTH C W3XO0JHA OLIEHKA Ha CBBhp3aHaTa ¢ [ X koxHa 0onka > 3, Ha 6a3aTta Ha UncioBa OleHbYHA
ckana 0 — 10; 0 = 0e3 koxHa Ooka, 10 = BB3MOXKHO Haii-JIoIaTa KoskKHa 00JIKa.

Jleuennero ¢ amamumymad 40 mg Bcsika ceqMuUIla 3HAYMMO HaMallsiBa PUCKa OT BJIOIIaBaHE Ha
abcuecure U ApeHupane Ha Guctynure. [I[puOIM3NTEeTHO Ba ITFTH MTOBEYE € ICTbT Ha MMAUCHTUTE B
rurane0o rpymara npes3 wppBute 12 ceamunm Ha npoyuBanusarta ' X-I1 u I'X-11 B cpaBHeHUE ¢ Te3u B
rpynara Ha ajanuMyma0, KOUTO ca UMad BiIoIIaBane Ha adciecure (choTBeTHO 23,0% cpemry 11,4%)
u npenupane Ha puctymure (cporBetHO 30,0 % cnpsimo 13,9%).

B Cenmumna 12 e 6uimo 1eMOHCTPUPAHO MO-TOIISIMO ITOI00PEHNE OT U3XOTHOTO HUBO B CPaBHEHHE
¢ rwane0o B crneuuIHOTO 3a KOXKaTa, CBbP3aHO ChC 3IPABETO KA4€CTBO HA )KUBOT, H3MEPEHO
ype3 JlepMaToIOrHuHUS HHJIEKC Ha KauecTBO Ha xkuBOT (Dermatology Life Quality Index, DLQI;
npoyuBanus ['X-1 u ['X-1I), B o0miara y/10BIIeTBOPEHOCT Ha MAIUEHTa OT MEAUKAMEHTO3HO
JiedeHue, n3MepeHa upe3 BrIpocHuKa 3a yI0BIETBOPEHHE OT JICUEHUETO C JIEKAPCTBO
(Treatment Satisfaction Questionnaire for medication, TSQM; npoyuBanus I'X-I u I'’X-1I), u BbB
(hm3nyecko 31IpaBe, U3MEPEHO Ype3 0000IIeHUs CKOp 0 (U3MYecKaTa KOMIIOHCHTA Ha

SF-36 (mpoyusane I'X- I).

[Ipu manueHTH ¢ OHE YacTHYEH OTroBOp Ha ananumymad 40 mg Bemubxk ceamMuyHo B Ceamuna 12,

nporeHTsT HiSCR B Cenmuiia 36 e mo-BUCOK IIpH MAIUEHTUTE, KOUTO MTPOIBIDKABAT €XKECSIMUIHO

agaInMyMa0, OTKOJIKOTO TIPH IMAIIMEHTH, TIPU KOWTO YeCTOTaTa Ha MprueMa ¢ Onjia HamaJieHa 70 TIpe3
CeIMHIIa MK TIPH KOUTO JICYSHHUETO € MpeKpaTeHo (BK. Tadmuna 20).

Taéuauna 20. s Ha nanuentute?, nocrurnaan HiSCR® B cexmunm 24 u 36 caen
NpeHa3HAaYaBaHe HA TePanuATa Ha eIMH BT ceAMUYHO agaumMymad B Ceqmuua 12

njianedoo agaaumMymac agaaumMyma
(mpexkpaTsiBaHe Ha 40 mg npe3 40 mg ceTMUYHO
JIe4eHHETO) ceaMuIa N=70
N=73 N=70
Cenmuna 24 24 (32,9%) 36 (51,4%) 40 (57,1%)
Cenmuna 36 22 (30,1%) 28 (40,0%) 39 (55,7%)

MAIMEHTH ¢ TIOHE YaCTHYCH OTrOBOp Ha amamnmyMmad 40 mg ceqMu9IHO

cien 12 ceqMuIy Ha JeYeHUE

MALMEHTUTE, OTTOBAPSIIN Ha ONPE/INICHUTE OT IIPOTOKOJIAa KPUTEPUH 32 3aryba Ha
OTrOBOD WJIM 3 JIMIICA Ha IOI00peHHe, ca 3aIbJDKEHH J1a IIPEKPaTsT
HpOy‘iBaHI/lﬂTa 1 Ca CHUTAHHU 34 HCIIOBJIUSIHU.

Cpen manueHTUTe, KOUTO ca UMalli MOHE YacTUYHO noBnusisane B Cenmuiia 12 u kouro ca
MOJTyYaBaIA HETIPEKbCHATA CEIMUYHA TEpaIHs ¢ ananmuMymMao, nporeHTsT Ha HiSCR Ha
Cenmuiia 48 e 68,3%, a B Cenmuria 96 - 65,1%. JIpirocpoynoTo jeueHue ¢ aganumymad 40 mg
cemMUYHO 3a 96 ceIMUITM HE YCTAHOBSIBA HOBU HAXOJKH, CBBP3aHH ¢ 0€30MaCHOCTTA.

Cpen nmanenTuTe, YUeTo JiedeHre ¢ aganuMymad e omno npekpareno B Cenvuna 12 Ha
npoyuBanusTa ['X-1 u I'X-II, mponienrsT Ha HiSCR 12 cemqmuiiy ciex IOBTOPHO 3all0YBaHE HA
nedeHue ¢ agammMyMad 40 mg BeIHBK CEIMUIHO C€ BPBINA J0 HUBA, CXOTHHU C HAOIIOJaBaHUTE
npeau npekparaBanero My (56,0%).

105



Bonecm na Crohn

BesonacHocTTa 1 epukacHOCTTa Ha aganumMymMab ca oneHenu npu Haj 1 500 manueHTy ¢ ymepeHa 1o
TexKa akTuBHA Oonect Ha Crohn (MHIEKC Ha akTUBHOCTTA Ha OonecTtTa HAa Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450) B panIoMH3UpaHH, JTBOWHOCIIENH, I1ae00-KOHTPOIUPAHU
npoyuBaHusi. EJHOBPEMEHHO ca J0MyCKaHW yCTAHOBEHH JI03M aMUHOCAIMIIUIATH, KOPTUKOCTEPOU U
W/WIH UMYHOMOyTupaniu cpenctsa u 80% OT MarueHTuTe ca MpOAb/DKUIIH J1a MOTyYaBaT Hail-MajIko
€JTHO OT TE3H JICKAPCTBEHU MPOJYKTH.

WnpyuupaneTo Ha KIMHUYHA pemucus (qegunupana kato CDAI < 150) e oueHeno B 1ge
npoyusanusi, npoyusane I Ha CD (CLASSIC I) u npoyusane Il na CD (GAIN). B npoyusasue I

Ha CD 299 nenexyBanu ¢ TNF-aHTaroHucT manueHTH ca paHIOMHU3UPaHH B €IHA OT YCTHPUTE
TepaneBTu4HM rpynu; mwianedo B Ceamuim 0 u 2, 160 mg aganumymab B Cenmuna O u 80 mg B
Cenmuna 2, 80 mg B Ceamuna O n 40 mg B Cenmuna 2 u 40 mg B Ceamuna 0 u 20 mg B Cenmuna 2.
B npoyusane Il ra CD 325 manueHTH, KOUTO ca 3aryOHMTH OTTOBOpA MIJTH UMAT HEITOHOCHMOCT KbM
uHGIMKCHUMA0, ca paHIOMHU3MpaHy Ja nmony4asar win 160 mg aganumymad B Cenmuna 0 u 80 mg B
Cenmuiia 2 wiu miare6o B Cenmuru 0 u 2. [T5pBUYHO HEOTTOBOPHIIUTE Ca U3KITIOYCHU OT
MIPOYYBaHUATA U CIIEIOBATEIHO TE3H MMAllMEHTH HE ca OIICHSIBAHHU CJIE]] TOBA.

[HonabpxaneTo Ha KITMHUYHA pemucus e oueHeHo B mpoyuBane III na CD (CHARM). B mpoyuBane
IIT Ha CD, 854 narnuentu ca nmoxyunnu otBopeHo 80 mg B Cenmunia O u 40 mg B Ceqmuna 2. B
Cenmuna 4 manmeHTHTe ca pannomumsupanu Ha 40 mg Ha Beska BTopa cenmuiia, 40 mg Ha Besika
CeIMUIIA, WK M1arie0o0 ¢ 00Ia MPOab/HKUTEIHOCT Ha poyuBaHeTo 56 ceqmuriy. [aruenture ¢
KIMHAYEH oTroBop (HamansBane Ha CDAI > 70) B Cenmuua 4 ca ctparuuiMpany 1 aHATU3UPaAHH
OTJIEITHO OT Te3u 0e3 kimHnYeH oTroBop B Cenmuna 4. [locTtenenHo moHMkaBaHe Ha J03aTa Ha
KOpTHKOCTEpoHnauTe € paspeuiero cien Cenmuna 8.

B tabmmua 21 ca mpeacraBeHH HHIYKIMATA HA PEMHCHS M YeCTOTaTa Ha OTTOBOP B mpoyuBane | Ha
CD u npoyusase Il na CD.

Ta6auna 21. Uaayknus Ha KIMHAYHA PEMUCHS H OTTOBOP
(MpoUEeHT NALMEHTH)

IIpoyusane I Ha CD: nmanuenru, IIpoyusane II na CD:
HenpueMau HHPJINKCUMA0 NMALHEHTH, IPEAX0IHO
npueMaim HHPINKCUMad
mianeéo | axaaumymad agaaumMymao mianedoo agaaumymad
N=74 80/40 mg 160/80 mg N=166 160/80 mg
N=75 N=76 N=159
Cenmuna 4
KIMHAYHA PEMHUCHS 12% 24% 36%* 7% 21%*
KJIMHUYEH OTTOBOP 24% 37% 49%** 25% 38%**
(CR-100)

Benukn p-croifHOCTH ca 4nd)THU CpaBHEHMS HA ChOTHOIICHUATA alanuMyMad cnpsamo maane0o
* p <0,001
** p <0,01

CXOJTHY YECTOTH Ha PEMHCUUTE ca HaOII0AaBaH! 32 HHAYKIMOHHUTE CXEMH Ha MIPUIIOKCHHE
ot 160/80 mg u 80/40 mg mo Cenmuna 8, a HeXeNaHU CHOUTHS ca HAOIII0JaBaHU MT0-YECTO B TPYIIaTa,
npuemana 160/80 mg.

B Ceamuna 4 na npoyusane 11l za CD npu 58% (499/854) ot nanmenTuTe MMa KJIMHUYEH OTTOBOP

Y T€ ca OllEHeHH MPH MIbpBUYHMS aHaimm3. OT Te3u ¢ KiuHIYeH oTroBop B Ceamua 4, 48% ca ¢
npeaxoHa excrozunys Ha 1pyru TNF-antaronucta. [ToanbpikaHeTo HA pEMHCHSTA U YECTOTUTE

Ha OTrOBOpA ca MpeJICTaBeHY B Tabnuia 22. PesynraTure 3a KIMHHYHA PEMUCHSI Ca OCTaHAIIN
OTHOCHUTEIHO MTOCTOSIHHU, HE3aBUCUMO OT npeaxoaHara ekcno3uuus Ha TNF-anraronuct.Cbp3aHuTe
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ChC 3200JIIBAHETO XOCITUTAIU3AIUY U XUPYPTHUSCKU HAMECHU Ca CTATHCTUYECCKH 3HAYMMO TI0-MaJIKO
pu afganuMymMa0, B cpaBHeHue ¢ maredo B Cenmuna 56.

Taoauna 22. lloaabp:kHe HA KIMHUYHA PEMUCHS M OTTOBOP
(IpoLeHT MalUueHTH)

nJiamneoo 40 mg aganumMymao 40 mg
npe3 ceAMULA ajanumMymad
BCSIKA CeIMHIIA
Ceamuna 26 N=170 N=172 N =157
KJIMHUYHA PEMHUCHS 17% 40%* 47%*
kinuanyeH orrosop (CR-100) 27% 52%* 52%*
MAIMEHTH B PEMUCHs 0€3 CTepOUIH 3% (2/66) 19% (11/58)** 15% (11/74)**
3a >=90 auu®
Ceamuna 56 N=170 N=172 N =157
KJIMHUYHA PEMHUCHS 12% 36%* 41%*
kiuHu4ueH otroBop (CR-100) 17% 41%* 48%*
MAIMEeHTH B PeMHUCHs 03 CTEpOUIN 5% (3/66) 29% (17/58)* 20% (15/74)**
3a >=90 nuu®

* p <0,001 32 yndTHUTE CpaBHEHUS HA CHOTHOILCHUATA alAIIUMYMa0 cnpsmo 11aneo

p <0,02 3a undTHUTE CpaBHEHHS Ha CHOTHOLICHUSTA aJallMMyMal capsamo Tuanedo
a OT MALMEHTHTE, OTyYaBalld KOPTHKOCTEPOUAN Ha U3XOTHOTO HUBO

**

Crnen manmieHTHTE, KOUTO HAMAT OTroBop B Ceamutia 4, 43% oT manueHTuTe Ha IO TbPKAII0
JedeHue ¢ aganumMymab otroBopst 1o Cenmuna 12, B cpaBaenue ¢ 30% OT manueHTuTe Ha
MoJiTbpoKalia Tepanus ¢ miane6o. Te3n pe3yiraTty npearnonarar, 4e 3a HIKOU MalueHTH, TPH KOUTO
HssMa oTToBOp 110 Ceamuiia 4 uMa TOJIOKHUTEICH €PEKT OT MPOABDKUTEITHATA TOIIbpIKaIla Tepaus
o Ceamura 12. Tepanusita, mpoabiDKIIIAa TOBEYE OT 12 CeAMMUIIM, HE BOAM JI0 3HAYMMO MO-TOJISIM
Opoit oTroBOpH (BXK. TOUKa 4.2).

117 ot 276 manmentu ot npoyuBane [ Ha CD u 272 ot 777 nauuentu ot npoyusanus 11 u 111
Ha CD ca mpocnieieHu B MpOABIDKCHUE Hall-MalKo Ha 3-TOAUIIHA OTKPUTA TEPaIHs C
amanmumyma0. 88 u 189 marneHTH, CHOTBETHO, Ca POIBIDKHIIN J1a ObIaT B KIMHUYHA PEMHCHSL.
Kimanaaust otrosop (CR-100) ce momabpika, cboTBeTHO, IpH 102 1 233 manueHTy.

Kauecmeo na sorcusom

B npoyusane [ Ha CD u npoyuBasne Il Ha CD craTucTHYECKH 3HAYMMO 1TOI00pEeHHUE B 00U CKOP OT
Oonect-cnenuuuHNS BHIIPOCHUK 3a Bh3MaNUTeNHa Oosect Ha yeppara (Inflammatory bowel disease
questionnaire, IBDQ) e gocturaaro B Cenmuia 4 npu ManydeHTUTE, paHIOMHU3UPAHN Ha aJaTuMyMa0
80/40 mg u 160/80 mg, B cpaBHEeHHE ¢ TUTaNe00, KakTo U B cenMuiy 26 u 56 Ha nmpoyuane 111 Ha
CD npu rpynuTe, JeKyBaHH ¢ afanuMyMal B CpaBHEHHE C Tpynara Ha Iamneoo.

Vayeposen xonum

bezomnacHocTTa M e(hrkacHOCTTa HA MHOTOKPATHH JI03W alaliMyMab ca OleHeHH IIPH Bb3PACTHH
MIAIIEHTH C YMEPEH JI0 TeXBK aKTHBEH YIIIEPO3eH KOMUT (CKop 1mo Mayo ot 6 10 12 ¢ eHI0CKOIICKH
MOJICKOP OT 2 710 3) B paHJOMHU3UPaHH, IBOHHOCIIEIH, IJ1a1ie00-KOHTPOJIMPAHH IPOYYBaHUS.

ITpu npoyusane UC-1, 390 nmarrieHTH, KOUTO HE ca MmoyrydaBau jJedeHue ¢ TNF-antaronucTy ca
pangomusupanu Ha miamne6o B Ceamuriru 0 u 2, Ha 160 mg aganumyma6 B Cenmuna 0, mociieiBaHo
ot 80 mg ananumyma6 B Ceqmuna 2 unu Ha 80 mg ananumymad B Ceamuna 0, mocnensano ot 40 mg
B Ceqmuria 2. Cnex Cenmuna 2 manueHTUTE U B IBETE paMeHa Ha afanuMyMab ca moiydyaBanu 40 mg
npe3 ceamuna. Knmamana pemucus (neduHUpana KaTto pe3yarar mo Mayo < 2, 6e3 moapesynrar > 1)
e 6una ornenena B Ceamuria 8.
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B npoyusane UC-II 248 naunentu ca nomyuaBanu 160 mg aganumymad B Cenmuna 2 u 40 mg npes
CeIMHMIIA CIIe/I TOBa, a 246 MaMeHTy ca rmoy4aBaiy miane6o. KaTo KIIMHUYHYE pe3yNTaTH ca OLeHEHH
BJIM3aHETO B PEMHCHS B ceIMUIIA 8 U oA bpkaHeTo Ha pemucus B Ceqmuna 52.

[Naruenture, 3anoynanu ¢ 160/80 mg aganumymad, ca JOCTUTHAIN KITMHHYHA PEMUCHS B
Cemmuia 8 B cTaTUCTHYECKH 3HAYNMO TO-BHCOKH MPOIICHTH, B CPaBHEHHE C TIare0o0, B IpoydBaHe
UC-I (cvotBetHO 18% cripsimo 9%, p=0,031) u npoyusane UC-II (crorBeTHO 17% cripsimo 9%,
p=0,019). B mpoyuBaneUC-II cpen nexyBaHute ¢ anaiuMymad, KOUTO ca B PEMUCHS B

Cenmuma 8, 21/41 (51%) ca B pemucus u B Ceamua 52.

Pesynrarute ot oOmata nomynauus npu npoyuBanero UC-II ca mokazanu B Tabnuua 23.

Tadoauua 23. OTroBop, peMUCHS U 03IpPaBsiBaHe HA JUrapunurte B mpoyuBane UC-II
(MpOLEeHT MaleHTH)

mianedoo agaaumymad 40 mg
npe3 ceAMUIA

Cenmurna 52 N = 246 N=248
KJIMHUYEH OTTOBOP 18% 30%*
KJIMHUYHA PEMUCHS 9% 17%*
3a37paBsBaHe Ha JIUTABULIUTE 15% 25%%*
MAIMeHTH B pemucus 6e3 creponan > 90 qum * 6% 13%

(N=140) (N=150)
Cenmuiia 8 u 52
IPOBJIKUTENIEH OTTOBOP 12% 24%**
MPOABIDKUTEIIHA PEMUCHS 4% 8%*
IPOBJIKUTENIHO 3a3paBsiBaHe HA JIUTaBULIUTE 11% 19%*

KIMHAYHA PEMHUCHS € ChC CKOp TI0 Mayo < 2, 6e3 moackop > 1;

KJIMHUYHHAT OTTOBOP MPECTABIISBA IOHWKEHHUE CIIPSIMO U3XOIHOTO HUBO Ha CKopa 1o Mayo ¢ >3 ToukH 1
>30% mIroc TOHWXKEHHE Ha CyOcKopa 3a pekTanHo KbpBeHe [RBS]

>1 unu abcomoren RBS, pasen Ha 0 wiu 1;

* p<0,05 3a cIBOCHO CpaBHEHHUE Ha MPOIICHTUTE Ha afaauMyMad CrpsMo Iuianeoo

p<0,001 3a cIBOEHO CpaBHCHHE HA MPOIICHTUTE HA aJaIMMyMad CIpsMO IIaredo

OT MAIMEHTHUTE, MOTy9aBaIld KOPTHKOCTEPOH U Ha U3XOTHO HUBO

**

a

Ot manueHTHTE, IPU KOUTO € HabmoaaBan oTroBop npe3 Cenmumna 8, mpe3 Cenmuna 52 47% ca
uMasn oTroBop, 29% ca Ounu B pemucus, 41% ca nokaszanu 3a3passBaHe Ha qurasunara u 20% ca
ounu B pemucus 6e3 crepouan > 90 aHU.

[pubmuzurenno 40% ot nauuentute B npoyusane UC-II ca Ounu ¢ HeycrenHa npeiecTana
antu- TNF tepanus ¢ nadaukcumabd. EQukacHocTTa Ha aganuMymad mpu Te3H NalKueHTH e Oua
HaMaJeHa, B CPaBHEHME C Ta3H IIPH NalMeHTH, KOUTO He ca noiydasainu aHTH-TNF Tepanus. Cpex
MANMEeHTHTE, ¢ HeYCIeHa npeanectsama antu-TNF tepamms, pemucus B Cenmuna 52 e qocturHara
ot 3% ot manueHTuTe Ha miaredo u 10% ot Te3u Ha aganuMymao.

ITanmmentute ot mpoyuBanusita UC-1 u UC-II ca umanu Bb3MOXKHOCT Jia TPOABIXKAT B OTBOPEHO,
nwarocpodno pasmmpeno npoyusane (UC III). Cnen Tpuroaumniaa tepanus ¢ aganumymad 75%

(301/402) mpoabmxaBat 1a ca B KIIMHUYHA PEMUCHSI CIIOPE]] YaCTUYHUS cKop o Mayo.

Yecmoma na xocnumanuzauus

ITo Bpeme Ha 52-ceamuunnte npoyusanus UC-1 u UC-II ca HaGitonaBaHu mo-HUCKH YECTOTH Ha
xXocnuTanusanys 0e3 3HaYeHue OT IPUYMHATA, KAaKTO U XocnuTanu3anuy, cebp3anu ¢ UC 3a paMoTo
Ha ajanuMymal B CpaBHEHHE ¢ paMOTO Ha manebo. bpost Ha xocnuranuzanuy 6e3 3Haue€HHE OT
NpUYMHAaTa B Tpynara, npuemania aganumymao, e 0,18 na manuenroroguna B cpasaenue ¢ 0,26 Ha
MAIMEHTOTOIMHA TIPH TPYTIaTa, IpreMaina miarnedo, a Opoat xocnuranusanu, cBsp3anu ¢ UC, e
croTBeTHO 0,12 Ha mamuenToroguua u 0,22 Ha ManyeHTOrOqMHA.
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Kauecmeso na srcusom

B nmpoyusane UC-II neyenneTo ¢ aganuMymad e J0BEIo J0 MOA00pEeHNUs B CKOpa 110 BBIIPOCHHKA 32
BB3MaNuTeIHa Oonect Ha uepBara (Inflammatory Bowel Disease Questionnaire — IBDQ).

Yeeum

BesonacHocTTa M ehuKkacHOCTTA HA aAaTuMyMal ca OIICHEHU MPU Bbh3PACTHH MAIUCHTH C
HEeMH(EKINO3eH HHTePMEANEPEH, 3aJIeH 1 TaHyBEUT, C U3KIIOYSHHE Ha ITAllMeHTH C N30JIMPaH MpeieH
YBEHUT, IIPH JIBE PaHJIOMHU3UPAHH, IBOMHOCEH, mianedo-kouTponupanu npoyusanus (UV I u II).
[MaruenTure ca noyrydaBaiu miamnedo win agamumyMad B HayanHa jo3a 80 mg, nocnensana ot 40 mg
mpe3 ceMHUIIA, 3alT0YBaliKH eHa CeJIMUIIA ClIe]] HayallHaTa J1o3a. Paspenienu ca OMIM ChIIbTCTBAIU
YCTaHOBEHH JI03H OT €IUH HEOMOJIOTHYEH HMYHOCYTIPECcop.

IIpoyusane UV I oneHnsiBa 217 nmanueHTH ¢ aKkTUBEH YBEUT, BBIPEKH JIEUEHUE C KOPTUKOCTEPOUIU
(mepopatHO IpreMaH MpeaHu30H B 103a oT 10 1o 60 mg nHeBHO). Benuky manueHTy ca

NOJYYHIIH 2-CeIMUYHA CTaH[apTHA 1032 penHu30H 60 mg JHEBHO NP BKIIIOYBAHE B IPOYYBAHETO,
Nocie/IBaHa OT 3aIbJDKUTENEH rpaduK Ha HaMaJsiBaHE Ha 103aTa, C II'BJIHO IpeKpaTsBaHe Ha
KOPTUKOCTEPOUIHOTO JieueHue 1o Cenmuna 15.

[Mpoyusane UV Il onensiBa 226 nauneHTH ¢ HEAKTUBEH YBEHUT, H3UCKBAI XPOHUYHO JICUCHHE C
KOPTHKOCTEpOouaM (TpeIHI30H nepopaino, 10 1o 35 mg qHEBHO) HAa U3XOAHO HUBO, 3a 14 Ce
KOHTPOJIMPA TSIXHOTO 3a0onsABaHe. BriociaeacTsre manueHTuTe ca MoUIooKeHH Ha 3aIbJDKUTEITHO
MOCTENeHHO HaMasIBaHe Ha J103aTa, ¢ IBJIHO CIIUpaHe Ha KOPTUKOCTEPOUIHOTO JICYCHHUE JI0
Cenmuna 19.

[IspBruHaTa KpaiiHa ToYKa 3a €()UKACHOCT IIPH JBETE MIPOYUBAHUS € ,,BPEMETO JI0 HEYCIEeX Ha
nedeHueTo . HeycnexbT OT JIeUEHUETO ce omnpeelis KaTo MHOTOKOMITIOHEHTEH pe3yJiTaT, Oa3upaH
Ha BB3NATUTEIIHN XOPUOPETUHAIIHY /UK BB3IMATUTEIHN PETHHATHY ChJI0BH JIG3UH, CTETICH Ha
BB3MAJICHNE Ha TpenHata ouHa kamepa (AC), cTereH Ha BIOIIeHa ITPO3pavyHOCT Ha
cTpioBUAHOTO T5U10 (VH) 1 Hali-moOpe kopurupanata 3putenHa octpota (BCVA).

[NanueHnTUTE, NPUKITIOYKIN ydacTUeTo cu B poyuBaHus UV I u UV II, oTroBapsT Ha ycioBusTa 3a
BKJIFOYBAHE B HEKOHTPOJIMPAHO IBJITOCPOYHO MPOABIKEHIE HAa IPOYYBAHETO C MEPBOHAYATHO
IUIaHUPaHa IPOABIKUTENTHOCT 78 ceaqmuiy. Ha manuenTuTe ce paspeliasa ja IpogbDKAT IpUeMa Ha
JIeKapCTBEHUS MPOAYKT 110 poyuyBaHeTo ciex Ceamuua 78, JOKATO MOJyyaT AOCTHI 10 aAaIuMyMal.

Kraunuuen oneoeop

Pesynratute OoT 1BETE MPOYUBAHMS MOKA3BaT CTATUCTHIECKH 3HAUMMO HaMalsiBaHE HAa PUCKaA OT
HEyCIeX Ha JICYEHHETO NP MalUeHTH, JEKYBaHH C afaltuMyMa0, clipsaMo MalueHTHTe, MoTyYaBaliy
rrane6o (Bx. Tabnuma 24). U aBetre mpoyduBaHus MOKa3BaT paHEH U TpaeH epeKT Ha amaanMyMad
BBPXY CTEIICHTA Ha HEYCIEeX Ha JICUSHUETO CIPsMO Tutanedo (Bx. ¢purypa 2).

Ta6auna 24. Bpeme 10 Heycnex Ha jgedyennero npu npoyusanusa UV I u UV 11

aHaJIu3 N Heycrex CpeAHO BpeMe /10 KP? N1 95% p-croiinoct °
JeyeHue N (%) Heycnex (Mecenu) 3a KP?

BpeMe /10 Heycliex Ha JiedeHnero B i cieq Cenmuna 6 B npoyuBane UV 1

mepBudeH aHamms (ITT)
iare6o 107 84 (78.,5) 3,0 -- -- --
aganuMyma0 110 60 (54,5) 5,6 0,50 0,36, 0,70 < 0,001

BpeMe 10 HeycneX Ha JieueHueTo B niu ciaeq Ceqgmuna 2 B npoyusase UV 11

nepBryeH ananus (ITT)
iarne6o 111 61(55,0) 8,3 -- -- --
agamuMymad 115 45 (39,1) NE® 0,57 0,39, 0,84 0,004
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3a0enexka: Heycnex Ha JieueHuero B win cieq Cenmuiia 6 (mpoyusane UV 1) wim B wiu cien

Cenmuna 2 (mpoyusane UV II) ce 6pou kato crOutne. OTrnagHaIUTE IOPaaN IPUIUHY, PA3IMYHU OT HEYCIIeX
Ha JICYEHHUETO, ca [IEH3ypHpaHd B MOMEHTA Ha OTIIa/IaHe.

a KP (xoeduimenT Ha prck) 3a agannumMyma0 crpsMo Iianedo oT perpecus Ha MPOHOPLUHUOHATHUTE
PHCKOBE C OTYMTAHE Ha JICYEHHETO KaTo (akTop.

JIBycTpaHHa p-cToiHOCT OT log-rank TecT.

NE = "e moxe n1a ce onpenenu. [To-Maiko oT IOJOBHHATA OT PUCKOBUTE YYACTHHUIIHM Ca MM CHOUTHE.

®urypa 2: Kpusu Ha Kaplan-Meier, 00o0masamu BpeMeTo 10 HeycleX HAa Je4eHHeTo B HJIH
caeq Cenmuna 6 (mpoyusane UV I) nimm Cenmuua 2 (mpoyusane UV II)
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3abenexka: P# = [1nane6o (bpoit croutns/bpoii B puck); A# = Ananmumymab (bpoit ceouTus/bpoit B puck).

[pu npoyuBane UV | ca HabironaBaHu CTATUCTUYECKU 3HAYUMH PA3JIMKH B M0J13a HA afantuMymad
B CpaBHEHHE ¢ IUIae0o 3a BCEKH KOMIIOHEHT Ha TepaneBTHYHUs Heycnex. [Ipu npoyusane UV 11
ca HaOJrolaBaHU CTAaTUCTUYECKU 3HAUUMHU PA3JIMKU caMo II0 OTHOIIEHUE Ha 3pUTeIHaTa OCTpoTa, a
OCTaHaJHUTe KOMIIOHEHTH, KaTo HU(PH, ca B 032 Ha afaIuMyMad.

Ot 424 nanwenTH, BKIIIOYCHA B HEKOHTPOJIUPAHUTE, IBJITOCPOTHH pasmupenu npoyusanus UV [ u UV
11, 60 manueHTH ce cunTaT 3a HEMOAXO AN 3a yJacTe (Harp. Mopaayd OTKIOHSHHS WIH MTOPaIu
BTOPUYHHU YCIIOKHEHHSI HA TMa0CTHA PETUHOIATHS, IOPAIU OTIEpaIlusl 3a KaTapaKTa UK BUTPESKTOMEUS )
¥ ca U3KJIIOYCHH OT ITbPBUYHUS aHAMH3 3a eukacHOCT. OT octananute 364 maruenTH, 269 marueHTH,
rojiHu 3a onieHka (74%), ca mocturHany 78 ceMUIIM Ha OTKPUTO JieueHue ¢ aganumymad. Ha 6azara Ha
MoJIX0/1a 3a HaOmogaBanu nanuu, 216 (80,3%) ca B pemucus (JIMIICBAT aKTHBHH BH3MAJIUTCIHH JIC3UH,
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AC xnerku crened < 0,5+, VH crenen < 0,5+), KouTo npreMaT KOpTUKOCTepou ¢ go3a < 7,5 mg
IHEBHO, U 178 (66,2 %) ca B pemucus 6e3 npuem Ha creponau. BCVA unu ce monoOpsiBa miu ce
noJIbpoka (Biomasane ¢ < 5 Oyksu) npu 88,6% ot ounte Ha Ceamuna 78. [lanauTe 3a mepuoja cien
cenmuIa 78 0OMKHOBEHO CHOTBETCTBAT Ha TE3U PE3YJTATH, HO OPOAT Ha BKIIOUCHUTE YUaCTHULIU
HaMaJsiBa ciiell To3u nepuoj. KaTo 1o cpen nanueHTuTe, KOUTO MpeKpaTsBaT ydacTiuero cu, 18% ca
IIPEKPATUIN IOPAJH HEXENaHU ChOUTHSL, a 8% - Opagyu HelOCTaTh4EeH OTTOBOP KbM JICUEHHETO C
agaTuMyMa0.

Kauecmeso na sicusom

OTueTeHuTe OT MALMEHTUTE PE3YNTaTH IO OTHOIIEHUE Ha (PyHKIMU, CBBP3aHU ChC 3PEHHUETO, Ca
n3Mepenu ¢ momomnra Ha NEI VFQ-25 u B aBeTe KTMHUYHN poyYBaHHs. ATaTuMyMad uMa YHCIICHO
IIPEBB3XO0ICTBO B MTO-TOJISIMATA YacT OT MOJICKOPOBETE, ChC CTATUCTUYECKH 3HAYUMU CPEIHU PA3IUKH
3a 001110 3peHue, 00JKa B OKOTO, OJM3KO BIXKIaHE, ICUXUYHO 31paBe v o011 cKop B mpoyyBaneTo UV
I, kakTo M 3a 00110 3peHHe U NCUXUYHO 31paBe B npoyuyBanero UV II. Edexrute, cBbp3anu cbe
3PEHHETO, HE Ca C YUCICHO NPEBH3X0CTBO HA aJaIMMyMal 10 OTHOIIEHHE Ha LIBETHOTO BIDKAAHE B
npoyusaneTo UV [, KakTo ¥ 3a [BETHOTO BIXKIaHE, IEPUPEPHOTO 3peHUe U OIM3KOTO BIKJAHE B
npoyusaseTro UV II.

HmyHorenHoct

ITo Bpeme Ha JedeHNe ¢ aTaTMMyMad MOXe Ja ce pa3BHUAT aHTH-aJalnMyMal aHTHTENA.
OO0pazyBaHeTo Ha aHTH-aJaIMMyMa0 aHTHTENa Ce CBbP3Ba C TOBUIIICHNUS KIUPHHC M HaMaJleHaTa
epuKacHOCT Ha afanuMymad. Hsima siBHa B3aMMOBpB3Ka MEXKLy HAIMYHAETO HAa aHTU-aJaTuMyMad
aHTHTEJa ¥ Bh3HUKBAHETO HA HEXKEIaHU CHOUTHSL.

IleqnaTpuuHa momyJiamnus

FOsenunen uouonamuuen apmpum (FOUA)

Tonuapmuxynapen 108enuieH uouonamuyen apmpum (nlOHA)

bezomacHocTTa 1 euKacHOCTTa Ha aanMyMab ca OLIEHEHH B JIBE TIPOYYBAHHUS, TIPH JeTa C aKTHBEH
MOJTMAPTUKYJIAPEH WM Pa3BUBAIIl C€ KbM MONHAPTUKYJIapeH IOBEHIIEH UIMOTIaTUYEH apTPHUT, KOUTO
ca MMaJli pa3InyHy BUIOBE 0BeHIIeH nanonaruued aptput (mlOUA 1 u II) (naii-uecto peBMaTouaeH
(hakTOp OTPHUIIATENECH WIIH TTOJIOKUTEINIEH TIOTHAPTPUT U PA3IIMPEH OJIUTOAPTPHT).

nfONA-I

be3omacHocTTa M epukacHOCTTaA Ha afaIUMyMab ca OLIEHEHH B MYJITUIIEHTPOBO, PAaHIOMU3HUPAHO,
JIBOMHOCIIATIO, MapajIesHoO - TPYIIOBO MpoyuBaHe npu 171 aena (Ha Bb3pact 4-17 rogunn) c
NOJMAaPTUKYJIApEH IOBEHUJICH HANONaTH4YeH apTpuT. B oTBopeHaTa BpBexxama (aza Ha Mpoy4IBaHETO
(OL LI) marmmenTuTe ca pa3aeiieHu B IBe TPyIH, JiekyBaru ¢ MTX (METoTpeKkcaT) MM HEJICKyBaHH C
MTX. [TanueHTUTE OT TpyNaTa Ha HEJIEKyBaHUTE C METOTPEKCAT WIIM HUKOTa He ca OWIIN JIEKyBaHU C
MTX unu ca 6wy u3Teriienu ot jieueHne ¢ MTX Haii-Maiko JBe CEIMUIIM MIPEIX NpUjlaraHe Ha
NPOYYBaHOTO JieKapcTBo. [lanuenTuTe ca ocTaHaiM Ha yCTAaHOBEHA 10332 HECTEPOUTHU
nporuBoBb3nanutentu cpenacrsa (HCIBC) w/unu npeaunzon (< 0,2 mg/kg/nen wim Makcumym

10 mg/nen). ITo Bpeme Ha (pasata OL LI BCHUKH MalMeHTH ca mpueMaind 24 mg/m? 10 MakKCUMyM OT
40 mg aganuMymab mpe3 ceAMuUIa B MPOIbJDKeHUe Ha 16 cenmunn. PasnpeneneHuero Ha MalueHTUTe
10 BB3PacT U MUHUMaJIHa, MeUaHHa U MakCHMaJlHa J103a 1o BpeMe Ha ¢azara OL LI e npeacraBeHo B
tabnuna 25.
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Ta6auna 25. Paznpenesienne Ha MAHEHTHTE CIIOPe] BH3PACTTa M MPHEMAHATA /1032
agaaumyMad nmo Bpeme Ha ¢azara OL LI

Bb3pacToBa rpyna N3xonen 6poii nanuentu n (%) MuHuMaJ/IHa, MeIUAHHA U
MAKCHMAJIHA 1032

4 no 7 roguHn 31 (18,1) 10,201 25 mg

8 1o 12 rogunu 71 (41,5) 20,25 140 mg

13 no 17 rogunau 69 (40,4) 25,40 m 40 mg

[Taruenture, mokaszpamy nexuaTpuiaeH orropop 30 mo ACR (AMepuKaHCKHUS KOJIEX MO PaAOIIOTH)
B Cenmuria 16, ca Ot TIpeIieHEHH KaTo ITOAXOISINN 32 paHAOMHU3UpanHe B 1BoitHocIsAaTa (DB) daza
¥ ca MpUeMai MM afanuMyMa6 24 mg/m? 1o MakcumyMm ot 40 mg, Wi 1nane6o, Ipes ceaMuIa, B
MPOABIDKEHUE HA JOMTBJIHUTEHN 32 ceqMUIM Win 0 000ocTpsiHe Ha 3abonsBaHeTo. Kpurepuunre 3a
M30CTpSIHE Ha 3a00JSIBAHETO ca OWin AeQUHUPAHH KaTO paBHO WM HAAXBHPIAmo 30% BiomaBaHe OT
M3XOJHUTE HUBA Ha > 3 0T 6 OCHOBHU neauaTpu4Hu Kputepus Ha ACR, B > 2 akTHBHU CTaBH U
HaaxBwpiso 30% nogobpenue Ha He moBede OoT 1 oT 6 kpurepus. Cnex 32 ceAMULIN WK TIPU
U30CTPSIHE HA 3a00JIIBAHETO, MAIIMEHTUTE ca OWJIHM MPEIIEHEHU KaTO TOIXO/SIIH 3a BKIIOYBAHE BbB
(hazara Ha OTBOPEHO pa3lIUpEHUE.

Taoauuna 26. llequatpuunn orroBopu 30 mo ACR npu npoyuBane Ha FOUA

I'pyna MTX Bes MTX
®daza
OL-LI 16 ceqmunu
[en. otrosop 30 mo ACR 94,1% (80/85) 74,4% (64/86)
(/N)
PesynrtaTu 3a edrkacHOCT
JIBoliHOCIATIA Anmammmymad/MTX ITmane6o/MTX Anmammmymab [Tnaue6o
32 ceqmunu (N =38) (N=37) (N =30) (N =28)
U3zoctpsine Ha 36,8% (14/38) 64,9% (24/37)° 43,3% (13/30) 71,4%
3a00JIsIBaHETO B Kpast HA (20/28)"
32 ceamuma® (n/N)
MenuanHo Bpeme 110 > 32 ceaMUIHA 20 cegMuI > 32 ceaMUIHA 14 ceqmum
H30CTPSIHE HA
3a00JIIBAHETO

2[Iexn. orrosopu 30/50/70 mo ACR B Ceamuria 48 ca Onii 3HAYMMO MO-TOJIEMH OT TE3U IIPH MALUCHTHUTE,
JICKYBaHHU C IU1a1edo

5p=0,015

"p=0,031

Cpen nosmusante B Cenmutia 16 (n = 144), nequarpuanaure orroBopu 30/50/70/90 mo ACR ca ce
3abpKali B IPOJBIDKEHHE Ha 10 1ecT ToAnH BBB da3a OLE npu manueHTiTe, KOUTO ca IprueMaiu
ajanuMymab mpe3 Lenus nepuon Ha npoyusaneTo. O6mo 19 yuactauim, ot kouto 11 B n3xoanarta
BBb3pacToBa rpyna ot 4 1o 12 ronunu u 8 B U3XoqHaTa Bb3pacTtoBa rpymna ot 13 go 17 roaunu, ca
0wy IeKyBaHU 6 MM TIOBEYE TOTUHH.

O060011eHuTe 0OTTOBOPH ca OMIIK, KaTo 1510, O-100pH, KaTO IMO-MaJIKO ITAllUeHTH ca Pa3BUIH
aHTUTeNa IIPY JIeYeHNEe ¢ KOMOMHaIuATa Ha agaiuMymad 1 MTX, B cpaBHEHHE CbC CaMOCTOSATETHOTO
npuiarane Ha agaauMyma0. B3emaiiku npensu Te3u pesynrtatu, Hyrimoz ce npernopbusa B
komOuHaius ¢ MTX 1 kaTo MOHOTEpanus NPy NAIMEeHTH, IPH KOUTO mpriiaraneto Ha MTX He e
MOAXOSIIO (BXK. Touka 4.2).

nfONA-IT

be3onacHocTTa M epukacHOCTTa HA afaIuMyMad ca OLIEHEHH B OTBOPEHO, MHOTOLICHTPOBO IIPOYYBaHE
npu 32 nena (2 — <4 roguHU WK BB3pacT 4 M OBeYe TOAWHM U Terio < 15 kg) ¢ yMepeH 10 TeXbK
aKTHBCH NOJMAPTUKYJIapeH I0BEeHWIECH HANONaTHIeH apTpuT. [lanmenture ca moay4uin aganumymad
KaToO eIMHIYHA /1033, Ype3 MOIKOKHO HHKeKTHpaHe 24 mg/m? TenecHa mobpxHOcT (BSA) 10
MakcuMyM oT 20 mg BCsKa BTOpa ceaMulla, B IpoAbbkeHue Ha oHe 24 cenmury. [loBedero
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Y4aCTHUIIU, TIO BPEMC HAa IPOYUBAHETO Ca MU3IIOJI3BAJIN MTX, KaTo MO-psAaKO CE cso61uaBa 3a
CAHOBPECMCHHA y1'IOTp66a C KOPTUKOCTCPOUAUN UJIK C HECTCPOUIHHN NPOTHUBOBBIIAIIUTCIIHA CPEACTBA.

PedACR30 otroBopst Ha Cenmunia 12 u Ceamuria 24 e cbotBeTHO 93,5% 1 90,0%, KaTo € MpuiioKeH
moJIxo/ia Ha HaOIro1aBanuTe nanHu. ChoTHOIIEHHeTo Ha manueHTuTe ¢ PedACRS50/70/90 otroBop Ha
12-tata n Ha Cenmuria 24 ca crorBeTHO 90,3%/61,3%/38,7% n 83,3%/73,3%/36,7%. Cpen Te3u,
KOHUTO ca oTroBopmuin Ha jgedenueTo (neguarpudnusat ACR30) na Cenmuna 24 (n = 27 ot

30 nanmentn), nenuatpuanute ACR30 otroBopu ca nmomabpikanu g0 60 ceaqmurm B OLE daza mpu
TAIAEHTH, KOUTO ca TOyJaBaliy agaauMymMal mpe3 menus nepuo. Kato 1smo, 20 manueHTy ca
JIEKyBaHU B MPOIBIDKEHUE HA 60 WK ITOBEYE CEIMUIIH.

Apmpum, cevp3an c enmesum

BezonacHoctTa 1 epukacHOCTTa HA afanuMyMad ca OLCHSBAaHH B €IHO MHOTOLICHTPOBO,
PaHIOMHU3UPAHO, JBOWHOCISATIO KIMHIUYHO MPOYYBaHe Npy 46 NeIMaTpUIHA NAIlMeHTH (Ha Bh3pacT OT
6 o 17 ToguHM) ¢ yMEPEH apTPHUT, CBBp3aH ¢ eHTe3HT. [[alMmeHTrnTe ca paHIOMU3UPpaHH 1a TToIydaT
Ha 24 mg/m? TenecHa mopbpxHOCT (BSA) agamumymat 1o makcumym 40 mg wim miane6o mpes
ceIMHIIa B IPOAbIDKEHHE Ha 12 ceqmunu. [IBOHHOCIENUT NepHo € mociieaABaH oT oTKpuT (OL)
IIepUOJI, IO BpeMe Ha KOMTO NaI[MeHTUTE ca MoTydaBand 24 mg/m? BSA ananumyma6 10 MaKCHMyM
40 mg npe3 ceAMHMIIAa TTOJKOKHO 3a orie 192 ceqmunum. [TbpBUYHATA KpaiiHa TOYKA € MPOLICHTHATA
OpOMsIHA OT M3X0JHO HKUBO 10 Ceamuna 12 B Oposi Ha aKTHUBHUTE CTAaBU C apTPHT (TIOLyBaHe, KOETO HE
Ce IBJDKU Ha Ma(OopManys WIK CTaBH ChC 3aryda Ha MOABMKHOCT TUTFOC OOJTKa W/MITH
YYBCTBHUTEIHOCT), KOSITO € IIOCTUTHATA ChC CPETHO HAaMaJIEHUE Ha MPOIeHTa oT -62,6% (MenuaHa Ha
MIPOIIEHTHATA TIpoMsiHa -88,9%) mpu MaIMeHTHTe B rpymara ¢ ananuMymab B cpaBHeHue ¢ -11,6%
(MennaHa Ha TiporieHTHaTa poMsiHa -50,0%) npu manueHTHTE B TpyIaTa Ha uiane6o. [logobpenuero
B OpoOst Ha aKTUBHHTE CTABH C apTPHUT Ce MOAbpkKa 1o Bpeme Ha OL meprona no Cenmuma 156 mipu 26
ot 31(84%) manueHTH B rpynara Ha ajaluMyMal, OCTaHaJIH B IPOyYBaHETO. Brrpeku ye He e
CTaTUCTUYECKU 3HAYUMO, TIOBEUYETO MAIMCHTH MTOKa3BaT KIMHUYHO [0JJ00pEHNE BbB BTOPUIHUTE
KpaiHHU TOYKHU KaTo Opoil Ha MecTaTa ¢ eHTe3uT, Opoii Ha yyBcTBHUTENHUTE cTaBu (TJC), Opoii Ha
noxytute craBu (SJC), [lennatpudaen ACR 50 otrosop u [leguarpuaen ACR 70 otrosop.

IThakamen ncopuasuc npu ne()uampulmu nayuernmu

EduxacHoctTa Ha aganumyma0 e oleHsIBaHa B €IHO PaHIAOMHU3HPAHO, JBOWHOCIIAIIO, KOHTPOJIUPAHO
npoyuBaHe Ha 114 neauaTpuyHu MalMEeHTH OT 4-TOAMIIHA BB3pacT ¢ TEKBbK XPOHUYEH IIaKaTeH
nicopuasuc (ompezesneH mo o0ma ouenka Ha jekaps (Physician’s Global Assessment, PGA) cbe
3acsirade > 4 unn > 20% BSA, nnm 3acsrane > 10% BSA ¢ MHOr0 mIsTHU Jie3nu, WM mo MHaekc 3a
TUTOIII Ha 3acsTaHe U TexecT Ha rncopuasuc (Psoriasis Area and Severity Index, PASI) > 20, umu > 10 ¢
KJIMHUYHO 3HAYMMO 3acsiraHe Ha JIUIETO, TEHUTAIMUTE WK PhIIeTe/CThIanara), KOMTo ce KOHTPOJIupa
HEIOCTaThYHO C JIOKAJTHA Tepanus U XeIUOTepanus Wi POTOTEpaHs.

[Namuenture noay4aear aganumyma6 0,8 mg/kg mpes ceamuna (10 40 mg), 0,4 mg/kg npes ceamuiia
(mo 20 mg) wm merotpekcar 0,1 — 0,4 mg/kg cenmuuno (1o 25 mg). B ceqmuia 16 noBeue manueHTH,
paHIOMH3MpaHU 3a Mmoy4aBane Ha aganumymad 0,8 mg/kg, nmat MooKUTETHN OTTOBOPH 32
etduxacHoct (Hamp. PASI 75), oTkomkoTo OOMHUTE, paHIOMHU3UpaHH 3a oiaydaBane Ha 0,4 mg/kg
npe3 ceamuna uiam MTX.
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Tadauna 27. Pe3yaraTu 3a epuMKacHOCT NPH NeUaTPHUeH MJIAKATEH ncopuasuc ciaen 16

ceAMHIIH
MTX? Anamumyma6 0,8 mg/kg npes cenmura
N =37 N =238
PASI 75° 12 (32,4%) 22 (57,9%)
PGA: Yucro/MuUHUMATTHO® 15 (40,5%) 23 (60,5%)

a MTX = metotpekcar
6 P = 0,027, ananumyma6 0,8 mg/kg cripsimo MTX
5 P =0,083, ananumymab 0,8 mg/kg cripsimo MTX

IlanmenTture, kouto pocturat PASI 75 u PGA ,,uncTo” win ,,MHUHAMAIHO’, C€ OTTETJIAT OT JICUCHUETO
10 36 CeIMUIIN U Ce TIPOCIIEIIBAT 3a 3ary0a Ha KOHTPOJI Ha 3a0oisaBaHeTo (T.¢. BiIomasane Ha PGA ¢
Haii-Majko 2 crenenu). [lanieHTUTE ca JIeKyBaHu cliej] ToBa ¢ aganumymat 0,8 mg/kg npes ceamuiia
B IIPOABDKEHUE HA o1lle 16 CeIMUIIM, KaTo YecToTaTa Ha OTTOBOp, Ha0JI01aBaHa 110 BpeMe Ha
MTOBTOPHOTO JICUCHHE, € MOA00HA Ha Ta3W Ipe3 MpeAIIecTBaIus ABOHHOCHN nepuo: PASI 75
otrosop mpu 78,9% (15 ot 19 muna) u PGA ,,uucto” wnm ,,MuanManao” npu 52,6% (10 ot 19 nura).

B otkpurus nepuon Ha npoyusaneto orroBopure PASI 75 u PGA ,,uncto” wim ,,MUHUMaIHO™ ce
HOJABPXKAT 10 ole 52 cexMuny 6e3 HOBU HAXOJKH, CBbP3aHH ¢ 0€30M1acCHOCTTA.

THoen xuopadenum npu onowiu

Hsima kmTuHUYHM IPOYYBaHUS ¢ alaiiMyMal NpH IMalUeHTH B I0HOIIecKa Bb3pacT ¢ ['X.
EduxacHoctta Ha aganumyma0 3a JieueHne Ha 1oHomu ¢ I'X ce mpeamnonara Bb3 OCHOBA Ha
JOKa3aHaTa e(pUKACHOCT M Bpb3KaTa eKCIIO3ULMA-OTIOBOP MPH Bh3pacTHH nauueHtu ¢ ['’X u Ha
BEPOSITHOCTTAa XOABT Ha 3a00JI1BaHETO, NATOPHU3HOJIOTHATA U JIEKapCTBEHUTE €EeKTH Aa ca Mo
CBHIIIECTBO MOI0OOHM HA TE3W MPHU BB3PACTHH, MPH CHIINTE HUBA HAa eKCIO3UNHA. beonacHocTTa Ha
MpenopbYUTENIHATA 032 afanuMyMad B onmyJanusaTa Ha ronommure ¢ ['X ce ocHoBaBa Ha mpo¢uiia Ha
0€e30macHOCT NPH JPYTUTE NOKa3aHUs Ha aJaluMyMal KakTo U Bb3PAcTHH, TaKa U IpU
NeANaTPUYHY MalMEHTH, KOUTO Ca Ha JIEYeHHE C MOA00HH WIIH MO-YECTO MPUIIaraHu JO3H (BXK. TOUKa

5.2).
bonecm na Crohn npu neduampuynu nayuenmu

AnannMymal e olleHeHa B MHOTOLIEHTPOBO, PAHJOMU3HPAHO, IBOMHOCIISIO KIMHUYHO POYYBaHe,
MPeJHa3HAYCHO Ja OlIEHH e()UKACHOCTTA U 0€30MACHOCTTA HA MHAYKIIMOHHO U TIOJIBPIKAIIIO JICUCHHE
C JI03H, B 3aBHCUMOCT OT TesiecHOTO Teriio (< 40 kg wim > 40 kg) npu 192 nequaTpuyHy NallMeHTH Ha
BB3pacT Mexay 6 u 17 roguan (BKIIOYUTEIHO), ¢ YMepeHa 10 Texka ooiect Ha Crohn (CD),
ompeJeNieHa KaTo HHIEKC Ha aKTUBHOCTTA Ha Oosectta Ha Crohn nmpu neauaTpuyHy NanueHTH
(Paediatric Crohn's Disease Activity Index, PCDAI) cwe ckop > 30. [Ipu naruenTure e TpsoBaio aa
JIUIICBAa OTTOBOP KbM KOHBEHI[MOHAIHATA Tepanust Ha CD (BKIFOUUTEIIHO KOPTUKOCTEPOUIU, U/ HITH
umyHoMoynatop) 3a CD. ChIio Taka, MalMeHTUTE MOXKE Bede J1a ca 3aryOuiId OTTOBOP WJIH J]a UMaT
HEMOHOCHMOCT KbM WH(IHKCHMAO0.

Bcuuky nmanyeHTH noxy4aBaT OTBOPEHO MHAYKIIMOHHO JEUEHUE B 1033, Bb3 OCHOBA HA U3XOIHOTO CU
tenecHo Terno: 160 mg B Cenmuna 0 u 80 mg B Ceamuma 2 3a nammentu > 40 kg n 80 mg u 40 mg
chOTBETHO 3a Te3u < 40 kg.

B CGI[MI/II_IB. 4, YYaCTHUIUTE Ca paHAOMHU3UPAHN 111, BB3 OCHOBA Ha TCJIICCHOTO CHU TCTJIO UJIM 110 BpEMC

Ha HHUCKATa 71032 WK 110 BpEME Ha CTaHIapTHATA /103a Ha MOIAbprKalaTa CXeMa, KakTo € IoKa3aHo B
Tabnumna 28.
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Ta6auna 28. Ilogbp:kama cxema

Tery0 Ha nanueHTa Hucka go3a CrangapTHa a03a
<40 kg 10 mg npe3 cenMuIa 20 mg npe3 ceaqmuIa
>40 kg 20 mg mpe3 cegmMuIia 40 mg npe3 cenMuIa

Pezynmamu 3a eruKaCHOCWl

IIepBrUYHaTA KpaifHa TOYKa Ha MPOYYBAHETO ¢ KIIMHNYHA pemucusd B Ceqmuria 26, onpeaeneHa KaTto
PCDALI ckop < 10.

CroifHOCTHTE Ha MPOILICHTUTE HA KIIMHUYHA PEMHCHS U KIMHUYECH OTTOBOP (OMpeIeIeHH KaTo
namasienue B PCDALI ckopa ¢ Haii-Manko 15 TOYKH OT M3XOJHO HUBO) ca NPEJCTaBeHU B Tabuia 29.
IIponieHTHTE HA MAUEHTUTE, MPEKPATHUIN KOPTUKOCTEPOUTUTE UIIM UMyHOMOYJIaTOPUTE ca
npeacTaBenn B Tabmuima 30.

Ta6auna 29. IlegnaTpuuHo npoy4ysane Ha CD
PCDAI Knunanuna pemucus 1 OTroop

CranpaprtHa Jlo3a Hucka Jloza P croiinoct™
40/20 mg npe3 cenmura | 20/10 mg mpe3
N =93 ceaMuIa
N =95

Ceamuna 26

Knnangnaa pemucust 38,7% 28,4% 0,075

Knmauder oTroBop 59,1% 48,4% 0,073
Ceaqmuna 52

Knnangnaa pemucust 33,3% 23.2% 0,100

Knuanden oTroBop 41,9% 28,4% 0,038

* p croitHocT 3a CTtanaapTHaTa no3a cnpsamo Huckara no3a

Ta6auna 30. [lexnaTpuuno npoy4ysane Ha CD
IIpexpaTsiBaHe HA KOPTHKOCTEPOUIN HJIH HMYHOMO/IYJIATOPH M peMHucHs Ha ducTyaaTa

Cranpaprna Jlo3a Hucka Jloza P croiinoct!
40/20 mg npe3 cenmuna | 20/10 mg mpe3
CeIMUIIA

[IpekpaTHIN KOPTHUKOCTEPOHIUTE N =33 N =38

Ceamuria 26 84,8% 65,8% 0,066
Ceamuria 52 69,7% 60,5% 0,420
IpexpaTHIN HMYHOMOIYJIATOPUTE? N =60 N =57

Ceamuria 52 30,0% 29,8% 0,983
Ducryana pemucus’ N =15 N =21

Ceamuna 26 46,7% 38,1% 0,608
Ceamuna 52 40,0% 23,8% 0,303
1

p croiiHocT 3a CraHmapTHaTa j103a cnpsamo Huckara mo3a.

HmyHocynpecupaliara teparnusi Moxe Jia Objie npeycraHoBeHa camo B Cenmuiia 26 1iu ciiest Hes 110
MpeleHKa Ha U3CJICI0BATENIs, aKO MAMCHTHT U3IIBJIHABA KPUTEPHUS 33 KIIMHUYECH OTTOBOP
OMpeJiesICHa KaTo 3aTBapsiHE HA BCHUYKHU JIPCHUPAIH (QUCTYIMHA H3XOIHO HUBO 32 TIOHE 2
[TOCJIEOBATENIHA BU3UTHU CJIE] U3XOIHO HUBO

2

CraTtucTHYecKH 3HAaYMMO TIOBHINIaBaHe (ITOA00peHne) OT U3X0oAHOo HUBO 10 Cemmuria 26 u 52 e
HaOII0/IaBaHO B MHJEKCA Ha TeJIeCHATa Maca U CKOPOCTTa Ha PacTeX U 3a JIBETE TEPANIeBTUYHHU TPYIIH.

CTaTHCTUYECKH M KIMHUIHO 3HAYUMO HO,Z[06pCHI/I€ OT U3XOJHOTO HHUBO € oumo ChII0 Ha6J'IIO,I[aBaHO nu

B JIBETE TEPANEBTUYHHU TPYNH OTHOCHO ITapaMeTpPHUTE 3a KaYe€CTBOTO Ha )KUBOT (BKIIIOUUTEITHO
IMPACT I1I).
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Cro matmentu (n = 100) ot neanaTpuyHOoTO NMpoyusane Ha CD ca NpoABIKUIN B IBITOCPOYHO,
OTBOPEHO NPOIBbIDKEHHE Ha poyuBaneTo. Crien S-roaumHa Tepanus ¢ aganumymad 74,0% (37/50) ot
OCTaHaJHTE B MpOy4YBaHeTo S50 MaeHTH ca MPOABIDKUIH J1a ObJIaT B ChCTOSIHUE HA KITMHUYHA
pemucusi, a 92,0% (46/50) ot narpieHTUTe — ¢ KIMHUYEH O0TroBop cropen PCDAL

an;epos’eH Koaum npu neéuamputmu nayuenmu

BezonacHocTTa M ehukacHOCTTa HA aAaTuMyMal ca OIICHEHH B MHOTOIICHTPOBO, PaHJIOMHU3UPAHO,
JIBOMHO-CJISITIO TIpOoYyYBaHe npu 93 neuaTpuyHu NalMeHTH Ha Bh3pacT OT S 10 17 roIuHu ¢ yMEpeH
JIO TeXBK yIIepo3eH Kouut (Ckop mo Mayo ot 6 10 12 ¢ eHI0CKOnCKH CyOCKOp OT 2 10 3 TOYKH,
MOTBBPJICH Ype3 IICHTPAITHO Pa3vyeTeHa CHOCKOIUS) C HeaJICKBaTCH OTIOBOP WJIM HEMOHOCHUMOCT KbM
KOHBEHIIMOHaIHATA Tepanud. [Ipubimsurenno 16% OT manueHTHTE B IPOYYBAHETO Ca C HEYCIEIIHO
npeaxoHo anTu-TNF neuenue. [Ipu naneHTUTEe, KOUTO MOJIY4YaBaT KOPTUKOCTEPOUIU MPU
BKJIIOUBAHETO, € Pa3pelICHO MOCTENEHHO HaMaJsiBaHEe Ha JICUEHUETO C KOPTUKOCTEPOUIH CIIe
Cenmuua 4.

[Ipe3 HHIYKIIMOHHUS IEPUO] Ha MPOYUBAaHETO /7 TMAlMEHTH ca PaHJOMHU3HUpaHH 3:2 1a MoyrydaBaT
JBOWHO-CIISITIO JIEUEHHE ¢ afanuMyMad npu HHAYKUUOHHA 103a 2,4 mg/kg (MakcumanHo 160 mg) Ha
Cenvuma 0 u Ceqmura 1, u 1,2 mg/kg (makcumanao 80 mg) Ha CenmMuria 2; ¥ HHAYKITHOHHA 71032
2,4 mg/kg (makcumanto 160 mg) va Ceqmuna 0, mianedo va Cenmuna 1, u 1,2 mg/kg (MakcumamHo
80 mg)na Ceamuua 2. U nBete rpynu nmomyuasar 0,6 mg/kg (Mmakcumanno 40 mg) Ha Ceqmuua 4 u
Cenmuna 6. Cneq npoMsiHa Ha Ju3aiiHa HA TPOYUYBAHETO OCTaBaliuTe 16 MalueHTH, BKIIOYEHHU B
MHIYKIMOHUS IIEPHO, TIOIy4aBaT OTKPUTO JICUEHHE C aJanuMyMal Ipy HHAYKIMOHHATA J103a

2,4 mg/kg (makcumanno 160 mg) Ha Ceqmuna 0 u Ceamuna 1, u 1,2 mg/kg (makcumanso 80 mg) Ha
Cenmuna 2.

Ha Ceamuna 8, 62 nanueHTy, Npy KOUTO € HaOJIr0aBaH KIMHUYEH OTIOBOP ChIITacHO YacTHYEH CKOp
no Mayo (Partial Mayo Score, PMS); nedhunupan kato nonmwxkenue Ha PMS > 2 touku u > 30% ot
H3XOJHOTO HHMBO), Ca paHAOMH3UPAHH PABHO JIa MOJIyIaBaT IBOMHO-CIIAIIO TOIABPIKAIIO JICUSHUE C
aganmumyMmab npu no3a 0,6 mg/kg (MakcumanHo 40 mg) Beska CeMHUIIA, WK O TbPIKaIla 103a

0,6 mg/kg (Mmakcumanno 40 mg) npe3 ceamuna. [Ipeau npomMsHaTa Ha AU3aifHA HA MPOYYBAHETO

12 DOIMBIHUTEIHA MAIUEHTH, TIPH KOUTO € HaOIIoAaBaH KJIMHHYCH OTroBOp criopen PMS, ca
paHIOMH3UPAHH 1A TIOJy4YaBart Iane6o, Ho He ca BKIFOUEHHU B TOTBBPIUTSITHHS aHATTN3 Ha
e(pHUKacHOCTTA.

O6ocTtpsiHeTo Ha 3a00sBaHETO € AedhuHUpaHO KaTo moBuIeHne Ha PMS ot none 3 Touku (3a
narueHTy ¢ PMS ot 0 no 2 mpe3 Cenmuna 8), more 2 Touku (3a nanuenta ¢ PMS ot 3 10 4 Ha
Cenmuna 8), unu none 1 Touka (3a manueHTd ¢ PMS ot 5 10 6 Ha Cenmuna 8).

[TanmeHnTHTE, KOUTO OTTOBAPSIT HA KPUTEPUUTE 32 000CTPSAHE Ha 3a00JIIBAHETO HA MM CJIEH
Ceamuna 12, ca paHIOMHU3MPaHH J1a MOJTyYaT MOBTOPHA MHAYKIIMOHHA 103a 2,4 mg/kg (MakcumaiHo
160 mg) wim no3a 0,6 mg/kg (MmakcumanHo 40 mg) u MPOABIDKABAT Ja MOJyYaBaT ChOTBETHATA CH
HOJAbpKAIIA 030Ba CXeMa cJe]] TOBa.

Pesynmamu 3a epuxacnocmma

CbBMeCTHHUTE ITHPBHYHH KPallHU TOYKH Ha TIPOYYBAHETO ca KIMHUYHA peMucHs criopen PMS
(nepunupana karo PMS < 2 u 6e3 otaenen cyockop > 1) Ha Ceamuna § v KIIMHUYHA PEMHCHS CIIOPENT
FMS (ITpnen ckop nmo Mayo (Full Mayo Score) (nepunupana kato ckop no Mayo < 2 u 6e3
HHIUBHIyalleH cyockop > 1) Ha Cenmuria 52 Tipu MaMEHTUTE C KJIMHUYEH OTTOBOD criopen PMS Ha
Ceamuna 8.

YecroTuTe Ha KIMHUYHA peMmucus criopes PMS Ha Cenmuiia 8 3a naniueHTUTE BHB BCSIKa IBOMHO-
CIIsiNia MHAYKIIMOHHA TPYTIa ¢ aganuMyMad ca npeactaBeHu B Tabmurma 31.
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Ta6auna 31. Knunuuna pemucus cnopen PMS ciaen 8 cenmuuu

Ananumymad®
Maxkcumaano 160 mg na
Ceamuna 0/miianedoo Ha

Ananumymao® ®
Maxkcumaiso 160 mg na
Ceavuna 0 m Ceqmuna 1

Cenmuna 1 _
N = 30 N =47
Kinanyna pemucust 13/30 (43,3%) 28/47 (59,6%)

2 Anamnmyma6 2,4 mg/kg (makcumanuo 160 mg) Ha Ceamuna 0, murane6o Ha

Cenmuna 1, u 1,2 mg/kg (MakcumanHo 80 mg) na Cenmuna 2

Anamumyma6 2,4 mg/kg (makcumanao 160 mg) va Cenmura 0 u

Cenmrnmna 1, n 1,2 mg/kg (makcumanao 80 mg) Ha Cenmuria 2

He Bri1rOUBa OTKpHUTA MHIYKIIMOHHA 1032 anamumymad 2,4 mg/kg (MakcuManHo

160 mg) na Cenmuna 0 u Cenmuna 1, u 1,2 mg/kg (Mmakcumanuo 80 mg) Ha Ceqmuna 2

3abenexka 1: U nBere unaykuponnu rpynu nonydasar 0,6 mg/kg (makcumanno 40 mg) Ha
Cenmuna 4 u Cenmuna 6

3a0enexka 2: [Ipu manueHTUTE ¢ TMIICBAINU cToHOCTH Ha Ceamuiia 8 ce cunra, ue He ca
y IOBJIETBOPHJIM KpaliHaTa TOuKa

Ha Ceamuma 52 xnuanyHa pemucus criopen FMS nipu narnmentute ¢ orroBop Ha Ceamuna 8,
KITMHIYEH 0TroBop cropen FMS (neduHmpan kaTo NOHMKEHNE Ha cKop 1o Mayo > 3 touku u > 30%
OT M3XOJHOTO HUBO) MPH MAIIMEHTHUTE ¢ OTTOBOp Ha Cenmuria 8, 3a3apaBsiBaHe Ha INTaBUIIATA
(meduHMpaHO KaTO €HIOCKOICKH cyOckop mo Mayo < 1) npu manueHture ¢ otroBop Ha Cenmuria 8,
KIIMHAYHA peMucus criopen FMS npu nanuentute ¢ pemucus Ha Ceamuiia 8 U sUTbT Ha YYACTHUITUTE
¢ pemucus 6e3 kopTukoctepouu ciopea FMS npu nanuentute ¢ otroBop Ha Ceamuia 8 ca OlleHeHU
MIPH MAIMEHTUTE, KOUTO MOJyYaBaT ajaiuMymal B IBOHHO-CIIANO MakcumanHo 40 Mg mpe3

cenmuna (0,6 mg/kg) n makcumannao 40 mg Besika ceamuna (0,6 mg/kg) nopaspxamm 103u

(Tabmuma 32).

Ta6auua 32. Pesynraru 3a epuKacHOCTTA cjied 52 ceIMUIA

Ananumyma6? Ananumymao®
Maxkcumainno 40 mg npe3 | Makcumanno 40 mg Besika
ceqMuIA ceqMuIA
N =31 N =31

[TarueHTH ¢ KIMHUYHA
pemucus Ha Ceqmuna 8 9/31 (29,0%) 14/31 (45,2%)
criopen PMS
[TanrieHTH ¢ KIMHUYEH
otroBop Ha Cenmuriia 8 criopen 19/31 (61,3%) 21/31 (67,7%)
PMS
3a3paBsiBaHe Ha JUTaBUIIATA
Ha CenMuria 8 ¢ OTroBOp 12/31 (38,7%) 16/31 (51,6%)
criopen PMS
[TarueHTH ¢ KITMHUYHA
pemucus Ha Ceqmuna 8 9/21 (42,9%) 10/22 (45,5%)
criopen PMS
[TarmenTy ¢ pemMucus 6e3
KOPTHUKOCTEPOUIN HA 4/13 (30,8%) 5/16 (31,3%)
Cenmuria 8 ciopen PMS®
i Anamumymab 0,6 mg/kg (makcumanao 40 mg) mpe3 ceaMuria
° Anamumyma6 0,6 mg/kg (makcumanto 40 mg) Beska ceqmMuia
s [Ipu nmanuenTH, moyy4yaBaliy ChIIbTCTBAIU KOPTHKOCTEPOUIH HA N3XOAHOTO HUBO
Babenexka: [lanmeHTuTEe, KOMTO ca C JIMIICBAIK cTodHOCTH B Ceamuiia 52 win ca
[PaHOIOMU3UPAHU Jia TTOoJTydaBaT MOBTOPHO MHAYKIIMOHHO, WX MMOAAbPKAIIO JICYHEHUE CE
CUMTAT 3a TakKBa 0e3 OTroBOp 3a KpaiiHute Touku B Ceamuria 52

JIOBITHUTEITHUTE U3CIICAOBATEICKA KPAHU TOUKH 3a e(hDUKACHOCT BKIFOUBAT KIIMHHYEH OTIOBOP
chriacHo MHmekca 3a akTHBHOCT Ha nenuaTpudieH yimepo3eH konut (Paediatric Ulcerative Colitis
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Activity Index, PUCAI) (nedunupano karto Hamanenue Ha PUCAI > 20 Touk# 0T U3XOAHOTO HUBO) U
kiuHngHA pemucus ceriaacHo PUCAL (nedunnpano karo PUCAL < 10) ma Ceqmuna 8 u Ceqmuna 52
(Tabnuua 33).

Taoauna 33. Pe3yararu 3a uzciieaoBarejicku Kpaiinu Touku cnopea PUCAI

Ceamuna 8
Ananumymaé? Ananumymao®®
Maxkcumasano 160 mg na Maxkcumasuno 160 mg na
Cenmuna 0/niianedo Ha Cenvuna 0 m Ceamumna 1
Cenvuna 1 N =47
N =30
Knuanuna pemucus ciopen PUCAI 10/30 (33,3%) 22/47 (46,8%)
Knununuen otroop cnopen PUCAI 15/30 (50,0%) 32/47 (68,1%)
Ceamuna 52
Ananumymad” Ananumymad”
Maxkcumaano 40 mg npe3 | Makcumanno 40 mg Best
ceqMMIA Ka ceIMHuIa
N=31 N=31
[NanueHTH ¢ KIMHUIHA PEMUCHS 14/31 (45,2%) 18/31 (58,1%)
cropen PUCAI Ha Ceamuua 8 criopen
PMS
[NanueHTH ¢ KIMHUYICH OTTOBOP 18/31 (58,1%) 16/31 (51,6%)
criopen PUCAI Ha Cenmuna § criopen
PMS

a Anmammymab 2,4 mg/kg (makcumanao 160 mg) mpe3 Cenmuna 0, mrane6o Ha

Cenmrma 1, u 1,2 mg/kg (makcumanao 80 mg) B Ceqmua 2

Anmamumymab 2,4 mg/kg (makcumanso 160 mg) va Ceqmuna 0 i

Cenmuna 1, u 1,2 mg/kg (Mmakcumanto 80 mg) Ha Ceamuna 2

He BkitouBa OTKpUTa MHAYKIMOHHA /1032 ananumymad 2,4 mg/kg (makcumanno 160 mg) Ha
Cenmuia 0 u Cenmuna 1, u 1,2 mg/kg (Mmakcumanso 80 mg) Ha Ceamuna 2

Anamumymab 0,6 mg/kg (makcumanno 40 mg) mpes ceamuiia

A Ananmumyma6 0,6 mg/kg (MmakcumanHo 40 mg) Besika ceqmMuLa

3abenexka 1: U nBere mHaykironHu rpynu noxydasat 0,6 mg/kg (Mmakcumanno 40 mg) Ha
Cenmuna 4 u Cenmura 6

3abenexka 2: [Ipu manueHTHTE ¢ IATICBAIIN cTOWHOCTH Tpe3 Ceamuma 8 ce cunTa, 4e He ca
YIOBJIETBOPWIIN KPAWHUTE TOUKU

3abenexka 3: IlarueHTHTe, KOUTO ca ¢ JIMICBaIIM croiinoctn Ha Cenmuna 52 uau ca
paHIOMH3HMpPaHH Aa MOTydYaBaT HOBTOPHO MHIYKIIMOHHO, WM MOJABPIKAIIO JICUSHHE CE CUUTAT 32
TakuBa 0€3 0TroBOD 3a KpaiHuTe Touku Ha Ceamuria 52

OT manueHTHTe, JICKYBaHU C aJaIuMyMa0, KOUTO MOJTy4aBaT MOBTOPHO WHAYKIIMOHHO JICYCHUE TIpe3
ToUTbpoKamtus mepuo, 2/6 (33%) mocrurar knmuHIYeH otroBop cnopen FMS Ha Cenmuna 52.

Kauecmeso na srcusom

KimmangHOo 3HaYMMY TOJ0OPEHUS OT W3XOMHOTO HUBO ca HabmomaBarau B IMPACT III u B ckopoBeTe
Ha TI0JIaraImioTo TPrKHY Jurle 3a Hapymenne Ha paboTHATa IPOU3BOIUTEIIHOCT M akTUBHOCT (Work
Productivity and Activity Impairment, WPAI) 3a rpynure, nekyBaHu ¢ agaauMyMa0.

KnuandHO 3HAYMMU MOBUIIEHHUS (TIOA00pEHNs) OT N3XOIHOTO HUBO Ha CKOPOCT Ha pacTexa Ha
BHCOYMHA ca HaOJII0J]aBaHu 3a TPYNHUTE, JIEKyBaHHU C aJaiMyMal, U KIMHUYHO 3HAYMMH MOBUIICHUS
(momoOpeHus) OT U3XOAHOTO HUBO B MHJECKCA Ha TEJIECHA Maca ca HaOIr0laBaH! 32 YYaCTHULIUTE Ha
BHCOKa MO IbprKaiia jg03a ot Makcumano 40 mg (0,6 mg/kg) Bcsika cenmuiia.

Yeeum npu neouampuynu nayuenmu

besonacHocTTa M eprKkacHOCTTA HA aJaTMMyMad ca OLCHEHH B PaHIOMM3UPAHO, TBOMHOCIIAIIO,
KOHTPOJIMPAHO NpoyuBaHe npu 90 neauaTpuyHy NalueHTH Ha BB3PacT OT 2 10 18 roguHu ¢ akTUBEH
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HEUH(EKIIMO3CH MPEeJIcH YBEUT, cBhp3aH ¢ KOMA, xouTo ca OWin HETOAATINBY Ha JICUCHHUE C
MeToTpekcart Haii-manko 12 ceamunu. [lanmenTure ca mpuemanu mane6o wiu 20 mg ananumymad
(axo < 30 kg) unu 40 mg amanumymad (axo > 30 kg) mpe3 ceamuiia B KOMOMHAIIMS C OCHOBHATA CH
J103a METOTpEKCAaT.

ITbpBuuHaTa KpakiHa ToOUKa € "BpeMeTo /10 HeycneX oT jJedeHueTo". Kpurepuure, onpenensum
HeycIexa OT JICUYEHHETO, ca BIOIIaBaHe WIN MPOABIKUTEIHO HEMOBIINABAHE HA OYHOTO BB3MAJICHHUE,
YaCTUYHO NOJ00PEHUE C PA3BUTHUE HA JAPYTH NPOJIBIDKUTEIIHU ChI'BTCTBAIIY 3200JIIBaHUS HA OUHUTE
WM BJIOIIIaBaHE Ha CHITBTCTBAIIIUTE OYHHU 3a00JIsIBaHMS, HEpa3pelIieHa yrnoTpeda Ha ChITbTCTBAIIN
JICKapCTBEHU MIPOIYKTH ¥ MPEYyCTAHOBSIBAHE HA JICUCHUETO 32 MPOIBIDKATEIICH MIEPUO OT BPEME.

Knunuuen onicoeop

AnanuMyma0 3HAYUTEIHO 3a0aBsi BpeMETO J0 HeycIleX OT JICYEHHETO B CpaBHEHHE C Tuianedo (Bx.
Ourypa 3, P <0.0001 ot log rank Tect). Meauanara Ha BpeMeTO JI0 HEyCIeX OT JiedeHueTo e 24,1
CEeIIMHUIIM IIPH MALUEHTH, JIEKYBaHH C 1J1a1e00, JOKaTO CPEAHOTO BpEME A0 HEyCIIeX OT JICYEHUETO He
e OMJI0 BH3MOJKHO JIa ce OLICHH 3a TTAllMeHTH, JIEKYBaHH ¢ aJlalnMyMad, Thil KaTo Mo-Majiko OT
MOJIOBMHATA OT TE3H MalMEeHTH ca UMaIH HeyCIeX OT JCUCHUETO. AanuMyMal 3HAYUTEIHO HaMallsiBa
pHCKa OT HEYCIEX OT JISYeHHETO ¢he 75% crpsiMo Tutare6o, kakto e mokazano ot KP (koedunneHT Ha
pucka = 0,25 [95% WU/ 0,12, 0,49]).

®urypa 3: Kpusu na Kaplan-Meier, 06001aBamnu BpemMeTo 10 HeycIex 0T JieYeHUeTo Ipu
KJIMHHYHO NPOYyYBaHe 32 NeJUATPUYCH YBEUT
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5.2 d@apmakoKHHETHYHHU CBOHCTBA

A0Gcop0Oius U paslpeaeiacHue

Crer mOIKOKHO MPUIIOKEHNE Ha equHIYHA /1032 oT 40 mg abcopOuusiTa u pa3npeeieHueTo Ha
aganmuMyMab ca 6aBHH, KaTO MMKOBUTE IJIa3MEHH KOHIIEHTPAINH C€ JOCTHTAT OKOJIO S JHU CIIe]
npuinoxeHnero. CpeaHara abCo0THA OMOHATUMYHOCT Ha alaluMyMa0, ONpeieiiecHa OT TPUTE
MPOYYBAHUS CJIE]] €IUHIYHA MOAKOKHA 1032 oT 40 mg, e Ouna 64%. Cnen eTHOKPaTHO HHTPABEHO3HO
npunoxenue Ha 1o3u ot 0,25 no 10 mg/kg, KOHIEHTpaITMUTE ca OMIIH MPOTIOPITMOHAITHN Ha J103aTa.
Cnen nosu ot 0,5 mg/kg (~40 mg), kTupbHCHT € Bapupai ot 11 1o 15 ml/gac, 06embT Ha
pasmpenenenue (Vss) € Bapupat Mexy S u 6 TuTpa, a CpeIHUAT TSPMHUHAJICH MOTYKUBOT € OHJI
OKoJI0 1B ceaqmuIn. KoHIeHTpanusaTa Ha ajaiuMyMal B CHHOBHATHATA TEYHOCT HA HIKOJIKO
MAIMeHTH C PeBMATONIEH apTpuT € Bapupana ot 31 10 96% ot Ta3u B cepyma.

Crnen mokoxHO npuiiokerne Ha 40 mg amaniMymad npes3 ceIMHIA P Bb3PacTHU C PEBMATOUICH
aptput (PA), cpenauTe Hali-HUCKH KOHIICHTPAITMH B CTAIIHOHAPHO CHCTOSIHHE ca Ommm okoio 5 pg/ml
(6e3 chITBTCTBAIIO MPUIIOKEHHE HA METOTpeKcar) u choTBeTHO 8 710 9 pg/ml (Ipu chrbTCTBAIIO
NPUIIOKEHUE Ha MeToTpekcar). Haili-HuckuTe HIBa Ha aganuMyMal B cepyMa B CTAl[HOHAPHO
CBCTOSIHUE CE MTOBUINABAT IPHOIU3UTEIIHO MIPOIOPIIHOHAIHO Ha 03aTa CIIe NOAKOKHO HHKEKTHPaHe
Ha 20, 40 u 80 mg npe3 ceaMuUIa WK BCSKA CEAMUIIA.

Criei OIKOXKHO TIpHIoXKeHHe Ha 24 mg/m? (MakcumyM oT 40 mg) npe3 ceaIMHUIIA TIPH HALMEHTH ¢
MOJIMAPTUKYJIapeH IoBeHmwIeH uanonatudeH aptput (KOMA) Ha BB3pact 4 1o 17 roauHu cpeaHuTe
Hali-HUCKH KOHILIEHTPAIIUU Ha allaliMyMal B cepyMa B CTAllMOHAPHO ChCTOSIHUE (U3MEPEHH OT
Cemmuma 20 no 48) ca 6unm 5,6 £ 5,6 pg/ml (102% CV) npu aganumymab 0e3 ChITBTCTBAIIO
npritokeHne Ha metotpekcar u 10,9 + 5,2 ng/ml (47,7% CV) npu chIrbTCTBAIIO MPHUIOKEHHE HA
METOTpEKCar.

[Ipu naumentu ¢ noauaptukynapeH FOMA, kouto ca Ha Bb3pacT 2 10 <4 rOJMHU WM Ha
BB3pacT 4 TOIMHH U HOBeUe, ¢ Teryo <15 kg, nekyBanu ¢ agamumymab 24 mg/m?, cpeuuTe
Hali-HUCKM KOHLIEHTPALMU Ha alaniMyMal B cepyMa B CTAIMOHAPHO CHCTOSIHUE ca

oumm 6,0 + 6,1 pg/ml (101% CV) npu aganumymad 6e3 ChbIIbTCTBALIO NPHIOKEHNE Ha
mertotpekcar u 7,9 + 5,6 pg/ml (71.2% CV) npu chIrbTCTBAIIO NPHUIIOKEHIE HA METOTPEKCaT.

Criest npusoskeHneTo Ha 24 mg/m? (MakcumyM 40 mg) TIOKOKHO TIpe3 ceMHIIA Ha MAIlUEHTH C
apTPHT, CBBP3aH C EHTE3UT, Ha BB3pacT OT 6 10 17 roanHu cpeHUTe MUHUMAITHHA KOHIIEHTPAluH Ha
aganuMyMad B cepyMa B CTAIIMOHAPHO ChCTOSTHUE (CTOMHOCTH, n3Mepenu Ha Cenmuria 24)

ca 8,8 = 6,6 pg/ml mpu aganumymad 0e3 ChIIBTCTBAIIO IPUIOKECHUE HA METOTPEKCAT

u 11,8 £ 4,3 pg/ml npu chIIBTCTBAIIO MPHUIIOKEHIE HA METOTPEKCAT.

Cren monkoxxkHo npuiiokeHue Ha 40 mg aganmiuMymad npe3 ceAMULA IPH Bb3PACTHU HAlMEHTH C
aKCHAJIeH CIIOHIMIIOAPTPUT 0e3 peHTreHorpad)CKu JaHHU 3a aHKWJIO3UPAIll CIIOHAWIINT, CpeHaTa
(£ SD) MmuHMMaTHAa KOHIIEHTPAITUS B CTAITMOHAPHO cherossHue B Cemmuria 68 ¢ omna 8,0 + 4,6 pug/ml.

[Ipu BB3pacTHU MALMEHTH C TICOPUA3UC, CPEAHATa Hail-HUCKa KOHIIEHTpAIHs B CTAlIOHAPHOTO
chcTOsTHME € Ouna 5 pug/ml o Bpeme Ha JiedeHneTo ¢ aganumymMad 40 mg npe3 ceaMuIa, mpuIarad
KaTo MOHOTEPAITHSL.

Cren npunoxenuero Ha 0,8 mg/kg (Mmakcumanno 40 mg) moAKOXKHO Mpe3 ceAMUIIA Ha MeAUATPUIHU
MAIMEeHTH C XPOHUYEH IICOPHA3NC C IIAKK cpeqHaTta + SD MuHMMaiHa KOHIIGHTpays Ha agaiuMyMal
B CTAIlMOHAPHO ChCTOsIHUE € mpubmu3uTento 7,4 + 5,8 ug/ml (79% CV).

[Ipu BB3pacTHH MAIMEHTH C THOGH XUApaaeHuT fo3ara ot 160 mg agamumymad B Cenmura O,

nociensana ot 80 mg B Cenmuna 2, MocTUra MUHUMAITHA KOHIIGHTPAIMY Ha alalTuMyMal B cepyMa
ot npubmmsutenHo 7-8 pg/ml B Cenqmuna 2 u Ceamuiia 4. CpeiHUTE Hali-HUCKU KOHIICHTPAIIUU B
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cranmoHapHo cheTosiHue oT Cenmunia 12 no Cenmuna 36 ca npubnmsurento 8 1o 10 pg/ml mo Bpeme
Ha JleueHneTo ¢ anannmymad 40 mg Bcsika ceqMuIia.

Excno3unusra Ha agannMymal Npy TAlMEeHTH B FOHOIIecKa Bb3pacT ¢ ['X ce mporHo3upa ¢ momorira
Ha TOMYJIAIMOHHO (hapMaKOKHHETUYHO MOJICITUpaHe ¥ CUMYIAIis Ha 0a3aTa Ha (papMaKOKWHETHKA,
oTIpezieTieHa MY JPYTHUTE TIOKa3aHUA MPH APYTH NeIUaTPUIHH MAIUeHTH (IETCKU TICOPHA3HC,
IOBCHUJICH UAMONATHUYCH apTpuUT, OosiecT Ha Crohn mpu neAMaTpUYHH MAIUESHTH U apTPUT, CBBP3aH C
ente3uT). [IpenoppunTennata cxema Ha go3upane npu ['X B oHOIIecka Bh3pact ¢ 40 mg mpe3
cenmuna. Tl KaTo eKCIIO3UIMATA Ha afainMyMal MOYKe J1a ce MOBJIHSAE OT TelleCHaTa Maca, IpH
FOHOIIIH C TTO-BUCOKO TEJIECHO TETJIO M HEaJeKBAaTEH OTTOBOP MOJKE J]a IMa 10JI3a OT
MPerophYUTEIHATA /1032 32 Bh3pacTHU 40 mg Beska ceMHuIIa.

IIpu maruenTu ¢ 6osectra Ha Crohn HaroBapBamaTa no3a ot 80 mg amamumymadb mpe3 Cemmura 0,
nocineasana ot 40 mg aganumymab npe3 Cenmuna 2, TOCTUTa CpeHa Hall-HUCKA KOHIEHTPALUs Ha
aganmuMyMal B cepyMa IpuOImM3nuTenHo 5,5 pg/ml nmo Bpeme Ha MHAYKIMOHHUA Nieproa. HatoBapsaia
nmo3a ot 160 mg aganmnmymab mpe3 Ceamura 0, mocneaana ot 80 mg aganmnmymad npe3 Ceammuna 2,
MOCTHUTa CpellHa KOHIIEHTPAIHS B CTAllHOHAPHO CHCTOSIHUE HA afaiMyMal B cepyma oT
npubnusutenHo 12 pg/ml no Bpeme Ha MHAYKIMOHHKSA TieproA. [1pu mamuentu ¢ 6onectra Ha Crohn,
TIpUEMaTH Moabprkamma go03a ot 40 mg agarnMyMad mpe3 ceaMuIia, ce Habo1aBaT CpeIHy Hal-
HUCKY HHBA B CTAI[MOHAPHO ChCTOSIHUE OT OKOJI0 7 pg/ml.

[Ipu nmeauaTpudHu ManueHTH ¢ ymepeHa 1o texka CD, HAyKIHMOHHATA 1032 a1aTuMyMal e
crotBeTHO 160/80 mg i 80/40 mg B oTBOopeHo mpoyuBaHe B ceamuIy 0 1 2, B 3aBUCUMOCT OT
rpaHu4HaTa CTOHHOCT Ha TesiecHoTo Terio oT 40 kg. B Ceamuna 4, nalieHTUTE ca

panmomusupanu 1:1 wnu Ha ctannaptHa no3a (40/20 mg npe3 ceqMuIa) WK Ha HECKa jo03a (20/10 mg
TIpe3 CeaMUIIA) B TPYIIH Ha TOAIPHIKAIIO JISUeHHEe, Oa3upaHu Ha TelecHOTO Terio. CpemHara
cToiHOCT (+SD) Ha Hali- HUCKUTE KOHIIEHTPalllY Ha aJainMyMal B cepyMa, IOCTUTHATH B

Cenmuna 4 ca 15,7 = 6,6 pg/ml 3a naruentu > 40 kg (160/80 mg) u 10,6 & 6,1 pg/ml 3a naruenTn
<40 kg (80/40 mg).

3a manueHTruTe, KOUTO Ca OCTaHAJIM Ha paHIOMM3MpaHaTa CH Tepanus, CpeJHuTe cToiHocTh (+SD) Ha
Hall-HUCKHUTE KOHLEHTpauuK Ha aganumymad B Cenmuna 52 ca 6w 9,5 £ 5,6 pg/ml 3a rpynara na
cTaHZapTHa no3a u 3,5 + 2,2 ug/ml 3a rpynara Ha HucKa 1o3a. CpeJHUTEe Hali-HUCKU KOHLICHTPALUH
ca ce 3aIbpKali PU MAlUEHTUTE, KOUTO ca MPOABIDKIIIH J]a IPHeMaT JICUeHUE ¢ alaluMymMad mpe3
ceIMUIIa B IPOIBIDKEHHIE Ha 52 ceIMHIIH. 3a MAllMeHTHTE, IPH KOUTO J03aTa CE € yBeIHYHia OT
cxeMma Ha PUJIOKEHHE MPe3 CeMHULIA 10 CXeMa Ha MPHIIOKEHHE BCsIKa ceAMuIIa, cpeanure (+SD)
KOHIICHTpallMK Ha amanuMymad B cepyma B Cenmuria 52 ca omnu 15,3 + 11,4 pg/ml (40/20 mg,
ceamuyHo) u 6,7 £ 3,5 pg/ml (20/10 mg, ceamuyHo).

[Ipu mammenTy ¢ yimepo3eH KOJIHT, HaToBapsama n03a ot 160 mg aganumymad B Cenmuia 0,
nocneasana ot 80 mg ananumymad B Cenmuna 2, MoCTUTa CpeIHA KOHIEHTPALUS B CTAIIMOHAPHO
CBhCTOSTHUE Ha alaliMyMal B cepyMa OT IpuOau3uTesHo 12 pg/ml no Bpeme Ha UHAYKIIMOHHHS
nepuo. [lpy manuenTy ¢ yimepo3eH KOJUT, MpUeMali moarbpxkaia go3a ot 40 mg ananumymad
pe3 ceaMHuIia ca OUIM HaOJII0JaBaHU CPEIHU Hal-HUCKY HUBA B CTAIMOHAPHO ChCTOSIHUE OT
npubnmu3uTenaHo 8 pg/mil.

Crienn MOJIKOXKHO MPUIIOKEHUE Ha Oa3upanu Ha TeryioTo ao3u ot 0,6 mg/kg (Mmakcumanuo 40 mg) npes
Ce/IMHUIIA Ha MEUATPUYHU MAIUEHTH C YJIEPO3eH KOJUT CPEeIHATA Hall-HICKA CePYMHA
KOHIICHTpPAIMS B CTAIIMOHAPHO CHCTOSTHHUE Ha amamuMmyMad ¢ 5,014+3,28 pg/ml na Ceamura 52. [lpu
nmarueHTuTe, konto momy4dasar 0,6 mg/kg (makcumanao 40 mg) Beska cenMuiia, cpennara (£SD) Haii-
HHUCKa CEpyMHAa KOHIICHTPAIIKS B CTAIIMOHAPHO ChCTOSHUE HA agamumyMal e 15,7+5,60 pug/ml na
Cenmuiia 52.

[Ipu BB3pacTHM MaLMEHTH ¢ yBeUT HaToBapBamia n03a 80 mg ananumymad Ha Ceqmuna 0, cienBana

ot 40 mg ananumymab npe3 cenmuna, 3amouBaiiku ot Ceagmuna 1, BoAH A0 cpeIHH KOHIEHTPAIUU B
CTaIllMOHAPHO CHCTOSHUE OT MpuoOIM3uTeNHO 8 10 10 pg/ml.
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Exkcriosurusita Ha aganuMymad npy NAIMEHTH C IEAUAaTPUYCH YBEUT CE MPOTHO3MPA C TTIOMOIITA

Ha TOMYJIAIMOHHO (hapMaKOKHHETUYHO MOJICITUpaHe M CUMYIAIs Ha 0a3aTa Ha (papMaKOKWHETHKA,
oTIpe/ieNICHa MPH APYTUTE TTOKA3aHUSI IPU APYTH METUATPUIHHN TAITUSHTH (JETCKU TICOPUA3IC,
FOBCHHJICH UIUOTIATHYCH apTpUT, OosiecT Ha Crohn mpu meAnaTpUYHU MANMEHTH U apTPUT, CBBP3aH
¢ eHTe3nT). HaMa naHHM 3a KIMHWYHA €KCIIO3UIUS TIPU IPUIIOKEHNE Ha HaTOBapBallia J103a Mpu
nera ot 6 roquHA. [TpOrHO3HUTE EKCITO3UITMN TTOKA3BarT, Ue P OTChCTBHE Ha METOTpPEKCaT,
HaTOBapBaIaTa J03a MOXe Ja TOBEE 10 IbPBOHAYAIHO TIOBHUINIABAHE HA CHCTEMHATA CKCITO3UIIUS.

C moMorira Ha TOMyJIAMOHHO (apMAKOKHHETHIHO U (hapMaKOKHHETUIHO/(papMaKoIHHAMHIHO
MOJICIIMPAHE U CUMYJIALUs € TIPOTHO3UPAHO, Y€ SKCIIO3UIUATA HA alaiuMyMal U ePUKACHOCTTA MTPH
NalyeHTy, JekyBanu ¢ 80 mg npe3 ceaMuIia, ca CpaBHUMU C T€3U MPU NaleHT, npuemanu 40 mg
BCsIKA ceIMUIIA (BKITFOUUTENHO BB3pacTHH nanuentu ¢ PA, I'X, YK, BK unu ncopuasuc, rorommu ¢ ['X
u eguaTpuaau narueHT > 40 kg ¢ BK n YK).

Bpb3Ka eKcro3uus-oTroBop MpH e AUaTpUyHaTa MOy Ialus

Ha 6a3ara Ha naHHM OT KIMHWYHKTE TipoyuBaHus rpu nanueHTu ¢ FOUA (pJIA u ERA), e ycraHoBeHa
BpB3Ka EKCIO3UIHSI-0TTOBOP MeX Iy Iuta3MeHuTe KonueHtpaunu u PedACR 50 otrosopa.
YcraHoBeHaTa IUIa3MeHa KOHLIEHTPAalKs Ha aaluMyMal, IpU KOATO ChIIECTBYBA IIOJOBUHATA OT
MaKCHMaJIHaTa BEPOSITHOCT 3a nosiea Ha oTroBop mo PedACR 50 (EC50) e 3 pg/ml (95%

AU 1-6 pg/ml).

Bpb3kara eKCIO3HIHSI-OTTOBOP MEXK Iy KOHIIEHTPAIUATA Ha afaTuMyMad u e()UKacCHOCTTa MPU
MeMATPUYHH MAMEHTH C TEKBK XPOHUYCH IICOPUA3HUC C IJIAKH € YCTAHOBEHA ChOTBETHO 32

PASI 75 u PGA ,,uncto’ nnm ,,muauManzo . PASI 75 u PGA ,,uucto® wim ,,MUHIMaIHO* HapacTBaT
C HapaCTBAHETO HA KOHIICHTPAIIMKUTE Ha afaluMyMa0, U JBaTa IIPH CXOJHa yCTaHOBCHA

ECS50 npubnusurento 4,5 pg/ml (cpotBetHo 95% JIU 0,4-47,6 u 1,9-10,5).

Enumunupane

[omynannonanTe hapMakOKMHETHUHH aHanu3u Ha AaHHu oT Haj 1 300 mauuentu ¢ PA, paskpusat
TEHJICHLIXS 32 M0-BUCOK MIPUBUACH KIMPBHC HA afaliuMyMal C MOBHUIIABaHE HA TEJIECHOTO TETJIO.
Cren xopurupaHe Ha pa3JIMKUTE 3a TEJIECHO TEIJIO CE€ YCTAHOBSBA, Y€ Bb3PAcTTa U MOIBT M3IJIEKAA
UMaT MUHUMAaJeH eQeKT BpXY KIuphHCa Ha ananumymab. HabmromaBaHo e, 1e HUBaTa Ha CBOOOTHUS
aganuMymab (HeCBBp3aHus ¢ aHTU-aJaIuMyMab antutena, AAA) B cepyMa ca mo-HUCKH MIPU
MAIAEHTH C H3MEPUMH aHTH-aTamuMyMad antutena (AAA).

YepHoapoOHO Wik Ob0peYHO YBPEXKIaHe

Anmannmyma0b He € TIpOoydYBaH MPH MAMCHTH ¢ YSPHOAPOOHO HMiIH OBOpEIHO YBPEKIaHe.
5.3 IlpenkITuHWYHYM JaHHH 32 0€30MACHOCT

HexnuanuHuTe TaHHYM HE TIOKa3BaT OCOOEH PUCK 3a XOopaTra Ha 0a3aTa Ha MPOYYBAHUATA 32
TOKCUYHOCT IIPU €THOKPATHO MPUIOKEHUE, MPOYUYBAHUSA 32 TOKCUYHOCT IIPU MHOTOKPATHO
MIPUIIOKEHUE U TEHOTOKCUYIHOCT.

[Ipu apnroomamaTi Makany € MPOBEJCHO MPOYYBAHE 32 TOKCHYHOCT BBPXY
emOpuoderanHoTo/mepuHaTanHoTo passurue npu Ao03u 0, 30 u 100 mg/kg (9-17 malimynun/rpyna),
IIPY KOETO HE A YCTAHOBEHU JIaHHHU 3a YBpEXJaHe Ha IJIOAa, ABJDKALIO ce Ha aganuMymal. [lopanu
JIMIICaTa Ha MOJAXOASIIN MOJIENIH 3@ aHTUTAJIO C OrpaHUYEHa KpbCTOCcaHa peakTUBHOCT KbM TNF Ha
IpU3a4nTe U Pa3BUTHETO HA HEYTPATM3UPALLM aHTUTEIIA IPU IPU3AUUTE, HE Ca MPOBEACHN HUTO
HPOYYBaHUs 3a KAHLIEPOTCHHOCT Ha aJaliMyMald, HUTO CTaHJApTHA OLIEHKA Ha (pepTUINTETa U
MOCTHATAIHATA TOKCUYHOCT.
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6. DAPMAIIEBTUYHU JAHHHAU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

AIMITMHOBA KUCEINHA

Manuroin (E 421)

[Monucop6ar 80 (E 433)

XnopoBogopoaHa kucenuHa (3a kopexuus Ha pH) (E 507)
Harpues xunpoxcup (3a kopeknus Ha pH) (E 524)

Bona 3a umkekmuu

6.2 HecbBmMecTuMOCTH

[Ipu nunca Ha MpoyYBaHMs 32 HECHBMECTUMOCTH TO3M JEKapCTBEH MPOIYKT HE TpsOBa /1a ce CMecBa C
JpYTH JEKapCTBEHU MPOIYKTH.

6.3 Cpok Ha rogHocT

2 TOIMHHU

6.4 CnenmuaJjHu ycJI0BUS HA CbXpaHeHUe

[a ce cexpansBa B ximamutaAK (2°C - 8°C). [a He ce 3ampassBa. ChxpaHsIBaiiTe MpeIBapuTEeIIHO
HaIThJIHEHATa CIIPUHIIOBKA/TIPEIBAPUTEIHO HAITbITHEHATA [TUCAIKa B KAPTOHEHATA OTAaKOBKa, 32 J1a Ce
Npenasy OT CBETJINHA.

Hyrimoz npeaBapuTenHO HabJIHEHATA CIPUHIIOBKA/TIPEABAPUTEIHO HAITBJIHCHATA MHCATIKA 32
eJIHOKpaTHa yrnoTpeda MOXKe Ja ce ChXpaHsBa pU Temreparypa 10 Makcumym 25°C 3a mepuo;

10 42 mau. TIpenBapuTeTHO HATBJIHEHATA CITPUHIIOBKA/TIPEBAPUTEIHO HATBIIHEHATA THCATKa TPIOBa
Ja ObJie 3alIMTeHa OT CBETIIMHA U J]a C€ U3XBBPJIM, aKO HE CE U3I0JI3BA B PAMKHTE Ha 42-THEBHUS
HEepUOJ,.

6.5 Bwuawu chabp:kaHue HA ONMAKOBKATA

Hyrimoz 20 mg MHXEeKLMOHEH PA3TBOD B IPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA

0,2 ml pa3TBOp B CIIPHHIIOBKA 32 €HOKPATHA YIOTpeda OT MPO3payHo CTHKJIO THI I, ¢ r'yMeHa
3amymanka (OpoMOyTHIIOBa TyMa) M UTJia OT HephkaaeMa croMana 29G, ¢ MsICTo 3a XBalllaHe, T'yMeHa
Kalauyka Ha uriara (TepMOIIacTUYEH eJIacTOMEp) U IUIACTMAcOBO OyTalo.

OmakoBKa ot 2 MNpEABAPUTCIHO HAIIBJIHCHU CIIPUHIIOBKH.

Hyrimoz 40 mg MHKEKIIMOHEH PAa3TBOD B IPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

0,4 ml pa3TBOp B CIIPHHIIOBKA 33 €AHOKPATHA YIoTpeba OT MPO3payHo CTHKIIO THI I, ¢ rymMeHa
3amyranka (OpoMOyTHIIOBA TyMa) M UIJ1a OT HephkaaeMa cromana 29G ¢ aBTOMaTHYEH MPEANa3uTet
Ha WIJIaTa ¢ MSCTO 3a XBalllaHe, T'yMEHa Kara4yka Ha uriiata (TepMOIUIaCTHYCH eJIacTOMEp) U
IJ1aCTMAcOBO OyTalIo.

OmakoBKH OT 1 1 2 IpeIBapuUTEITHO HAITBJIHCHN CIIPUHIIOBKHU B OJICTED
I'pynoBa omnakoBka, chbprxkaiia 6 (3 omakoBKH IO 2) MpeIBapUTETHO HATBIIHEHHU CIIPUHIIOBKHU B

omuctep

Hyrimoz 40 mg MHXEKIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBJIHEHA MMUCATIKA

0,4 ml pa3TBOp B IpeABapUTEITHO HAITBIIHEHA CIIPHHIIOBKA 33 €THOKpAaTHA ynoTpeda, MOHTUpaHa B
TPUBI'bIIHA MTHCANIKA C IPO3payvHo Mpo3opue u eTukeT. CIpUHIIOBKAaTa B MHUCANIKATa € HAallpaBeHa OT
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CTBKJIO THII |, ¢ Urna ot HepbkAaeMa croMaHa29G, BpTpelIHa T'yMeHa Kanadka Ha uriara
(TepMmoracTUYeH enacToMep) U TyMeHa riiaBa Ha OyTanoro (OpoMOyTHIIOBA TyMa).

OmnakoBku 0T 1, 2 u 4 mpeaBapUTEIHO HAIBIHEHU MUCATKU
I'pynoBa omakoBka, chIrbprxkaia 6 (3 ormakoBKH 10 2) MpeIBaPUTETHO HAITBTHEHU THUCAIKA

Hyrimoz 80 mg MHXEKIIMOHEH PA3TBOD B MPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA

0,8 ml pa3TBOp B CIIPHHIIOBKA 3a €AHOKpATHA yIoTpeba OT Mpo3payHo CTHKIIO THII I, ¢ ryMeHa
3amymanka (OpoMOyTHIIOBa TyMa) U UTJIa OT HEpPBXKaaeMa cToMana 29G ¢ aBTOMaTHUCH MPEAIa3uTel
Ha Urjara ¢ MjCTO 3a XBalllaHe, TYMEHA Kaladyka Ha uriaTa (TepMOILIaCTHYEH eacToMeEp) U
IUIACTMACOBO OYTalio.

OmnakoBky OT 1 1 2 mpeJBapUTEIHO HAITBJIHEHHU CIIPUHIIOBKU B OHCTEp

Hyrimoz 80 mg MHKEKIIMOHEH PAa3TBOD B MPEIBAPUTEIHO HAITBJIHEHA MUCAJIKA

0,8 ml solution B mpeaBapuTEIHO HATBIHEHA CIIPUHIIOBKA 33 ¢IHOKpATHA yIoTpeOa, MOHTHPaHA B
TPUBI'BIIHA MHCANIKA C IPO3pPadHo Mpo3opue u eTukeT. CIpUHIIOBKAaTa B MHUCANIKATa € HAallpaBeHa OT
CTBKJIO THII I, ¢ UTIIa OT HepHKIaeMa cromana 29G, BpTpEITHA TyMeHa Karadyka Ha uriaTta
(TepMoIIacTUYCH enacToMep) U TyMeHa riaBa Ha OyTanoro (OpoMOyTHIOBA TyMa).

OmakoBKkH OT 1, 2 1 3 IpenBapuTETHO HAITBIHCHH MTHCATKA

He Bcuuky BHIOBE ONTAKOBKM MOTAT Jia ObJIaT yCHATH Ha Ia3apa.

6.6 CnenuaJHu npeanasHu MepKH NPH U3XBbPJIsHE

Heusnon3panusr JICKAPCTBCH MPOAYKT WJIN OTHAABUYHUTC MATCpUATIN OT HET'O TpH6Ba Aa CC U3XBBPJIAT
B CBbOTBCTCTBHUEC C MCCTHHUTC U3UCKBaHUA.

[IpnHM yKa3aHud 3a ynorpeda ca mpeJcTaBeHH B IMCTOBKATa, B TOUKa 7 ,,YKa3aHUs 3a ynotpeda”.

7. IIPUTEXATEJ HA PASPEHNIEHUETO 3A YIIOTPEBA
Sandoz GmbH

Biochemiestr. 10
6250 Kundl

ABcTpus

8. HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

Hyrimoz 20 mg MHXEeKLIMOHEH PA3TBOD B IPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA

EU/1/18/1286/019

Hyrimoz 40 mg uHXEeKLIMOHEH PA3TBOP B IPEABAPUTENHO HANBJIHEHA CIIPUHIIOBKA

EU/1/18/1286/012
EU/1/18/1286/013
EU/1/18/1286/014

124



Hyrimoz 40 mg MHXEKIIMOHEH PAa3TBOD B IPEIBAPUTEIHO HANBJIHEHA IUCAJIKA

EU/1/18/1286/015
EU/1/18/1286/016
EU/1/18/1286/017
EU/1/18/1286/018

Hyrimoz 80 Mg uHXeKIMOHEH PA3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA

EU/1/18/1286/008
EU/1/18/1286/009

Hvrimoz 80 MQ uHKeKIIMOHEeH pa3TBOP B IIPEIBAPUTEIHO HAITHJIHECHA MTHCATKA

EU/1/18/1286/010
EU/1/18/1286/011
EU/1/18/1286/020

9. JATA HA ITBPBO PA3PEINIABAHE/IIOJJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO paspeiaBane: 26 o 2018 r.
[Jara Ha nocieano nmoxHoBsBane: 15 ¢peBpyapu 2023 r.

10. [JATA HA AKTYAJIMUBUPAHE HA TEKCTA

[MonpoGHa nHDOpMAaIUs 32 TO3M JIEKAPCTBEH MPOIYKT € MpejocTaBeHa Ha yeOcaiita Ha EBporelickara
Arennus o nexapcrsata https://www.ema.europa.eu.
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MNPUJIOKEHHUE I1
MHNPOU3BOAUTEJIN HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO 1
NPOU3BOJAUTEJIN, OTTOBOPHMU 3A OCBOBOXJIABAHE HA
MHAPTUIUN
YCJIOBUSA NJIN OTPAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

APYI' YCJIOBUSA U UBUCKBAHUSA HA PASPELIEHUETO 3A
YIIOTPEBA

YCJOBUSA UK OTPAHUYEHNS 3A BE3OIIACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TIPOU3BOJAUTEJIN HA BUOJOTI'NMYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXJIABAHE HA ITAPTUIAN

HMe u aapec Ha IPOU3BOAUTCINTE HA OMOJIOTUYHO AKTHUBHOTO BCIICCTBO

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

Novartis Pharmaceutical Manufacturing LLC
Kolodvorska Cesta 27

1234 Menges

CrnoBenus

Hme m afpec HA NPOU3BOJIUTEINTE, OTTOBOPHHU 33 0CBOOOIK/IaBaHE HA MAPTHIUTE

Sandoz GmbH
Biochemiestrasse 10
6336 Langkampfen
ABcTpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

[ledaTHara TUCTOBKA HA JIEKAPCTBEHUS IPOLYKT TPsIOBA Aa ChIBPIKA UMETO U afpeca Ha
MIPOU3BOANTEINSI, OTTOBOPEH 32 OCBOOOXIaBaHETO HA ChOTBETHATA MApTH/A.

b. YCJOBUSA NN OI'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA
JlekapCTBEHUAT MPOLYKT €€ OTITyCKa [0 OrPaHUUEHO JIeKapcKo npeanucanue (Bx. [punoxenue I:

Kpartka xapakrepucTrka Ha MpOAyKTa, Touka 4.2).

B. JPYI'U YCJIOBUSA U U3BUCKBAHUS HA PASPEIIEHUETO 3A YIIOTPEBA

o Iepuoauynm akTyaJau3upanu aoxkjaaau 3a 6ezonacuoct (ITAIB)

WzuckBanwmsta 3a mogasane Ha [1AJ[b 3a To3u ekapcTBeH MPOIYKT ca IIOCOYEHH B CITUCHKA C
pedepenTauTe naty Ha EBponetickus cpto3 (EURD cnmchk), mpeasuaeH B wi. 1078, ain. 7 ot
HupexruBa 2001/83/EO, 1 BbB BCHUKH CIIeIBAIIN aKTyJIU3aIMH, ITyOJHMKYBaHH HA €BPOIICHCKHS
yeOropTa 3a JeKapcTBa.

I'.  YCJIOBUA NN OTPAHUYEHNSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA NPOAYKT

. ILiian 3a ynpasJenue Ha pucka (ITYP)

[Ipurexarensat Ha pa3perienuero 3a ynorpeda ([IPY) tpsoBa na u3BbpIiiBa H3UCKBAHUTE JCHHOCTH U
JIEHCTBHS, CBBP3aHHU C TPOCIE/IIBaHEe Ha JIeKapCTBeHaTa 0€30MacHOCT, Moco4YeH! B ooOpenus [1YP,
npeacraBeH B Moxyn 1.8.2 Ha pazpemeHneTo 3a yrmoTpeda, KakTo M BB BCHIKH CIICIBAIIN 0T00pECHU
akTyanu3aunuu Ha ITYP.
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Axryammsupa [1YP Tpsa6Ba na ce monasa:
. o “ckaHe Ha EBporeiickaTta areHIys o JeKapcTBara;

. BHHAru, KOTaTo ce M3MEHs CHCTeMaTa 3a yIpaBJieHe Ha pUCKa, 0COOEHO B pe3yiITar Ha
MoJTyYyaBaHe Ha HOBa MH(GOPMAIUS, KOSATO MOXKE Ja JOBEJIC 10 3HAYUMH MPOMEHU B
CHOTHOIIIEHUETO TT0JI3a/PUCK, WITK CIIe/ IOCTUTAHEe Ha BayKEH eTall (BbB BPh3Ka C MPOCIIEAsBaHEe
Ha JIeKapcTBeHaTa 0€30MacHOCT WITH CBEXKIAaHE Ha PUCKA 10 MUHAMYM).

° IlOl'l’LJ'IH]([TeJIHI/I MEPKH 3a CBEK/IaHE HA PUCKA 10 MUHUMYM
HaHOMHﬂH.lI/ITe KapTH Ha NallMeHTa TpH6Ba Aa CpAbPIKAT CICAHUTC OCHOBHU CIICMCHTHU:

UHQEKIINHU, BKIIOUUTEIIHO TyOepKyJ103a
pax

poOJIeMH ¢ HEpBHATA CHCTEMA
BaKCHMHaIIUu

O O0O0O0
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NNPUJIOKEHMUE I1I

JAHHHU BBPXY OIIAKOBKATA U JINCTOBKA
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A. JAHHHA BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 20 mg wHXeKInoHeH pa3TBOpP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSBSABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cipuHioBka oT 0,4 ml ceabpika 20 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

[MomorHY BelecTBa: aAUITMHOBA KHCEIHHA, JUMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPHUI,
MaHUTOJI, ToJucopOaT 80, XJTOPOBOIOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOJA 32 MHIKCKITUH.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
20 mg/0,4 ml
2 TIpeBapUTETHO HAITBJITHEHN CIPUHIIOBKU

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

[Ipenn ynoTpeba mpoverere TMCTOBKATA.
TTonkoXHO MIPUIIOKEHUE
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIEIUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’bXpaHﬂBaﬁTe MpEeABAPUTCIIHO HAITBJIIHCHUTE CIIPUHIIOBKU B KAPpTOHCHATA KYTHs, 3a J1a CC IpEaAIIasnu
OT CBCTJIMHA.

10. CHELIHUAJIHU IPEANIASHU MEPKU NPU U3XBBHPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/007 2 mpenBapuTEITHO HAITBJIHCHN CITPHUHIIOBKH

13. TAPTHJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Hyrimoz 20 mg/0,4 ml

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH HAEHTU®PUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE WJIN
JIEHTHUTE

TEKCT BbPXY BJIMCTEPA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 20 mg umxekmus
adalimumab

2. NME N AAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

SANDOZ

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5.  JIPYTO

s.C.
20 mg/0,4 ml
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXKJIAHE

Hyrimoz 20 mg umxekmus
azamuMymato
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

6. JOPYTO

0,4 ml
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EAMHUYHATA OITAKOBKA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 20 mg uHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HABJIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSBABAHE HA AKTUBHOTO BEIMECTBO

Enna npensapuTenso HambiHeHa cpuHIioBka ot 0,2 ml ceabppixa 20 mg aganumyma0.

3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

IToMomTHM BemrecTBa: aqUIIHHOBA KUCEIMHA, MAHUTOI, TTostrcopoat 80, XJII0poBOAOPOIHA KHCEITHHA,
HaTPHUEB XUIPOKCHUI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
20 mg/0,2 ml

2 TIpe/IBAPHUTEIHO HAITBIHEHH CIIPUHIIOBKU

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKJIAHE

IIpenu ynorpeda npodereTe IUCTOBKATA.
[TonxoxHO pUIOKEHHE.
Camo 3a eqHOKpaTHa ynorpeoa.

OTtBoOpeTe TyK

6. CIIEIUAJIHO INTPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA TELIA

I[a CC CbXpPaHsABa Ha MACTO, HCAJOCTBIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA T3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’bXpaHﬂBaﬁTe MpEeABAPUTCIIHO HAITBJIIHCHUTE CIIPUHIIOBKU B KAPTOHCHATA KYTHs, 3a J1a CC IPEAIa3daT
OT CBCTJIMHA.

10. CHELHUAJIHU IPEANIASHU MEPKU NPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/019 2 mpenBapuTEITHO HATBJIHEHN CITPHUHIIOBKH

13. TAPTHUJAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 20 mg/0,2 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIIFOYECH YHUKAJIEH UICHTH(QHKATOP.
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEXJIAHE

Hyrimoz 20 mg umxekmus
azamuMymato
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIUHULIN

| 6. JIPYTO

0,2 ml
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg vHXeKInOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSIBABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cipuHioBka ot 0,8 ml ceabpika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

[MomorHY BelecTBa: aAUITMHOBA KHCEIHHA, JUMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPHUI,
MaHUTOJI, ToJucopOaT 80, XJTOPOBOIOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOJA 32 MHIKCKITUH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,8 ml

1 mpenBapUTETHO HAITBIHEHA CIPUHI[OBKA

2 IPEABAPUTEIIHO HAITBJIHEHNU CIIPUHIIOBKHU

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.
TToikOXKHO MPUIIOKEHUE.
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIEHUAJIHO INPEAYHNPEXJIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOI'JIEJA 1 JOCEI'A HA JELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. APYI' CHEIMAJIHU NIPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’LXpaHHBafITC MNpEABAPUTCIIHO HAITBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA KYyTHU:, 3a Aa CC IIpeAIla3n
OT CBCTJIMHA.

C’LXpaH}IBaﬁTC MpEABAPUTCIIHO HAIIBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA KYTHUA, 3a Aa CC MPEANA3AT
OT CBCTJIMHA.

10. CHELHAJIHU IPEANIASHU MEPKU IMPU U3XBBHPJSTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/001 1 mpeaBapHUTeTHO HAITBIHEHA CIIPUHIIOBKA
EU/1/18/1286/002 2 npenBapUTeIHO HAITBIHEHU CIPUHI[OBKH

13. TTAPTHUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Hyrimoz 40 mg/0,8 ml
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYECH YHUKAJIEH HICHTU(DHUKATOP.

‘ 18. YHHUKAJIEH HAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA TPYIIOBATA OITAKOBKA (BKJIIOYUTEJIHO BLUE BOX)

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg vHXeKIMOHEH Pa3TBOP B MPEABAPUTEIHO HABIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSBABAHE HA AKTUBHOTO BEIMECTBO

Enna npeasaputento HamrbiHeHa cipuHioBka ot 0,8 ml ceabpika 40 mg aganmnmymad.

3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

[MomorHY BelecTBa: aAUITMHOBA KHCEIHHA, JUMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPHUI,
MaHUTOJI, TosiucopOaT 80, XJTOPOBOIOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOJA 3a MHIKCKITUH.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,8 ml

I'pynoBa omakoBka: 6 (3 OmakoBKH 110 2) IpeABAPUTENIHO HAIBJIHEHH CIIPHHIIOBKU

5. HAYUH HA ITIPUJIOKEHUE U ITBT HA BBbBEXKJIAHE

IIpenu ynorpeda npodereTe IUCTOBKATA.
[TonxoxHO pUIOKEHHE.
Camo 3a eqHOKpaTHa ynorpeoa.

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTHIIHO 3a JCIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’bXpaHﬂBaﬁTe MpEeABAPUTCIIHO HAITBJIIHCHUTE CIIPUHIIOBKU B KAPTOHCHATA KYTHs, 3a J1a CC IPEAIa3daT
OT CBCTJIMHA.

10. CHELIHUAJIHU IPEANIASHU MEPKU NPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/003 6 mpeaBapUTeIHO HATBIHEHH CIPUHIIOBKH (3 OMAaKOBKH II0 2)

13. TAPTUJAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,8 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJIEH UICHTH(QHKATOP.

‘ 18.  YHUKAJIEH HIAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA KAPTOHEHA KYTUS HA I'PYIIOBATA OITAKOBKA (BE3 BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg vHXeKInOHEH pa3TBOP B MPEABAPUTEIHO HAMBIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSIBABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cupuHioBka ot 0,8 ml ceappika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

[MomorHY BeliecTBa: aAUIMHOBA KHCEIHHA, TMMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPUI,
MaHUTOJI, ToJucopOaT 80, XJTOPOBOIOPOIHA KUCEIMHA, HATPUEB XUIPOKCHI, BOJA 32 MHIKCKITUH.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,8 ml

2 TIpeIBapUTEITHO HAITBJIHEHN CIPUHIIOBKH

Kommnonenr na TpymnoBa OITaKOBKa, HC MOKE Jia CC€ IpoJAaBa OTACIIHO.

5. HAYYH HA TPUJIOKEHUME U ITBbT HA BBBEKJIAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.
TToiKOKHO MPUIIOKEHUE.
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. APYI' CHEIMAJIHU NIPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAHITHUK.
Ja He ce 3ampassiBa.

C’bXpaH}IBaﬁTe MpeABAPUTCIIHO HAITBJIIHCHUTE CIIPUHIIOBKU B KAPTOHCHATA KYTHs, 3a J1a CC IPEAIIa3daT
OT CBCTJIMHA.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/003 6 mpeaBapUTeIHO HATBIHEHH CIPUHIIOBKH (3 OMAaKOBKH II0 2)

13. TAPTUJAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,8 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

‘ 18. YHHUKAJIEH HAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

145



MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE WJIN
JIEHTHUTE

TEKCT BbPXY BJIMCTEPA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg umxekuus
adalimumab

2. NME N AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

SANDOZ

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5.  JIPYTO

S.C.
40 mg/0,8 ml
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXKJIAHE

Hyrimoz 40 mg umxekuus
azamuMymato
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

6. JOPYTO

0,8 ml
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg wHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA MHACATKA
agaInMyMat

2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Enna npensapurenno HambiHeHa ncanka ot 0,8 ml ceappxa 40 mg agamumymat.

3. CIIMCBK HA TIOMOIIIHUTE BEHIECTBA

[MomorHY BelecTBa: aAUITMHOBA KHCEIHHA, JUMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPHUI,
MaHUTOJI, TosucopOaT 80, XJTOPOBOIOPOIHA KUCEITHHA, HATPUEB XUIPOKCHI, BOJA 32 MHIKCKITUH.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJITHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,8 ml

1 mpenBapuTeTHO HamrbiTHEHA THcayika (SensoReady)

2 mpeaBapUTEIHO HAbJIHEHH nucanku (SensoReady)

5. HAYUH HA ITPUJIOKEHUE U ITBT(MLIA) HA BBBEXJIAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.
TToiKOKHO MPUIIOKEHUE.
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U TOCEI'A HA TIEITA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. JAPYI'O CHEIMAJIHO INPEAYITPEKIEHUE, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

CoxpaHsBaliTe MpeIBapUTEIIHO HAITBTHCHATA IHCATKA B KAPTOHCHATA KYTHS, 32 JIa CE MPENa3u OT
CBETJIMHA.

CrpxpaHsiBaliTe MpeIBapUTEIHO HAITBIHEHNTE MHCAJIKH B KAPTOHEHATA KYTHS, 32 J1a CE MPEAMNasiT OT
CBETJIMHA.

10. CHEIUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/004 1 npeaBapUTeIHO HAITbJIHEHA MTHCATKA
EU/1/18/1286/005 2 nmpenBapUTeIHO HAITBIHCHU THUCAIKA

13. TAPTUIAEH HOMEP

[Taptunen Ne

‘ 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,8 ml
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYECH YHUKAJICH HACHTH()HUKATOP.

‘ 18. YHHUKAJIEH HAEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA TPYIIOBATA OITAKOBKA (BKJIIOYUTEJIHO BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg uHXeKInOHEH pa3TBOP B MPEABAPUTETHO HATBIHEHA MHACATKA
agaInMyMat

2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Enna mpeasaputento HamrpiHeHa nucanka ot 0,8 ml ceapprka 40 mg anammmymas.

3. CIIMCBK HA TIOMOIIIHUTE BEHIECTBA

[MomorHY BelecTBa: aAUITMHOBA KHCEIHHA, JUMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPHUI,
MaHUTOJI, TosucopOaT 80, XJTOPOBOIOPOIHA KUCEITHHA, HATPUEB XUIPOKCHI, BOJA 32 MHIKCKITUH.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJITHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,8 ml

I'pymoBa omakoBka: 6 (3 OIMakoBKH 10 2) MPpeABAPUTEITHO HAIMBIHEHH nucaiku (SensoReady)

5. HAYUH HA ITIPUJIATAHE U ITbT HA BbBEK/IAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
TTonxo>XHO IPUIIOKEHHE.
Camo 3a emHOKpaTHa ynotpeoa.

6. CHELUAJHO NPEAYIPEKJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJIA U JOCET' A HA JIELA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C'bXpaH}IBaI\/'ITe MNpEeABAPUTCIIHO HAIMIBJIIHCHUTE MUCAJIKMA B KAPTOHCHATA KYyTHUs, 3a Ja CC MPEANa3sAT OT
CBCTJIMHA.

10. CHELIHAJIHU IPEANIASHU MEPKU NPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/006 6 mpeaBapUTeIHO HATBIHEHH CIPUHIOBKH (3 OMAaKOBKH II0 2)

13. TAPTUJAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,8 ml

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJIEH UICHTH(QHKATOP.

‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHTPEIIHA KAPTOHEHA KYTUS HA I'PYIIOBATA OITAKOBKA (BE3 BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg wHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA MHACATKA
agaInMyMat

2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Enna mpensaputento HamrpiHeHa nucanka ot 0,8 ml ceapprka 40 mg anammmymad.

3. CIIMCBK HA TIOMOIIIHUTE BEHIECTBA

[MomorHY BelecTBa: aAUITMHOBA KHCEIHHA, JUMOHEHA KHCEINHA MOHOXUIPAT, HATPUEB XJIOPHUI,
MaHUTOJI, TosucopOaT 80, XJTOPOBOIOPOIHA KUCEITHHA, HATPUEB XUIPOKCHI, BOJA 32 MHIKCKITUH.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJITHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,8 ml

2 IpeBapUTEITHO HAITBITHEHHU nucayiku (SensoReady)

Kommnonenr na TpymnoBa OITaKOBKa, HC MOKE J1a CC IpoJaBa OTACIIHO.

5. HAYMH HA TPUJIOKEHUME U ITbT(MIIA) HA BHBBEK/IAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.
TToiKOKHO MPUIIOKEHUE.
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U TOCEI'A HA TIEITA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYITPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C'bXpaH}IBaI\/'ITe MNpEeABAPUTCIIHO HAINBJIIHCHUTE MUCAJIKM B KAPTOHCHATA KYyTHUs, 3a Aa CC MPEANassAT OT
CBCTJIMHA.

10. CHELIHUAJIHU IPEANIASHU MEPKU NPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1286/006 6 mpeaBapUTEIHO HATBIHEHHU MUCATKY (3 OIIaKOBKU I10 2)

13. TAPTUJAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,8 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

‘ 18. YHHUKAJIEH HAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IIUCAJIKATA

1. NME HA JIEKAPCTBEHMUS NIPOAYKT U ITBT HA BBbBEXKJIAHE

Hyrimoz 40 mg umxekuus
adalimumab
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

6. JOPYTO

0,8 ml
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg vHXeKInOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSIBABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cipuHioBka oT 0,4 ml ceabpika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUJI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,4 ml

1 mpenBapUTETHO HATBIHEHA CIIPUHIIOBKA
2 mpeBapUTEIHO HATBIHEHU CIIPUHIIOBKH

5. HAYHNH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEX/IAHE

[penu ynorpeba npovereTe IUCTOBKATA.
[MonkoxHO pUIIOKESHHUE.
Camo 3a emHOKpaTHA yIIoTpeoda.

6. CIIEHUAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JTELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

ChxpaHsBaliTe MpeBapUTEIHO HAITBIHEHATA CIIPUHIIOBKA B KAPTOHEHATA KyTHS, 3a Jla C€ Mpe/na3u
OT CBETJIMHA.

CrxpaHsiBaliTe MpeIBapUTEIHO HAITBIHEHNTE CIIPUHIIOBKY B KAPTOHEHATa KyTHS, 32 [1a C€ TPeana3saT
OT CBETJIMHA.

10. CHEIUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/012 1 nmpenBapuTeIHO HAITBIHEHA CIIPUHIIOBKA
EU/1/18/1286/013 2 npenBapuTeIHO HATBIHEHN CIIPUHLIOBKH

13. TAPTHUJAEH HOMEP

ITapTugen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

Hyrimoz 40 mg/0,4 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JBynsMepeH 0apKoJ ¢ BKIIOYEH YHUKAICH HACHTH(PUKATOP.
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA TPYIIOBATA OITAKOBKA (BKJIIOYUTEJIHO BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg vHXeKInOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSIBABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cupuHioBka ot 0,4 ml ceabpika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,4 ml

I'pymoBa omakoBka: 6 (3 OIMaKOBKH 110 2) MPEABAPUTEIHO HAITBTHEHU CTIPUHIIOBKH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBbBE/KJAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
TTonxo>XHO IPUIIOKEHHE.
Camo 3a emHOKpaTHa ynotpeoa.

6. CHELUAJHO NPEAYIPEKJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJIA U JOCET' A HA JIELA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAHITHUK.
Ja He ce 3ampassiBa.

C’bXpaH}IBaﬁTe MpeABAPUTCIIHO HAITBJIIHCHUTE CIIPUHIIOBKU B KAPTOHCHATA KYTHs, 3a J1a CC IPEAIIa3daT
OT CBCTJIMHA.

10. CHELHUAJIHU ITPEANIASHU MEPKU NPU U3XBBPJSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/014 6 npeaBapUTeIHO HATBIHEHH CIPUHIOBKH (3 OIMAaKOBKH IO 2)

13. TAPTUJAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Hyrimoz 40 mg/0,4 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JBynsmepeH 6apKoJ ¢ BKIIOYSH YHUKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH HAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA KAPTOHEHA KYTUS HA I'PYIIOBATA OITAKOBKA (BE3 BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg vHXeKInOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
agaInMyMat

2. OBSIBABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cupuHioBka ot 0,4 ml ceabpika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEINHA, MAHUTOJI, TTosrcopoat 80, XJII0poBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,4 ml

2 TIpeABAPUTEITHO HAITBIHCHH CIIPUHITOBKH
KommoHeHT Ha rpymnoBa omakoBKa, HE MOXKE JIa CE MPOoJaBa OTICITHO.

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

[penu ynorpeba npovereTe IUCTOBKATA.
[MoxkoxHO pUIIOKESHHUE.
Cawmo 3a emHOKpaTHA yIioTpeoda.

6. CIIEHUAJIHO INPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOIVIEJA U TOCEI'A HA JEITA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’bXpaHﬂBaﬁTe MpEeABAPUTCIIHO HAITBJIIHCHUTE CIIPUHIIOBKU B KAPTOHCHATA KYTHs, 3a J1a CC IPEAIa3daT

OT CBCTJIMHA.

10.

CIHEHUAJIHU ITPEJAITA3HA MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT

TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME N AAPEC HA ITIPUTEXKXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/18/1286/014 6 mpenBapuTEITHO HATBJIHEHN CITPUHIIOBKH (3 OTIAKOBKH 1O 2)

13. TAPTHJEH HOMEP
ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16.

WHD®OPMAIIUS HA BPAHJIOBA A3BYKA

Hyrimoz 40 mg/0,4 ml

| 17,

YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

| 18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE WJIN
JIEHTHUTE

TEKCT BbPXY BJIMCTEPA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg umxekuus
adalimumab

2. NME N AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

SANDOZ

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5.  JIPYTO

S.C.
40 mg/0,4 ml
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Hyrimoz 40 mg umxekuus
adalimumab
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKXAHUE KATO MACA, OBEM NJIN EJIMHULIN

| 6. JIPYTO

0,4 ml
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg wHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA MHACATKA
agaInMyMat

2. OBSIBJABAHE HA AKTUBHOTO BEHIECTBO

Enna npeasaputento HamrbiHeHa cupuHioBka ot 0,4 ml ceabpika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUJI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,4 ml

1 mpenBapuTeIHO HamrbJIHEHA TTHcaKa (SensoReady)

2 MpeaBapUTEIIHO HAITBbIHEHHU mucalkH (SensoReady)
4 ipeBapuUTEITHO HAbJIHCHN TTUcaNKH (SensoReady)

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
IToaxoXHO IPUIIOKEHHE.
Camo 3a emHOKpaTHa ynoTtpeoa.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUSAT ITPOAYKT TPSIBBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTIELIIA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

CoxpaHsBaliTe MpeIBapUTEIHO HAITBIHEHATA IMHCAJIKa B KAPTOHCHATA KYTHS, 3a JIa CE MPEJIIa3u OT
CBETJIMHA.

CrpxpaHsiBaliTe MpeIBapUTEIHO HAITBIHEHNTE MHCAJIKH B KAPTOHEHATA KYTHS, 32 J1a CE MPEAMNasiT OT
CBETJIMHA.

10. CHEIUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/015 1 mpenBapuTeIHO HAITBTHCHA THCATIKA
EU/1/18/1286/016 2 mpenBapuTeIHO HAITBIHEHU TTHCAIKA
EU/1/18/1286/017 4 npenBapuTeIHO HAITBIHEHU THCAIKA

13. TTAPTHUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,4 ml

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH UACHTU(PHUKATOP.
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA TPYIIOBATA OITAKOBKA (BKJIIOYUTEJIHO BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg wHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA MHACATKA
agaInMyMat

2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Enna npeasapurento HamrbiHeHa nrcanka ot 0,4 ml ceappika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,4 ml

I'pymoBa omakoBka: 6 (3 OIMakoBKH 10 2) MPpeABAPUTEITHO HAMBIHEHH nucainku (SensoReady)

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
ITonxoXHO IPUIIOKEHHE.
Camo 3a emHOKpaTHa ynoTtpeoa.

6. CIELHUAJHO OPEXYIPEXKJIEHUE, UE JEKAPCTBEHUST NPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJIA U JOCET' A HA JIELA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’bXpaHﬂBaﬁTe MNpEeABAPUTCIIHO HAINBJIIHCHUTE MUCAJIKM B KAPTOHCHATA KYyTHUs, 3a Aa CC MPEANassAT OT
CBCTJIMHA.

10. CHELIHUAJIHU IPEANIASHU MEPKU NPU U3XBBHPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/018 6 mpeaBapuUTEIHO HAITBIHEHH MUCATIKH (3 OMAaKOBKH 110 2)

13. TAPTHUJAEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hyrimoz 40 mg/0,4 ml

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIIFOYECH YHUKAJIEH UICHTH(QHKATOP.
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA KAPTOHEHA KYTUS HA I'PYIIOBATA OITAKOBKA (BE3 BLUE BOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 40 mg wHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAIBIHEHA MHACATKA
agaInMyMat

2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Enna npeasapurento HamrbiHeHa nrcanka ot 0,4 ml ceappika 40 mg aganmnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
40 mg/0,4 ml

2 TIpeABapUTEITHO HAIThIHEHH mucaiku (SensoReady)

Kommnonenr na TpymnoBa OITaKOBKa, HC MOKE [1a CC€ MpoJAaBa OTACIIHO.

5. HAYMH HA TPUWJIOKEHUME U ITbT(MIIA) HA BHBBEKJIAHE

[Ipenu ynorpeba mpoverere IMCTOBKATA.,
TToiKOKHO MPUIIOKEHUE.
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U TOCEI'A HA TIEITA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. APYI' CHEIMAJIHU NNIPEAYITPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

C’bXpaHﬂBaﬁTe MNpeABAPUTCIIHO HAITBJIIHCHUTE MUCAJIKHA B KAPTOHCHATA KYTHU, 3a Aa CC MPEANassAT OT

CBCTJIMHA.

10.

CIHEHUAJIHU ITPEJAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT

TAX, AKO CE UBUCKBAT TAKHUBA

11.

NME N AAPEC HA ITIPUTEXKXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12.

HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/18/1286/018 6 mpeaBapuUTEIHO HAITBIHEHH MUCATIKH (3 OMAaKOBKH 110 2)

13. TAPTHJEH HOMEP
ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16.

WHD®OPMAIIUS HA BPAHJIOBA A3BYKA

Hyrimoz 40 mg/0,4 ml

| 17,

YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

| 18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

172




MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IIUCAJIKATA

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Hyrimoz 40 mg umxekuus
UHKEKIIUS

adalimumab

s.C.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHUILIN

| 6. JIPYTO

0,4 ml
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 80 mg uHXeKInoHeH pa3TBOP B MPEABAPUTEITHO HAIBIHEHA CITPUHIIOBKA
agaInMyMat

2. OBSIBABAHE HA AKTUBHOTO BEINECTBO

Enna npeasaputento HamrbiHeHa cupuHioBka ot 0,8 ml ceappika 80 mg agamnmymad.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUJI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
80 mg/0,8 ml

1 mpenBapUTETHO HATBIHEHA CIIPUHIIOBKA
2 mpeBapUTEIHO HATBIHEHU CIIPUHIIOBKH

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXJIAHE

[penu ynorpeba npovereTe IUCTOBKATA.
[MonkoxHO pUIIOKESHHUE.
Camo 3a emHOKpaTHA yIioTpeoda.

6. CIIEHUAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JTELIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

ChxpaHsBaliTe MpeBapUTEIHO HAITBIHEHATA CIIPUHIIOBKA B KAPTOHEHATA KyTHS, 3a Jla C€ Mpe/na3u
OT CBETJIMHA.

CrxpaHsiBaliTe MpeIBapUTEIHO HAITBIHEHNTE CIIPUHIIOBKY B KAPTOHEHATa KyTHS, 32 [1a C€ TPeana3saT
OT CBETJIMHA.

10. CHEIUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/008 1 mpenBapuTeIHO HAITbIHEHA CIIPUHIIOBKA
EU/1/18/1286/009 2 npenBapuTeIHO HATBIHEHU CIIPUHIIOBKH

13. TAPTHUJAEH HOMEP

ITapTugen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

Hyrimoz 80 mg/0,8 ml

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JBynsMepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HACHTH(PUKATOD.
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE WJIN
JIEHTHUTE

TEKCT BbPXY BJIMCTEPA

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 80 mg umxekmus
adalimumab

2. NME N AAPEC HA ITIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

SANDOZ

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5.  JIPYTO

s.C.
80 mg/0.8 ml
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXKJIAHE

Hyrimoz 40 mg umxekuus
azamuMymato
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIUHULIN

| 6. JIPYTO

0.8 ml
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS HA EJMHUYHATA OITAKOBKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Hyrimoz 80 mg uH»XeKIroHeH pa3TBOP B MPEABAPUTETHO HATBbIHEHA MHACATKA
agaInMyMat

2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Enna npensaputento HamrpiHeHa mucanka ot 0,8 ml ceapprka 80 mg anammmymas.

3. CIIMCBK HA TIOMOIIIHUTE BEHIECTBA

IToMomTHM BelecTBa: aqUITHHOBA KUCEIMHA, MAHUTOI, TTosrcopoat 80, XJIIOpoBOAOPOIHA KHCEITHHA,
HATPHUEB XUIPOKCHUJI, BOJA 32 HHXKCKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKuMoHeH pa3TBOp
80 mg/0,8 ml

1 mpenBapuTeIIHO HamrbJIHEHA TTHcaKa (SensoReady)
2 MpeBapUTeTHO HabaHeHH mucaiku (SensoReady)
3 mpeaBapUTEIHO HAbIHEHH nucanku (SensoReady)

5. HAYUH HA ITPUJIOKEHUE U ITBT(MLIA) HA BBBEXJIAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.
TToikOXKHO MPUIIOKEHUE.
Cawmo 3a emHOKpaTHA yroTpeoa.

6. CIIENMAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOI'JIEJA 1 JOCEI'A HA JELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. APYI' CHEIMAJIHU NIPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.
Ja He ce 3ampassiBa.

CoxpaHsBaliTe MpeIBapUTEIHO HAITBIHEHATA IMHCAJIKa B KAPTOHCHATA KYTHS, 3a JIa CE MPEJIIa3u OT
CBETJIMHA.

CrpxpaHsiBaliTe MpeIBapUTEIHO HAITBIHEHNTE MHCAJIKH B KAPTOHEHATA KYTHS, 32 J1a CE MPEAMNasiT OT
CBETJIMHA.

10. CHEIUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
ABcTpus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1286/010 1 npenBapuTeIHO HATBIIHEHA MHCAIIKA
EU/1/18/1286/011 2 npenBapuTeIHO HATBIHEHU MHUCAIKU
EU/1/18/1286/020 3 npenBapUTeIHO HAITBIHEHH ITHCAIKA

13. TIAPTHJIEH HOMEP

ITapTunen Ne

‘ 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Hyrimoz 80 mg/0,8 ml

‘ 17. YHUKAJIEH M AEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH UACHTH(PHUKATOP.
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18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IIUCAJIKATA

1. NME HA JIEKAPCTBEHMUS NIPOAYKT U ITBT HA BBbBEXKJIAHE

Hyrimoz 80 mg umxekmus
adalimumab
s.C.

‘ 2. HAYHNH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIUHULIN

| 6. JIPYTO

0.8 ml
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b. IUCTOBKA
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JIncroBka: uH(poOpManuA 32 NalHEHTA

Hyrimoz 20 mg uH»KeKIMOHEH Pa3TBOP B MPEIBAPUTETHO HAITbJIHEHA CIIPUHIIOBKA
ananumymab (adalimumab)
20 mg/0,4 ml

IIpouyeTreTe BHUMATEIHO LSA/1aTa JUCTOBKA, IPeaH AeTeTo B na 3amo4yHe 1a U3M0/13Ba TOBA
JIEKAPCTBO, Thil KATO TH ChAbP:KAa Ba:KHA HHGOpPMAaLHUs.

3ama3zere Ta3u IUCTOBKA. MOXe /1a ce HAOXKH J1a 5T TPOUYETETE OTHORBO.
Bamusat nexap me Bu najge cplio HanoMHsAIIA KapTa Ha MAIlUEHTa, KOATO ChIbpKa BaXKHa

I/IH(I)OpMa]_[I/Iﬂ OTHOCHO 663OHaCHOCTTa, C KOATO TpSI6Ba Ja CTC 3a1o3HaTu, nmpeau ACTETO Bu Ja

3amoyHe Aa npuiara Hyrimoz u no Bpeme Ha neuenunero ¢ Hyrimoz. CexpaHsiBaiiTe Ta3u
HaIOMHJIIA KapTa Ha nanueHTa y cede cu uiu y Bamero nere o Bpeme Ha JIe4€HHETO U
4 mecena cnen nocneaHaTa nkekus Hyrimoz, noctaBena nHa Bameto nere.

AKO UMaTe HSIKaKBH JOMIBJIHUTEIHN BBIIPOCH, HonuTainTe Bammus nekap wim gpapmanesT.

ToBa nekapcTBO € npeanucaHo JTuYHO Ha AeTeTo Bu. He ro npeorcrriBaiiTe Ha Apyru xopa. To

MOJKE J1a UM HaBpEIH, HE3aBUCUMO Y€ MPHU3HAIMTE Ha TAXHOTO 3a00JIIBaHE Ca CHIIUTE KaTo
Te3U Ha JeTeTo Bu.

Axo nereto By monyun HAKaKBY HE)KEIaHU PeaKInd, yBeqoMeTe Bamms nexap wmm
(apmarnieBT. ToBa BKJIFOUBA M BCUUKH Bh3MOKHH HEKEJIAHHU PEAKI[|K, HEOITMCAaH! B Ta3u
nucToBKa. Bukre Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKaA

NV AE PN

Kakgso mpencrasisBa Hyrimoz u 3a KakBo ce U3IONI3Ba

KaxBo Tpss6Ba ma 3HaeTe, mpeau aerero Bu ga m3nomssa Hyrimoz
Kax mga m3nomssare Hyrimoz

BB3MoKHH HEXXENNaHU PeaKIuu

Kak nma cexpansBate Hyrimoz

ChabpkaHue Ha ONAKOBKATa M JOIBIHUTENHA HHPOPMALIUS
VYkazanus 3a yrnorpeba

KakBo npeacrapiasiBa Hyrimoz u 3a kakBo ce H3moJi3Ba

Hyrimoz chbprka akTHBHOTO BEIIECTBO aJaliMyMal, JIeKapcTBO, KOETO JIeHCTBA HA IMyHHATA
(3amuTHaTA) cHCcTEMa Ha OpraHu3Ma.

Hyrimoz € IMpEAHA3HA4YCH 3a JICUCHNC Ha CJICAHUTC Bb3NAJIUTCIIHU 3a00JIIBaHUS:

MOJIMAPTUKYJIAPEH IOBEHUJICH UANONATHIEH apTPUT
apTPUT, CBBP3aH C CHTE3UT

TICOPUA3UC C TUTAKY TIPH JeTa

oonect Ha Kpon mpu nena

HEUH(EKINO3EeH YBEHT TIPH Je1Ia.

AXTUBHOTO BCIICCTBO B Hyrimoz, aﬂaJ’II/IMYMa6, € MOHOKJIOHAJTHO aHTUT:JI0. MOHOKJIOHATHUTE
AHTUTCJIa Ca IPOTCUHU, KOUTO CC CBBP3BAT CHC CHGLII/I(l)I/ILIHI/I MUIICHU B OpraHru3Mma.

CrenuguyHara MUIIICHa Ha a1aTAMyMal € IPOTeHH, HapeueH TyMop-HekpoTusupai gpaktop (TNFa),

KONTO MPUCHCTBA B MOBUIIICHN KOJMYECTBA MPU BBH3NAIUTEIHUTE 3a00JI9BaHus1, H30POCHHU T0-TOPE.
Ceop3Baiiku ce ¢ TNFa, Hyrimoz 61okupa HEroBoTo nelicTBHE U HaMajlsBa BB3MAICHUETO MPH TE3U
3a00JIsIBaHUSL.

ITonmapTHKyIapeH I0BEHWIEH WANONATHYEH ADTPUT U apTPUT, CBbP3aH C EHTE3UT

HOJ’II/IapTI/IKYHapHI/ISIT FOBCHUWJICH UUOIIAaTUYCH apTPUT U apTPUTHT, CBbP3aH C CHTE3UT, Ca
BB3MAJTUTSIHU 3200 IIBaHHUS HA CTaBUTC, KOUTO OOMKHOBEHO 3aII04YBAaT B JACTCKa BB3PACT.
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Hyrimoz ce u3non3Ba 3a jieyeHne Ha MOJHAPTHKYJIApEH IOBEHIIICH UINOMIATUYCH apTPUT IIPH Je1a
Y FOHOIIIM Ha BB3pacT oT 2 10 17 TOAMHY U Ha apTPUT, CBbP3aH C EHTE3UT, MIPH JIela U IOHOIIN Ha
BB3pacT oT 6 10 17 rogunu. [IppBOHAaYaTHO HA MALMEHTUTE MOXKeE Ja ObJaT NpuiIaraHu IpyTy,
MIPOMEHSINHN X0/1a Ha 3200JIIBaHETO JIEKapCTBa, KATO METOTpeKcaT. AKO Te He JIeHCcTBaT JOCTaThYHO
nmo0pe, Ha manueHTuTe 1me Obae npeanucad Hyrimoz 3a nedueHne Ha TEXHUS TOJIHAPTHKYIApeH
IOBEHWJICH WANONATHYEH apTPUT WU apTPUT, CBbP3aH C EHTE3UT.

TIcopuasuc ¢ miaKu mpy jena

Hcopna31/1c1>T C I'TaKHu € BB3NaJIMTCIHO KOXKHO 3a6OJ'I$IBaHC, KOCTO MPEAN3BUKBA 06pa3yBaHeT0 Ha
YCPBCHHU, JIFOCIICCTHU, TBBPJAU IICTHA I1O KOXKaTa, IOKPUTU CbC Cp66pI/ICTI/I JIFOCIIH. Hcopnammﬂ C
IIJTaKW MOXKE 1a 3aCETHE U HOKTUTE, KaTO T'M IIpaByu YYIUIMBU, BOAU 00 yne6enﬂBaHe " OTACIIAHC HA
HOKBTA OT HOKBTHOTO JIOXKE, KOCTO MOXKE J1a € 6onesueno. Cunrta CC, € NCOpHUA3UCHT CC NPpHUIUHABA
OoT HpO6J’I€M C UMYHHATa CUCTEMa Ha OpraHu3Ma, KOMTO BOJU OO MOBUIICHA MPOAYKIHA HAa KOXHHA
KJICTKH.

Hyrimoz ce u3non3Ba 3a JieueHHE HA TEKBK IICOPHAZKC C TUIAKU TIPH JICIIa U IOHOIIN Ha Bh3pacT
oT 4 1o 17 roguHu, MpU KOUTO MPUIAraHnTe JIEKapCTBa BbPXY KOXKaTa | JISYCHUETO ¢ Y B cBeTInHa He

ca ToJIeHCTBAI MHOTO TOOpe MIIH HE Ca TIOIXOISIITH.

bonect va KpoH ipu gera

Bbonecrra Ha KpoH e Bb3nanuTenHo 3a00JsBaHe Ha YepBaTa.

Hyrimoz ce n3non3Ba 3a JedeHne Ha yMepeHa 10 Texka 0osect Ha KpoH npu gena v roHOIIN Ha
BB3pacT oT 6 10 17 roguHu.

[IspBoHavanHO Ha neTeTo Bu Moxe a ObAaT npuiIaralu IpyrH JekapcTBa. AKO Te3H JISKapcTBa He
MOJICUCTBAT JOCTAaTHYHO M00Ope, Ha neTeTo Bu me 0b1e mpmiokern Hyrimoz 3a HamansBane Ha

MMPpU3HAOUTE U CUMIITOMUTE HAa HCTOBOTO 3a00/BaHe.

HeundekimoseH yBEUT IIpH jiera

HewnHdekimo3eH yBEUT € Bh3MAIUTEIHO 3a00IsIBaHE, 3aCATaI0 ONPEACICHH YacTH Ha OKOTO.
Br3manenuero Boau 10 HaMaIsIBaHe Ha 3PEHUETO W/WIIM HAIMYHE HA MBTHUHHU B OKOTO (YE€pHHU
TOYHIIA WU THHKY JIMHUU, KOUTO C€ JBMXKAT B 3pUTEIIHOTO 1oJie). Hyrimoz neficTBa upe3 HamalisBaHe
Ha TOBA BH3IAJICHHUE.

Hyrimoz ce u3non3Ba 3a jeueHne Ha Jela, HaBbPIIWIN 2 TOJUHH, C XPOHUYEH HeMH(DEKIIMO3eH YBEUT
C BB3MAJICHUE, 3aCATAIl0 PeIHATa YacT Ha OKOTO.

IIspBOHAYaHO HA MeTeTo Bu MOXe 1a OBbAaT MpuiIaraHu APYTH JeKapcTBa. AKO TE3H JIeKapCcTBa HE
MOJICUCTBAT JOCTAaTHYHO M00Ope, Ha neTeTo Bu me 0b1e mpmiokern Hyrimoz 3a HamansBane Ha
MPHU3HAIUTE ¥ CHMIITOMUTE Ha HETOBOTO 3a00JIsIBaHe.

2. Kakgo TpsdBa 1a ce 3HaeTe, npeau Aerero Bu 1a u3nonssa Hyrimoz

He uznon3saiite Hyrimoz

o aKko JieTeTo Bu e anepruyHo KbM agaauMymad WiIH KbM HAKOS OT OCTaHAJIUTE ChCTaBKH HA TOBA
nexapcTBo (M30pOeHH B TOUKA 6).
. aKo jereto Bu nma Texka MHGEKIHs, BKIFOYUTEIHO TYOepKyI103a, cerncuc (OTpaBsiHe Ha

KpBBTA) WA JPYTH OMOPTIOHUCTHYHN WHMEKINH (HeoOmuaiiH WH(EKITIH, CBbP3aHH C
oTcriabBaHe Ha UMyHHara cucteMa). Baxno e j1a nadopmupare Bamms siekap, ako gereto Bu
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uMa CUMIITOMHU Ha MH(EKIUs, HAIpUMeEp TpecKa, paHH, OTHaIHAIOCT, IPOOJIeMHU ChC 3b0UTE
(Bmxre ,,[IpeaynpexaeHus u npearnasHn MEpK‘).

. ako fereTo Bu nMa ymepeHa 10 Texka ChbpAe€UHa HeIOCTaThYHOCT. BaxkHo e na nHpopmupare
Bamms nekap, ako nereto Bu e nMaio wiv uMa cepro3HO ChpIEYHO 3a00sIBaHe (BIKTE
L IpeAyIpexXIeHNS U IPEeAna3Hul MEPKH ).

IIpeaynpeskaenus u npeAnasHu MepKU
l'oBopete ¢ Bamms nekap nim dapmanest, npenu aa unonassare Hyrimoz.

AJslepruunga peaxmus

) Axo nereto Bu uma anepruysa peakiius CbC CUMIITOMU KaTO CTATaHE B TbPAUTE, XPUIITCHE,
3amaiiBaHe, OTOK WU O0pWB, He HHXKeKTHpaiTe moBede Hyrimoz u He3abaBHO ce CBBPIKETE C
Bamms nexap, T KaTo B PEIKH CITydad TE3H PEaKIMA MOTAT Ja ObaaT )KHBOTO3aCTPAIIaBaIIlH.

Undeknuns

. Axko nerero Bu nma nH(exus, BKIOUUTETHO IPOIB/DKUTENHA WIN OrpaHUYeHa HMH(EKIUS
(xaTo HampuMep 53Ba Ha Kpaka), KOHCYJITHpaiiTe ce ¢ Bamms nekap npenu ynotpebara Ha
Hyrimoz. Axo He cTe curypHH, CBBpKeTe ce ¢ Bamms nekap.

. ITo Bpeme Ha sneuenuero ¢ Hyrimoz nerero Bu moxe na ce pasbdoiiee mo-i1ecHO OT HH()EKIUH.
To3u prck MOKe Ja ce YBEIHIH, ako (YHKIHUATA Ha OenTe ApoOoBe Ha neTeTo Bu e
HapymeHa. Te3n nHPEKII MoXe a ObJJaT CEpUO3HU | Jia BKIIOUBAT TyOepKyo3a, HHEKIIHH,
NPUYMHEHH OT BUPYCH, IBOMYKH, TAPa3UTH WIK OaKTEPUH, WK APYTH HEOONIaliH!
NPUYMHUTETN Ha HHOEKIUH U CeiCUC (OTpaBsiHE Ha KPBBTA).

. B penxu ciyvan te3n nH(peKInU Moke 1a ObIaT XKUBOTO3acTpaluaBaiy. BaxHo e ga
uHpopmupare Bamus nekap 3a mosBata Ha CHMITOMH KaTO TPECKa, PaHH, OTIAJAHAIOCT MU
npobJeMu cbe 3p01Te IpH eTeTo Bu. Bammuar nexap Moxe Ja npenopbya BpeMEHHO CIIUpaHe
Ha ynorpebara Ha Hyrimoz.

Ty6epkyinosa (TE)

. Tbii KaTo UMa chOOIIEHHS 3a TYOEepKYJ103a TP MAHEeHTH Ha JIeueHHe ¢ aganuMmymad, Bammsar
JieKap Ie u3ciensa feTero Bu 3a mpu3HALM U CUMIITOMH Ha TyOEpKyJ103a Ipeiu 3alo4BaHe Ha
nedenueto ¢ Hyrimoz. ToBa BkItouBa 00CTOIHA MEUIIMHCKA OIIEHKA, BKIIOYUTETHO aHAMHEe3a
Ha JeTeTo By, 1 moAXo s CKpUHHUHT (HalpuMep PeHTreHOBa CHUMKA Ha TPhAHMS KOUI U
TyOepkyInHOB TecT). [IpoBexnaneTo u pe3ynTaTuTe OT Te3H U3CIEABaHUs TPsOBa Aa ce
orOenexaT B HAIIOMHSAIIATA KapTa Ha MaleHTa Ha f1eTeTo Bu. MHoro e BaxHO n1a
uHpopmupare Bamms jekap, ako nereto Bu e 6omeayBano ot TyOepKyio3a Wiv € OUiio B TeCeH
KOHTAKT C HSIKOH OoJsieH oT TyOepkyio3a. Ilo Bpeme Ha ieueHHeTo MOXKe Jja ce pa3BHe
TyOepKyJ03a, 1opu ako aereto Bu e npuemaio jgeueHue 3a npeanasBade oT TyOepKyno3a. AKo
10 BpeMe Ha JICUCHUETO WU CJIEJ] HETO Ce MOSBIT CUMIITOMU Ha TyOepKyi03a (II0CTOSHHA
KalllIiia, 3aryba Ha Terjao, OTIyCHATOCT, JIEKO TOBHUILIEHa TEMIIEpaTypa) UIH HAKaKBa Apyra
nHpeknus, HezabaBHO nHpopMupaiite Bammms nexap.

IIsryBane/moBrapsamm ce nHGEKIUU

) Kaxxere nHa Bamms nekap, ako neteto Bu e *KuBSIIO HITH TBTYBAJIO B PAOHH, KBJIETO YECTO Ce
cpemar HHMEKITNH OT T'bONYKH KaTO XUCTOIUIa3M03a, KOKITHANOUIOMIKO3a WiIH 0JaCTOMHKO3a.
) Kaxxere Ha Bammus ekap, ako geteto Bu e 60Jie1yBaio OT MOBTAPSIIN c€ HHPEKIINA WIH IPYTH

3a00JISIBaHUS, KOMTO [TOBHUIIABAT PUCKA OT WH(EKIIHH.

Bupyc na xenatut B

. I'oBopere ¢ Bammms nekap, ako nereto Bu e Hocuten Ha Bupyca Ha xenatuT B (HBV), ako nma
aktuBHa HBV uH(exnus nnm cuurare, 4e € U3JI05KEHO Ha PUCK OT 3apa3zsiBane ¢ HBV. Bammsr
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nekap Tpsa0OBa aa u3cnensa aereto Bu 3a Bupyca Ha xenatut B (HBV). Ananumymad moxe
MOBTOPHO 72 akTuBUpa HHGpekuusata or HBV mpu xopa, Hocutenu Ha T03u BUpYC. B Hiikon
penaKu ciaydan, ocobeHo ako aereto Bu mpuema apyru nekapcTBa, KOUTO OTUCKAT UMyHHATa
cucTeMa, IOBTOPHOTO akTHBUpaHe Ha nHpekuusTa ¢ HBV moxe na 6bae
JKUBOTO3aCTPAIIaBALIO.

Omneparys Wiy IpodJIeMU ChbC 3B0UTE

Ako Ha nieteto Bu npeacTon oneparus wiv ISHTAIHU TIPOIeTypH, MOJIA, KaxeTe Ha Bamms
nekap, e aeteto Bu npumara Hyrimoz. BammsaT nmekap Moke 1a mpernopbua BpeMEHHO J1a CIIpe
ynotpebara Ha Hyrimoz.

JleMuennaM3npaIno 3adoasaBade

Axo nmereto Bu nMa win pa3Bre JeMUSITHHU3UPAIIO 3200 sBaHe (3a00IsIBaHe, KOETO 3acsra
3alIUTHAaTa OOBUBKA HA HEPBUTE, KATO MYJITUIUICHA CKJIepo3a), Bammust nekap 1ie pemy 1anu e
HeoOXOMMO J1a TIOJy4aBa iU J1a IPOIBIDKY J1a onydyaBa Hyrimoz. HezabaBHo
nHpopmupaiite Bamms gexap, ako neTeTo Bu iMa cCHMIITOMH KaTo IMPOMEHU B 3pEHUETO,
CHaGOCT B PBUETE UIU KpaKaTa UK USTPHBIIBAHC UJIU MPABYYKAaHC B HAKOA YacCT Ha TAJIOTO.

Bakcnna

OnpeieneHd BAKCUHU ChABPKAT )KUBHU, HO OTCIa0CHN POPMHU Ha OOJIIECTOTBOPHU OAKTEPUH HITH
BUPYCH U HE TpsIOBa /1a ce mpuiiarar 1o BpeMe Ha JieueHneto ¢ Hyrimoz, 3a na He mpeau3BUKaT
ciydaitno nngekuus. I[locsBerBaiite ce ¢ Bamus nekap npeny NpuioKeHUETO Ha KAKBUTO U a
6uio BakcuHHU Ha aereTo Bu. [Ipenopsusa ce, ako nMa Bb3MOKHOCT, A€LATa Aa IPUKIIOUYAT C
BCUYKH UMYHHU3ALMM ChITIACHO HACTOSIIMSA UMYHH3ALMOHEH KaJeH1ap 3a TAXHATa Bb3PacT
npeay 3ano4BaHe Ha jedenuero ¢ Hyrimoz.

Axo npmepst Bu e npuemana Hyrimoz, nokaro e 6uina OpemenHa, 6e6eTo 1 Moxe 1a ObJe ¢
MO-BUCOK PUCK 32 pa3BUTHE Ha TakaBa MHQEKIMS A0 MET Mecela clie/l oCIeAHaTa 103a, KOSTO
€ MoJIy4mJIa 1o BpeMe Ha OpeMeHHocTTa. Baxkno e na nadopmupare igekaps Ha 6ed6eTo Ha
Jblepst Bu n ipyrure MeAMIIMHCKH CIICIMANIMCTH, Y€ T € JeKyBaHa ¢ Hyrimoz 1o Bpeme Ha
OpeMeHHOCTTa CH, TaKa 4e Ja MOorar Jia pemiaT Kora Ha 0e0eTo 1 TpsiOBa Ja ce HalpaBU KaKBaTo
U J1a € BaKCUHAIHS.

CopeuHa HETOCTATEYHOCT

BaxxHo e na kaxere Ha Bamms nekap, ako aerero Bu e umarno nim nMa TeXKO ChpIeIHO
3abomsiBaHe. Ako Barmero gete nMa jeka chpedHa HeIoCTaThUHOCT | ce JIeKyBa ¢ Hyrimoz,
CBCTOSIHHUETO MY BBB BPb3Ka CHC ChbpJACYHATA HEJOCTATHhYHOCT TpH6Ba Ja 6T>I[e BHHUMATCIIHO
npocneasBaHo oT Bamus nekap. Ako neteto Bu pasBue HOBH WM BJIOIIABAIIM CE CUMIITOMH Ha
ChpJIeYHa HEIOCTATHUHOCT (HalpuMep, 3abXBaHe WM OTOIH 110 Kpakara), TpsioOBa He3a0aBHO
Jla ce cBbprkeTe ¢ Bammus nekap.

Bucoka Tremneparypa, KppbBoHacsAaHus (CHHUHMN), KPbBOTEUEHHUE WM OJIEI0CT

Pax

[Ipu HIKOM MAITMEHTH, OPTaHU3MBT MOKE JIa HE yCIlee Ja MPON3Bee JOCTAThYHO KPHBHHU
KJICTKHU, KOUTO ce 00OpAT ¢ MH(EKIMUTE WK JIa IOMarar 3a CIIUPaHeTo Ha KbPBEHETO. AKO
nereto Bu Baurue temmneparypa, KoATo HE crajia, MHOTO JIECHO TMOJy4YaBa CHHUHU WIH KbPBEHE
WJTH M3TIIeXKIa MHOTO OJIeNIo, BeIHAra ce CBhpiKeTe ¢ Bammis rekap. Bamusr nekap Moxe na
per 1a crpe JICYCHUETO.

Hima MHOTO peKH Cilydad Ha OIPEAETICHU BUIOBE PaK IPU Jela U Bb3PacTHH, IPUIaraiiy
amamumymab wim apyru TNF-6mokepu. Xopara ¢ mo-cepro3eH peBMaTOUICH apTPUT, KOUTO ca
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C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIsIBAHETO, MOTAT J1a ca C MO0-BUCOK PUCK OT CPeIHUS 3a
pasBUTHETO HAa TUM(OM U JIeBKeMHUs (BUIOBE PaK, KOUTO 3acsraT KPbBHUTE KJICTKH U KOCTHHSA
MO3BK). AKo Jiereto Bu nmpunara Hyrimoz, puckbT OT mosiBata Ha JJUMQPOM, JICBKEMHS W
JpYyTH BHJOBE PaK MOXeE Jia ce MOBHIIH. B peaku ciydau e 6ui HabmronaBa crieniuuieH u
TEXBK BUI JIMM(GOM IPH NMAIMEHTH, JIEKyBaHU ¢ agaduMymad. Hsxon ot Te3n nauneHTtu ca
OuiM JeKyBaHH CBHIIO C JIEKApCTBOTO a3aTUONPHH WM MepkanTornypus. Madopmupaiite
Bamms nekap, ako nereto Bu nprema a3aTHONPYH WIIM MEPKANTOIypHH 3aeaHo ¢ Hyrimoz.

J HabnronaBanu ca MHOTO peIKH CITydad Ha HEMEJIaHOMHH (DOPMU Ha KOXKEH PaK MpH MallUeHTH,
IpuiIaraiy agaauMymad. AKo 1o BpeMe Ha WU cJie]l JICYEHHETO CE MOSIBM HOBO MOPaXKEHHE
BBPXY KOXKaTa WM aKO ChIIECTBYBAILUTE O€Ie3H WIN 30HU HA IIOPAXKEHUS IPOMEHST CBOS
BBHIIICH BUI, MHQopMupaiite Bammus nekap.

o [Tpu manuenTy ¢ onpeeneH By 3a00siBaHe Ha OeuTe IpoOOBe, U3BECTHO KaTO XPOHUYHA
oOcTpykTuBHa GenoapoOHa GosecT, nekyBaHu ¢ aApyr omokep Ha TNF-a, ca HaOmronaBanu
CIIy4ad Ha IPYTH BHIOBE pakK, pa3andHu oT tuMdom. Ako aereto Bu ctpaga ot XOBbB wumu e
3aKJIeT Iymrad, TpssOBa na oocwraute ¢ Bamms nexap mnamu euenuero ¢ TNF-a 6okep e
MOIXOSIIIO.

ABTOMMYHHU 3a00JIIBaHUS

. B penku cnydau neueHuero ¢ Hyrimoz mosxe 1a g0Bejie 10 CHMITOMH, HAITO100sIBaIIx
nymyc- nono0eH cuHapoM. CBbpxeTe ce ¢ BammsT nekap, ako ce MosIBAT YIOPUT, HEOOSCHUM
00puB, Tpecka, O0JIKa B CTAaBUTE WIIA yMOPaA.

JApyru nexapcrBa u Hyrimoz

Tpsa6Ba ma kaxere Ha Bamus iekap niaun ¢papMarieBT, ako JeTeTo Bu mpruemMa, HacCKopo € IpueMao
HJIA € Bb3MOXKHO JIa IpHeMa Ipyrd JIEKapCcTBa.

Hyrimoz mosxe na ce mpuiiara 3a¢/{HO C METOTPEKCAT HJIM ONPEACICHH, IPOMEHSIIIN X0/1a Ha
3200JI5IBAHETO AaHTUPEBMATUIHH CPECTBA (Cymdacana3zuH, XUIPOKCUXIOPOXUH, JIeQITyHOMI U
WH)KEKIIMOHHHU 3JIaTHU MIperapaTh), KOPTUKOCTEPOUAH WIH OOJIKOYCIOKOSBAIIM CPE/ICTBA,
BKJIIOUUTENTHO HECTEpOUIHN NpoTuBOBB3nanuTentu cpeacrsa (HCIIBCO).

Hetero Bu He TpsiOBa ma npunara Hyrimoz ¢ gekapcTBa, ChAbpKAIIY aKTUBHUTE BEIIECTBAa aHAKUHPA
Wi abartanent, Mopaau MOBUIIIEH PUCK OT cepro3Ha nHpeknus. KomOuHanusaTa oT agannumymao,
KaKTO W ApyTH anTtaronrctr Ha TNF-o 1 amakuHpa nimn abarament He ce pernopbyuBa Ha 0a3aTa Ha
BBH3MOXHO MMOBHINIABAHE HA PUCKA OT HHOEKIMH, BKIFOUYUTEIHO CEPUO3HA MH(EKIINH, U IPYTH
MOTEHIIUATHU (hapMaKOJIOTHYHH B3aUMOJICHCTBUA. AKO UMaTe BBIIPOCH, MOJIsI, OOBPHETE C€ KbM
Bammmus nekap.

BpemeHHOCT M KbpMeHe

. Jwmepst Bu TpsoBa ma oOMucn ynorpedara Ha IOIXOIAIIN IPOTHBO3aYaThUHN CPEICTBA 3a
mpeaoTBpaTsABaHC HA 3a6peMeH${BaHe 1 [a IMPOABJKU a ' U3II0JI3Ba B IPOABIIKCHUEC Ha
noHe 5 Mecera cies mociaeaHoTo Jeuenue ¢ Hyrimoz.

o Axo npieps Bu e OpeMeHHa, MUCITH, e MOXKE J1a € OpeMEeHHA WK TUIaHupa Ja uma oeoe,
MOCHhBETBANTE cE C HEWHUS JIeKap OTHOCHO MPHIIAaraHEeTo Ha TOBA JIEKapCTBO.

. Hyrimoz TpsiOBa na ce u3mossBa mo BpeMe Ha OpEeMEHHOCT caMo ako € HE0OXO0IUMO.

. Cnopen npoy4yBaHe BEpXy OpeMEHHOCTTA HE CHIECTBYBA ITO-BUCOK PHCK OT BPOJICHU ACPEKTH,

KOTaTo MaikaTa e MmojydJaBajia ajaluMymad mo Bpeme Ha OpeMEHHOCTTa, B CPAaBHEHHE C
MafKHUTE ChC CHINOTO 3a00sIBaHEe, KOUTO HE ca MOJyYaBaiy afaInMyma0.

. Hyrimoz moxe na ce u3mos3Ba o BpeMe Ha KbpMEHE.

. Axo meiepst Bu e monmyuaBana Hyrimoz o Bpeme Ha OpeMeHHOCTTa cH, 6e0eTO MMa MO-TOISIM
PHCK Ja pa3BUe HHPEKIHUS.

. BaxHo e 1a yBegomuTe Jiekaps Ha HEifHOTO Oebe 1 ApyruTe MeIUILMHCKU CTICLHAICTH

OTHOCHO TOBa, e ¢ npuiaraita Hyrimoz o Bpeme Ha OpeMeHHOCTTa, peu 6ebeTo a e
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BaKCHHHPAHO (3a MmoBeue HH(OpMaLKs OTHOCHO BAaKCHHUTE BUKTE paszaen ,,[IpenynpexneHus u
TIpe/TIa3Hu MEPKH ).

Ilo¢pupane u padoTa ¢ MAIIUHU

Hyrimoz mosiusBa mpeHeOpe)MMO CITIOCOOHOCTTA 3a ImodHpaHe, KapaHe Ha BEJIOCHITE WK paboTa ¢
maruan. Crief mpuiokenneto Ha Hyrimoz mMoske f1a ce mMosiBM CBETOBBPTEK M HAPYIICHHUE Ha
3pEHUETO.

Hyrimoz cbabp:ka HaTpUid

ToBa sekapcTBO chabpka oy 1 mmol Hatpwmii (23 mg) Ha mo3a ot 0,4 ml, T.e. MOXKe /1a ce Kaxe, 4e
MIPaKTUYECKH HE ChABPIKA HATPUH.

3. Kaxk na uznoasBare Hyrimoz

Bunaru u3nonsBaiite ToBa JISKapcTBO TOYHO KakTo Bu e ka3zan Bamust nekap wiu gapmarieBT.
AKO He CTe CUTYPHH B HEIIO, MONUTaiTe Barmms rekap nim GpapMareBT.

Hyrimoz ce npeanara 3a manueHTHTe KaTo nucanka ot 40 mg v npeIBapUTEIHO HAITBIHEHN
crnpuHLoBkH oT 20 mg u 40 mg 3a mpuioKeHue Ha mbiaHa 103a ot 20 mg wiu 40 mg.

IMosuapTUKYyJapeH 10BeHUJIeH WINONATHYEH apTPUT

Bn3pacT u TesiecHO TerJio KakBo k0JI14€eCTBO U KOJIKO Benaexku
4ecTo A ce mpujara?
Jlena, roHOIIN ¥ BB3pacTHU, pu | 40 mg npe3 ceamuna Henpunoxumo
HaBBPUICHH 2 TOJUHU C TETII0
30 kg nmm moBeue
Jlera, roHOIIIN OT 2-TOMIITHA 20 mg mpe3 ceqmuIa Henpunoxumo
BB3pacT ¢ Teruo 10 kg no no-
maisiko ot 30 kg
ApTpPHUT, CBbP3aH € €HTEe3UT
Bb3pacT 1 TesiecHoO Teriao KaxkBo koiu4ecTBO U Beaexku
KOJIKO 4€ecTo /1a ce
npuiara?
Jemna, roromy 1 BB3pacTHH, pu | 40 mg mpe3 ceamuia Henpunoxumo
HaBBPILICHH 6 TOAWHU C TETIIO
30 kg nmm moBeue
Jema, r1oHOIIN OT 6-TOAMIITHA 20 mg mipe3 ceamuIia Henpunoxumo
BB3pacT ¢ Teruo 15 kg no no-
maiiko ot 30 kg
IIcopua3suc ¢ IJIaKu NpH aena
Bn3pacT u TesiecHO TerJio KakBo K0JIM4eCTBO U KOJIKO Beaexku
4ecTo /1a ce mpuiiara?
[ena u roHo1M OT 4- 110 Hauvanna noza ot 40 mg, Henpunoxumo
17-roauniHa BB3pacT ¢ TErjIo nocJsenBaHa ot jo3a ot 40 mg
30 kg i moBeue e/IHa CeIMUIIA TT0-KbCHO.
Crnen ToBa oOHMUaitHara 103a e
40 mg npe3 ceamuIa.
[ena u roHo1M OT 4- 110 Hauvanna noza ot 20 mg, Henpunoxumo
17-ronuuiHa Bb3pacT ¢ TErio nocJsenBaHa ot jo3a ot 20 mg
15 kg no mo-manko ot 30 Kg €JlHa CeMUIIA TO-KHCHO.
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Ilcopua3suc ¢ IUIaKH IPH Jena

Cnen ToBa oOnuaiiHara 103a €
20 mg nipe3 ceamMuIIa.

Bosaect na Kpon npu aena

Bb3pacT u TesiecHO Teriao

KakBo ko1n4ecTBO M KOJKO
4ecTo 1a ce npujara?

benexkkn

Jleia 1 roHOIIM OT 6- 10
17-ronuuiHa Bb3pacT ¢ TErio
40 kg nmu moBeue

Hayanna no3a ot 80 mg (kato
IBe nHxekuu no 40 mg B enuH
JIeH), TIOCIIeIBaHa OT J103a OT

40 mg npe3 ceaqMuIa, KaTo ce
3aII04YHE JIBE CEAMUIIM I10-
KBCHO.

AKko e HeoOXxouM 10-0bp3
OTroBOp, BammsT nexap Moxe
Jla TIPeJIIHIIe Ha9alHa J103a OT
160 mg (kaTo YeTUpU UHKEKIUU
o 40 mg B €IUH JI€H WIH JBE
uHkekuu no 40 mg Ha JieH B
JIBa TIOCIICOBATEITHH JTHH),
nocJsenBaHa ot jjo3a ot 80 mg
(xato mBe mkekIuy 1mo 40 mg B
eIIVH JIeH) IBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa oOnyaiiHara o3a e
40 mg npe3 cenMuIIa.

AKxo Ta3u o3a He JIeicTBa
JOCTaTBhYHO J00pe, IeKapsT Ha
neteTo Bu Moxe ma yBenman
no3ata 1o 40 mg Bcska cenMuIa
i 80 mg npe3 ceaAMHULIA.

Jlema 1 roHOIIX OT 6- 10
17-roaumiaa Bb3pacT € TETIIO,
mo-maiko ot 40 kg

Hauanna go3a ot 40 mg,
nocJeBaHa ot go3a ot 20 mg
npe3 CeIMUIIA, KaTo Ce 3aIll0YHe
JIBE CEIAMHIIU ITO-KBCHO.

AKo e Heo0X0ouM 1Mo-0Bp3
0TroBop, BammsT nexap moxe
Jla TIPSIITHIIe HayajiHa J103a OT
80 mg (xaTo JBe MHXKEKIIUHU 110
40 mg B eMH JICH), ITOCJIC/IBaHA
oT 1o03a oT 40 mg Be ceaAMULIU
MO-KBCHO.

Cren ToBa oOnyaitHaTa 103a e
20 mg npe3 ceaMuIa.

AKO Ta3u g03a He IelcTBa
JIOCTaThYHO 0OpeE, IeKapAT Ha
neteto Bu moxe na yBenuuu
yecToTaTa Ha jo3arta 10 20 mg
BCsIKa CEIMMUIIA.

HeunndexkumnoszeH yBeuT npu aena

Bn3pacT u TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpuJara?

Beaexkn

Jeua u roHOIIH, IpU
HaBBPILCHH 2 TOAWHU C TETJIO
30 kg nnmm moBeye

40 mg npe3 ceaAMHUIIA C
METOTpEeKcar

Bammsar nexap Moxe CbIIo Aa
MIpPEUIINe HadyalHa 71033 OT

80 mg, koATO MOXeE aa ce
TIPUIIOXKH €THA CeIMUIIA TIPEIH
3aII0YBaHETO Ha oOMYaiiHaTa
J1034.
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[ena, ronomu u Be3pactau, npu | 20 mg npe3 ceaMuIia ¢ BamusT nexap Moxe ChIo Jaa
HaBBPILICHH 2 TOAUHH C TETJIO METOTpeKCcaT MPENHUIIC HAYaJlHa 1032 OT

30 kg nmm moBeue 40 mg, KOSITO MOKE Ja ce
MPUIIOKHU €1Ha cCaAMUIIa Ipean
3aMoYBaHETO HA OOMYaliHATA
J103a.

HauynH Ha MPWIOKEHHE H TbT HA BhBEKIaHE
Hyrimoz ce mpmiara upe3 HHKEKTHpaHe O Koxara (Ipe3 MOAKOKHA HHKEKIINS).

[TonpoOHM yka3aHus 3a MHKeKTHpaHe Ha Hyrimoz ca npencraBeHn B ToUKa 7 ,, Y Ka3aHus 3a
ynorpeoda”.

AKO cTe U3M0JI3BAJIN ITOBevye 0T HeoOxoanmaTa 103a Hyrimoz

AKO 110 HEeBHUMaHHUE CTe HHXeKTHpaixn Hyrimoz mo-4ecto, 0TKOIKOTO TpsiOBa, CBhpXkKETE ce ¢ Bamms
nekap win (hapMmareBT U 00siCHeTe, ue JieTeTo By e u3non3sano noseye oT HeoOxoaumMoTo. Bunaru
B3UMaiiTe che ceOe CH OMaKOBKAaTa Ha JIEKAPCTBOTO, JIOPH JIa € pasHa.

AKO cTe mponycHaJm Aa uznosassare Hyrimoz

AKO cTe IIPOIyCHAIH Ja II0OCTaBUTE MHXKEKIHS Ha JETETO CH, TPSAOBA 1a MHXKEKTHpATe ClleABallaTa
no3a Hyrimoz Beanara mom cu criomHuTe. MHXEKTHpaiTe clieaBamiara 103a Ha 1eteTo Bu Ha
oTIpeieNieHHs 3a TOBa JIeH, KAKTO OMXTE HAaIlPaBUJIM B CIIy4aid, 4e He CTe MPOIYCHAIN HHKEKIIHAL.

AKo cTe cnipesn ynorpedara va Hyrimoz

Perrenuero na cnpete Ja usnonssate Hyrimoz tpsoBa aa 6bae 06ChACHO ¢ Jiekapst Ha JeTeTo Bu.
IIpu cimpane Ha JI€YEHUETO CHMIITOMUTE Ha 3a00JITBAHETO MOXKE J1a C& BH30OHOBSIT.

AKO UMarte HAKaKBH JOIBIHUTENHN BBIPOCH, CBBP3aHHU C yIoTpeOaTa Ha TOBa JEKapCTBO, MOJIS
nonuTaiite Bamms nekap nnu gapmanesT.

4, Bb3MOKHH He:KeJIaHU peaKuuu

KakTo BCHYKH JIeKapCTBa, TOBA JICKAPCTBO MOKE J1a IPEIU3BUKA HEXKETAHU PEAKIINU, BBIIPEKU Y€ HE
BCEKH TH ToiTydaBa. [loBeueTo HexellaH! peakiluu ca JEKH 10 yMepeHH. BBIIpeku ToBa HIKOH OT
HEXEJIAHUTE PEaKIIiy MOTaT Aa ObJaT CEpHUO3HU U J1a U3UCKBAT JicueHne. HexkemannuTe peakiiuu Moxe
Jla ce TOSIBAT 10 4 Mecelia Witk TIoBeYe CIIeT OCIEAHOTO HHKeKTHpane Ha Hyrimoz.

IMoTbpceTe cnemIHO MeAMIMHCKA MIOMOLLL, aKO 3a0€JIe)KUTE HAKOH OT CJIEAHUTE IPU3HALM Ha
aJleprUYHa PeaKIys UiIU ChpPACYHA HEAOCTATHYHOCT:

TEXbK 0OpUB, KOIPUBHA TPECKA,;

OTOLY 110 JINLIETO, PBILETE, KPAaKaTa;

3aTPyHEHO JMILIAHE U T'BITAHE;

3alyX IIpY YCUJIUE WIN IIPH JIAraHEe WINK OTOLHU 10 KPaKaTa;

HNudopmupaiite Bamns jgekap KOJKOTO ce MOKe M0-CKOPO, aKO YCTAHOBUTE HSKOU OT CJICIHUTE
HpU3HALH:

. MIPU3HAIA ¥ CUMIITOMH Ha WHMEKITHS KaTo Tpecka, TaJieHe, paHu, po0IeMH ChC 3b0HUTE,
MapeHe Ipy ypUHUpaHe, YyBCTBO HA CIa00CT WIIM yMOPa WM KalllIUIIa;

° OIINTAKBaHHA OT HEBPOJIOTUYHHA HpO6JIeMI/I, KaTO: MpaBY4YKaHC, U3TPHIIBAHC, ﬂBOﬁHO BHMKIAaHE
WK caboCT B PhIIETE WA KPaKaTa;

o MPU3HAIM 33 PaK Ha KOXKaTa, KaTo: MOAyTHHA WM OTKPUTA, He3apacTRallla paHa;
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IMpU3Halll U CUMIITOMU, IIPEATIOIaraliii KpbBHU HAPYUICHHWA, KaTO IMOBUIICHA TEMIICPATypa,
KOATO HE CIlla/ia, MOodBa Ha CUHUHU, KbpPBCHE, 6J'ICI[HOCT.

IIpencraBeHuTe MO-0Ty HEXETAHU PEaKIMK ca OUIM HaOJII0JaBaHU C aJaTuMyMal.

Mmuoro yectu (Moke J1a 3acerHaT mosede ot 1 Ha 10 yoBeka)

peakIuy Ha MACTOTO Ha MHYKCKTUPAHE (BKIIFOUUTEITHO 00JIKa, OTOK, 3a4epBsIBAHE WA CHPOSK);
WH(EKINN Ha JUXaTEIHUTE MHTUINA (BKIFOYNTEIHO MMPOCTY/Ia, XpeMa, MH(EKIHs Ha CHHYCHUTE,
MTHEBMOHHUS);

ri1aBo0oJIneE;

KopeMHa 0oJika;

raacHe 1 MOBPBHUIAHEC,

00pHuB;

0oJIKa B MYCKYJIHUTE.

Yectu (Moke na 3acersat no 1 Ha 10 goBeka)

cepro3HU NH(EKIUH (BKIIOUYUTEITHO OTPaBsHE HA KPBBTA U TPUIN);
YpeBHU MHPEKINH (BKIIOYUTETHO TaCTPOECHTEPUT);

KOXXHH MHQPEKIUHU (BKIIFOUUTEITHO LENYJIUT U XEPIIeC 30CTEP);
WH(EKINU Ha YIINTE;

WH(EKINK Ha yCTHATa KyXHHA (BKIIOUATEHO MH(EKINU Ha 360UTE U Xepriec);
WH(EKINN Ha BH3MPOU3BOIUTEITHATA CHCTEMA;

WHQEKIYs Ha MTUKOYHUTE ITBTHIIA;

I'bOUYHN UH(EKIUH;

CTaBHHU MH()EKIINH;

JOOpOKaueCTBEHH TYMOPH;

pak Ha KoXara;

aJIIEPTUYHY PEaKINU (BKIIOUNUTEITHO CE30HHA aJlepTHsl);
00e3BOIHSIBAHE;

MPOMEHHU B HACTPOEHHUETO (BKIIOYUTEITHO JICTIPECHS);
TPEBOXKHOCT;

0e3ChHHE;

CETHBHU HapyIlIEHHUs, KaTO MpaBy4YKaHe, OOIKaHe, H3TPBHIIBAHE;
MUTPEHA;

CHUMIITOMH Ha IPUTHCKaHE HA HEPBHO KOpeHYe (BKJIIOYUTENIHO OOJKa B 0JIHATA YacT Ha r'bpoOa
u OoJIKa B Kpaka);

HapyILIeHUE Ha 3pCHUETO;

BB3MAJICHUE Ha OUUTE;

Bb3NAJICHUE HA KJICTIAYNUTe U TIOAYBaHE Ha OUUTE;

BEPTHTO (CBETOBHPTEK);

YCKOPEHO ChpLIeOneHE;

BUCOKO KPBbBHO HAJISITaHE;

3a4epBsBaHE;

XeMaToM (KpbBOHAcsJaHe — TBbPAA IOAYTHHA OT ChCUPEHA KPBB);
KallInna;

acTMa;

3a0yX;

KbPBEHE OT CTOMAILIHO-YPEBHUS TPAKT;

Jqucriencus (HapyIieHO XpaHOCMUJIaHe, OyBaHe, KUCEIUHH);
KHCeIMHHA pediykcHa OomecT (BpbIaHe Ha KUCEITMHU OT CTOMaxa);
cuHIpoM Ha ChorpeH (BKIIOYUTETHO CyX0Ta B OUUTE U YCTATa);
CBHpOEK;
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CchpOsI 00puB;

MosiBa Ha CHHHHUY;

BB3MAJICHHE Ha KOXkKaTa (KaTo eK3eMa);

HalleliBaHe HOKTUTE Ha PBLETE U KPaKaTa,

MOBHUIIIEHO TIOTEHE;

KocomaJ;

OTKITIOYBaHE WMJIM BJIOIIABAHE HA IICOPHA3HC;

MYCKYJIHU CIIa3MH;

KpPBB B ypHHATA,

0b0peyHn npodneMu;

0OJIKM B TpbIHUS KOII;

OTOK (chOMpaHe Ha TEYHOCT B TSUIOTO, KOSATO MPUYMHSBA [TO{yBaHE HA 3aCETHATUTE THKAHM);
Tpecka;

HamaJsiBaHe Oposi Ha TPOMOOILIUTHTE B KPBBTA C MOBHUIICH PUCK OT KbPBEHE WITH MOSIBATA HA
CHHUHU;

3aTpyJHEHO 3a3/[paBsBaHE HA PaHU.

Heuectn (Mmoxe na 3acersart 1o 1 Ha 100 yoBeka)

HeoOnYaiiHu nHpEKINH (BKIIOYUTEIHO TyOepKyi03a U APYTH UH(EKUWH), Bb3HUKBALIHN IPU
HaMaJsIBaHE YCTOMYMBOCTTA HA OpraHu3Ma KbM 3a00JIIBaHMS;

HEBPOJIOTHYHHN MHPEKINHU (BKIIOYUTEIIHO BUPYCEH MEHUHTUT);

MH(EKIMU Ha OUYHTE;

OaxTepuaHA UHPEKITUH;

MUBEPTUKYIHT (Bh3NaJIeHNe U HHPEKIUS Ha Je0eI0TO YepBO)

pakK, BKIFOUUTENHO pak 3acsramny JuMpHaTa cuctema (muMdom) u menanoM (BUI pak Ha
KOXara);

UMYHHH HapyIleHUs, KOUTO MOTaT Jia 3acerHat OenuTe JpoOoBe, Koxkata u TUM(HUTE BH3IIU
(Haii-yecTo KaTo 3a00NsABaHE, HAPUIAHO CAPKOUI032);

BaCKyJIHT (Bb3MaleHue Ha KPbBOHOCHUTE CHIIOBE)

Tperepexe;

HeBpomnaTHs (YBpeKaaHe Ha HEPBH);

MO3BYEH yap;

JIBOWHO BUKIAHE;

3ary0a Ha ciIyXa, IIyM B YILIUTE;

ycellaHe 3a HepUTMUYHO OneHe, IpeckadaHe Ha ChpLETO;

npoOJeMHu ChC CHPLETO, KOUTO MOXKE /14 MPUUMHSIT 334yX WIN OTOK Ha ITIC3EHUTE;
CBbpACYEH yaap;

TOpOOBUIHO pa3LIMpPEHKE HAa CTEHATa Ha ToJsiMa apTeps, Bb3NaleHHEe H ChCUPEK BbB BEHA,
3aIlylIBaHe Ha KPHbBOHOCEH ChHI;

OenoapoOHu 3a00IsIBaHus, IPUIMHABAILH 3a4yX (BKIIOYUTEIHO Bh3MAJICHHUE);
OemopoOHa eMOomHs (3aITyIIBaHe Ha apTepus Ha Oenust 1poo)

IUIEBPAJICH U3/IMB (HEECTECTBEHO 3aIbp)KaHe HAa TEYHOCT B IIEBpAIHATA KyXUHA)
BB3NAJICHUE Ha MAaHKpeaca, KOeTO NPUYMHsIBA CHIIHA 0OJIKa B KOpeMma U I'bp0a;
3aTPyAHEHO IPETIbIIAHE;

OTOK Ha JIMIETO (TI0AyBaHe);

BB3NAJICHUE HA KIIBYHUS MEXYP, KAMBHH B KITBYHUS MEXYD;

3aTIBCTSBAHE HA YEPHUS Ipod (OTyIaraHe Ha Ma3HUHH B YEPHOAPOOHUTE KIIETKH);

HOIIHO U3MIOTSBAHE;

Oenesu;

HEEeCTECTBEH pa3naj Ha MyCKYJIUTE;

CHCTEMEH JIyIIyC epuTeMaroiec (HapylleHue Ha UMyHHATa CHCTEMa, BKIIOUUTEIHO Bb3IIaJIeHUE
Ha Ko’kaTa, ChpLEeTo, 6emuTe ApoOoBe, CTAaBUTE U APYTH OPTaHU M CUCTEMH);

YecTH ChOYKIaHUS;
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HUMIIOTCHTHOCT,
BB3IIAJICHUA.

Penxu (Mosxe nma 3acernat mo 1 Ha 1 000 goBeka)

JeBKeMus (pax, 3acsiraii KpbBTa U KOCTHHS MO3BK);

TEXKH JIEPTHYHH PEaKILInH;

MHOXECTBEHA CKJIEPO3a;

HapyIeHUs] Ha HepBUTE (KaTo Bh3MAIICHHE HAa 3pUTEIHUS HEPB HAa OKOTO M CHHIPOM Ha
I'unen-bape — 3abonsBane, K0eTO MOXe Aa AOBEAE A0 MYCKYJIHA cIabocT, IPOMEHEHH
yCeLIaHusl, U3TPhIIBaHE Ha PBLETE U FOPHATA YacT Ha TSUI0TO);

CHHpaHe Ha U3MOMIIBAHETO Ha KPBBTA OT CHPLETO;

OemonpobHa pudpo3za (cpacTBanus B OenuTe IpoOOBe);

nepdopanys Ha yepBara (poOUB B UpeBHATA CTEHA);

XeNnaTuT (Bb3NaJieHHe Ha YepHHUS Po0);

MOBTOPHO aKTHBUpaHe Ha MH(peKuus ¢ xenaTur B;

ABTOMMYHEH XEIaTHUT (BB3MaJICHHE Ha YepHUS APOO, IPUIMHEHO OT cCOOCTBEHATa HMYHHA
CcHCTeMa Ha OPTaHu3Ma);

KO>KEH BACKYJIUT (Bb3MaJICHUE Ha KPbBOHOCHHU CHJIOBE HA KOXKaTa);

cuaapoM Ha CtuBBHC-JPKOHCHH ((KHBOTO3aCTpaIIaBaIio 3a00IsIBaHe ¢ TPUITOTIOIO0HH
CHUMIITOMH 1 O0OpHB C MEXypH);

OTOK (MTOyBaHe) Ha JMLETO, CBbP3aH C ajJepruiHa peaKiys;

eputeMa MynTudopMe (Bb3ManuTeNeH KOXKeH 00pHB);

JYIyC-TI0I00CH CHHIIPOM;

aHruoeaeM (JIOKaJHO MOIyBaHe Ha KOXKaTa);

JMXEHOMIHA KOKHA peakus (ChpOsIL YepBEeHUKABO-JINIAB KOKEH 0OpHB).

C Hen3BecTHA YecTOTa (OT HATMYHHUTE JTaHHU HE MOXeE J1a ObJIe HallpaBeHa OICHKA)

Hsxown nexemnanu pcaknuu, Ha6J'H-0,Z[aBaHI/I C aZ[aJ'II/IMyMa6, MOIKE [1a HC Ca CBBP3aHU C PA3BUTUCTO HaA

xemnaTonveHaneH T-KiueTb4eH TuMQPoM (PSIIKO 37I0KaYyecTBEHO 3a00IIs1BaHe HA KPBBTA, YECTO

BOJIEINO JIO CMBPT)
Merkel-kierpueH kKapuuHOM (BUJ] paK Ha KOXKaTa)

Capkom Ha Kanomm — psiiko cpelias pak, CBbp3aH ¢ HHOEKIHs ¢ YOBELIKH XepIieceH BUPYC 8.
Capxom Ha Kanomu Haii-uecto ce cpema noa ¢popmara Ha IIypIlypHH H3MEHEHUS BbPXY KOXKaTa

YepHOAPOOHA HETOCTATHIHOCT

BJIOIIIaBaHE HA 3a00sIBaHE, HAPECUCHO IEPMATOMHUO3HT (TIPOSIBSIBA CE KATO KOYKEH OOPHUB,
MPUAPYKEH OT MYCKYJTHA C1ab0CT)

Ha/JaBaHe Ha TerJIo (TIPU MOBEUYETO MAMECHTH HAIJABAHETO Ha TETJIO0 HE € OHIIO TOJISIMO)

CUMIITOMH M MOJKE J1a ObJIaT YCTAHOBEHHU CaMO C MTOMOIIITA Ha U3CJICABAHUS HA KPHBTA!
Te BritOUBAaT:

MHoro yecTH (MOKe J1a 3acerHaT nioBeue ot 1 Ha 10 JoBeka)

HUCBHK Opol Ha OeJuTe KPbBHH KICTKHU;
HUCBHK Opoii Ha YepBEHUTE KPBBHU KJIETKH;
MOBULIEHUE HA JTUIUANTE B KPBBTA;
MOBHIIICHUE HA YSPHOPOOHUTE CH3UMHU.
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Yectu (Moxe na 3acersat 1o 1 Ha 10 goBeka)

BHCOK Opoii Ha OeNnTe KPbBHU KIETKH;

HUCBHK Opoi Ha TPOMOOLIMTUTE B KPHBTA,

MOBHIIIEHNE HA TMKOYHATA KHCEINHA B KPHBTA;
OTKJIOHCHHS B CTOWHOCTUTE Ha HATPHUS B KPHBTA;

HUCKH CTOMHOCTH Ha KaJIIUil B KPHBTA,

HUCKH CTOHHOCTH Ha (hochaTh B KPBHBTA;

BHCOKa KpbBHA 3axap;

BHCOKH CTOMHOCTH Ha JIAKTaT JAEXUApPOreHa3aTa B KPbBTa,
HaJIA4ie Ha aBTOAHTHUTENA B KPHBTA;

HHUCKHU CTOWHOCTH Ha KaJIUK B KPHBTA

Heuectn (Moxe ma 3acernar go 1 ma 100 goBeka)

o TTOBHIIIEHN CTOMHOCTH Ha OMIMPYyOWH B KpBBTa (YepHOAPOOEH MOKa3aTen)

Penxu (mosxe ma 3acernat no 1 Ha 1 000 goBeka):

o HUCBHK Opoii Ha OennTe KPHbBHU KIETKH, YePBEHUTE KPBBHU KJIETKHA U TPOMOOIIUTUTE B KPBHBTA.
Chol0maBaHe Ha HeKeJIAHHU PeakKInu

Axo nereTo Bu moydn HIKaKBU HEKEIIaHU Peakiln, yBegoMeTe Bamus texap uimu dapmareBT. Tosa
BKJIFOUBa BCHYKH BH3MOKHU HEOITMCAHU B Ta3H JIMCTOBKA HEXKEJIAHU peakiuu. MoskeTe ChIIo J1a
CHhOOLINTE HEXETIAH! PeaKky AUPEKTHO Ype3 HAllMOHAIHATA CHCTEMa 3a ChoOIIaBaHe, IOCOYCHA B

[punoxxenue V. Kato cho0maBare He)KeNaHN peakluy, MOXKeTe Ja JaieTe CBOS IPUHOC 3a
MoJTyJaBaHe Ha MmoBeue MHGOPMAIHsI OTHOCHO O€30TIaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kaxk n1a coxpansiBate Hyrimoz

Jla ce chxpaHsBa Ha MSCTO, HEJIOCTHITHO 3a JICIa.

He u3mon3BaiiTe ToBa JIEKapcTBO ClIe]] CPOKA HA TOIHOCT, OTOEINS3aH BPXY
eTHKeTa/OnucTepa/kapToHeHara Kytus cieq ,,I ogeH 1o:/EXP“. CpokbsT Ha rOJJHOCT OTroBapst Ha
MOCJIE/IHUS JICH OT MOCOYEHHS MECEIl.

Ha ce cpxpanssa B xmammiauk (2°C - 8°C). [a He ce 3ampassisa.

CroxpaHsBaiiTe IpeIBapuTEIHO HAITBJIHEHATa CIIPUHIIOBKA B KAPTOHEHATa KyTHS, 3a JIa C€ Tpeana3u
OT CBETJIMHA.

AJ'ITeDHaTI/IBHO CbXPaHCHHUEC!

Koraro e HeoOxo 1Mo (HampumMep, Korato meTyBare), Hyrimoz Moxke aa ce CbXpaHsiBa IpH CTaifHa
temnepatypa (1o 25 °© C) 3a MakcumaleH rmepuoj ot 21 qHu — TpsAOBa J1a CTe CUTYPHU, Y€ IPOAYKTHT €
3aIIUTeH OT CBETJIMHA. BeTHBX M3Ba/ieHa OT XJIIMJTHAUKA 32 ChXpaHeHHEe Ha CTalfHa TeMIlepaTypa,
Bamata npeiBapuTeIHO HaITbJIHEHA CIIPUHIIOBKA TPSAOBA JIa CE€ U3IMOJI3Ba B paMKUTE Ha 21 THU WJIH
Jla ce U3XBBJIN, JIOPY U JIa € BbpHATa B XJIaJAWIHUKa. Tps0Ba aa 3amuiinere garara, koraro Barrara
MIPEeIBAPUTETHO HAITBITHEHA CIIPUHIIOBKA € W3BaJIeHa 32 ITbPBH ITHT OT XJIAIMIIHAKA U 1aTaTa, e
KOSITO TPsIOBa J1a € U3XBBPIIH.

He H3XB’BpJ'I$II>iTC JICKApCTBAaTa B KaHAJIM3aluATa WU B KOHTCﬁHepa 3a JOMAalIHHM OTIIaabIIn.

ITormuraiiTe Bamms dapmareBT kKak 1a H3XBBPIIUTE JICKAPCTBa, KOUTO BeUe HE M3MoJ3Bare. Te3n
MEpKH II€ CIIOMOTHAT 3a OTIa3BaHe Ha OKOJIHATA Cpefa.
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6. Cbm)pmalme Ha onmaKkoBKaTa M 10IIbJHUTEC/IHA HHQ)OpMaHI/Iﬂ

KakBo cbpabpixa Hyrimoz

. AKTHBHO BeulecTBO: afanumymad. EHa npeaBapuTeIHO HAITbIHEHA CIIPHHIIOBKA ChIBPIKa
20 mg amanmumyma6 B 0,4 ml paztBop.
° ﬂpyI‘I/I CBbCTAaBKU: aAUNIMHOBA KUCCJIMHA, TMMOHCHA KUCCJIMHA MOHOXUAPAT, HATPUCB XJIOPU,

manuton (E 421), momucop6at 80 (E 433), ximopoBomoponna xkucenuna (E 507), Hatpues
xuapokcun (E 524) u Boma 3a wmxeknuu (BIxkTe Touka 2 ,,Hyrimoz cbabpika HaTpuii*).

Kaxk m3riexxna Hyrimoz u kakBo chIbpika onakoBKaTta

Hyrimoz 20 mg umkeknnoHeH pa3TBOp (MHKEKIMS) B IIPEIBAPUTEIHO HAIThIHEHA CIIPUHIIOBKA 32
ynorpe0ba mpu zena ce npejyiara karo 0,4 ml OucTbp /10 JIEKO Onajieciupart, Oe31BETCH UK

OJIe 10K BITCHUKAB PA3TBOP.

Hyrimoz ce moctaBs B CIIPUHIIOBKA 332 €IHOKpATHA yIoTpeda OT MpOo3pavHo CTHKIIO THII I, ¢ uriia ot
HepbxaaeMa ctomana 29 G, ¢ aBTOMAaTHYCH Ipe/Ia3uTell Ha UIJiaTa ¢ MsCTO 32 XBalllaHe, T'yMEHa
Kalayka Ha uriara (TepMOILIACTHYEH e1acTOMED) M TIaCTMAcoBO OyTaio, chabpskaima 0,4 ml
pasTBop.

Kapronenara kyTusi cbbpika 2 npeBapuTeHO HAITBJIHEHW CIPUHLIOBKH Hyrimoz.

He Bcuukm BUIOBE OMTAKOBKH MOXKE J1a ca IIyCHATH Ha Ta3apa.
Hyrimoz Moxe na ce nmpeanara u KaTo IpeBapUTEITHO HAIThIHEHA TTHCATIKA.

IMpureskaTes Ha pa3pelIeHHETO 32 YNOTpeda

Sandoz GmbH
Biochemiestr. 10

6250 Kundl

ABctpust

IIpousBoaureJ

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

3a nomrBIHMTENHA HHPOPMAIHI OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPYKETE CE C JIOKAITHHS
MIPEJICTABUTEN Ha TIPUTEKATEIS Ha Pa3pellICHUETO 3a yrnoTpeoda:

Belgié/Belgique/Belgien Latvija
Sandoz nv/sa Sandoz d.d. Latvia filiale
Tél/Tel: +32 2 722 97 97 Tel: +371 67 892 006
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bbarapus
Canno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EALGOO

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385123 53 111

Ireland
Rowex Ltd.
Tel: + 353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvmpog

SANDOZ HELLAS MONOITIPOZQIIH A.E.

(EALGS0)
TnA: +30 216 600 5000

Lietuva

Sandoz Pharmaceuticals d.d filialas

Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: 432 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organizacna zlozka
Tel: +421 2 48 200 600

Suomi/Finland

Sandoz A/S
Puh/Tel: +358 10 6133 400
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Jata Ha mocJieHO mpepasriiekaaHe Ha JUCTOBKATA
JApyru u3touHunu Ha uHpopmanus

IMoxpoOHa uHbopMalus 3a TOBA JIEKAPCTBO € MPeocTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus
IO JIeKapcTBara: https://www.ema.europa.eu.

7. Yka3zanus 3a ynorpeoda

3a Ja ce n3derne CBCHTYaAJIHA I/IH(I)GKIII/ISI 1 3a 1a C€ rapaHTupa, 4€ 1IC U3M0JI3BATC MMPABUIIHO
JICKapCTBOTO, BAXKHO € [1a CIIa3BATC CJICAHUTC YKA3aHUI.

TpsiOBa 1a cTe CUTYPHH, Y€ CTE MPOYLIH, pa30paiy U Cria3BaTe Te3U yKa3aHUs 3a yrnoTpeda, mpeau a
umkektupare Hyrimoz. Bammar MeMIIMHCKY cienuaivcT e Bu mokake Kak Jja MMOATOTBHUTE U J1a
umkektupare Hyrimoz nmpaBuiiHO, KaTO U3IONI3BAaTe MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA, MTPETH
Jla 51 M3I0JI3BATE 3a IMIPHB IMbT. AKO UMaTe BBIIPOCH, TOBOPETE C BaIms MEIUIIMHCKU CTICIIHAIKCT.

Bamara npeaBapuTe/iHO HAIbJIHEHA CIPUHIIOBKA 32 eAHOKpaTHA ynoTpeda Hyrimoz ¢
npeanasuTe/ HA UIJIATA U JOMbJIHUTETHO MACTO 32 XBalllaHe

Mpegnasuren Ha YWnukn 3a Bytano
urnaTa MPbCTN
Kana4yka Ha Yunmdkm Ha [naea Ha
lNpo3zopue-Bu3bop npeanasutens 6
nrnata ETnkeT n pata Ha Ha urnara yTanoro
N3TUYaHe Ha CpoKa
Ha rogHocT
'l"”l"' % pr—] |/ \
=l il )
-

Queypa A: llpedsapumentno nanvianena cnpunyoexa Hyrimoz ¢ npeonazumen 3a uenama u
OONBIHUMETHO MACMO 34 X8AUJAHE

MmHuoro BaxxHo ¢ Bue na:

. He OTBapsiTe KapTOHEHATa KyTHs, TOKAaTO HE CTE TOTOBH 3a M3IOJI3BAaHE HA CIIPHHIIOBKATA;

. He H3M0JI3BaTe CIIPUHIIOBKATA, aKO 3alle4aTBAHETO Ha OJIFcTepa € ¢ HapyIleHa IsUIoCT, Thid
Kato ynorpebaTta Moxke Ja He e Oe3omacHa 3a Bac;

o He OCTaBsITe HUKOTa CIPUHIIOBKaTa 0e3 HaOIro/IeHne, KbETO IPYTH X0opa MOXKE J1a UMat
JOCTBIT;

o 3HaeTe, Y€ aKo M3IyCHeTe CIPHHIIOBKATA CH, He TPAOBA 1a s M3M0JI3BaTe, aKO U3TJIeKIa
HOBpE/eHa, MJIH aKo CTe s M3ITyCHAIM ChC CBaJleHa Kalayka Ha UIJaTa;

. He cBAJIfATE Kalaykara Ha UTJIaTa 0 MOMEHTA Ha ITOCTAaBSHE Ha HHXKCKINATA;

. BHMMaBaTe Aa He I0KOCHeTe MACTOTO 3a XBalllaHEe Ha MPEANa3uTeNs Ha Uriara mpean

ynorpe0ba. /JokocBaHeTo My MOXKe Jja IPUYMHH NMPEXKIEBPEMEHHO aKTHBUPaHEe Ha
npennasutensd. He mpemaxsaliTe MsICTOTO 3a XBalllaHe NPeIN HHKEKTHPAHE.

. nxkektupare Hyrimoz 15-30 MuHyTH el H3BaskAaHETO OT XJIaAUIHUKA 32 HAMAJIIBaHEe Ha
IuckoM$opTa IpU HHKEKTUPAHE;
. U3XBBPIISITE U3I0I3BaHATA CIIPUHIIOBKA BegHara ciies ynorpeda. He uznosi3Baiite moBTOpHO

cnpuHnoBkaTa. Biwxre ,,4. U3XBbpJisiHe HA U3M0JI3BAHU CIPUHIOBKU B Kpas Ha
yKa3aHHATA 3a yImoTpeoda.
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Kak na coxpansBate Hyrimoz?

. ChxpaHsBaliTe BRHIIIHATA KAPTOHEHA KYTHsI ChC CIIPUHIIOBKH B XiaamiHUK (0T 2°C mo 8°C).

. Koraro Bu e HeoOxoauma (Harmpumep, ako mie mpTyBate), Hyrimoz mosxe na ce chbxpaHsaBa npu
craiina Temmepatypa (1o 25°C) 3a MmakcumaiieH nepuoj 21 aHu — yBepeTe ce, ue € mpena3eHa
ot cBerauHa. Crient U3BasKAaHe OT XJIaJUIHHMKA 32 ChXpaHEHUE Ha CTaiiHa TemrepaTtypa, Bamara
NpeABapUTEIHO HATbJIHEHA CIIPUHIIOBKA TPSIOBa Aa ce M3M0J3Ba B CPOK A0 21 AU niu 1a ce
U3XBbPJIH, IOPHU U TIO-KBbCHO € Onia BbpHaTa 00paTHO B XJIaAWIHUKA. TpsiOBa na cu 3amuiere
JlaTara, Ha KosTo BamaTta npeBapuTeTHO HaITbIHEHA CIIPHHIIOBKA € N3BaJIeHa 33 TIPBB BT OT
XJIaIUITHUKA, KaKTO U JaTaTa, cliel KOsTO TpsiOBa J1a ce U3XBBPIIH.

o 3a ;a mpearnasuTe OT CBETIMHA CIIPUHIIOBKUTE, ChXpaHsIBaiTe I'M B OpUTHHAIIHATA KapTOHEHA
KyTHS IO MOMEHTa, B KOWTO CT€ TOTOBHU Ja T'Ml U3IIOJI3BATE.

o He cpxpansiBaiiTe CIPHHIIOBKATE TIPU €KCTPEMHA TOTUIMHA HITH CTY/I.

. He 3ampa3sBaiite CipUHIIOBKUTE.

CobxpansBaiite Hyrimoz u BcH4YKu JiekapcTBa HA MSICTO, HEJOCTHIIHO 32 Jena.

KakBo Bu e Heo0xoanmo 3a Bamara ma:keknus?

[TocraBere ciieHUTE KOHCYMATHBH HA YHCTA U TJIJKa MIOBBPXHOCT.

B xapronenata Bu xyTus ce BKIrouBa(T):

. Hyrimoz npeasapurtenHo HambiHeHA(M) crpuHIloBka(u) (BrwkTe Queypa A). Beska cipuHIioBKa

cpabpka 20 mg/0,4 ml Hyrimoz.

B kaproHneHaTa KyTus He ce BKJI04Bar (Bumkre @urypa B):

. KBPITUYKa, HATIOCHA CHC CITUPT
. MaMy4eH TaMIIOH WIIA MapJis
° KOHTEHHEP 32 OCTPH OTHAIBIH

cDuzypa B: KOHCyMamueu, Koumo He ce eKlioveam 6 Kymusma

Buwxre ,,4. W3XBBpJIsiHE HA U3MO0J3BAaHN CHPUHIIOBKU® B Kpas Ha yKa3aHUsTA 3a yrnoTpeoa.
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IIpenn Bamara uHKeKuus

Queypa C: npeonazumensim Ha U2iama He e
aKmueuUpaH — CNPUHYOBKAma e 20moea 3d

ynompeba
o] B tazu xoHdpurypamus o]
npeanasutenat Ha urnata HE E
AKTHUBHUPAH.
o] CrpuHIIOBKAaTa € TOTOBA 3a yroTpeda o]

(BuxTe Queypa C).

IToaroroBKa HAa CIIPUHLIOBKATA
C men HamaisIBaHEe Ha TUCKOMQOpTa IpH WHXEKTHPaHE U3BasieTe OIUCTEpa, KOUTO ChIbpiKa
CIIPUHIIOBKATA, OT XJIAJWIHUKA, KATO IO OCTABETe HEOTBOPEH Ha pabOTHATA CH MOBBPXHOCT 3a
oxoio 15 no 30 MuHyTH, 3a ]2 JOCTUTHE CTaiiHA TeMIIepaTypa.

I/I3BaI[€TC CIIpUHIIOBKAaTa OT 6J'II/ICTepa.

Queypa D: npednazumenam Ha uerama e
aKmueupam — He u3noaseaime

B Tasu koHdpurypanus
Mpe/ITa3uTellsl Ha Urjiara e
AKTUBUPAH.

HE M3MO0JI3BAUTE
CIIPUHIIOBKATA (BIIKTE
Queypa D).

[Nornemuere mpe3 mpo3opueTo-Bu3bop. Pa3TBOPHT TpsiOBa na Obje Oe31BETEH WU
0JIeIOXKBITEHUKAB, a CHIO U OMCTHD 0 JIEKO omnanecuupail. He ro u3nonspaiite, ako BUANTE,
Je UMa TBBPIU YaCTHIIH /WU TIPOMSHA Ha I[BeTa. AKO MMaTe HIKAKBH OMACEHUS OTHOCHO
BUJIa Ha Pa3TBOpPa, CBBpKETe ce B Bamms (apmarieBT 3a cblielCTBHE.

He usnon3paiite cCipuHIIOBKATA, aKO € CUYIIEHA WK aKO MPeANa3uTessT Ha uriata e
aKTUBUpaH. BepHETE CIPUHIIOBKATA M OMTAKOBKATA, B KOSATO CTE s ITOJyYMJIH, B allTeKara.
[lornemuere narara Ha u3TH4YaHe Ha cpoka Ha rogHocT (EXP) na Bamara cnpuniioska. He
W3MOI3BATE CIIPUHITOBKATA, aKO CPOKBT Ha TOAHOCT € M3TEKBII.

Cebpikere ce ¢ Bamus ¢papmaneBT, ako CIPUHIOBKATA He U3IbPKH HAKOHN OT ONMUCAHUTE T0-
rope nNpoBepKH.

1.

H360p Ha MSACTO 32 HHKEKTHPaHe:

[IpemmoppyaHOTO MACTO HA HHKEKTHUPAHE € IIPeIHATa YacT
Ha OeapoTo. Moske Ja M3I0JI3BaTe OJTHATA YacT Ha
KOpeMa, HO He M 30HaTa Ha 5 cm OKOJIO IbIa (BUXKTE
Quzypa E).

Bunaru n30upaiite pa3mudHO MSICTO, KOTaTO CH TTOCTaBATE
WHKEKITHSL.

He nmxextupaiite B 30HH, KBIETO KOXKaTa € OOJIE3HEHA,
ChC CHHHUHH, 3a4€PBEHA, C JIFOCIIH WU € TBHpa.
N3bsrBaiiTe 30HU ¢ Oene3n WK CTpUU. AKO UMate
nicopuasuc, HE Tpsi6Ba na mHxekTupare AUPEKTHO B
30HUTE C TICOPUAZUCHHU TIIAKH.
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2. IHoyucTBaHe HA MSACTOTO HA MHKEKTHPAHE:

. W3muiiTe TpIKIMBO PhIETE CH ChC CAllyH U BOJA.

. C KpBroBU IBUKEHHS MTOYUCTETE MSICTOTO HA MHIKEKTHPAHE
C KbpIHUYKa, HarmoeHa cbe cupT. OcTaBeTe ro /1a N3ChXHE,
npenu ja uHxekrupare (Buxre Queypa F).

. He noxocBaiiTe mouncTeHata 30Ha MPeAN UHKEKIUITA.
3. IlocTaBsiHe HA UHKEKIUATA:

. BrumatenHo u3appIialiTe Karmaykara Ha uriarta 06e3 aa s
OT'BBaTE, 32 J1a 51 CBAIMTE OT CIPUHIIOBKATA (BHKTE
Queypa G).

. M3xBbpieTe kanaukaTa Ha Urjiarta.

J BBb3MoxkHO € 1a 3a0enekuTe Karka TeUHOCT Ha BbpXa Ha

uriara. Topa € HOPMAJIHO.

o BuuMarenHo 3aXBaHeTe KOXKHA I'bHKA HAa MSACTOTO Ha
UHXeKTupaHe (Bmwkre Queypa H).

. BbBenete uriata B KokaTa cH, KakTo € IIOKa3aHo.

. Hatucuere urnara nokpai, 3a 1a ce rapaHTHpa, ue

JICKapCTBOTO 1IC 6’5]16 IAJIOCTHO BBBCIACHO

. 3aapBKTe CIIPUHITOBKATA, KAKTO € TTOKa3aHOo (BIKTE
Queypa l).
o baBHO HaTtHucHeTe OyTaIOTO JOKpal Taka, 4e riiaBata Ha

OyTanoTo Aa ObJIe U3III0 MEeXIY MACTOTO 32 XBalllaHe Ha
MIpena3uTelis Ha uriara.

. JpbxTe OyTaaoTo HATHCHATO JOKpai, KaTo
€THOBPEMEHHO C TOBA IbPKUTE U CIIPUHLIOBKATA
HETIOJBM)KHO HA MSCTOTO U 3a 5 CEKyHIU.
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Queypa F: [louucmeme mscmomo na
UHIICeKMuUpane

[
Queypa G: Ceaneme kanaukama Ha
uenama

Queypa I: 3adpwvocme cnpunyoskama



. KaTo nbp:kuTte 6yTa10TO HATUCHATO TOKpAid,

BHUMATEITHO W3BAJIETE UTJIaTa OT MSICTOTO Ha
UHKEKTHpaHe 0e3 J]a OrbBaTe M OTIYCHETE KOXKaTa (BHKTE
Queypa J).
Queypa J: Uzeademe uenama de3 oa
ocveame
o BaBHO oTIycHeTe OyTanoTo, 3a 1a MOKE MPEMa3uTeNsT

Ha WTJIaTa aBTOMATHYHO J1a TIOKPHE OTOJIEHATa HUIJIa
(BuxTe Queypa K).

. BB3MOXHO € 1a UMa MaJKo KPbB Ha MACTOTO Ha
UHXeKTUpaHe. Moxe 1a IPUTHCHETE MaMy4eH TaMIIOH
WTA Mapiist KbM MSICTOTO Ha WHXKEKTHPAHE U Ja 3aIbPKUTE
10 cexynmu. He pastpuBaiiTe MSCTOTO Ha MHKCKTHUPAHE.
Moske 1a TOKpHeTe MICTOTO Ha MHXEKTUPAHE C MaJllKa
JIeTIeHKa, aKO UMa HYXK/Ia.

Queypa K: basno omnycueme
bymanomo

4. N3xBbpJisiHe HA U3MOJI3BAHUTE CIIPUHIIOBKH:

o W3xBBpiieTe U3Mo3BaHaTa CIpUHIIOBKA B KOHTEHHepa 3a
OCTpH OTHAIBIM (HOOpE 3aTBAPAII CE, yCTOMYUB Ha
npobuBane c¢ha). KakTo 3a Bammre 6e30macHoCT 1
3/IpaBe, Taka U 3a Te3W Ha JIPYTUTE XOpa, UTIIUTE U
M3IOJI3BAaHUTE CIPUHIIOBKY HE TPsiOBa HUKOTA J1a Ce
U3M0J3BaT MOBTOPHO.

L4 He H3XBLpHHﬁT6 JICKApCTBa B KaHAJIM3alusTa WIHA B ||| h|

KOHTEHHepa 3a foMantHu otnagsuy. [lonuTaiite Bamms [ 1

JeKap Wi (apMaLeBT Kak Jla H3XBbPIIATE JeKapcTBara, \
KOHMTO He M3moi3Bate. Te3u MepKH I1e CIIOMOTHAT 32 oCPH
Ola3BaHe Ha OKOJIHAaTa cpeaa. HemsnonsBanusar OTMATBUM

JICKaPCTBEH MPOAYKT WX OTIIAABYHUTE MaTCpUaInd OT
HETO Tp}I6Ba Ja CC U3XBBPJAT B CbOTBECTCTBUC C MECTHHUTE
HN3HUCKBaHUA.

2
_

AKO MMaTe HAKAKBH BBIIPOCH, MOJIsl, roBopeTe ¢ Bamus jexkap, papmaneBT WM MeJUIUHCKA
cecTpa, KOUTO ca 3ano3HaTu ¢ Hyrimoz.
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JIucroBka: uH(popManyd 32 NalHeHTa

Hyrimoz 20 mg uH»KeKIMOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA CIIPUHIIOBKA
ananumymab (adalimumab)
20 mg/0,2 ml

IIpouyereTe BHUMATEIHO LA/1aTa JUCTOBKA, IPeaH AeTeTo B na 3amo4yHe 1a U3M0/13Ba TOBA
JIEKAPCTBO, Thil KATO TH ChAbP:Ka Ba:KHA HHPOpPMAaLUs.

3amazere Ta3u AUCTOBKA. MOXe /1a ce HAIOXKH J1a 5T TPOUYETETe OTHORBO.
Bamusat nexap me Bu najge cplio HanoMHsAIIA KapTa Ha MAIlUEHTa, KOATO ChIbpKa BaXKHa

I/IH(I)OpMa]_[I/Iﬂ OTHOCHO 663OHaCHOCTTa, C KOATO TpSI6Ba Ja CTC 3a1o3HaTu, nmpeau ACTETO Bu Ja

3amoyHe Aa npuiara Hyrimoz u no Bpeme Ha neuenunero ¢ Hyrimoz. CexpaHsiBaiiTe Ta3u
HaIOMHJIIA KapTa Ha nanueHTa y cede cu uiu y Bamero nere o Bpeme Ha JIe4€HHETO U
4 mecena cnen nocneaHaTa nkekus Hyrimoz, noctaBena nHa Bameto nere.

AKO UMaTe HSIKaKBH JOMIBJIHUTEIHN BBIIPOCH, HonuTainTe Bammus nekap wim gpapmanesT.

ToBa nekapcTBO € npeanucaHo JTuYHO Ha AeTeTo Bu. He ro npeorcrriBaiiTe Ha Apyru xopa. To

MOJKE J1a UM HaBpEIH, HE3aBUCUMO Y€ MPHU3HAIMTE Ha TAXHOTO 3a00JIIBaHE Ca CHIIUTE KaTo
Te3U Ha JeTeTo Bu.

Axo nereto By monyun HAKaKBY HE)KEIaHU PeaKInd, yBeqoMeTe Bamms nexap wmm
(apmarnieBT. ToBa BKJIFOUBA M BCUUKH Bh3MOKHH HEKEJIAHHU PEAKI[|K, HEOITMCAaH! B Ta3u
nucToBKa. Bukre Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKaA

NV AEBOD -

Kakgso npencrasisBa Hyrimoz u 3a kKakBo ce U3IONI3Ba

KaxkBo Tpss6Ba nma 3Haete, npeau aerero Bu ga m3nonssa Hyrimoz
Kaxk mga m3nomssare Hyrimoz

BB3M0OKHH HEXXeNIaHH PeaKIuu

Kak nma cexpansBare Hyrimoz

ChabpkaHue Ha ONIAKOBKATa M JOIBIHUTENHA HHPOPMALUS
VYka3aHus 3a ynotpeda

Kaxkso npeacraBiasasa Hyrimoz u 3a kakBo ce u3moj3Ba

Hyrimoz chbpika akTHBHOTO BEIIECTBO afaliMyMal, JIeKapcTBO, KOETO JISHCTBA Ha IMyHHATA
(3amuTHaTa) cCUCTEMa Ha OpraHu3Ma.

Hyrimoz € IMpEAHA3HAYCH 3a JICUCHNC Ha CJICAHUTC Bb3NAJIUTCIIHU 3a00JIIBaHUS:

MOJIMAPTUKYJIAPEH IOBEHUJICH UANONATHIEH apTPUT
apTPUT, CBBP3aH C CHTE3UT

TICOPUA3UC C TUTAKY TIPH JeTa

oonect Ha Kpon mpu nena

HEUH(EKINO3EeH YBEHT TIPH Je1Ia.

AXTUBHOTO BCIICCTBO B Hyrimoz, aﬂaJ’II/IMYMa6, € MOHOKJIOHAJTHO aHTUT:JI0. MOHOKJIOHATHUTE
AHTUTCJIa Ca IPOTCUHU, KOUTO CC CBBP3BAT CHC CHGLII/I(l)I/ILIHI/I MUIICHU B OpraHru3Mma.

CrenuguyHara MUIIICHa Ha a1aTAMyMal € IPOTeHH, HapeueH TyMop-HekpoTusupai gpaktop (TNFa),

KONTO MPUCHCTBA B MOBUIIICHN KOJMYECTBA MPU BBH3NAIUTEIHUTE 3a00JI9BaHus1, H30POCHHU T0-TOPE.
Ceop3Baiiku ce ¢ TNFa, Hyrimoz 61okupa HEroBoTo nelicTBHE U HaMajlsBa BB3MAICHUETO MPH TE3U
3a00JIsIBaHUSL.

[TonuapTHKyIapeH I0BEHWIEH WIHONATHYEH ApTPUT

HOJ’II/IapTI/IKYHapHI/ISIT FOBCHUWJICH UAUONIATUYCH aPTPUT € BB3NAJIUTCIIHO 3a00J19BaHe HA CTABUTE.
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Hyrimoz ce u3noin3Ba 3a JieueHne Ha MOJUAPTHKYIAPEH IOBEHUICH UIMONATHYCH apTPUT MPH Aea
Y FOHOILIM Ha BB3pacT oT 2 10 17 roauuu. I[IbpBOHaUanHO Ha MAIMEHTUTE MOXKE Aa ObAAT NpHIaraHu
Jpyry, IPOMEHSIIU X0/1a Ha 3a00JI1BaHETO JIEKApPCTBa, KATO METOTpeKcaT. AKO Te He JieiicTBaT
JOCTaThuHO A0Ope, Ha MalMeHTHTe 1e 0bae npeanucad Hyrimoz 3a jnedeHne Ha TEXHUS
NOJIMaPTUKYJIApeH IOBEHWICH HIHMONATHIEH apTpHT.

ApTpHUT, CBBEP3aH C EHTE3UT

ApPTpHTBHT, CBBP3aH C CHTE3UT, ¢ Bh3MAINTEIHO 3200JIIBaHE HA CTABUTE M HA MECTATa, KhJCTO
CYXOXKUJIUATA CC€ MPUKPETIAT KbM KOCTTA.

Hyrimoz ce u3momn3sa 3a jgeueHre Ha apTPUT, CBBP3aH C CHTE3UT, TIPHU TMAIUCHTH Ha BB3PACT MEKIY

6 u 17 rogunu. [TbpBOHAUaHO Ha BareTo mete Morar aa ObAatT NpUIaraHu JPyrd MPOMEHSIIH X0a
Ha 3a00JISIBAHETO JICKAPCTBA, KATO METOTPEKCAT. AKO TO HE CE IMOBJIUAE JOCTATHYHO AOOPE OT TE3U
JIeKapcTBa, e My Oble qaaeH Hyrimoz 3a jedeHue Ha HErOBHsI apTPUT, CBbP3aH C CHTE3UT.

Tlcopuasuc ¢ miaku mpH jena

[IcopuasuchT ¢ TIIaku € Bh3NAIUTEITHO KOKHO 3a00JIsIBaHE, KOSTO MPEIU3BUKBA 00pa3yBaHETO HA
YepBEHH, JIFOCMIECTH, TBBPH METHA 10 KOKaTa, MOKPUTH Che cpedpurctu mocnu. [lcopnaszncsT ¢
TJTAKH MOJKE J1a 3aCerHe M HOKTUTE, KaTO TY IIPaBH YyIUIMBH, BOJH JI0 yaeOeIsIBaHE U OTACIIIHE Ha
HOKBTS OT HOKBTHOTO JIOKE, KOSTO MOXe Jia € 0oe3HeHo. CunTa ce, 4e MCOPUas3uchT Ce MPUIHHSBA
OT Mpo0JIeM C UIMyHHATa CHCTEMa Ha OpraHu3Ma, KOMTO BOJIU JIO IIOBUIIICHA TIPOAYKIINS Ha KOXHH
KIIETKH.

Hyrimoz ce u3non3Ba 3a jieueHrne Ha TEXBK IICOPHAZKC C TUIAKH MIPH JIella U IOHOIIN Ha Bh3pacT
oT 4 1o 17 roguHu, MpU KOUTO MPUIAraHnuTe JIEKapCcTBa BbPXY KOXKaTa | JISYCHUETO ¢ Y B cBeTInHa He

ca ToJIeHCTBAI MHOTO TOOpe WIIH HE Ca TIOIXOISIITH.

bonect a KpoH nipu gera

Bbonecrra Ha KpOH € BB3MAJIUTEIHO 3200 IIBaHe Ha gcpBara.

Hyrimoz ce n3non3Ba 3a Je4eHHe Ha yMepeHa 10 Texka 0osect Ha KpoH npu gena v roHOoIIN Ha
BB3pacT oT 6 10 17 roguHu.

IIspBOHAYaHO HA MeTeTo B MOXe ma ObAaT MpriIaraHu APYTH JeKapcTBa. AKO TE3H JIeKapCcTBa HE
nmoJIeHCTBaT JOCTAaThYHO A00pe, Ha AeTeTo Bu mie 0bae npuioxen Hyrimoz 3a HamalnsiBaHe Ha

MPU3HAOUTE U CUMIITOMUTE HAa HCTOBOTO 3a00JIBaHe.

HeunndekimoseH yBEUT IIpH jieria

Hewnndexkimo3eH yBeUT € BB3MAIUTETHO 3a00IsIBaHE, 3acATaI0 ONPEAETICHH YacTH Ha OKOTO.
Br3manenuero Boau 10 HaMaIsIBaHe Ha 3PEHUETO W/WIIHM HAIMYKE HA MBTHUHHU B OKOTO (YepHHU
TOYHMIY WU ThHKU JIMHUHU, KOUTO CE€ JBMKAT B 3pUTEIHOTO ToJje). Hyrimoz neficTBa upe3 HaMaisiBaHe
Ha TOBAa BH3IAJICHHUE.

Hyrimoz ce u3non3Ba 3a jieueHue Ha Jiela, HABbPIIWIN 2 TOJUHH, C XPOHUYEH HEMH(DEKIIMO3EH YBEUT
C BB3MAJIEHUE, 3acArallo MpeJHaTa 4acT Ha OKOTO.

[IspBoHavanHO Ha meTeTo Bu Moxe ma ObAaT npuiiaraHul IpyTH JekapcTBa. AKO Te3H JIeKapcTBa He

MmoJIeHCTBAT JOCTAaThYHO A00pe, Ha AeTeTo Bu mie 0bae npusioxen Hyrimoz 3a HamalnsiBaHe Ha
MPHU3HAIIATE ¥ CHMITOMUTE Ha HETOBOTO 3a00JIsBaHe.
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2.

Kakgo TpsdBa 1a ce 3HaeTe, npeau Aerero Bu na u3nonssa Hyrimoz

He u3noazsaiite Hyrimoz

aKo JieTeTo Bu € anepruuHo KbM afaiuMyMald WM KbM HSKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
nexapcTBo (M30poeHH B TOUKA 6).

ako nereto Bu mma Texxka nH(EKIHs, BKIFOYUTEITHO TyOepKyi03a, cernicuc (0TpaBsHe Ha
KpBBTa) WA JPYTH OMOPTIOHUCTHYHN WHMEKITNH (HeoOmuaiiH WH(EKITNH, CBbP3aHH C
oTciabBaHe Ha UMyHHara cucteMa). Baxno e j1a nadopmupare Bamms siekap, ako gereto Bu
“Ma CUMITTOMH Ha WH(EKIHsI, HampuMep TpecKa, paHd, OTIAHAIOCT, IPOOJIEMH ChC 30HTE
(Bmxre ,,IIpeaynpexaeHus u MpeanasHu MEPKU-).

aKo nereto Bu mMma ymepeHa 1o TexXKa ChpAeYHa HEAOCTaThYHOCT. BaxkHO e ma mHpopMupaTe
Bamms siekap, ako gereto Bu e nMano uim umMa cepuo3Ho ChpJeuHO 3a00IsBaHe (BIKTE
»LIpeaypexXIeHUs U IPeana3Hu MEpKH ).

[penynpesxkaenns u npeanasHu MePKU

l'oBopete ¢ Bamms nekap nim dapmanest, npenu aa unonassare Hyrimoz.

AJlepruunga peaxius

Ako aerero Bu uma aneprudna peakius CbC CUMITOMH KaTO CTSATaHE B TbPIUTE, XPUITCHE,
3aMaiiBaHe, OTOK WM OOpHB, HEe WHXKEKTHpaiTe moBeue Hyrimoz u He3abaBHO ce CBBPIKETE C
Barmust niekap, Thit KaTo B peAKH CIy4Yau T€3U PEaKIIMUA MOTraT Jia ObJaT KHBOTO3aCTpalllaBaIly.

Undeknunn

Axo nerero Bu niMa nH(EKINS, BKITFOYUTEITHO TPOIBIDKATEIHA WA OTpaHHYeHa HH(EKIUs
(kaTo HampuMep sA3Ba HA Kpaka), KOHCYJITUpaiiTe ce ¢ Bammwst nexap npenu ynorpedara Ha
Hyrimoz. Ako He cTe cUrypHH, CBBpIKETE ce ¢ Bams nekap.

ITo Bpeme Ha sieuenuero ¢ Hyrimoz nerero Bu Moxe 1a ce pasdoiiee mo-1ecHO OT HHOEKIUH.
To3u prck MOXe Ja ce YBeIuIH, ako (YHKIHUATA Ha OenTe ApoOoBe Ha neTeTo Bu e
HapymeHa. Te3n HHPEKIUI MoXe a ObJaT CEpUO3HU | Ja BKIIOUBAT TyOepKyo3a, HEKIINH,
MPUYUHEHH OT BUPYCH, IbOWYKY, MAPA3UTH WIH OAKTEPUU, WU IPYTH HEOOWYaliiHN
MPUYIMHATETTN Ha HHPEKITUN U CETICUC (OTpaBsSHE Ha KPHBTA).

B penxu ciyvan Te3n nHGEKInu Moxe 1a ObIaT KUBOTO3acTpalaBaiiy. BaxHo e 1a
uHpopmupare Bamms nekap 3a nmosiBata Ha CHMITOMH KaTO TPECKa, PaHH, OTIAJTHAIOCT MU
npobieMu cbe 3p0HTe NpH AeTeTo Bu. Bammuar nexkap Moxe ga npenopbya BpeMEHHO CIIUpaHe
Ha ynorpebara Ha Hyrimoz.

Ty6epkyiosa (TH)

Toii KaTo MMa chOOIIEHHS 3a TyOEepKyYJ103a IIPH MALMEHTH Ha JICueHHe ¢ aganuMmymad, Bammsar
JieKap Ie u3ciensa neTero Bu 3a mpu3HaLy U CUMIITOMH Ha TyOEpKyJI03a peiu 3alo4BaHe Ha
nedenueto ¢ Hyrimoz. ToBa BkItouBa 00CTOIHA MEIUIIMHCKA OIIEHKA, BKIIOYUTETHO aHAMHE3a
Ha eTteTo Bu, 1 moaxo s CKpUHHUHT (HalpuMep PeHTreHOBa CHUMKA Ha TPhAHMS KOLI U
TyOepKynHOB TecT). [IpoBexnaneTo u pe3ynTaTuTe OT Te3H U3CIeABaHUs TPsIOBa aa ce
oTOenexaT B HAIIOMHSIIATA KapTa Ha MalieHTa Ha JeTeTo Bu. MHOro € BaykHO /1a
uHpopmupare Bamms iekap, ako gereto Bu e 6omeayBano ot TyOepKyo3a Win € OUJIo B TECEH
KOHTAKT C HSKOM OoJsieH oT TyOepkyio3a. Ilo Bpeme Ha ieueHHeTo MOXKe Jja ce pa3BHe
TyOepKyI03a, 1opu ako aereto Bu e npuemaio geueHue 3a npenasBade oT TyOepKyno3a. AKo
10 BpeMe Ha JICUSHHETO MJITH CIIE/ HETO CE MOSIBAT CUMIITOMU Ha TyOepKyIio3a (TOCTOSHHA
KalllIiia, 3ary0da Ha TerJo, JIMIca Ha eHeprus, JIEKO NOBUIIEHA TEMIIepaTypa) WiIn HIKaKBa
npyra uHbeknus, He3abaBHO nHMOpMupaniTe Bammus nekap.
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IIsryBane/moBTapsamm ce nHOEKIUNA

. Kaxere Ha Baus nekap, ako neteto By e ®UBsUIO WK MBTYBANO B PAHOHU, KBJIETO MHOTO
4eCTOo ce cpenar MHPEKIUU OT T'bOMYKH KaTO XMUCTOILIA3MO03a, KOKITHINOWIOMHKO3a UITH
0J1aCTOMHKO34a.

. Kaxere Ha Bamms nekap, ako nerero Bu e 6osemyBaio OT MOBTapsIy ce MHPESKIIUU HITH IPYTH

3a60JI$IBaHI/I$I, KOUTO MOBUIIIABAT PUCKA OT I/IH(i)CKI_II/II/I.

Bupyc Ha xenatut B

. I'oBopere ¢ Bamms nekap, ako nereto Bu e Hocuten Ha Bupyca Ha xenatut B (HBV), ako nma
aktuBHa HBV mHexus wm cuutate, 4e € H3JI0KEHO Ha PUCK OT 3apa3sBane ¢ HBV. Bammsr
Jexap TpsiOBa ma nscinenBa gaerero Bu 3a Bupyca Ha xenatut B (HBV). Ananumymab moxe
MOBTOPHO J1a akTuBUpa uHPpekuusata or HBV mpu xopa, HocuTenu Ha To3u BUpyc. B Hiikon
pelKu ciydyan, 0cCOOCHO aKo eTeTo Bu npuema apyru jnekapcTBa, KOUTO MOTHCKAT UMyHHATa
crcTeMa, IOBTOPHOTO aKTHBHpaHe Ha nHpeknuaTa ¢ HBV moxe ma 0b1e
JKUBOTO3aCTpallaBallo.

Omneparyst WiM IpoOIIEMHU ChC 3B0UTE

° Axo Ha neteTo Bu npezcTou onepanys WM ASHTaTHU TPOIeAyPH, MO, KaxeTe Ha Bammms
nekap, ue gerero Bu npunara Hyrimoz. Bammsr nekap Moxe J1a mpernopbia BPeMEHHO Ja CIIpe
ymotpebaTa Ha Hyrimoz.

JleMHeIUHU3UPAIIIO 3a00J19BaHe

. Axko nerero Bu nMa unm pasBue JeMueIMHU3UpAILo 3a00s1Bane (3a00saBaHe, KOETO 3acara
3alIMTHAaTa OOBUBKA HAa HEPBUTE, KATO MYJITUIUIEHA CKIIEpO3a), Bamuar siexap e pemu aanu e
HEOOXO0MMO J1a ToJTy4yaBa WM /1a MPOIBIDKM J1a mosrydaBa Hyrimoz. HezabasHo
uHopmupaiite Bamms nekap, ako gereto Bu nma cumnrTomMu KaTo IpOMEHH B 3pEHHUETO,
c1a00CT B phIETE WM KpaKaTa WM U3TPHIIBAaHE WINM MpaByUYKaHE B HIKOS 4acT Ha TSIOTO.

Bakcuna

. OrmpeneneHy BaKCHHY ChIBPKAT )KUBH, HO OTCIIA0CHN (POpMHU Ha O0JIECTOTBOPHH OAKTEPUH WITH
BUPYCH U HE TPsIOBa Jia ce mpuiiarar 1o BpeMe Ha JieueHnero ¢ Hyrimoz, 3a na He mpeau3BUKaT
ciyvaiino uHpeknus. [lockBeTBaiiTe ce ¢ Bamus jiekap npeau NpuiIoKEeHUETO Ha KAKBUTO U J1a
6uno BakcuHu Ha AeteTo Bu. [Ipenoprusa ce, ako MMa Bh3MOXKHOCT, JelaTa Aa IPUKIIYaT ¢
BCUYKU UMYHH3AIIUHU ChTIIACHO HACTOSIIHS HMYHHU3AIIMOHEH KaJICHIap 3a TSAXHATa Bh3pacT
Mpey 3aro4yBaHe Ha jiedyeHuero ¢ Hyrimoz.

Axo memiepst Bu e mpuemana Hyrimoz, mokaro ¢ 6una 6pemenHa, 6e0eTo 1 Moxke 11a ObJe ¢
MO-BUCOK PUCK 32 pa3BUTHE Ha TakaBa WH(EKIHS JO0 MET Mecella Clie/l OCIeIHaTa 103a, KOATO
€ MoJTy4YuJia 1o BpemMe Ha OpeMeHHocTTa. BaxkHo e na nHpopmupare nekaps Ha 6e6eTo Ha
IblIeps Bu u qpyrute MeIMIIMHCKH CIICIMANINCTH, Y€ T4 € JeKyBaHa ¢ Hyrimoz no Bpeme Ha
OpeMEeHHOCTTa CH, TaKa 4e Jia MOrar Jia peliaT kora Ha 6e0eTo ¥ TpsiOBa Jia ce HanpaBu KaKBaTo
U Jla € BaKCUHAIMS.

CopaeuHa HeJIOCTAaTBYHOCT

° BaxxHo e na kaxxere Ha Barmms siekap, ako AeTeTo By e uMano wim uMa TeXKO ChbpIACIHO
3a0onsBaHe. Ako Barero nere uMa jeka chpliedHa HEIOCTaThYHOCT U ce JiekyBa ¢ Hyrimoz,
CBCTOSIHHETO MYy BBB BPB3Ka ChC ChpCUYHATA HEJOCTATHEIHOCT TPsIiOBa 1a Ob/Ic BHUMATEITHO
npocneasBano ot Bammus nekap. Ako neteto Bu pasBue HOBH WU BIIOIIABAIIN CE CUMIITOMH Ha
ChpJICUHA HEOCTATHUHOCT (HApUMeEp, 3abXBaHE WM OTOIM 110 Kpakara), TpsiOBa He3a0aBHO
Jla ce CBbpKeTe ¢ Bamms nexap.
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Bucoka Temneparypa, KpbBOHACSIAAHMS (CI/IHI/IHI/I), KPBBOTCUYCHHUEC WIIH 6J'ICI[OCT

o ITpu HIKOW MAIUEHTH, OPTaHU3MBT MOXKE J1a HE yCIiee Jia MPOU3BEe OCTATHYHO KPHBHU
KJICTKH, KOUTO CC 60pHT C I/IH(I)GKHI/II/ITG WJIK Ja moMarar 3a CIMpPaHE€TO Ha KbPBEHETO. Axo
neteto Bu BAUTHE TeMIepaTypa, KOsSTO He Claja, MHOTO JICCHO MOJyYaBa CHHUHH WA KbPBEHE
WM M3TJIeXkK1a MHOTO OJie/io, BeJHATa ce CBhpxkeTe ¢ Bamms nekap. Bamust nekap Moxe na
pelly Jja crpe JICYSHUETO.

Pax

. Hima MHOTO peiKH Cilydad Ha OIPEAEICHU BUIOBE PaK IPU Jela U Bb3PacTHH, IPUIaraiiy
ananmumyMmab i qpyra TNF-61okepu. Xopara ¢ Io-cepro3eH peBMaTOUICH apTPHUT, KOUTO ca
C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIsIBAHETO, MOTAT JIa ca C [O-BUCOK PUCK OT CPEeIHUS 3a
pasBUTHETO Ha TUMGOM U JIeBKeMHs (BUIOBE paK, KOUTO 3aciraT KPbBHUTE KJICTKH U KOCTHHUS
MO3BK). Ako Aereto Bu mpmirara Hyrimoz, pucksT oT mmosiBata Ha JIMM(OM, JTCBKEMHUSI HITH
JIpYyTH BHJOBE PaKk MOXeE Jia ce MOBHIIH. B peaku ciydau e 6ui HabmronaBaH crieliuduieH u
TEXBK BUI JIMM(GOM NPH NMALMEHTH, JIEKyBaHU ¢ agaauMymad. Hsaxou ot Te3u nauneHTtu ca
OuiM JeKyBaHU CBHIIO C JIEKApCTBOTO a3aTUONPHH WU MepKanTornypus. Madopmupaiite
Bamms nekap, ako nereto Bu nprema a3aTHONPUH HIIM MEPKANTOIypHH 3aeaHo ¢ Hyrimoz.

o HabnronaBanu ca MHOTO pe/IKH CIIydal HAa HEMeJIaHOMHH (JOpMH Ha KOKEH pak TpH MalleHTH,
npuiIarany agaauMymad. AKo 1Mo BpeMe Ha WU ciie]l JICYEHHETO Ce MOSIBH HOBO MOpPaKEHHE
BBPXY KOXKaTa WM aKO ChIIECTBYBAIUTE O€Ie3H WIN 30HU Ha IIOPAXKEHUS IPOMEHST CBOS
BBHIIICH BUI, MHQopMupaiite Bammus nexap.

o [Tpu manuenTy ¢ onpeeneH By 3a00siBaHe Ha OeuTe IpoOOBe, U3BECTHO KaTO XPOHUYHA
oOcTpykTHBHa GenoapoOHa OosecT, TekyBaHu ¢ aApyr omokep Ha TNF-a, ca HaOmronaBanu
CIIy4ad Ha IPYTH BHIOBE pakK, pa3audHu oT tuMdom. Ako aereto Bu ctpaga ot XOBD umu e
3aKJIeT Iymrad, TpssOBa na oocwraute ¢ Bamms nexap mamu euenueto ¢ TNF-a 6okep e
MOIXOSAIIIO.

ABTOMMYHHH 3a00JIIBaHUS

o B penxu ciyvaun nedenuero ¢ Hyrimoz Moxe a goBene 10 CUMIITOMH, HANIOJ00SIBALITH
nymnyc- nonobeH cuaapoM. CBbpxeTe ce ¢ Bammar siekap, ako ce MoSBAT YIOPHUT, HEOOSCHUM
00puB, Tpecka, 00JIKa B CTAaBUTE WK yMOPA.

JApyru nexapcrBa u Hyrimoz

Tpsa6Ba ma kaxere Ha Bamus jiekap niaun dapMarieBT, ako IeTeTo Bu mpruemMa, HacCKopo € IpueMao
WM € BB3MOJKHO JIa TIpUeMa JIPYTH JeKapCTBa.

Hyrimoz mosxe na ce mpuiiara 3ae/{HO C METOTPEKCAT HJIM ONPEICICHH, IPOMEHSIIIN X0/1a Ha
3a00JI5IBAHETO AaHTUPEBMATUIHH CPECTBA (Cymdacana3zu, XUIPOKCUXIOPOXUH, JIeQITyHOMIT 1
WH)KEKIIMOHHHU 3JIaTHU MperapaTh), KOPTUKOCTEPOUAH WM OOJIKOYCIOKOSBAIIM CPE/ICTBA,
BKJIIOUUTENTHO HECTEpOUIHM poTuBoBB3nanuTentu cpeacrsa (HCIIBCO).

Hetero Bu He TpsiOBa ma npunara Hyrimoz ¢ gekapcTBa, ChABpKAIIY aKTUBHUTE BEIICCTBAa aHAKUHPA
win abartanent, Mopaau MOBUIIEH PUCK OT cepro3Ha nHpeknus. KomOuHanusaTa oT agannumymao,
KaKTO W ApyTH antaronrctr Ha TNF-o 1 amakuHpa nimn abaramnent He ce pernopbyuBa Ha 0a3aTa Ha
BBH3MOXHO MMOBHINIABAHE HA PUCKA OT HHMEKIMH, BKIFOUYUTEITHO CEPUO3HA MH(EKIINH, U IPYTH
NOTEHIUAIHU (apMaKOJIOTHYHU B3aUMOJICHCTBUS. AKO UMaTe BBIIPOCH, MOJIsI, 0OBPHETE CE KbM
Bammus nekap.
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BbpeMeHHOCT U KbPMeHe

. Jwmepst Bu TpsioBa ma oOMucn ynorpedara Ha IOIXOMSAIIN IPOTHBO3aYaThUHN CPEICTBA 3a
mpeaoTBpaTsABaHC HA 3a6peMeH${BaHe 1 [a IMPOABJKU da ' U3I0JI3Ba B IPOABIIKCHUEC Ha
noHe 5 Mecera cies mociaeaHoTo Jeuenue ¢ Hyrimoz.

o Axo nmpieps Bu e OpeMeHHa, MHUCITH, e MOXKE J1a € OpeMEeHHA WK TUIaHupa Ja uma oeoe,
MOCHhBETBANTE ce C HEWHUS JIeKap OTHOCHO MPHIIAaraHEeTo Ha TOBA JIEKapCTBO.

. Hyrimoz Tpsi6Ba 1a ce u3mossBa mo BpeMe Ha OpEeMEHHOCT caMo ako € HE0OXO0IUMO.

. Cnopen nmpoy4yBaHe BEpXy OpEeMEHHOCTTA HE CHIECTBYBA ITO-BUCOK PUCK OT BPOJICHU ACPEKTH,

KOTaTo MaikaTa e MmojydaBaja aJaluMymad mo Bpeme Ha OpeMEHHOCTTa, B CPAaBHEHHE C
MaiKHTEe ChC CHINOTO 3200 sIBaHE, KOUTO HE ca MOJyYaBaiy afaInMyma0.

. Hyrimoz moxe na ce u3mos3Ba o BpeMe Ha KbpMEHE.

. Axo nrpiepst Bu e momyuaBana Hyrimoz o Bpeme Ha OpeMeHHOCTTa cH, 6e0eTO MMa MO-TOISIM
PHCK Ja pa3BUe HHPEKIHUS.

. BaxHo e 1a yBegomuTe Jiekaps Ha HEifHOTO Oebe 1 ApyruTe MeIULMHCKU CTICLHAIHCTH

OTHOCHO TOBa, 4e € npuiarana Hyrimoz no Bpeme Ha OpeMeHHOCTTA, ITpean O6edeTo na e
BaKCHHHPAHO (3a moBeue HH(OpManKs OTHOCHO BAaKCHHUTE BUKTE paszaen ,,[IpeaynpexneHus u
TIpe/Ta3Hu MEPKH ).

Hlopupane u padoTa ¢ MAIIIUHA

Hyrimoz mosusiBa mpeHeOpe)NMO CITIOCOOHOCTTA 3a Io(HpaHe, KapaHe Ha BEJIOCHITE WK paboTa ¢
maruan. Crref mpuiokeaneto Ha Hyrimoz moske fa ce mosiBM CBETOBBPTEK M HAPYIICHHUE Ha
3PEHUETO.

Hyrimoz cbabp:ka HaTpUid

ToBa snekapcTBo chabpka o 1 mmol Hatpwmii (23 mg) Ha mo3a ot 0,2 ml, T.e. MOXKe J1a ce Kaxe, 4e
MIPaKTUYECKH HE ChABPKA HATPHH.

3. Kaxk na m3noassate Hyrimoz

Bunaru u3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan BammsT nexap uinu apMarnesr.
AKO He CTe CUT'YPHH B HEllo, nonuTaite Bamms nekap nnu dapmanesT.

IpemopbuntennuTe 1031 Hyrimoz 3a Bcsko oT 0100peHUTE TTOKA3aHKsI Ca MOKA3aH! B ClieIHATA
tabauna. Bammsar nekap Moxe fa npeanuiire Hyrimoz ¢ Apyro KoaudecTBO Ha aKTUBHOTO BEIIECTBO,
ako Barrero siete Ma Hy>kJa OT pa3iiyHa J1034.

IHosiuapTUKYJ/JIapeH I0BeHUJIeH WINONATHYEH apTPUT

Bb3pacT uim TejecHO TerJio KakBo ko1n4ecTBO M KOJKO Bbeaexkn
4YecTo JIa ce mpuiiara?
[ena, roHomu u B3pactau, ipu | 40 mg npe3 cenmuiia Henpunoxumo

HaBBPILICHH 2 TOAUHH C TETJIO
30 kg nmm moBeue

Jlelra, FOHOIIIM OT 2-TOUIITHA 20 mg nipe3 ceamuIia Henpunoxumo
BB3pact ¢ Terno 10 kg no mo-
Mmako ot 30 kg
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ApTpHT, CBBP3aH C €HTE3UT

Bn3pacT uiu TesiecHO TerJio KakBo k0JI14€eCTBO U KOJIKO Benaexku
4ecTo aa ce mpujara?
[ena, roHOIIN ¥ BB3pacTHH, ipu | 40 mg npe3 ceamuia Henpunoxumo
HaBBPIUICHHU 6 TOUHU C TETII0
30 kg nmm moBeue
Jlerna, roHOIIN OT 6-TOAMIITHA 20 mg ipe3 ceaqmuIia Henpunoxumo
BB3pacT ¢ Teruo 15 kg no no-
maisiko ot 30 kg
Ilcopua3suc ¢ IJIAKU NPHU Jena
Bb3pacT niid Te1eCHO Terjao KakBo K0JIM4Y€CTBO U KOJIKO Benexku
4ecTo ja ce npujaara?
Jeua u roHOIIM OT 4- 10 Hauanna no3a ot 40 mg, Henpunoxumo
17-ronuimHa BB3pacT ¢ TETJI0 nocjenBaHa oT 1o3a ot 40 mg
30 kg wmu moseue eIHa CeIMHUIA MO-KBCHO.
Cnen ToBa oOHMuaitHara 103a €
40 mg mpe3 cenMuIIa.
Jlemna u roHOIIX OT 4- 10 Hauanna go3a ot 20 mg, Henpunoxumo
17-ronuirHa BB3pacT ¢ TETJI0 nocjenBaHa oT 1o3a ot 20 mg
15 kg 1o mo-manko ot 30 kg egHa CeaAMHUIIA ITO-KBCHO.
Crnen ToBa oOmuaitHara 1o3a e
20 mg npe3 ceamMuIIa.
BoJsect na Kpon npu aena
Bb3pacT Wiid TeJIeCHO TErJo0 KakBo KoJIM4ecTBO U KOJIKO BeJsexkkn

4ecTo /1a ce mpuiara?

Jlema 1 roHOIIX OT 6- 10
17-roauniHa BB3pacT ¢ TETrjIo
40 kg i moBeue

Hauanna go3a ot 80 mg,
nocJenBaHa ot jo3a ot 40 mg
JIBE CEIMHUI IMO-KBCHO.

AKko e HeoOxoauM 10-0bp3
OTroBOp, Bammsr nexap Moxe
Jia TIPeJITUINe HavallHa J103a OT

160 mg, nocnenBaHa ot A03a OT

80 mg naBe cemMuUITH O-KHCHO.

Cren ToBa oOnyaiiHara 1o03a e
40 mg npe3 ceamuIa.

AKO Ta3u go3a He JelcTBa
JIOCTaTHIHO OOpeE, JIeKapsT Ha
Jnereto Bu Moxe na ysenuuu
no3upoBkaTa 10 40 mg Bcaka
ceamuua uin 80 mg npe3
CeIMUIIA.

Jlemra v roHOIIM OT 6- 10
17-ronuiiHa Bb3pacT ¢ TErJIO,
mo-maiko ot 40 kg

Hauanna no3a ot 40 mg,
nocsenBaHa ot jo3a ot 20 mg
Tpe3 CEIMHUIIA, KaTo Ce 3all0uHe
JIBE CEIMHUIIN II0-KHCHO.

AKko e HeoOxoauM 10-0bp3

OTroBOp, Bammsr nexap Moxe
Jla TIPEJITUINe HavalHa J103a OT
80 mg, mocienBana OT 1032 OT
40 mg mBe ceIMUIIN TTO-KBCHO.

Crnen ToBa oOuuaitHara 103a €
20 mg npe3 ceaMuIia.

AKO Ta3u /1032 HE JeiicTBa
JIOCTaThYHO A0OpE, NeKapsT Ha
nereto Bu Moxe na yBenuuu
yecToTara Ha fo3ata 10 20 mg
BCSIKa CEIMHLIA.
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HeunndexumnoseH yBeuT npu jena

B’b?.paCT HJIA TEJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiara?

Beaexkkn

Heua u roHoOLIN, TpU
HaBBPIICHN 2 TOAWHHM C TETIIO
30 kg wu moseye

40 mg npe3 ceamuIa

Bamusr JICKAp MOKE ChIIO da
MpEeANUIIe HA9aIHa J03a OT

80 mg, kosATO MOXKeE aa ce
MPUIIOKHU €1Ha ceaAMUIla Tpeau
3aII0YBaHETO Ha oOMUaiiHaTa
no3a 40 mg mpe3 ceamwua.
[MpenopwuBa ce Hyrimoz na
ce mpuiara B KOMOWHAITUS C
METOTpEKCaT.

Jlema, FOHOIIIM U BB3PACTHHU, TIPU
HaBBPILICHH 2 TOAWHU C TETJIO
30 kg nnmm moBeye

20 mg mpe3 ceamuIa

Bamust gexap Moxe chIIlo J1a
MIpPETUIINe HadyalHa 71033 OT
40 mg, KosSITO MOXe J1a ce

TIPUIIOXKH €THA CeIMUIIA TIPEITH
3all0YBaHETO Ha oOMUaiiHaTa
no3a 20 mg mpe3 ceamuIia.
[IpemoppuBa ce Hyrimoz na
ce mpuiara B KOMOWHAIUS C
METOTpEKCAT.

HauuH Ha npuiioikeHUe H BT HA BbBEK/IaHe
Hyrimoz ce mpuiara upe3 HHXEKTHpaHE MMOJ] KOXKaTa (Ype3 MOIKOKHA MHIKEKIIHS).

ITonpoOHM ykazaHus 3a HHXeKTHpaHe Ha Hyrimoz ca nmpexcraBenu B Touka 7 ,, Y Ka3aHus 3a
ynorpeoa’.

AKO cTe U3M0JI3BaJIN ToBeYe 0T HeoOxoanMmara g03a Hyrimoz

AX0 10 HeBHUMAaHUE CTe UHKekTHpamu Hyrimoz no-uecro, 0TKONKOTO TpsiOBa, CBBpXkKETE ce ¢ Bamms
nexap win (hapMmaieBT U 00sCHeTe, ue JieTeTo By e m3non3sano noeedye oT HeoOxoaumMoTo. Bunaru
B3UMalTe Che cede cu ommakoBKaTa Ha JIEKApCTBOTO, JOPH JIa € TIpa3Ha.

AKO cTe pomycHaJIM 1a u3noj3sare Hyrimoz

AKO cTe TIpOITyCHaJIH J]a TIOCTAaBUTE WHIKEKITHSI Ha JIETETO CH, TPOBA J]a MHXKEKTUPATE CIIeaBaIIaTa
no3a Hyrimoz seguara mom cu ciomuunte. MkekTHpaiiTe cienBariara 103a Ha jeteTo Bu Ha
OTIpe/IeTICHHs 3a TOBA JIeH, KaKTO OMXTe HANIPABUIIN B CIIy4aii, 4e He CTE MPOIYCHAIH WHKEKIIHSL.

AKko cTe cnpesin ynorpedara na Hyrimoz

Perrennero ga cupete fa usmoiassaTe Hyrimoz tpsosa ga 6b1e 06CHIEHO ¢ JIeKaps Ha IeTeTo Bu.
[Ipu ciupaHe Ha JIEYEHUETO CHMIITOMHTE Ha 3200JIIBAHETO MOXKE J]a C€ BE30OHOBSIT.

AKO UMate HIKaKBH JOITBIHUTEHN BBIIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBa JEKapCTBO, MOJIS
nonuTaite Bamms nexap i hapmMarienT.
4, Bb3MokHM HeKeJIaHU peakIun

KaxkTo BcH4KM NiekapcTBa, TOBa JIGKAPCTBO MOKE J1a IPEeIU3BHUKA HEXEIIaH! PEaKIiy, BRIIPEKH Ye He
BCEKH TH ToiTydaBa. [loBeueTo HexellaH! peakiiuy ca JEKH 0 yMepeHH. BhIpexu ToBa HIKOH OT
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HCXKCIIAHUTC pCaKIMU MOrart Ja 6’I>,£[aT CCPUO3HHU U J1a U3UCKBAT JICUCHUC. Hexenanute pCaKkuun MOXKE
Ja CC IOABAT 10 4 MeEcCCla UJIK MMOBEYC CJICA MOCICAHOTO HHIKCKTHUPAHE Ha HyrimOZ.

HOTcheTe CIICITHO MEIHIIMHCKA IMOMOIII, aKO 3a0€NIeKUTE HIKOH OT CJICAHUTEC MMpU3HAIU Ha
AJICPTUYHA pCaKIusd WK CbpACYHA HEAJOCTATBYHOCT:

TEXbK 0OpUB, KONPUBHA TPECKA,;

OTOLY TO JIMLETO, PBLETE, KpaKaTa;

3aTPyAHEHO AUIIAHE U T'BJITAHE;

3a0yX Npu (PU3NYECcKa aKTUBHOCT WM IPH JISITaHEe WM OTOLH IO KpakKaTa;

I/IH(bopanai/iTe Bamus JIEKap KOJKOTO €€ MOJKE I10-CKOPO, aKO YCTAHOBUTC HAKOU OT CJICOAHUTC
MMpU3HaIu:

MpHU3HALA U CHMIITOMH Ha WH(EKIHsI KaTo TPECKa, rajieHe, paHH, MPoOJIeMHU ChC 3b0HTE,
MapeHe Ipy YpUHUpaHe, IyBCTBO Ha CIa00CT WIIM yMOpPa WX KalllINIIa;

OTTAKBAaHWS OT HEBPOJOTHYHH ITPOOIIEMH, KaTO: MPaBy4KaHe, U3TPHIIBaHE, TBOMHO BIDKIAHE
WM C1a0o0CT B PBIETE WM KpaKaTa;

MpPU3HALIM 32 PaK Ha KOXKaTa, KaTo: MOAyTHHA WM OTKPHUTA, He3apacTBallla paHa;

MIPU3HAIA U CUMIITOMH, MIPEATIOJIarany KphbBHU HApYIICHHs, KaTO MTOBUIIICHA TEMIIEpaTypa,
KOSITO HE CIaja, MosiBa Ha CHHUHU, KbPBEHE, OJICTHOCT.

[IpencraBeHuTe MO-0Ty HEXETAHHU PEAKIMH ca OUITM HaOJII0/JaBaHU C aJaluMyMal.

Mmuoro yectu (Moke J1a 3acerHaT mosede ot 1 Ha 10 yoBeka)

peakIny Ha MACTOTO Ha MHYKCKTUPAHE (BKIIFOUUTETTHO 00JIKa, OTOK, 3a4epBsIBAHE WIIH CHPOSK);
WH(EKINY Ha JUXaTeIHUTE MHTUINA (BKIFOYNTEIHO MMPOCTY/1a, XpeMa, MHEKIHsI Ha CHHYCHUTE,
MTHEBMOHHUS);

ri1aBoOoJIneE;

KopeMHa 0oJika;

raacHe 1 MOBPBHUIAHEC,

00pHB;

0oJKa B MYCKYJIHTE.

Yectu (Moke na 3acersat no 1 Ha 10 goBeka)

cepro3HU NHQEKIUH (BKIFOUYUTEITHO OTPaBsSHE HA KPBHBTA U TPUTI);

YpeBHU MHPEKINH (BKIIOYUTETHO TaCTPOECHTEPUT);

KOXXHH WHQPEKIUHU (BKIIFOUUTEITHO LENYJIUT U XEPIIeC 30CTEP);

WH(EKINN Ha YIINTE;

WH(EKINK Ha yCTHATA KyXHHA (BKIIOUATEHO MH(PEKINU Ha 360UTE U Xepriec);
WH(EKINN Ha BH3MPOU3BOIUTEITHATA CHCTEMA;

WHQEKIYs Ha MTUKOYHUTE ITBTHIIA;

I'bOMYHN UH(EKIUH;

CTaBHHU MH(EKIINH;

JOOpOKaueCTBEHU TYMOPH;

pak Ha KoXara;

AJIIEPTUYHY PEaKINU (BKIIOUNTEITHO CE30HHA aJlepTHsl);

00e3BOJHSIBAHE;

MPOMEHHU B HACTPOEHHETO (BKIIOYUTEITHO JICTIPECH);

TPEBOXKHOCT;

0e3ChHHE;

CETHMBHU HapyIlIEHHs, KaTO MpaBy4KaHe, OOLKaHe, H3TPhIIBaHE;

MUTPEHA;

CHUMIITOMH Ha IPUTHCKaHE HA HEPBHO KOpeHYe (BKJIIOYUTENHO OOJKa B 0JIHATA YacT Ha r'bpoOa
1 OoJIKa B Kpaka);
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HapyIIeHHE Ha 3pEHHUETO;
BB3MAaJICHNUE HA OUHTE;

BB3MAJICHNE Ha KJIEMIAaYnuTe U MOIyBaHe Ha OYUTE;

BEPTUTO (CBETOBBPTEXK);

YCKOPEHO ChpiieOreHe;

BHCOKO KPBHBHO HaJIATaHE;

3a4yepBsIBaHE;

XeMaToM (KpbBOHACSAaHE — TBBP/IA MOAYTHHA OT ChCHUPEHa KPBB);
KallUTHLa;

acTMa;

3a0yX;

KbPBEHE OT CTOMAIITHO-YPEBHUS TPAKT;

JucTerncus (HapyleHo XpaHOCMUIIaHe, TOAyBaHe, KUCETUHH);
KrcenMHHa pedurykcHa 0onecT (BpbllaHe Ha KUCEIHHU OT CTOMaxa);
cuHapoM Ha CrorpeH (BKJIIOUHUTENHO CyX0Ta B OUHTE U yCTaTa);
chpOexK;

O 00puB;

MosiBa Ha CHHHUHUY;

BB3MAJICHHE Ha KOXkKaTa (KaTo eK3eMa);

HalleliBaHEe HOKTUTE Ha PBLETE U KPaKaTa;

MOBHILIEHO MOTEHE;

KocomnaJ;

OTKJIIOUBaHE MJIM BJIOLIABAHE HA ICOPHA3HC;

MYCKYJIHH CIIa3MH;

KpPBB B ypHHATa;

0BOpedHu nmpodaemMu;

0OJIKH B TPBIHMS KOIL;

OTOK (chOMpaHe Ha TEYHOCT B TSUIOTO, KOSATO NPUYMHSBA [TOyBaHE HA 3aCETHATUTE THKAHN);
Tpecka,

HamaJsiBaHe Oposi Ha TPOMOOLUTHTE B KPBBTA C MOBUIICH PUCK OT KbPBEHE WM MOsIBATA HA
CHHUHY;

3aTPyAHEHO 3a37paBsiBaHE Ha PaHU.

Heuectn (Moxe na 3acernat 1o 1 Ha 100 yoBeka)

HeoOMYalHu NHQEKIH (BKIIOYUTETHO TyOepKyi03a U ApYrd HH()EKINN ), BB3HUKBAIIU TPU
HaMaJsIBaHE YCTOMYMBOCTTA HA OpPraHW3Ma KbM 3a00JIBaHVIS,

HEBPOJIOTHYHU WHGEKIHH (BKITIOUUTEITHO BUPYCEH MCHUHTHT);

WH(EKITUN Ha OYUTE;

OakTepHaTHA HH(PEKITHH;

MUBEPTUKYIHT (BB3MaJICHHE U MHPEKINUS Ha 1e0eI0TO YepBO)

pak, BKIIFOUUTETTHO pak 3acsrant JuMdHaTa cucrema (muMdoM) 1 MeTaHoM (BUI pak Ha
KOXKara);

UMYHHH HapyIleHUs, KOUTO MOTaT Jia 3acerHat OenuTe JpoOoBe, Koxkata u TUM(HUTE BH3IIU
(Haii-yecTo KaTo 3a00NsABaHE, HAPUIAHO CAPKOUI032);

BaCKyJIHT (Bb3MaleHue Ha KPbBOHOCHUTE CHIIOBE)

Tpemop (TpernepeHe);

HeBponaTus (yBpexkIaHe Ha HEPBH);

MO3BYEH yap;

3ary0a Ha CJIyXa, IllyM B YIIIUTE;

ycellaHe 3a HepUTMUYHO OneHe, IpeckadaHe Ha ChpLETO;

npoOJIeMHU ChC CHPLETO, KOUTO MOXKE /14 MPUUMHSIT 3a4yX WIN OTOK Ha ITIC3EHHTE;

ChpIICUEH yaap;
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L TOp60BI/IZ[HO pasmMpCHUC Ha CTCHATa Ha rojisiMa apTepsi, Bb3IaJICHUC U CbCUPCK BHB BEHA,
3allylIBaHC HAa KPBbBOHOCCH CBH/I;

. OenoapoOHH 3a00IsIBaHuS, IPUIMHABAIIY 334yX (BKIIOYUTEIHO Bh3NAJICHNUE);

o OenoapoOHa emOonus (3amynIBaHe Ha apTepus Ha 6eus ApoO)

. TUIEBpAJICH U3JIMB (HEECTECTBEHO 3abp)KaHe HA TEYHOCT B IUIEBpAIHATA KyXUHA)

. BBb3NAJICHUE Ha MaHKpeaca, KOeTO NPUYMHsIBa CHIIHA 00JIKa B Kopema U I'bp0a;

. 3aTPyIHEHO MPETIbIIAHE;

. OTOK Ha JIMIETO (OAyBaHe);

. BBb3NAJICHUE Ha KITBYHHUS MEXYP, KAMBHH B KITBYHUS MEXYD;

. 3aTUICTABAHE HA YepHUs ApoO (OTiaraHe Ha Ma3HWHH B YEPHOAPOOHUTE KIIETKH);

. HOLIHO U3MOTSIBAHE;

. Oenesy;

. HEECETCTBEH pa3naj Ha MYCKYIUTE;

o CHCTEMEH JIyIyC epuTeMaroiec (HapylieHHe Ha UIMyHHATA CHCTEMa, BKIFOUUTEITHO Bh3MaICHUE
Ha KoXkaTta, ChPIeTo, OemnuTe 1podoBe, CTAaBUTE M IPYTH OPTaHU M CHCTCMH);

. 4eCTH ChOYKIaHUS;

o UMIIOTCHTHOCT;

o BB3MAJICHHS.

Penkxu (Moxe na 3acernar a0 1 Ha 1 000 yoBeka)

NieBKeMHs (pak, 3acsAraii KphbBTa U KOCTHUS MO3bK);

TEXKH AJICPTHYHY PEaKIUH;

MHOXECTBEHA CKJIEPO3a;

HapYIICHUS Ha HEPBUTE (KATO Bh3MANCHHE HA 3PUTEIHUS HEPB HA OKOTO M CHHIPOM Ha
I'unen-bape — 3abomnsBane, K0OETO MOXKeE Ja JOBEJIE 10 MyCKYJHA cabocT, MPOMEHEHH
yCeIllaHus, U3TPBIIBAHE HA PBIIETE U TOPHATA YaCT Ha TSUIOTO);

CIUpaHe Ha U3IIOMIIBAHETO Ha KPBBTA OT ChPIIETO;

oemonpobHa pudpo3a (cpacTBanus B OenuTe IpOOOBE);

nepdopanus Ha yepBara (MpoOUB B UpeBHATA CTCHA);

XemaTuT (Bh3MajJICHUe Ha YepHUs Ap00);

MOBTOPHO aKTHBHPAHE Ha WH(EKIUS C XenaTut B;

aBTOMMYHCH XeMaTUT (Bh3MAJICHUE HA YSPHUS APOO, IPUIMHEHO OT COOCTBEHATa UMyHHA
cHCTEMa Ha OPraHu3Ma);

KO’KEH BAaCKYJIUT (Bb3MaJICHUE HA KPhbBOHOCHHU ChJIOBE HA KOXKATa);

curapom Ha CTUBBHC-J[PKOHCHH (BKUBOTO3aCTpAIIABAIIo 3200 sIBAHE C TPUTIONOI00HN
CHMITTOMH B OOPHB C MEXYypH);

OTOK (ITOAYBaHE) Ha JIMIIETO, CBhP3aH C aJlepTUIHa PeaKITHs;

epuTemMa MyaTHGOpME (BB3IMATUTEICH KOKEH OOPHUB);

TyTyC-TI0T00CH CHHIIPOM;

aHruoenieM (JIOKaJTHO IMOyBaHE Ha KOXKaTa);

JTUXCHOUTHA KOYKHA peakius (ChpOAI YepBEeHUKABO-JTUIAB KOKEH OOpHUB).

C Hen3BecTHA 4ecTOTa (OT HATMYHUTE NAaHHU HE MOXe J1a ObJic HallpaBeHa OIICHKA)

o xenaTtojaueHasleH T-xieTbyeH TuM(poM (PSAKO 3JI0Kau4eCTBEHO 3a00IIBaHe HAa KPBBTA, YECTO
BOJIEIIO J0 CMBPT)

. Merkel-kneTpueH KapuuHOM (BH] paK Ha KOKaTa)

o Capkom Ha Kanomm — psiiko cpeliaH pak, CBbp3aH ¢ HHOEKIUs ¢ YOBEIIKH XepIieceH BUPYC 8.

Capxkom Ha Kanommu Haii-uecto ce cpema nmoa ¢popmara Ha MypIypHH H3MEHEHHUS BEPXY KoXKaTa
o 4epHOAPOOHA HEOCTATBYHOCT

o BJIOIIABaHE Ha 3a00JsIBaHEe, HAPSUCHO JIEPMATOMHO3HUT (TIPOSIBSIBA CE KATO KOXKEH OOPHB,
MPUAPYKEH OT MYCKYJTHA CT1abO0CT)
o Ha/IJIaBaHe Ha TerIo (TP MOBEUYETO MAIMCHTH HAIJABAHETO Ha TETJIO He € OHIIO TOJISIMO)
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Hsxou Hexenanu peakiuu, HaOIIOAaBaHU C afanuMymal, MOXKe Jla He ca CBbP3aHU C Pa3BUTHETO Ha
CUMIITOMH M MOKE 1a ObJIaT YCTAHOBEHHU CaMO C MTOMOIIITA Ha U3CIIeABAHNS HA KPHBTA!
Te BrIIIOUBAT:

Muoro yecTu (Moke J1a 3acerHaT mosede ot 1 Ha 10 yoBeka)

HUCBHK Opoii Ha OeTuTe KPHbBHU KICTKH;
HUCHK OpO HAa YepPBCHUTE KPHBHU KIICTKH;
MOBHUIIICHUE HA JIUIUNTE B KPHBTA;
MOBHIIICHUE HA YEPHOPOOHUTE CH3UMHU.

Yecru (Moke 1a 3acernat 10 1 Ha 10 goBeka)

BHCOK Opoii Ha OeTUTe KPHBHU KIETKU;

HUCBHK Opoi Ha TPOMOOIIUTHUTE B KPBHBTA;

MOBHIIIEHNE HAa TMKOYHATA KUCEINHA B KPHBTA;
OTKJIOHEHHS B CTOWHOCTUTE Ha HATPHUS B KPHBTA;

HUCKHW CTOMHOCTH Ha KaJIUi B KPBBTAa;

HUCKH CTOHHOCTH Ha (hochaTh B KPBHBTA;

BHCOKa KpbBHA 3axap;

BHCOKH CTOMHOCTH Ha JIAKTaT JAEXUApPOreHa3aTa B KPbBTa,
HaJA4He Ha aBTOAHTHUTENA B KPHBTA;

HHUCKH CTOMHOCTH Ha KaJIUM B KPHBTA

Heuectn (Moxe ma 3acernar go 1 ma 100 goBeka)

. MTOBHUITIICHN CTOHHOCTH Ha OMJIMPYOWH B KPBBTA (YEpPHOAPOOCH ITOKA3aTEelN)

Penxu (Mmosxe ma 3acernat no 1 Ha 1 000 goBeka):

o HUCBHK Opoii Ha OeNnTe KPHbBHU KIETKH, YePBEHUTE KPBBHU KJIETKHA U TPOMOOIIUTUTE B KPBHBTA.
Cho0uaBaHe Ha HeXKEJIAHU PeaKINA

Axo nmereTo Bu moydun HIKaKBU HEKEIIaHU Peakilni, yBegoMeTe Bammus exap uimu dapmarerT. Tosa
BKJIIOYBA BCHUKH Bb3MOXKHU HEOITMCAHM B Ta3H JINCTOBKA HEXKEJIAaHU peakiinu. MOXXeTe ChIIo Ja
CHOOIIUTE HEKEIIAHU PEaKIUU IUPEKTHO Ype3 HAllMOHATHATA CUCTEMa 3a ChOOIIaBaHe, IIOCOYCHA B
[Ipumoxxenue V. Kato cho0IiaBare He)KeTaHN peakluy, MOXKeTe Ja JaieTe CBOs IPUHOC 3a
MoJIy4aBaHe Ha MoBeue MHGOPMAIHS OTHOCHO O€30TaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kaxk 1a coxpansiBate Hyrimoz

Jla ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JIela.

He n3non3Baiite ToBa JIEKapCcTBO CIE CPOKA HAa TOJHOCT, OTOCISA3aH BHPXY
eTHKeTa/OnucTepa/kapToHeHaTa Kytus cien ,,I ogeH 1o:/EXP“. CpokbsT Ha rOJJHOCT OTroBapsi Ha
TIOCTIETHUS JICH OT TTOCOYEHUS MECeIl.

[a ce cpxpanssa B xsaguiaHuk (2°C - 8°C). [la He ce 3ampa3siBa.

CoxpaHsBaiiTe IpeIBapuTEIHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATa KyTHS, 3a JIa c€ Tpeana3u
OT CBETJIMHA.
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AJ'ITCDHEITI/IBHO CbXPaHCHHUC!

Korato e HeoOxonumo (Hanpumep, Korato mbTyBare), Hyrimoz Moxe a ce cbxpaHsiBa IpH cTaliHA
Temmeparypa (1o 25 ° C) 3a MakcUMaJeH eproA oT 42 THU — TpAOBa a CTe CUTYPHH, Y€ IPOIYKTHT €
3alIUTEH OT CBETIMHA. BeHbk H3BaaeHa OT XJIaIMIIHIKA 32 ChbXpaHEHUE Ha CTaliHa TeMIlepaTypa,
Bamrara npenBapuTeHO Hall'bJIHEHA CIIPUHLIOBKA TPsI0Ba 1a ce U3M0/I3Ba B PAMKHTE Ha 42 THU WK
Ja ce M3XBBPJIM, JOPU U J]a € BbpHATa B XyaauiHuka. TpsOBa na 3amnuiiere garara, korato Bamara
NpEABAPUTENTHO HAITBbIHEHA CIPUHIIOBKA € N3BaJIeHa 32 I'bPBU BT OT XJIAAWIHUKA U JaTaTa, clel
KOSITO TPsIOBa J1a e U3XBBPIIH.

He n3xBbprstiiTe lekapcTBaTa B KAHAIM3ALMATA WM B KOHTEHHEPA 3a JOMAIIHU OTHAbIIH.
[onuTaiite Bammus papManeBT Kak Aa U3XBBPIMTE JIEKAPCTBA, KOMTO Bede He n3noizBate. Tesu
MEPKH 1€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpefa.

6. Cbabp:xaHue HA ONAKOBKATA M TOMbJIHUTEIHA HH(OpMAaIUs

Kakso cbabpaxa Hyrimoz

o AKTHBHO BeniecTBo: agaaumymad. EnHa npenBapuTeHO HaITbJIHEHA CIIPUHIIOBKA ChIbPIKa
20 mg amanmumyma6 B 0,2 ml pa3TBop.
o Jpyru cbcTaBKY: aqunuHOBa KucennHa, MauuTon (E 421), monucop6ar 80 (E 433),

xnopoBonopoana kucenuna (E 507), narpueB xuapoxcun (E 524) u Bona 3a HHXEKUUH (BUKTE
Touka 2 ,,Hyrimoz ceawpixa HaTpuii®).

Kak n3raexaa Hyrimoz u kakBo cbabp:ka onakoBKaTa

Hyrimoz 20 mg umkeKknnoHeH pa3TBOp (MHKEKIMS) B IIPEIBAPUTETHO HATBIHEHA CIIPHHIIOBKA 32
ynorpeba B nmeguarpusita ce npespiara karo 0,2 ml OUCTBp 10 JISKO onasiecIuparil, Oe3I[BETCH U
ONe 10K BITCHUKAB Pa3TBOP.

Hyrimoz ce moctaBs B CIIpUHIIOBKA 32 THOKpAaTHA yIoTpeda OT MPOo3padvHo CTHKIIO THIl I, ¢ uria ot
Hepbxaema cromana 29G, ¢ MACTO 3a XBalllaHe, T'yMeHa Karauka Ha Uriiarta (TepMOIUIacTH4eH
eracToMep) U IacTMacoBo Oyrano, ceappxamia 0,2 ml pa3teop.

OnakoBKHUTE ChABPIKAT 2 PEABAPUTEITHO HAITBIHEHU CIPHHIIOBKH Hyrimoz.

He Bcuukm BHI0BE OMAKOBKH MOTAT Aa OBJAT ITyCHATH Ha Masapa.

Hyrimoz ce nmpeanara u xaTo IpeJBapUTEIHO HAITBIHEHA CIIPUHIIOBKA U TIPEBAPUTEIHO HAITBIHEHA

ImrucaJika.

IlputexaTen Ha pa3penieHHETO 32 ynorpeda

Sandoz GmbH
Biochemiestr. 10

6250 Kundl

ABcTpus

IIpoussoaureJ

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTtpust

215



Novartis Pharmaceutical Manufacturing GmbH

Biochemiestrasse 10
6336 Langkampfen
ABcTpus

3a nomreIHMTENHA HHPOPMAIHS OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPYKETE CE C JIOKATHHS

HPEICTaBUTEI Ha TIPUTEKATENS Ha pa3pelIeHUETOo 3a yrnoTpeda:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Buarapus
Canpno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EALada

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Lietuva

Sandoz Pharmaceuticals d.d filialas

Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600
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Kvmpog Suomi/Finland

SANDOZ HELLAS MONOITPOZQITH A.E. Sandoz A/S

(EALGO0) Puh/Tel: +358 10 6133 400
TnA: +30 216 600 5000

JlaTa Ha mocjieHO pepasrjie;KaaHe Ha THCTOBKATA
JApyru u3rouyHMIM Ha HHPOpMAaLUs

IToapo6nHa nHdOpMAaIUs 3a TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHnus
10 JIeKapcTBaTa: https://www.ema.europa.eu.

7. Yxka3zanus 3a ynorpeda

3a nma ce n30eTHe eBeHTyaTHa HH(EKINS U 32 J]a Ce TapaHTHpPa, Y€ Ie H3IM0JI3BATe MPABHITHO
JIEKapCTBOTO, BAXKHO € JIa CIa3BaTe CIeIHUTE YKa3aHusl.

Tps6Ba ma cTe CUTYpHH, Y€ CTE MMPOUEIH, pa30palid U Cra3BaTe TE3W YKa3aHHs 3a yroTpeda, mpean aa
umkekrupare Hyrimoz. Bammst MeIMIIMHCKY CIICIUAIKCT Iie By mokake Kak Jia MOATOTBUTE U Jia
uHxkekTupare Hyrimoz npaBuiiHO, KaTO U3IOJI3BATE MIPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA C
eIMHUYHA J1033, TIPS JIa sl U3MOA3BaTe 3a MPHB IBT. AKO UMATE BBIIPOCH, TOBOpeTe ¢ Barus
MEUIIMHCKH CTICIHATIHCT.

Bamara npenBapuTe/IHO HATbJIHEHA CIIPUHLOBKA 32 eIHOKpPaTHa ynorpeda Hyrimoz

3oHa 3a Kanauka
3axealwjaHe Ha urnara

bytano

l,—ullll‘ I ‘(_IQ]]]IE]]]]IB

Duzypa A: llpenBapuTeIHO HaTbJIHCHA CIIPHHIIOBKA Hyrimoz
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MmHuoro Ba:xHo ¢ Bue nga:

He H310JI3BaTe MPEIBAPUTEIIHO HAITBIHEHATA CIIPUHIIOBKA, aKO 3alle4aTBAHETO Ha
KapTOHEHATa OIIaKOBKA € ¢ HapylIeHa IAJIOCT, Thil KaTto yrnorpedaTa MOXKe Jia He € Oe30macHa;
He OTBapsATe OMAKOBKATa, JOKATO HE CTE TOTOBH JIa M3I0JI3BATe MPEABAPUTEIHO HAIIbJIHEHATA
cpurnoBka Hyrimoz;

He 0CTaBsITe HUKOI'A [PEIBAPUTEITHO HAITBJIHEHATA CIIPUHIIOBKA 0€3 HaOJI0IeHHE, KBIETO
JpYTrH XOpa MOXE J1a UMaT JOCTBII;

3HaeTe, Y€ aKo M3IyCHETE CIPUHIIOBKATA CH, He TPAOBA /1a s M3M0JI3BaTe, aKO M3IIIeK 1A
MOBpEJIeHa, WM aKo CTE s M3ITyCHAIIM ChC CBaJleHa Kallayka Ha UrJiaTa;

He cBaJIsATe Kalaykara Ha Wrjara JJ0 MOMEHTa Ha IOCTaBsIHE Ha HHKEKIUATA;

umkektupare Hyrimoz 15-30 MUHYTH cliel H3BaKIAHETO OT XJIaJUTHUKA 3a HAMaJlsiBaHe Ha
IcKoM(OopTa MPU HHXKEKTHPAHE;

U3XBBPJISATE U3MOJI3BaHATA CIIPUHIIOBKA BeHara cies yrnorpeba. He u3mossBaiite moBTopHO
cnpuHioBKaTa. Buxre ,.4. U3XBbpiisine HA H3MO0JI3BAHN CIIPUHIIOBKU® B Kpast Ha
yKa3aHusTa 3a yrnorpeoa.

KOHCYJITHpaiiTe ce ¢ Bamms MeIUIIMHCKN CIICHHATMCT WIH MEAUIIMHCKA CECTPA 3a ChBET
OTHOCHO MOAXOJAIIO MACTO ¥ TEXHMKA HA HHXKEKTHPAHE, aKO CTE C MOAHOPMEHO WK
WHKEKTHPATE Ha JIETE.

Kak na cexpaHsiBaTe IpeABAPHTETHO HATbJIHEHATa CIPMHIOBKA ¢ efMHUYHA 1032 Hyrimoz?

CobxpansiBaiiTe mpeIBapyuTeIHO HAITBIHEHUTE CIPUHIIOBKK HYrimoz B opuruHainara
OIIAKOBKa, 32 J1a Ce IIPeAINa3u OT CBETJINHA.

CrpxpaHsaBaiiTe KapTOHEHaTa KyTHS C [IPEIBAPUTEIHO HAITBJIHEHUTE CIIPUHIIOBKH B XJIAMIIHUK
(ot 2°C mo 8°C).

AKko e HeoOX0auMO (HampuMep, ako IIe MbTYBaTe), MOXKe Aa ChbXPaHsBaTe MPEIBAPUTEIHO
HaITbJIHEHUTE CIPUHIOBKHU NpU cTaliHa TeMiiepaTypa 1o 25°C 3a nepuof a0 42 qHu.
W3xBbpriere npeaBapUTEIHO HATBJIHEHUTE CIIPUHLIOBKH, KOSITO € ChbXpaHsIBaHa IPH CTaiHa
TeMIiepaTypa, cieq 42 JTHH.

Tps6Ba fna cu 3anuieTe gaTtaTta, Ha KosATo Barmara npeaBapuTeIHO HATbJIHEHA CIIPUHIIOBKA €
W3BaJIcHAa 32 TIPBB BT OT XJIAJAWIIHUKA, KAKTO U JlaTaTa, ClIed KOsTO TpsOBa 1a ce U3XBBPIIH.
He cpxpansBaiiTe peIBapUTEIHO HATBTHEHUTE CIIPUHIIOBKY MPU €KCTPEMHA TOTUIMHA UITH
CTYA.

He 3ampazsBaiiTe npeABapUTEIHO HATBIHEHUTE CIIPUHLIOBKH.

He u3nonssaiite npenBapuTeIHO HATBIHEHUTE COPUHIIOBKH CIIEA CPOKa Ha TOAHOCT, IOCOYEH
Ha OIAaKOBKAaTa WM €THKETa Ha CIPUHIIOBKATa. AKO CPOKBT Ha TOJHOCT € U3TEKbJI, BBPHETE
LIeJIMS TIaKeT B anTeKara.

CoxpansiBaiiTte Hyrimoz u BCHUYKH JiekapcTBa HA MSICTO, HEJOCTHITHO 3a jJela.
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KakBo Bu e HeoOxoauMo 3a Bamara nmkexknus?

[locraBeTe cregHUTE KOHCYMATHBH HA YMCTA U TJIAJKa MIOBBPXHOCT.
B kapronenata kytus Ha Bamara nmpenBapuTeIHO HaITbJTHEHATA CIIPUHIIOBKA Ca BKIIIOYEHU:

2 TIpeIBapUTENHO HATBIIHEHN CIPHHIIOBKH HYrimoz (Bumxre @uzypa A). Beska
NpEABAPUTEHO HAITBIIHEHA CIIPUHIIOBKA chabpka 20 mg/0,2 ml aganumymad.

B kaproHeHara kyTus Ha BammTe nmpeBapuTeIHO HATBIHEHU CIIPUHIIOBKH HYrimoz He ca
BIIOUeHH (BkTe Duzypa B):

KBPITUYKA, HATIOCHA CHC CITHPT

MaMy4eH TaMITOH FJIA MapJist

KOHTEHHED 32 OCTPH OTHAIBIIH;, BIKTE ,,4. U3XBbpJIsiHE HA H3MOJI3BAHN CIIPUHIIOBKU B
Kpasi Ha yKa3aHusTa 3a yrnorpeoa.

JICTIEHKA

(Duzypa B: KHCYMATHBH, KOUTO HEC CC€ BKIIIOUBAT B KYTUATA

ITogroroBka Ha NMPpEeABAPUTECIHO HAITBJHCHATA CIIPUHIIOBKA

C 1ent HamMalIIBaHe Ha JUCKOM(OPTA MPH HHKEKTHPaHE H3BAAETE MPEABAPUTEIIHO
HaIbJIHEHATa CIIPUHIIOBKATA, OT XJIAJAWJIHUKA U S OCTaBeTe Ha padOTHATA CH MOBBPXHOCT 3a
okoJio 15 no 30 MuHyTH, 32 1a JOCTUTHE CTaliHA TEMIIepaTypa.

W3Banere npeBapuTEIHO HATBJIHEHATA CIIPUHIIOBKA OT KAPTOHEHATA KYTHS U S OTJICAalTe.
Pa3tBOpBT TpsiOBa na Obe Oe31BETEH WITH OJIE0KBITEHHKAB, a CHIIO B OUCTHP 110 JEKO
omanecuupain. He ro u3mnosssaiTe, ako BUANUTE, Y€ MMa TBBPIM YAaCTHIIU H/HIIK IPOMSIHA Ha
nBeTa. AKO UMaTe HAKAKBH OMACCHUs OTHOCHO BHUJIa HA pa3TBOpa, CBbpKETe ce B Bamus
(bapMarieBT 3a chcHCTBHE.

He u3non3gaiite npeBapuTEIHO HATBJIHEHATA CITPUHIIOBKA, aKO ¢ cuyreHa. BepHeTe nsnara
OITaKOBKa ¢ MPOAYKTa B alTeKara.

[TormenneTe marara Ha m3THYaHe Ha cpoka Ha romHocT (EXP) Ha Bamara npensapuTeHo
HaIbJIHeHA CIpUHIIOBKA. He u3mnon3paiite npeBapuTeIIHO HAIbJIHEHATA CIIPUHIIOBKA, aKO
CPOKBT Ha TOJHOCT € U3TEKBJI.

CB'bp?KeTe ce ¢ Bamus (bapMaueBT, AKO IPEABAPUTEC/IHO HATBJIHEHATA CIPUHIIOBKA HE
N3TBbPKU HAKOH OT OIMMCAHUTE IO-TOpPE NMPOBEPKHU.
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1. U360p Ha MACTO 3a HH:KEKTHPAaHe:

M3sICTOTO Ha MH)KEKTHPAHE € MSCTOTO Ha TSJIOTO, KbJETO
I1Ie MH)KEKTHPATE MPEABAPUTEIHO HAITbJIHEHATA
cripuHiioBKa Hyrimoz.

o [TpenopbYMTEITHOTO MSACTO HAa HHKSKTHPAHE €
npeaHaTa yacT Ha O6expoto. Moxxe 1a H3mon3Bare
JI0JTHATa YacT Ha KOpeMa, HO He U 30HaTa Ha 5 cm
oxoio meia (Buwxte Quzypa C).

o Bunaru I/I36I/Ipaf/'IT€ pa3In4IHO MACTO, KOraTo
IIOCTABATC MHKXCKIHA.
o He HH)I(CKTHpaﬁTC B 30HHM, KBJACTO KOXXaTa €

0oJie3HEHA, ChC CUHUHH, 3a4€PBEHA, C JIIOCIIH WU €

TBBpJa. M30arBaiiTe 30HU ¢ OEJE3H WK CTPHH.
AKoO UMaTe ICOpHa3uC, He TPsAOBa Ja UHXKEKTHpaTe
JTUPEKTHO B 30HUTE C MICOPUA3UCHHU ILIAKH.

@Duzypa C: V360p Ha MsCTO 32
UH)KCKTHpaHe

2. [TouncTBaHe HA MSICTOTO HA HH:KEKTHPAaHe:

. Koraro cre roTOBH Aa U3II0I3BATE IIPEABAPUTEIHO
HaITbJIHEHATA CIIPUHIOBKA, U3MUNUTE I'PUKIUBO
PBIIETE CH CBHC CANlyH H BOJA.

. C KpBroBU IBI)KEHHS [TOYNCTETE MACTOTO Ha
HWHXEKTHPAHE C KbPIIMUYKA, HAIIOEHA ChC CIUPT.
OcrTaBere o Aa U3CbXHE, IPEaU Ja HHKEKTHpaTe
(Bmxre @Duzypa D).

. He noxocpaiiTe Ta3u 30Ha NpeAN WHXKEKIUTA.
OcraBeTe KOXKaTa Jja U3ChXHE, IPEIU Aa
nmxekrupare. He BeliTe u He gyXalTe BbpXy
MTOYUCTEHOTO MSACTO.

| s T

\ e em—

@Duzypa D: Tlouncrere MACTOTO 3a
WHXEKTHpaHe

3. ITocTaBsiHE HA MHIKEKIUATA:

o BHuMaTenHo u3abpraiTe Kamavkara Ha Uriiata, 6e3 na
s OT'BbBATE, 3a JIa 51 CBAJIMTE OT CIIPUHIIOBKATA (BUKTE
@Duzypa E).

o W3xBBpiIeTe Kamaykara Ha UriaTa.

o BB3MoKHO € f1a 3a0enexnuTe Karka TeYHOCT Ha BhpXa

Ha urjiara. Topa ¢ HOPMAJIHO.

=, Ao

@uczypa E: Cpanete Kamadykara Ha
uriara
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o BrumarenHo 3axBaHeTe KOXKHA I'bHKA HA MSCTOTO Ha
umxkekrupane (Buxre Quzypa F).

. BbBenere urnara B koxkara mox brbi oT 45 rpaayca,
KaKTo € rmokasaHo (Buxre Quzypa F).

o JppKTe mpeaBapuTeIHO HAITbIHEHATa CIIPUHIIOBKAC
eIMHIYHA J1033a, KaKTO € MoKa3aHo (Buxre Quzypa G).

. baBHo HaTucHeTe OyTanoTo JOKpPA.

. JpbxTe OyTanoTo HaTHCHATO TOKpaii, KaTo

€IHOBPEMEHHO C TOBa JbP)KUTE U CIIPUHIIOBKATA
HETIOJIB>KHO Ha MSICTOTO U 3a 5 CEKyH/IU.

. BuumarenHo u3Bazere uriara AMPEKTHO HArope oT
MSICTOTO Ha MH)KEKTHpaHE U OTITyCHETE KOXKaTa.
BB3M0OHO € 1a nMa MaKo KpbB Ha MSICTOTO Ha
MH)KEKTHpaHe. Mojke 1a IPUTHCHETE TaMy4yeH TaMIIOH
WM Mapiis KbM MSICTOTO Ha MHXKEKTHpAHE U Ja
saabpxkute 10 cexkynnu. He pazrpuBaiiTe MACTOTO Ha
UH)KEKTHpaHe. Mojke J1a MOKpUeTe MACTOTO Ha
WH)KEKTHpaHe ¢ MaJIKa JIeTIeHKa, aK0 UMa Hy»X/a.

@uzypa G: HatucHeTe OyTan0TO

4. N3xBbpJisiHe HA N3M0JI3BAHNTE NMPEABAPUTEIHO HABJIHEHH CIIPHHIIOBKH:

. UsxBbprere u3noia3BaHaTa CIPUHIIOBKA B KOHTEHHEpa
3a OCTPH OTHAIBIM (HOOpe 3aTBapSII Ce, yCTONYNB Ha
npobuBane cba). Kakro 3a Bammure obmiara
0€30IacHOCT U 3/IpaBe, TaKa U 3a Te3U Ha JIPYTUTE
X0pa, UTJIUTE U U3IOJI3BaHUTE CIIPUHIIOBKY HE TPsOBa
HUKOTIa J1a c€ U3I0JI3BAT IOBTOPHO.

. He uzxBbpiisiiiTe jekapcTBa B KaHAIM3ALMITa WM B
KOHTEIHepa 3a JoMallHu oTnanbiu. [lonurakite
Bammms nexap unm gapmarieBT Kak 1a U3XBbPIISITE
JIEKapCcTBaTa, KOUTO HE M3Moi3Bate. Te3n Mepku 1ie
CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa cpeJia.
Hewnsnon3paHusT nekapcTBEH MPOIYKT WIH
OTIAJbYHUTE MaTEPUAH OT HETO TPSOBa Ja ce
U3XBBPJIAT B CbOTBETCTBUEC C MCCTHUTC U3MCKBAHUS.

OCTPU
L
&
QDuzypa H: usxsbpiere

H3M0JI3BaHaTa InMpE€aABApUTECIHO
Hall'bJIHCHA CITPUHIIOBKA

AKO MMaTe HAKAKBH BBIIPOCH, MOJIsl, roBopeTe ¢ Bamus jexkap, papmaneBT WM MeJUIUHCKA
cecTpa, KOUTO ca 3ano3HaTu ¢ Hyrimoz.
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JIncroBka: uH(poOpManuA 32 NalHEHTA

Hyrimoz 40 mg uHKeKIMOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA CIIPUHIIOBKA
ananumymab (adalimumab)
40 mg/0,8 ml

HpoqueTe BHUMATEC/IHO LJ1aTA JIMCTOBKA MPEIU 1A 3aII0YHETE 1A U3IMOJA3BATE TOBA JICKAPCTBO,

Thil KaTO T ChAbP2Ka BaskHa 3a Bac undopmanus.
- 3amaszeTe Ta3y JUCTOBKAa. MOXe a ce HAJIOKH [a S IPOYeTeTe OTHOBO.
- Bamust nexap me Bu nane cpliio HanoMmHsAIA KapTa Ha NalMeHTa, KOSITO ChIIbpiKa BaKHa

WHPOPMAIHs OTHOCHO 0€30MacHOCTTA, C KOSATO TPsIOBA Aa CTe 3all03HATH, IPEU /1a 3aTl0YHETe
na npuiarare Hyrimoz u o Bpeme Ha nedeHueto ¢ Hyrimoz. CpxpaHsiBaiiTe Ta3u HamoMHsIIA
KapTa Ha IallMeHTa y ce0e cu 110 BpeMe Ha JICUCHUETO U 4 Mecela Clie/l OCIeqHaTa HHKEKLIUI

Hyrimoz, nocraBena Ha Bac (na Barmero nere).
- AKO UMare HIKaKBH JIOMBIHATEIHA BBIIPOCH, MonuTaiTe Bamus iekap uinu GpapMaresT.

- ToBa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro mpeotcThnBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO 4e TIPU3HAIIUTE Ha TAXHOTO 3a00JIIBaHE ca ChIUTE KaTo Bammure.
- AKO IONyYUTe HIKAKBH HEXCIIAaHU peakiuy, yBeaomeTe Bamus nexap unn papmariet. ToBa

BKJIIOYBA M BCHYKU BH3MOKHU HE)KEJIaHU PEaKIIU1, HEOIMCAHU B Ta3H JUCTOBKA. BuxkTre
TOYKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1. Kakgo npencrasnssa Hyrimoz u 3a kakBo ce U3Ion3Ba

2. Kakgo TpsiOBa na 3Haere, npeau aa usnoiseare Hyrimoz

3. Kaxk ma m3nomnssare Hyrimoz

4. BBb3MOXHH HEXENAHU PEaKkLuU

5. Kak na cexpansBare Hyrimoz

6. ChappikaHre Ha ONIAKOBKATa U JOIBIIHUTEHA HHQOpMAIIUs
7. VYkazanus 3a ymorpeda

1. Kaxgo npencrasiasBa Hyrimoz u 3a kakBo ce u3noJi3Ba

Hyrimoz chabpixa akTHBHOTO BEIIECTBO aIaliMyMal, JIeKapCTBO, KOSTO JICHCTBA HA UMyHHATA
(3amuTHaTA) cHCcTEMa Ha OpraHu3Ma.

Hyrimoz e npeqHa3HaueH 3a JICUCHUE Ha CIICHUTE Bh3MATUTEIHHA 3200 IIBaAHUS:
PEBMaTOMICH apTPUT

NOJIMAPTHKYJIAPCH IOBCHUIICH UIMONIATHYCH apTPHUT

apTPUT, CBBP3aH C EHTE3UT

AQHKMJIO3MPAIL] CIIOHTUITUT

aKCHAJICH CIIOHIMIIOAPTPUT O0e3 peHTreHorpad)CKu JaHHH 32 aHKUIJIO3UPAIL CIIOHIMIAT
NICOPUATUYCH apTPHUT

TICOpHUA3HC

THOCH XHUPAJCHUT

6onect Ha Kpon

YIIEPO3CeH KOJIHT U

HEMH(EKLINO3EH YBEUT

AkTHBHOTO BemecTBO B Hyrimoz, aganumyma0, € MOHOKJIOHATHO aHTHUTsUT0. MOHOKIOHATHUTE
aHTHTeNa ca MPOTEHHHU, KOUTO Ce CBBP3BAT ChC CHEUU(UYHU MUIICHU B OpraHU3Ma.

Crnenuduanara MUIIIEHa Ha afaTuMymad e IpoTenH, HapedueH TyMop-HekpoTusupail paktop (TNFa),
KOUTO IMPUCHCTBA B NIOBUIICHHU KOJHNYECTBA IIPU BHINAIIUTCIIHUTE 336OH$[B3HI/IH, I/I36pOGHI/I Imo-rope.
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Cabp3Baiiku ce ¢ TNFa, Hyrimoz 6iokupa HeroBoto AeCTBHE U HaMallsiBa B3MAICHUETO MIPH TE3H
3a001sIBaHUS.

PeBMaTouzicH apTput

PeBmaTroumausAT apTpUT € BB3INAJINUTEIIHO 3a00JIIBaHE HA CTaBHUTE.

Hyrimoz ce u3nos3Ba 3a ieueHue Ha peBMAaTOUICH apTPUT MPH BB3PACTHU. AKO HMaTe YMEPEHO 10

TEXKO M3pa3eH aKTUBCH PEBMATOUAEH apTPUT, IbPBOHAYAIHO MOXe a Bu Obaar npunaranu apyru,
MIPOMEHSIIIN X0/1a Ha 3a00IIBaHeTO JIeKapCcTBa, KaTO METOTpeKcaT. AKO Te3H JIeKapcTBa He AeHcTBaT
JocTaThuHO A00pe mpu Bac, me Bu 0b1e npennucan Hyrimoz 3a neduenne Ha peBMaTOWIHUS apTPHT.

Hyrimoz ce u3mos3Ba u 3a JeUCHNE Ha TEXKKO U3Pa3eH, AKTUBEH U TIPOTPECUBEH PEBMATOUJICH apTPHUT
0e3 MpeaXoIHO JCUSHUE C METOTPEKCAT.

Hyrimoz moxe 1a 3a0aBsi CTPYKTYpHUTE YBPEXKJaHUS Ha XPYIISIa M KOCTTAa Ha CTaBUTE, IPUINHEHH
0T 3a00JIsIBaHETO U MOA00psABa (pr3uyecKkaTa aKTUBHOCT.

O6ukHOBeHO, Hyrimoz ce ymotpebsiBa ¢ MmeToTpekcaT. Ako BammsT nekap npenenu, ge
NPUIOKEHUETO Ha METOTPEKCaT He € OAXO0IA1I0, TO Hyrimoz Moxke ja ce mpuiara caMOCTOSITEITHO.

IMonuapTHKyIapeH I0BEHWIEH HANONATHYEH aDTPUT U apTPUT, CBbP3aH C EHTEZUT

ITonuapTukynapHUST FOBEHUICH HAMONATUYEH apTPUT U apTPUTHT, CBBP3aH C €HTE3UT, Ca
BB3NATUTEIHN 3a00JI1BaHMSI HA CTAaBUTE, KOUTO OOMKHOBEHO 3a1l04uBaT B JCTCKA Bb3PAacT.

Hyrimoz ce u3mos3Ba 3a JieueHue Ha MOJUAPTHKYJIAPCH I0BSHHUIICH UIMOTIATHYCH apTPHT TIPH Jeria
Y FOHOILIM Ha BB3pacT oT 2 10 17 ToAWHY U Ha apTPUT, CBBP3aH C EHTE3UT, IIPHU JIela U IOHOIIX Ha
BB3pacT oT 6 10 17 rogunu. [IppBOHAYAIHO HA MAIIUEHTUTE MOXKE J1a OBJAT MpUIaraHu APYTH,
IPOMEHSIIN X0/a Ha 3a00JIsIBAHETO JIEKapCTBA, KATO METOTPEKCaT. AKO Te He AeCTBAaT JOCTAThUYHO
no0pe, Ha maueHTuTe 1me Obae npennucad Hyrimoz 3a nedeHne Ha TEXHUS TOJTUAPTHKYIapEeH
IOBCHWJICH UIMONIATUYCH apTPUT WM apTPUT, CBbP3aH C EHTE3UT.

AHKWIO3Mpalll CIIOHIWINAT U aKCUAJIEH CIIOHIMIOAPTPUT 0e3 peHTreHorpadcKi JJaHHU 3a
AHKHUJI03UPAILl CIIOHJTUINT

AHKHJIO3UPAIIHAT CTIOHAWIUT U aKCHATHHUAT CIIOHAMIOAPTPUT Oe3 PeHTreHOTrpad)CKU JaHHU 3a
AHKWJIO3UPAIIl CTIOHAWIUT Ca Bh3MAIUTEIHU 3200 sIBaHMsI HA TPHOHAYHUS CTHIO.

Hyrimoz ce u3no/3Ba npu Bb3pacTHHU 3a JICYCHHETO HA TE3U ChCTOSHUS. AKO MMAaTe aHKHJIO3UPAII]
CIIOHJIMITUT WITU aKCHAJIEH CIIOHIMIOAPTPUT 03 peHTreHOrpadcKu TaHHY 32 aHKUJIO3HPAIIl
CTIOH/IWJIUT, IBPBO Il By ObaT npunaranu Apyry JekapcTBa. AKO T€3M JIGKapCcTBa He JIeHCTBAT
JIOCTAThYHO J00pe, 3a HaMaJIsIBaHE Ha MIPU3HALIUTE ¥ CUMITOMUTE Ha Barero 3adonsBane 1ie Bu
0bne mpennucan Hyrimoz.

IIcopmasuc ¢ mIaky Opu Bb3PAcTHU U Jela

Hcopna31/1c1>T C INTaKHu € BB3NaJIMTCIHO KOXKHO 3a6OJ'I$IBaHC, KOCTO MPEAN3BUKBA 06pa3yBaHeT0 Ha
YCPBCHHU, JIFOCIICCTHU, TBBPAU IICTHA I1O KOKaTa, IOKPHUTU CbC Cp66pI/ICTI/I JIFOCIIN. Hcopnamcrﬂ C
IJTaKW MOXKE 1a 3aCETHE U HOKTUTE, KaTO T'M IIpaBu YYIUIMBU, BOAU OO0 YI[C6CJ'I$[BaHe " OTACIIAHC Ha
HOKBTA OT HOKBTHOTO JIOXKE, KOCTO MOJXKE Jia € 6one3neno. Cuura CC, 4€ NICOpHUA3UCHT CC NpHUIUHABA
OoT HpO6J’I€M C UMYHHATa CUCTEMa Ha OpraHu3Ma, KOUTO BOJU OO MOBUIIICHA MMPOAYKIHA HAa KOXHHA
KJICTKH.

Hyrimoz CC M3MO0JI3BA 3a JICUCHUEC HAa YMCEPCH 0 TCIKBK INICOPHUA3UC C IUIaKU IPHU Bb3PACTHU. Hyrimoz
CC M3IIOJI3Ba CHIIO U 3a JICUCHUC Ha TCIKBK IICOPUA3HNC C IIJIAKU ITPU ACLd U FOHOIIN Ha Bb3pacT
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ot 4 1o 17 roauHU, IPU KOUTO MPUIIATAHKUTE JIEKAPCTBA BHPXY KOXKaTa U JICYCHHETO ¢ YB cBeT/inHA He
ca MmojelcTBa I MHOTO T0Ope Wi He ca ITOIXOISIIIH.

IIcopuaTudeH apTpUT

[IcopuaTHaHUAT apTPUT € BH3MAJIUTEIHO 3200 sIBaHe HAa CTABUTE, CBBP3aHO C IICOPHA3HC.
Hyrimoz ce u3non3sa 3a jieucHUE HA IICOPUATUYCH apTPUT MPH Bh3pacTHU. Hyrimoz moxe na
3a0aBU CTPYKTYPHHUTE YBpPEXKIaHUSI Ha XPYIIsiia U KOCTTa Ha CTaBUTE, IPHYNHEHH OT 3a00JIIBaHETO

U o700psABa (hu3nyecKkaTa aKTUBHOCT.

T'HOEH XWApaJleHUT IPU BB3PACTHU U FOHOIIN

I'HoliHUAT XUApaneHUT (MOHIKOTa HAPUUYAH aKHE WHBEP3a) € MPOIBKUTEIIHO U Y€CTO OOJIC3HEHO
BB3MAIATEIHO 3200/sIBaHe Ha KokaTa. CHMIITOMHTE MOTaT Jla BKIFOYBAT YYBCTBUTEIHU BH3IH
(momyTuHM) 1 abcriecH (IIUPEM), OT KOUTO MOKE Jla M3TH9a THOW. To Hai-4ecTo 3acsira KOHKPETHU
y4aCTblu OT KOXKaTa, KaTo IO I'bpAUTC, NOAMUIIHUONTE, BbTPECHIHATA YaCT Ha 6e11paTa, cirabuHuTE
U CelaTnIeTo. B 3acernaTure paiioHM MOTAT Jia OCTaHAT U Oele3u.

Hyrimoz ce u3nos3pa 3a JieueHHe Ha THOSH XUPAJACHUT MIPU Bb3PACTHU U IOHOIIH HaJ |2-rojuiiHa
BB3pacT. Hyrimoz moxe na Hamanu Opos Ha Bammre Bb31H 1 abcuiecu u 00Karta, KOsITO 4ecTo €
cBbp3aHa ¢ Oosectra. [TbpBoHavaHO MOXKe 1a By Obat npunaranu Ipyru JekapcTBa. AKO TE3H
JIEKapCcTBa He ACHCTBAT TOCTaThYHO M00pe, me Bu 0bae npeanucan Hyrimoz.

Bosnect Ha KpoH 11pu BE3pacTHH U Jlena

Bbonecrra Ha KpoH e Bb3nanuTenHo 3a00JsBaHe Ha YepBarTa.

Hyrimoz ce u3nosn3Ba 3a neueHne Ha 6oaectTa Ha KpoH npu Bb3pacTHH U Aela Ha Bb3pacT

ot 6 1o 17 ropuau. Axo cTpagate ot 6oectta Ha KpoH, mbpBoHaYamHO Moxe 1a Bu Obaar
NpUJIaraly IpyTH JIeKapcTBa. AKO He ce TOBIHsETe JOCTaThUHO A00pe OT TEe3H JIeKapcTBa, e Bu
0bpae npunarad Hyrimoz 3a HamansiBaHe Ha MPU3HALUTE U CHMITOMHTE Ha BameTo 3abonsBaHe Ha
Kpomn.

Vi1epo3eH KOJIUT IIPU Bb3PACTHHU U Jiclia

yJ'I]_[epOSHI/IﬂT KOJINT € BB3IMAJUTEIHO 3a00/IIBaHE HA I[G6€JIOTO YCpBO.

Hyrimoz ce n3non3Ba 3a jieueHre Ha YMEPEH J0 TeXBK YIIep0o3eH KOIUT IPH Bb3PACTHH U JIelia Ha
BB3pacT oT 6 10 17 roguau. AKO UMaTe yIIepo3eH KOJUT, TbPBO MOXKe a Bu ObIaT gajeHu qpyru
nekapcTBa. AKO Te HE JISHCTBAT JOCTaThYHO JI00pe, 32 HaMaJISIBaHE HA MPU3HAIIUTE U CUMIITOMHUTE Ha
Bamara 6onect me Bu 6b1e npeamnucan Hyrimoz.

HeI/IH(beKI_[I/IO3eH YBCUT IIPH BB3PACTHHU U JICIIA

HeunndexunoseH yBeuT € Bb3MAIUTEIHO 3a00IBaHeE, 3aCATAII0 ONPEAETICHN YaCTH Ha OKOTO.
Brananenuero Boau 10 HaMalsiBaHE Ha 3PECHUETO W/WJIM HATMYWE HA MBTHHHHU B OKOTO (U€pPHHU
TOYHMIY WU THHKH JHHUH, KOUTO C€ IBMXKAT B 3pUTEIHOTO moiie). Hyrimoz aeficTBa upe3 HamalsiBaHe
Ha TOBA Bb3IAJICHUE.

Hyrimoz ce u3nomnssa 3a JeueHne Ha

o Bb3PACTHU C HEUH(EKLNO3ECH YBEUT, C Bb3MAJICHUE, 3acsralllo 3a/lHaTa 4acT Ha OKOTO

. Jie1ia, HaBbPIIMIIHA 2 TOAWHYU ¢ XPOHUYEH HEMH(DEKIIMO3EHYBEUT, C Bb3IAaJICHUE, 3acsTalllo
MIpeJHaTa 9acT Ha OKOTO
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2.

Kakgo Tps0Ba 1a ce 3HaeTe, npean ga u3noaszsare Hyrimoz

He u3noazsaiite Hyrimoz

aKo CTe alepruuHu KbM aJaiuMyMad MM KbM HIKOS OT OCTaHAINTE ChCTaBKU HA TOBA
nexapcTBo (M30poeHH B TOUKA 6).

aKO MMaTe Te)KKa WHPEKIUS, BKIFOUUTEIHO TyOepKyIio3a, Cercuc (OTpaBsHEe HAa KPHBTA), HITH
JIPYTH OTIOPTIOHUCTHYHH HH(PEKIHU (00MIaitHn HH(EKITHH, CBhp3aHH ¢ OTCIIa0BaHE Ha
UMyHHara cuctema) BaxxHo e na mHpopmupare Bamust nekap, ako vMaTe CHMIITOMH Ha
WH(EKIUs, HaPUMep TPECKa, paHH, OTIaTHAIOCT, TPOOIeMH ChC 3b0UTE (BUKTE

LI IpeayTIpekIeHNs U TIPEAITa3Hl MEPKH ).

aKo MMaTe YMepeHa J0 TeKKa ChpJiedHa HelocTaThuHOCT. BaxkHo e ma napopmupare Bamis
JieKap, ako CTe UMaJId WII UMaTe CEPHO3HO ChPACYHO 3a00sBane (BHXKTE , [ IpenynpeskaeHus u
Mpeana3Hud MEpKU*).

Ipeaynpexnenus: U Npeana3sHu MepPKU

l'oBopete ¢ Bamms nekap nim dapmanest, npenu aa unonaszsare Hyrimoz.

AJleprudnga peaxkius

AKO uMare ajepruyHa peakis ChC CHMIITOMH KaTO CTATaHe B TbPJAUTE, XPUIITEHE, 3aMaliBaHe,
OTOK WJI 00pUB, He HHKeKTHpaliTe moBede Hyrimoz u He3abaBHO ce cBBpkeTe ¢ Bamms nekap,
ThH KaTO B PEIKU CIydau T€3M PEaKIMKM MOTaT Jia ObJaT )KUBOTO3aCTPAIIIaBaII[H.

Undeknus

Axo nmare nH(EKIUs, BKIIOYUTEITHO POIBIDKATEITHA W OrpaHrdeHa HHpekus (KaTo
HaTIpUMep s3Ba Ha Kpaka), KOHCYJATHpaiiTe ce ¢ Bammus nexap npenu ynorpedara Ha Hyrimoz.
AKO He CTe CUTYPHH, CBBpXKeTe ce ¢ Bamms nekap.

ITo Bpeme Ha sieuenuero ¢ Hyrimoz Moxere Jia ce pazboseete mo-jiecHo ot uHpekimu. To3u
PHCK MOXeE J1a Ce YBEJIM4H, ako QyHKIHATa Ha Oenute Bu npobose e HapymeHa. Te3n
MHQPEKIIUU MOXe J1a ObJaT CepUO3HH U Ja BKIIIOYBAT TYOCpKYII03a, MH()EKIINY, TPUIMHEHU OT
BUPYCH, I'bOUYKY, MAPA3UTH WIH OAKTEPUU, UIH IPYTH HEOOUYalHU PUYHHUTEIIN Ha
WHDEKITNHN U cericuc (OTpaBsSHE Ha KPBHBTA).

B penxu ciyvan, Te3u uHbEKIUA MOXKe a ObJaT KHUBOTO3acTpamasany. BaxHo e 1a
uHpopmupare Bamms nekap 3a nmosiBata Ha CHMITOMH KaTO TPECKa, PaHH, OTIAJTHAIOCT MU
MpoOJIeMU ChC 3b0UTE. BalmsT Jiekap Moxe Ja npernopbya BpeMEHHO CIIMpaHe Ha yrnoTpedara
Ha Hyrimoz.

Ty6epkyinosa (TH)

Tbif kKaTo UMa CHOOIIIEHHS 32 TYOEPKYII03a MPH MANMEHTH Ha JISYeHHe ¢ afnannMymad, Bammst
nexap e Bu n3cnenBa 3a mpu3HaIM ¥ CHMIITOME Ha TyOepKyJ03a Ipey 3al0YBaHe Ha
nedyennero ¢ Hyrimoz. ToBa BkITt0ouBa 00CTOHHA MEAUITMHCKA OIICHKA, BKIIIOYUTEITHO aHAMHE3a,
Y TIOJIXO/ISI CKPUHUHT (HapuMep PEeHTICHOBA CHUMKA Ha TPBIHUS KOII U TyOSepPKYJIUHOB
tecT). [IpoBexkiaHeToO M pe3ynTaTUTe OT TE3W M3CIeABaHMs TPsAOBa Ja ce oTOeNek ar BbB
Bamara nanmomHsIIa kapra Ha narueaTa. MHOTO € BaxHo 1a uHpopMupaTe Barmmms nekap, ako
cte OoyeyBaiu OT TyOepKyJi03a UK CTe OUJIM B TECEH KOHTAKT C HAKOW OOJIEH OT
TyOepkyno3a. [lo BpeMe Ha JeueHEeTo MOXe J1a ce pa3Bue TyOepKyIi03a, IOPH aKo

CTe MpHeMal JIeYeHne 3a TpeAna3Bane oT TyOepKyo3a. AKO 10 BpeMe Ha JISYeHUEeTO WIIH
CJIeJ HETO Ce TIOSBIT CUMIITOMU Ha TyOepKyJji03a (IIOCTOSIHHA KallllvIia, 3aryda Ha Terjo,
OTITyCHATOCT, JICKO TIOBHIIIEHA TEMIIepaTypa) WIH HAKaKBa JIpyra nHpEeKnus, He3abaBHO
nHopmupaiite Bamms gexap.
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IIsryBane/moBTapsamm ce nHOEKIUNA

. Kaxere Ha Bamus nekap, ako cTe >KUBEJIM WM IbTyBaTe B PaliOHH, KBJIETO YECTO CE Cperar
WHQEKINN OT IBOMYKH KaTO XUCTOILIa3M03a, KOKIIUANOUJOMUKO3a WK 0J1aCTOMUKO3A.
o Kaxxete na Bamms jexap, ako cre 00yieyBajy OT MOBTapAILIN ce HHPEKIIUN UITH IPYTH

3a6OJI$IBaHI/I$I, KOHWTO OBUIIIABAaT pHUCKa OT I/IH(I)CK]_[I/II/I.

Bupyc na xenatut B

o I'oBopere ¢ Bamms nekap, ako cre HocuTen Ha BUpyca Ha xenatut B (HBV), ako nmare
aktuBHa HBV nubexnus nnm cuurare, 4e cTe U3JI0KEHH Ha PUCK OT 3apassBane ¢ HBV.
Bammsar nexap tpssoBa qa Bu m3cnenBa 3a Bupyca Ha xenatut B (HBV). Ananmnmymad moske
MOBTOPHO Jia akTuBUpa uHPpeknusaTa or HBV npu xopa, HocuTenu Ha To3u BUpYc. B Hiikon
pelKu ciy4yad, 0COOCHO aKo MpHeMaTe APYTH JeKapcTBa, KOUTO MOTHCKAT UIMyHHATa CUCTEMa,
MOBTOPHOTO akTHBHpaHe Ha uHpekuusaTa ¢ HBV moxe na 6b1e KUBOTO3aCTpaIlaBaILo.

Bwo3pact Hag 65 rogunu

o AKko cTe Ha BB3pacT Hax 65 roJuHN, MOXKeE J1a CTe MO-MOJATINB KbM HH(EKITUH JOKATO
npwrarate Hyrimoz. Bue u Bammsr nexap tps6Ba 1a oOpbIaTe CrenualHO BHUMaHUE 32
MpPU3HAIM Ha WHPEKIHS, T0KaTo cTe Ha JieueHue ¢ Hyrimoz. Baxno e na undgopmupare Bamms
JieKap, ako MpOsSBUTE CUMIITOMHU Ha MH(EKLHUs, KaTo TPEeCKa, paHu, YyBCTBO 33 yMOpa,
po0JIeMH ChC 3p0HUTE.

Omneparnys Wiy Ipo0IIEMHU ChC 3B0UTE

. Axo Bu mpecTou onepariys WM ASHTAIHU TPOLETYPH, MOJIs, KakeTe Ha Bamms nekap, e
npuinarare Hyrimoz. BammsT nekap Moke 1a mpenopbyua BpeMEHHO J1a cIipe ynoTpebara Ha
Hyrimoz.

JleMuenuHU3HpAIIo 3a00siBaHe

o AKO UMaTe WM pa3BUeTe AEMHUEITMHU3UPAIIO 3a00sBaHe (3a00sABaHe, KOETO 3acsra
3alIUTHAaTa OOBUBKA HA HEPBUTE, KATO MYJITUIUICHA CKJIepo3a), Bamusr nekap 11ie pemy 1anm e
HEe00X0IMMO Ja IMoTydJaBaTe WK JIa IPOAbIDKUTE 1a moirydaBaTe Hyrimoz. HezabaBHo
uHpopMupaiite Baius nekap, ako UMaTe CUMITOMH KaTO IPOMEHH B 3pEHHUETO, C1a00CT B
pBIIETE WM KpaKaTa WK U3TPBIIBAHE HUIIM MPaBYYKaHE B HAKOS YacCT HA TSUIOTO.

Bakcnna

o OnpeieneHd BAKCUHU ChABPKAT )KUBHU, HO OTCIa0CHN POPMHU Ha OOJIECTOTBOPHU OAKTEPUH HITH
BUPYCH U HE TpsAOBA J1a ce MpHiiarar 1o Bpeme Ha yiedeHnero ¢ Hyrimoz, 3a na He npenn3BUKaT
ciayuaitno nadekius. [ToceBeTBaiiTe ce ¢ Bamms nekap npeau npriIokeHHEeTo Ha KaKBUTO U Ja
ouno BakcuHU. [IpenopbuBa ce, ako MMa Bb3MOXKHOCT JIeliaTa J1a MPUKII0YAT C BCHUYKH
MMYHH3AIIHH, ChIIIACHO HACTOSIIINS UMYHH3AIIMOHCH KaJICHIap 3a TAXHATa Bh3pacT, Ipeau
3armo4Bane Ha JieueHneTo ¢ Hyrimoz. Ako cte mpuemanu Hyrimoz, nokaro cre Ouia OpeMeHHa,
0cOeTo Bu Moxxe j1a Ob/ie ¢ MO-BUCOK PUCK 33 Pa3BUTHE HA TakaBa MH(EKIIHS, 10 TEeT Mecea
Clle/ TocjeHaTa J103a, KOSITO CTe MOMYYHIIN [0 BpeMe Ha OpeMeHHocTTa. BaxkHo e, n1a
nH(pOpMUpATE JISKApAT U APYTUTE METUIIMHCKH CIIeMaIMCTH Ha Bamero 0ebe, ye cre
nexyBanu ¢ Hyrimoz mo Bpeme Ha BamaTta OpemMeHHOCT, Taka 4ye /1a MoraT Jja peliaT, KoraTo Ha
0cOeto Bu TpsiOBa ja ce HampaBu KaKBaTO U Ja € BAKCHHAIIMSL.

CoppaeuHa HeIOCTaTBYHOCT

L Baxmo ¢ Ja KaXKC€TC Ha Bammus JICKap, ako CTC UMaJI UJIN UMATC TCIKKO ChbpACUHO 3a00JIs1BaHe.
Axo nmare j1eka ChbpJACYHa HEAOCTATHYHOCT U CC JICKYBATC C Hyrimoz, CbCTOSIHHUETO B BBB
BPB3Ka CbC ChpACHYHATA HCAOCTATBYHOCT TpH6Ba Ja 6’[:,[[6 BHHUMATCIHO NPOCICAABAHO OT Bamms
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nexap. AKO pa3BHeTe HOBU WJIN BIIOIIABAIIY C€ CUMIITOMH Ha ChpJIeUHA HEJJOCTATHUHOCT
(Hanpumep, 3aIbXBaHE WK OTOLM IO Kpakarta), TpssOBa He3a0aBHO Ia ce cBbpxeTe ¢ Bamms
Jexap.

Bucoka Tremneparypa, KppbBoHacsgaHus (CHHUHHN), KPbBOTEYEHHUE WIIN OJIEI0CT

. [Ipu HIKOM MAITMEHTH, OPTaHU3MBT MOKE JIa HE yCIlee Ja MPON3Bee JOCTAThYHO KPHBHHU
KJICTKHU, KOUTO Ce O0OpAT ¢ MH(EKIIMHUTE WK J1a IOMarar 3a CIIUPaHeTO Ha KbPBEHETO. AKO
BJIUTHETE TEMIIEpaTypa, KOATO HE CIa/ia, MHOTO JISCHO MOJTydaBaTe CHHUHY WIN KbPBEHE HITH
M3TJIeKIaTe MHOTO OJIeAH, BeIHAra ce CBbpxkeTe ¢ Bamms nekap. BammsT mekap MoXke J1a penrd
Jla CIIpe JICYCHHETO.

Pax

o Hma MHOTO peIKH Cilydau Ha ONpeAelIeH! BUIOBE paK IpHU Aela U Bb3PacTHH, TPHIIaramy
amamumymab wim apyru TNF-6mokepu. Xopara ¢ mo-cepro3eH peBMaTOUICH apTPUT, KOUTO ca
C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIIBAHETO, MOTaT J1a ca C [0-BUCOK PUCK OT CPeIHUS 3a
pas3BUTHETO Ha TUMGOM U JeBKeMHs (BUJOBE PaK, KOUTO 3aciraT KPbBHUTE KJIETKH U KOCTHHUS
MO3BK). Ako npunarate Hyrimoz, puckbT oT nosiBaTa Ha TUM(GOM, JIEBKEMUSI WIH APYTH BUAOBE
pak Mo’ke J1a ce IOBUIIU. B penku ciydan e Oui HaOIoJaBaH CieMupUUeH U TEXbK BUJ
nuM(OM IIpH NaLMEeHTH, JIEKyBaHH ¢ ajainMyMa0. Hsxou oT Te3u nanuenTH ca Owin JIeKyBaHU
CBIIO C JIEKApCTBOTO a3aTHONPYH WM MepKanTomyput. Madopmupaiite Bamms nexap, ako
npreMare a3aTHONPHH MM MEPKaNTOypHH 3aeaHo ¢ Hyrimoz.

o HabnronaBanu ca MHOTO peAKH CITydad Ha HEMEJIaHOMHH (DOpPMH Ha KOXKEH PaK NpH MalUeHTH,
IpuiIaraiy agaauMymad. AKo 1o BpeMe Ha WU cJie]l JICUEHHETO CE MOSIBU HOBO NMOPaKEHHE
BBPXY KOXKaTa WM aKO ChIIECTBYBAIUTE O€Ie3H WIN 30HU Ha IOPAXKEHUS IPOMEHST CBOS
BBHILEH BuA, HHpopMupaiite Bammus nekap.

o [Tpu manuenTy ¢ onpeneneH By 3a00siBaHe Ha OeluTe IpoOOBe, U3BECTHO KaTO XPOHUYHA
obcTpykTuBHA OenoapoOHa GoecT, eKyBaHu ¢ ApyT O6mokep Ha TNF-a, ca HaOmonaBaHu
CiIy4au Ha IPYTH BUIOBE paK, pa3ITudHu OT JuMdpomM. Ako cTtpamare or XOBb numm cre 3akieT
nymiay, TpsaoBa qa oochaute ¢ Bammst nekap nanum nedenuero ¢ TNF-a 61okep e moaxoasimo 3a
Bac.

ABTOMMYHHHU 3a00JBaHUS

o B penku cinyyan neuenuero ¢ Hyrimoz mosxe 1a goBejie o CHMITOMH, HAITO100SIBaIIU
nymnyc- nomoben cuuapoM. CBbpxkeTe ce ¢ Bammsr jiekap, ako ce MOosBAT YIOPHUT, HEOOSACHUM
00puB, Tpecka, O0JIKa B CTAaBUTE WIIA yMOPA.

Jlena ¥ OHOIIH

o Bakcunanuu: no Bb3MOKHOCT Ha JieTeTo Bu Tps0Ba aa ca nmocraBeHH 10 Tpaduk BCUUKU
BaKCHHH MPEIU Jia ce mpuitoxku Hyrimoz.
. He nmpunaraiire Hyrimoz npu fena ¢ moquapTHKYJIapeH I0BSHUIICH apTPUT Ha BB3pacT

noJ 2 TOIUHH.
JApyru nexapcrBa u Hyrimoz

Tps6Ba na kaxere Ha Bamus nexap uiu GapmaiesT, ako IpremMare, HACKOPO CTe IPUEMaH WU €
BB3MOXHO Jla IpHeMaTe APYI'H JeKapCcTBa.

Hyrimoz mosxe na ce mpuiiara 3aeiHO C METOTpPEKCaT WM ONPECICHH, IIPOMEHSIIH X0/1a Ha
3200JIIBAaHETO AaHTUPEBMATUIHH CPEACTBA (Cyidacana3zuH, XUIPOKCUXIOPOXHUH, JIeQIIyHOMIT U
WHKEKIIMOHHHM 3J1aTHH MIPerapaTy), KOPTUKOCTEPOH U WIH OOJIKOYCIIOKOSBAIIY CPE/ICTBA,
BKJIFOUMTETHO HECTEPOUIHH NpoTHuBOBB3NanuTenHu cpeacrsa (HCIIBC).
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Hyrimoz ue Tpsi0Ba na ce mpuiara ¢ JIeKapcTBa, ChIbprKalll aKTHBHUTE BEIIECTBA aHAKHHPA HIIH
abaTauenT, Hopaay MOBHUIICH PUCK OT cepro3Ha nHpexkui. KomOunanusra ot aganumyma0, KakTo 1
npyru antaronncty Ha TNF-o u aHakuHpa min abaTalent He ce MpenophuBa Ha 6a3ara Ha Bb3MOXKHO
MOBHUIIIaBaHE HA PUCKA OT UH(EKINH, BKIIOUUTEIHO CEPUO3HU HH(MEKIINH U IPYTH TOTCHIUATHH
(hapMaKoJIOTMYHH B3aUMOJCHUCTBHSL. AKO UMaTe BBIIPOCH, MOJISL, OObpHETE ce KbM Bammmus nekap.

BpemMeHHOCT U KbpMeHe

Tps6Ba ma oOMucnuTe yrorpedara Ha MOAXOSAIINA TPOTHBO3a4aThUHH CPEJICTBA 32
mpeaoTBpaTsABaHC HA 3a6peMeH$[BaHe 1 [a IPOABJDKUTE Jia T U3TI0JI3BATC B IPOABJIKCHHUE HA
noHe 5 mMecena cies nociaegHoTo Jieuenue ¢ Hyrimoz.

AKko cTe OpeMeHHa, MUCIIHTE, Y€ MOXeE Jla CTe OpeMeHHAa WM TUIaHupaTe Ja uMate 0eoe,
MOCHBETBalTE ce ¢ Baims iekap OTHOCHO MpUIIaraHeTO Ha TOBA JIEKapCTBO.

Hyrimoz Tps0Ba ia ce u3moi3Ba o BpemMe Ha OpeMEHHOCT caMo aKko € HeoOX01MO.

Criopen mpoy4BaHe BhpXy OpeMEHHOCTTa HE ChIIECTBYBA MO-BUCOK PUCK OT BPOJCHH Je(PEKTH,
KOTraTo MaiKara e Imojiy4aBaja afannMymad 1o Bpeme Ha OpeMEeHHOCTTa, B CpaBHEHHE C
MalKUTE ChC CHIIOTO 3a00JIIBaHE, KOUTO HE Ca MOJIydaBajiy againMyma0.

Hyrimoz moxe na ce u31oJi3Ba o BpeMe Ha KbpMEHE.

Ako cte monmydaBaiau Hyrimoz mo Bpeme Ha OpeMeHHOCTTa cH, Baiieto 6e0e nuMa mo-rojisim
PUCK J1a pa3Bue HH(DEKIHS.

BaxxHo e na ysemomure siekapst Ha BameTo 6e0e u qpyrure MeIUIIMHCKH CIIEITUAINCTH OTHOCHO
TOBAa, 4€ cTe cU npmiaraad Hyrimoz nmo BpeMe Ha OpeMeHHOCTTa, Ipean 0e0eTo 1a ¢
BaKCUHHPAHO (3a moBeue nH(OopMaIHsi OTHOCHO BAKCHHUTE BUKTE paszen ,,[IpenynpexneHus u
MIpEeATa3HA MEPKU ).

Hlopupane u padoTa ¢ MAIIIUHU

Hyrimoz moenusiBa npeHeOpeXUMO CIOCOOHOCTTA 3a MIO(HpaHe, KapaHe Ha BEJIOCHIIS HIIH padoTa ¢
mamuau. Crient npuioxeHneto Ha Hyrimoz moske ia ce mosiBi CBETOBBPTEXK U HAPYILICHHUE HA
3pEHHETO.

Hyrimoz cbabp:ka nHaTpuii

Tosa nekapcTBo chabpska mox 1 mmol Hatpuii (23 mg) Ha no3a ot 0,8 ml, T.e. MOXe J1a ce Kaxe, ue
NPaKTHYECKH HE ChAbpKa HATPHH.

3.

Kak na uznoassare Hyrimoz

Bunaru n3nomn3Baiite ToBa JIEKapCTBO TOUYHO KakTo Bu e kazan Bammsr nexap wim dhapmarienT.
AKO HE cTe CHTYpHH B HEIO, MonuTaiite Bamms nekap win dpapManesT.

Hyrimoz ce npejyiara 3a naiueHTUTe KaTo nmucajika oT 40 mg 1 MpeIBapUTeIIHO HAITBIHCHU
cipuHIoBkH 0T 20 mg 1 40 mg 3a npuiokeHue Ha mbiaHa fo03a oT 20 mg unu 40 mg.
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PeBmaTouaeH apTpuT, NCOPHATHYEH APTPHUT, AHKUJI03UPAIL CIIOHANJIUT HJIH AKCHAJIEH
CIIOHIMJIOAPTPUT 0e3 peHTreHorpagcKu IaHHH 32 AHKWJIO3MPALI CHOHIMJIMT

Bb3pacT u TesiecHO Teriao

KakBo ko1n4ecTBO M KOJKO
4ecTo 1a ce npuJara?

beaexkn

Br3pactHu

40 mg npe3 ceaMuIia KaTo
eIMHUYHA /1032

[Ipu peBMaTonaeH apTpuT
MPUJIOKEHUETO Ha METOTPEKCaT
[POIBIDKABA 10 BpeMe Ha
neyenuero ¢ Hyrimoz. Axo
Bammst nexap nperenu, e
MPUIOKEHUETO Ha METOTPEKCaT
HE € oXo/o, To Hyrimoz
MOXe Jia ce Tpuiiara u
CaMOCTOSITEJTHO.

AKO UMare peBMaTOHCH apTPHUT
U HE pHeMarte MaToTpeKcar 1o
BpeMe Ha jiedeHreTo ¢ Hyrimoz,
Bammsr nekap Moxe 1a pemm ja
mpwiarate 40 mg Hyrimoz Bcsika
ceamuiia wim 80 mg npe3
CEIIMHIIA.

[oanapTuKyJIapeH IOBEeHHIEH HIHONATHYEH APTPUT

Bn3pacT u TesiecHO TerJio KakBo K0JIM4eCTBO U KOJIKO Beaexku
4yecTo /1a ce mpuiiara?

[ena, roHomu u B3pacTau, pu | 40 mg npe3 cenmuiia Henpunoxumo

HaBBPIUICHH 2 TOTUHU C TETII0

30 kg wiu noseye

[ena, ronomu, npu HapbpineHu | 20 mg npe3 cenmuiia Henpunoxumo

2 roquau ¢ Terio 10 kg mo mo-

maiko ot 30 kg

ApTpHT, CBBP3aH C EHTE3UT

Bb3pacT 1 TesiecHO TErao KakBo K0J1H4€eCTBO U KOJIKO Beaexkn
4ecTo aa ce mpuJara?

Jemna, roromu 1 BB3pacTHH, pu | 40 mg mpe3 ceamuia Henpunoxumo

HaBBPIUICHHU 6 TOUHU C TETII0

30 kg nmm moBeue

Jena u roHOIIHN, IPH 20 mg tipe3 ceamuIia Henpunoxumo

HaBBPILICHH 6 TOAWHU C TETIIO

15 kg mo no-maiiko ot 30 kg

Ilcopua3zuc

Bb3pacT u TejIeCHO TerJIo KakBo KoJIM4ecTBO U KOJIKO Benexku

4ecTo ja ce npuiara?

Bu3pacthau

Hawanna no3a ot 80 mg (kato
nBe MHXeKIuu o 40 mg B enuH
JIeH), TIocJIe/IBaHa OT J03a OT

40 mg mpe3 ceaMuIa, KaTo ce
3aII04YHE €HAa CEeAMUIIA CIIE]
HavajlHaTa J103a.

Tps6Ba a IpoIBIHKUTE M2
nmkekTupare Hyrimoz tonkosa
JIBJIT0, KOJIKOTO Bu € ka3an
Bammsr nekap. Axo Ta3u 103a He
JIeicTBa TOCTATHIHO J00peE,
Bammmst nekap Moxe 1a yBEIUIu
no3ata 0 40 Mg Bcsika ceaMuIia
unu 80 mg npe3 ceAMHUIIA.
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Ilcopua3suc ¢ IUIaKH IPH Jena

Bn3pacT u TesiecHO TerJio KakBo K0J1M4eCTBO M KOJKO beaexkn
4ecTo aa ce mpujara?
Jemna u roHoIIM OT 4- 110 Hauwanna noza ot 40 mg, Henpunoxumo
17-roauiHa BB3pacT ¢ TErjIo nocjeaBana ot jo03a ot 40 mg
30 kg nmm moBeye €IHA CEeIMHUIIA O-KBCHO.
Crnen ToBa oOnMuaiinara j03a €
40 mg npe3 cenMuIIa.
Jeua u roHOIIM OT 4- 10 Hauanna no3a ot 20 mg, Henpunoxumo
17-ronuimHa BB3pacT ¢ TETJI0 nocjenBaHa oT 1o3a ot 20 mg
15 kg 1o mo-manko ot 30 kg eJHa CeaAMHUIIA ITO-KHCHO.
Crnen ToBa oOnyaiinara mo3a e
20 mg npe3 ceaMuIIa.
I'HoeH XxuapageHuT
Bb3pacT u TejIeCHO TerJio KakBo KOJHY€ECTBO U KOJIKO Benexku

4ecTo /1a ce mpuiiara?

Bo3pacthau

Hawanna no3a ot 160 mg (kato
yeTupu uHxekuuu 1o 40 mg B
€JIH JI€H WIN JIBE NHKEKIUH 110
40 mg Ha JIeH B /1Ba
MTOCJICOBATETHY JTHH),
nocJeziBana ot jo3a ot 80 mg
(xato nBe mmxekuu 1o 40 mg B
€IIVH JIeH) TBE CSJIMHMIIH T10-
KBCHO.

Cren omie 1Be CeMHUIIN
MpoabKeTe ¢ J103a oT 40 mg
Beska cemmunia win 80 mg mpes
cenMuIa, kKakto Bu mpeanuie
Bammust nekap.

IpenopbYUTENTHO € BCEKH JICH J1a
MIPUIIAraTe aHTHCEITHYHO
W3MUBAHE Ha 3aCErHATUTE
o0Jacru.

IOnomm or 12- no 17-rogumina
BB3pacT ¢ Teruo 30 kg nnm
rnoseye

Hauanna no3a ot 80 mg (karo
nBe MHXeKIuu 1o 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mipe3 cenMuIa, KaTo ce
3aroYHe eHa CeAMHUIIA 10-
KBCHO.

AKo Ta3u 103a He JeiicTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXe J1a YBEJIHYH J103aTa
110 40 mg Bcsika ceMuUIIa UiTh
80 mg nipe3 cenmuiia.

IpenopbUUTENHO € BCEKH JICH a
IpujIaraTe aHTUCENITUIHO
W3MHBaHE Ha 3aCErHATUTE
o0JracTu.
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BoJiect na Kpon

Bn3pacT u TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3aIllOYHE JIBE CEMHUIIN T10-
KBCHO.

AKo e Heo0X0 UM 10-0Bp3
OTroBOp, Bammsr nexap Moxe
Jla TIpeJITHIIe HadallHa 1033 OT
160 mg (kaTo YeTUPU UHKEKIINU
o 40 mg B eTUH JICH WIN JBE
uHxekuuu no 40 mg Ha JIeH B
JTBa TIOCIICAOBATCTHH JTHH),
rocjeBaHa oT fo3a ot 80 mg
(xato nBe umxeknuu mo 40 mg B
SIIVH JIeH) TBE CEIMHUIIH T10-
KBCHO.

Cren ToBa oOnyaiiHaTa 1o3a e
40 mg mpe3 cenMuIa.

AKo Ta3u J103a He JieicTBa
JOCTaThyHO A00pe, Bammst
JIeKap MOXe J1a YBEJIHYH J103aTa
110 40 mg Bcsika ceMuIa UiTu
80 mg nipe3 cenmuia.

Boaect na Kpon npu aena

Bb3pacT u TesiecHO Tersiao

KakBo ko1n4ecTBO M KOJKO
4ecTo 1a ce npujara?

benexkkn

Jleia v roHOIIM OT 6- 10
17-ronuuiHa Bb3pacT ¢ TErio
40 kg nmu moBeue

Hayanna no3a ot 80 mg (kato
IBe nHxekuu 1no 40 mg B enuH
JIeH), TIOCIIeIBaHa OT J103a OT

40 mg npe3 ceaMuIa, KaTo ce
3aIto4YHe JIBE CEIMHUIIN T10-
KBCHO.

AKko e HeoOxouM 10-0bp3
OTroBOp, BammsT nexap moxe
Jla TIPEJIITHIIe HaYaiHa J103a OT
160 mg (kaTo YeTUPU UHKEKIUU
o 40 mg B €IUH JI€H WIH JBE
uHkekuu no 40 mg Ha JieH B
JIBa TIOCIICOBATEITHH JTHH),
nocieaBana ot go3a ot 80 mg
(xato mBe mHkekIuH 1mo 40 mg B
eIIVH JIeH) IBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa oOnyaiiHara o3a e
40 mg npe3 ceaMuIa.

Axo Ta3u 103a He JeHCcTBa
JOCTaTBhYHO J00pe, IeKapsT Ha
neteTo Bu Moxe ma yBenman
mo3ata 1o 40 Mg Bcska cenMuIia
i 80 mg npe3 ceaAMHULIA.
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BoJject nHa Kpon npu nena

Bn3pacT u TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Benexkn

Jena u roHomu ot 6- 10
17-romuiiiHa BB3pacT ¢ TErIo,
mo-MaJko ot 40 kg

Hauanna noza ot 40 mg,
nocieaBaHa oT o03a ot 20 mg
npe3 ceaMHUIIa, KaTo ce 3aouHe
JIBE CEIMUIIH TT0-KbCHO.

AKko e HeoOxouM 10-0Bp3
OTroBop, Bamust nexap moxe
Jia IPEIIHIIe HavaHa /1032 OT
80 mg (kxaTo JABE MHXKEKIIUHU 110
40 mg B eUH JIeH), TTOCIIe/IBaHa
ot f03a oT 40 mg 1B CeAMUIIH
TO-KBCHO.

Cnen ToBa oOnyaiiHara o3a €
20 mg mpe3 cenMuua.

AKo Ta3u 71032 HE JIelicTBa
JIOCTAaTBhYHO J00pe, JIeKapsT Ha
nereto Bu Mmoxe na yBenmuu
yecToTaTa Ha jo3ara 10 20 mg
BCSIKA CEIMMIIA.
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Yiuepo3eH KOJIUT

Bn3pacT u TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 160 mg (kato
4eTupy UHxekuuu 1o 40 mg B
€/IMH JICH VTN JIBE HHXKEKITUH I10
40 mg Ha JeH B 1Ba
MOCJICOBATEITHY JTHN),
nocyenBaHa ot jo3a ot 80 mg
(xato mBe mKeKIuH 1mo 40 mg B
eIIVH JIeH) TBE CEIMHUIIH T10-
KBbCHO.

Cnen ToBa oOnyaiiHara o3a e
40 mg npe3 ceaMuIa.

AKo Ta3u J103a He JieicTBa
JOCTaThyHO A00pe, Bammst
JIeKap MOXe J1a YBEJIHYH J103aTa
110 40 mg Bcsika ceMuIa UiTu
80 mg nipe3 cenmuia.

Yanepo3eH KOJIUT NPH NeTUATPUYHN MANHEHTH

Bb3pacT win TejiecHO TerJio

KakBa 1032 ¥ K0JIKO 4ecTo 1a
ce npuema?

3a0eaexKn

Jleya u ronowiu, npu
HaBBPUICHU 6 200UHU C me2io
40 kg umu noseue

ITspBOHauanHa q03a 160 mg
(uetnpu nmxekuuu no 40 mg B
€/IVH JICH WIH JIBE HHKCKIIUU
no 40 mg AHEBHO B JiBa
TTOCJICTOBATEITHA JTHH),
nociensanu oT 80 mg (nBe
uHxekuuy o 40 mg B eAMH
JIeH) JIBE CEIMHIIH MTO-KBCHO.

Cnen ToBa oOMuaifHaTa 103a €
80 mg mpe3 cenmuna (1aBE
umkeknnu mo 40 mg B eAuH
JICH).

[TanimeHTHTE, KOUTO HABHPIIAT
18 roguHu, TOKAaTO MpUeMat

80 mg npe3 cemmuria, TpssOBa

Jla IPOABJIKAT TAXHATa
Mpeanucana 103a.

Leya u ronowu, npu
HaBBPILEHU 6 200UHU C Me20
noo 40 kg

[IspBoHauanna noza 80 mg
(mBe mmxekIuu mo 40 mg B
€IVH JIeH), TIOCJICIBAaHA OT

40 mg (eHA MHXKEKITUS 110

40 mg) nBe CeIMUITH MO-KHCHO.
Cnen ToBa obnyaiiHaTa J103a €
40 mg npe3 cenMuIa.

[TanenTrTE, KOUTO HABBPIIAT
18 roguHu, 10KaTO MpUeMar

40 mg npe3 cenmuIa, TpsiOBa

Jla TIPOIBJDKAT TSIXHATA
MpeInucana 03a.
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Heun@exkunoseH yBeur

Bn3pacT u TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
JBe MHXekuu 1o 40 mg),
nocyenBaHa ot jo3a ot 40 mg
Mpe3 CEIMHUIIA, KaTo Ce 3all0uHe
eJlHa ceIMHUlIa cJIe]] HaJaJlHaTa
Jio3a.

[Ipu HenHpEKIMO3€eH YBEHUT
MPUEMBT Ha KOPTHKOCTEPOUAN
WM IPYTH JIEKapCTBa,
MOBIHSIBAII MMYHHATa CHCTEMA,
MOXe J1a ObJIe TPOIBIDKEH,
Jokato usnomseare Hyrimoz.
Hyrimoz Moske na ce naBa u
CaMOCTOSITEITHO.

Tps6Ba ma npoabKUTE Na
nHxekTrpate Hyrimoz TonkoBa
IBJITO, KOJIKOTO By e kaszan
Bammmus nekap.

Jleua u roHOIIH, IPU
HaBBPILICHH 2 TOAUHH C TETIIO
30 kg nim moBeue

40 mg mpe3 cemMuIia ¢
METOTpEKcar

Bammust gexap Moxe chIIo J1a
MIPEIUIIe HadyalHa 71032 OT

80 mg, xoATO MOXe Oa ce
MIPHIJIOKH €JTHA CeIMUIIA IIPeIn
3arI0YBaHETO HAa OOMYaiiHaTa
J03a.

Jlelia, FOHOIIH U Bb3PACTHH, IPH
HaBBPIICHH 2 TOIUHHU C TETJIO
30 kg wu moseye

20 mg mpe3 cenMuIia ¢
METOTpEKCar

Banwmst nexap Moxe ChIIo 1a
MpEeIHIIe HadallHa J103a OT

80 mg, kosATO MOXeE aa ce
MIPWIOKH €JTHA CEIMUIIA MPEeIn
3aMOoYBaHETO HA OOMYaliHATA
J103a.

Jeua u roHOIIH, IpU
HaBBPIICHHA 2 TOIUHU C TETJIO,
mo-Maiko ot 30 kg

20 mg npe3 cenMuIia ¢
METOTpeKCcaT

Bammsar nexap Moxe CbIIo Aa
MIpeTUIIe HadaiHa 7033 OT

40 mg, KosSITO MOXKE Ja ce
MIPUIIOKHU €1Ha cCaAMUIIa Ipean
3aloYBaHeTo Ha oOnvaiiHaTa
J103a.
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HauynH Ha NpUWJIoKeHHe H TBT HA BbBEXK/IaHe
Hyrimoz ce mpuiara upe3 HHXEKTHPAHE MO KOXKaTa (Ype3 MOIKOKHA MHIKEKIIHS).

[lonpoOHM yka3aHus 3a MHKeKTHpaHe Ha Hyrimoz ca npencraBeHn B ToUKa 7 ,, Y Ka3aHus 3a
ynorpeoda”.

AKO cTe U3M0JI3BAJIN ITOBevYe 0T HeoOxoanmaTa q103a Hyrimoz

AKO 110 HEeBHUMaHHUE CTe HHXeKTHpaiu Hyrimoz mo-4ecto, 0TKOIKOTO TpsiOBa, CBBpxkKETE ce ¢ Barms
nekap win (hapMarieBT U 00sICHETe, Y€ CTE U3I0JI3BAIIM TIOBEYE OT He0OX0IuMoTO. BuHaru B3umaiite
ChC ceOe CH OMaKOBKAaTa Ha JIEKapCTBOTO, JIOPH J1a € Tpa3Ha.

AKO cTe ponmycHaJM 1a usnojssare Hyrimoz

AKO cTe TIpOITyCHAJIM J1a CH TIOCTABUTE WHXKEKITHSA, TPSAOBA 1a MHXKEKTHUpATe clieABaIara 103a
Hyrimoz Beanara mom cu crioMuuTe. MIHKEKTHpaWTe ciaeaBaiaTa 103a Ha ONpeae/ICHHs 3a TOBa JICH,
KaKTO OMXTE HANPABUJIM B CIy4aii, Y€ HE CTE MPOIYCHAIA MHIKEKIIUS.

AKko cTe cnpesin ynorpedara na Hyrimoz

Perrenuero na cnpete ga usnonssate Hyrimoz tpsosa na 6bwae o6¢hacHO ¢ Bamus nekap. [pu
CIIMpaHe Ha JICYCHUETO, CAMIITOMHTE Ha 3a00JITBAHETO MOKE J1a CE BH30OHOBSIT.

AKO UMate HIKaKBH JIOMBIHUTEIHU BBIPOCH, CBbP3aHU C yroTpedaTa Ha TOBa JEKapCTBO, MOJIS
nonuTaite Bamms nexap i hapMarienT.

4, Bb3MOKHHN He:KeJIaHU peaKuuu

KaxkTto BcHuku nekapcTBa, TOBA JIEKAPCTBO MOKE J1a IPEIU3BUKA HEKEITAHHU PEAKIINU, BBIIPEKU Y€ HE
BCEKH TH ToiTydaBa. [loBeueTo HexellaHu peakluu ca JEeKH JI0 yMepeHHU. BeIpexu ToBa, HIKOU OT
HEXEJIAHUTE PEaKIIiy MOTaT Aa ObJaT CEpHUO3HH U J1a U3UCKBAT JieueHne. HexkemannuTe peakiinu Moxe
Jla ce TOSIBAT 710 4 Mecelia Wik TI0BeYe CIIeT OCIEAHOTO HHKeKTHpane Ha Hyrimoz.

IMoThpceTe cHeNIHO MeAMIIUHCKA MOMOI, aKO 3a0€JIe)KUTE HAKOU OT CJICHUTE IPU3HAIM Ha
aJlepruyHa peaKius Wik ChpAeYHa HEAOCTAaThYHOCT:

TEXbK 00pUB, KOTIPUBHA TPECKa;

OTOIIX TIO JIUIIETO, PBIETE, KpaKaTa;

3aTPYJHEHO JUIIAHE U T'hIITAHE;

3ayX TPH YCUIIME WIN NP JIsiTaHEe WJIM OTOLM 110 KpaKaTa,

HNudopmupaiite Bammus jgekap KOJKOTO ce MOKe 0-CKOPO, aKO YCTAHOBUTE HSKOU OT CIEIHUTE
HpU3HALH:

o MPU3HAIM U CHMIITOMH Ha WHEKIHS KaTo TPECKa, TaJicHe, paHu, MPOOJIEMH ChbC 3b0UTE,
napeHe Npu ypUHUpPaHe, YyBCTBO Ha cab0CT MM yMOpa WM KalluIuIa;

. OIJIAKBAaHUS OT HEBPOJIOTUYHHU MPOOJIEMH, KaTO: MpaBy4KaHe, U3TPBIIBAHE, ABOIHO BHKIaHE
WK CJ1a00CT B PBIETE WIN KpaKara;

. NPHU3HAIM 32 paK Ha KOXKaTa, KaTo: IMOyTHHA WM OTKPUTA He3apacTBallla paHa;

. NPU3HALM U CUMIITOMH, TIPEIIoJIaraiiy KpbBHE HAPYIICHNMS, KaTO MIOBHIIIEHA TEMIIeparTypa,

KOSTO HE CIIa/ia, I0sBa HA CHHUHH, KbPBEHE, OJIEHOCT.
[pencTaBeHuTe MO-10TY HEXKENAHH PEaKIMHU ca OMIIM HAOJII0AaBaHU C a1auMyMal.
MHoro yectu (Moxe 1a 3acerHat rnosede ot 1 Ha 10 yoBeka)

L peaKknru Ha MACTOTO HAa MHKCKTHUPAHE (BKJ'IIO‘{I/ITGJ'IHO 60HK3, OTOK, 3a4€pBsBaHC WA C’Bp6e)l<);
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o MHQPEKIUU Ha TUXATCIHUTE MbTHUINA (BKIFOUUTEIIHO MPOCTY 1A, XpeMa, HHPEKIUI Ha CHHYCHUTE,
MTHEBMOHUS );

rI1aBo0oHeE;

KOpeMHa 00JiKa;

raJicHe ¥ MOBPBIIAHE;

o0puB;

0oJKa B MYCKYJIHTE.

Yectr (Moxe ma 3acerrar g0 1 Ha 10 yoBeka)

cepro3Hu HH(EKIMH (BKIIOYUTEITHO OTPABSIHE HA KPHBTA U TPHII);
YpEeBHU MHQEKINH (BKIIOYUTEITHO TaCTPOSHTEPUT);

KOXXHH WHPEKIUU (BKIIFOUUTEITHO LENYJIUT U XEPIIeC 30CTeP);
WH(EKIIUU HA YIIUTE,

WHQEKIIMU Ha yCTHATA KyXUHA (BKIIOYUTEITHO MH(PEKIIUN Ha 350UTE U XepIIec);
WHQEKIIMU Ha BB3IIPOU3BOIUTEIHATA CUCTEMA;

WHQEKIUS Ha TMKOYHUTE ITTHUIIIA;

rbONYHH UHEKINY;

CTaBHHU MH()EKIINH;

I0OOPOKAYECTBEHU TYMOPH;

pak Ha KoXkara;

NePTUYHY PeakIuy (BKIIOYUTEITHO CE30HHA AJICPTHUs);
00e3BOIHSIBAHE;

MPOMEHH B HACTPOCHHUETO (BKIIOYUTEITHO JCTIPECHS);
TPEBOXKHOCT;

0Oe3ChHHE;

CETUBHU HapYIICHUS KaTO MpaBy4YKaHe, OOIKaHe, U3TPHIIBAHE;
MUTPEHA;

CUMITOMU Ha MPUTHUCKAHE HA HEPBHOKOPEHYE (BKIIOYUTEITHO OOJIKA B IOJHATA YacT Ha I'bpOa u
0oJka B Kpaka);

HapyIIeHUEe Ha 3PCHUETO;

BB3MANICHHE HAa OYUTE;

BB3MANICHUE HA KJICTIAYNTE U TIOJyBaHEe Ha OUUTE;

BEpPTHUTO (CBETOBBPTEXK);

YCKOPEHO ChpiieOneHe;

BHCOKO KPHBHO HAJISITAHE;

3a4yepBsBaHE;

XeMaToM (KpbhBOHACSJaHe — TBBP/Ia TIOAYTHHA OT ChCHPECHA KPBB);
KalllTHIa;

acTMa;

3a]yX;

KbPBEHE OT CTOMAIITHO-YPECBHUS TPAKT;

JCTieTicHs (HapyIIeHO XpaHOCMUIIaHe, MO{yBaHe, KHCEITUHH);
KHCEITMHHA peduIyKCHA 0oJiecT (BpbhIlaHe Ha KHCEIMHHU OT CTOMAaxa);
cuaapoM Ha ChorpeH (BKIIOUXTETHO CyX0Ta B OUUTE M YCTaTa);
cBpOexK;

CBpOsIT 00pUB;

MosIBa Ha CHHHHU;

BB3MAJICHHE Ha KOXkaTa (KaTo eK3eMa);

HallelBaHEe HOKTUTE Ha PBIIETE U KPaKaTa,

MOBHIIICHO TIOTEHE;

KocomaJ;

OTKITIOYBaHE HJIM BJIOIIABAHE HA ICOPHA3HC;

MYCKYJIHU CIa3MH;
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KpPBB B ypHHATA,

0b0peyHn npodnemMu;

0OJIKU B TpbIHUS KOII;

OTOK (chOMpaHe Ha TEYHOCT B TSUIOTO, KOSATO MPUYMHSBA [TO{yBaHE HA 3aCETHATUTE THKAHM);
TpPEcCKa;

HamaJsiBaHe Oposi Ha TPOMOOLUTHTE B KPHBTA C MOBHUIICH PUCK OT KbPBEHE WITH MOsIBATA HA
CHHVHU;

3aTpyIHEHO 3a3/IpaBsiBaHEe HA PaHHU.

Heuectn (Moxe na 3acernat 1o 1 Ha 100 qyoBeka)

HeoOnYaiiHu nHpEKINH (BKIIOYUTEIHO TyOepKyi03a U APYTH UH(EKUNH ), Bb3HUKBALIH IPU
HaMaJsIBaHE YCTOMYMBOCTTA HA OpraHu3Ma KbM 3a00JIIBaHMUS;

HEBPOJIOTHYHHN MHPEKINHU (BKIIOYUTEIHO BUPYCEH MEHUHTUT);

MH(EKIMU Ha OUYHTE;

OakTepuaTHA UHEKITUH;

MUBEPTUKYIHT (Bb3NaJIeHNe U HHPEKIUS Ha Je0eI0TO YepBO)

pakK, BKIFOUUTENHO pak 3acsramny JuMpHaTa cuctema (muMdom) u menanoM (BUI pak Ha
KOXaTa);

MMYHHH HapyIIeHus, KOUTO MOTaT Jla 3acerHaT 0enuTe ApoOoBe, Koxara U TUM(GHHUTE Bb3IIU
(Haii-yecTo KaTo 3a00NsABaHE, HAPUIAHO CAPKOHU032);

BaCKYJIHT (Bb3MaleHue Ha KPbBOHOCHUTE CHIIOBE)

Tperepexe;

HeBpomnaTHs (YBpeKaaHe Ha HEPBH);

MO3BYEH yap;

JIBOWHO BUKIAHE;

3ary0a Ha CiIyXa, IIyM B YILIUTE;

ycellaHe 3a HepUTMUYHO OneHe, IpeckadaHe Ha ChpLETO;

npoOJIeMHU ChC CHPLETO, KOUTO MOXKE /14 MPUUMHSIT 3a4yX WIN OTOK Ha ITIC3EHHTE;
CBbpACYCH yaap;

TOpOOBUIHO pa3LIMpPEHKE HAa CTEHATa Ha ToJsiMa apTeps, Bb3NaleHHEe H ChbCUPEK BHB BEHA,
3aIlylIBaHe Ha KPbBOHOCEH ChI;

OenoapoOHM 3a00IsIBaHus, IPUIMHABAIIM 3a4yX (BKIIOYUTEIHO Bh3MAJICHUE);
OemonpoOHa eMOomHs (3aITyIBaHe Ha apTepus Ha Oenust 1poo)

IUIEBPAJICH U3/IMB (HEECTECTBEHO 3abp)KaHe HAa TEYHOCT B IJIEBpAIHATA KyXUHA)
BB3NAJICHUE Ha MAaHKpeaca, KOeTO NPUYMHsIBA CHIIHA 00JIKa B KOpema U I'bp0a;
3aTPyAHEHO NPETIbIIAHE;

OTOK Ha JIMIETO (TI0AyBaHe);

BB3NAJICHUE HA KIIBYHUS MEXYP, KAMBHH B KITBYHUS MEXYD;

3aTIBCTSBAHE HA YEPHUS Ipod (OTyIaraHe Ha Ma3HUHH B YEPHOAPOOHUTE KIIETKH);

HOLIHO U3IMOTSBAHE;

Oenesu;

HEECETCTBEH pa3naj Ha MyCKYJIHUTE;

CHCTEMEH JIyIyC epuremMarozec (HapylleHHe Ha UMyHHATa CHCTEMa, BKIIOUYUTEIHO Bb3MaICHUE
Ha KoXkaTa, ChpIeTo, OenuTe ApoboBe, CTAaBUTE U IPYTH OpraHU M CUCTEMU);

YecTH ChOYKIaHUS;

UMIIOTCHTHOCT;

BB3MAJICHHS.

Penxu (Moxe ma 3acernat no 1 Ha 1 000 goBeka)

JIeBKeMHUS (pak 3acsrail KphbBTa U KOCTHHS MO3bK);
TEXKH JICPTHYHY PEaKIny;
MHOXECTBEHA CKJIEPO3a;
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HapyIeHUs] Ha HepBUTE (KaTo Bh3MAIICHHE HAa 3pUTEIHUS HEPB HAa OKOTO M CHHIPOM Ha
I'unen-bape — 3abonsBane, K0eTO MOXe Aa AOBEAE A0 MYCKYJHA cIabocT, MPOMEHEHH
yCeIllaHusl, U3TPBIIBAaHE HA PBIIETE ¥ TOPHATA YacT Ha TSIIOTO);

CTMpaHe Ha U3MOMIIBAHETO Ha KPBBTA OT CHPIIETO;

OemonpobHa pudpo3a (cpacTBanus B OenuTe IpoOOBe);

nepdopanys Ha yepBara (MpoOUB B UpeBHATA CTEHA);

XeNaTuT (Bb3NaJIieHHE Ha YepHHUS P00);

MOBTOPHO aKTUBHpPaHE HA HHPEKIUIC XenaTur B;

AaBTOMMYHEH XEeIaTHT (Bh3NaJeHUE Ha YEPHUS P00, MPHIMHEHO OT COOCTBEHATa HIMYHHA
CHCTEMa Ha OPTaHU3Ma);

KO>KEH BAaCKYJIUT (Bb3MaJIeHHE Ha KPhbBOHOCHHU ChJIOBE Ha KOXKaTa);

curapoM Ha CTuBBHC-/[PKOHCHH (3KHBOTO3aCTpaIlIaBaIio 3a00sIBaHe C TPUIIONOI00HN
CHUMIITOMH 1 00OpHB C MEXypH);

OTOK (MTOyBaHe) Ha JHMLETO, CBbP3aH C ajJepruiHa PeaKiys;

eputeMa MynTudopme (Bb3NanuTeNeH KOXKeH 00pHB);

JYIyC-TI0I00CH CHHIIPOM;

aHruoeeM (JIOKaJHO MOIyBaHe Ha KOXKaTa);

JMXEHOMIHA KOKHA peakus (ChpOsIL YepBEeHUKABO-JINIAB KOKEH 0OpHB).

C Hen3BecTHA YecTOTa (OT HATMYHHUTE JTaHHU HE MOXE J1a ObJIe HallpaBeHa OICHKA)

Hsxown Hexenanu peakinnu, HaOJII0IaBaHy ¢ aTaTuMyMal MOJKe Jla He ca CBBhP3aHU C Pa3BUTHETO HA

xenaTojneHaneH T-KiIeTbueH J'II/IM(bOM (leIKO 3JI0KAYECTBEHO 3a00/I9BaHe Ha KpbBTA, 4CCTO

BOJIEINO JIO CMBPT)
Merkel-kieTpueH kKapuHOM (BUJ] paK Ha KOXKaTa)

Capkom Ha Kanomm — psiiko cpelias pak, CBbp3aH ¢ HHQEKIHs ¢ YOBELIKH XepIieceH BUPYC 8.
Capxom Ha Kanomu Haii-uecto ce cpema noa ¢popmara Ha IypIIypHH H3MEHEHHUS BbPXY KOXKaTa

YepHOAPOOHA HETOCTATHIHOCT

BJIOIIIaBaHE HA 3a00sIBaHE, HAPECUCHO IEPMATOMHUO3HT (TIPOSIBSIBA CE KATO KOKEH OOPHUB,
MPUAPYKEH OT MYCKYJTHA C1ab0CT)

Ha/JaBaHe Ha TerJIo (TP MOBEUYETO MAMeHTH HAIJABAHETO Ha TETJIO HE € OHIIO TOJISIMO)

CUMIITOMH M MOKE J1a ObJIaT YCTAHOBEHHU CaMO C MTOMOIIITA Ha U3CJICABAHUS HA KPHBTA!
Te BritOUBAaT:

MHoro yecTH (MOKe J1a 3acerHaT noBeue ot 1 Ha 10 JoBeka)

HUCBHKOPOI Ha OeNuTe KPbBHU KIIETKH;
HUCBHKOPOI Ha YEPBEHHUTE KPHBHU KICTKHU;
MOBHUIIIEHUE HA JIUMUINTE B KPHBTA;
MOBHIIEHUE HA YSPHOAPOOHUTE CH3UMHU.

Yectu (Moke nma 3acersat no 1 Ha 10 goBeka)

BHCOK Opoi Ha OennTe KpbBHU KJIETKH;

HUCHK OpOH Ha TPOMOOIIUTHTE B KPBBTA;

[IOBULIEHUE HA MMKOYHATA KUCEINHA B KPBBTA,
OTKJIOHEHHUS B CTOMHOCTUTE HA HAaTPHUs B KPBBTA;

HUCKHU CTOMHOCTHU Ha KaJlIUi B KPbBTAa;

HHUCKHU CTOHHOCTH Ha (hocdaTh B KPHBTA;

BHCOKA KpBBHA 3aXap;

BHCOKH CTOMHOCTH HA JIAKTAaT AEXUAPOreHa3aTa B KPbBTa;
HaJM4yie Ha aBTOAHTHUTENA B KPbBTa;

HUCKH CTOMHOCTH Ha KaJluil B KPbBTA
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Heuectu (Moxe ma 3acersat g0 1 Ha 100 yoBeka)

o TTOBHIIIEHN CTOMHOCTH Ha OMIMPYyOWH B KpBBTa (YepHOAPOOEH MOKa3aTen)

Penxu (mosxe ma 3acernat no 1 Ha 1 000 goBeka):

. HHUCBHK Opoii Ha OelnTe KPbBHU KJIETKH, YePBEHUTE KPbBHU KJICTKH U TPOMOOLIUTUTE B KPBBTA.
Chol0maBaHe Ha HesKeJIAHHU PeakInu

AKO TIONTy4YHTe HIKaKBH HEXEJaH! peakiuy, yBeaomeTe Bamms nexkap uinm gpapmarnest. Tosa
BKJIFOYBA BCUYKHU BH3MOKHHU HEOMTMCAHHU B Ta3U JMICTOBKA HEXKEIIAHU PEAKITUH.

MoskeTe ChIIIo 1a ChOOIINTE HeXKEIaH! PEeaKIIMU AUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 32
crobmaBane, mocodcHa B Ilpunoxkenne V. Kato cro01maBare HexXeTaHA PEaKIMK, MOXKETE Jla TaIeTe
CBOSI PUHOC 32 TOJIyYaBaHe Ha MOBeYe MH(OPMAIUsl OTHOCHO O€30ITaCHOCTTa Ha TOBA JISKAPCTRBO.

5. Kak na coxpansaBare Hyrimoz

Jla ce cbxpaHsABa Ha MSCTO, HEJOCTBITHO 32 JIELa.

He u3non3BaiiTe ToBa IeKapcTBO Ciie]] CPOKa Ha TOAHOCT, OTOEINs3aH BEPXY
eTukera/OnucTepa/KapToHeHara KyTus ciell ,,l ogen 10:/EXP*“. CpokbT Ha TOXHOCT OTTOBapst Ha
MOCIIEHUS I€H OT OCOYEHUS MECELL.

Ma ce cpxpansBa B xnaguiaauk (2°C - 8°C). [la He ce 3ampasssa.

CoxpansBaiiTe IpeIBApUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA KyTHS, 32 Ja C€ MPEAma3u
OT CBETJIMHA.

AJITepHATUBHO CHEXpaHEHUE:

Korato ¢ HeoOxomumo (Hanpumep, Korato mbryBare), Hyrimoz Moxe 1a ce chbxpaHsBa IpH cTaliHa
temrrepaTypa (o 25 ° C) 3a MakCUMaJIeH Iepuox oT 21 mHU — TpsOBa Aa CTE CUTYPHU, Y€ MIPOIYKTHT €
3allIUTEH OT CBETJIMHA. BeHBK H3BaJicHa OT XJIAJWIHHKA 33 CbXpPaHEHUE HA CTaliHa TeMIEparypa,
Barrata npeiBapuTeTHO HAITBJIHEHA CIIPUHIIOBKA TPsIOBA Jla ce M3MON3Ba B paMKUTE Ha 21 THU WiIn
Ja ce M3XBBPJIN, JOPHU U J]a ¢ BbpHATa B xyaauiHuka. Tps0Ba a 3amuiiere narara, korato Bamara
MMpEABAPUTECIIHO HAITBJIHCHA CIIPUHIIOBKA € U3BAaJICHA 3a IBPBU ITBT OT XJIAAWJIHUKA U JJaTaTa, CJICa
KOSITO TPsIOBa J1a Ce M3XBBHPIIH.

He u3xBbpisiiTe 1eKkapcTBaTa B KAHAIW3ALMATA WIA B KOHTEHHEPA 33 JJOMAIIHHA OTNAIbIIH.
[NonuTaiite Bamust hapManeBT Kak Aa U3XBHPIUTE JIEKAPCTBA, KOUTO Bedye He n3moizBate. Te3u
MEPKH III€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa Cpefa.

6. Cobabp:kaHue HA ONMAKOBKATA M JONbJIHUTEHA HHpopManus

KakBo cbabp:xka Hyrimoz

- AKTUBHO BelllecTBO: ananumymad. EfHa npeiBapuTeIHO HaMbJIHEHA CIIPUHIIOBKA ChABPIKA
40 mg amamumymad B 0,8 ml paztBop.

- Jpyru chCTaBKU: alMIIMHOBA KHUCEIIMHA, JIMMOHEHA KUCEITMHA MOHOXHJIPAT, HATPUEB XJIOPHI,

manuton (E 421), momucopbat 80 (E 433), ximopoBonoponna xkucenuna (E 507), Hatpues
xuapokcun (E 524) u Boma 3a wmxeknuu (BUKTe Touka 2 ,,Hyrimoz cbabpika HATpUii*).
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Kaxk m3raexna Hyrimoz u kakBo chIbp:ka onakoBKarta

Hyrimoz 40 mg uHKeKIMOHEeH pa3TBOP (MHXKEKIIMs) B TIPSIBAPUTEIIHO HATBIHEHA CIIPUHIIOBKA CE
npenara kato 0,8 ml 6ucTep, Neko onanecuupai, 6e3UBETEH WK 0JeJ0XKBITEHUKAB Pa3TBOP.

Hyrimoz ce moctassi B CIPUHIIOBKA 32 €JHOKpATHA yIOTpeda OT MPo3pavyHo CTHKIO THI I, ¢ uria ot
Hepbxkaaema ctomana 29 G, ¢ aBToMaTHyeH MpeAna3uTell Ha Urilata ¢ MsICTO 3a XBalllaHe, TyMeHa
Karayvka Ha urjara (TepMOIIaCTHUEH eIacTOMEP) U TIaCTMAcoBO OyTaito, chabpikaia 0,8 ml

pasTBoP.

Kapronenute kytuu cpabspxkar | 1 2 nmpenBapuTeTHO HAITbJIHEHU CIIPUHLIOBKH Hyrimoz.

I'pynoBute onakoBku chabpskar 6 (3 makeTa 1o 2) mpeaBapuTeIHO HAITbJIHEHU CIPUHIOBKY Hyrimoz.

He Bcuuky BHIOBE OITAKOBKH MOXKE Jla Ca IyCHATH Ha masapa.
Hyrimoz MOIXKE J1a C€ npeajiara u KaTo NpeaABapUTCIHO HAITbJIHCHA ITHCAJIKA.

IIpuTe:kaTes Ha pa3pelIeHHETO 32 yNoTpeda

Sandoz GmbH
Biochemiestr. 10

6250 Kundl

ABcTtpus

IIpousBoaureJ

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABctpust

Novartis Pharmaceutical Manufacturing GmbH

Biochemiestrasse 10
6336 Langkampfen
ABcTpus

3a noIrBIHMTENHA HHPOPMAIHS OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JIOKAITHHS
NpEeACTaBUTEN Ha MIPUTEKATENS Ha pa3pelleHneTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Buarapus
Canpno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: +32 2 722 97 97

Magyarorszag

Sandoz Hungaria Kft.
Tel.: +36 1 430 2890
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Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EA\rada

SANDOZ HELLAS MONOITPOZQITH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvrpog

SANDOZ HELLAS MONOITPOZQITH A.E.

(EALGS0)
ThA: +30 216 600 5000

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

I[aTa Ha MOCJICAHO NpepasriekKaane Ha JUCTOBKaTa

JApyru u3touHuiu Ha uHGopMauus

[HonpoOna nnpopmanus 3a ToBa JIEKapCcTBO € IPefoCcTaBeHa Ha yeOcaiita Ha EBporieiickara areHuus

IO JIeKapcTBara: https://www.ema.europa.eu.

7. Yka3zaHus 3a ynorpeda

3a Ja ce n3derne CBCHTYAJIHA I/IH(I)GKIII/ISI U 3a J1a C€ rapaHTupa, 4uc 1€ U3IO0JI3BATC IIPABUIIHO
JICKApCTBOTO, BAXKHO € [1a CIIa3BATC CJICAHUTC YKa3aHU:I.

TpsibBa a cTe CUTypHH, Y€ CTE MPOUESIH, pa30palid U Crla3BaTe Te3W yKa3aHUs 3a yrnoTpebda, mpeau aa
umkektupare Hyrimoz. Bammar MeMIIMHCKY cienuaivcT 1ie Bu mokake Kak Jja MMOATOTBHUTE U J1a
umkekTupare Hyrimoz npaBuiiHO, KaTo U3ITONI3BAaTe MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA, TTPETN
Jla 51 M3I0JI3BATE 3a MPHB IbT. AKO UMaTe BBIIPOCH, TOBOPETE C BaIms MEIUIIMHCKY CTICIIHAIKCT.
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BamaTa npeaiBapuTeIHO HANTBJIHEHA CIPHHIOBKA 32 eIHOKpaTHA ynoTpeda Hyrimoz ¢
Npeana3uTes HA UIJIATA M I0NBJIHATETHO MSCTO 32 XBallaHe

MNMpegnaswnTen Ha YWmn4ykn 3a
Pen bytano
urnara NpbCTH
Kana4yka Ha Yunakm Ha [nNaBa Ha
Mpo3sopue-Bu3bOp npeanasuntens 6
uvrnata ETvkeT 1 pata Ha Ha urmara yTanoro
N3TUYaHEe Ha CpoKa
Ha rogHocT
)
I) )/ \
1
=

Queypa A: Ilpedsapumento Hanvanena cnpunyoska Hyrimoz ¢ npeonazumen 3a uenama u
OONBIHUMETHO MACMO 34 X8AUJAHE

MHuoro Ba:xkHo ¢ Bue na:

° He 0TBapsTe KapTOHEHATa KyTHs, JOKATO HE CTE€ TOTOBHU 3a U3MOJ3BaHE HA CIIPUHIIOBKATA;

° He W3M0JI3BaTe CIPUHIIOBKATA, aKO 3alleyaTBAaHETO Ha OJIUCTEpa € ¢ HapyllleHa IsUI0CT, Thid
Karo ynorpebaTta Moxe 1a He e Oe3onacHa 3a Bac;

. He 0CTaBsTe HUKOTa CIIPUHIIOBKaTa 0e3 HaboeHne, KbAETO IPYTH X0pa MOXKe 1a UMaT
JIOCTBII;

. 3HAeTe, Ue aKO M3IyCHETEe CIIPHHIIOBKATA CH, He TPSIOBA A A1 M3M0JI3BaTe, aKO MU3TIICKIA
MOBPE/ICHA, WIK aKO CTE 51 U3IYCHAIM ChC CBAJICHA Kallauka 3a UIJaTa;

. He cBaJIATE KallauKaTa Ha UIjaTa 10 MOMEHTA Ha IOCTaBsIHE Ha UHXKEKIUATA,

° BHHMMaBaTe a He IOKOCHETe MSICTOTO 3a XBalllaHE Ha MpeAna3uTeNs Ha Urjiata npeau

ynorpeba. JJokocBaHeTO My MOXe Jia IPUYHUHH MPEXKIEBPEMEHHO aKTUBUPaHEe Ha
npennasutens. He mpemaxBaiiTe MsICTOTO 3a XBalaHe Mpeay MHKEKTHPaHE.

. nmxektupaTe Hyrimoz 15-30 MuUHYTH clieq] i3BaXKAaHETO OT XJIaIMIHUKA 32 HaMaJIsiBaHEe Ha
JUCKOM(OPTa TIPU HHKEKTUPAHE;
. M3XBBPJIIATE U3MOJI3BaHATa CIPUHIIOBKA BelHara ciesl yrnotpedba. He udnonsBaiite noBTopHO

cnpuHnoBkaTa. Bikre ,,4. U3XBBbpJIsiHe HA H3MOJI3BAHU CIPHUHIOBKH B Kpas Ha
yKa3aHUATA 3a yroTpeoa.

Kak na cexpansBate Hyrimoz?

. CpxpaHsiBaiiTe BbHIIHATA KAPTOHEHA KYTHUS ChC CIPUHIOBKY B XnaguinHuk (ot 2°C no 8°C).

o Koraro Bu e HeoOxoauma (Hampumep, ako 1ie mpryBate), Hyrimoz mosxe na ce chbxpaHsBa npu
craitHa Temrieparypa (o 25°C) 3a MmakcuMaieH repuoj 21 1HU — yBepeTe ce, ue € Ipeana3eHa
ot ceeriuHa. Cren U3BaXkAaHe OT XJIaJUIHHUKA 32 ChXPaHEHUE Ha CcTaliHa TemIepaTtypa, Bamara
NpeABapUTEIHO HATBJIHEHA CIIPUHIIOBKA TPsOBa Aa ce M3M0JI3Ba B CPOK A0 21 1HuU niu 1a ce
M3XBBPJIM, I0pU U O-KBCHO Ja € Oujia BbpHATa 0OpaTHO B XJIaguiaHuKa. TpsoBa na cu
3alMIIeTe JaTaTa, Ha KoATo BamaTta npenBapuTeIHO HAaIlbIHEHA CIPUHIIOBKA € H3BajIeHa 3a
MPBB BT OT XJIaJWIHNKA, KAKTO U JaTaTa, Cie] KOsITO TpsOBa Jla ce U3XBBPIIH.

o 3a ;a mpeanasuTe OT CBETJINHA CIIPHHIIOBKUTE, ChXpaHIBaiiTe I'M B OpPUTHHAIIHATA KapTOHEHA
KyTHUs O MOMEHTA, B KOMTO CT€ TOTOBH J1a 'M U3I0JI3BATeE.

. He cbxpaHsBaiiTe CIPUHIIOBKUTE IIPU €KCTPEMHA TOILIMHA UJIH CTY.

. He 3ampa3ssiBaiiTe CHpUHLIOBKUTE.
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CobxpansBaiite Hyrimoz u BcH4YKH JiekapcTBa HA MSICTO, HEJOCTHIIHO 32 Jena.

KakBo Bu e Heo0xoanmo 3a Bamara va:keknus?

[TocraBere ciieHUTE KOHCYMATHBH HA YHCTA U TJIJKa IIOBBPXHOCT.

B xapronenata Bu xyTus ce BKIrouBa(T):

. Hyrimoz npeasapurenHo HambiIHeHA(M) crpuHIioBka(u) (BrwkTe Queypa A). Beska cipuHIioBKa

cpabppka 40 mg/0,8 ml Hyrimoz.

B kaproneHaTa KyTus He ce BKIo4Bar (Bumkre @urypa B):

. KBpITUYKA, HATIOCHA ChC CITUPT
. MaMy4eH TaMIIOH WIIA MapJis
° KOHTEHHEP 32 OCTPH OTHAIBIIH

Queypa B: npeomemu, KOUmMo He ce 8KI048AM 8 KYMUusama
Bwxre ,,4. W3XBBpJIsiHE HA U3M0J3BAaHN CHPUHIIOBKU® B Kpas Ha yKa3aHUsATA 3a yrnoTpeoa.

IIpenn Bamara uHkexknus

N e=——
Queypa C: npeonazumensim Ha Usiama He e Queypa D: npednazumenam Ha uerama e
aKmueUpan — CNPUHYOBKAma e 20moea 3d aKmueupan — He usnoaseavme
ynompeba
o] B Ta3u kondurypauus o] B Ta3u kondurypauus
npeanasutensat Ha urnata HE E MpeArna3uTess Ha uriiara e
AKTHUBHUPAH. AKTUBUPAH.
o CripuHIIOBKAaTa € TOTOBa 3a yroTpeda o HE U3IIOJI3BAUTE
(BuxTe Queypa C). CIIPUHIIOBKATA (BIIKTE

Queypa D).

IMoaroroBka Ha CHPHMHIOBKATA

. C men HamaisiBaHe Ha TUCKOMQOpTa pH HHKEKTHPaHE B3eMeTe OymcTepa, KOMTO ChabpikKa
CIIPUHIIOBKATA, U TO U3BAJICTE OT XJIJUIHUKA, KATO IO OCTABUTE HEOTBOPEH Ha pabOTHATA CH
MOBBPXHOCT 32 0K0JI0 15 10 30 MUHYTH, 32 J]a TOCTUTHE CTaiiHa TeMIIepaTypa.

o W3BaneTe cripyHIlOBKAaTa OT OIHCTEpA.

o [Nornemuere mpe3 mpo3opueTo-Bu3bop. Pa3TBOPHT TpsiOBa na Obe Oe31BETEH WU
ONeT0KBIATEHNKAB, a ChII0 U OMCTHP /10 JIeko onaneciupai. He ro m3noxi3saiiTe, ako BUIUTE,
4€ MMa TBbpAU YaCTHULH I/I/I/IHI/I IMpoMsAHa Ha IBETA. AKO uMaTe HIKaKBU OITACEHUS OTHOCHO
BUJIa Ha Pa3TBOpPa, CBBpKETe ce B Bamms (apmaiieBT 3a chlIeHCTBHE.

) He usnon3paiite CripuHIIOBKATA, aKO € CUYIEHA WK aKO MPeANa3uTessT Ha uriata €
aKTUBUpaH. BppHETE CIPUHIIOBKATA M OMAKOBKATA, B KOSATO CTE s ITOJIyYMIIH, B allTeKara.
) [lornemuere narara Ha u3TH4YaHe Ha cpoka Ha rogHocT (EXP) na Bamara cnpuniioska. He

H3II0JI3BANUTE CIIPUHIIOBKAaTa, aKO CPOKBT HA I'OJHOCT € U3TECKBJI.
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Cebpaxere ce ¢ Bamns papmaneBT, aKo CIPUHIOBKATA He U3ABbPKU HAKOH OT ONIUCAHUTE I0-
rope NpoBePKHU.

1.

2.

N300p Ha MSACTO HA MHKEKTHPaHeE:

IIpenopbYaHOTO MACTO HA MHKEKTHUPAHE € MIPEeIHATa 4acT
Ha 6enpoTo. Moxe a U3Moia3BaTe JoJHaTa YacT Ha
KOpeMma, HO He U 30HaTa Ha 5 cm OKOJIO ITbIia (BHXKTE
Queypa E).

Bunarn nzbupaiite pa3nuaHO MICTO, KOTaTO CH ITOCTaBATE
WHKEKIIHSL.

He umxekrtupaiite B 30HH, KBAETO KOXKaTa € OOJIE3HEHa,
ChC CUHUHM, 3a4€pPBEHA, C JIOCIH WIH € TBbpAA.
U3bsTBaiiTe 30HU ¢ Oene3n Wi CTpUU. AKO UMate
ricopuasuc, HE TpsOBa 1a nH)eKTHpaTe TUPEKTHO B
30HUTE C TICOPHA3UCHHU IUIAKH.

ITouncTBaHe HA MSICTOTO HA HHKEKTHPAHE:

W3muiiTe TpIKIMBO PHIETE CU ChC CAllyH U BOJIA.

C KpBroBU JIBUKCHHS MTOYUCTETE MACTOTO HA MHIKEKTUPAHE
C KBbpITMYKA, HATIO€HA ChC cnupT. OcTaBeTe ro Ja U3ChXHE,
pean a uHxekTupare (Bmwkre Queypa F).

He nokocBaiiTe moyucreHara 30Ha Npeau MHXXEKIUITA.

IlocTaBsiHe HA MHIKEKIUSATA:

BrauMarenHo u3apprnaiTe Kanadkara Ha Uriiata, 6e3 aa s
orbBaTe, 3a Ja g CBAINTE OT CHPUHIIOBKATA (BUXKTE
Queypa G).

W3xBBpreTe Kamaykara Ha UTJIaTa.

BB3MokHO € a 3a0enexuTe Kalka TeYHOCT Ha BbpXa Ha
urnara. ToBa € HOpMaJHO.
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Queypa E: U300p na macmo 3a
UHIICeKMmuUpane

g

Queypa F: [louucmeme msacmomo Ha
uHdICEKMuUpane

[

Queypa G: Ceaneme kanauxama Ha
uenama




BHumarenHo 3axBaHeTe KOXKHA I'bHKA HA MSCTOTO Ha
uHKeKTHpane (Buwxre Queypa H).

BbBexnere urnara B Kokata CH, KakTo € MOKa3aHo.
HatucHere urnara nokpai, 3a 1a ce TapaHTupa, 4e
JEKapCTBOTO IIe OBb/Ie IIIOCTHO BHBEIICHO

3aipbKTE CPUHIIOBKATA, KAKTO € TIOKAa3aHO (BIIKTE
Queypa l).

baBHO HatHucHeTe OyTanoTo MOKpaH, Taka, e riaBaTa Ha
OyTanoTo aa ObAe U3ILII0 MEXITY MSICTOTO 33 XBallaHe Ha
Mpena3uTells Ha UIJiaTa.

JpwpxTe OyTaNoTo HATHCHATO JOKpai, KaTO €THOBPEMEHHO
C TOBa JIBPKUTE U CIIPHUHIIOBKATA HEMOJIBUKHO Ha MACTOTO
1 3a 5 cexkyHau.

KaTo nbp:xkure 0yTa10T0 HATUCHATO JOKPAN,
BHUMATEJIHO U3BAETE UIJIaTa OT MACTOTO Ha
WH)XEKTHpaHe, 6e3 1a orbBare, U OTIyCHEeTe KoXara
(Buxre Queypa J).

baBHO oTmycHeTe OyTanoTo, 3a 1a MOKe MPEANa3suTeNAT Ha
Urjata aBTOMaTHYHO A2 TIOKpPHE OroJeHaTa uria (BHXTe
Queypa K).

BB3M0OHO € a nMa ManKo KpbB Ha MSCTOTO Ha
WHKeKTHpaHe. Moyke /1a MpUTHUCHETE TaMydeH TaMIIOH WIIN
MapJis KbM MSCTOTO Ha HHKEKTHpAHE U Ja 3aIbpKUTE

10 cexynau. He pazTpuBaiiTe MACTOTO HA MHXXEKTUPAHE.
Moxe 1a MOKpUeTe MICTOTO Ha MHXXEKTUPAHE ¢ MaJlka
JIeTIeHKa, aKO UMa HYK/a.
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Queypa I: 3adpvoicme
CRPUHYOBKAMA

Queypa J: Uzsademe uenama, 6e3 oa
ozveame

Queypa K: basno omnycnheme
oymanomo



4, I/I3XB”]>pJIﬂHe Ha U3IO0JI3BAHUTE CIPUHIIOBKH:

o H3xBBpIieTe N3MOA3BaHATa CIIPUHIIOBKA B KOHTEiHepa 3a
OCTpH OTIAIBIH (0Ope 3aTBapSII] Ce, YCTOMUNB Ha
npooOuBane cba). Kakro 3a Bamure 6e3omacHocT u
3MpaBe, Taka M 3a Te3H Ha JPYTUTE X0pa, UTITUTE U
W3IONI3BAaHNUTE CIIPUHIIOBKH He TPiOBa HUKOTA Jia ce
U3M0J3BaT MOBTOPHO.

° He u3xBbprsiiTe JekapcTBa B KaHAIU3ALUATA WU B f \

KOHTEeHHepa 3a noMantHu otnagbuu. [lonuraiite Bamms [ ]

nexap win (hapMareBT Kak Jla H3XBbPIIATE JIEKapCTBaTa, \
KOUTO He M3Mos3BaTe. Te3u MepKH I11e CIOMOTHAT 3a oCPH
oma3BaHe Ha OKOJIHATa cpena. Hemsmnon3BaHusat OTMAIBUM

JICKAPCTBCH MPOAYKT WJIN OTHHAABYHUTC MAaTCpUAIN OT
HETO TpH6Ba Ja C€ U3XBBPJAT B CBOTBETCTBUE C MECTHHUTE
HN3HUCKBaHU.

2
g

AKO0 UMaTe HIKAKBH BbIIPOCHU, M0JIsl, rOBOpeTe ¢ Bamus jekap, papmManeBT WM MeIUIUHCKA
cecTpa, KOUTO ca 3ano3Hat ¢ Hyrimoz.
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JIuctoBka: uH(poOpMaLMsA 32 NAUEHTA

Hyrimoz 40 mg nHKeKIMOHEH Pa3TBOP B MPEIBAPUTETHO HAITbJIHEHA MHCAJIKA
amanumyMmab (adalimumab)
40 mg/0,8 ml

ITpoueTeTe BHMMATEIHO USLJIATA JIMCTOBKA MPeEIN 12 3aM04YHETe /1a U3I0JI3BaTe TOBA JeKAPCTBO,
Thil KaTo TH ChABbPKA Ba:xHa 3a Bac undopmanus.

3amazeTe Ta3u JMCTOBKA. MOXKe /1a ce HAJIOXKH 2 S IPOYETeTe OTHOBO.

Bammst nexap e Bu naie cbiiio HanoMHsIIa KapTa Ha NAIlMEeHTa, KOSATO ChIAbpiKa BaXHa
nH(pOpMAIII OTHOCHO 0€301TacHOCTTA, C KOSTO TPSOBA /1a CTE 3aII03HATH, MTPEIU J1a 3alI0OYHETE
na mpwiarate Hyrimoz u mo BpeMe Ha siedenneTo ¢ Hyrimoz. CeXpaHsBaiiTe Ta3u HAITOMHSIIA
KapTa Ha MalMeHTa y ce0e CH 10 BpeMe Ha JICUSHUETO U 4 Mecella Cliel MOCIeHATA HHKEKIIUS
Hyrimoz, noctaBena Ha Bac (Ha Bamrero nere).

AKO0 mMaTe HSIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONTMTalTe Bamws nexap nim apmarenT.

ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBPEIIM, HE3aBUCHMO Y€ TIPU3HAIIUTE Ha TSIXHOTO 3a00JIsIBaHE ca ChIIUTE KaTo BamuTe.
AKO ToTy4nTe HIKAaKBH HEXXEJIaHW Peakiny, yBempomere Bammms nexap ninn papmariest. Topa
BKJIIOYBAa U BCUYKH Bb3MOKXHH HEXKCIaHU PEAKIUN, HCOIMMCAHU B Ta3u JIMCTOBKA. Bmxre
TouKa 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKaA

NV AEBOD -

Kakgso npencrasisBa Hyrimoz u 3a kKakBo ce U3IONI3Ba
KaxBo TpsiOBa ma 3Haere, npeau aa u3noispare Hyrimoz
Kaxk mga m3nomssare Hyrimoz

BB3M0OKHH HEXXeNIaHH PeaKIuu

Kak nma cexpansBare Hyrimoz

ChabpkaHue Ha ONIAKOBKATa M JOIBIHUTENHA HHPOPMALUS
VYka3aHus 3a ynotpeda

Kaxkso npeacraBiasasa Hyrimoz u 3a kakBo ce u3moj3Ba

Hyrimoz chbprka akTHBHOTO BEIIECTBO aJaliMyMal, JIeKapcTBO, KOETO JIeHCTBA Ha IMyHHATA
(3amuTHaTA) cUCcTEMa Ha OpraHu3Ma.

Hyrimoz € IMpEAHA3HAYCH 3a JICUCHNC Ha CJICAHUTC Bb3NAJIUTCIIHU 3a00JIIBaHUS:

PEBMaTOMICH apTPUT

NOJIMAPTHKYJIApeH IOBCHWICH UIMONAaTHYCH apTPHUT
apTPUT, CBBP3aH C EHTE3UT

AQHKWIO3MPAIL] CIIOHIMITHT

aKCHAJICH CIIOHIMIIOAPTPUT 0e3 peHTreHorpad)CKu JaHHH 32 aHKUIJIO3UPAIl CIIOHIMIAT
NICOPUATUYCH apTPHUT

TICOpHA3HC

THOCH XHJIPaJICHAT

bonect Ha Kpon

yJIIEPO3eH KOJIHT U

HENH(EKINO03eH YBEUT

AXTUBHOTO BCIICCTBO B Hyrimoz, az[am/IMyMa6, € MOHOKJIOHAJTHO aHTUTSJI0. MOHOKJIOHATHUTE
AHTUTCJIa Ca NPOTECUHU, KOUTO CC CBBHP3BAT CHC CHeI_II/I(bI/I‘IHI/I MUIICHU B OpraHru3Ma.

CrenuguyHara MUIIIEHa Ha aIaTAMyMal € IPOTeHH, HapedyeH TyMop-HekpoTusupai Gpaktop (TNFa),
KOMTO MPHUCHCTBA B MMOBUIIICHN KOJMYECTBA MPH BH3MATUTSITHUTE 3a00sIBaHNS, H30POCHHU TO-TOPE.
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Cabp3Baiiku ce ¢ TNFa, Hyrimoz 6iokupa HeroBoto AeCTBHE U HaMallsiBa B3MAICHUETO MIPH TE3H
3a001sIBaHUS.

PeBMaTouzicH apTput

PeBmaTroumausAT apTpUT € BB3INAJINUTEIIHO 3a00JIIBaHE HA CTaBHUTE.

Hyrimoz ce u3nos3Ba 3a ieueHue Ha peBMAaTOUICH apTPUT MPH BB3PACTHU. AKO HMaTe YMEPEHO 10

TEXKO M3pa3eH aKTUBCH PEBMATOUAEH apTPUT, IbPBOHAYAIHO MOXe a Bu Obaar npunaranu apyru,
MIPOMEHSIIIN X0/1a Ha 3a00IIBaHeTO JIeKapCcTBa, KaTO METOTpeKcaT. AKO Te3H JIeKapcTBa He AeHcTBaT
JocTaThuHO A00pe mpu Bac, me Bu 0b1e npennucan Hyrimoz 3a neduenne Ha peBMaTOWIHUS apTPHT.

Hyrimoz ce u3mos3Ba u 3a JeUCHNE Ha TEXKKO U3Pa3eH, AKTUBEH U TIPOTPECUBEH PEBMATOUJICH apTPHUT
0e3 MpeaXoIHO JCUSHUE C METOTPEKCAT.

Hyrimoz mMoxe 1a 3a0aBu CTPYKTYpHHUTE YBPEKIAHHUS Ha XPYIIsIa M KOCTTA HA CTABUTE, TPHYMHCHN
OT 3a00JIIBaHETO U MOA00psABa (pr3uyecKaTa aKTHUBHOCT.

O6ukHOBeHO, Hyrimoz ce ynotpebsiBa ¢ MmeToTpekcaT. Ako BammsT mekap npeneHu, ge
NPUIOKEHUETO Ha METOTPEKCAT He € OAXOAII0, TO Hyrimoz Moxe /1a ce mpuiiara 1 caMOCTOSTEIHO.

IMonuapTHKyIapeH I0BEHWIEH WANONATHYEH apTPUT U apTPUT, CBbP3aH C EHTEZUT

ITonuapTukynapHUST FOBEHUICH HAMONATUYEH apTPUT U apTPUTHT, CBBP3aH C €HTE3UT, Ca
BB3NATUTEIHN 3a00JI1BaHMSI HA CTAaBUTE, KOUTO OOMKHOBEHO 3a1l04uBaT B JCTCKA Bb3PAacT.

Hyrimoz ce u3non3pa 3a JieueHe Ha MOJUAPTHKYJIAPEH IOBSHUJICH UIUONIATHYCH apTPUT MIPH Aela H
IOHOLIH Ha BB3pacT OT 2 10 17 ronuHM ¥ HA apTPpUT, CBBP3aH C CHTE3UT, TIPH Jiella U IOHOIIHU Ha
BB3pacT oT 6 10 17 rogunu. [IppBOHAYAIHO HA MAIIMEHTUTE MOXKE J1a ObAAT MpUIIaraHu APYTH,
IPOMEHSIIN X0/a Ha 3a00JIsIBAHETO JIEKapCTBA, KATO METOTPEKCaT. AKO Te He JAeHCTBAT JOCTAaThUHO
no0pe, Ha MAMEHTHTE, e Obae npeanucad Hyrimoz 3a nedeHne Ha TEXHUS TONHAPTUKYIapeH
IOBCHWJICH UIMOTIATUYCH apTPUT M apTPUT, CBBP3aH C CHTE3UT.

AHKWIO3HUpAII] CIIOHIWINT U aKCUAJIEH CIIOHIWIOApPTPUT 0e3 peHTreHorpadCK JJaHHU 3a
AHKHUJI03UPAILl CIIOHJTUINT

AHKHJIO3UPAIIHAT CTIOHAWIUT U aKCHATHHUAT CIIOHAMIOAPTPUT Oe3 PeHTreHOTrpad)CKU JaHHU 3a
AHKWJIO3UPAIIl CTIOHAWIUT Ca Bh3MAIUTEIHU 3200 sIBaHMsI HA TPHOHAYHUS CTHIO.

Hyrimoz ce u3no/3Ba npu Bb3pacTHHU 3a JICYCHHETO HA TE3U ChCTOSHUS. AKO MMAaTe aHKHJIO3UPAII]
CIIOHJIMITUT WITU aKCHAJIEH CIIOHIMIOAPTPUT 03 peHTreHOrpadcKu TaHHY 32 aHKUJIO3HPAIIl
CTIOH/IWJIUT, IBPBO Il By ObaT npunaranu Apyry JekapcTBa. AKO T€3M JIGKapCcTBa He JIeHCTBAT
JIOCTAThYHO J00pe, 3a HaMaJIsIBaHE Ha MIPU3HALIUTE ¥ CUMITOMUTE Ha Barero 3adonsBane 1ie Bu
0be npeanucana Hyrimoz.

IIcopmasuc ¢ mIaky Ipu Bb3PacTHU U Jela

Hcopna31/1c1>T C INTaKHu € BB3NaJIMTCIHO KOXKHO 3a6OJ'I$IBaHC, KOCTO MPEAN3BUKBA 06pa3yBaHeT0 Ha
YCPBCHHU, JIFOCIICCTHU, TBBPJAU IICTHA I1O KOXKaTa, IOKPHUTU CbC Cp66pI/ICTI/I JIFOCIIH. Hcopnasnmﬂ C
IJTaKW MOXKE 1a 3aCETHE U HOKTUTE, KaTO T'M IIpaBu YYIUIMBU, BOAU OO0 YI[C6CJ'I$[BaHe " OTACIIAHC HA
HOKBTA OT HOKBTHOTO JIOXKE, KOCTO MOJXKE Jia € 6one3neno. Cuura CC, 4€ NNCOpHUAa3UCHT C€ NPpHUIUHABA
OoT HpO6J’I€M C UMYHHATa CUCTEMa Ha OpraHu3Ma, KOUTO BOJU OO MOBUIIICHA MMPOAYKIHA HAa KOXHHA
KJICTKH.

Hyrimoz CC M3MO0JI3BA 3a JICUCHUEC HAa YMCPCH 0 TCIKBK INICOPHUA3UC C IUIaKXU IPHU Bb3PACTHU. Hyrimoz
CC M3IIOJI3Ba CHIIO U 3a JICUCHUC Ha TCIKBK IICOPUA3HNC C IIJIAKU ITPU ACLId U FOHOIIN Ha Bb3pacT
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ot 4 1o 17 roauHU, IPU KOUTO MPUIIATAHKUTE JIEKAPCTBA BHPXY KOXKaTa U JICYCHHETO ¢ YB cBeT/inHA He
ca MmojelcTBa I MHOTO T0Ope Wi He ca ITOIXOISIIIH.

IIcopuaTudeH apTpUT

[IcopuaTHaHUAT apTPUT € BH3MAJIUTEIHO 3200 sIBaHe HAa CTABUTE, CBBP3aHO C IICOPHA3HC.
Hyrimoz ce u3mosn3Ba 3a ieueHue Ha ICOPUATUYEH apTPHUT Npu Bb3pacTHU. JlokazaHo e, Hyrimoz
3a0aBs CTPYKTYpHHUTE YBPEXAaHUS Ha XPYIIAia U KOCTTa Ha CTaBUTE, MPUYWHEHH OT 3a00JIIBaHETO U

no1o0psiBa pu3nUecKaTa akTHBHOCT.

T'HOEH XWApaJleHUT IPU BB3PACTHU U FOHOIIN

I'HoliHUAT XUApaneHUT (MOHIKOTa HAPUUYAH aKHE WHBEP3a) € MPOIBKUTEIIHO U Y€CTO OOJIC3HEHO
BB3MAIATEIHO 3200/sIBaHe Ha KokaTa. CHMIITOMHTE MOTaT Jla BKIFOYBAT YYBCTBUTEIHU BH3IH
(momyTrHM) 1 abcrecu (IUPEH), OT KOUTO MOJKE Ja M3THYa THOM.

To Hali-uecTo 3acAra KOHKPETHU y4acTbhIM OT KOXKaTa, KaTo Mo/ I'bPAUTE, MOJIMUIITHUITUTE,
BBTPEIIHATA YacT Ha Oe/ipara, ClIa0MHHUTE U cefauiieTo. B 3acernarure paliloHu MoraT Jia OCTaHaT U
Oemnesn.

Hyrimoz ce u3nosn3Ba 3a JieueHre Ha THOCH XUAPAACHUT MIPU Bb3PACTHU M IOHOLIH Haj 12-roumHa
BB3pacT. Hyrimoz Moxe na Hamanu Opost Ha BamuTe Bb31u 1 abciiecu u 00JIKaTa, KOSITO YeCTO €
cBBp3aHa ¢ 6osectra. [IspBOHAUATHO MOXKE 1a B OBbaaT nmprtaranu ApyTH JeKapcTBa. AKO Te3U
JIeKapcTBa He JIEHCTBAT JOCTaThYHO A0Ope OT Te3H JieKapcTBa, me Bu 6bae npeanucana Hyrimoz.

Bosect Ha KpoH nipH Bb3pacTHHU U _Aera

Bbonecrra Ha KpOH € BB3MAJIUTEIHO 300 IIBaHe Ha gcpBara.

Hyrimoz ce u3mnoin3Ba 3a edeHue Ha GosectTa Ha KpoH npu BB3pacTHH U Jiela Ha B3pacT

ot 6 o 17 rogunu. Axo crpangate ot Oosectta Ha KpoH, mbpBoHavamHo Moxe na Bu Obaar
TIpUJIaraHu IPYTH JIeKapcTBa. AKO HE Ce MOBIHIETEe JOCTATHYHO T00pE OT TE3H JICKapCTBa, IIIe

Bu 6p1¢ npunaran Hyrimoz 3a HaMassBaHe Ha IpU3HAIIMTE ¥ CHMITTOMUTE Ha Barmeto 3abosBane
Ha KpoH.

Vimepo3eH KOAUT Py Bb3PACTHH M JICTA

yﬂ]_[epO3HI/I$IT KOJIUT € BB3MAIUTEIHO 3a00/IIBaHE HA I[e6€J'IOTO YCpBO.

Hyrimoz ce u3mos3Ba 3a JiedueHHe Ha YMEPEH J0 TeXbK YIIEPO3eH KOJIHUT NPH BE3PACTHU U Jiela Ha
BB3pactT ot 6 1o 17 roguan. Axo Bue umate yiepo3eH KOJIUT, TbpBO Moxe a Bu Obaar nanenu
JIPYTH JIeKapcTBa. AKO Te3H JeKapcTBa He JCUCTBAT AOCTAThUHO T00pe, 3a HaMallsiBaHe Ha
MPU3HAIMTE ¥ CAMIITOMATE Ha BamaTa 6onect me Bu 0b1e npennucana Hyrimoz.

HCI/IHd)CKIII/IO3eH YBCUT IIPHU BB3PACTHHU U €A

HeI/IH(ileKHI/IOSGH YBEUT € BH3MNAJIUTCIIHO 3a6OHHBaHe, 3acdaramio onpeacjICcH 4aCTH Ha OKOTO.
Brp3manenuero Boau 40 HaMmajsIBaHE Ha 3pCHUCTO Y/VIM HAJIMYKWE Ha MBTHHUHU B OKOTO (llepHI/I
TOYUIU WIHW TBhbHKHU JINMHUU, KOUTO CC ABUKAT B 3PUTCIIHOTO HOJ'IG). Hyrimoz JIeiicTBa 4pe3 HaMaJIIBaHE
Ha TOBA BB3IIAJICHHUC.

Hyrimoz CC M3II0JI3Ba 34 JICUCHHEC Ha

L4 BB3PACTHHU C HGI/IH(l)eKLII/I03€H YBCUT, C BB3MAJICHUEC, 3aCATall0 3aJHATA YaCT HA OKOTO

L4 Acla, HaBbpUIWIIN 2 TOAWHHU C XPOHUYCH HeI/IH(l)eKI_II/IOSGH YBCUT, C Bb3NIAJICHUEC, 3aCATallo
npe€aHara 4aCcT Ha OKOTO
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2.

Kakgo Tps0Ba 1a ce 3HaeTe, npean ga u3noaszsare Hyrimoz

He u3noazsaiite Hyrimoz

aKo CTe alepruuHu KbM aJaiuMyMad MM KbM HIKOS OT OCTaHAIUTE ChCTaBKU HA TOBA
nexapcTBo (M30poeHH B TOUKA 6).

aKO MMaTe TeKKa WHQEKIUS, BKIFOUUTEITHO TyOepKyIi03a, Cercuc (OTpaBsHEe Ha KPHBTA), HITH
JIPYTH OTIOPTIOHUCTHYHH HH(PEKIHU (00MIaitHn HH(EKITHH, CBhp3aHH ¢ OTCIIa0BaHE Ha
UMyHHara cuctema) BaxxHo e na mHpopmupare Bamust nekap, ako vMaTe CHMIITOMH Ha
WH(EKIUs, HAIPUMEp TPECKa, paHH, OTIATHAIIOCT, TPOOIeMH ChC 3b0UTE (BUKTE

LI IpeayTIpekIeHNs U TIPEAITa3Hi MEPKH ).

aKo MMaTe YMepeHa J0 TeKKa ChpJiedHa HelocTaThuHOCT. BaxkHo e ma napopmupare Bamis
JieKap, ako CTe UMaJId WII UMaTe CEPHO3HO ChPACYHO 3a00sBane (BHXKTE , [ IpenynpeskaeHus u
Mpeana3Hud MEpKU*).

Ipeaynpexnenus: U Npeana3sHu MepPKU

l'oBopete ¢ Bamms nekap nim dapmanest, npenu aa unonaszsare Hyrimoz.

AJleprudnga peaxkius

AKO uMare anepruyHa peakiiys ChC CUMIITOMH KaTO CTATaHE B I'bPJUTE, XPUIITCHE, 3aMaliBaHe,
OTOK WJI 00pUB, He HHKeKTHpaliTe moBede Hyrimoz u He3abaBHO ce cBBpkeTe ¢ Bamms nekap,
ThH KaTO B PEIKU CIydau T€3M PEaKIMKM MOTaT Jia ObJaT )KUBOTO3aCTPAIIIaBaII[H.

Undeknus

Axo nmare nH(EKIUs, BKIIOYUTEITHO POIBIDKATEITHA W OrpaHrdeHa HHpekus (KaTo
HampuMep s3Ba Ha Kpaka), KOHCyaTHpaiiTe ce ¢ Bamus nekap npenu ynotpedara Ha Hyrimoz.
AKO He CTe CUTYPHH, CBBpXKeTe ce ¢ Bamms nekap.

ITo Bpeme Ha sieuenuero ¢ Hyrimoz Moxere Jia ce pazboseete mo-jiecHo ot uHpekimu. To3u
PHCK MOXeE J1a Ce YBEJIM4H, ako QyHKIHATa Ha Oenute Bu npobose e HapymeHa. Te3n
MHQPEKIIUU MOXe J1a ObJaT CepUO3HH U Ja BKIIIOYBAT TYOCpKYII03a, MH()EKIINY, TPUIMHEHU OT
BUPYCH, I'bOUYKY, MAPA3UTH WIH OAKTEPUU, UIH IPYTH HEOOUYalHU PUYHHUTEIIN Ha
WHDEKITNHN U cericuc (OTpaBsSHE Ha KPBHBTA).

B penxu ciyvan Te3n nHGEKInu Moxe 1a ObIaT KUBOTO3acTpalaBaiiy. BaxHo e 1a
uHpopmupare Bamms nekap 3a nmosiBata Ha CHMITOMH KaTO TPECKa, PaHH, OTIAJTHAIOCT MU
MpoOJIeMU ChC 3b0UTE. BalmsT Jiekap Moxe Ja npernopbya BpeMEHHO CIIMpaHe Ha yrnoTpedara
Ha Hyrimoz.

Ty6epkyinosa (TH)

Tbif kKaTo UMa CHOOIIIEHHS 32 TYOEPKYII03a MPH MANMEHTH Ha JISYeHHe ¢ afnannMymad, Bammst
nexap e Bu n3cnenBa 3a mpu3HaIM ¥ CHMIITOME Ha TyOepKyJ03a Ipey 3al0YBaHe Ha
nedyennero ¢ Hyrimoz. ToBa BkITt0ouBa 00CTOHHA MEAUITMHCKA OIICHKA, BKIIIOYUTEITHO aHAMHE3a,
Y TIOJIXO/ISI CKPUHUHT (HapuMep PEeHTICHOBA CHUMKA Ha TPBIHUS KOII ¥ TyOSpPKYJIUHOB
tecT). [IpoBexkiaHeToO M pe3ynTaTUTe OT TE3W M3CIeABaHMs TPsAOBa Ja ce oTOeNek ar BbB
Bamara nanmomHsIIa kapra Ha narueaTa. MHOTO € BaxHo 1a uHpopMupaTe Barmmms nekap, ako
cte OoyeyBaiu OT TyOepKyJi03a UK CTe OUJIM B TECEH KOHTAKT C HAKOW OOJIEH OT
TyOepkyino3a. [1lo Bpeme Ha JedeHHEeTO MOXKe Jla ce pa3BUe TyOepKyo3a, JOPH aKo CTe
MpUeMaJy JIeueHHe 3a Mpena3Bane oT TyOepKyso3a. AKO 1o BpeMe Ha JIEYeHUETO WIIN CIIe]]
HETO Ce TOSIBAT CUMIITOMH Ha TyOepKyso3a (IIOCTOSTHHA KalT|Ila, 3ary0a Ha TerJo,
OTITyCHATOCT, JICKO TIOBHIIIEHA TEMIIepaTypa) WIH HAKaKBa JIpyra nHpEeKnus, He3abaBHO
nHpopmupare Bamms nekap.
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IIsryBane/moBTapsamm ce nHOEKIUNA

) Kaxxere Ha Bamms nexap, ako cTe )KUBEJH WM IThTYBaTe B pallOHU, KBAETO YECTO CE CperaT
MHQPEKIUU OT I’bOMYKY KAaTO XMCTOIIA3M03a, KOKIMIUNOUIOMUKO3a UIIA OJIACTOMHUKO3a.

o Kaxere Ha Bamus nekap, ako cre 0oJieyBaiy OT HOBTapsIIX ce HHPEKIINU WITH JPYTH
3a00JsIBaHUS, KOUTO IOBUILABAT PUCKA OT MH(EKIIUH.

Bupyc Ha xenatut B

. I'oBopere ¢ Bammus siekap, ako cre Hocuten Ha Bupyca Ha xenatut B (HBV), ako umate
aktuBHa HBV mH(bekus wim cautare, 4e cTe U3JI0KCHN Ha PUCK OT 3apa3sBane ¢ HBV.
Bammst nexap TpsOBa na Bu uscnenBa 3a 3a Bupyca Ha xenatut B (HBV). Ananumymab mosxe
MOBTOPHO J1a akTuBUpa uHPpekuusata or HBV nmpu xopa, HocuTenu Ha To3u BUpYc. B Hiikon
penKu ciydyau, 0COOCHO aKo MpHeMaTe APYTH JeKapcTBa, KOUTO MOTHCKAT UIMyHHATa CUCTEMa,
MMOBTOPHOTO akTHBHpaHe Ha nHpeknuaTa ¢ HBV moxe ga 0b1¢ )XKHBOTO3aCTpaIIaBaiio.

Br3pact Hajg 65 roauHu

. AKoO cTe Ha BB3pacT Haja 65 ronuHU, MOXKeE Ja CTE MO-TIOJATIMB KbM HHPEKITHHA TOKATO
npuiarate Hyrimoz. Bue u Bammsr nekap TpsioBa 1a oOpbIare CrenualIHo BHUMaHKUE 3a
nmpu3HaNy Ha uH(QEKIMs, 10KaTo cTe Ha JeueHue ¢ Hyrimoz. Baxno e na uadopmupaiite
Bamms nekap, ako mposiBUTE CUMIITOMH Ha WH(EKITHS, KaTO TPecka, paHHu, 9YyBCTBO 32 yMOpa,
Mpo0OsieMH chC 3B0UTE.

Omneparust nin IpoOJIEMHU ChC 3B0UTE

. Axo Bu npencrou onepanus Uiy JeHTaIHU MPOIeAypH, KakeTe Ha Baius nekap, ue
npuiarate Hyrimoz. BamusT nekap Moke Aa mpernopbsya BpEMEHHO J1a CIpe yrnoTpedara Ha
Hyrimoz.

JleMuenuaU3UpaIio 3a00IBaHe

° AKO uMare WM pa3BUETE JEMHUCIUHU3UPAIIO 3200 sBaHe (3200 sBaHe, KOSTO 3acsra
3amuTHATa OOBHBKA HA HEPBHUTE), KATO MYJTHIUICHA CKJIepO3a, BammmsaT jrekap 1me pertu 1aiu e
HE00X0IMMO Ja MoTydyaBaTe WK Ja IPOoabIDKUTE na moixydaBaTe Hyrimoz He3abasHo
uHpopMuparite Bamus nekap, ako UMaTe CUMITOMU KaTO IPOMEHH B 3pEHHUETO, C1ab0CT B
pBIIeTe MM KpaKaTa WA U3TPBIIBaHE WM MpaBYYKaHE B HIKOS YacT Ha TSIIOTO.

Bakcuna

. OmnpeneneHy BAKCHHHU ChABPKAT )KUBU, HO OMaJIOMOIIEHH (popMu Ha O0JIECTOTBOPHHU OaKTepUH
WIN BUPYCHU U He TpsiOBa Jla ce MpuiiaraT 1o BpeMe Ha jedenueTo ¢ Hyrimoz, 3a na He
NpeaAn3BHUKAT cllydaitHo nHekus. [locbBeTBaiiTe ce ¢ Bamms jgekap npeny npuiaoKeHUeTo Ha
KaKBUTO U Jla Ouiio BakcuHH. [IpenoppuBa ce, ako ©Ma B3MOKHOCT JAelaTa Aa IPUKIIoYaT ¢
BCUYKH UMYHHU3aL1Y, CbIIACHO HACTOSIIIUSA UIMyHU3allMOHEH KaJeHap 3a TAXHaTa Bb3pacT,
npen 3anovyBane Ha jiedeHuero ¢ Hyrimoz. Ako cre npuemanu Hyrimoz, mokaro cre Ouna
OpemenHa, 6e0eTo Bu Moxke 1a 0b/e ¢ O-BHCOK PUCK 3a pa3BUTHE HA TakaBa MH(EKUUs, 10
IeT Mecela ciel mocieaHaTa 103a, KOsITO CTE IOIyYrId 110 BpeMe Ha OpeMeHHOocTTa. BaxHo e,
Jla mHGOPMHpATE JICKapsT U JPYTUTE METUITMHCKY CIICIHATUCTH Ha Barrero 6ebe, 1e cre
nekyBanu ¢ Hyrimoz no Bpeme Ha Bamara OpeMeHHOCT, Taka 4e jia MOrarT Jia pelaT, KoraTo Ha
0ebeto Bu TpsiOBa a ce HanmpaBW KakBaTo | Ja € BAKCHHAIIHS.

CobpieuHa HETOCTATEYHOCT

L Baxwno ¢ Ja KaXXCTC Ha Bamus JICKap, ako CTC MMaJI WJIN UMATC TCIKKO ChbpACUHO 3a00/sBaHe.
Axo nmare J1exa ChbpACYHA HCAOCTATHUYHOCT U CC JICKYBATC C Hyrimoz, CbCTOSIHNETO Bu BBHB
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BpB3Ka ChC ChpJICUHATAa HEJJOCTATHYHOCT TPsIOBA J1a Obic BHUMATEIIHO MPOCICIsIBaHO OT Bamus
nexap. AKO pa3BHeTe HOBU WIIM BIIOIIABAIIY C€ CUMIITOMH HA ChpJIeYHa HEIOCTATHhUYHOCT
(mampumep, 3apXBaHE WU OTOITH TI0 Kpakarta), TpssOBa He3a0aBHO Ja ce CBhpikeTe ¢ Bamus
neKap.

Bucoka TeMIepaTrypa, KpbBOHACAAaHUSA (CHHUHH ), KPbBOTCYECHUE MIIN 6J'IeQOCT

) [Ipu HIKOM MAIMEHTH, OPTAaHU3MBT MOXKE J1a HE yCIlee Ja MPOu3Be/e JOCTATHhUHO KPHBHU
KIIETKHU, KOUTO ce O0OpAT ¢ MH(EKIMHTE WK J1a IOMarar 3a CIUpaHeTo Ha KbPBEHETO. AKO
BIMTHETE TEMIIepaTypa, KOsATO He craga, MHOTO JIECHO TOJIyYaBaTe CHHUHH WIN KbPBEHE WITH
M3TJIeK1aTe MHOTO OJIeH, BeHara ce CBbpxKeTe ¢ Bamms nekap. BammsaT mekap MoXke J1a penru
Jla CIIpe JICYCHUETO.

Pak

o Hma MHOTO peIKH Cilydau Ha ONpeAelIeH! BUIOBE paK IpHU Aela U Bb3PacTHH, TPHIIaramy
amamumymab wim apyru TNF-6mokepu. Xopara ¢ mo-cepro3eH peBMaTOUICH apTPUT, KOUTO ca
C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIIBAHETO, MOTaT J1a ca C [0-BUCOK PUCK OT CPeIHUS 3a
pasBUTHETO Ha TUMGOM U JeBKeMHUs (BUJOBE PaK, KOUTO 3aciraT KPbBHUTE KIETKH U KOCTHUS
MO3BK). Ako npunarate Hyrimoz, puckbT oT nosiBaTa Ha TUM(GOM, JIEBKEMUSI WIH APYTH BUAOBE
pak Moske J1a ce IOBUIIHU. B penku ciydan e Oui HaOI0JaBaH CieHupUUYeH U TEXbK BUA
auM(OM IIpU NaLMEeHTH, JIEKyBaHH ¢ ajainMyMa0. Haxkou oT Te3u nanuenTy ca Omim JIeKyBaHU
CBINO U C JIEKAPCTBOTO a3aTHONPHH WM MepKanToypuH. Madopmupaiite Bamms nexap, ako
npremMare a3aTHOIPHH WM MEPKaITONypHH 3aeaHo ¢ Hyrimoz.

o OcBeH TOBa ca HaOMIOJaBaHW MHOTO PENIKU Clydad Ha HEeMeJaHOMHHU (OPMH Ha KOXKEH pak MpH
MalKEeHTH, PUIaramy agaiumMyMa0. AKO 0 BpeMe Ha WM CJIEH JIEYCHUETO ce IOSBU HOBO
MOpa)KeHNE BBbPXY KOXKaTa WM aKoO ChIECTBYBAILIUTE O€Ne3U WU 30HU Ha IOPAKECHUS
MPOMEHST CBOSI BBHILICH B, HHPOpMupaiiTe Bamms nekap.

o [Tpu manuenTy ¢ onpeneneH By 3a00siBaHe Ha OeluTe IpoOOBe, U3BECTHO KaTO XPOHUYHA
obcTpykTuBHA OenoapoOHa GoecT, eKyBaHu ¢ ApyT O6mokep Ha TNF-a, ca HaOmonaBaHu
CiIy4au Ha IPYTH BUIOBE paK, pa3ITudHu OT JuMdpomM. Ako cTtpamare or XOBb numm cre 3akieT
nymiay, TpsaoBa qa oochaute ¢ Bammst nekap nanum nedenuero ¢ TNF-a 61okep e moaxoasimo 3a
Bac.

ABTOMMYHHHU 3a00JBaHUS

o B penku cinyyan neuenuero ¢ Hyrimoz mosxe 1a goBejie o CHMITOMH, HAITO100SIBaIIU
nymnyc- nomoben cuuapoM. CBbpxkeTe ce ¢ Bammsr jiekap, ako ce MOosBAT YIOPHUT, HEOOSACHUM
00puB, Tpecka, O0JIKa B CTAaBUTE WIIA yMOPA.

Jlena ¥ OHOIIH

o Bakcunanuu: no Bb3MOKHOCT Ha JieTeTo Bu Tps0Ba aa ca nmocraBeHH 10 Tpaduk BCUUKU
BaKCHHH MPEIU Jia ce mpuitoxku Hyrimoz.
. He nmpunaraiire Hyrimoz npu fena ¢ moquapTHKYJIapeH I0BSHUIICH apTPUT Ha BB3pacT

[0J1 2 TOUHH.

JApyru nexapcrBa u Hyrimoz

TpsabBa na kaxxete Ha Bamms nexap wim ¢apManeBT, ako IpreMaTe, HACKOPO CTe TpHUeMalli WK €
BB3MOXKHO JIa TIpHeMaTe IPYTH JICKapCTBa.

Hyrimoz mMosxe na ce mpuiiara 3aeiHO ¢ METOTPEKCAT WM ONIPEeSICHH, IPOMEHSIIIH X0a Ha
3a00JIIBAHETO AHTUPEBMATUYHH CPECTBA (Cyidacanasut, XUIPOKCUXIOPOXHH, Te(IyHOMU U
WH)KEKIIMOHHHU 3JIaTHU NIperapaTh), KOPTUKOCTEPOUAH NI OOJIKOYCIOKOSBAIIM CPE/ICTBA,
BKJIIOUUTESTHO HECTEpOUIHM NpoTuBOBB3nanuTentu cpeacrsa (HCIIBCO).
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Hyrimoz ne Tpsi0Ba na ce mpuiara ¢ JeKapcTBa, ChIbPKaIlld AKTUBHUTE BEIIECTBAa aHAKMHPA I
abaTauenT, Hopaay MOBUIICH PUCK OT cepro3HH nHpekuuu. KomOnnanusTa oT aganuMymal, KakTo U
npyru antaronncty Ha TNF-o u aHakuHpa min abaTalent He ce MpenophuBa Ha 6a3aTra Ha Bb3MOXKHO
MOBHUIIIaBaHE HA PUCKA OT UH(EKINH, BKIIOYUTEIHO CEPUO3HU HH(MEKIINH U IPYTU TOTCHIUATHH
(hapMaKoJIOTMYHH B3aUMOJCHUCTBHSL. AKO UMaTe BBIIPOCH, MOJIsL, OObpHETE ce KbM Bammmus nekap.

bpemMeHHOCT U KbpMeHe
. Tps6Ba ga oOMucaHTE yroTpedaTa Ha HOAXOIAIIN IPOTUBO3aYaThuHHU CPEACTBA 32

MpeIoTBpaTABaHEe Ha 3a0peMeHIBAHE U JIa TH M3I0JI3BaTe B IPOIBIDKEHUE Ha IIOHE 5 Mecena
cleq oceIHoTo Jieuenue ¢ Hyrimoz.,

o AKko cTe OpeMeHHa, MUCIIUTE, Y€ MOXKe Ja CTe OpeMeHHa WM TIaHupare j1a uMate oeoe,
MOCHBETBalTE ce ¢ Baius nekap 0THOCHO MpUIaraHeTo Ha TOBA JIEKapCTBO.

. Hyrimoz tpsi6Ba 1a ce u3mon3Ba o BpeMe Ha OpeMEHHOCT CaMo aKo € HE00XOIUMO.

o Criopen npoy4uBaHe BEPXY OpeMEHHOCTTa He ChLIECTBYBA MO-BHCOK PUCK OT BPOJCHU NE(EKTH,

KOraTo MaikaTa ¢ mojydaBaja ajaiuMyma0 rmo Bpeme Ha OpeMEHHOCTTa, B CPaBHEHHE C
MalKUTE ChC CHIIOTO 3a00JIIBaHE, KOUTO HE Ca MOJIydaBajiy againMyma0.

o Hyrimoz moxe na ce u31oii3Ba o BpeMe Ha KbpMEHE.

. Axko cre nonmyyaBanu Hyrimoz o Bpeme Ha OpeMeHHOCTTa cH, Barrero 6e6e nma mo-roisim
PHCK 1a pa3BUe HHPEKIHS.

o BaxHo e 1a yBegomure Jiekaps Ha Bamrero 6e6e u Apyrute MEAULMHCKH CHIEHIUAINCTH OTHOCHO

TOBa, ue cTe cu npwiaraan Hyrimoz mo Bpeme Ha OpeMEeHHOCTTa, npenu 6edeTo aa e
BaKCUHHPAHO (32 moBeue HHGOpMAIIHs OTHOCHO BAKCHHUTE BUXKTE paszen ,,[IpenynpexneHus u
Mpeana3Hu MEpKu*).
IModupane u padora ¢ MAIIUHU
Hyrimoz noenusiBa npeHeOpe)XMMO CIOCOOHOCTTA 3a MIO(HUpaHeKapaHe Ha BEIOCUIIe ] Win paboTa ¢
mamuan. Criesi mpuiokeHneTo Ha Hyrimoz Moxke fa ce mosiBM CBETOBBPTEK M HAPYIICHHUE HA
3pEHHUETO.
Hyrimoz chabpixa HaTpuii
ToBa jieKkapcTBO ChABPKA Mo-Mayko otT 1 mmol Hatpuit (23 mg) Ha 0,8 ml no3a, T.e. MOXeE 1a ce Kaxe,
e MPAKTHYECKH HE ChABPIKA HATPHIA.

3. Kak na nznoaszsare Hyrimoz

Bunarn n3nomn3Baiite ToBa JIEKapCTBO TOYHO KakTo Bu e kxazan Bammsar nekap win dhapmareBT. AKo
HE CTe CUTYpHH B Hello, monuraiire Bammus nexap wmm gpapmanesT.-

Hyrimoz ce mpenmara 3a marueHTUTE KaTo mecaika ot 40 mg v npeaBapuTeTHO HAITBIHCHN
cupuHIoBkH oT 20 mg u 40 mg 3a mpuiIokeHne Ha TbiaHa 703a oT 20 mg win 40 mg.
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PeBmaTouaeH apTpuT, NCOPHATHYEH APTPHUT, AHKUJI03UPAIL CIIOHANJIUT HJIH AKCHAJIEH
CIIOHMJIOAPTPUT 0e3 peHTreHorpagcKu IaHHH 32 AHKWJIO3HPALI CHOHIMJIMT

Bb3pacT u TesiecHO Teriao

KakBo ko1n4ecTBO M KOJKO
4ecTo 1a ce npujara?

beaexkn

Br3pactHu

40 mg npe3 ceaMuIia KaTo
eIMHUYHA /1032

[Ipu peBMaTonaeH apTpuT
MPUJIOKEHUETO Ha METOTPEKCaT
[POIBIDKABA 10 BpeMe Ha
neyenuero ¢ Hyrimoz. Axo
Bammst nexap nperenu, e
MPUIOKEHUETO Ha METOTPEKCaT
HE € oXo/o, To Hyrimoz
MOXe Jia ce Tpuiiara u
CaMOCTOSITEJTHO.

AKO UMare peBMaTOHCH apTPHUT
U HE pHeMarte MaToTpeKcar 1o
BpeMe Ha jiedeHreTo ¢ Hyrimoz,
Bammsr nekap Moxe 1a pemm ja
mpwiarate 40 mg Hyrimoz Bcsika
ceamuiia wim 80 mg npe3
CEIIMHIIA.

[oanapTuKyJIapeH IOBEeHHIEH HIHONATHYEH APTPUT

Bn3pacT u TesiecHO TerJio KakBo K0JIM4eCTBO U KOJIKO Beaexku
4yecTo /1a ce mpuiiara?

[ena, roHomu u B3pacTau, pu | 40 mg npe3 cenmuiia Henpunoxumo

HaBBPIUICHH 2 TOTUHU C TETII0

30 kg wiu noseye

[ena, ronomu, npu HapbpineHu | 20 mg npe3 cenmuiia Henpunoxumo

2 roquau ¢ Terio 10 kg mo mo-

maiko ot 30 kg

ApTpHT, CBBP3aH C EHTE3UT

Bb3pacT 1 TesiecHO TErao KakBo K0J1H4€eCTBO U KOJIKO Beaexkn
4ecTo aa ce mpuJara?

Jemna, roromu 1 BB3pacTHH, pu | 40 mg mpe3 ceamuia Henpunoxumo

HaBBPIUICHHU 6 TOUHU C TETII0

30 kg nmm moBeue

Jena u roHOIIHN, IPH 20 mg tipe3 ceamuIia Henpunoxumo

HaBBPILICHH 6 TOAWHU C TETIIO

15 kg mo no-maiiko ot 30 kg

Ilcopua3zuc

Bb3pacT u TeJIeCHO TeErJIo KakBo KoJIM4ecTBO U KOJIKO Benexku

4ecTo /1a ce mpuiiara?

Bo3pacthau

Hawanna no3a ot 80 mg (kato
JiIBe UHXKeKuu 1o 40 mg B eMH
JIeH), TIoCTIeIBaHa OT /1032 OT

40 mg npe3 ceaMuIa, KaTto ce
3aIroYHe eHa CeAMUIIA CIIe]T
HayvaHaTa J103a.

Tps6Ba a IpoIBIKUTE M2
nmkektupare Hyrimoz TomkoBa
IBITO, KOJIKOTO Bu ¢ Kazan
Bammsr nekap. Axo Ta3u 103a He
JIEWiCTBa TOCTaThYHO J00pe,
Bammmst nekap Moxe J1a yBETuau
no3ara o 40 mg Bcsika cenMuIia
unu 80 mg mpe3 ceaAMHUIIA.

254




IIcopua3uchT ¢ IVIAKH

Bn3pacT u TesiecHO TerJio KakBo K0J1M4eCTBO M KOJKO beaexkn
4ecTo aa ce mpujara?
Jemna u roHoIIM OT 4- 110 Hauwanna noza ot 40 mg, Henpunoxumo
17-roauiHa BB3pacT ¢ TErjIo nocjeaBana ot jo03a ot 40 mg
30 kg nmm moBeye €IHA CEeIMHUIIA O-KBCHO.
Crnen ToBa oOnMuaiinara j03a €
40 mg npe3 cenMuIa.
Jeua u roHOIIM OT 4- 10 Hauanna no3a ot 20 mg, Henpunoxumo
17-ronuimHa BB3pacT ¢ TETJI0 nocjenBaHa oT 1o3a ot 20 mg
15 kg 1o mo-manko ot 30 kg eJHa CeaAMHUIIA ITO-KHCHO.
Crnen ToBa oOnyaiinara mo3a e
20 mg npe3 ceaMuIIa.
I'HoeH xuapageHuT
Bb3pacT u TesiecHO Teriao KakBo K0J114eCTBO M KOJKO beaexkn

4€CTO 1A Ce npnﬂara?

Br3pactHu

Hayanna no3a ot 160 mg (xato
yeTHpU UHxXekuuu no 40 mg B
€/IMH JICH YUTH JIBE MHXKEKITUH I10
40 mg Ha JIcH B /1Ba
MOCJIeIOBATEHU JHN),
mociyieaBana ot jxo3a ot 80 mg
(xato nBe mmxekuuu 1o 40 mg B
€/IMH JIeH) 1B CEIMUIIN T10-
KBCHO.

Crnep olle aBE CCAMUIIA
npoabikeTe ¢ Ao3a ot 40 mg
BCsika ceamunia uian 80 mg rpes
ceaMula, Kakto Bu npeanuiie
Bammust nekap.

IpenopbUUTENHO € BCCKH JICH Ja
NpHUIaraTe aHTUCENTUYHO
M3MHBAHE HA 3aCETHATHUTE
o0Jactu.

IOunommwu ot 12- 1o 17-roauina
BB3pacT ¢ Tero 30 kg nim
oBeye

Hawanna no3a ot 80 mg (kato
nBe MHXeKIuu 1o 40 mg B enuH
JIeH), TIocJIe/IBaHa OT J03a OT

40 mg mpe3 ceaqMuIa, KaTo ce
3aIl04YHe €Ha CeAMUIIA MO-
KBCHO.

AKO Ta3u no3a He AelcTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXKe J1a YBEIUYH J03aTa
110 40 mg Bcsika ceMuUIIa UiTu
80 mg mpe3 cenmmuria.

IpenopbUUTENTHO € BCEKH JICH J1a
MIPUIIAaraTe aHTHCEITHYHO
W3MUBAHE HA 3aCErHATUTE
obJactu.
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BoJiect na Kpon

Bn3pacT u TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3aIllOYHE JIBE CEMHUIIN T10-
KBCHO.

AKo e Heo0X0 UM 10-0Bp3
OTroBOp, Bammsr nexap Moxe
Jla TIpeJITHIIe HadallHa 1033 OT
160 mg (kaTo YeTUPU UHKEKIINU
o 40 mg B eTUH JICH WIN JBE
uHxekuuu no 40 mg Ha JIeH B
JTBa TIOCIICAOBATCTHH JTHH),
rocjeBaHa oT fo3a ot 80 mg
(xato nBe umxeknuu mo 40 mg B
SIIVH JIeH) TBE CEIMHUIIH T10-
KBCHO.

Cren ToBa oOnyaiiHaTa 1o3a e
40 mg mpe3 cenMuIa.

AKo Ta3u J103a He JieicTBa
JOCTaThyHO A00pe, Bammst
JIeKap MOXe J1a YBEJIHYH J103aTa
110 40 mg Bcsika ceMuIa UiTu
80 mg nipe3 cenmuia.

Boaect na Kpon npu aena

Bb3pacT u TesiecHO Tersiao

KakBo ko1n4ecTBO M KOJKO
4ecTo 1a ce npujara?

benexkkn

Jleia v roHOIIM OT 6- 10
17-ronuuiHa Bb3pacT ¢ TErio
40 kg nmu moBeue

Hayanna no3a ot 80 mg (kato
IBe nHxekuu 1no 40 mg B enuH
JIeH), TIOCIIeIBaHa OT J103a OT

40 mg npe3 ceaMuIa, KaTo ce
3aIto4YHe JIBE CEIMHUIIN T10-
KBCHO.

AKko e HeoOxouM 10-0bp3
OTroBOp, BammsT nexap moxe
Jla TIPEJIITHIIe HaYaiHa J103a OT
160 mg (kaTo YeTUPU UHKEKIUU
o 40 mg B €IUH JI€H WIH JBE
uHkekuu no 40 mg Ha JieH B
JIBa TIOCIICOBATEITHH JTHH),
nocieaBana ot go3a ot 80 mg
(xato mBe mHkekIuH 1mo 40 mg B
eIIVH JIeH) IBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa oOnyaiiHara o3a e
40 mg npe3 ceaMuIa.

Axo Ta3u 103a He JeHCcTBa
JOCTaTBhYHO J00pe, IeKapsT Ha
neteTo Bu Moxe ma yBenman
mo3ata 1o 40 Mg Bcska cenMuIia
i 80 mg npe3 ceaAMHULIA.
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BoJject nHa Kpon npu nena

Bn3pacT u TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Benexkn

Jena u roHomu ot 6- 10
17-romuiiiHa BB3pacT ¢ TErIo,
mo-MaJko ot 40 kg

Hauanna noza ot 40 mg,
nocieaBaHa oT o03a ot 20 mg
npe3 ceaMHUIIa, KaTo ce 3aouHe
JIBE CEIMUIIH TT0-KbCHO.

AKko e HeoOxouM 10-0Bp3
OTroBop, Bamust nexap moxe
Jia IPEIIHIIe HavaHa /1032 OT
80 mg (kxaTo JABE MHXKEKIIUHU 110
40 mg B eUH JIeH), TTOCIIe/IBaHa
ot f03a oT 40 mg 1B CeAMUIIH
TO-KBCHO.

Cnen ToBa oOnyaiiHara o3a €
20 mg mpe3 cenMuua.

AKo Ta3u 71032 HE JIelicTBa
JIOCTAaTBhYHO J00pe, JIeKapsT Ha
nereto Bu Mmoxe na yBenmuu
yecToTaTa Ha jo3ara 10 20 mg
BCSIKA CEIMMIIA.

257




Yiuepo3eH KOJIUT

Bn3pacT u TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 160 mg (kato
4eTupy UHxekuuu 1o 40 mg B
€/IMH JICH VTN JIBE HHXKEKITUH I10
40 mg Ha JeH B 1Ba
MOCJICOBATEITHY JTHN),
nocyenBaHa ot jo3a ot 80 mg
(xato mBe mKeKIuH 1mo 40 mg B
eIIVH JIeH) TBE CEIMHUIIH T10-
KBbCHO.

Cnen ToBa oOnyaiiHara o3a e
40 mg npe3 ceaMuIa.

AKo Ta3u J103a He JieicTBa
JOCTaThyHO A00pe, Bammst
JIeKap MOXe J1a YBEJIHYH J103aTa
110 40 mg Bcsika ceMuIa UiTu
80 mg nipe3 cenmuia.

Yanepo3eH KOJIUT NPH NeTUATPUYHN MANHEHTH

Bb3pacT win TejiecHO TerJio

KakBa 1032 ¥ K0JIKO 4ecTo 1a
ce npuema?

3a0eaexKn

Jleya u ronowiu, npu
HaBBPUICHU 6 200UHU C me2io
40 kg umu noseue

ITspBOHauanHa q03a 160 mg
(uetnpu nmxekuuu no 40 mg B
€/IVH JICH WIH JIBE HHKCKIIUU
no 40 mg AHEBHO B JiBa
TTOCJICTOBATEITHA JTHH),
nociensanu oT 80 mg (nBe
uHxekuuy o 40 mg B eAMH
JIeH) JIBE CEIMHIIH MTO-KBCHO.

Cnen ToBa oOMuaifHaTa 103a €
80 mg mpe3 cenmuna (1aBE
umkeknnu mo 40 mg B eAuH
JICH).

[TanimeHTHTE, KOUTO HABHPIIAT
18 roguHu, TOKAaTO MpUeMat

80 mg npe3 cenMuiia, TpsioBa

Jla IPOABJIKAT TAXHATA
Mpeanucana 103a.

Leya u ronowu, npu
HaBBPILEHU 6 200UHU C Me20
noo 40 kg

[IspBoHauanna noza 80 mg
(mBe mmxekIuu mo 40 mg B
€IVH JIeH), TIOCJICIBAaHA OT

40 mg (eHA MHXKEKITUS 110

40 mg) nBe CeIMUITH MO-KHCHO.
Cnen ToBa obnyaiiHaTa J103a €
40 mg npe3 cenMuIa.

[TanenTrTE, KOUTO HABBPIIAT
18 roguHu, 10KaTO MpUeMar

40 mg mpe3 ceqMuIia, TpsOBa

Jla TIPOIBJDKAT TSIXHATA
MpeInucana 03a.
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Heun@exkunoseH yBeur

Bn3pacT u TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
JBe MHXekuu 1o 40 mg),
nocyenBaHa ot jo3a ot 40 mg
Mpe3 CEIMHUIIA, KaTo Ce 3all0uHe
eJlHa ceIMHUlIa cJIe]] HaJaJlHaTa
Jio3a.

[Ipu HenHpEKIMO3€eH YBEHUT
MPUEMBT Ha KOPTHKOCTEPOUAN
WM IPYTH JIEKapCTBa,
MOBIHSIBAII MMYHHATa CHCTEMA,
MOXe J1a ObJIe TPOIBIDKEH,
JokaTto usnonseare Hyrimoz.
Hyrimoz Moske na ce naBa u
CaMOCTOSITEITHO.

Tps6Ba ma npoabKUTE Na
nHxekTrpate Hyrimoz TonkoBa
IBJITO, KOJIKOTO By e kaszan
Bammus nekap.

Jlema 1 FOHOIIIK OT 2-TOMIITHA
BB3pacT ¢ Teruo 30 kg nm
MoBeYe

Jlenia, FOHOIIU U BB3PACTHU OT
2-TOJTATITHA BB3PACT C TETIIO
30 kg wnu noseye

40 mg mpe3 cemMuIia ¢
METOTpEKCAT.

20 mg mpe3 cenMuIa ¢
METOTpEKcar

Bammust gexap Moxe chIIo J1a
MIPEIUIIe HadyalHa 71032 OT

80 mg, xoATO MOXe Oa ce
MIPHIJIOKH €JTHA CeIMUIIA IIPeIn
3arI0YBaHETO HAa OOMYaiiHaTa
J03a.

BammusT nexap Mosxe chIo 1a
MIpeTUIIe HadaaHa 7033 OT

40 mg, KOsITO MOXeE J1a e
MIPWIOKU €JTHA CEIMUIIA MPEeIn
3ar0YBaHeTO Ha oOMYalHaTa
J103a.

Jlelia ¥ FOHOIIIM OT 2-TOUIITHA
BB3pAcCT C TETJIO, M0-MaJKO OT

30 kg

20 mg npe3 ceqmuLa c
METOTpeKCaT.

BamusT nexap Moxe ChIIo Jaa
MPENHUIIe HAYallHa 1032 OT

40 mg, KOSITO MOXKE Ja ce
MPUIIOKHU €1Ha CCaAMUIIa Ipean
3aIo4BaHETO HA OOMYaliHATA
J1034.
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HauynH Ha NpUWJIoKeHHe H TBT HA BbBEXK/IaHe
Hyrimoz ce mpuiara upe3 HHXEKTHPAHE MO KOXKaTa (Ype3 MOIKOKHA MHIKEKIIHS).

[MonpoOHM yka3aHus 3a WHKeKTHpaHe Ha Hyrimoz ca npeyncraBenn B ToUka 7 ,,Y Ka3aHud 32
ynorpeoda‘“.

AKO cTe U3M0JI3BAJIN ITOBevYe 0T HeoOxoanmaTa q103a Hyrimoz

AKO 110 HEeBHUMaHHUE CTe HHXeKTHpaiu Hyrimoz mo-4ecTto, 0TKOJIKOTO TpsiOBa, CBhpKETe ce ¢ Bamms
nekap win (hapMaiieBT U 00sICHETe, Y€ CTE U3I0JI3BAIIM TIOBEYE OT HE0OX0IMMOoTO. BuHaru B3umaiite
ChC ceOe CH OMaKOBKAaTa Ha JIEKapCTBOTO, JIOPH J1a € Tpa3Ha.

AKO cTe ponmycHaJM 1a u3nojszsare Hyrimoz

AKO cTe TIpOITyCHAJIM J]a CH IIOCTABUTE WHXKEKITHSA, TPSIOBA 1a MHKEKTHpATE clieABaIiara 103a
Hyrimoz sexnara mom cu ciomuuTe. MHkeKTHpaiiTe CiieaBamiara g03a Ha OnpeeeHns 3a TOBa J€EH,
KaKTO OMXTE HANPaBUJIM B CIyYaii, 4¢ HE CTE MPOIYCHAIA UHIKCKIIUS.

AKko cTe cnpesin ynorpedara na Hyrimoz

Perrenunero na cnpete fa usnonssate Hyrimoz tpsiosa na 6b1e 06chaeHo ¢ Bamus gekap. [pu
CIIMpaHe Ha JICYCHUETO, CHMIITOMHUTE Ha 3a00JITBAHETO MOJKE J1a CE BH30OHOBSIT.

AKO UMate HSKaKBH JOMBIHUTEIHN BBIPOCH, CBbP3aHU C yroTpedaTa Ha TOBa JEKapCTBO, MOJIS
rionuTaiiTe Bamms mekap wim gapManesT.

4, Bb3MOKHN He:KeJIaHU peaKuuu

KaxkTto BcHuku nekapcTBa, TOBA JIEKAPCTBO MOKE J1a IPEIU3BUKA HEKEITAHHU PEAKIINU, BBIIPEKU Y€ HE
BCEKH TH ToiTydaBa. [loBeueTo HexellaHu peakluu ca JEeKH JI0 yMepeHHU. BeIpexu ToBa, HIKOU OT
HEXEJIAHUTE PEaKIIiy MOTaT Aa ObJaT CEpHUO3HH U J1a U3UCKBAT JieueHne. HexkemannuTe peakiinu Moxe
Jla ce MOSIBAT 70 Hal-MajIKo 4 Mecelia Wiu oBeYe CIIe MOCIeIHOTO HIbKeKTHpaHe Ha Hyrimoz.

IMoThpceTe cHeNIHO MeAMIUHCKA MOMOI, aKO 3a0€JIe)KUTE HAKOU OT CJICJHUTE IPU3HAIH Ha
aJlepruyHa peaxifysl Wik ChplIeYHa HEJOCTaThYHOCT:

TEXbK 00pUB, KOTIPUBHA TPECKa;

OTOIIX TIO JIUIIETO, PBIETE, KpaKaTa;

3aTPYJHEHO JUIIAHE U T'hIITAHE;

3ayX TPH YCUIIME WIN NP JIsiTaHEe WJIM OTOLM 110 KpaKaTa,

HNudopmupaiite Bamns jgekap KOJKOTO ce MOKe M0-CKOPO, aKO YCTAHOBUTE HSKOU OT CICIHUTE
HpU3HALH:

o MPU3HAIM U CHMIITOMH Ha WHEKIHS KaTo TPECKa, TaJicHe, paHu, MPOOJIEMH ChbC 3b0UTE,
napeHe Npu ypUHUpPaHe, YyBCTBO Ha cab0CT MM yMOpa WM KalluIuIa;

. OIJIAKBAaHUS OT HEBPOJIOTUYHHU MPOOJIEMH, KaTO: MpaBy4KaHe, U3TPBIIBAHE, ABOIHO BHKIaHE
WK CJ1a00CT B PBIETE WIN KpaKara;

. NPHU3HAIM 32 paK Ha KOXKaTa, KaTo: MOTyTHHA MJIM OTKPUTA He3apacTBallla paHa.

. NPU3HALM U CUMIITOMH, TIPEIIoJIaraiiy KpbBHE HAPYIICHNMS, KaTO MIOBHIIIEHA TEMIIeparTypa,

KOSATO HE CI1ajzia, IosiBa Ha CHHUHH, KbpPBEHE, OJICTHOCT.
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[IpencraBenuTe mo-n0ay HEXKeNaHU PeaKUUK ca OMIIM HaONII0JaBaHu ¢ afaluMyMal.
MHoro yectu (Moxe 1a 3acerHat rnosede ot 1 Ha 10 yoBeka)

o peaKkury Ha MJICTOTO HAa MHXXEKTUPaHe (BKIIOUUTETHO O0JIKa, OTOK, 3aUuepBABaHE HIH CHPOEK);
WH(EKINN Ha AUXATEIHUTE IbTUILA (BKIIOUUTETHO POCTYyaa, XpeMma, HHPEKIHs Ha CHHYCHUTE,
ITHEBMOHMU );

ri1aBoOOJINE;

KOpeMHa 00JIKa;

rajicHe U MOBPbBIIAHE;

00puB;

0oNKa B MyCKYJTHHTE.

YectH (Moxe ma 3acerrar a0 1 Ha 10 yoBeka)

CeprO3HU MHDEKIUH (BKIFOUUTEITHO OTPABIHE HA KPHBTA U TPUI);
YpeBHU UHPEKIHUH (BKIFOUUTEITHO TACTPOCHTEPUT);

KOXKHU MHGPEKIMH (BKJIIOYUTEIHO [ENYITUT U XepIiec 30CTep);
WH(EKIINN HA YIINUTE;

WH(EKIIMU Ha yCTHATA KyXUHA (BKIIOYUTETHO MH(EKIINN Ha 350UTE U XepIiec);
WH(EKIINN Ha BH3MPOU3BOAUTEITHATA CUCTEMA;

UHQEKIMS Ha MTUKOYHUTE MMHTHIIA;

I'bOUYHU UH(EKITUH;

CTaBHU MH(DEKIIUH;

JIOOpOKAYECTBEHH TYMOPH;

paK Ha KOXKara;

ANICPTHYHH PEAKINU (BKIIOUNTEITHO CE30HHA alleprHs);
00e3BOTHSIBAHE;

MPOMEHHU B HACTPOCHHUETO (BKIIOYHTEITHO JICTIPECHs);

TPEBOXKHOCT;

0e3ChHHHUE;

CCTHBHU HAPYIIICHHsI KaTO MpaBydYKaHe, OOIKaHe, H3TPBIIBAHE;
MUTPEHA;

CUMITOMH Ha MIPUTHCKaHE Ha HEPBHO KopeH4Ye (TphOHa Ooika 1 O0JKa B Kpaka);
ummac (BKIFOYUATEIHO 0O0JIKa B JOHATA YacT Ha I'bp0Oa 1 O0JIKa B Kpakara),
HapyIICHUE HA 3PCHUETO;

Bh3MAlICHUE HA OUUTE;

BB3MAJICHHUE HA KJICTIAYNUTE U TIOAyBaHE HA OUUTE;

BEPTHTO (CBETOBHPTEXK);

YCKOPEHO ChplicOneHe;

BHCOKO KPBBHO HAJISITAHE;

3a4epBsABaHE;

XeMaToM (KpbhBOHACSJaHE — TBBP/IA MOAYTHHA OT ChCHPECHA KPBB);
KalllTHIIA;

acTMa;

3a1yX;

KbPBEHE OT CTOMAIITHO-YPEBHUS TPAKT;

JCTIeTICHs (HApYIIEHO XPAaHOCMUIIaHE, MOTyBaHe, KUCCITUHH);
KHCEITMHHA peduIyKCHA 0oJiecT (BpbhIlaHe Ha KHCEIMHHU OT CTOMAaxa);
cuaapoM Ha ChorpeH (BKIIOUYMTETHO CyX0Ta B OUYUTE M YCTaTa);
cBpOexK;

CBpOsIT 00pUB;

MosIBa Ha CHHHHU;

BB3MAJICHHE Ha KOXkaTa (KaTo eK3eMa);
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HalleliBaHe HOKTUTE Ha PBLIETE U KPaKaTa,

MOBHUIIIEHO TIOTEHE;

KOCOTas

OTKJIIOYBAHE WJIU BIIOIIABAHE HA IICOPUA3HC

MYCKYJIHU CIa3MH;

KpPBB B ypHHATA,

0b0peyHn npodnemMu;

0OJIKU B TpbIHUS KOII;

OTOK (chOMpaHe Ha TEYHOCT B TSUIOTO, KOSATO MPUYMHSBA [TO{yBaHE HA 3aCETHATUTE THKAHM);
BHCOKA TeMIIepaTypa;

HamaJsiBaHe Oposi Ha TPOMOOILIUTHTE B KPHBTA C MOBHUIICH PUCK OT KbPBEHE WITH MOsIBATA HA
CHHVHU;

. 3aTpyIHEHO 3a3/IpaBsiBaHEe HA PaHHU.

Heuectn (Mmoxe na 3acernat 1o 1 Ha 100 qyoBeka)

o HeoOnYaiiHu nHpEKINH (BKIIOYUTEIHO TyOepKyio3a U Apyrd HH(EKUNH, Bb3HUKBAIIH IIPH
HaMaJsIBaHE YCTOMYMBOCTTA HA OPraHW3Ma KbM 3a00IABaHus);

HEBPOJIOTHYHHN MHPEKINHU (BKIIOYUTEIHO BUPYCEH MEHUHTUT);

MH(EKINN Ha CTaBUTE;

MH(EKIMU Ha OUYHTE;

OaxTepuaTHA UHEKITUH;

MUBEPTUKYIHT (Bb3NaJIeHNE U HHPEKIUS Ha Je0eI0TO YepBO)

pakK, BKJIFOUUTEIHO pak 3acsrail JinMpHaTa cuctema, (TuMGoM) U MeslaHOM (BUJI paK Ha
KOXKaTa);

. MMYHHH HapyIIeHUs, KOUTO MOTaT Jia 3acernat OenuTe ApoOoBe, KoxaTa v TUM(HUTE BB3IIN
(Haii-yecTo KaTo 3a00IsABaHE, HAPUUAHO CAPKOUI032);

BACKYJIUT (Bb3MaleHUE HA KPbBOHOCHUTE CHIOBE);

TperepeHe;

HeBpomnaTus (YBpesKaaHe Ha HEPBH);

MO3BYEH yaap

JIBOWHO BIDKIAHE;

BB3NAJICHUE HA KJIETIAYUTE U OTOK HA OUMTE;

3ary0a Ha ciIyxa, IIyM B YIIUTE;

yCellaHe 3a HePUTMHYHO OneHe, IpecKayaHe Ha ChPLETO;

npoOJIeMHU ChC CHPLETO, KOUTO MOXKE J1a IPUUMHSAT 33a4yX WIN OTOK Ha IJIC3EHUTE;
CBpACUCH yaap;

TOpOOBUIHO PAa3LUIMPEHNE HA CTEHATa Ha rOJIsIMa apTepHsi, Bb3MaJCHUE H ChbCUPEK BbB BEHA,
3alylIBaHe Ha KPbBOHOCEH ChI;

OemoapoOHY 3a00IBaHNS, TPUYHHSBAIIN 3a0yX (BKIIOUHTEITHO Bh3NAIICHHE);

OenmoapoOHa emOoHsI (3amynIBaHe Ha apTepust Ha Oemus Apoo)

IUIEBPAJICH U3/IMB (HEECTECTBEHO 3abp)KaHe HA TEYHOCT B IIEBPAJIHATA KyXUHA)
BB3NAJICHHE Ha MAHKpeaca, KOeTO PUYMHSIBA CHITHA 0OJIKa B Kopema U I'bp0a;

3aTPyIHEHO MPETIbIIAHE;

OTOK Ha JUIETO (TI0IyBaHe);

BB3NAJICHUE Ha KIITBYHUS MEXYP, KAMBHH B )KITbYHHUS MEXYD;

3aTIbCTABAHE Ha YepHUS ApoO (OTIaraHe Ha Ma3HUHU B YEPHOAPOOHUTE KIIETKH);

HOUIHO U3IMOTSIBAHE;

Oenesu;

HEEeCETCTBEH pa3najl Ha MyCKYIUTE;

CHCTEMEH JIyIyC epuremMarojiec (HapylieHue Ha IMyHHATa CHCTEMa, BKIFOUUTEITHO Bh3MaleHUE
Ha KOo)KaTa, CbpLeTo, OenauTe IpoOoBe, CTABUTE U APYTH OPTaHH U CHCTEMN)

o 4ecTH ChOyKIaHus;
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L HUMIIOTCHTHOCT,
° BB3IIAJICHUA.

Penxu (Mosxe nma 3acernat mo 1 Ha 1 000 goBeka)

JeBKeMus (pax, 3acsiraii KpbBTa U KOCTHHS MO3BK);

TEXKH JIEPTHYHH PEaKILInH;

MHOXECTBEHA CKJIEPO3a;

HapyIleHNs1 Ha HepBUTE (Bb3MaleHUe Ha 3pUTECITHHUS HEPB Ha OKOTO M cuHIIpoM Ha ['unen-bape,
3a0osBaHe, KOETO MOJKE JIa IOBeJe 10 MYCKyJIHa Cl1a0oCT, IPOMEHEHHU YCeIllaHHs, H3TPBIIBaHE
Ha pbLETE U rOpHAaTa yacT Ha TSUI0TO);

CHHpaHe Ha U3MOMIIBAHETO Ha KPBBTA OT CHPLETO;

OemonpobHa pudpo3za (cpacTBanus B OenuTe IpoOOBe);

nepdopanus Ha yepBo (MMPOOUB B UpeBHATA CTCHA);

XeNnaTuT (Bb3NaJieHHe Ha YepHHUS Po0);

MOBTOPHO aKTHBUpaHe Ha MH(peKuus ¢ xenaTur B;

ABTOMMYHEH XEIaTHUT (BB3MaJICHHE Ha YepHUS APOO, IPUIMHEHO OT cCOOCTBEHATa HMYHHA
CcHCTeMa Ha OPTaHu3Ma);

KO>KEH BACKYJIUT (BB3MAJICHNE HAa KOKHUTE KPbBOHOCHH ChI0BE);

cuaapoM Ha CtuBBHC-JPKOHCHH ((KHBOTO3aCTpAaIIaBaIo 3a00IsIBaHe C TPUIIOTIOT00HH
CHUMIITOMH B O0OpHB C MEXypH);

OTOK (IT0yBaHe) Ha JIMLETO CBHP3aH C aJepruiHa pPeaKiys;

eputeMa MynTudopMe (Bb3ManuTeNeH KOXKeH 00pHB);

JYIyC-TI0I00CH CHHIIPOM;

aHruoeaeM (JIOKaJHO MOIyBaHe Ha KOXKaTa);

JMXEHOMIHA KOKHA peakus (ChpOsIL YepBEeHUKABO-JINIAB KOKEH 0OpHB).

C Hen3BecTHA YecTOTa (OT HATMYHHUTE JTaHHU HE MOXeE J1a ObJIe HallpaBeHa OICHKA)

. xemarojueHasieH T-KaeThueH TUMPOM (PSIKO 3JI0Ka4eCTBEHO 3a00JIABaHEe HAa KPBBTA, YECTO
BOJICINO JI0 CMBPT);

° Merkel-keTpueH KapuuHOM (BUJ] paK Ha KOXKaTa);

. CapkoM Ha Kanormm — psiiko cpeliaH pak, CBbp3aH ¢ HHOEKIUS ¢ YOBEIIKH XepIieceH BUPYC 8.
Capkom Ha Karmomu Hali-uecTo ce cpeiiia o ¢popmaTa Ha IypIlypPHH U3MEHEHUS BbPXY
KOJKara;

. YepHOAPOOHA HEIOCTATHYHOCT;

. BJIOIIIABaHE Ha 3a00JIsIBaHe, HAPEUCHO JAEPMATOMHUO3HUT (TIPOSIBSIBA CE KAaTO KOXKEH O0pUB,
NpUAPYKEH OT MYCKyJIHa c1abocCT);

. HaJJIaBaHE Ha Teryo (TpU MOBEYETO MAMEHTH HAJIaBaHETO HA TETJIO HE € OMJI0 TOJISIMO).

Hsixon Hexxenanu mposiBy, HAOII0IaBaHM 110 BpeMe Ha KIIMHUYHUTE TPOYYBAHMS HE Ca CBBP3aHU C
Pa3BUTHETO HA CUMIITOMU U MOXe€ Jia ObJaT YCTAHOBEHH CaMO C IIOMOIITa Ha U3CJIC/IBAHUS HA KPBBTA.
Te BxIIOYBAT:

MHoro yectu (Moxe 1a 3acerHat rnosede ot 1 Ha 10 yoBeka)

HHUCBHK Opoii Ha OenuTe KPbBHU KICTKHU;
HHUCBHK OpOl Ha YepPBEHUTE KPBHBHU KIIETKU;
MOBHUIIICHUE HA JIMIIUANTE B KPBBTA;
MOBHIIIEHUE HA YSPHOAPOOHHUTE CH3UMHU.

YectH (Moxe ma 3acerrar o 1 Ha 10 gyoBeka)

o BUCOK Opoii Ha OeluTe KPbBHH KIIETKHU;
J HUCBHK OpO Ha TPOMOOLIUTHUTE B KPBBTA;
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MOBUILIEHUE HAa TUKOYHATA KUCEINHA B KPHBTA;
OTKJIOHEHHUSI B CTOMHOCTUTE Ha HATPHUS B KPHBTA;

HHUCKHU CTOMHOCTHU Ha KaJIIUi B KPbBTA;

HUCKH CTOMHOCTH Ha (hochaTh B KPBHBTA;

BHUCOKa KpbBHA 3axap;

BUCOKHM CTOMHOCTH Ha JIaKTaT IEXUIPOreHa3ara B KpbBTa;
HaJIMYMe Ha aBTOAHTUTENA B KPBBTA;

HHUCKHU CTOMHOCTH Ha KaJIU B KPBBTA

Heuectn (Moxe ma 3acerHar g0 1 ma 100 qoBeka)

. MTOBUIIICHU CTOWHOCTH Ha OMIMPYyOUH B KPBBTA (YEpPHOAPOOCH IMOKA3aTEeN)

Penxu (Moxe nma 3acernat no 1 Ha 1 000 goBeka)
o HUCBHK Opoii Ha OeNIUTe KPBBHU KJICTKH, YSPBEHUTE KPBBHU KJICTKHA U TPOMOOIIUTUTE B KPBBTA.
CpodaBaHe HA HeKeJIAHU peaKIuu

Axo MOJIYYUTEC HAKAKBU HCIXKCIaHU PCAKIIUU, YBEAOMETC Bammus JICKap Wi (I)apMaIICBT. Toga
BKJIFOYBAa BCUYKH BB3MOKHU HCOMMCAHU B Ta3U JIMCTOBKA HCKCIIAHU PCAKIIHH.

MoskeTe ChIIo A3 ChOOIIUTE HeXKEIIAHU PEaKIIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a
choOImaBane, mocoyena B [lpmnoxkenue V. Kato cho0ImaBaTe He)KeNaH! peakliy, MOXKeTe Ja JaieTe
CBOS IPUHOC 32 TTOJTydaBaHe Ha moBede HHGOpMAaIHsI OTHOCHO 0€30I1acCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kaxk 1a coxpansiBate Hyrimoz

Jla ce chxpaHsBa Ha MSCTO, HEJIOCTHITHO 3a JICIa.

He u3mon3BaiiTe ToBa JIGKApCTBO CIE]] CPOKA HA TOJHOCT, OTOEINA3aH BPXY
eTHKeTa/OnucTepa/kapToHeHarta Kytus cieq ,,I ogeH 1o:/EXP“. CpokbsT Ha rOJJHOCT OTroBapst Ha
MOCJIE/IHUS JICH OT MOCOYEHHS MECEIl.

Ha ce cpxpanssa B xmammiauk (2°C - 8°C). [a He ce 3ampassisa.

CroxpaHsBaiiTe MpeIBapUTEITHO HAITBIIHEHATA MHCAIKa B KAPTOHEHATa KyTHS C IIeJT /1a Ce MPEATas3y OT
CBETJIMHA.

AJ'ITCDHaTI/IBHO CbXPaHCHHUEC!

Koraro e HeoOxo 1Mo (HampumMep, Korato meryBare), Hyrimoz Moxke Ja ce CbXpaHsiBa IpH CTaifHa
temnepatypa (1o 25 °© C) 3a MakcuMaleH nepuoj oT 21 THU — MPOMYKTHT TPAOBa 1a ObJe 3alUTeH OT
CBeTNIMHA. BeHBk n3Ba/ieHa OT XJIaIMITHAKA 32 ChXPaHEeHNE Ha CTaifHa TeMIepaTypa, CIIpHHIIOBKATa
Tpsi0Ba Ja ce U3I0JI3Ba B paMKHUTE Ha 21 THM MJIH 1a ce U3XBBPJIU, JOPH U JIa € BbpHATA B
xuagunHuka. TpsOBa Jja 3anuieTe qaTara, KOraTo CIpUHIIOBKAaTa € U3BaJicHa 3a ITbPBH BT OT
XJIAJIUITHUKA U 1aTaTa, ClIe]] KOSITO TPSOBa J1a e U3XBBPIIH.

He usxpbpustiiTe 1ekapcTBarta, B KaHAIU3aLKAATA UM B KOHTEMHEPa 32 JOMAIHUA OTHaJbLH.

Ilonuraiite Bamus JICKAp WJn (bapMaueBT KakK 1a U3XBBPJIUTEC JICKAPCTBA, KOUTO BCUC HC U3IIOJI3BATEC.
Tes3n MECPKH 1€ CIIOMOI'HAT 3a OIla3BaHC Ha OKOJIHATa CpEaa.
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6. CbabpKaHHe HA ONMAKOBKATA W JONbJIHATEIHA HHPOPMALUS
KakBo cbabpxka Hyrimoz

- AKTHBHOBEIIECTBO: afanMyMal. EnHa mpenBapuTeTHO HAITBIHEHA MTHcaika Chabpxka 40 mg
aganmumyma6 B 0,8 ml pa3tsop.

- Jpyru cbCTaBKY: aJUIIMHOBA KUCEIIMHA, TUMOHEHA KUCETMHA MOHOXHIPAT, HATPUEB XJIIOPH/I,
manuton (E 421), momucopbat 80 (E 433), xnopoBonoponna kucenuna (E 507), Hatpues
xuapokcun (E 524), Boma 3a wHXeKIUN (BHKTE ToUKa 2 ,,Hyrimoz chabpika HATpHii®).

Kak u3riexxaa npeaBapuTeIHO HAMBJHEHATA MUcaaka HYrimoz u KakBo chbAbp:Ka ONAKOBKATA

Hyrimoz 40 mg uHXeKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HATBIIHEHA THCAJIKA Ce Mpesiara KaTo
cTepuiieH pa3TBop Ha 40 mg aganumymab, pasrBoper B 0,8 ml pasTBop.

Hyrimoz 40 mg wHXeKInOHEeH pa3TBOP Ce JOCTaBs B CIIPHUHIIOBKA 3a €HOKpaTHA yIOTpeba,
MOHTHpPaHa B TPUBI'bJIHA (hOpMa MHUCATKA C MPO3PAYHO MPO30pUYE-BU3bOP U eTHKeT. CIIPUHIIOBKATA
BBTpE B MHCATIKATa € HAIIPaBeHa OT NPO3payvHo CTHKIIO THII |, ¢ Uria oT Hepbxkaaema ctomana 29 G u
BBTPEIIHA TyMEeHA Kalavka Ha uriaTa (TEpMOILIaCTHICH eJacToMep), chabprkaa 0,8 ml pa3Top.

Kapronenute kytuu cpabpkat 1 win 2 npeBapuTeIHO HaIrbIHeHH ucanku Hyrimoz.
I'pynoBuTe OMAKOBKU CHABPIKAT 6 (3 OMAKOBKH 110 2) MPEABAPUTEITHO HAITBIHEHH mucaiku Hyrimoz.

He Bcuuky BHIOBE OIIAKOBKH MOXKE Jla Ca IyCHATH Ha masapa.
Hyrimoz MOIXKE Jia €€ npeajiara u KaTo NpeABApUTCIHO HAITbJIHCHA COPUHIIOBKA U MIPCABAPUTCIHO
HaITbJIHCHA ITHCAJIKa.

IIpuTe:kaTes HA pa3pelIeHHETO 32 yNOTpeda

Sandoz GmbH
Biochemiestr. 10
6250 Kundl
ABcTpus

IIpouszBoaure

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

3a JOIIBJIHUTCIIHA I/IH(bOpMaIII/IH OTHOCHO TOBa JICKapCTBO, MOJIsA, CBBPIKETE CE C JIOKATTHUSI
NpeACTABUTECI HA MMPUTCIKATECIIA Ha PA3PCHICHUCTO 34 yHOTpe6a:

Belgié/Belgique/Belgien Latvija

Sandoz nv/sa Sandoz d.d. Latvia filiale

Tél/Tel: +32 2 722 97 97 Tel: +371 67 892 006

Buarapus Lietuva

Canno3 bearapus KUT Sandoz Pharmaceuticals d.d filialas
Ten.: +359 2 970 47 47 Tel: +370 5 2636 037

265



Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

ElLada

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvmpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

(EAAGS0)
ThA: +30 216 600 5000

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: +32 272297 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

I[aTa Ha MOCJICAHO Npepasrjiekaane Ha JUCTOBKaTa

JApyru u3ro4yHMIM Ha HHPOpMaLUs

IToapo6Ha wHpOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHnus

1o JIeKapcTBara https://www.ema.europa.eu.
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7. Yxka3zanus 3a ynorpeda

3a 11a ce n30erHe eBeHTyaTHa MHGEKIUS U 3a J]a Ce TapaHTupa, 4e IIe N3M0I3BaTe MPaBHIHO
JIEKapCTBOTO, BaJKHO € Ja CIIa3BaTe CIEAHNUTE YKa3aHMsL.

Tps0OBa ma cTe CUTYpHH, Y€ CTE MPOUEIH, pa30palid U CIla3BaTe TE3W YKa3aHHs 3a yroTpeda, mpean aa
umkekrupare Hyrimoz. Bammsat MeIMIIMHCKY CIICIUAIKCT 11e By mokake Kak Ja MOATrOTBUTE U Jia
umkekTupare Hyrimoz npaBuiiHO, KaTO W3IOJI3BATE MUCANIKATA, PEIH Ja S U3II0JI3BATE 32 MPHB MbT.

AKO UMate BBIIPOCH, TOBOPETE ¢ Bamms METUITHHCKH CITCITHATIHCT.

Bamata Hyrimoz npeaBapuTe/iHo HA'bJIHEHA NMUCAJTKA 32 ¢THOKPATHA yNnoTpeda

Wrna

Mpepnasnten
Ha urnata

Kanayka
MNpo3opue-Bu3bop

B'preLIJHa Kanayka Ha urnaTta
Quzypa A: Yacmu na nucarkama Hyrimoz

Ha @ueypa A nucankata e moka3aHa chC cBajieHa Karauka. He cBansiiTe kamaykara, 10KaTo He CTe
TOTOBH JIa UH)KEKTUpATE.

MHuoro BaxxHo ¢ Bue na:

o He OTBapsiTe KapTOHEHATa KyTHUs, JOKATO HEe CTe TOTOBHU 3a U3II0JI3BaHE HA MMCAJIKATA;

o He M3M0/I3BaTe MUCAJIKaTa, aKo 3alle4aTBaHEeTO Ha BBHIIIHATA KyTHS € C HapylIeHa ISUI0CT, Thi
KaTo yrmorpebara Moxe Aa He ¢ OezomacHa 3a Bac;

o He 0CTaBsiTe HUKOra micajkara 6e3 HaOmoIeHne, KbETO IPYTH X0opa MOKe ]a UMaT JOCTHI;

o 3HaeTe, Ue aKo M3IyCHeTe MucalkaTa CH, He TPS0Ba Aa 1 M3M0JI3BaTe, aKO H3IJIeKIa
MOBpeIeHa, M aKO CTe sl U3ITyCHAJIM ChC CBaJICHA Kaladka,

. umwkektupare Hyrimoz 15-30 MuHyTH ciel U3BaKAaHETO OT XJIaAWIHKMKA 32 HAMAJIIBaHE Ha
JuckoMdopTa Ipu HHXKEKTUPAHE;

. M3xBBpisaTe W3noa3BaHaTa MUcajika BeaHara ciren ynorpeda. He m3moJi3BaiiTe moBTOPHO
nucaiakara. Bixre ,,8. U3XxBbpJisiHe HAa H3M0JI3BAHU MUCAJIKHM® B Kpasi Ha yKa3aHUATA 3a
ynorpe0a.

Kak na coxpansiBate Bamara nucanaxa?

o CpxpaHsBaiiTe BbHIIIHATA KapTOHEHATa KyTHS € TIHCaNKu B XJIaamwiHuK (o1 2°C no 8°C).

. Koraro Bu e HeoOxoauMa (Harmpumep, ako 1ie mbTyBate), Hyrimoz mosxke na ce chbxpaHsBa npu

craifHa TeMmeparypa (1o 25°C) 3a MmakcuMaieH nepuoj 21 THU — yBepeTe ce, ue € Ipeana3eHa
ot cBerauHa. Cren U3BaXkAaHe OT XJIaJUIHMKA 32 ChXpaHEHUE Ha CcTaliHa TemIepaTtypa, Bamara
MIPEIBAPUTEITHO HAITBIHEHA IMHICAIKa TPSAOBA 1a ce 3M0JI3Ba B CPOK A0 21 nHM Wiu aa ce
M3XBBPJIH, I0OPU U O-KBCHO Ja € Oujia BbpHATa 00paTHO B XJIaguiHUKa. TpsOBa aa cu
3alMIIeTe JaTaTa, Ha KoATo BamaTa npenBapuTeIHO HATbJIHEHA MUCAIKa € U3BajieHa 3a IPbB
BT OT XJIAJAWJIHUKA, KAKTO U J1aTaTa, el KOsATO TPsOBa Aa ce N3XBbpPIIN.

o 3a ;a mpeanasnuTe OT CBETIWHA MACAIKUTE, ChXPaHABalTe TH B OPUTHHAIHATA KAPTOHEHA Ky THS
JT0 MOMEHTA, B KOWTO CTE TOTOBH Ja TH U3I0JI3BaTE.

. He cbxpaHsiBaiiTe MUCaIKuTe IPU €KCTPEMHA TOIUIMHA UM CTYA.

. He 3ampa3sBaiite nucankure.
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CobxpansBaiite Hyrimoz u BcH4YKH JiekapcTBa HA MSICTO, HEJOCTHIIHO 32 Jena.

KakBo Bu e Heo0xoanmo 3a Bamara va:keknus?

ITocTaBere cnenHUTE KOHCYMAaTHBH Ha YMCTA U IJ1a/1Ka HOBBPXHOCT.

B xapToHeHaTa By KyTus ca BKIIIOUEHU:

. Hyrimoz npeasapuTeHO HambIHEeHA THcaka (BrkTe Queypa A). Beska mucanka chabpika

40 mg/0,8 ml Hyrimoz.

B xapToHeHaTa KyTHs He ca BKIIOUeHH: (BX. Durypa B):

. KBpITUYKA, HATIOCHA ChC CITUPT
. MaMy4eH TaMIIOH WIIA MapJis
° KOHTEHHEP 32 OCTPH OTHAIBIIH

DQuzypa B: koncymamugu, KOUmMo He ca GKII0YEHU 6 KYMusma
Buxre ,,8. M3XxBBLpJsiHe HA U3M0JI3BaHa MUCAJKA“ B Kpas Ha yKa3aHHUATA 3a yIoTpeoa.

Ipean Bamara uHxkeKkuust
ITonroroBka Ha mucaJjJkKarta

o C uen HamansBaHe Ha TUCKOMQOpTa P WHKEKTHpaHe u3BajaeTe Bamrara nucanka ot
xnanaumHuKa okono 15 no 30 MuHyTH penyn wHkekTHpane Ha Hyrimoz, 3a 1a mocTurHe cTaitHa
TeMmmeparypa.

. [TornmegneTe mpe3 mpo30pyueTo-BU3LOp. Pa3TBOPHT TpsiOBa Aa OBbAc OC3IBETCH WU

OJe 10K BITEHUKAB, a ChIIO M OMCTHP 10 Jieko onanecuupanl. He ro n3moa3paiite, ako BUINTE,
Ye UMa TBBPAM YaCTHLU W/WIM IPOMSHA Ha IIBETa. AKO UMaTe HSIKAKBU ONACEHHUs] OTHOCHO
BHUJIa Ha Pa3TBOpa, CBBpXKETE ce B Bamus gapmarnieBT 3a cheiicTBHeE.

Mpo3opye-Bu3boOp

Queypa C: Ilposepku 3a bezonacrHocm
npeou uHdICeKmupare

. [TornmegneTe marata Ha m3THYaHE Ha cpoka Ha romHocT (EXP) na Bamara nucanka. He
M3IIOJI3BaiTe MUCANIKaTa, aKO CPOKBT Ha TOAHOCT € U3TEKBII.
. He usnon3paiite, ako 3alUTHATA JIETIEHKA € C HApYIIEHa LSJIOCT.
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Cabpixkere ce ¢ Bamus ¢papmaneBT, aKo NUCAIKaTa He H3AbPKA HA HAKOHM OT OMHUCAHMUTE TI0-
rope NpoBepKHU.

1. N300p Ha MSICTO HA MHKEKTHPaHE:

J [IpennounTaHoOTO MSICTO HAa HHXKEKTUPAHE € IpeHaTa
MOBBPXHOCT Ha OeapoTo Bu. Moxe na usnonssate u
JIoJTHaTa 4acT Ha KOpema, HO He M 30HaTa Ha 5 ¢cm OKOJIO
mbra (Buxkre Queypa D).

J Bceku mbT n30upaiite pa3auyHO MSICTO Ha HHXXEKTHUPAHE. b
J He unxextupaiite B 30HH, B KOUTO KOXarta € Ooe3HeHa 1
YYBCTBUTEJIHA, C KPbBOHACAIAHHS, 3a4€PBEHA, C JIIOCITH
WU € TBbpAa. M30srBaiiTe 30HU ¢ Oene3n Win cTpud. AKO . '
umare ncopuasuc, HE Tps6Ba na nH>KekTHpare npsko B

30HU C IICOPUA3NCHH TIJIAKH.
Queypa D: uzbop na macmo Ha

UHIICEKMUpane
2. IMouncTBaHe HA MSICTOTO HA HHKEKTHPAaHe:

) W3Muiite TpIKIINBO PHIETE CH ChC CAlyH U BOJA.

) C KpBroBH JBMKEHUS MOYUCTETE MACTOTO HA HHIKEKTHPAHE

C KbpIHYKa, HaMoeHa c¢be cnupT. OcTaBere ro Ja u3ChXHe,
npean 1a nHkekTupare (Bmxre Queypa E).

° He nokocBaiiTe 0THOBO MOYUCTEHOTO MSCTO MPEan : _
HHKEKIIUITA. 2
‘lﬂ
Queypa E: nouucmeme macmomo Ha
UHOICEKMUpaHe
3. CBaJjifiHe HA KaNaYKaTa HAa MUCAJIKATA:
) CBajere KalmaykaTra caMo CJeJl KaTo CT€ TOTOBH J1a
A3MI0JI3BaTe IMUcaIKaTa.
) OTBuiiTe KarmaykaTa 1o Mocoka Ha CTPEIIKUTE (BIKTE
Queypa F). o) =i
) Crnen kaTo cre s MaxHalli, H3XBBHpIIeTe Karmaykara. B
HUKAKBB CJIy4ail He ONMUTBAaTe OTHOBO /12 MOCTABUTE
Kanaykara.
) M3non3BaiiTe nmucankara B paMKUTE HA 5 MUHYTH CJIE]
CBAJISHE HA KAMauyKaTa. Queypa F: ceaneme kanaukama
) Bb3MoxHO € 1a 3a0enexnTe Karka TeYHOCT Ha BbpXa Ha

uriara. ToBa e HOpMaJHoO.
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4, Kak na qpp:xurte nucajakara:

. Hpbxre Bamara nucanka nofg brua 90 rpagyca KbM
MOYHUCTEHOTO MACTO Ha MHXKEKTHpaHe (BumxkTe Queypa G).

r 4

IIpaBuino HenpaBuwiHo

Queypa G: Opvoicme nucaikama

Bamara HHXKCKIHUA

Ipean na uHKeKTHUpAaTE TPSIOBA 12 MPOYETETE TOBA

IIo BpEeME€ Ha MHKCKTUPAHETO LIC YYyE€TC ABC CUJIHH U3LMIPAKBAHUA:

(0] H'prOTO H3HIPaKBaHe MMOKa3Ba, Y€ MHKCKIUATA € 3aloYHaJa.
(0] Cnen HAKOJIKO CEKYHIH, BTOPOTO U3IIPAKBAHE IIC ITOKAXE, Y€ HHIKCKIUATA € [TOYTH
3aBBbpIICHA.

Tps[6Ba Ja IpOABJDKUTE Aa AbPKUTE NMHUCAJIKaTa IJIbTHO IPUTUCHATA KbM KOXKaTa, 10KAaTO HE BUIUTC
3€JICHUA UHAUKATOP, KOHNTO 1€ U3IIBJIHU IIPO30PUYETO BU3HOP U HI€ CIIPE 1a CE IBHXKU.

5. 3anouBane Ha Bamara nHkexkmus:

. IMputrcHeTe MIBTHO Bamara nucanka KkbM KoXKaTa CH, 3a
Jla 3al09YHE WHKEKTHpaHeTo (BwkTe Pueypa H).

. IIbpBOTO MIpaKBaHe MOKA3Ba, Y€ MHKCKIIHATA €
3armoyvHaa.

. [poaskaBaiiTe 1a TbPKUTE MUCATKATA TUIHTHO
MPUTHCHATA KbM KOXAaTa CH.

. 3e/leHUSIT MHANKATOP TOKA3Ba HAMTPEBAHETO HA
WHKEKIUATA.

Queypa H: 3anouneme Bawama
UHIICEeKY U

6. 3apbpuiBaHe HAa BamaTa HHKeKIUA:

° N3uakaiite na yyere BTOPOTO mpakBaHe. To nokassa, ye
HMHXEKIHATA € MOYTH 3aBbpIIECHA.

. [IpoBepere nanu 3eJIeHMAT HHAUKATOP U3ITBJIBA
IIPO30PUETO-BU3bOP U AU € CHPSII J]a C€ IBIDKU (BUXKTE
Queypa I).

. Cera Moxe J1a OTCTpaHHUTE THCAIKaTA.

Queypa I: 3asvpueme Bawama
UHIICEKYUS]
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Ciien MHKeKIuATa

7. IIpoBepeTte, 1a/11 3eJIeHUAT HHAUKATOP U3MBJIBA MP030PUYETO-BU3LOP (BIKTE Dueypa J):
o ToBa o3HauaBa, ye IEKapCTBOTO € JOCTaBeHO. AKO HE ce
BIKJIa 3€JICHUAT UHAUKATOD, CBhpXKETe ce ¢ Bammus nekap.
o BBb3MoXHO € 1a Ma MajKko KpbB Ha MACTOTO Ha

UHXEKTHpaHe. Mojke J1a IPUTUCHETE TaMy4eH TaMIIOH HIIN
MapJiisi KbM MSCTOTO Ha HHXKEKTHpAHE U Ja 3aIbPKUTE

10 cexynau. He pazTpuBaiiTe MCTOTO Ha HHXXEKTUPAHE.
Moxe 1a MoKpUeTe MSICTOTO Ha MHXXEKTUPAHE ¢ MaJlka
JIeTIeHKa, aKO UMa HyK/a.

Queypa J: npoeepeme 3enenus
UHOUKAMOp

8. I/I3XB'pr'lﬂHe HAa U3I0JI3BBAHUTE IMMHUCAJTKHU:

o W3xBBpreTe U3mon3BaHaTa nmucajika B KOHTeHHepa 3a =
OCTpH OTHAIBIM (HOOpe 3aTBaAPAII CE, yCTOMYUB Ha
npobuBaHe c¢ha). KakTo 3a Bammre 6e30macHoCT 1
3/IpaBe, Taka U 3a Te3W Ha JIPYTUTE XOpa, MUucalikara He
TpsiOBa Ja ce U3MOoI3Ba MOBTOPHO.

o He u3xBbpisiiTe tekapcTBa B KaHATU3AIUATA UM B
KOHTeWHepa 3a JomaniHu otnaabiu. [lonuraiite Bammus
nekap uian (hapMareBT Kak Ja U3XBBPITE JIeKapcTBaTa,
KOUTO HE M3MOJ3Barte. Te3n MEepKH IIie CIIOMOTHAT 3a
orra3BaHe Ha OKOJHATa cpefa. HemsmomsBaHusT
JICKaPCTBCH MPOAYKT WM OTIIAABYHUTE MaTCpUaInd OT
HETO TPsOBA J1a CE U3XBBPIAT B ChOTBETCTBUE C MECTHHUTE
W3HCKBAaHMUS.

AKO0 UMaTe HAKAKBH BbIIPOCHU, M0JIsl, rOBOpeTe ¢ Bamus jekap, papmManeBT WM MeIUIUHCKA
cecTpa, KOUTO ca 3ano3Hatu ¢ Hyrimoz.
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JIucroBka: nHpOpMaLHA 32 NALMEHTA

Hyrimoz 40 mg nHKeKIHOHEH Pa3TBOP B NMPeIBAPUTETHO HANBJIHEHA CIPHHIIOBKA
amanumyMab (adalimumab)
40 mg/0,4 ml

IIpoyeTeTe BHUMATEIHO HAJIATA JUCTOBKA NMPEAH /1a 3all09HeTe 1A N3M0JI3BaTe TOBA JIEKapCTBO,
Thil KaTO TS ChAbPKA BaskHa 3a Bac undopmanmus.

3amazere Ta3u IMCTOBKa. MOJKe /1a ce HaJO0XH J1a sl MPOYETETe OTHOBO.

Bamusar nexap me Bu nage cbio HamoMHsIIa KapTa Ha MALKUEHTa, KOSTO ChIbpKa BaXKHa
nH(pOpPMAIII OTHOCHO 0€301TacHOCTTA, C KOSTO TPSAOBA /1a CTE 3aII03HATH, MTPE/IU J1a 3alI0YHETE
na npwiarate Hyrimoz u mo BpeMe Ha nedenneTo ¢ Hyrimoz. CeXpaHsaBaiiTe Ta3u HAITOMHSIIA
KapTa Ha MaryeHTa y cebe cu 1Mo BpeMe Ha JICUCHHUETO U 4 Mecelia clie]] ocieqHaTa WHKEKITHS
Hyrimoz, nocraBena na Bac (va Bamero nere).

AKO mMaTe HSIKaKBH JOITBIHUTEIHN BBIIPOCH, TIONTMTalTe Bamus nexap nim apmarenT.

ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBPEIIY, HE3aBUCHMO Ye TIPU3HAIIUTE Ha TSIXHOTO 3a00JIsIBaHE ca ChIIUTE KaTo BamuTe.
AKO TIONTyuHnTe HIKaKBH HEXEIIaHU peakiuy, yBeaomeTe Bamus nekap uinn papmariet. ToBa
BKITFOYBA ¥ BCHYKH BH3MOKHU HEXKEJIaH! PEaKIi, HEOTIMCAaH! B Ta3M JIUCTOBKA. Brxre
TouKa 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

NV AELN -

KakBo npencrasnsasa Hyrimoz u 3a KakBo ce U3M03Ba
Kakso Tpsi0Ba na 3Haere, npeau Aa usnoissare Hyrimoz
Kax ma m3nomssare Hyrimoz

BBb3MOKHH HEXENAHU PEAKLIUU

Kak na cexpansBate Hyrimoz

ChbabpprkaHue Ha ONIAKOBKATa U JOIBIHUTENIHA HHGOPMALUS
Ykazanus 3a ymorpeda

Kaxkso npeacraBiasasa Hyrimoz u 3a kakBo ce u3noja3sa

Hyrimoz chabprka akTHBHOTO BEIIECTBO aaliMymal, JeKapcTBO, KOSTO JIeHCTBA HA IMyHHATA
(3amuTHaTA) cCHCTEMa Ha OpraHu3Ma.

Hyrimoz € IMpEAHA3HA4YCH 3a JICUCHNC Ha CJICAHUTC Bb3NAJIUTCIIHU 3a00JIIBaHUS:

PEBMaTOMICH apTPUT

NOJIMAPTHKYJIapeH IOBCHWICH UIMONaTHUCH apTPHUT
apTPUT, CBBP3aH C EHTE3UT

AQHKWIO3HMPAIL] CIIOHIMITHT

aKCHAJICH CIIOHIMIIOAPTPUT 0e3 peHTreHorpad)CKu JaHHH 32 aHKUJIO3UPAIl CIIOHIMIAT
NICOPUATHYCH apTPHUT

TICOPHA3HC C TUIAKH

THOCH XHJPaJICHUT

bonect Ha Kpon

yIIIEPO3eH KOJIHUT

HENH(EKINO03eH YBEUT

AkTHBHOTO BemiecTBO B Hyrimoz, aganumyma0, € MOHOKJIOHAJTHO aHTHUTsUT0. MOHOKIOHAIHUTE
aHTHTeNa ca IPOTEHHU, KOUTO CE CBBP3BAT ChC CHEUU(UIHN MUIIEHU B OpraHU3Ma.

CrenuguyHara MUIIIEHa Ha aIaTAMyMal e IPOTeHH, HapedyeH TyMop-HekpoTusupail Gpaktop (TNFa),
KOHTO NPUCHCTBA B MOBUIIICHN KOJMYECTBA MPU BH3NATUTESIHUTE 3a00JI1BaHus1, H30POCHHU TO-TOPE.
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Cabp3Baiiku ce ¢ TNFa, Hyrimoz 6iokupa HeroBoto AeCTBHE U HaMallsiBa B3MAICHUETO MIPH TE3H
3a001sIBaHUS.

PeBMaTouzicH apTput

PeBmaTroumausAT apTpUT € BB3INAJINUTEIIHO 3a00JIIBaHE HA CTaBHUTE.

Hyrimoz ce u3nos3Ba 3a ieueHue Ha peBMAaTOUICH apTPUT MPH BB3PACTHU. AKO HMaTe YMEPEHO 10

TEXKO M3pa3eH aKTUBCH PEBMATOUAEH apTPUT, IbPBOHAYAIHO MOXe a Bu Obaar npunaranu apyru,
MIPOMEHSIIIN X0/1a Ha 3a00IIBaHeTO JIeKapCcTBa, KaTO METOTpeKcaT. AKO Te3H JIeKapcTBa He AeHcTBaT
JocTaThuHO A00pe mpu Bac, me Bu 0b1e npennucan Hyrimoz 3a neduenne Ha peBMaTOWIHUS apTPHT.

Hyrimoz ce u3mos3Ba u 3a JeUCHNE Ha TEXKKO U3Pa3eH, AKTUBEH U TIPOTPECUBEH PEBMATOUJICH apTPHUT
0e3 MpeaXoIHO JCUSHUE C METOTPEKCAT.

Hyrimoz moxe 1a 3a0aBsi CTPYKTYpHUTE YBPEXKJaHUS Ha XPYIISIa M KOCTTAa Ha CTaBUTE, IPUINHEHH
0T 3a00JIsIBaHETO U MOA00psABa (pr3uyecKkaTa aKTUBHOCT.

O6ukHOBeHO, Hyrimoz ce ymotpebsiBa ¢ MmeToTpekcaT. Ako BammsT nekap npenenu, ge
NPUIOKEHUETO Ha METOTPEKCaT He € OAXO0IA1I0, TO Hyrimoz Moxke ja ce mpuiara caMOCTOSITEITHO.

[TonuapTHKyIapeH I0BEHWIEH WIHONATHYEH ApTPUT

[HonnapTUKyIapHUAT IOBEHUJICH UIUOMATHYEH apTPUT € Bb3MATUTETHO 3200 IIBaHE HAa CTABUTE.

Hyrimoz ce u3monssa 3a jJedeHne Ha MOJHapTHKYIapeH I0BEHIICH UANONIATHICH apTPHUT MPH Jea
Y IOHOIIM Ha BB3pacT oT 2 10 17 roaunu. [IbpBOHAYAIHO HA MTAIIMEHTUTE MOXKE J1a ObJaT MpHIaraHu
JIPYTH, IPOMEHSIIU X0/1a Ha 3a00JIIBaHETO JIEKapCTBa, KAaTO METOTpeKcaT. AKO Te HE JeiCTBAT
JIOCTAThYHO 0Ope, Ha MalUeHTHTe 1me Obe npeanucad Hyrimoz.

ApTpurt, cCBLp3aH C EHTE3UT

ApPTpHTBHT, CBBP3aH C CHTE3UT, € Bh3MAINTEIHO 3200JIIBaHE HA CTABUTE M HA MECTATa, KbJCTO
CYXOXKHJIMATA Ce TIPUKPEIAT KbM KocTTa. HYrimoz ce usmosn3Bsa 3a JieueHme Ha apTPUT, CBBP3aH C
SHTE3UT, IIPH MAIMCHTH HaBbPIIMIN 6 ToauHU. [IbpBOHaYaTHO MOXe 1a By 1a ObnaT npunaranu
JIPYTH MPOMEHSIIH X0/1a Ha 3a00JIIBaHETO JICKAPCTBA, KATO METOTPEKCaT. AKO HE e TIOBJIHSCTE
JOCTaTBYHO J00pe OT Te3H JIeKapCTBa, e Bu Obae HazHauen Hyrimoz.

AHKWIO3MpAI CHOHIWINT ¥ aKCUAJIEH CIOHJIUIOAPTPUT 0€3 peHTreHorpad)CKu JaHHU 3a
AHKHUJI03UPAIL] CITOHIUINT

AHKI/IJ'IO3I/IpaI]_II/I$IT CIIOHAWJINT U AKCUAJTHUAT CIIOHAUJIIOAPTPUT 0e3 peHTFeHOl"pa(bCKI/I JaHHU 3a
AHKWJIO3HUpall CIIOHIWINT Ca Bb3MaJIUTCIIHA 3a00JIIBaHUS Ha Fp”b6Ha'-IHI/IH CTBJIO.

Hyrimoz ce u3non3sa npu Bh3pacTHU 32 JICUCHUETO Ha Te3H 3a00JIIBaHUs. AKO UMAaTe aHKHJIO3UPAII]
CTIOH/IMJTAT MJIH aKCHAJICH CTIOHAMIOAPTPUT O3 peHTreHOrpad)CKU TaHHU 33 aHKUIIO3UPAIIl
CIIOHIUJIUT, TBPBO I11e By ObJaT npuiiaranu Apyry JiekapcTBa. AKO Te3M JeKapCTBa He JeicTBaT
JIOCTATBhYHO JOOpe, 32 HaMaJsiBaHEe Ha MIPU3HALUTE U CUMITOMUTE Ha Barero 3abonsBane e Bu
0b1e npeanucad Hyrimoz.

Tlcopuasuc ¢ IIaKy Ipy BL3PACTHHU U JIela

[lcoprasuchT ¢ TUTakK € BB3NAINTEHO KOYKHO 3200 IsIBaHe, KOETO IIPEeIU3BUKBa 00pa3yBaHETO Ha
YepBEHH, JIFOCTIECTH, TBBP/X TIETHA [0 KOXKaTa, HOKPUTHU Che cpedpucTh Jroctu. [Icoprasucst ¢
TUIAKK MOJKE /1a 3aCeTHE W HOKTHUTE, KaTO I'M IPaBU YYyIIMBU, BOAM A0 yAeOensiBaHe U OTIENISIHE Ha
HOKBTSA OT HOKBTHOTO JIOKE, KOETO MOXe Ja € Ooje3HeHo. CunTa ce, 4e MCOPUa3uchT Ce MPUIHHSBA
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oT HpO6JlCM C UMYHHAaTa CUCTEMaA Ha OpraHu3Ma, KOHUTO BOJU OO MOBUIICHA MPOAYKIHWA HA KOXHHA
KJICTKH.

Hyrimoz ce u3non3sa 3a JieueHHE Ha YMEPEH J0 TEKBK NCOPHA3KC C TUIAKK MIPH Bh3pacTHU. Hyrimoz
Ce M3MO0J13Ba CHIIO U 32 JICYCHHE Ha TeXBK IICOPUA3UC C IUIAKHU MPH JIella ¥ FOHOIIH Ha BB3PacT

oT 4 1o 17 roguHu, Py KOUTO MPUIAraHNTe JIEKapCTBa BbPXY KOXKaTa | JIedeHUETO ¢ YB cBeTnmHa He
ca MoAeicTBa N MHOTO T0Ope Wi He ca MOAXOSIIH.

IlcopuaTnyeH apTpuT

TIcopraTHYHUST apTPUT € BH3MATUTEITHO 3200 sIBaHE HAa CTABUTE, CBBP3AHO C MCOPHA3HC.
Hyrimoz ce u3mos3Ba 3a JieueHe Ha ICOPUATHYEH apTPUT NP Bh3pacTHH. Hyrimoz moxe na
3a0aBy CTPYKTYPHHUTE YBPESIKAAHUS HA XPYIIISiIa U KOCTTA Ha CTABUTE, IPUIMHEHH OT 3a00JIIBAHETO

nu HO,Z[O6pHBa (1)I/I3I/ILICCKaTa AKTHUBHOCT.

T'HocH XUApaaACHUT IPHU BB3PAaCTHHU M FOHOIITH

I'HoltHUAT XUApageHUT (MOHAKOTa HapHYaH aKHe WHBEP3a) € MPOABIKUTEIHO U YecTO 00JIe3HEHO
BB3NAJIIMTEIIHO 3a00s1BaHe Ha KokaTa. CHUMIITOMUTE MOTaT Jla BKJIFOYBAT YyBCTBUTCIIHU BB3JIN
(moxytunm) u abcrecu (IUpen), OT KOUTO MOKE Jia M3THU4YA THOM. To Hali-uecTo 3acsira KOHKPETHU
Y4acThIIM OT KOXaTa, KaTo MO/l ThPIUTe, MOJIMUIIHAIIUTE, BETPEITHATA YacT Ha Oe/ipaTa, Clla0uHHUTe
U cempanuieTo. B 3acerHaTtuTe paifoHH MOTaT Aa OCTaHaT B Oeje3n.

Hyrimoz ce n3non3pa 3a jeueHue Ha
e  yMepeH JI0 TeXbK THOCH XUPAJICHUT IIPHU Bb3PACTHU U
e  yMepeH JI0 TeXbK THOCH XUJPAJCHUT NPH IOHOIIN Ha Bh3pact otTl12 mo 17 roauHu.

Hyrimoz moxe na Hamanu 6post Ha Bammre Bb311u 1 abcuiecu 1 60JIKaTa, KOSTO YECTO € CBbp3aHa ¢
Oonectra. [IspBOHaYaTHO MOKe Aa Bu ObIaT mpuiiaranu ApyrH JeKapcTBa. AKO TE3H JIeKapCcTBa He

JeficTBaT AOCTaThYHO A00pe, me Bu 0bae npeanucan Hyrimoz.

bosect Ha KDOH OpHu Bb3paCTHHU U AC11a

Bbonectra Ha Kpon e Bp3nmanuTeHo 3a00sIBaHe Ha YepBara.

Hyrimoz ce n3non3Ba 3a jeueHne Ha
e yMepeHea 70 Texka Oonect Ha KpoH npu Bh3pacTHH H
e  yMepeHa [0 Texka Oonect Ha KpoH nipu fienia v FoHOIIHM Ha BB3pacT oT 6 1o 17 roauHu.

Axo crpazgare ot 6onecrra Ha KpoH, mppBoHayanHo Moxe Aa Bu ObaaT npunaranu Apyru JeKapcTsa.
AKO He ce IOBJIHsAETe JOCTaThuHO A0OpE OT Te3M JeKapcTBa, e Bu 0bae npunaran Hyrimoz 3a

HaMaJIsIBaHC HaA MPU3HAIWUTC U CUMIITOMHUTC Ha BameTo 3abonsBane Ha KpOH

Vi1epo3eH KOJIUT IIPHU Bb3PACTHHU U JIclia

VYATepo3HUST KOJUT € BB3MAIUTEIIHO 3a00JIIBaHe Ha Ae0eI0TO YepBo.

Hyrimoz ce u3nosn3Ba 3a ieueHue Ha
e  yMepeH JI0 TeXbK YJILEpPO3eH KOJIUT NpU Bb3PACTHU U
e  yMepeH JI0 TeXbK YILEepPO3eH KOIUT IpH Aelia U FOHOIIM Ha Bb3pacT oT 6 1o 17 roauHu.

AKO UMare yJIepo3eH KOJUT, IbPBO MOXe Jla Bu Obaar gajgeHu apyru jJekapctsa. AKO T HE

JICHCTBAT JOCTATHYHO J00pE, 32 HaMAJISIBAHE Ha MPU3HAIIUTE U CUMIITOMHUTE Ha Bammus yniepo3eH
kot 1e Bu 0b1e npeanmcan Hyrimoz.
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HCI/IHd)CK]_II/IO3eH YBCUT IIPHU BB3PACTHHU U JCIIA

HeI/IH(i)eKHI/IOSGH YBEUT € BH3MNAJIUTCIIHO 3a6OHHBaHe, 3acdaramio onmpeaAcjICH 4aCTH Ha OKOTO.
Brp3manenuero Boau 10 HaMmajsIBaHE Ha 3pCHUCTO Y/VIM HAJIMYKWE Ha MBTHHHU B OKOTO (llepHI/I
TOYUIU WIHA ThbHKHU JINHUU, KOUTO CC ABUIKAT B 3PUTCIIHOTO HOJ'IG). Hyrimoz JIeiicTBa 4pe3 HaMaJIIBaHE
Ha TOBA BB3IIAJICHUC.

Hyrimoz ce u3mosi3Ba 3a JieueHue Ha

o BB3PACTHH C HEMH(PEKIIMO3EH YBEUT, C Bh3IMaJICHHE, 3aCATAI0 3a/HATA YaCT HAa OKOTO

o JieT1a, HABBPIIIN 2 TOAWHY C XPOHUUYCH HEMH(DEKIIMO3CHYBEUT, C Bh3IaJICHHE, 3aCATAII0
npeaHara 4act Ha OKOTO.

[IbpBOHaUaTHO MOKE 1a BU ObJaT npuiiaranu Ipyru JiekapcTBa. AKO He ce TIOBIIHsETe JOCTaThuHO

Jn00pe OT Te3u JieKapcTRa, 1ie Bu 6b1e Haznauen Hyrimoz.

2. Kakgo Tps0Ba 1a ce 3HaeTe, npeau ga u3noassare Hyrimoz

He n3non3Baiite Hyrimoz

o aKo CTe AJIEPTUYHM KbM aIaJTUMyMad MM KbM HSAKOS OT OCTaHAJIUTE ChCTaBKU HA TOBA
JeKapcTBo (M30pOEHU B TOUKa 6).
o aKo MMarte TeXKa HHPEKIHs, BKIIUYUTEIHO TyOepKyI03a, cericuc (OTpaBsHe Ha KPBBTa), WIN

JIPYTH OTIOPTIOHUCTHYHH HH(PEKITNH (00MIaitHn HH(EKITHH, CBhp3aHH ¢ OTCIIa0BaHE Ha
UMyHHara cuctema) BaxxHo e na mHpopmupare Bammst nekap, ako vMate CHMIITOMH Ha
WH(EKIYs, HaIpuMep TpecKa, paHH, OTHaIHAIOCT, IPOOJIeMHU ChC 3b0UTE (BIKTE
L IpemyTIpexxIeHusI ¥ Ipena3Hi MEPKU*).

. aKo MMaTe yMepeHa JI0 TeXKa ChpJeyHa HeI0CTaThYHOCT. BaxkHO e na nHpopmupare Bamms
JIeKap, ako CTe UMaJId MJIM UMaTe CEPHO3HO ChPAEUHO 3a00isiBaHe (BUXKTE ,,JIpenynpesxxaenus u
Mpeana3Hu MEpKU*).

IlpeaynpexaeHus: 4 NpeAna3sHu MepKU
T'oBopete ¢ Bamms nekap nim ¢papmanest, npenu aa unonaszsare Hyrimoz.

AJlepruunga peaxmus

. AKO UMaTe alepruyHa peaknuus ChbC CHMITOMH KaTO CTATaHe B I'bPANTE, XpPUIITEHE, 3aMaiiBaHe,
OTOK M 00pUB, He MHXKeKTHpaiiTe noBeue Hyrimoz u He3abaBHO ce cBbprkeTe ¢ Bamus nexap,
THH KaTO B PEAKH CIIydau T€3U PEaKkIMy Morar aa ObAaT )KMBOTO3aCTpaIlIaBallly.

Undeknnn

. Axo nmare nH(peK1us, BKIOYATEIHO IPOIB/DKUTENHA WK OrpaHudYeHa HHpekuus (kato
HanpuMep s3Ba Ha Kpaka), KOHCyNTHpaiite ce ¢ Bamms nekap npeau ynorpebara Ha Hyrimoz.
AKO He cTe CUTYPHH, CBBbpXeTe ce ¢ Bamms nekap.

. ITo Bpeme Ha neuenuero ¢ Hyrimoz moxere na ce pazboieere mo-jiecHo oT uHpekuun. To3n
PHCK MOJKE J1a ce yBEJINYH, ako QpyHKIusITa Ha Oenure Bu nqpodose e Hapymena. Tesn
WHQEKIINN MOXKe J1a Ob/IaT CEPHO3HU U JIa BKIIIOYBAT TyOepKy03a, MH)EKIUH, NPUINHEHN OT
BUPYCH, I'bOWYKH, TTAPA3UTH WM OaKTEPHH, K JPYTH HEOOMYaitH IPUUNHHUTENN Ha
WH(EKINU U cerncuc (OTpaBsHE HA KPHBTA).

. B penxu ciydau, Te3u HHGEKIMH MOXe Ja ObJaT )KHBOTO3acTpalaBanii. BaxxHo e na
uHpopmupare Bamus nekap 3a nmosBata Ha CHMITOMH KaTO TPECKa, PaHH, OTIIAJAHAIOCT MU
npoOsieMu cbe 360uTe. BammsaT nekap Moxke J1a mpernopbua BpeMEHHO CIIUpaHe Ha yrnoTpedaTa
Ha Hyrimoz.
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Ty6epkyinosa (TE)

Tbif kKaTo UMa CHOOIIIEHHS 32 TYOEPKYII03a P MANMEHTH Ha JISYeHHe ¢ anannMymad, Bammst
nekap e Bu n3cnenBa 3a mpusHalUM ¥ CUMIITOMH Ha TyOepKyJo3a Ipey 3aloyBaHe Ha
nedenueTo ¢ Hyrimoz. ToBa BkiItouBa 00CTOHHA MEUITMHCKA OIICHKA, BKIIFOUUTEITHO aHAMHE3a,
Y TIOJIXO/ISAI CKPHHUHT (HampuMep PeHTT€HOBa CHUMKA Ha TPBIHUS KOII U TyOepKyITHHOB
Tect). [IpoBeXxTaHeTO M pe3yATATUTE OT TE3W U3CICABAHUS TPIOBA Jla ce OTOCIIeKAT BHB
Bamara nanmomHsIIa kapra Ha narueaTa. MHOTo € BaxHo 1a uHbopMupaTe Barmmms nekap, ako
cte OoneayBaiu OT TyOepKyJ03a Uil CTe OMJIHM B TECEH KOHTAKT C HAKOW OOJIeH OT
TyOepkyno3a. [1o Bpeme Ha JedeHNEeTO MOXe Jla ce pa3Bue TyOepKyIlo3a, TOpH aKo

CTe MpHeMall JIeYeHHe 3a TpeAna3Bane oT TyOepKyio3a. AKO 10 BpeMe Ha JISYEHUEeTO WIIH
CJIeJ] HETO Ce TIOSIBAT CUMIITOMU Ha TyOepKyso3a (IIOCTOSIHHA KalllTuIla, 3ary0ba Ha TerJjo, JIMica
Ha CHepTHs, JIEKO TIOBUIIICHA TeMIIepaTypa) WK HAKaKBa JIpyra nHpeKnus, He3abaBHO
nHopmupaiite Bamms gexap.

I[IsTyBane/moBTapAmM ce UHGEKIIUU

Kaxere na Bamms nekap, ako cTe ®UBEJIU WK ITbTYBaTe B pallOHH, KbJETO MHOTO YECTO C€
cpemat HHQEKIUHA OT THOMYKH KaTO XUCTOIUIA3M03a, KOKIIHIHOUIOMHKO3a HITH 0JIACTOMHKO3a.
Kaxxete na Bamms nexap, ako cre 00yiefyBajy OT MOBTapPAIIN ce HHPEKIIUN UITH IPYTH
3a00JIIBaHUs, KOUTO MMOBHUIIABAT PUCKA OT HH(EKIIHU.

Bupyc Ha xenatut B

I'oBopere ¢ Bamms siekap, ako cte HocuTen Ha Bupyca Ha xenatuT B (HBV), ako umate
aktuBHa HBV nubexnus nnm cuurare, 4e cTe U3JI0KEHH Ha PUCK OT 3apassBane ¢ HBV.
Bammsar nexap tpssoBa qa Bu uszcnenBa 3a Bupyca Ha xenatut B (HBV). Anannmymad moske
MOBTOPHO J1a akTuBUpa uHPpekuusata or HBV mpu xopa, HocuTenu Ha To3u BUpYc. B Hsikon
pelKu ciydan, 0COOCHO aKo MpHeMaTe APYTH JeKapcTBa, KOUTO MOTHCKAT UIMyHHATa CUCTEMa,
MTOBTOPHOTO akTHBHpaHe Ha nHpekmuiaTa ¢ HBV moxke ga 0b1¢ )XKHBOTO3aCcTpaIIaBaio.

Bw3pact Hajg 65 rogunu

AKO cTe HaBBPIIWIN 65 TOJMHHU, MOKE J1a CTE MO-NMOJATIANB KbM HH()EKIUH JOKATO IpHilarate
Hyrimoz. Bue n Bamusr nekap tpsiOBa 1a oOpbliare CrieiaaHO BHUMAHHE 32 MPU3HALN Ha
MHQEKIus, ToKato cte Ha JedeHune ¢ Hyrimoz. Baxno e na nadopmupare Bammus nekap, ako
NPOSIBUTE CHMITOMH Ha HH(EKIHS, KaTO TPECKa, paHH, JIUIICA Ha EHEPIHs, MPOOJIEMH ChC
3p0uTE.

Omneparnyst WM IpoOIIEMHU ChC 3B0UTE

Axo Bu npenictou onepaiys Uiy J€HTaIHU MPOIeAYypH, MOJIs, KakeTe Ha Bamus jekap, ye
npunarate Hyrimoz. BamusaT nexkap Moke Ja mpenopbya BpEMEHHO J1a Crpe yroTpedara Ha
Hyrimoz.

JleMuenuaU3upaIio 3a00IBaHe

AKO uMare WM pa3BUETE JEMHUCITUHU3UPAIIO 3200 sBaHe (3200 sBaHe, KOSTO 3acsra
3alUTHATa OOBUBKA HA HEPBHUTE, KATO MYITHUIJICHA CKIIepo3a), Bamust nekap e penu 1anu e
HE00X0IMMO Ja IMoTydJaBaTe WK JIa IPOAbIDKUTE na moixydaBate Hyrimoz. HezabaBHO
uHpopMupaiite Baius nekap, ako UMaTe CUMITOMH KaTO IPOMEHH B 3pEHHUETO, C1a00CT B
pBIIETE WM KpaKaTa WK U3TPBIIBAHE UM MPaBYYKaHE B HAKOS YaCT HA TSUIOTO.

Bakcuna

OHpeI[CJ'IeHI/I BAaKCHHU CHAbPIKAT KUBU, HO oTCcIabeHn (bOpMI/I Ha 6OJ'ICCTOTBOpHI/I 6aKTepI/II/I NI
BUPYCHU U HC TpH6Ba Aa c¢ npuiarat 1o BpeMe Ha JICHCHUCTO C Hyrimoz, 3a [1a HC IIPpCAN3BUKAT
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ciyuaitno nngekuus. [locsBerBaiiTe ce ¢ Bamus nekap npeny NpuioKeHUeTo Ha KAKBUTO U Ja
6mno BakcuHu. [IpernoppyBa ce, ako IMa Bb3MOXKHOCT JIelaTa a NPUKII0YaT ¢ BCHYKU
UMYHU3AIIHNH, ChTIIACHO HACTOSIINS UMYHHU3AIMOHEH KalICHIAp 32 TAXHATA Bh3PacT, MPeIH
3anoyBaHe Ha jJedeHueTo ¢ Hyrimoz. Axo cte npuemanu Hyrimoz, nokato cre Oumna 6pemMeHHa,
0ebeto Bu Mmoxe 1a Ob/1e ¢ MO-BHCOK PHCK 32 Pa3BUTHE HA TakaBa MHQEKIHS, 10 IeT Mecena
ClIe]T TIocTIeJHATa 103a, KOATO CTE MOJIYY/IIN 110 BpeMe Ha OpeMeHHocTTa. BaxHo e, 1a
uHQOpMHUpATe JeKapsAT U APYTHTE MEIUIIMHCKY CIiennanucT Ha Bamero 6ebe, de cre
nexkyBanu ¢ Hyrimoz no Bpeme Ha Bamara 6peMeHHOCT, Taka 4e Aa MOrar Jia peliaT, KoraTo Ha
0ecbeTo Bu TpsOBa ma ce HampaBW KaKBaTO U Ja € BAKCHHAITHS.

Cobpaeuna HETOCTATBYHOCT

BaxxHo e na xaxete Ha Bamms nekap, ako cTe IMay Wik UMaTe TeXKO ChPJICYHO 3a00IIIBaHe.
AKo UMate JeKa ChpIedHa HeIOCTAaThUYHOCT | ce JieKyBaTe ¢ Hyrimoz, chcTossHreTo Br BBB
BpbB3Ka ChC ChpJICUHATA HEJJOCTATHYHOCT TPsIOBA J1a ObIc BHUMATEIIHO MPOCICIIBaHO OT Bamus
nexap. AKO pa3BHeTe HOBU WIIM BIIOMIABAIIY C€ CUMIITOMH Ha ChpJIeYHa HEIOCTATHhYHOCT
(mammpumep, 3abXBaHE WJIN OTOITH TI0 Kpakarta), TpssOBa He3a0aBHO Ja ce CBhpkeTe ¢ Bamms
JIeKap.

Bucoka TeMIiepaTypa, KpbBOHACAAaHUS (CHHUHW ), KPbBOTCYECHUE UJIU 6neg00T

[Ipu HIKOM MAIMEHTH, OPTAaHU3MBT MOXKE J1a HE yCIlee Ja MPOu3Be/e JOCTATHhUHO KPHBHU
KIICTKHU, KOUTO ce O0OpAT ¢ MH(EKIMKUTE WK JIa IOMarar 3a CIUPaHeTO Ha KbPBEHETO. AKO
BIIUTHETE TEMIIEpaTypa, KOATO HEe CIa/ia, MHOTO JISCHO MOTydaBaTe CHHUHY WM KbPBEHE HITH
M3TJIeKIaTe MHOTO OJIeaH, BeIHAra ce CBbpxKeTe ¢ Bamms nekap. BammsT rekap MoXke 11a penrd
Jla CIIpe JICYCHHETO.

Hma MHOTO penku ciryuau Ha OmpeziesieHH BUJIOBE pak IpH Aela U Bb3pacTHH, pHUIaraiiu
agamumymab nim apyru TNF-6mokepu. Xopara ¢ mo-cepro3eH peBMaTOUICH apTPUT, KOUTO ca
C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIIBAHETO, MOTaT J1a ca C [T0-BUCOK PUCK OT CPEeIHUS 3a
pa3BUTHETO Ha TUMQOM U JIeBKeMUs (BUI0BE pak, KOUTO 3acsAraT KPbBHUTE KIETKH U KOCTHHUS
MO3bK). Ako npunarate Hyrimoz, puckbT oT nosiBaTa Ha TUM(GOM, JIEBKEMUSI WIH APYTH BUAOBE
pak Mo>ke J1a ce OBUIIU. B penku cioydan e Oui HaOm0aBaH crieMuUyYeH U TEXbK BUA
nuM(OM IIpH NaLMEeHTH, JIEKyBaHH ¢ afaiuMyMad. Hakou oT Te3u manuenTH ca Owin JIeKyBaHU
CBIIO € JIEKApCTBOTO a3aTHOMIPYH WK MepKanTomyput. Maopmupaiite Bamms nexap, ako
npreMare a3aTHONPHUH MM MEPKaITOIypHH 3aeaHo ¢ Hyrimoz.

HaOxronaBanu ca MHOTO PEAKH CIIydad HA HEMEJIAHOMHH (DOPMH Ha KOXEH PaK IpH MaLUEeHTH,
IpuIaraiy agaauMymad. AKo o BpeMe Ha W ciie]l JICUEHHETO CE MOSIBU HOBO NMOPaXKEHHE
BBPXY KOXaTa WM aKo ChIIECTByBAIIXUTE OeIe3u WU 30HU Ha MOPAKEHHSI IPOMEHST CBOS
BBHILEH BuA, MHpopMupaiite Bammus nekap.

[Tpu manuenTy ¢ onpeneneH By 3a00siBaHe Ha OenuTe IpoOoBe, U3BECTHO KATO XPOHUYHA
obcTpykTuBHA OenoapoOHa GoecT, eKyBaHu ¢ ApyT O6mokep Ha TNF-a, ca HaOmomaBaHu
CiIy4yau Ha IPYTH BUIOBE PaK, pa3mudHu oT JuMdpom. Ako ctpanare or XObb umu cre 3akiet
mymay, TpssoBa a1a oochaute ¢ Bamus nekap nanu neuenuero ¢ TNF-o Giiokep e moaxoasio 3a
Bac.

ABTOMMYHHHU 3a00JBaHUS

B penku cinyyan neuenuero ¢ Hyrimoz mosxe ia 1oBejie 0 CHMITOMH, HAITO100SIBaIIU
nymyc- nonoben cuHpoM. CBbpxkeTe ce ¢ Bammsr Jiekap, ako ce MOsBAT YIOPHUT, HEOOSCHUM
00puB, Tpecka, 60JIKa B CTAaBUTE WA yMOPA.
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Jlena v roHOIIM

. BakcuHauuu: mo Bb3MOKHOCT Ha JeTeTo Bu TpsiOBa aa ca moctaBeHH No rpaduk BCHUKU
BaKCHHH MPEJIU Jia ce mpuitoxku Hyrimoz.

Jpyru jexkapcrsa u Hyrimoz

TpsabBa na kaxete Ha Bamus nexkap win ¢apMareBT, ako IpueMaTe, HACKOpPO CTe MpUeMalld WK €
BB3MOXKHO J1a IpreMarte APYTrH JeKapcTBa.

Hyrimoz mosxe na ce npuiiara 3aeiHO ¢ METOTPEKCaT WITH ONPECICHH, TIPOMEHSIIHU X0/1a Ha
3a00JIsIBAHETO AaHTUPEBMATHYHHU Cpe/IcTBa (Cyidacana3rH, XUIPOKCUXIOPOXHUH, JIEHITyHOMH 1
WH)KEKIIMOHHHY 3JIATHU TIPETapaTh), KOPTUKOCTEPOUIH MK OOJIKOYCIIOKOSBAIIU CPE/ICTBA,
BKJIFOUHUTEITHO HECTEPOUIHN TTpoTHBOBB3ManuTean cpeactea (HCIIBC).

Hyrimoz ue Tps6Ba na ce mpuiara ¢ JIeKapcTBa, ChAbPKAIIM AKTHBHUTE BEIICCTBA aHAKUHPA HITH
abararient, mopaay MOBUIIICH PUCK OT cepro3Ha nHekmusa. KomOnnanusaTa oT anaaumMmymad, KakTo U
npyru antaronncty Ha TNF-o 1 anakmHpa mim abaTarent He ce MpenophuBa Ha 6a3ara Ha B3MOXKHO
NOBUIIaBaHE HA PUCKa OT UH(EKINH, BKIIOUUTEITHO CEPHO3HU HHPEKINH U IPYTH MTOTCHINATHH
(hapMaKoJIOTHYHU B3aUMOJIEHCTBHSI. AKO IMaTe BBIIPOCH, MOJIS, 0OBpHETE ce KbM Barmms mexap.

BpemeHHOCT M KbpMeHe

. Tpsa6Ba ma oomucTUTE yroTpedara Ha TMOIXO SN IIPOTHBO3aYaThUHN CPEICTBA 3a
mpeaoTBpaTsBaHC HA 3a6peMeH${BaHe 1 [a MIPOABJLDKUTE J1a T U3II0JI3BATC B IPOABJIKCHUE HaA
MOHEe 5 Mecella ciei MOCIeAHOTO JiedeHue ¢ Hyrimoz.

o AKko cTe OpeMeHHa, MUCIIHTE, Y€ MOXeE Jla CTe OpeMeHHA WK TUIaHUparte Ja uMate 0eoe,
MOChBETBaNTE ce ¢ Baims nekap OTHOCHO MPUIJIaraHeTo Ha TOBa JIEKapCTBO.

. Hyrimoz Tpsi6Ba na ce u3mossBa mo BpeMe Ha OpEeMEHHOCT caMo ako € HE0OXO0IUMO.

. Cnopen nmpoy4yBaHe BEpXy OpEMEHHOCTTA HE CHIIECTBYBA ITO-BUCOK PHCK OT BPOJICHU ACPEKTH,

KOTaTo MaikaTa e mojydaBajia ajaluMymad mo Bpeme Ha OpeMEHHOCTTa, B CPAaBHEHHE C
MaiKHTEe ChC CHINOTO 3200 sIBaHEe, KOUTO HE ca MOJyYaBaiy afaInMyma0.

. Hyrimoz moxe na ce u3mos3Ba o BpeMe Ha KbpMEHE.

. Axko cre nonmyyaBanu Hyrimoz mo Bpeme Ha OpemeHHOCTTa cH, Bamiero 6e6e nma mo-rosm
PHCK Ja pa3BUe HHPEKIHUS.

. BaxHo e na yBenomure siekaps Ha Bamrero 6e6e u Apyrure MEAULMHCKH CIEHUAINCTH OTHOCHO

TOBA, 4€ cTe cU npmiaraad Hyrimoz o BpeMe Ha OpeMeHHOCTTa, IIpean 0e0eTo 1a ¢
BaKCHHHUPAHO (32 MMoBeue HHPOpMaIIHsi OTHOCHO BAKCUHUTE BIDKTE pasfel ,,lIpeaynpexacHus u
TIpe/Ta3Hu MEPKH ).
Hlopupane u padoTa ¢ MAIIIUHU
Hyrimoz mosnusiBa mpeHeOpeK MO CITOCOOHOCTTA 32 IodUpaHe, KapaHe Ha BEJOCHITE WK padoTa ¢
maruan. Crref mpuiokenneto Ha Hyrimoz moske 1a ce mosiBM CBETOBBPTEK M HAPYIICHHUE Ha
3PEHHUETO.
Hyrimoz cbabp:ka nHaTpuii
ToBa siekapcTBo chabpka o 1 mmol Hatpwmii (23 mg) Ha mo3a ot 0,4 ml, T.e. MOXKe /1a ce Kaxe, 4e
MIPaKTUYECKH HE ChABPIKA HATPHH.

3. Kak na n3noazBare Hyrimoz

Bunaru u3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan BammsT nexap unu apMarnesr.
AKO He CTe CUT'YPHH B Hello, nonuTaite Bamms nekap nnu dapmanesT.
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HpCHOp’B‘{I/ITCJ'IHI/ITG 031 HyrimOZ 3a BCAKO OT OZ[O6PCHI/ITG IIOKa3aHHs Ca IMOKa3aHH B ClI€aHaTa
Ta6nnua. Bammsar JICKAp MOKE a Bu MmpeamnuIIe HyrimOZ C ApYyTO KOJINYCCTBO HA AKTUBHOTO
BCOICCTBO, aKO MMATE HYKAa OT pa3jinyHa J103a.

PeBmaTouieH apTpuT, NCOPUATHYEH APTPHUT, AHKHJI03UPAIL CIIOHANJIUT HJIH aAKCHAJIEH
CIOHJMJI0APTPUT 03 peHTreHorpagcKu JaHHM 32 AHKWJIO3HPALL CHOHIMJIMT

B’b?.paCT HJIA TEJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiara?

Beaexkkn

Bo3pactau

40 mg mpe3 ceaMuIia KaTo
€IMHUYHA 1034

Ipu peBMaTOMICH apTPUT
MPUIIOKEHUETO Ha METOTPEKCAT
NpOABIDKABA 110 BpeMe Ha
neyenuero ¢ Hyrimoz. Ako
Baiusit nekap nperieHu, e
NPHJIOKEHUETO HA METOTPEKCaT
HE € moAXoIo, To Hyrimoz
MOXe Jla ce Tpuiiara u
CaMOCTOSITEITHO.

AKO nMarte peBMaToUJICH apTPUT
U HE TIpUeMaTe MaTOTPEKCaT T0
BpeMe Ha Jieuenuero ¢ Hyrimoz,
Bammsit nexap Moxe J1a peru aa
npuiarate 40 mg Hyrimoz Bcsika
ceamuiia wim 80 mg npe3
CeIMUIIA.

[oanapTuKyJIapeH IOBEeHHIEH HIHONATHYEH APTPUT

Bn3pacT M TeJIeCHO TerJio KakBo K0JIM4eCTBO U KOJIKO Beaexku
4ecTo A2 ce mpuJjara?

[ena, roHomu u Be3pacTau, pu | 40 mg npe3 cenmuiia Henpunoxumo

HaBBPIUICHH 2 TOTUHU C TETII0

30 kg wiu noseye

Jeua, roromy, npu HaBspuieHn | 20 mg npe3 ceamua Henpunoxumo

2 roquau ¢ Terio 10 kg mo mo-

maiko ot 30 kg

APTpPHUT, CBBP3aH C EHTE3UT

Bb3pacT nin Te1ecHO Terjao KakBo K0JIM4Y€CTBO U KOJIKO Benexku
4ecTo aa ce mpuJara?

Jemna, roromy 1 BB3pacTHH, pu | 40 mg mpe3 ceamuia Henpwunoxumo

HaBBPIUICHHU 6 TOUHU C TETII0

30 kg nmm moBeue

Jena u roHOIIHN, IpH 20 mg ipe3 ceamuIia Henpunoxumo

HaBBPILICHH 6 TOAWHU C TETIIO
15 kg mo no-mainiko ot 30 kg
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IIcopuasuc ¢ mjiaKku

Bn3pacT uiu TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3aMovHe eHa CeMUIIA CIIe]
HadaJHaTa J103a.

Tps0Ba 1a IPOIBIDKUTE 1
nmkekTupare Hyrimoz tonkosa
ITBITO, KOJIKOTO Bu e kazan
Bamusar nekap. Ako Ta3u 103a He
JIeicTBa TOCTATHYHO J00pE,
BammmsT nekap Moxke 1a yBeandu
no3upoBkara 10 40 mg Bcsika
cenvuria wim 80 mg mpe3
CCeIIMUIIA.

Hcopnafmc C IIJTAKH IMpHU aeua

Bb3pacT nin Te1eCcHO Terjao KakBo K0JINY€CTBO U KOJIKO Benexku
4ecTo ja ce npujaara?
Jeua u roHOIIM OT 4- 10 Hauanna no3a ot 40 mg, Henpunoxumo
17-ronuimHa BB3pacT ¢ TETJI0 nocjenBaHa oT 1o3a ot 40 mg
30 kg wmu moseue eIHa CeIMHUIA TO-KHCHO.
Crnen ToBa oOmMUaitHaTa 103a e
40 mg npe3 ceaMuIa.
[emna u roHo1M OT 4- 110 Hauvanna noza ot 20 mg, Henpunoxumo
17-roauniHa BB3pacT ¢ TErjIo rocJyenBaHa ot jo3a ot 20 mg
15 kg no mo-manko ot 30 kg €/IHa ceIMUIIa MO-KbCHO.
Cren ToBa oOnyaitHaTa 1o3a e
20 mg npe3 ceaMuIia.
I'HOeH XuapaJeHuT
Bn3pacT M TesieCHO TerJio KakBo k0JI14€eCTBO U KOJIKO Benaexku

4ecTo aa ce mpuJara?

Br3pactHu

Hauanna no3a ot 160 mg (kato
4eTupy UHxekuuu 1o 40 mg B
€/IVH JICH VU JIBE HHXKEKITUH I10
40 mg Ha J1eH B 1Ba
MOCJICAOBATEIHY JTHN),
rocJyenBaHa ot jo3a ot 80 mg
(xato mBe mHKekIuy 1mo 40 mg B
eIIVH JIeH) IBE CEIMHUIIH T10-
KBbCHO.

Crnep olle aBE CEAMULIT
MIPOABIDKETE C JIO3UPOBKA OT
40 mg BcsiKa ceMHUIIA FITH

80 mg mpe3 cemmuria, kakto Bu
npeanuiie Bamust jgekap.

IIpenopbuuTENHO € BCEKU JIEH 1a
MIPUJIAraTe aHTUCENITUYHO
M3MHUBaHE Ha 3aCETHATHTE
obnacty.
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I'HOeH XuapaJeHuT

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Beaexkn

IOnommu ot 12- no 17-roauiina
BB3pacT ¢ Teruio 30 kg nnn
1oBeYe

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3alovHE eHa CeIMUIIA I10-
KBCHO.

AKo Ta3u J103a He JieicTBa
JOCTaThyHO A00pe, Bammst
JIeKap MOXe J1a YBEIIHYH
no3upoBkara 10 40 mg Bcsika
cenmuna wim 80 mg mpe3
CeIMUIIA.

IIpenopbunTENHO € BCEKH JIEH 1a
MIPUJIAraTe aHTUCENITUYHO
M3MHUBAaHE Ha 3aCETHATHTE
o0macTH.

BoJiect na Kpon

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJIKO
4ecTo aa ce mpuJara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (kato
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIeIBaHa OT J103a OT

40 mg npe3 ceaMuIa, KaTo ce
3aIOYHe JIBE CEMHUIIH T10-
KBCHO.

AKo e Heo0X0ouM 1Mo-0Bp3
OTroBOp, BammsT nexap moxe
Jla TIPSIITHIIe HayajiHa J103a OT
160 mg (kaTo YeTUPU UHKEKIIUU
o 40 mg B eTUH JICH WIN JBE
uHxekuuu 1o 40 mg Ha JIeH B
JIBa TIOCIICOBATEITHH JTHH),
nmocieaBana ot go03a ot 80 mg
(xato nBe uHxeknuu 1o 40 mg B
SIIVH JIeH) TBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa obnuaiiHara 103a €
40 mg npe3 ceamuIa.

AKo Ta3u 1032 He JieiicTBa
JOCTaThyHO H00pe, Bammst
JIeKap MOJKE /1a yBEJINUH
nmo3upoBkara 70 40 mg Bcsika
cenmutia wim 80 mg npe3
CeIMMIIA.
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BoJject na Kpon npu nena

Bb3pacT HiIH TeJIeCHO TerJio

KakBo K0J1M49eCTBO M KOJIKO
4ecTo ja ce npuiara?

Bejexkn

Jlema 1 roHOIIK OT 6- A0
17-roauniaa Bb3pacT ¢ TETJIo
40 kg nm moBeue

Haganna no3a ot 80 mg (karo
nBe MHXeKIuu 1o 40 mg B enuH
JIeH), TIoCIIeBaHa OT 103 OT

40 mg mpe3 ceaqMuIa, KaTo ce
3aII04YHE JIBE CEAMUILIM T10-
KBCHO.

AKoO € Heo0X0iM 10-0Bp3
OTroBOp, Bammsr nexap Moxe
Jla IpeuIle HayalHa 1032 OT
160 mg (kaTo YeTHPH WHKEKITNN
o 40 mg B eUH JICH WX JBE
uHxekuu 1o 40 mg Ha JieH B
JIBA TIOCIICAOBATEITHH JTHH),
nocJyenBaHa ot jo3a ot 80 mg
(xato nBe mHxxekuuu 1o 40 mg B
€/IVH JICH) JIBE CEIMHIIH T10-
KBbCHO.

Cren ToBa oOnyaitHaTa 1o3a e
40 mg mpe3 cenMuIa.

Axo Ta3u ;mo3a He JeicTBa
JIOCTaThYHO 0OpE, IeKapAT Ha
nerero Bu Moxe na yBenuuu
no3upoBkaTa 10 40 mg Besika
ceamuna wim 80 mg npe3
CeIMHIIA.

Jena u roHomu ot 6- 10
17-romuiiiHa BB3pacT ¢ TErIo,
mo-MaJko ot 40 kg

Hauanna no3a ot 40 mg,
nocieaBaHa oT o03a ot 20 mg
npe3 CeaMHUIIA, KaTo Ce 3al0uHe
JIBE CEJIMHIIM TI0-KBCHO.

AKko e HeoOXxoauM 10-0bp3
OTroBOp, Bamust jnexap moxe
Jla TIPeIHINe HavaHa 1032 OT
80 mg (kxaTo ABe WHXKEKIIUH 110
40 mg B equH J1eH), ITOCIICIBaHA
oT f03a oT 40 mg B CeAMUIIH
O-KBCHO.

Cnen ToBa oOnyaiiHara o3a €
20 mg mpe3 ceaMuIa.

AKO Ta3u J103a HE JeiicTBa
JOCTaThUHO AOOpE, TeKapsT Ha
nereto Bu Morxe na yBennun
yecToTara Ha jo3ata 10 20 mg
BCSIKa CEIMHULIA.

Yuepo3eH KOJIUT

B’b?.paCT HJIA TEJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiiara?

Beaexkkn

Bu3pacthau

Hawanna no3a ot 160 mg (kato
yeTupu uHxekuuu 1o 40 mg B
€JIVH JICH WJIU 1B MHXKCKIUH I10
40 mg Ha 1eH B /1Ba
MTOCJICOBATETHY JTHH),
nocjeBaHa oT fo3a ot 80 mg
(xato nBe mHxekuuu 1no 40 mg B
€/IVH JIeH) JIBE CEIMHIIH T10-
KBCHO.

Cren ToBa oOnyaiiHaTa 1o3a e
40 mg mpe3 cenMuIIa.

AKO Ta3u no3a He AelcTBa
JIOCTaTBIHO J00pe, Bammsr
JIEKap MOXE J]a yBETHIN
no3upoBkara 1o 40 mg Besika
ceamuna wim 80 mg npe3
CeJIMHIIA.

282




Y.iiepo3eH KOJMT NPHU neguar

HYHH NAIUECHTH

Bn3pact win TejiecHO TerJio

Kaxksa 103a 1 K0JIKO 4ecTo 1a
ce mpuema?

3a0eneKKn

[ena v 1oHOIIM HA BB3PAacT,
MIpY HaBBPILIEHHU 6 TONHU C
terno 40 kg wim noeeue

[IspBoHauvanna n03a 160 mg
(uetnpu nmxekuuu no 40 mg B
€/IVH JICH WIH JIBE HHXEKITUU
no 40 mg AHEBHO B JiBa
MIOCJICTOBATEIIHA JTHN),
nocnensann ot 80 mg (nBe
uwxekuu no 40 mg B euH
JIeH) JIBE CEMHIIH MTO-KbCHO.

Cien ToBa oOMyaiiHaTa no3a €
80 mg mpe3 cenmuiia.

[TanineHTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUeMat

80 mg npe3 cenmuria, TpssOBa

Ja IpoAbJKAT TAXHATa
npeanucana n03a.

Heua u roHOIIM, pU
HaBBPIICHH 6 TOIUHH C TETIIO0
mox 40 kg

[IspBoHavanHa q03a 80 Mg
(mBe mmxekuuu o 40 mg B
€IVH JIeH), TIOCICIBAHN OT

40 mg (emHa WHXXEKIUS 110

40 mg) ABe CeAMHILHN O-KbCHO.
Cien ToBa oOMyYaiiHaTa 103a €
40 mg npe3 ceaMuIIa.

[TanneHTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUEeMar

40 mg npe3 ceamuLa, TpIOBa

Ja IpoABbJIKAT TAXHATa
nmpeanvucana a103a.

Heun@exkunoseH yBeur

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpuJara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
JBe MHXekuu 1o 40 mg),
mociyieaBana ot jpo3a ot 40 mg
pe3 CeIMUIIA, KaTo Ce 3al0YHe
¢JIHa CeMUIIa CJIe]| HayarHaTa
J103a.

[Ipu HenHpEKIMO3eH YBEHUT
MPUEMBT Ha KOPTHKOCTEPOUAN
WITH IPYTH JIEKapCTBa,
MOBIHMSIBAII MMYHHATa CHCTEMA,
MOKe J1a ObJie MPOABIDKEH,
nokaro n3nomsare Hyrimoz.
Hyrimoz Moske na ce naBa u
CaMOCTOSITEITHO.

TpsiOBa 1a TPOIBIDKATE Aa
nHxekTupaTe Hyrimoz tonkosa
IBJITO, KOJIKOTO By e kaszan
Bammus nekap.

Jleua u roHOIIH, IPU
HaBBPILICHH 2 TOAUHU C TETIIO
30 kg nmm moBeye

40 mg mpe3 ceaqmuIia

Bamust gexap Moxe chIIo J1a
MIPEIHUIIe HavyalHa 71032 OT

80 mg, koATO MOXeE aa ce
MIPIJIOKH €THA CeIMUIIA MpeIn
3arI0YBaHETO HAa OOMYaiiHaTa
no3a 40 mg mpe3 ceaMHUIIA.
IpenopbuBa ce Hyrimoz na ce
TpuiTara B KOMOWHAITUS C
METOTPEKCaT.

Jlelia, FOHOIIH U Bb3PACTHH, IPH
HaBBPIICHH 2 TOIUHHU C TETJIO
30 kg wu moseye

20 mg mpe3 cemmuIia

BammmsT nexap Mosxe chIo Ja
MIpeTUIIe HadaaHa 7033 OT

80 mg, koATO MOXKeE aa ce
MIPWIOKU €JTHA CEIMUIIA MPEeIn
3aIo4BaHeTO HA OOMYaifHaTa
no3a 20 mg mpe3 cenMuIia.
IpemoppuBa ce Hyrimoz na ce
rpuJiara B KOMOMHAITUS C
METOTpEKCaT.
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HauynH Ha NpUWJIoKeHHe H TBT HA BbBEXKIaHe
Hyrimoz ce mpuara upe3 HHXEKTHpaHE M0 KOXKaTa (Ype3 MOIKOKHA MHIKEKIIHS).

[HonpoOHM yka3aHus 3a MHKeKTHpaHe Ha Hyrimoz ca npencraBeHd B ToUka 7 ,, Y Ka3aHus 3a
ynorpeoda”.

AKO cTe U3M0JI3BAJIN ITOBevye 0T HeoOxoanmaTa 103a Hyrimoz

AKO 110 HEeBHUMaHHUE CTe HHXEKTHpaiau Hyrimoz mo-4ecto, 0TKOJIKOTO TpsiOBa, CBBpXkETE ce ¢ Barms
nekap win (hapMaiieBT U 00sICHETe, Y€ CTE U3I0JI3BAIIM TIOBEYE OT He0OX0IuMoTO. BuHaru B3umaiite
ChC ceOe CH ONaKOBKAaTa Ha JIEKapCTBOTO, JIOPH J1a € Tpa3Ha.

AKO cTe ponmycHaJM Aa u3nojssare Hyrimoz

AKO cTe TIpOITyCHAJIH J]a CH IIOCTABUTE WHKEKITHSA, TPSIOBA 1a MHKEKTHUPATE clieABaIiara 103a
Hyrimoz Beanara mom cu crioMuuTe. MIHKEKTHpaiTe ciaeaBaiiaTa 103a Ha ONpeae/ICHHs 3a TOBa JICH,
KaKTO OMXTE HANPaBUJIM B CIIyYaii, 4 HE CTE MPOIYCHAIN WHIKEKIIUS.

AKo cTe cnpesin ynorpedara na Hyrimoz

Perrenunero na cnpete ga usnonssate Hyrimoz tpsosa na 6nae o6¢haeHo ¢ Bamus nekap. [pu
CIIMpaHe Ha JICYCHHETO, CHMIITOMHTE Ha 3a00JITBAHETO MOJKE J1a CE BH30OHOBSIT.

AKO UMate HIKaKBH JIOMBIHUTEIHU BBIIPOCH, CBbP3aHHU C yroTpedaTa Ha TOBa JEKapCTBO, MOJIS
rionuTaiiTe Bamms mekap wim gapManesT.

4, Bb3MOKHN He:KeJIaHU peaKuuu

KaxkTto BcHuku nekapcTBa, TOBA JIEKAPCTBO MOKE J1a IPEIU3BUKA HEKEITAHHU PEAKIINU, BBIIPEKU Y€ HE
BCEKH TH ToiTydaBa. [loBeueTo HexellaHu peakluu ca JEeKH JI0 yMepeHHU. BeIpexu ToBa, HIKOU OT
HEXEJIAHUTE PEaKIIiy MOTaT Aa ObJaT CEpHUO3HH U J1a U3UCKBAT JieueHne. HexkemannuTe peakiinu Moxe
Jla ce TOSIBAT 710 4 Mecelia Wik TI0BeYe CIIeT OCIEAHOTO HHKeKTHpane Ha Hyrimoz.

IMoThpceTe cienIHO METUITMHCKA TIOMOIII, aKO 3a0€JIC)KUTE HAKOU OT CIICTHUTE TPU3HAITN Ha
aJiepruvHa Peaklus WU ChbpJeUYHA HEJIOCTATHIHOCT:

TEXBbK 0OpUB, KONPUBHA TPECKa;

OTOIH M0 JIUIIETO, PBIIETE, KPaKaTa;

3aTpyJHEHO JUIIAHE U T'BJITAHE;

3a7yX npu pU3NUECKa aKTUBHOCT WM TIPH JISITaHE WIIM OTOLM 110 KpakKaTa;

HNudopmupaiite Bammus jiekap KoJIKOTO ce MOsKe M0-CKOPO, aKO YCTAHOBUTE HSIKOHU OT CJICIHUTE
MpHU3HAIH:

o MpHU3HALA U CHMIITOMH Ha WH(EKIHsI KaTo TPECKa, rajieHe, paHH, MPoOJIeMHU ChC 3b0HTE,
MapeHe Ipu YpUHUpaHe, IYyBCTBO Ha CIIa00CT WIIM yMOpa WK KalllINIIa;

o OTTAKBAaHUS OT HEBPOJIOTHYHH ITPOOIIEMH, KaTO: MPaBy4KaHe, U3TPHIIBaHE, TBOMHO BIDKIAHE
WM C1a00CT B PBIETE WIM KpaKaTa;

. MpU3HALIM 32 PaK Ha KOXKaTa, KaTo: MOyTHHA UM OTKPUTA He3apacTBallla paHa;

o MIPU3HAIA U CUMIITOMH, MIPEATOJIarany KphbBHU HApYIICHHs, KaTO MOBUIIICHA TEMITepaTypa,

KOATO HE CIlla/ia, IMOosABa Ha CHHUHU, KbpPBCHC, 6J'I€Z[HOCT.
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HpCI[CTaBeHI/ITe IMO-A0JIy HCXKCJIaHU pCaKIUU Ca oumu Ha6J'IIO,E[aBaHI/I (¢ az[am/IMyMa6.

MHoro yectu (Moxe 1a 3acerHat rnosede ot 1 Ha 10 yoBeka)

peaKkury Ha MJICTOTO HAa MHXXEKTUPaHe (BKIIOUUTETHO O0JIKa, OTOK, 3aUuepBABaHE HIH CHPOEK);
WH(EKINN Ha AUXATEIHUTE IbTUILA (BKIIOUUTETHO POCTYyaa, XpeMma, HHPEKIHs Ha CHHYCHUTE,
ITHEBMOHMU );

ri1aBoOOJINE;

KOpeMHa 00JIKa;

rajicHe U MOBPbBIIAHE;

00puB;

0oNKa B MyCKYJIHTE.

Yectu (Moxe ma 3acerrar a0 1 Ha 10 yoBeka)

Cepro3HU MH(EKUUH (BKIIOUUTEIHO OTPaBsSHE HA KPBHBTA U IPUIL);
YpeBHHU UH(EKINHU (BKIIOYUTEIHO TaCTPOCHTEPHT);

KO>KHHU MH(EKINH (BKJIIOYUTEIHO LEITYIUT U XEPIIEC 30CTEP);
MH(EKINU Ha YIIUTE;

WH(EKIIMU Ha yCTHATA KyXUHA (BKIIOYUTETHO MH(EKIINN Ha 350UTE U XepIiec);
MH(EKIMU Ha BB3IPOU3BOANUTETHATA CUCTEMA;

MH(EKIYs Ha TUKOYHNUTE IIBTHILA;

I'bOUYHU UH(EKITUH;

CTaBHU MH(EKLUH;

I00pOKaueCTBEHH TyMOPH;

pak Ha KoXara,

QJIEPTUYHH PEaKUUH (BKIIOUNTEIIHO CE30HHA aJleprHs);
00e3BOTHSIBAHE;

MIPOMEHHU B HACTPOEHHUETO (BKIIOYUTEIHO JCTIPECHs);
TPEBOXKHOCT;

0e3ChHHHUE;

CETHBHH HapyILICHHs KaTo MpaByuYkaHe, OOLKaHe, H3TPBIIBAHE;
MUTPEHA;

CHUMIITOMH Ha IPUTHCKaHE HA HEPBHOKOPEHYE (BKIIOUUTETHO 0OJIKa B JOJIHATA YacT Ha I'bpda U
0oJka B Kpaka);

HapyILleHNUE Ha 3pDCHUETO;

BB3MAJICHUE HAa OUUTE;

Bb3IAJICHUE HA KJIECTIAYNUTE U IIOAYBaHE Ha OUUTE;

BEpPTHUTO (CBETOBBPTEXK);

YCKOPEHO ChpiieOneHe;

BUCOKO KPBbBHO HAJITaHE;

3a4epBsIBaHE;

XxeMaToM (KpbBOHACsaHEe — TBHPJIA MOLYyTHHA OT ChCUPEHA KPBB);
KalllInIa;

acTMa;

3alyX;

KbPBEHE OT CTOMAIITHO-YPECBHUS TPAKT;

Jcrienicus (HapylIeHO XpaHOCMIJIaHe, MO{yBaHe, KUCEITUHH);
KrcelnMHHa pedurykcHa 0osecT (BpbllaHe Ha KUCEIMHU OT CTOMaxa);
cuHapoM Ha CrorpeH (BKJIIOUHUTENHO CyX0Ta B OUHTE U yCTAaTa);
chpOexK;

O 00puB;

MosiBa Ha CHHHHUY;

BB3MAJICHHE Ha KOXkaTa (KaTo eK3eMa);
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HalleliBaHe HOKTUTE Ha PBLIETE U KPaKaTa,

MOBHUIIIEHO TIOTEHE;

KOCOTIaJ;

OTKJIIOYBAHE MU BJIOIIABAaHE HA IICOPHA3UC;

MYCKYJIHU CIa3MH;

KpPBB B ypHHATA,

0b0peyHn npodnemMu;

0OJIKM B TpbIHUS KOIII;

OTOK (chOMpaHe Ha TEYHOCT B TSUIOTO, KOSATO MPUYMHSBA [TO{yBaHE HA 3aCETHATUTE THKAHM);
TpPEcCKa;

HamaJsiBaHe Oposi Ha TPOMOOILIUTHTE B KPHBTA C MOBHUIICH PUCK OT KbPBEHE WITH MOsIBATA HA
CHHVHU;

3aTpyIHEHO 3a3/IpaBsiBaHEe HA PaHHU.

Heuectn (Mmoxe na 3acernat 1o 1 Ha 100 qyoBeka)

HeoOnYaiiHu nHpEKINH (BKIIOYUTEIHO TyOepKyi0o3a U APYTH UH(EKUWH), Bb3HUKBALIHA IPU
HaMaJsIBaHE YCTOMYMBOCTTA HA OpraHu3Ma KbM 3a00JIIBaHMS;

HEBPOJIOTHYHHN MHPEKINHU (BKIIOYUTEIHO BUPYCEH MEHUHTUT);

MH(EKIMU Ha OUYHTE;

OaxTepuaTHA UHEKITUH;

JMUBEPTUKYIHT (Bb3NaJIeHNe U HHPEKIUS Ha Je0eI0TO YepBO)

pakK, BKIFOUUTENHO pak 3acsramny JuM¢pHaTa cuctema (muMdom) u MenanoM (BUI pak Ha
KOXara);

UMYHHH HapyIIeHUs, KOUTO MOTaT Jia 3acerHat OenuTe JpoOoBe, KoxkaTa u TUM(HUTE BH3IIU
(Haii-yecTo KaTo 3a00NsABaHE, HAPUUAHO CAPKOHUI032);

BaCKyJIHT (Bb3MaleHue Ha KPbBOHOCHUTE CHJIOBE)

Tpemop (Tpernepene);

HeBpomnaTHs (YBpeKaaHe Ha HEPBH);

MO3BYEH yap;

3ary0a Ha ciIyXa, IIyM B YILIUTE;

yCellaHe 3a HepUTMUYHO OneHe, IpecKadaHe Ha ChpLETO;

npoOJIeMHU ChC CHPLETO, KOUTO MOXKE /14 MPUUMHSIT 3aAyX WIN OTOK Ha ITIC3EHHTE;
CBbpACUEH yaap;

TOpOOBUIHO pa3LIMpPEHKE HAa CTEHATa Ha ToJsiMa apTeps, Bb3NaleHHEe H ChCUPEK BHB BEHA,
3aIlylIBaHe Ha KPbBOHOCEH ChI;

OenoapoOHu 3a00IsIBaHus, IPUIMHABAILN 3a4yX (BKIIOYUTEIHO Bh3MAJICHUE);
OemopoOHa eMOomHs (3aITyIBaHe Ha apTepus Ha Oenust A1poo)

IUIEBPAJICH U3/IMB (HEECTECTBEHO 3aIbp)KaHe HAa TEYHOCT B IIEBpAIHATA KyXUHA)
BB3NAJICHUE Ha MAaHKpeaca, KOeTO NPUYMHsIBA CHIIHA 00JIKa B KOpeMma U I'bp0a;
3aTPyAHEHO IPETIbIIAHE;

OTOK Ha JIMIETO (TIOAyBaHe);

BB3NAJICHUE HA KIIBYHUS MEXYP, KAMBHH B KITbYHUS MEXYD;

3aTIBCTSBAHE HA YEPHUS Ipod (OTyIaraHe Ha Ma3HUHH B YEPHOAPOOHUTE KIIETKH);

HOLIHO U3IMOTSIBAHE;

Oenesu;

HEEeCTECTBEH pa3naj Ha MyCKYJIHUTE;

CHCTEMEH JIyIyC epuremMarozec (HapylleHHe Ha UMyHHATa CHCTEMa, BKIIOUYUTEIHO Bb3MalIeHUE
Ha Ko’kaTa, ChpLeTo, 6emuTe ApoOoBe, CTaBUTE U APYTH OPTaHU M CUCTEMH);

YecTH ChOYKIaHUS;

UMIIOTCHTHOCT;

BB3MAJICHHS.
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Penkxu (Moxe na 3acernar a0 1 Ha 1 000 yoBeka)

JIeBKeMHs (pakK 3acsrain KpbBTa U KOCTHHS MO3BK);

TEXKH AJICPTHYHY PEaKIUH;

MHOXECTBEHA CKJIEPO3a;

HapYIICHUS Ha HEPBUTE (KATO Bh3MANICHHE HA 3PUTEIHUS HEPB HA OKOTO M CHHIPOM Ha
I'unen-bape — 3abomnsBane, KOETO MOXeE Ja JOBEJIE 10 MyCKYJHa cabocT, MPOMEHEHH
yCeIllaHus, U3TPBIIBAHE HA PBIIETE U TOPHATA YaCT Ha TSUIOTO);

CIUpaHe Ha U3IIOMIIBAHETO Ha KPBBTA OT ChPIIETO;

oemonpobHa pudpo3a (cpacTBanus B OenuTe IpOOOBE);

nepdopanus Ha yepBara (MpoOUB B UpeBHATA CTCHA);

XemaTuT (Bh3MaJICHUe Ha YepHUs Ap00);

MOBTOPHO aKTUBHPAHE Ha WHPEKIUAC XenaTut B;

aBTOMMYHCH XeMaTUT (BB3MAJICHUE HA YSPHUS AP0O, IPUIMHEHO OT COOCTBEHATa UMyHHA
cHCTEMa Ha OPraHu3Ma);

KO’KEH BAaCKYJIUT (Bb3MaJICHUE HA KPhbBOHOCHHU ChJIOBE HA KOXKATa);

curapom Ha CTUBBHC-J[PKOHCHH ((KUBOTO3aCTpAIIABAIIo 3200 sIBAHE C TPUTIONOI00HN
CHMITTOMH B OOPHB C MEXYypH);

OTOK (ITOAYBaHE) Ha JIMIIETO, CBbP3aH C aJiepruIHa PeaKITus;

epuTeMa MyaTHGOpME (BB3IMATUTEICH KOKEH O0OpPHUB);

TyTyC-TI0T00CH CHHIIPOM;

aHruoeeM (JIOKaJTHO MOyBaHe HAa KOXKaTa);

JUXEHOMIHA KOKHA peakius (ChpOsIl YepBEeHNKABO-JINIAB KOXKEH OOpPUB).

C Hen3BecTHA 4ecTOTa (OT HATMYHUTE NaHHU HE MOXe J1a ObJic HallpaBeHa OIICHKA)

Hsxou vexenanu pcakuuu, Ha6HIOZ[aBaHI/I C a,[[aJII/IMYMa6 MOIXKE J1a HE Ca CBBbP3aHU C pa3BUTUCTO HaA

xenaronreHaneH T-kimerpueH mumMpoM (PSIKO 3T0KadecTBeHO 3a00IsIBaHe Ha KPHBTA, YECTO

BOJICIIO J0 CMBPT)
Merkel-kineTpueH KapuuHOM (BH]] paK Ha KOXKaTa)

Capkom Ha Kanomm — psiiko cpeniaH pak, CBbp3aH ¢ HHOEKIUs ¢ YOBEIIKH XepIieceH BUPYC 8.
Capxom Ha Kanommu Haii-uecto ce cpema noa ¢popmara Ha IypIlypHH H3MEHEHHUS BBPXY KOXKaTa

YepHOAPOOHA HEIOCTATHYHOCT

BJIOIIABaHE Ha 3a00JsBaHEe, HAPCUCHO JIEPMATOMHO3HUT (TIPOSIBSIBA CE KATO KOXKEH OOPHB,
MPUAPYKEH OT MYCKYJTHA C1aboCT)

Ha/IJIaBaHe Ha TerIo (TP MOBEUYETO MAIUCHTH HAIJIABAHETO Ha TETJIO HE € OHIIO TOJISIMO)

CUMITOMH M MOXKE J1a ObJIaT YCTAHOBEHU CaMO C MTOMOIIITA Ha U3CIIeABAHNS HA KPHBTA!
Te BrIIIOUBAT:

MHoro yecTn (MOke J1a 3acerHaT noBeue ot 1 Ha 10 yoBeka)

HUCBHKOPOU Ha OETUTE KPHBHU KIIETKU;
HUCHKOPOW HA YCPBEHHUTE KPHBHH KIICTKH;
MOBHIIICHUE HA JIUIUJATE B KPHBTA;
MOBHIIICHUE HA YEPHOPOOHUTE CH3UMHU.

Yecru (Moke 1a 3acersat 1o 1 Ha 10 goBeka)

BHCOK Opoii Ha OeTuTe KPHBHU KIETKU;

HUCBHK Opoi Ha TPOMOOIIMTHUTE B KPBHBTA;
MOBHIIIEHNE HAa TUKOYHATA KHCEINHA B KPHBTA;
OTKJIOHEHHS B CTOWHOCTHTE Ha HATPHUS B KPHBTA;
HHUCKH CTOMHOCTH Ha KaJIUi B KPbBTAa;

HUCKH CTOHHOCTH Ha (hochaTh B KPBHBTA;
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BHUCOKa KpbBHa 3axap;

BUCOKHM CTOMHOCTH Ha JIaKTaT IEXUIPOreHa3ara B KpbBTa;
HaJIMYMe Ha aBTOAHTUTENA B KPBBTA;

HHUCKHU CTOMHOCTH Ha KaJIU B KPBBTA

Heuectn (Moxe ma 3acerHar g0 1 ma 100 goBeka)

. MTOBUIIICHU CTOWHOCTH Ha OMIMPYOUH B KPBBTA (YEpHOAPOOCH IMOKA3aTelN)

Penxu (Mosxe nma 3acernat no 1 Ha 1 000 goBeka):

° HUCBHK Opoii Ha OeTuTe KPhBHU KJIETKH, YePBEHUTE KPHBHU KIECTKH U TPOMOOIIMTHTE B KPBHBTA.
Chol0maBaHe HA HeJKeJIAHM PeaKINU

AKO ToNTyunTe HIKaKBH HEXXEIaHU peakiny, yBenomere Bamms nekap win ¢papmareBt. ToBa
BKJIFOYBA BCUUKU Bb3MOXKHHU HEOIIUCAHU B Ta3U JIUCTOBKA HEXKEIIAHU PEAKLUU.

Moxere ChIIOo JIa ChOOIIUTE HEXKENIaH! PEaKIIMU TUPEKTHO Ype3 HAIlMOHATHATa CUCTEMA 32
cbobuiaBane, mocouena B [lpunoxkerne V. Kato cro0mmaBaTe HexkenaH! peakyuy, MOKETe 1a AafeTe
CBOS IPUHOC 3a MOJy4YaBaHEe Ha MOBeYe HH(POpMAIHsS OTHOCHO O€30MaCHOCTTA HAa TOBA JIEKAPCTBO.

5. Kak na coxpansBate Hyrimoz

Ja ce cpxpaHsiBa Ha MSICTO, HEIOCTBITHO 32 JIela.

He u3non3BaiiTe ToBa JIGKAPCTBO CIE]] CPOKA HA TOJHOCT, OTOCNA3aH BhPXY
eTukeTa/0mucTepa/KapToHeHaTa KyTHs ciiefl ,,[ onen 1o:/EXP*“. CpoKbT Ha TOJHOCT OTTOBaps Ha
MOCJIEHUS I€H OT MOCOYEHHSI MECell.

a ce cexpanssa B xmammrauK (2°C - 8°C). [la He ce 3ampa3ssiBa.

CpraH;{BaﬁTe MMPpEABAPUTECIIHO HAITBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA KYyTHUs, 3a Aa CC IMIpCAIia3u
OT CBCTJIMHA.

AJTepHATUBHO ChXpaHEHUE:

Korato e Heobxoaumo (HampuMep, KoraTo mbTyBate), Hyrimoz Moxke 11a ce cbxpaHsaBa IIpH cTaliHa
temreparypa (1o 25 ° C) 3a MakcHMaJeH eproA ot 42 mHu — TpaOBa Jja CTe CUTYPHH, Y€ IPOIYKTHT €
3alUTeH OT CBETIUHA. BeTHbK M3BaieHa OT XJIaUITHIKA 32 ChbXPAaHCHUE HA CTaliHa TeMITepaTypa,
Barmara npenBapuTeTHO HaITbJIHEHA CIIPHHIIOBKA TPAI0Ba /1a ce U3MO0J3Ba B pAaMKHUTE Ha 42 THU WK
Ja ce M3XBBPJIM, JOPU U J]a € BbpHATa B XyaauiHuka. TpsOBa a 3amnuiiere narara, korato Bamara
NpEeABAPUTENTHO HAITbIHEHA CIPUHIIOBKA € N3BaJIeHa 32 I'bPBU BT OT XJIAAWIHUKA U JaTaTa, Clel
KOSITO TpsIOBa J1a ce U3XBBHPJIH.

He n3xBbprstiiTe 1lekapcTBaTa B KAHAIM3ALMATA WM B KOHTEHHEPA 3a JOMAIIHU OTHAbLIH.

Ilonuraiite Bamus Q)apMaueBT KaK J1a U3XBBPJIUTC JICKAPCTBA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH III€ CIIOMOI'HAT 3a OITa3BaHC Ha OKOJIHATa Cpela.
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6. Cobabp:kaHue HAa OMAKOBKATA M JONbJIHUTEHA HHpopManus

KakBo cbabpxka Hyrimoz

. AKTHBHO BeIeCTBO: afaimMymal. EHa npenBapuTeHo HabIHEHA CIIPUHITOBKA ChIIbpkKa
40 mg ananmumyma6 B 0,4 ml paztBop.
. Hpyru cberaBku: aqunuHOBa kKucennHa, ManuTon (E 421), monmucop6ar 80 (E 433),

xnopoBomopoana kucenuna (E 507), natpueB xuapokcun (E 524) u Boja 3a HHXEKIIUN (BUXKTE
Touka 2 ,,Hyrimoz ceabspixa HATpUii).

Kak u3raexaa Hyrimoz u kakBo cbabp:ka onakoBKaTa

Hyrimoz 40 mg vHXeKInoHeH pa3TBOp (MHKEKIHS) B MPEIBAPUTEITHO HAMTBJIHCHA CIIPHHIIOBKA CE€
npeprara kato 0,4 ml OUCTBp /10 JIeKo onaecupar, Oe3BETeH WK OJIEIOKBITEHHKAB Pa3TBOP.

Hyrimoz ce nocraBs B CIpHHIIOBKA 3a €IHOKPATHA YIIOTPeda OT MPO3pavHo CTHKIIO THII I, ¢ uria ot
HepbxkaaeMa ctomana 29G, ¢ mpeaArnasuTen Ha Uriara ¢ MsICcTo 3a XBalllaHe, TyMEeHa Kallayka Ha uriata
(TepMoIITacTHYEH €1acTOMEp) U IIacTMAacoBO OyTaio, ceabpikama 0,4 ml pa3tBop.

Kapronenute kytuu cpabpkar | u 2 npeaBapuTEIHO HAITBJIHEHH CPUHIIOBKY Hyrimoz.
I'pynoBuTe OMaKOBKH CHIBPKAT 6 (3 OMTAKOBKH 1O 2) MPEIBAPUTEITHO HAITBITHCHH CITPHHIIOBKH
Hyrimoz.

He Bcuuku BHIOBE ONTAKOBKM MOXeE J1a Ca ITyCHATH Ha Ia3apa.
Hyrimoz moxe na ce mpeanara U KaTo IpeBapyUTEITHO HAIThJIHEHA ITHCAJKa.

IIpuTe:kaTes HA pa3pelIeHHETO 32 yHOTpeda

Sandoz GmbH
Biochemiestr. 10
6250 Kundl
ABcTpus

IIpouszBoaure

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

3a JOITBJIHUTCIIHA I/IHq)OpMaHI/ISI OTHOCHO TOBA JICKApPCTBO, MOJIsI, CBBPIKETE CC C JIOKAJTHUS
MNpeACTAaBUTEI Ha MMPUTCIKATEIA Ha PASPCHICHUCTO 3a yHOTpC6aZ

Belgié/Belgique/Belgien Latvija

Sandoz nv/sa Sandoz d.d. Latvia filiale

Tél/Tel: +32 2 722 97 97 Tel: +371 67 892 006

bnarapus Lietuva

Canpno3 bearapus KUT Sandoz Pharmaceuticals d.d filialas
Ten.: +359 2 970 47 47 Tel: +370 5 2636 037
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Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

ElLada

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvmpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

(EAAGS0)
ThA: +30 216 600 5000

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: +32 2722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

I[aTa Ha MOCJICAHO Npepasrjiekaane Ha JUCTOBKaTa

JApyru u3ro4yHMIM Ha HHPOpMaLUs

IToapo6Ha wHGOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiita Ha EBpomneiickara areHnus

1o JIeKapcTBara: https://www.ema.europa.eu.

7. Yka3zanus 3a ynorpeoda

3a Ja ce n30erae CBCHTYAJIHA I/IHCI)CKI_II/IH U 3a J1a C€ rapaHTUupa, 4Uc IIC U3IO0JI3BATC ITPABUIIHO

JICKapCTBOTO, BAXXHO € [1a CIIa3BATC CJICIHUTC YKa3aHUs.
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Tps0Ba 1a cTe CUTypHH, Y€ CTE MPOUEIH, pa30pany U cra3BaTe Te3H yKa3aHus 3a ynorpeda, mpeau aa

umkekrupare Hyrimoz. Bammsat MeIMIIMHCKY CIIEIUAIKCT 11e By mokake Kak Ja MOATOTBUTE U Jia
uHkekTupare Hyrimoz npaBuiiHO, KaTO U3IOJI3BATE MIPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA C
€IMHUYHA 1033, IPEIU 2 5 U3MO0JI3BaTe 3a MPHB I'BT. AKO UMAaTe BBIIPOCH, ToBopeTe ¢ Bamus
MEIULMHCKU CIIELHAIIUCT.

BamaTa npeaBapuTeTHO HANTBJIHEHA CIPHHIOBKA 32 eIHOKpaTHA ynoTpeda Hyrimoz ¢
Npeana3uTes HA UIJIATA M A0NBJIHUTETHO MSCTO 32 XBalllaHe

MpegnaswuTten Ha YWwnukKM 3a
PEA bytano
vrnara npbCcTN
Kana4dka Ha Ywnikn Ha [naBa Ha
Mpo3opue-Bu3bop npeanasvTens
unrnaTta byTtanoro

ETmkeT 1 paTta Ha

Ha WmaTa

N3THUYaHe Ha CPOKa

Ha roAgHOCT ['
W |/ |

H

(Duzypa A: HpeI[BapI/ITeJ'IHO HaIllbJIHCHA CIIPUHIIOBKA Hyrirnoz C IMpeAra3nuTeJl 3a urjiata u
JOIIBJIHUTECIIHO MJSCTO 3a XBalllaHE

MHuoro Ba:xHo ¢ Bue nga:

He M3M0JI3BaTe MPEIBAPUTEIHO HATbJIHEHATa CIIPUHIIOBKA, aKO 3alleyaTBaHeTo Ha OyiucTepa e
C HapylleHa LSUI0CT, Thil KaTo ynmoTpedaTa MoXe Ja He € Oe30macHa

He 0TBapsiTe KAPTOHEHATa KyTHs, IOKATO HE CTE FOTOBHU 3a U3IOJI3BaHE HA MPEIBAPUTEITHO
HaIlbJIHEHATa CIIPUHIIOBKA;

He 0CTaBsITe HUKOIa IIPEABAPUTEIHO HaIlbJIHEHAaTa CIPUHIIOBKA 0e3 HaOI0AeHUEe, KbAETO
JIPYTH XOpa MOJKE J1a UMaT JOCTHII,

3HaeTe, Y€ aKo U3IyCHETe CIIPUHIIOBKATA CU, He TPSA0BA Ja f M3MO0JI3BaTe, ako U3IJIexKaa
MOBpEIeHa, MJIM aKO CTE s U3IIyCHAJIM ChC CBAJICHA Kaladyka Ha UIJIaTa;

He CBaJIfATe Karaykara Ha Urjara 0 MOMEHTa Ha OCTaBsIHE Ha MHXKEKIUTA;

BHUMABAaTe J1a He JOKOCHETe MJICTOTO 32 XBAalllaHEe HA IMPEAINIa3UTeNIs Ha UIJIaTa Mpeau
ynotpeba. JJokocBaHEeTO My MOXe€ Ja IPUYMHH [IPEXKAECBPEMEHHO aKTUBUPAHE Ha
IIpena3uTens.

He NMpeMaxBaiiTe MJICTOTO 3a XBall[aHe MpeIr NHKEKTHPaHe.

umkekTuparte Hyrimoz 15-30 MuHYyTH cliell U3BRXIaHETO OT XJIaJMIIHUKA 332 HaMaJsBaHEe Ha
JCcKOMQOpTa IPU WHKEKTUPAHE;

U3XBBPIIATE U3ON3BAaHATA IPEABAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA BegHAara cjies ynorpeoa.
He u3nosn3BaiiTe NOBTOPHO NPeABAPUTEIHO HATbJIHEHATA CIPUHIOBKA. Biokre , 4.
H3xBBpJIsiHe HA U3MOJI3BAHU NPEABAPUTETHO HATBJIHEHU CIPMHIOBKH® B Kpast Ha
yKa3aHMsATA 3a ynoTpeoa.
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Kak 1a cexpaHsiBaTe IpeABAPUTETHO HATBJHEHATA CIPUMHIOBKA ¢ efMHUYHA 1032 Hyrimoz?

° CoxpaHsBaiiTe BHHIIIHATA KAPTOHCHA KYTHsI C IPEBAPUTEITHO HAITBIHEHU CIIPUHIIOBKH B
xmanuaHuk (ot 2°C mo 8°C).
. Korato Bu e HeoOxoauMa (HampuMep, ako e nbTyBare), Hyrimoz mosxe na ce chbxpaHsBa

pu cTaitna temmeparypa (1o 25°C) 3a MakcHUMalIeH repruoa 42 THU — YBepeTe ce, Ue €
npeanaseHa ot ceetiuHa. Cie U3BaKAaHe OT XJIa MITHHKA 32 ChbXPaHeHUE Ha CTaifHa
TeMIiepaTypa, Bamara npenBapuTeTHO HaIlbJIHEHA CIIPHHLIOBKA TPsi0Ba /1a ce U3M0JI13Ba B
CPOK /10 42 THM WJIH 12 ce U3XBBPJIM, JJOPH U MO-KbCHO € Omiia BbpHATa 00paTHO B
xnaaunauka. TpsaOBa na cu 3amuineTe jaTara, Ha KosTo Barrata npeaBapuTeTHO HAaITbITHEHA
CTIPHUHIIOBKA € M3BajIieHa 3a IPBB BT OT XJIAAWIHUKA, KAKTO U J1aTaTta, cje]] KOsTO TpsOBa aa ce

W3XBBPIH.

. 3a ;a mpeAnasuTe OT CBETIMHA MPEABAPUTEITHO HATBITHEHUTE CIIPUHIIOBKH, ChXPaHsIBATe TH B
OpWTHHAIHATA KaPTOHEHA KyTH 10 MOMEHTa, B KOWTO CTE TOTOBHU Ja T U3IIOJI3BATe.

. He cpxpansBaiiTe mpeaBapuTEeTHO HATBIHEHUTE CIPUHIIOBKY IPH €KCTPEMHA TOTUIMHA FITH
CTYI.

. He 3ampa3siBaiiTe npenBapUTENIHO HATBJIHEHUTE CIIPUHIOBKHU.

CoxpansiBaiiTe Hyrimoz u BCHUYKH JieKapcTBa HA MSICTO, HEJOCTHITHO 3a Jela.

KakBo Bu e HeoOxoauMo 3a Bamara nmkexknus?

[TocraBere cnenHUTE KOHCYMaTHBH Ha YMCTA U TIalKa TOBBPXHOCT.

B kapronenara Bu KyTHsI ¢ Ipe/IBAPUTEITHO HAIMBJIHEHATA CIIPUHIIOBKA Ca BKITIOYCHU:

. Hyrimoz npenBapuTenHo HambIHeHA(H) cripuHIIOBKa(H) (BrkTe Duzypa A). Beska
NpEeBaPUTEHO HAIThIHEHA CIPUHIIOBKA chabpika 40 mg/0,4 ml aganumymad.

B KapTOHCHATaA KyTH NPCABAPUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA HyrimOZ HC Ca BKIIIOUCHHU (BI/I)KTG

®durypa B):
. KbPIIUYKA, HAITOCHA ChC CITUPT
. MaMy4eH TaMIIOH HWITH MapJist

KOHTEIHep 3a OCTpH oTnaabliu. Buxre ,,4. I3XBbpisHe Ha U3MOJI3BaHU CIIPUHIIOBKU* B Kpas
Ha YKa3aHHsTa 32 yrnoTpeoa.
. JIereHKa

@uzypa B: KOHCYMaTHBH, KOUTO He €A BKJIIOYEHHU B KyTHUsTa
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IIpean Bamara nHKeKIUA

Quzypa C: npennasuTessaT Ha Uriaara He € Quzypa D: npeana3uTesarT Ha uriara e
aKTHBHPAH — CIPUHILIOBKATAa € TOTOBA 3a YNoTpeda | aKTUBUPAH — HE U3MOI3BaiTe

o] B Ta3u koHUrypanus npenanazuTessT Ha o B ta3u xoHuUrypanus npeamnasuress Ha
urnata HE E AKTUBUPAH. nurnata e AKTUBUPAH.

o CripuHIIOBKaTa € TOTOBa 3a ynorpeba o HE U3IOJI3BAUTE cnpunioBkarta
(Bmxte Queypa C). (BuxTe Queypa D).

IloaroroBka Ha CIIPUMHIIOBKAaTA

C 1en HamansBaHe Ha JUCKOM(OPTa IPU HHXEKTUPaHE B3EMETE OIMaKOBKAaTa, KOSITO ChIbpKa
CIPUHIIOBKATA, U 5 U3BaJIeTE OT XJIAJNITHHUKA, KaTO sl OCTABUTE HEOTBOPEHA Ha pabOTHATa CU
MTOBBPXHOCT 3a 0koJio 15 mo 30 MuHYTH, 3a J]a TOCTUTHE CTaifHa TeMIIepaTypa.

W3Banere nmpeaBapuTeTHO HATBJTHEHATA CIPHUHITOBKA OT OJIHCTEpAa.

[TormenaeTe mpe3 Mpo30pUueTo-BU3L0p. Pa3TBOPHT TpsiOBa na Obe OC3BETEH MITH
ONeTOKBITCHUKAB, a CHIIO M OHCTHP 110 JIeKO onanecuupanl. He ro u3monspaiite, ako BUANTE,
4Ye uMa TBbPAM YaCTHLM W/WJIHM MPOMSHA Ha IBeTa. AKO HMaTe HIKAKBU OMAaceHUs] OTHOCHO
BHJIa Ha Pa3TBOPA, CBBPIKETE ce B Bammus (hapMarieBT 3a ChACHCTBHE.

He u3non3gaiite nmpeiBapUTEIHO HAITBIHEHATA CIPUHIOBKA, aKO € CUyIIeHa WJIU aKO
MIpeNa3uTeNAT Ha UIJIaTa € akTUBHpaH. BbpHeTe npeaBapuTeHO HAaTbJIHEHATa CIIPUHIIOBKA U
OIIaKOBKaTa, B KOSITO CTE 5 TIOJTY4WIIH, B allTEeKaTa.

[ornexnere narata Ha u3TH4aHe Ha cpoka Ha roguoct (EXP) na Bamara npeaBapurento
HaITbJIHEHA CIPUHIOBKA. He u3non3Baiite npeIBapuTEIHO HAIIbJIHEHATA CIIPUHIIOBKA, aKO
CPOKBT Ha TOJHOCT € U3TEKBbIL.

Cebpikere ce ¢ Bamus ¢papmaneBT, ako CIIPUHIIOBKATa HE U3ABPKH HIKOU OT OMUCAHUTE MIO-TOpE
IIPOBEPKHU.

1.

M360p Ha MSICTO 32 HHKEKTHpPaHe:

[IpenoppyaHOTO MSACTO HA MHXKEKTUPAHE €

npeaHata yacT Ha 6eapoto. Moxe 1a u3nosi3Bare

JOJTHATa 9acT Ha KOpeMa, HO HE M 30HaTa Ha 5 cm

okoJio bna (Buxrte Duzypa E).

Bunaru n30upaiite pa3mu4HO MSICTO, KOTaTo CH “
[IOCTaBSITE MH)KEKIIHS.

He nnxexTupaiite B 30HH, KbJIETO KOXKaTa €

OoJie3HeHa, CbC CHHUHM, 3a4€PBEHA, C JIIOCIH WIN

e TBBpaa. M30sarBaiiTe 30HM ¢ O€Ie3u WM CTPHH. ' .
Axo nmare nicopuasuc, HE Tps6Ba na
WHXEKTHpATe TUPEKTHO B 30HUTE C ICOPUA3UCHU
IIJTaKH.

@uezypa E: 1300p Ha MsCTO 32
UHXEKTHPaHEe
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2.

IlouncTBaHEe HA MSICTOTO HA HHIKCKTHPAHE:

W3muiiTe TpHKiIMBO PBLETE CU ChC CAllyH U BOJA.
C KpBroBH JBHXEHHS [TOUYNUCTETE MACTOTO 3a
HWH)XEKTUPaHE ¢ KbPIMYKA, HAIIO€Ha ChC CIUPT.
OcrtaBeTe ro 1a U3ChbXHE, IPEIU Ja HHXEKTUpaTe
(Bmwxre Duzypa F).

He nokocpaiite mo4yncTeHaTa 30Ha Ipeau
HMHXEKIUATA.

‘Il I

@Duzypa F': llouucreTre MICTOTO 32
UH)KEKTHpaHe

3.

IlocTaBsiHe HA MHKEKIUATA:

BHuMarenHo u3bprnaiiTe Kamaykarta Ha UIiaTa
0e3 /1a s OrbBaTe, 3a J1a sl CBAJIMTE OT
NpeBAPUTEITHO HAITbJIHEHATA CIIPUHIIOBKA (BHKTE
Duzypa G).

W3xBBbpiieTe KanaykaTa Ha UIJIaTa.

BB3MOXKHO € Ja 3a0ee)nTe Kalka TeYHOCT Ha
BbpXa Ha uriara. ToBa € HOPMAJHO.

BHuMmarenHo 3axBaHeTe KOXHa T'bHKA HA MSACTOTO
Ha UHKekTupane (Buwxkre Quzypa H).

BbBeneTe urnata B Koxara CH, KakToO € TIOKa3aHo.
Hatucuere urnara nokpati, 3a ia ce rapaHTupa, ue
JICKapCTBOTO Iie OB/Ie LAIOCTHO BHBEICHO
W3non3BaiiTe CIpHHIIOBKATA B pAMKHTE Ha

5 MUHYTH cJie/l OTCTpaHsIBaHE HA KamaykaTa.

3anpbKTe MPEeIBAPUTEITHO HATBITHEHATA
CIIPUHIIOBKA, KAKTO € moka3aHo (Bmwkre Duzypa ).
baBHO HaTHCHeTe OyTanoTO HOKpai Taka, de
IJ1aBaTa Ha 0yTanoTo Ja 0b/e U3IAI0 MEXIY
MSICTOTO 32 XBall[aHE Ha MPEATA3UTeNs Ha Uriiara.
JpwxTe OyTasoTo HATHCHATO JAOKpail, KaTo
€HOBPEMEHHO C TOBA AbP)KHUTE M CIIPHHIIOBKATA
HEMOJIBU>KHO Ha MSICTOTO 1 3a 5 CEeKyH/IU.

Karo abp:kure 0yTa10TO0 HATHCHATO JOKpai,
BHUMATEJIHO W3BAAETE UIJIaTa OT MCTOTO Ha
HH)XEKTHpaHe 0e3 1a orbBaTe U OTIyCHETE KoXKaTa
(Bmxre Quzypa J).
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. BbaBno ormycHere OyTanoro, 3a Ja MOXe
MPEANa3uTeNsAT Ha UrilaTa aBTOMAaTHYHO /12
MOKpHe orojieHata uria (Buwkre Quzypa K).

. BB3M0OXKHO € Ja nMa MaJIKO KpbB Ha MSICTOTO Ha
WHXXeKTHpaHe. Mose 1a IpUTUCHETE TaMy4eH
TaMIIOH WK MapJis KbM MSCTOTO Ha MH)KEKTHpaHE
u na 3agbpxute 10 cexynnu. He pastpunaiite
MSCTOTO Ha MHXKEKTHpaHe. Mose [1a ToKpueTe
MSCTOTO Ha MH)KEKTHpaHEe C MaJIKa JIeTIeHKa, aKo
uMa HyXJa.

@uczypa K: baBHo oTmycHeTe OyTaoTo

4, I/I3XB'[)p.]'lﬂHe Ha U3I0JI3BAHUTEC CIIPUHIOBKH:

o I/ISXBBpHeTe HM3II0JI3BaHaTa CIIpUHIIOBKA B
KOHTEHMHEepa 3a OCTPU OTHAABIM (J0Ope 3aTBapsII
ce, yCToH4MB Ha MpoOuBaHe ChJ, BIKTe Duzypa
L) ). Kakro 3a Bammre 6e30macHOCT U 31paBe,
TaKa ¥ 3a TE3H Ha APYTUTE XOpa, UTTIUTE U
W3IIOJI3BAaHUTE CIPUHIIOBKH HE TPIOBa HUKOTA J1a
Ce U3I0JI3BaT NOBTOPHO.

. He uzxBbpiisiiTe JekapcTBa B KaHAIM3aMATa WU
B KOHTEIHEpa 3a JoMalllHu oTnaabuu. [lonuraiite
Bamus nexap wiu gapManeBT Kak Jia U3XBbPIATE
JIEKapCcTBaTa, KOUTO HE U3MOI3BaTe. Te3u MepKu
IIe CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATa cpefa.
Hewnsnon3BaHusAT JIeKapCTBEH MPOLYKT UK
OTIIaJbYHUTE MAaTEPUAIIH OT HETO TPsOBa J1a ce
U3XBBPJIIT B CbOTBETCTBUE C MECTHUTE
HN3UCKBAaHUs.

L 1

=
&

__

@ucypa L: n3xBbpIeTe U3M0I3BaHATA
CIIPHHIIOBKA

AKO0 UMaTe HAKAKBH BbIIPOCHU, M0JIsl, rOBopeTe ¢ Bamus jekap, papmManeBT WM MeIUIUHCKA

cecTpa, KOUTO ca 3amo3HaTu ¢ Hyrimoz.
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JIncroBka: uH(poOpManuA 32 NalHEHTA

Hyrimoz 40 mg nHKeKIIMOHEH Pa3TBOP B MPeIBAPUTETHO HANBJIHEHA MHCAJIKA
ananumymab (adalimumab)
40 mg/0,4 ml

HpoqueTe BHUMATEC/IHO LAJIaTA JIUCTOBKA MPEIU 1A 3aII0YHETE 1a U3MM0JA3BATE TOBA JICKAPCTBO,

Thil KaTO T CbAbP2Ka BaskHa 3a Bac undopmanus.
- 3amaszeTe Ta3y JUCTOBKAa. MOXe a ce HAJIOKH [a S IPOYeTeTe OTHOBO.
- Bamust nexap me Bu nane cpliio HanoMmHsAIA KapTa Ha NalMeHTa, KOSITO ChIIbpiKa BaKHa

WHPOPMAIHs OTHOCHO 0€30MacHOCTTA, C KOSATO TPsIOBA Aa CTe 3all03HATH, IPEU /1a 3aTl0YHETe
na npuiarare Hyrimoz u o Bpeme Ha nedeHueto ¢ Hyrimoz. CpxpaHsiBaiiTe Ta3u HamoMHsIIA
KapTa Ha IallMeHTa y ce0e cu 110 BpeMe Ha JICUCHUETO U 4 Mecela Clie/l OCIeqHaTa HHKEKLIUI

Hyrimoz, nocraBena Ha Bac (na Barmero nere).
- AKO UMare HIKaKBH JIOMBIHATEIHA BBIIPOCH, MonuTaiTe Bamus iekap uinu GpapMaresT.

- ToBa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro mpeotcThnBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO 4e TIPU3HAIIUTE Ha TAXHOTO 3a00JIIBaHE ca ChIUTE KaTo Bammure.
- AKO IONyYUTe HIKAKBH HEXCIIAaHU peakiuy, yBeaomeTe Bamus nexap unn papmariet. ToBa

BKJIIOYBA M BCHYKU BH3MOKHU HE)KEJIaHU PEaKIIU1, HEOIMCAHU B Ta3H JUCTOBKA. BuxkTre
TOYKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1. Kakgo npencrasnssa Hyrimoz u 3a kakBo ce U3Ion3Ba

2. Kakgo TpsiOBa na 3Haere, npenu aa usnoissare Hyrimoz

3. Kax mga m3nomssare Hyrimoz

4. BB3MOXHH HEXENaHU peaKkluu

5. Kak na cexpansBare Hyrimoz

6. ChappikaHre Ha ONAKOBKATa U JOIBIHUTEHA HHQOpMALIUS
7. YkazaHus 3a ymorpeda

1. Kaxgo npencraBiassa Hyrimoz u 3a kakBo ce u3noJi3Ba

Hyrimoz csambpika akTHBHOTO BEIECTBO aaiiMyMa0, JIEKapCTBO, KOETO JeiCTBa Ha UMyHHATa
(3amuTHaTA) cHCcTEMa Ha OpraHu3Ma.

Hyrimoz e npeqHa3HaueH 3a JICUCHUE Ha CIICHUTE Bh3MATUTEIHHA 3200 IIBaAHUS:
PEBMaTOMICH apTPUT

NOJIMAPTHKYJIAPCH IOBCHUIICH UIMONIATHYCH apTPHUT

apTPUT, CBBP3aH C EHTE3UT

AQHKMJIO3MPAIL] CIIOHTUITUT

aKCHAJICH CIIOHIMIIOAPTPUT O0e3 peHTreHorpad)CKu JaHHH 32 aHKUIJIO3UPAIL CIIOHIMIAT
NICOPUATUYCH apTPHUT

TICOPHUA3HC C TUIAKH

THOCH XHUPAJCHUT

6onect Ha Kpon

yJILEPO3eH KOJIUT

HEMH(EKLINO3EH YBEUT

AkTHBHOTO BemecTBO B Hyrimoz, aganumyma0, € MOHOKJIOHATHO aHTHUTsUT0. MOHOKIOHATHUTE
aHTHTeNa ca MPOTEHHHU, KOUTO Ce CBBP3BAT ChC CHEUU(UYHU MUIICHU B OpraHU3Ma.

Crnenuduanara MUIIIEHa Ha afaTuMymad e IpoTenH, HapedueH TyMop-HekpoTusupail paktop (TNFa),
KOUTO IMPUCHCTBA B NIOBUIICHHU KOJHNYECTBA IIPU BHINAIIUTCIIHUTE 336OH$[B3HI/IH, I/I36pOGHI/I Imo-rope.
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Cabp3Baiiku ce ¢ TNFa, Hyrimoz 6iokupa HeroBoto AeCTBHE U HaMallsiBa B3MAICHUETO MIPH TE3H
3a001sIBaHUS.

PeBMaTouzicH apTput

PeBmaTroumausAT apTpUT € BB3INAJINUTEIIHO 3a00JIIBaHE HA CTaBHUTE.

Hyrimoz ce u3nos3Ba 3a ieueHue Ha peBMAaTOUICH apTPUT MPH BB3PACTHU. AKO HMaTe YMEPEHO 10

TEXKO M3pa3eH aKTUBCH PEBMATOUAEH apTPUT, IbPBOHAYAIHO MOXe a Bu Obaar npunaranu apyru,
MIPOMEHSIIIN X0/1a Ha 3a00IIBaHeTO JIeKapCcTBa, KaTO METOTpeKcaT. AKO Te3H JIeKapcTBa He AeHcTBaT
JocTaThuHO A00pe mpu Bac, me Bu 0b1e npennucan Hyrimoz 3a neduenne Ha peBMaTOWIHUS apTPHT.

Hyrimoz ce u3mos3Ba u 3a JeUCHNE Ha TEXKKO U3Pa3eH, AKTUBEH U TIPOTPECUBEH PEBMATOUJICH apTPHUT
0e3 MpeaXoIHO JCUSHUE C METOTPEKCAT.

Hyrimoz moxe 1a 3a0aBsi CTPYKTYpHUTE YBPEXKJaHUS Ha XPYIISIa M KOCTTAa Ha CTaBUTE, IPUINHEHH
0T 3a00JIsIBaHETO U MOA00psABa (pr3uyecKkaTa aKTUBHOCT.

O6ukHOBeHO, Hyrimoz ce ymotpebsiBa ¢ MmeToTpekcaT. Ako BammsT nekap npenenu, ge
NPUIOKEHUETO Ha METOTPEKCaT He € OAXO0IA1I0, TO Hyrimoz Moxke ja ce mpuiara caMOCTOSITEITHO.

[TonuapTHKyIapeH I0BEHWIEH WIHONATHYEH ApTPUT

[lonmapTUKyTapHUAT IOBEHUJICH UIUOMATHYEH apTPUT € B3MAIUTETHO 3a00JIIBaHE Ha CTABUTE, KOETO
OOMKHOBEHO 3aIl04Ba B IETCKA BH3PacT.

Hyrimoz ce u3nos3Ba 3a JieueHHe Ha MOJMAPTHKYJIaPEH IOBCHUIICH UIMOMATHUYCH apTPHUT MIPH Je1a
Y IOHOIITK Ha BB3pacT oT 2 1o 17 rogunu. [IbpBOHAYAIHO HA MAIIUEHTUTE MOKE J1a ObJAT MPHJIATaHU
JIPYTH, IPOMEHSIIU X0/1a Ha 3a00IIIBaHETO JEKapCTBa, KAaTO METOTpeKcaT. AKO Te HE JeiCTBaT
JIOCTaThYHO T0Ope, Ha MaMeHTUTe Iie Obe npeanucad Hyrimoz.

ApTpHUT, CBBP3aH C EHTEZUT

ApPTPUTBT, CBbP3aH C €HTE3UT, € BH3MAINTEIHO 3a00/IBaHe HA CTABUTE M Ha MECTaTa, KbIETO
CYXOXHJIUATA CE TPUKPEIAT KbM KOCTTA.

Hyrimoz ce usmonssa 3a jgeueHre Ha apTPUT, CBBP3aH C EHTE3UT, TIPH TaIHEHTH HaBBPIIIH 6
rogunu. [IspBOHaUATHO MOJKe 1a Bu ObJaT npritaranu Ipyru MPOMEHSIIIH X0/1a Ha 3200 IsIBAHETO
JIeKapCTBa, KaTO METOTpEKCcaT. AKO He ce MOBIUACTE JOCTATHUHO J00pe OT Te3M JIeKapCTBa, e Bu
Obae HazHaueH Hyrimoz.

AHKWIO3UpAI CHOHIWINT U aKCUAJIEH CIOHJIUIOAPTPUT 0€3 peHTreHorpad)CKu JaHHU 3a
AHKWJIO3UPAILl CHOHIUINT

AHKHJIO3UPAIIUAT CIIOHAWIUT U aKCHATHHUAT CIIOHAMIOAPTPUT Oe3 peHTreHOrpad)CKU JaHHU 3a
AHKWJIO3UpAIIl CTIOHAWIUT Ca Bh3MAIUTEIHU 3200 sIBaHMsI HA TPHOHAYHUS CTHIO.

Hyrimoz ce u3non3Ba npu Bh3pacTHU 3a JICUCHUETO Ha Te3H 3a00JIIBaHUs. AKO UMAaTe aHKHJIO3UPAIIl
CIIOHJIMITUT WITU aKCHAJIEH CIIOHIMIOAPTPUT 03 peHTreHOrpadcKu TaHHY 32 aHKUIIO3HPAIll
CTIOH/IMIIUT, IBPBO Iie By ObaT npunaranu Apyry JekapcTBa. AKO T€3M JIGKapCcTBa He JIeHCTBAT
JIOCTAThYHO J00pe, 3a HaMajIsiBaHE Ha MPU3HALIMTE M CUMITOMUTE Ha Barrero 3a0oisBane 1ie Bu
0pne mpennucan Hyrimoz.

Ilcopuasuc ¢ mIaky mpu BE3PacTHH U Aelia

HCOpI/Ia3I/IC’bT C I'TaKHU € BB3NaJIMTCIHO KOXKHO 3a6OJ'I$IBaHC, KOCTO MPEAN3BUKBA 06pa3yBaHeT0 Ha
YCPBCHHU, JIFOCIICCTHU, TBBPJAU IICTHA I1O KOXKaTa, IOKPHUTU CbC Cp66pI/ICTI/I JIFOCIIH. HCOpI/IaSI/IC’BT C
IJIaKU MOJKE J1a 3aCCTHE U HOKTUTE, KAaTO T'M IIpaByu YYIUIMBU, BOAU 10 y,ue6en;[BaHe H OTACIIAHEC Ha
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HOKBTA OT HOKBTHOTO JIOXKEC, KOCTO MOXXE J1a € 6onesueno. Cunrta CC, € NCOpHUA3UCHT CC NPpHUIUHABA
OoT HpO6J’IGM C UMYHHATa CUCTEMa Ha OpraHu3Ma, KOUTO BOJU OO MOBUIICHA MPOAYKIHA HAa KOXHHA
KJICTKH.

Hyrimoz ce u3nosn3sa 3a ieueHne Ha yMEpeH A0 TeXbK COPUA3UC € TUIAKU NPH Bh3pacTHH. Hyrimoz
Ce M3II0JI3Ba ChIIIO U 32 JIEYEHHE Ha TEXbK IICOPUA3HUC C TUIAKH IIPH JeLia U IOHOLIN Ha Bb3pacT

oT 4 o 17 roauHu, IpU KOUTO MPHIIaTaHUTE JIEKAPCTBAa BhPXY KOXKaTa U JIeueHHeTo ¢ YB cBeTinHa He
ca MoJIeicTBANN MHOTO JOOpe WK HE ca TOAXOISIIH.

IlcopuaTrued apTpuT

HCOpI/IaTI/I‘IHI/ISIT apTpUT € Bb3MNAJIUTCIIHO 3a00IIIBaHe HA CTaBUTC, CBbP3aHO C IICOpHUa3ucC.
Hyrimoz CC M3MO0JI3BA 3a JICUCHUEC HA IICOPUATUYCH APpTPUT IPU Bb3PACTHU. Hyrimoz MOXKE Ja
3a0aBH CTPYKTYPHHUTC YBPCKAAHUA HA XPYLIAIda U KOCTTAa HA CTABUTC, IPUYUHCHU OT 3a00IIIBaHETO

1 TIo100psiBa pu3NUIecKaTa akKTHBHOCT.

T'HOCGH XMApaJCHUT OPU BH3PACTHU M IOHOIIHN

I'HolHUST XUApPaaeHUT (MMOHAKOTa HApUYAH aKHE MHBEP3a) € MPOABIDKUTEIHO H Y€CTO 00JIC3HEHO
BB3MAIUTEIHO 3200/ sIBaHe HA KokaTa. CHMIITOMHUTE MOTAT JIa BKIFOYBAT YYBCTBUTEIIHU BH3JIH
(moxytuHM) U abcrecu (IUpen), OT KOUTO MOJKe J1a U3TH4Ya THOH. To Hali-uecTo 3acsira KOHKPETHH
YYacThIM OT KOXaTa, KaTo MO/ ThPIUTe, MOIMUIIHUIIUTE, BhTPEIIHATA YacT Ha Oenpara, CllaOMHATE
U CeaMIIETO. B 3acernaTure paiioHH MOTarT Jia OCTaHaT U OeJie3H.

Hyrimoz ce u3moi3pa 3a JieueHue Ha

o YMEpEH JI0 TeXBK THOCH XUIPASHHUT MTPH BH3PACTHU U
. YMEpEH JI0 TEXbK THOCH XUJIPAJIEHUT MPH IOHOIINU Ha Bbh3pacT oT 12 g0 17 roauHu.

Hyrimoz moxe 1a Hamanu Opost Ha Bammre Bb31m 1 abcriec u 00jIKaTa, KOSITO YeCTO € CBhp3aHa ¢
oonecrra. [IspBOHaYaTHO MOKe 1a By ObaaT npunaranu ApyrH JiekapcTBa. AKO Te3H JeKapCcTBa He
JIEHCTBAT AOCTAaTHYHO A00pe, e Bu 0b1e npennucan Hyrimoz.

Bosnect Ha KpoH 11pu BE3pacTHH U Jlena

Bbonecrra Ha KpoH e Bb3nanuTenHo 3a00JsBaHe Ha YepBarTa.

Hyrimoz ce n3non3Ba 3a jedeHne Ha
o yMepeHa J10 Texka 6osectra Ha KpoH npy BB3pacTHU U
. yMepeHa 1o Texxka 0osect Ha KpoH mpu Aera v FoHOIITH Ha Bb3pacT oT 6 10 17 romuHy.

Axo CTpagare oT boiecTTa Ha KpOH, IIbPpBOHAYAIIHO MOXKE 11a Bu 6’LlIaT npuiaranv Apyru J€KapcCcTBa.
AXO He ce ITOBIIHsICTE JOCTATBbYHO ,Zl06p6 OT TE3HU JICKapCTBa, 11 Bu 6’[:,[[6 npujiaaraH Hyrimoz 3a

HaMaJIsIBaHE Ha MPU3HAINTE U CHMIITOMHTE Ha Bamero 3abonsBane Ha KpoH.

ViI1epo3eH KOJIUT IIPU BB3PACTHH U JIEIA

yJ'I]_[epOSHI/IﬂT KOJINT € BB3IMAJUTEIHO 3a00/IsIBaHe HA I[G6€JIOTO YCpBO.

Hyrimoz ce n3non3Ba 3a jiedeHne Ha
o YMEpEH JI0 TeXBK YIIIEePO3eH KOIHUT IPH BH3PACTHU U
. YMEPEH JI0 TEXbBK YJIEPO3eH KOJIUT IIPH Jiella U FOHOIIN Ha BB3pacT oT 6 g0 17 roguHu.

AKO MMarTe yJIepo3eH KOJIHT, TbPBO MOe J1a Bu Obaat nafeHu Ipyru jiekapcTBa. AKO Te He

JICHCTBAT JOCTATHYHO J00pE, 32 HAMANIABAHE HA MPHU3HAIUTE U CHMIITOMHUTE Ha Barus yiiepo3eH
KouT me Bu 6b1e npeamucan Hyrimoz.
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HCI/IHd)CK]_II/IO3eH YBCUT IIPHU BB3PACTHHU U JCIIA

HeI/IH(i)eKHI/IOSGH YBEUT € BH3MNAJIUTCIIHO 3a6OHHBaHe, 3acdaramio onmpeaAcjICH 4aCTH Ha OKOTO.
Brp3manenuero Boau 10 HaMmajsIBaHE Ha 3pCHUCTO Y/VIM HAJIMYKWE Ha MBTHHHU B OKOTO (llepHI/I
TOYUIU WIHA ThbHKHU JINHUU, KOUTO CC ABUIKAT B 3PUTCIIHOTO HOJ'IG). Hyrimoz JIeiicTBa 4pe3 HaMaJIIBaHE
Ha TOBA BB3IIAJICHUC.

Hyrimoz CC M3II0JI3BA 34 JICUCHHC Ha

L4 BB3PACTHHU C HGI/IH(l)eKLII/I03€H YBCUT, C BB3MIAJICHUEC, 3aCATaIl0 3aJHATA YaCT HA OKOTO

L4 Acla, HaBbpUIWIIN 2 TrOAWHHU C XpOHUYCH HeI/IH(l)eKI_II/IOSGHyBGI/IT, C BB3MNAJICHUEC, 3aciaTraiio
nmpe€aHara 4aCcT Ha OKOTO

[IspBoHauanHO MOKe 1a By Obaar mpuiaranu ApyrH JiekapcTBa. AKO HE Ce MOBIHIETE JOCTATHhYHO
J00pe OT Te3u JieKapcTBa, 1ie Bu 6b1e HazHaveHn Hyrimoz.
2. Kakso TpsdBa 1a ce 3Haete, npeau aa usnojspare Hyrimoz

He usnoassaiite Hyrimoz

o aKO CTC AJICPTUYHH KbM aIaTUMyMal MM KbM HSAKOS OT OCTAHAJIUTE ChCTABKU Ha TOBA
JIEKapcTBO (M30pOCHU B TOUKA 6).
. aKo UMaTe TeKKa HHQPEKINS, BKIIIOUUTEITHO TYOepKyJ03a, Cerncuc (OTpaBsHe Ha KPBBTA), HITH

JPYTH ONOPTIOHUCTUYHU HH(DEKIUH (00MYaiHu HH(EKINH, CBEP3aHU C OTcIa0BaHe Ha
UMyHHara cuctema) Baxxno e na mHpopmuparte Bamms nekap, ako umMare CHUMOTOMH Ha
MH(EKIYs, HaIpUMep TpecKa, paHH, OTIAaIHAIOCT, IPOOJIeMHU ChC 3b0UTE (BIKTE
LI IpeayTIpekIeHNS U TIPEAITa3HI MEPKH‘).

. aKo MMaTe yMepeHa 710 TeXKa ChpJeyHa He0CTaThYHOCT. BaskHO e na nHpopmupare Bamus
JieKap, ako CTe UMaJId MJIM UMaTe CEpHO3HO ChPACYHO 3a0omsBane (BHXKTE ,,JIpenynpesxaeHus u
MpeIna3Hu MEPKU*).

IIpenynpexneHus u NpeAnasHu MepKH
l'oBopete ¢ Bamms nekap nim dapmanest, npenu aa unonassare Hyrimoz.

AJjlepruuna peaxmus

o AKO MMaTe aJiepriuyHa Peakiusi ChC CMHMITOMH KaTO CTSATaHEe B IbPANTE, XPUIITCHE, 3aMaiiBaHe,
OTOK WM 00pUB, He HHKeKTHpaliTe moBedue Hyrimoz u He3abaBHO ce cBBpkeTe ¢ Bamms nekap,
ThH KaTO B PEIKU CIydau T€3H PEaKIMK MOTAT J1a ObJaT )KUBOTO3aCTPAIIIaBAII[H.

Hudexrmn

. Ako umare uHGEKIUS, BKIFOUYUTEIHO MPOIBIKUTEIHA UK OrpaHryeHa nHpeKus (KaTo
HaIpUMep s3Ba Ha Kpaka), KOHCYyJATHpaiiTe ce ¢ Bammus nexap npenu ynorpedara Ha Hyrimoz.
AKO He CTe CUT'YPHH, CBBpXKeTe ce ¢ Bamms nekap.

o ITo Bpeme Ha sieuenuero ¢ Hyrimoz Moxere Jia ce pazboseete mo-iecHo ot uHpekimu. To3u
PHCK MOJKE J]a ce YBEJIMYH, ako QyHKIusITa Ha Oenure Bu nqpobose e HapymeHa. Te3n
MHQPEKIIUU MOXe Jla ObJIaT CEpUO3HU U Ja BKIIIOYBAT TYOEpKYII03a, HH()EKIINY, TPUIHMHECHU OT
BUPYCH, I'bONYKH, TTAPA3UTHU WITH OAKTEPHH, WK JPYTHd HEOOHUYAHN MPUUWHHUTENN Ha
WH(EKITNHN U cericuc (0OTpaBsHE Ha KPBHBTA).

o B penxu ciyvan, Te3u uHbEKIUA MOXKe a ObJaT KHUBOTO3acTpamasany. BaxHo e 1a
uHpopmupare Barus jekap 3a mosBara Ha CHMIITOMHU KaTO TPEeCKa, PaHU, OTHAJHATIOCT WU
npoOJeMH Che 3p0HUTe. Bamust nekap Moske J1a mpernopbyua BpEMEHHO CIIUpaHe Ha yrnoTpebara
Ha Hyrimoz.
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Ty6epkyinosa (TE)

Tbif kKaTo UMa CHOOIIIEHHS 32 TYOEPKYII03a P MANMEHTH Ha JISYeHHe ¢ anannMymad, Bammst
nekap e Bu n3cnenBa 3a mpusHalUM ¥ CUMIITOMH Ha TyOepKyJo3a Ipey 3aloyBaHe Ha
nedenueTo ¢ Hyrimoz. ToBa BkiItouBa 00CTOHHA MEUITMHCKA OIICHKA, BKIIFOUUTEITHO aHAMHE3a,
Y TIOJIXO/ISAI CKPHHUHT (HampuMep PeHTT€HOBa CHUMKA Ha TPBIHUS KOII U TyOepKyITHHOB
Tect). [IpoBeXxTaHeTO M pe3yATATUTE OT TE3W U3CICABAHUS TPIOBA Jla ce OTOCIIeKAT BHB
Bamara nanmomHsIIa kapra Ha narueaTa. MHOTo € BaxHo 1a uHbopMupaTe Barmmms nekap, ako
cte OoneayBaiu OT TyOepKyJ03a Uil CTe OMJIHM B TECEH KOHTAKT C HAKOW OOJIeH OT
TyOepkyno3a. [1o Bpeme Ha JedeHNEeTO MOXe Jla ce pa3Bue TyOepKyIlo3a, TOpH aKo

CTe MpHeMall JIeYeHHe 3a TpeAna3Bane oT TyOepKyio3a. AKO 10 BpeMe Ha JISYEHUEeTO WIIH
CJIeJ] HETO Ce TIOSIBAT CUMIITOMU Ha TyOepKyso3a (IIOCTOSIHHA KalllTuIla, 3ary0ba Ha TerJjo, JIMica
Ha CHepTHs, JIEKO TIOBUIIICHA TeMIIepaTypa) WK HAKaKBa JIpyra nHpeKnus, He3abaBHO
nHopmupaiite Bamms gexap.

I[IsTyBane/moBTapAmM ce UHGEKIIUU

Kaxere na Bamms nekap, ako cTe ®UBEJIU WK ITbTYBaTe B pallOHH, KbJETO MHOTO YECTO C€
cpemat HHQEKIUHA OT THOMYKH KaTO XUCTOIUIA3M03a, KOKIIHIHOUIOMHKO3a HITH 0JIACTOMHKO3a.
Kaxxete na Bamms nexap, ako cre 00yiefyBajy OT MOBTapPAIIN ce HHPEKIIUN UITH IPYTH
3a00JIIBaHUs, KOUTO MMOBHUIIABAT PUCKA OT HH(EKIIHU.

Bupyc Ha xenatut B

I'oBopere ¢ Bamms siekap, ako cte HocuTen Ha Bupyca Ha xenatuT B (HBV), ako umate
aktuBHa HBV nubexnus nnm cuurare, 4e cTe U3JI0KEHH Ha PUCK OT 3apassBane ¢ HBV.
Bammsar nexap tpssoBa qa Bu uszcnenBa 3a Bupyca Ha xenatut B (HBV). Anannmymad moske
MOBTOPHO J1a akTuBUpa uHPpekuusata or HBV mpu xopa, HocuTenu Ha To3u BUpYc. B Hsikon
pelKu ciydan, 0COOCHO aKo MpHeMaTe APYTH JeKapcTBa, KOUTO MOTHCKAT UIMyHHATa CUCTEMa,
MTOBTOPHOTO akTHBHpaHe Ha nHpekmuiaTa ¢ HBV moxke ga 0b1¢ )XKHBOTO3aCcTpaIIaBaio.

Bw3pact Hajg 65 rogunu

AKO cTe HaBBPIIWIN 65 TOJMHHU, MOKE J1a CTE MO-NMOJATIANB KbM HH()EKIUH JOKATO IpHilarate
Hyrimoz. Bue n Bamusr nekap tpsiOBa 1a oOpbliare CrieiaaHO BHUMAHHE 32 MPU3HALN Ha
MHQEKIus, ToKato cte Ha JedeHune ¢ Hyrimoz. Baxno e na nadopmupare Bammus nekap, ako
NPOSIBUTE CHMITOMH Ha HH(EKIHS, KaTO TPECKa, paHH, JIUIICA Ha EHEPIHs, MPOOJIEMH ChC
3p0uTE.

Omneparnyst WM IpoOIIEMHU ChC 3B0UTE

Axo Bu npenictou onepaiys Uiy J€HTaIHU MPOIeAYypH, MOJIs, KakeTe Ha Bamus jekap, ye
npunarate Hyrimoz. BamusaT nexkap Moke Ja mpenopbya BpEMEHHO J1a Crpe yroTpedara Ha
Hyrimoz.

JleMuenuaU3upaIio 3a00IBaHe

AKO uMare WM pa3BUETE JEMHUCITUHU3UPAIIO 3200 sBaHe (3200 sBaHe, KOSTO 3acsra
3alUTHATa OOBUBKA HA HEPBHUTE, KATO MYITHUIJICHA CKIIepo3a), Bamust nekap e penu 1anu e
HE00X0IMMO Ja IMoTydJaBaTe WIH JIa IPOAbIDKUTE na morydaBaTe Hyrimoz. HezabaBHO
uHpopMuparite Baius nekap, ako UMaTe CUMITOMH KaTO IPOMEHH B 3pEHHUETO, C1a00CT B
pBIIETE WM KpaKaTa WK U3TPBIIBAHE UM MPaBYYKaHE B HAKOS YaCT HA TSUIOTO.

Bakcuna

OHpeI[CJ'IeHI/I BAaKCHHU CHAbPIKAT KUBU, HO oTCcIabeHn (bOpMI/I Ha 6OJ'ICCTOTBOpHI/I 6aKTepI/II/I NI
BUPYCHU U HC TpH6Ba Aa c¢ npuiarat 1o BpeMe Ha JICHCHUCTO C Hyrimoz, 3a [1a HC IIPpCAN3BUKAT
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ciyuaitno nngekuus. [locsBerBaiiTe ce ¢ Bamus nekap npeny NpuioKeHUeTo Ha KAKBUTO U Ja
6mno BakcuHu. [IpernoppyBa ce, ako IMa Bb3MOXKHOCT JIelaTa a NPUKII0YaT ¢ BCHYKU
UMYHU3AIIHNH, ChTIIACHO HACTOSIINS UMYHHU3AIMOHEH KalICHIAp 32 TAXHATA Bh3PacT, MPeIH
3anoyBaHe Ha jJedeHueTo ¢ Hyrimoz. Axo cte npuemanu Hyrimoz, nokato cre Oumna 6pemMeHHa,
0ebeto Bu Mmoxe 1a Ob/1e ¢ MO-BHCOK PHCK 32 Pa3BUTHE HA TakaBa MHQEKIHS, 10 IeT Mecena
ClIe]T TIocTIeJHATa 103a, KOATO CTE MOJIYY/IIN 110 BpeMe Ha OpeMeHHocTTa. BaxHo e, 1a
uHQOpMHUpATe JeKapsAT U APYTHTE MEIUIIMHCKY CIiennanucT Ha Bamero 6ebe, de cre
nexkyBanu ¢ Hyrimoz no Bpeme Ha Bamara 6peMeHHOCT, Taka 4e Aa MOrar Jia peliaT, KoraTo Ha
0ecbeTo Bu TpsOBa ma ce HampaBW KaKBaTO U Ja € BAKCHHAITHS.

Cobpaeuna HETOCTATBYHOCT

BaxxHo e na xaxete Ha Bamms nekap, ako cTe IMay Wik UMaTe TeXKO ChPJICYHO 3a00IIIBaHe.
AKo UMate JeKa ChpIedHa HeIOCTAaThUYHOCT | ce JieKyBaTe ¢ Hyrimoz, chcTossHreTo Br BBB
BpPB3Ka ChC ChpJICUHATA HEJJOCTATHYHOCT TPsIOBA J1a Obic BHUMATEIIHO MPOCICIIBaHO OT Bamus
nexap. AKO pa3BHeTe HOBU WIIM BIIOMIABAIIY C€ CUMIITOMH HA ChpJIeYHa HEIOCTATHhYHOCT
(mammpumep, 3abXBaHE WJIN OTOITH TI0 Kpakarta), TpssOBa He3a0aBHO Ja ce CBhpkeTe ¢ Bamms
JIeKap.

Bucoka TeMIiepaTypa, KpbBOHACAAaHUSA (CHHUHH ), KpPbBOTCYECHUE UIIN 6neg00T

[Ipu HIKOM MAIMEHTH, OPTAaHU3MBT MOXKE J1a HE yCIlee Ja MPOu3Be/e JOCTATHhUHO KPHBHU
KIICTKHU, KOUTO ce O0OpAT ¢ MH(EKIMKUTE WK JIa IOMarar 3a CIUPaHeTO Ha KbPBEHETO. AKO
BIIUTHETE TEMIIEpaTypa, KOATO HEe CIa/ia, MHOTO JISCHO MOTydaBaTe CHHUHY WM KbPBEHE HITH
M3TJIeKIaTe MHOTO OJIeaH, BeIHAra ce CBbpxKeTe ¢ Bamms nekap. BammsT rekap MoXke 11a penrd
Jla CIIpe JICYCHHETO.

Hma MHOTO penku ciryuau Ha OmpeziesieHH BUJIOBE pak IpH Aela U Bb3pacTHH, pHUIaraiiu
agamumymab nim apyru TNF-6mokepu. Xopara ¢ mo-cepro3eH peBMaTOUICH apTPUT, KOUTO ca
C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIIBAHETO, MOTaT J1a ca C [T0-BUCOK PUCK OT CPEeIHUS 3a
pa3BUTHETO Ha TUMQOM U JIeBKeMHs (BUI0BE paK, KOUTO 3acsAraT KPbBHUTE KIETKH U KOCTHHUSA
MO3bK). Ako npunarate Hyrimoz, puckbT oT nosiBaTa Ha TUM(GOM, JIEBKEMUSI WIH APYTH BUAOBE
pak Mo>ke J1a ce OBUIIU. B penku cioydan e Oui HaOm0aBaH crieMuUyYeH U TEXbK BUA
nuM(OM IIpH NaLUMEeHTH, JIEKyBaHH ¢ afainMyMa0. Hakou oT Te3u manuenTy ca Omin JIeKyBaHU
CBIIO € JIEKApCTBOTO a3aTHONPYH WK MepKanTomypul. Mapopmupaiite Bamms nekap, ako
npreMare a3aTHONPHUH MM MEPKaITOIypHH 3aeaHo ¢ Hyrimoz.

HaOxronaBanu ca MHOTO PEAKH CIIydad HA HEMEJIAHOMHH (DOPMH Ha KOXEH PaK IpH MaLUEeHTH,
IpuIaraiy agaauMymad. AKo o BpeMe Ha W ciie]l JICUEHHETO CE MOSIBU HOBO NMOPaXKEHHE
BBPXY KOXaTa WM aKo ChIIECTByBAIIXUTE OeIe3u WU 30HU Ha MOPAKEHHSI IPOMEHST CBOS
BBHILEH BuA, MHpopMupaiite Bammus nekap.

[Tpu manuenTy ¢ onpeneneH By 3a00siBaHe Ha OenuTe IpoOoBe, U3BECTHO KATO XPOHUYHA
obcTpykTuBHA OenoapoOHa GoecT, eKyBaHu ¢ ApyT O6mokep Ha TNF-a, ca HaOmomaBaHu
CiIy4yau Ha IPYTH BUIOBE PaK, pa3mudHu oT JuMdpom. Ako ctpanare or XObb umu cre 3akiet
mymay, TpssoBa a1a oochaute ¢ Bamus nekap nanu neuenuero ¢ TNF-o Giiokep e moaxoasio 3a
Bac.

ABTOMMYHHHU 3a00JBaHUS

B penku cinyyan neuenuero ¢ Hyrimoz mosxe ia 1oBejie 0 CHMITOMH, HAITO100SIBaIIU
nymyc- nonoben cuHpoM. CBbpxkeTe ce ¢ Bammsr Jiekap, ako ce MOsBAT YIOPHUT, HEOOSCHUM
00puB, Tpecka, 60JIKa B CTAaBUTE WA yMOPA.

301



Jlena v roHOIIM

. Bakcunauuu: mo Bp3MOKHOCT Ha JieTeTo Bu Tps0Ba 1a ca moctaBeHH 10 Tpaduk BCUUKU
BaKCHHH MPEJI Jia ce mpuitoxku Hyrimoz.

Jpyru jexkapcrsa u Hyrimoz

TpsabBa na kaxere Ha Bamus nexap win ¢apMareBT, ako mprueMaTe, HACKOPO CTe MpUeMalld WK €
BB3MOXKHO JIa IpreMaTte APYIrH JeKapcTBa.

Hyrimoz mosxe na ce npuiiara 3aeiHO ¢ METOTPEKCaT WITH ONPEICICHH, TIPOMEHSIIHU X0/1a Ha
3a00JIsIBAHETO AaHTUPEBMATHYHHU Cpe/ICcTBa (CyidacanasrH, XUIPOKCUXIOPOXHUH, JIEPITyHOMH 1
WH)KEKIIMOHHHY 3JIATHY TIPETapaTh), KOPTUKOCTEPOUIH WK OOJIKOYCIIOKOSBAIIU CPE/ICTBA,
BKJIFOUHUTEITHO HECTEPOHIHN TTpoTHBOBE3ManuTean cpeactea (HCIIBC).

Hyrimoz ue Tps6Ba na ce mpuiara ¢ JIeKapcTBa, ChAbPKAIIM AKTHBHUTE BEIICCTBA aHAKUHPA HITH
abararient, mopaay MOBUIIICH PUCK OT cepro3Ha nHpekmusa. KomOnnanusaTa ot anamumMymad, KakTo 1
npyru antaroancty Ha TNF-o n anakuHpa mim abaTarent He ce MpenophuBa Ha 6a3ara Ha B3MOXKHO
MOBHUIIIaBaHE HA PUCKa OT UH(EKINH, BKIIOUUTEIHO CEPUO3HU HH(MEKIINH U IPYTU TOTCHIUATHH
(hapMaKoJIOTHYHYU B3aUMOJIEHCTBHSI. AKO IMaTe BBIIPOCH, MOJIs, 0OBpHETE ce KbM Barmms mexap.

BpemeHHOCT M KbpMeHe

. Tpsa6Ba ma oomucTUTE yroTpedara Ha TMOIXO SN IIPOTHBO3aYaThUHN CPEICTBA 3a
mpeaoTBpaTsBaHC HA 3a6peMeH${BaHe 1 [a MIPOABJLDKUTE J1a T U3II0JI3BATC B IPOABJIKCHUE HaA
MOHEe 5 Mecella ciei MOCIeAHOTO JiedeHue ¢ Hyrimoz.

o AKko cTe OpeMeHHa, MUCIIHTE, Y€ MOXeE Jla CTe OpeMeHHa WM TUIaHUparte Ja uMate 0eoe,
MOChBETBaNTE ce ¢ Baims nekap OTHOCHO MPUIJIaraHeTo Ha TOBa JIEKapCTBO.

. Hyrimoz Tpsi6Ba na ce u3mossBa mo BpeMe Ha OpEeMEHHOCT caMo ako € HE0OXO0IUMO.

. Cnopen nmpoy4yBaHe BEpXy OpEMEHHOCTTA HE CHIIECTBYBA ITO-BUCOK PHCK OT BPOJICHU ACPEKTH,

KOTaTo MaikaTa e mojydaBajia ajaluMymad mo Bpeme Ha OpeMEHHOCTTa, B CPAaBHEHHE C
MaiKHTEe ChC CHINOTO 3200 sIBaHEe, KOUTO HE ca MOJyYaBaiy afaInMyma0.

. Hyrimoz moxe na ce u3mos3Ba o BpeMe Ha KbpMEHE.

. Axko cre nonmyyaBanu Hyrimoz mo Bpeme Ha OpemeHHOCTTa cH, Bamiero 6e6e nma mo-rosm
PHCK Ja pa3BUe HHPEKIHUS.

. BaxHo e na yBenomure siekaps Ha Bamrero 6e6e u Apyrure MEAULMHCKH CIEHUAINCTH OTHOCHO

TOBA, 4€ cTe cU npmiaraad Hyrimoz o BpeMe Ha OpeMeHHOCTTa, IIpean 0e0eTo 1a ¢
BaKCHHHUPAHO (32 MMoBeue HHPOpMaIIHsi OTHOCHO BAKCUHUTE BIDKTE pasfel ,,lIpeaynpexacHus u
TIpe/Ta3Hu MEPKH ).
Hlopupane u padoTa ¢ MAIIIUHU
Hyrimoz mosnusiBa mpeHeOpeK MO CITOCOOHOCTTA 32 IodUpaHe, KapaHe Ha BEJOCHITE WK padoTa ¢
maruan. Crref mpuiokenneto Ha Hyrimoz moske 1a ce mosiBM CBETOBBPTEK M HAPYIICHHUE Ha
3PEHHUETO.
Hyrimoz cbabp:ka nHaTpuii
ToBa siekapcTBO chabpika o 1 mmol Hatpwmii (23 mg) 3a no3a ot 0,4 ml, T.e. MOXe Ja ce Kaxe, ue
MIPaKTUYECKH HE ChABPIKA HATPHH.

3. Kaxk na n3noazBare Hyrimoz

Bunaru u3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan BammsT nexap unu apMarnesr.
AKO He CTe CUT'YPHH B Hello, nonuTaite Bamms nekap nnu dapmanesT.
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HpCHOp’B‘{I/ITCJ'IHI/ITG 031 HyrimOZ 3a BCAKO OT O,I[O6pCHI/ITe IIOKa3aHHs Ca IIOKa3aHMU B CJIEaHaTa
Ta6nnua. Bammsar JICKap MOKE a Bu MmpeamnuIIe HyrimOZ C APYyro KOJUYECTBO HA aKTUBHOTO
BCOICCTBO, aKO MMATE HYKJa OT pa3jiMyHa J103a.

PeBmaTouieH apTpuT, NCOPUATHYEH APTPHUT, AHKHJI03UPAIL CIIOHANJIUT HJIH aAKCHAJIEH
CIIOHJMJI0APTPUT 03 peHTreHorpagcKu JaHHM 32 AHKWJIO3HPALL CHOHAMJIMT

B’b?.paCT HJIA TEJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiara?

Beaexkkn

Bo3pactau

40 mg mpe3 ceaMuIia KaTo
€IMHUYHA 1034

Ipu peBMaTOMICH apTPUT
MPUIIOKEHUETO Ha METOTPEKCAT
NpOABIDKABA 110 BpeMe Ha
neyenuero ¢ Hyrimoz. Ako
Baiusit nekap nperieHu, e
NPHJIOKEHUETO HA METOTPEKCaT
HE € moAXosIo, To Hyrimoz
MOXe Jla ce Tpuiiara u
CaMOCTOSITEITHO.

AKO nMarte peBMaToUJICH apTPUT
U HE TIpUeMaTe MaTOTPEKCaT T0
BpeMe Ha Jieuenuero ¢ Hyrimoz,
Bammsit nexap Moxe J1a peru aa
npuiarate 40 mg Hyrimoz Bcsika
ceamuiia wim 80 mg npe3
CeIMUIIA.

[oanapTuKyJIapeH IOBEeHHIEH HIHONATHYEH APTPUT

Bn3pacT M TeJIeCHO TerJio KakBo K0JIM4eCTBO U KOJIKO Beaexku
4ecTo A2 ce mpuJjara?

[ena, roHomu u Be3pacTau, pu | 40 mg npe3 cenmuiia Henpunoxumo

HaBBPIUICHH 2 TOTUHU C TETII0

30 kg wiu noseye

Jeua, roromm, npu HapspuieHn | 20 mg npe3 ceamua Henpunoxumo

2 roquau ¢ Terio 10 kg mo mo-

maiko ot 30 kg

APTpPHUT, CBBP3aH C EHTE3UT

Bb3pacT nin Te1ecHO Terjao KakBo K0JIM4Y€CTBO U KOJIKO Benexku
4ecTo aa ce mpuJara?

Jerna, roromy 1 BB3pacTHH, pu | 40 mg mpe3 ceamuia Henpwunoxumo

HaBBPIUICHHU 6 TOUHY C TETII0

30 kg nmm moBeue

Jena u roHOIIHN, IpH 20 mg ipe3 ceamuIia Henpunoxumo

HaBBPILICHH 6 TOAWHU C TETIIO
15 kg mo no-mainiko ot 30 kg
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IIcopuasuc ¢ mjiaKku

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpuJara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3aMovHe eHa CeMUIIA CIIe]
HadaJHaTa J103a.

Tps0Ba 1a IPOIBIDKUTE 1
nmkekTupare Hyrimoz tonkosa
ITBITO, KOJIKOTO Bu e kazan
Bamusar nekap. Ako Ta3u 103a He
JIeicTBa TOCTATHYHO J00pE,
BammmsT nekap Moxke 1a yBeandu
no3upoBkara 10 40 mg Bcsika
cenvuria wim 80 mg mpe3
CCeIIMUIIA.

IIcopua3suc ¢ IJIAKU NPH Jena

Bn3pacT uiu TejieCHO TerJio KakBo K0JIM4€eCTBO U KOJIKO Beaexku
4ecTo /1a ce mpuiara?
Jlema 1 roHOIIX OT 4- 10 Hauanna go3a ot 40 mg, Henpunoxumo
17-roauniHa BB3pacT ¢ TErjIo nocJenBaHa ot jo3a ot 40 mg
30 kg i moBeue e/IHa CeIMUIIA TT0-KbCHO.
Crnen ToBa oOmMUaitHara 103a e
40 mg npe3 ceamuIa.
[ena u roHomM OT 4- 110 Hauvanna noza ot 20 mg, Henpunoxumo
17-ronuuiHa Bb3pacT ¢ TErio nocyenBaHa ot jo3a ot 20 mg
15 kg mo mo-manko ot 30 Kg €JlHa ceMUIIa MTO-KBHCHO.
Cnen ToBa oOuuaitHara 103a €
20 mg npe3 ceaMuIia.
I'HoeH XuapajaeHuT
Bn3pacT i TesieCHO TerJio KakBo K0JIH4€eCTBO U KOJIKO benaexku

4ecTo ja ce npujaara?

Bob3pactau

Hauanna no3a ot 160 mg (kato
yeTHpu MHxekuuu 1o 40 mg B
€JIVH JICH WU JIBEC MHXKEKIUH I10
40 mg Ha J1eH B 1Ba
MOCJICOBATEITHY JTHN),
nocieaBana ot go03a ot 80 mg
(xato nBe uHxeknuu mo 40 mg B
€/IMH JIeH) JIBE CEIMHUIIH T10-
KBCHO.

Crnep olie aBE CEAMULIT
MPOABIDKETE C IO3UPOBKA OT
40 mg BcsiKa ceMHUIIA WITH

80 mg mpe3 ceamunia, kakto Bu
npeanuuie Bamusr nekap.

[IpernopbuUTEIHO € BCEKH JCH aa
HpMnaraTe AHTUCCIITUYHO
W3MHBAaHE Ha 3aCErHATUTE
o0JtacTu.
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I'HOeH XuapaJeHuT

Bn3pacT uiu TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Beaexkn

IOnommu ot 12- no 17-roauiina
BB3pacT ¢ Tero 30 kg nnn
1oBeYe

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3alovHE eHa CeIMUIIA I10-
KBCHO.

AKo Ta3u J103a He JieicTBa
JOCTaThyHO A00pe, Bammst
JIeKap MOXe J1a YBEIIHYH
no3upoBkara 10 40 mg Bcsika
cenmuna wim 80 mg mpe3
CeIMUIIA.

IIpenopbunTENHO € BCEKH JIEH 1a
MIPUJIAraTe aHTUCENITUYHO
M3MHUBAaHE Ha 3aCETHATHTE
o0macTH.

BoJiect na Kpon

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJIKO
4ecTo aa ce mpuJara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIeIBaHa OT J103a OT

40 mg npe3 ceaMuIa, KaTo ce
3aIOYHe JIBE CEMHUIIH T10-
KBCHO.

AKo e Heo0X0ouM 1Mo-0Bp3
OTroBOp, BammsT nexap moxe
Jla TIPSIITHIIe HayajiHa J103a OT
160 mg (kaTo YeTUPU UHKEKIIUU
o 40 mg B eTUH JICH WIN JBE
uHxekuuu 1o 40 mg Ha JIeH B
JIBa TIOCIICOBATEITHH JTHH),
nmocieaBana ot go03a ot 80 mg
(xato nBe uHxeknuu 1o 40 mg B
SIIVH JIeH) TBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa obnuaiiHara 103a €
40 mg npe3 ceamuIa.

AKo Ta3u 1032 He JieiicTBa
JOCTaThyHO H00pe, Bammst
JIeKap MOJKE /1a yBEJINUH
nmo3upoBkara 70 40 mg Bcsika
cenmutia wim 80 mg npe3
CeIMMIIA.
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BoJject nHa Kpon npu nena

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Benexkn

Jena u roHomu ot 6- 10
17-roauiHa BB3pacT ¢ TETJIO
40 kg nmm moBeye

Hauanna no3a ot 80 mg (karo
nBe uHkekuu no 40 mg B enuH
JIeH), TIOCIIe/IBaHa OT /1032 OT

40 mg mpe3 ceaMuIIa, KaTo ce
3aIllOYHE JIBE CEMHUIIN T10-
KBCHO.

AKo e Heo0X0 UM 10-0Bp3
OTroBOp, Bammsr gexap Moxe
Jla TIpeJITHIIe HadallHa 1033 OT
160 mg (kaTo YeTUPU UHKEKIINU
o 40 mg B eTUH JICH WIN JBE
uHxekuuu no 40 mg Ha JIeH B
JTBa TIOCIICAOBATCTHH JTHH),
rocjeBaHa oT fo3a ot 80 mg
(xato nBe umxeknuu mo 40 mg B
eIVH JIeH) TBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa obnuaiinara 103a €
40 mg npe3 ceamuIa.

AKo Ta3u 71032 HE JIelicTBa
JIOCTAaTBhYHO J00pe, JIeKapsT Ha
nereto Bu Mmoxe na yBenmuu
no3upoBkata 0 40 mg Bcsaka
cenmunia wim 80 mg mpe3
CeIMUIIA.

Jletia v roHOIIM OT 6- 10
17-ronuuiHa Bb3pacT ¢ TErJIO,
mo-maiko ot 40 kg

Havanna no3a ot 40 mg,
nocyenBaHa ot jo3a ot 20 mg
Mpe3 CeIMUIIA, KaTo Ce 3all0uHe
JIBE CEIMHIN MO-KBCHO.

AKoO € HeoOX oM T0-0Bp3
OTroBOp, Bammsr nexap Moxe
Jia IpeAIUILe HadalHa J03a OT
80 mg (kaTo 1BE MHXKEKITHH 110
40 mg B eUH JICH), ITOCJICIBaHA
ot a03a ot 40 mg ABe ceaAMUIU
MO-KBCHO.

Cnen ToBa oOuuaitHara 103a €
20 mg npe3 ceaMuIia.

AKo Ta3u no3a He JIeicTBa
JOCTaTBhYHO J00pe, IeKapsT Ha
neteTo Bu Moxe ma yBenman
yecToTara Ha jo3ara 10 20 mg
BCsIKa CEIMMUIIA.

Yiuepo3eH KOJIUT

Bb3pacT WM TeJIECHO TerJio

KakBo K01M4eCTBO M KOJIKO
4ecTo ja ce npuiara?

Beaexkn

Bn3pactHu

Hauganna no3a ot 160 mg (kato
yeTupu MHxekuuu 1o 40 mg B
€JIVH JICH WU JIBEC MHXKEKIUH I10
40 mg Ha J1eH B 1Ba
MOCIICOBATEITHY JTHN),
nocieaBana ot go03a ot 80 mg
(xato nBe umxeknuu mo 40 mg B
€/IMH JIeH) JIBE CEIMHUIIH T10-
KBCHO.

Cnen ToBa obnuaiiHara 103a €
40 mg npe3 ceamuIa.

AKo Ta3u 103a He JeiicTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXeE /1a YBEIMYH
no3upoBkara 10 40 mg Bcsika
cenmuria win 80 mg npe3
CeIMUIIA.
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Y.iiepo3eH KOJMT NPHU neguar

HYHH NAIUECHTH

Bn3pact win TejiecHO TerJio

Kaxksa 103a 1 K0JIKO 4ecTo 1a
ce mpuema?

3a0eneKKn

Heua u roHOIIM, pU
HaBBPILEHHU 6 TOAUHU C TETJIO
40 kg nn oBeye

[IspBoHauvanna n03a 160 mg
(uetnpu nmxekuuu no 40 mg B
€/IVH JICH WIH JIBE HHXEKITUU
no 40 mg AHEBHO B JiBa
MIOCJICTOBATEIIHA JTHN),
nocnensann ot 80 mg (nBe
uwxekuu no 40 mg B euH
JIeH) JIB€ CEMHIIH MTO-KbCHO.

Cien ToBa oOMyaiiHaTa no3a €
80 mg mpe3 cenmuiia.

[TanineHTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUeMat

80 mg npe3 cenmuria, TpssOBa

Ja IpoAbJKAT TAXHATa
npeanucana n03a.

Heua u roHOIIM, pU
HaBBPIICHH 6 TOIUHH C TETIIO0
mox 40 kg

[IspBoHavanHa q03a 80 Mg
(mBe mmxekuuu o 40 mg B
€IVH JIeH), TIOCICIBAHN OT

40 mg (emHa WHXXEKIUS 110

40 mg) ABe CeAMHILHN O-KbCHO.
Cien ToBa oOMyYaiiHaTa 103a €
40 mg npe3 ceaMuIIa.

[TanneHTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUEeMar

40 mg npe3 ceamuLa, TpIOBa

Ja IpoABbJIKAT TAXHATa
nmpeanvucana a103a.

Heun@exkunoseH yBeur

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpuJara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (karo
JBe MHXekuu 1o 40 mg),
mociyieaBana ot jpo3a ot 40 mg
pe3 CeIMUIIA, KaTo Ce 3al0YHe
¢JIHa CeMUIIa CJIe]| HayarHaTa
J103a.

[Ipu HenHpEKIMO3eH YBEHUT
MPUEMBT Ha KOPTHKOCTEPOUAN
WITH IPYTH JIEKapCTBa,
MOBIHMSIBAII MMYHHATa CHCTEMA,
MOKe J1a ObJie MPOABIDKEH,
nokaro n3nomsare Hyrimoz.
Hyrimoz Moske na ce naBa u
CaMOCTOSITEITHO.

TpsiOBa 1a TPOIBIDKATE Aa
nHxekTupaTe Hyrimoz tonkosa
IBJITO, KOJIKOTO By e kaszan
Bammus nekap.

Jleua u roHOIIH, IPU
HaBBPILICHH 2 TOAUHU C TETIIO
30 kg nmu moBeye

40 mg mpe3 ceaqmuIia

Bamust gexap Moxe chIIo J1a
MIPEIHUIIe HavyalHa 71032 OT

80 mg, koATO MOXeE aa ce
MIPIJIOKH €THA CeIMUIIA MpeIn
3arI0YBaHETO HAa OOMYaiiHaTa
no3a 40 mg mpe3 ceaMHUIIA.
IpenopbuBa ce Hyrimoz na ce
TpuiTara B KOMOWHAITUS C
METOTPEKCaT.

Heua u roHOLIN, TpU
HaBBPIICHH 2 TOAMHH C TETJIO,
no-mainko ot 30 kg

20 mg mpe3 cemmuIia

BammusT nexap Mosxe chIIo Jaa
MIpeTUIIe HadaaHa 7033 OT

40 mg, KOsITO MOXeE J1a e
MIPWIOKU €JTHA CEIMUIIA MPEeIn
3aIo4BaHeTO HA OOMYaifHaTa
no3a 20 mg mpe3 cenMuIia.
IpemoppuBa ce Hyrimoz na ce
rpuJiara B KOMOMHAITUS C
METOTpEKCaT.
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HauynH Ha NpUWJIoKeHHe H TBT HA BbBEXK/IaHe
Hyrimoz ce mpuiara upe3 HHXEKTHPAHE MO KOXKaTa (Ype3 MOIKOKHA MHIKEKIIHS).

[lonpoOHM yka3aHus 3a MHKeKTHpaHe Ha Hyrimoz ca npencraBeHn B ToUKa 7 ,, Y Ka3aHus 3a
ynorpeoda”.

AKO cTe U3M0JI3BAJIN ITOBevYe 0T HeoOxoanmaTa q103a Hyrimoz

AKO 110 HEeBHUMaHHUE CTe HHXeKTHpaiu Hyrimoz mo-4ecto, 0TKOIKOTO TpsiOBa, CBBpxkKETE ce ¢ Barms
nekap win (hapMarieBT U 00sICHETe, Y€ CTE U3I0JI3BAIIM TIOBEYE OT He0OX0IuMoTO. BuHaru B3umaiite
ChC ceOe CH OMaKOBKAaTa Ha JIEKapCTBOTO, JIOPH J1a € Tpa3Ha.

AKO cTe ponmycHaJM 1a usnojssare Hyrimoz

AKO cTe TIpOITyCHAJIM J1a CH TIOCTABUTE WHXKEKITHSA, TPSAOBA 1a MHXKEKTHUpATe clieABaIara 103a
Hyrimoz Beanara mom cu crioMuuTe. MIHKEKTHpaWTe ciaeaBaiaTa 103a Ha ONpeae/ICHHs 3a TOBa JICH,
KaKTO OMXTE HANPaBUJIM B CIIyYaii, 4 HE CTE MPOIYCHAIN WHIKEKIIUS.

AKko cTe cnpesin ynorpedara na Hyrimoz

Perrenuero na cnpete Ja usnonssate Hyrimoz tpsiosa na 6nae o6¢haeHO ¢ Bamus nekap. [pu
CIIMpaHe Ha JICYCHHETO, CAMIITOMHTE Ha 3a00JITBAHETO MOJKE J1a CE BH30OHOBSIT.

AKO UMate HIKaKBH JIOMBIHUTEIHN BBIPOCH, CBbP3aHU C yroTpedaTa Ha TOBa JEKapCTBO, MOJIS
nonuTaite Bamms nexap i hapMarienT.

4, Bb3MOKHHN He:KeJIaHU peaKuuu

KaxkTto BcHuku nekapcTBa, TOBA JIEKAPCTBO MOKE J1a IPEIU3BUKA HEKEITAHHU PEAKIINU, BBIIPEKU Y€ HE
BCEKH TH ToiTydaBa. [loBeueTo HexellaHu peakluu ca JEeKH JI0 yMepeHHU. BeIpexu ToBa, HIKOU OT
HEXEJIAHUTE PEaKIIiy MOTaT Aa ObJaT CEpHUO3HH U J1a U3UCKBAT JieueHne. HexkemannuTe peakiinu Moxe
Jla ce TOSIBAT 710 4 Mecelia Wik TI0BeYe CIIeT OCIEAHOTO HHKeKTHpane Ha Hyrimoz.

IMoThpceTe cienIHO METUITMHCKA TIOMOIII, aKO 3a0€JIC)KUTE HAKOU OT CIICTHUTE TPU3HAITN Ha
aJiepruvHa Peaklus WU ChbpJeUYHA HEJIOCTATHIHOCT:

TEXBbK 0OpUB, KONPUBHA TPECKa;

OTOIH M0 JIUIIETO, PBIIETE, KPaKaTa;

3aTpyJHEHO JUIIAHE U T'BJITAHE;

3ayX npu GpU3NUEcKa aKTUBHOCT WM TIPH JISITaHE WIIM OTOLM IO KpakaTa;

HNudopmupaiite Bammus jiekap KoJIKOTO ce MO3Ke M0-CKOPO, aKO YCTAHOBUTE HIKOHU OT CJICIHUTE
MpU3HAIH:

o MpHU3HALA U CHMIITOMH Ha WH(EKIHsI KaTo TPECKa, rajieHe, paHH, MPoOJIeMHU ChC 3b0HTE,
MapeHe Ipu YpUHUpaHe, IYyBCTBO Ha CIIa00CT WIIM yMOpa WK KalllINIIa;

o OTTAKBAaHUS OT HEBPOJIOTHYHH ITPOOIIEMH, KaTO: MPaBy4KaHe, U3TPHIIBaHE, TBOMHO BIDKIAHE
WM C1a00CT B PBIETE WIM KpaKaTa;

. MpU3HALIM 32 PaK Ha KOXKaTa, KaTo: TMOJyTHHA UM OTKPHUTA He3apacTBallla paHa;

o MIPU3HAIA U CUMIITOMH, MIPEATOJIarany KphbBHU HApYIICHHs, KaTO MOBUIIICHA TEMITepaTypa,

KOATO HE CIlla/ia, IMOosABa Ha CHHUHU, KbpPBCHC, 6J'I€Z[HOCT.
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HpCI[CTaBeHI/ITe IMO-A0JIy HCXKCJIaHU pCaKIUU Ca oumu Ha6J'IIO,E[aBaHI/I (¢ az[am/IMyMa6.

MHoro yectu (Moxe 1a 3acerHat rnosede ot 1 Ha 10 yoBeka)

peaKkury Ha MJICTOTO HAa MHXXEKTUPaHe (BKIIOUUTETHO O0JIKa, OTOK, 3aUuepBABaHE HIH CHPOEK);
WH(EKINN Ha AUXATEIHUTE IbTUILA (BKIIOUUTETHO POCTYyaa, XpeMma, HHPEKIHs Ha CHHYCHUTE,
ITHEBMOHMU );

ri1aBoOOJINE;

KOpeMHa 00JIKa;

rajicHe U MOBPbBIIAHE;

00puB;

0oNKa B MyCKYJIHTE.

Yectu (Moxe ma 3acerrar a0 1 Ha 10 yoBeka)

Cepro3HU MH(EKUUH (BKIIOUUTEIHO OTPaBsSHE HA KPBBTA U TPUIL);
YpeBHHU UH(EKINHU (BKIIOYUTEIHO TaCTPOCHTEPHT);

KOXKHHU MH(EKINH (BKJIIOYUTEIHO LEIYJIUT U XepIec 30CTep);
MH(EKINU Ha YIIUTE;

WH(EKIIMU Ha yCTHATA KyXUHA (BKIIOYUTETHO MH(EKIINN Ha 350UTE U XepIiec);
MH(EKIMU Ha BB3IPOU3BOANUTETHATA CUCTEMA;

MH(EKIYs Ha TUKOYHNUTE IIBTHILA;

I'bOUYHU UH(EKITUH;

CTaBHU MH(EKLUH;

I00pOKaueCTBEHH TyMOPH;

pak Ha KoXara,

QJIEPTUYHH PEaKUUH (BKIIOUNTEIIHO CE30HHA aJleprHs);
00e3BOTHSIBAHE;

MIPOMEHHU B HACTPOEHHUETO (BKIIOYUTEIHO JCTIPECHs);
TPEBOXKHOCT;

0e3ChHHHUE;

CETHBHH HapyILICHHs KaTo MpaByuYkaHe, OOLKaHe, H3TPBIIBAHE;
MUTPEHA;

CHUMIITOMH Ha IPUTHCKaHE HA HEPBHOKOPEHYE (BKIIOUUTETHO 0OJIKa B JOJTHATA YacT Ha I'bpba u
0oJka B Kpaka);

HapyILleHNUE Ha 3pDCHUETO;

BB3MAJICHUE HAa OUUTE;

Bb3IAJICHUE HA KJIECTIAYNUTE U IIOAYBaHE Ha OUUTE;

BEpPTHUTO (CBETOBBPTEXK);

YCKOPEHO ChpiieOneHe;

BUCOKO KPBbBHO HAJITaHE;

3a4epBsIBaHE;

XxeMaToM (KpbBOHACsaHEe — TBHPJIA MOAYyTHHA OT ChCUPEHA KPBB);
KalllInIa;

acTMa;

3alyX;

KbPBEHE OT CTOMAIITHO-YPECBHUS TPAKT;

Jcrienicus (HapylIeHO XpaHOCMIUJIaHe, MO{yBaHe, KHCEITNHH);
KrcelnMHHa pedurykcHa 0osecT (BpbllaHe Ha KUCEIMHU OT CTOMaxa);
cuHapoM Ha CrorpeH (BKJIIOUHUTENHO CyX0Ta B OUHTE U yCTAaTa);
chpOexK;

O 00puB;

MosiBa Ha CHHHHUY;

BB3MAJICHHE Ha KOXkaTa (KaTo eK3eMa);
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HalleliBaHe HOKTUTE Ha PBLIETE U KPaKaTa,

MOBHUIIIEHO TIOTEHE;

KOCOTIaJ;

OTKJIIOYBAHE MU BJIOIIABAaHE HA IICOPHA3UC;

MYCKYJIHU CIa3MH;

KpPBB B ypHHATA,

0b0peyHn npodnemMu;

0OJIKU B TpbIHUS KOII;

OTOK (chOMpaHe Ha TEYHOCT B TSUIOTO, KOSATO MPUYMHSBA [TO{yBaHE HA 3aCETHATUTE THKAHM);
TpPEcCKa;

HamaJsiBaHe Oposi Ha TPOMOOIUTUTE B KPBBTA C MOBUIIIEH PUCK OT KbPBEHE HIIH MOSIBATA Ha
CHHUVHU;

3aTpyIHEHO 3a3/IpaBsiBaHEe HA PaHHU.

Heuectn (Mmoxe na 3acernat 1o 1 Ha 100 qyoBeka)

HeoOnYaiiHu nHpEKINH (BKIIOYUTEIHO TyOepKyi0o3a U APYTH UH(EKUWH), Bb3HUKBALIHA IPU
HaMaJsIBaHE YCTOMYMBOCTTA HA OpraHu3Ma KbM 3a00JIIBaHMS;

HEBPOJIOTHYHHN MHPEKINHU (BKIIOYUTEIHO BUPYCEH MEHUHTUT);

MH(EKIMU Ha OUYHTE;

OaxTepuaTHA UHEKITUH;

JMUBEPTUKYIHT (Bb3NaJIeHNe U HHPEKIUS Ha Je0eI0TO YepBO)

pakK, BKIFOUUTENHO pak 3acsramny JuM¢pHaTa cuctema (muMdom) u MenanoM (BUI pak Ha
KOXara);

UMYHHH HapyIIeHUs, KOUTO MOTaT Jia 3acerHat OenuTe JpoOoBe, KoxkaTa u TUM(HUTE BH3IIU
(Haii-yecTo KaTo 3a00NsABaHE, HAPUUAHO CAPKOHUI032);

BaCKyJIHT (Bb3MaleHue Ha KPbBOHOCHUTE CHJIOBE)

Tpemop (Tpernepene);

HeBpomnaTHs (YBpeKaaHe Ha HEPBH);

MO3BYEH yap;

3ary0a Ha ciIyXa, IIyM B YILIUTE;

yCellaHe 3a HepUTMUYHO OneHe, IpecKadaHe Ha ChpLETO;

npoOJIeMHU ChC CHPLETO, KOUTO MOXKE /14 MPUUMHSIT 3aAyX WIN OTOK Ha ITIC3EHHTE;
CBbpACUEH yaap;

TOpOOBUIHO pa3LIMpPEHKE HAa CTEHATa Ha ToJIsiMa apTeps, Bb3NaleHHEe H ChCUPEK BHB BEHA,
3aIlylIBaHe Ha KPbBOHOCEH ChI;

OenoapoOHu 3a00IsIBaHus, IPUIMHABAILN 3a4yX (BKIIOYUTEIHO Bh3MAJICHUE);
OemopoOHa eMOomHs (3aITyIIBaHe Ha apTepus Ha Oenust 1poo)

IUIEBPAJICH U3/IMB (HEECTECTBEHO 3aIbp)KaHe HAa TEYHOCT B IIEBpAIHATA KyXUHA)
BB3NAJICHUE Ha MAaHKpeaca, KOeTO NPUYMHsIBA CHIIHA 00JIKa B KOpeMma U I'bp0a;
3aTPyAHEHO IPETIbIIAHE;

OTOK Ha JIMIETO (TIOAyBaHe);

BB3NAJICHUE HA KIIBYHUS MEXYP, KAMBHH B KITbYHUS MEXYD;

3aTIBCTSBAHE HA YEPHUS Ipod (OTyIaraHe Ha Ma3HUHH B YEPHOAPOOHUTE KIIETKH);

HOLIHO U3IMOTSIBAHE;

Oenesu;

HEEeCTECTBEH pa3naj Ha MyCKYJIHUTE;

CHCTEMEH JIyIyC epuremMarozec (HapylleHHe Ha UMyHHATa CHCTEMa, BKIIOUUTEIHO Bb3IalCHUE
Ha Ko’kaTa, ChpLEeTo, 6emuTe ApoOoBe, CTAaBUTE U APYTH OPTaHU M CUCTEMH);

YecTH ChOYKIaHUS;

UMIIOTCHTHOCT;

BB3MAJICHHS.
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Penkxu (Moxe na 3acernar a0 1 Ha 1 000 yoBeka)

JIeBKeMHs (pakK 3acsrain KpbBTa U KOCTHHS MO3BK);

TEXKH AJICPTHYHY PEaKIUH;

MHOXECTBEHA CKJIEPO3a;

HapYIICHUS Ha HEPBUTE (KATO Bh3MANICHHE HA 3PUTEIHUS HEPB HA OKOTO M CHHIPOM Ha
I'unen-bape — 3abomnsBane, KOETO MOXeE Ja JOBEJIE 10 MyCKYJHa cabocT, MPOMEHEHH
yCeIllaHus, U3TPBIIBAHE HA PBIIETE U TOPHATA YaCT Ha TSUIOTO);

CIUpaHe Ha U3IIOMIIBAHETO Ha KPBBTA OT ChPIIETO;

oemonpobHa pudpo3a (cpacTBanus B OenuTe IpOOOBE);

nepdopanus Ha yepBara (MpoOUB B UpeBHATA CTCHA);

XemaTuT (Bh3MaJICHUE Ha YSPHUS JAP00);

MOBTOPHO aKTUBHPAHE Ha WHPEKIUAC XenaTut B;

aBTOMMYHCH XeTaTUT (Bh3MAJICHUE HA YSPHUS AP00, IPUIMHEHO OT COOCTBEHATa UMyHHA
cHCTEMa Ha OPraHu3Ma);

KO’KEH BAaCKYJIUT (Bb3MaJICHUE HA KPhbBOHOCHHU ChJIOBE HA KOXKATa);

curapom Ha CTUBBHC-J[PKOHCHH ((KUBOTO3aCTpAIIABAIIo 3200 sIBAHE C TPUTIONOI00HN
CHMITTOMH B OOPHB C MEXYypH);

OTOK (ITOAYBaHE) Ha JIMIIETO, CBbP3aH C aJiepruIHa PeaKITus;

epuTeMa MyaTHGOpME (BB3IMATUTEICH KOKEH O0OpPHUB);

TyTyC-TI0T00CH CHHIIPOM;

aHruoeeM (JIOKaJTHO MOyBaHe HAa KOXKaTa);

JUXEHOMIHA KOKHA peakius (ChpOsIl YepBEeHNKABO-JINIAB KOXKEH OOpPUB).

C Hen3BecTHA 4ecTOTa (OT HATMYHUTE NaHHU HE MOXe J1a ObJic HallpaBeHa OIICHKA)

Hsxou vexenanu pcaKkuuu, Ha6HIOZ[aBaHI/I C a,[[aJ'II/IMYMa6 MOIXKE J1a HE Ca CBBbP3aHU C pa3BUTUCTO HaA

xenaronreHaneH T-kimerpueH mumMpoM (PSIKO 3T0KadecTBeHO 3a00IsIBaHe Ha KPHBTA, YECTO

BOJICIIO J0 CMBPT)
Merkel-kinerTpueH KapiHOM (BH] paK Ha KOKaTa)

Capkom Ha Kanomm — psiiko cpeniaH pak, CBbp3aH ¢ HHOEKIUS ¢ YOBEIIKH XepIieceH BUPYC 8.
Capkom Ha Kanomu Haii-uecto ce cpema o ¢popMata Ha MypIypHA U3MEHEHHsI BBPXY KOKaTa

YepHOAPOOHA HETOCTATHYHOCT

BJIOIIABaHE Ha 3a00JsIBaHEe, HAPCUCHO IEPMATOMHO3HUT (TPOSIBSIBA CE KATO KOXKEH OOPHB,
MIPUAPYKEH OT MYCKYJTHA C1aboCT)

Ha/[JIaBaHe Ha TerIo (TP MOBEUYETO MAIUCHTH HA/IJIABAHETO Ha TETJIO HE € OHIIO TOJISIMO)

CUMIITOMH M MOKE€ 2 ObJIaT YCTAHOBEHU CaMO C MTOMOIIITa Ha U3CIIeABAHNS HA KPHBTA!
Te BrIIIOUBAT:

MHoro yecTH (MOke J1a 3acerHaT noeue ot 1 Ha 10 yoBeka)

HUCBHKOPOU Ha OeTUTe KPHBHU KIETKU;
HUCHKOPOI HA YCPBEHHUTE KPHBHH KICTKH;
MOBHIIICHUE HA JIUIUJIATE B KPHBTA;
MOBHIIICHUE HA YEPHOPOOHUTE CH3UMHU.

Yecru (Moke 1a 3acersat 1o 1 Ha 10 goBeka)

BHCOK Opoii Ha OeTuTe KPHBHU KIIETKU;

HHACBHK OpOoi HAa TPOMOOIIMTHUTE B KPBHBTA;
MOBHIIIEHNE HAa TMKOYHATA KHCEJINHA B KPHBTA;
OTKJIOHEHHS B CTOWHOCTHTE Ha HATPHUS B KPHBTA;
HUCKH CTOMHOCTH Ha KU B KPbBTAa;

HUCKH CTOHHOCTH Ha (hochaTh B KPBHBTA;
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BHUCOKa KpbBHa 3axap;

BUCOKHM CTOMHOCTH Ha JIaKTaT IEXUIPOreHa3ara B KpbBTa;
HaJIMYMe Ha aBTOAHTUTENA B KPBBTA;

HHUCKHU CTOMHOCTH Ha KaJIU B KPBBTA

Heuectn (Moxe ma 3acernar g0 1 ma 100 goBeka)

. MTOBUIIICHU CTOWHOCTH Ha OMIMPYOUH B KPBBTA (YEpHOAPOOCH IMOKA3aTelN)

Penxu (Mosxe nma 3acernat no 1 Ha 1 000 goBeka):

° HUCBHK Opoii Ha OeTuTe KPhBHU KJIETKH, YePBEHUTE KPHBHU KIECTKH U TPOMOOIIMTHTE B KPBHBTA.
Chol0maBaHe HA HeJKeJIAHM PeaKINU

AKO TonTyunTe HIKaKBH HEXXEIaHU peakiny, yBenoMmere Bamms nekap nim ¢papmanest. Topa
BKJIFOYBA BCUYKU Bb3MOXXHHU HEOIIUCAHU B Ta3U JUCTOBKA HEXKEIIAHU PEAKLUU.

Moxere ChIIOo JIa ChOOIIUTE HEXKENIaH! PEaKIIMU TUPEKTHO Ype3 HAIlMOHATHATa CUCTEMA 32
cbobuiaBane, mocouena B [lpunoxkerne V. Kato cro0mmaBaTe HexkenaH! peakyuy, MOKETe 1a AafeTe
CBOS IPUHOC 3a MOJy4YaBaHEe Ha MOBeYe HH(POpMAIHsS OTHOCHO O€30MaCHOCTTA HAa TOBA JIEKAPCTBO.

5. Kak na coxpansBate Hyrimoz

Ja ce cpxpaHsiBa Ha MSICTO, HEIOCTBITHO 32 JIela.

He u3non3BaiiTe ToBa JIGKAPCTBO CIE]] CPOKA HA TOJHOCT, OTOCNA3aH BhPXY
eTukeTa/0mucTepa/KapToHeHaTa KyTHs ciiefl ,,[ onen 1o:/EXP*“. CpoKbT Ha TOJHOCT OTTOBaps Ha
MOCJIEHUS I€H OT MOCOYEHHSI MECell.

a ce cexpanssa B xmammrauK (2°C - 8°C). [la He ce 3ampa3ssiBa.

CpraH;{BaﬁTe MMPpEABAPUTECIIHO HAITBJIIHCHATA CIIPUHIIOBKA B KAPTOHCHATA KYyTHUs, 3a Aa CC IMIpCAIia3u
OT CBCTJIMHA.

AJTepHATUBHO ChXpaHEHUE:

Korato e Heobxoaumo (HampuMep, KoraTo mbTyBate), Hyrimoz Moxke 11a ce cbxpaHsaBa IIpH cTaliHa
temreparypa (1o 25 ° C) 3a MakcHMaJeH eproA ot 42 mHu — TpaOBa Jja CTe CUTYPHH, Y€ IPOIYKTHT €
3alUTeH OT CBETIUHA. BeTHbK M3BaieHa OT XJIaUITHIKA 32 ChbXPAaHCHUE HA CTaliHa TeMITepaTypa,
Barmara npenBapuTeTHO HaITbJIHEHA CIIPHHIIOBKA TPAI0Ba /1a ce U3MO0J3Ba B pAaMKHUTE Ha 42 THU WK
Ja ce M3XBBPJIM, JOPU U J]a € BbpHATa B XyaauiHuka. TpsOBa a 3amnuiiere narara, korato Bamara
NpEeABAPUTENTHO HAITbIHEHA CIPUHIIOBKA € N3BaJIeHa 32 I'bPBU BT OT XJIAAWIHUKA U JaTaTa, Clel
KOSITO TpsIOBa J1a ce U3XBBHPJIH.

He n3xBbprstiiTe 1IekapcTBaTa B KAHAIM3ALMATA WM B KOHTEHHEPA 3a JOMAIIHU OTHAAbLIH.

Ilonuraiite Bamus Q)apMaueBT KaK J1a U3XBBPJIUTC JICKAPCTBA, KOUTO BCUC HC U3IIOJI3BATC. Tes3n
MCPKH III€ CIIOMOI'HAT 3a OITa3BaHC Ha OKOJIHATa Cpela.
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6. CbabpKaHHe HA ONMAKOBKATA W JONbJIHATEIHA HHPOPMALUS
KakBo cbabpxka Hyrimoz

- AKTHUBHO BelecTBO: aganumyma0. Eqna npenBaputenHo HambIHeHa mUcaika chabpxa 40 mg
anammmyMmab B 0,4 ml paztBop.

- Jpyru cbcTaBKY: aqunuHOBa KucennHa, ManuTod (E 421), monucop6ar 80 (E 433),
xnopoBonopoana kucenuna (E 507), narpueB xuapoxcun (E 524) u Bona 3a HHXEKUUH (BUKTE
Touka 2 ,,Hyrimoz cpamspska HaTpHii).

Kaxk m3riaexna Hyrimoz u kakBo chIbp:ka onakoBKaTta

Hyrimoz 40 mg umxeKknoHeH pa3TBOp (MIKEKIMS) B IIPEIBAPUTEIHO HAIThIHEHA TIHCANIKA CE
npeanara karo 0,4 ml OuCTwp A0 JieKo onanecuupar, Oe3BETEH U OJIEI0KbITCHUKAB Pa3TBOP.

Hyrimoz ce nocrass B mpeBapUTEIHO HAIbJIHEHA MMCAIKA 33 €JHOKpaTHA yIoTpeda, MOHTUpPaHa B
TPUBI'BJIIHA MTHCANIKA C IPO3pavHO Mpo3opue u eTukeT. CIpUHIIOBKATA B IIHCANIKATa € HAallPaBeHa OT
CTBKJIO THII |, ¢ urna ot HepbxkAaeMa ctomana 29G u BbTpeIIHA TYMEHa Karadyka Ha uriaTta
(TepMoIuTacTHUEH eTacToMep) U TYMEHa T1aBa Ha 0yTanoTto, chabpikama 0,4 ml pa3TBop.

Kapronenute kytuu cpaspkar 1, 2 u 4 npeaBapuTeIHO HAIBIHEHN HcAIKH Hyrimoz.
I'pynoBute omakoBkU ChIbpKAT 6 (3 OMAKOBKH 110 2) MPEIBAPUTEIHO HATBITHEHH ITHcanku Hyrimoz.

He Bcuukm BUIOBE OMAKOBKH MOTAT Jla ObJIaT IIyCHATH Ha T1a3apa.
Hyrimoz Moxe na ce nmpeanara u KaTo IpeBapUTEITHO HAITBIHEHA TTHCAJIKA.

IpureskaTes Ha pa3pelIeHHETO 32 YNoTpeda

Sandoz GmbH
Biochemiestr. 10

6250 Kundl

ABctpust

IIpousBoaureJ

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTtpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

3a AOMBIHUTETHA HHPOPMAIUSI OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHUS
IPEICTaBUTEI Ha TIPUTEKATENS Ha pa3pelIeHUETOo 3a yrnorpeda:

Belgié/Belgique/Belgien Latvija

Sandoz nv/sa Sandoz d.d. Latvia filiale

Tél/Tel: +32 2 722 97 97 Tel: +371 67 892 006

bovarapus Lietuva

Canno3 bearapus KUT Sandoz Pharmaceuticals d.d filialas
Ten.: +359 2 970 47 47 Tel: +370 5 2636 037
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Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

ElLada

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvmpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

(EAAGS0)
ThA: +30 216 600 5000

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: +32 272297 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

I[aTa Ha MOCJICAHO Npepasrjiekaane Ha JUCTOBKaTa

JApyru u3ro4yHMIM Ha HHPOpMaLUs

IToapo6Ha wHpOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHnus

1o JIeKapcTBara: https://www.ema.europa.eu.

7. Yka3zanus 3a ynorpeoda

3a Ja ce n30erae CBCHTYAJIHA I/IHCI)CKI_II/IH U 3a J1a C€ rapaHTUupa, 4Uc IIC U3IO0JI3BATC ITPABUIIHO HyrimOZ,

BaXXHO € Jia CI1a3BaTe CICIHUTC YKa3aHU .
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Tps0Ba 1a cTe CUTypHH, Y€ CTE MPOUEIH, pa30pany U cra3BaTe Te3H yKa3aHus 3a ynorpeda, mpeau aa
umkekTrpare Hyrimoz. Bammsat MeTuIIMHCKY crieuaiicT e Bu mokaxe kak ja MmoJroTBUTE U Aa
umkekTrpare Hyrimoz npaBuiiHO, KaTo M3MOJI3BATE MPEBAPUTEIHO HAIIBIHEHATA MTUCAIIKA C
enuHMYHA 1032 Hyrimoz, mpeau na s M3mos3BaTe 3a MpbB IBT. AKO UMATe BBIIPOCH, TOBOPETE C
Bamms MeTMIUMHCKY CIIEUAIINCT.

Bamata Hyrimoz npeaBapuTe/iHo HA'bJIHEHA MUCAJIKA 32 ¢THOKPATHA yNnoTpeda

Wrna

Mpepnasnten
Ha urnata

Kanauka

Mpo3opue-Br3bop

B'preLIJHa Kalaika Ha nuriata

Duzypa A: Yactn Ha nucankara Hyrimoz

Ha @uzypa A nucankara e nokazaHa cbc cBajieHa kanauka. He cBansiiTe kama4ykara, J0KaTo He CTe
TOTOBH JIa MH)KEKTUpATE.

MHuoro Ba:xkHo ¢ Bue ga:

He U3M0JI3BaTe MHCajJKaTa, ako 3alleyaTBaHeTO Ha BHHIITHATA KYTHS € C HapyIIeHa ISUIOCT, Thi
Karo yrnorpebara Moxe Ja He e Oe3omnacHa 3a Bac;

ChbXpaHABaTEC MMYCaJIKaTa B 3ari€daTadHaTa BbHIITHA OITaKOBKA, IOKATO CTAHCTEC I'OTOBU Ja A
M3IION3BATE.

He 0CTaBsITe HUKOTA TcaiikaTa 0e3 HaOoJeHre, KbAETO IPYTH X0pa MOXKe Ja UMaT JTOCTHII;
He U3mo3BaTe Bamrara nucanka, ako CTe s U3ITyCHAIU, H3TJIekKIa TOBPeeHa, WIIH aKO CTe 5
M3ITyCHAJIN ChC CBAJICHA Kaladka;

uHxekTUpaTe Hyrimoz 15-30 MuHYTH clteq] H3BOKIAHETO OT XJIaMJTHAKA 32 HAMaJIIBaHEe HA
ICKOM(OpTa IPH WHKEKTUPAHE;

U3XBBPIIATE U3II0JI3BaHATA MHCATKa BeAHara cies ynotpeba. He u3nos3BaiiTe noBTOpHO
nucajikara. Buxre ,,8. U3XBbpJisiHe Ha H3MOI3BAHU MUCAJIKH® B Kpas Ha yKa3aHUsATA 3a
yrorpeoa.

Kak na coxpansiBate Bamara nucajaka?

CrxpaHsBaiiTe BpHIIIHATA KAPTOHEHA KyTHs C IHCAIKU B XJIaauiaHuk (0T 2°C mo 8°C).
Korato Bu e HeoOxoumMa (HanmpuMep, ako e mpryBare), Hyrimoz mosxke ma ce chxpaHsBa
Ipu cTaifHa TeMmepatypa (10 25°C) 3a MakcuMaieH nepuos 42 qHU — yBepeTe ce, ue €
npennaseHa ot ceetyinHa. Ciel n3BaXkaaHe OT XJIaJWIHUKA 32 ChbXpaHEHHUE Ha CTaiiHa
TeMIepaTypa, Bamara npenBapuTeHO HalrbJIHEHA IKcaNKa TPAOBa Aa ce U3MO0JI3Ba B CPOK 10
42 nHM WM Ja ce U3XBBPJIM, JOPU U MO-KBCHO J1a € Ouiia BbpHaTa 00paTHO B XJIaJUIHUKA.
Tps6Ba na cu 3anuiieTe Aatara, Ha KOsATO Bamara npeaBapuTenHo HarbJIHEHA THCATKA €
W3BajIcHa 32 IPBB BT OT XJIAAWJIHUKA, KAKTO U JlaTaTa, ClIe KOsTO TPpsiOBa 1a ce U3XBBPIIH.
3a 1a npeAnasuTe OT CBETIMHA MHCAIKUTE, ChbXPaHsIBaiTe 'M B OpUTHHATHATA KapTOHEHA
KyTHs IO MOMEHTA, B KOWTO CTE€ TOTOBU Jla TM U3II0JI3BATE.

He cpxpansiBaiiTe nucankure Npu eKCTPEMHA TOIUIMHA WK CTYA.

He 3ampa3siBaiite nucaikure.

Coxpanssaiite Hyrimoz u BCHUKH JIeKapCTBa HA MSICTO, HEJOCTBITHO 3a Jiena.
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KakBo Bu e HeoOxoauMo 3a Bamara nmkexknus?

[locraBeTe cregHUTE KOHCYMATHBH HA YMCTA U TJIAJKa MIOBBPXHOCT.

B xapronenara Bu kyTus ca BKIIIOUESHHU:

. Hyrimoz npenBapuTenHO HalbIHEHA/ M THcanka/u (BmkTe Duzypa A). Beska nucanmka
cbabpka 40 mg/0,4 ml ananumymao.

B xaproHeHara KyTus ¢ mucajka/u He ca BKIodeHu: (BK. durypa B):

. KbPIHYKa, HAIOEHA ChC CITUPT

. namMydeH TaMIIOH WJIA Mapiist

. KOHTEMHEp 3a OCTpH oTnaabliv. Buxre ,,8. U3XBbpiasiHe HA U3M0/13BaHA MU CAJIKA* B Kpas Ha
yKa3aHUsATA 3a ynoTpeoba.

. JIeTIeHKa

Q@uzypa B: KOHCYyMaTHBH, KOUTO HE Ca BKJIFOYEHHU B KyTHATA

IIpean Bamara uHKeKIus

IToagroToBKa Ha MUCAJKATA

. C men HamMayIsIBaHe Ha TUCKOM(OpPTa Py MHKEKTUPAHE
u3BajeTe Bamara nucanka oT XJIaguIHAKa OKOJIO MNpozopue-Bu3bop
15 no 30 MunyTH Ipenu uHXeKkTupaHe Ha Hyrimoz, 3a na
JIOCTUTHE CTalfHa TeMIeparypa.

. [TormemueTe mpe3 mpo30opUueTo-Bu3L0p. Pa3TBOPHT TpsiOBa
Ja Obae Oe31BEeTeH MM OJICI0KBITCHUKAB, a CHINO 1
oucTbp 10 eko onanecuupanl. He ro nsmoassaiite, ako
BHIUTE, Y€ UMa TBHPAU YaCTUIN H/UIIH MPOMSHA Ha
uBera. Mosxe fa 3a0enexnTe MajaKi Bb3AYIIHA
Mexypuera, KOeTo € HOpMaiHO. AKO UMaTe HIKaKBH

OMaceHMs] OTHOCHO BHUJIAa HA Pa3TBOPA, CBBPIKETE CE B @uzypa C: IpoBepku 3a
Bamms dpapmanieBT 3a chaelicTeue. 0e301macHOCT MPEeH HHKCKTHPAHE
. [lornennere naTara Ha U3THYaHE HA CPOKA HA TOJHOCT

(EXP) na Bamara nucanka (Buxte @ueypa C). He
M3IIONI3BAlTe MUCANIKaTa, ako CPOKBT HA TOJHOCT €
HU3TEKBIL.

. He u3non3paiite, ako 3aliMTHATA JIETIEHKA € C HApyLIEHA
LSJIOCT.

Cebpxere ce ¢ Bamns papmaneBT, ako nucajakaTa He
H3bP:KM HA HAKOM OT ONHCAHUTE MO-rope NPOBEPKH.
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M360p Ha MSICTO 32 HHKEKTHpPaHe:

[IpenmouynTaHoTO MACTO HA MHIKEKTUPAHE € MPEIHATA
MOBBPXHOCT Ha OeipoTo Bu. Moxe 1a usnonssare U
JIOJTHATA YacT Ha KopeMa, HO He ¥ 30HaTa Ha 5 ¢cm OKOJIO
mena (Buxre Quzypa D).

Bceku mbT n30upaiite pa3myHO MICTO 38 HHKCKTHPAHE. “
° He unxxexTHpaiiTe B 30HU, B KOUTO KOXKaTa € 0oJie3HeHa
Y 4yBCTBUTENHA, C KPbBOHACSAAHNUS, 3a4€pPBEHA, C JIFOCTIH
WU € TBbpAa. M30srBaiiTe 300 ¢ OCIIe3U WA CTPHH. . .
Axo umare nicopuasuc, HE Tps6Ba 1a uHxekTupare npsxo B
30HU C IICOPUA3HCHH IIJIAKH. @uzypa D: n360p Ha MACTO 32
WHKEKTHpaHe
2. TlouHMcTBaHe HA MSICTOTO HA MH;KEKTHpaHe:

M3Mmuiite rpuxkIIMBO PHIETE CH ChC CallyH U BOJaA.

C KpBroBU IBMXEHHS MTOYNCTETE MACTOTO 32
WHXXEKTUPaHe C KbPIHUYKA, HAalloeHa cbe crupT. OcTaBere
TO JIa U3ChXHE, IPEH J]a HHKEKTHPATE (BHKTE

Duzypa E).

He noxocBaiiTe OTHOBO MOYUCTEHOTO MSICTO TIPEaAU
HNHXXCKIUsATA.

Quzypa E: noducTeTe MACTOTO Ha

WH)KEKTHpaHe
3. CaaJisiHe Ha KaNayKaTa Ha NHCAJIKaTAa:
. CaaneTte karmaykaTta caMo clieJl KaTo CTe TOTOBH J1a
M3II0JI3BaTE MHCANIKATA.
. OTBHliTe Kalmaykara Mo Mocoka Ha CTPEITKHUTE (BUKTE
Quzypa F). LA
. Cren karto cre s MaxHalli, U3XBBPIIETe Kanaykarta. B
HUKaKbB CIIy4ail He OIIUTBAalTE OTHOBO JIa TIOCTABUTE
KaraJkara.
. WznomnssaiiTe nucankara B paMKHTE Ha 5 MUHYTH CIIE]L ®uzypa F: canere Kamaykara
CBaJISTHE HA Karayvkara.
. BB3MoOKHO € a 3a0enexxuTe Kallka TeYHOCT Ha BhpXa Ha
urnara. ToBa € HOpMaJTHO.
4. Kak na qpp:kuTe NucajaKara:

Hpbxte Bamara nucanka nofg bsrui 90 rpagyca
KBM IMOYUCTCHOTO MACTO 3a MHKCKTUPAHC
(Buxte Queypa G).

y4

IIpaBuano HenpaBuiHo

@Duzypa G: 1ppXKTE MUCAIKaTa
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Bamiara nH:keknus

Ipean na uH:KeKTHUpAaTE TPSIOBA /12 MPOYETETE TOBA
ITo BpeMe Ha HHXKEKTHPAHETO III¢ YyeTe IBE CHJIHU U3IPAKBAHMS:
o] ITepBOTO M3LIPAKBaHe MTOKA3Ba, Y€ WHYKEKIUATA ¢ 3aM0YHAJIA.
o] Cren HAKOJKO CEKYH/IH, BTOPOTO M3IIPAKBaHe II¢ MOKaXE, Y¢ MHIKEKIUATA €

MMOYTH 3aBBbPUICHA.

TpH6Ba Ja IPOABJKUTE 3APpAaBO Aa AbPKUTEC NMHCAJIKATa INITbTHO NPUTHUCHATA KbM KOXKaTa, JOKATO
HEC BUIUTC 3€JICHUA HHIAUKATOP, KOHNTO 1€ U3I'BJIHU ITPO30PUYETO BU3bOP U LI€ CIIPE 1a CC IBUKU.

5. 3amouBane Ha BamaTa mHxeknus:
. [IputucHere mrsTHO Bamara mucanka KbM KoxaTa CH,
3a J1a 3ar09YHe WHXXeKTHpaHeTo (BmwkTe Puzypa H).
. [IspBOTO HIpaKBaHE MOKAa3Ba, Y€ MHXKEKIIUATA €
3aro4yHaia.
. IMpoabikaBaiiTe 1a IbPKUTE MTHCATIKATA TUTHTHO
MIPUTHCHATa KbM KO)KaTa CH.
. 3eneHusIT HHAMKATOP MTOKa3Ba HalpeABaHETO Ha
UHXXEKIUTA.
@Duzypa H: 3aniounere Bamara
WHXEKLHS
6. 3aBbpmBane Ha Bamara nHXKeKnHA:
M3uakaiiTe na yyere BTOPOTO mpakBaHe. To nokasaa,
Yye MHXKEKIUATA € MOYTH 3aBbPIICHA.
. [IpoBepere nanu 3eNEHUAT UHIUKATOP U3MBIBA
MIPO30PUYETO-BU3bOP U NAJH € CHPSII J1a CE ABWKA (BIKTE
Quzypa ).
. Cera MoXe J1a OTCTpaHHUTE THCAJIKaTa.

@Duzypa I: 3apvpuiete Bamara
MHKSKIIHS

Ciien NHIKeKIUATA

7. TIposepeTe 1a)in 3eJIEHUAT MHANKATOP M3MbJIBA MPO30PUYETO-BU3LOP (BrkTe Purypa J):

° ToBa o3HauaBa, 4ye JIEKapCTBOTO € 1I0CTaBEHO. AKO HE ce
BWXXOA 3CJICHUAT I/IH,ZII/IKaTop, CBBp)KeTe ceC BaHII/ISI
neKap.

° BBb3M0oXkHO € 1a nMa MajKo KpbB Ha MSICTOTO Ha

WH)XEKTHpaHe. MoXKe 1a IPUTHCHETE TaMyUYeH TaMIIOH
WIN Mapiis KbM MSCTOTO HAa HHXKEKTHPaHEe U 1a
3agbpxute 10 cexynau. He pa3tpuBaiite MaAcTOTO Ha
WH)XKEKTHpaHe. MoXke /1a IOKpHeTe MACTOTO Ha
WH)XEKTHpaHe ¢ MaJKa JeNeHKa, aK0 UMa Hy’KJa.

Quczypa J: npoBepeTe 3eIEHUS
WHIAUKATOP
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8. I/I3XB”bp.]'lﬂHe HA M3N0JI3BAHUTE MUCAJTKH:

° U3xBbprere u3noia3BaHara nucajika B KOHTEHHEpa 3a
OCTpH OTHAIBIM (HOOpe 3aTBApSIIL Ce, yCTONYNB Ha
npobuBane chi, BrkTe Duzypa K). Kakto 3a Bamrara
0€30IacHOCT | 3/IpaBe, Taka U 3a Te3H Ha JPYTUTE X0pa,
MUcalikata He TpsiOBa Jla ce U3I0JI3Ba MOBTOPHO.

. He u3xpbpiisiiTe JiekapcTBa B KaHATH3AIUATA WIH B
KOHTeHHepa 3a foMaiHu otnansiy. [lonurtaiite Bamms
Jiekap win GapMarleBT Kak Jia M3XBbPJIATE JIEKApCTBATa,
KOUTO HE U3MoJ3BaTe. Te3u MEepKH IIe CIOMOTHAT 3a
olla3BaHe Ha OKOJHATa cpeaa. Hemsnon3BaHusT
JIEKapCTBEH MPOIYKT WIIH OTHAABIHUTE MAaTEPUATH OT
HEro TPsAOBa Jla Ce U3XBBHPJISAT B ChOTBETCTBHUE C
MECTHHTE U3UCKBAHUA.

| omat
OTNAABLM

Duzypa K: n3xBbpiere
W3I0JI3BaHAaTa MUCcalKa

AKO MMaTe HSIKAKBHU BbIIPOCH, MOJIs, TOBOpeTe ¢ Bamus jekap, papmManeBT Wi MeJUIHHCKA

cecTpa, KouTo ca 3ano3Hatu ¢ Hyrimoz.
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JIncroBka: uH(poOpManuA 32 NalHEHTA

Hyrimoz 80 mg uH»KeKIMOHEH Pa3TBOP B MPEIBAPUTETHO HAITbJIHEHA CIIPUHIIOBKA
ananumymab (adalimumab)

IIpoyereTe BHMMATEJHO USJIATA JUCTOBKA MPeIH 1A 3all0YHeTe 1a U3I0JI3BaTe TOBA JIEKapCTBO,

Thil KaTo TS ChbABbPKA BaxkHa 3a Bac undopmanus.

- 3anaszere Ta3u JIUCTOBKA. MoOXe /1a ce HAIOXKH J1a 51 TPOYETETe OTHOBO.

- Bamsar nexap mwe Bu nage cpio HarmoMHsIIa KapTa Ha MALUEHTa, KOSITO ChIbprKa BaXKHa
WHPOpPMAIHsI OTHOCHO 0E30MaCHOCTTA, C KOSITO TPSIOBA Aa CTe 3all03HATH, TIPE/IU /1a 3aTI0YHETE
na npuiarare Hyrimoz u mo Bpeme Ha nedenueto ¢ Hyrimoz. CexpaHsiBaliTe Ta3u HalOMHSIIIA
KapTa Ha MalueHTa y ce0e CH 1o BpeMe Ha JISUeHUETO U 4 Mecella Cliel MOCIeHATa HHKEKIIUS
Hyrimoz, mocraBena Ha Bac (1a Bameto nete).

- AKO UMare HIKaKBH JIOMBIHUTEIHA BIPOCH, MonuTaiiTe Bamus iekap wiu gapMaresT.

- ToBa nekapcTBO € npeanucano JuyHo Ha Bac. He ro nmpeorcThnBaiite Ha npyru xopa. To Moxe
Jla IM HaBpeIy, HE3aBICHMO Ue TIPU3HAINTE Ha TSAXHOTO 3a00IsIBaHEe ca ChIUTE KaTto BamuTe.

- AKO TIOJTyYUTE HAKAKBH HEXEJIaHU peakiluy, yBeaomeTe Bamus nexap uinu papmarieBt. ToBa
BKJIIOYBA M BCUUKHU BH3MOKHU HEKEJTaHHU PEaKIMK, HEOMUCAHH B Ta3u JIUCTOBKA. BinkTe
TO4YKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1. KaxBo npencrasnsasa Hyrimoz 1 3a KakBO ce M3MOI3Ba

2. Kakso TpsiOBa ga 3Haere, npeau Aa uznomnssare Hyrimoz

3. Kak na n3znonzeare Hyrimoz

4, Bb3MOKHU HEXEJTaHU peakiuu

5. Kak na cexpansBare Hyrimoz

6. CpabprkaHue Ha ONAKOBKATa M JOIBIHUTENHA HHPOPMALUS
7. VYkazanus 3a yrnorpeba

1. Kakso npeacrasiasisa Hyrimoz u 3a kakBo ce u310J13Ba

Hyrimoz chabpxka akTHBHOTO BEIIECTBO afaliMyMal, JeKapcTBO, KOETO JIecTBA Ha IMyHHATA
(3amUTHATA) CHCTEMAa Ha OpraHu3Ma.

Hyrimoz e npeana3HaueH 3a JIeYCHUE Ha CICIHUTE Bh3MATUTEIHHN 3a00JIIBaHNU:
PEBMATOUICH apTPUT

TICOPHUA3UC C IJIAKH

THOEH XUPAICHUT

6onect Ha Kpon

YIILIEPO3EH KOJIUT

HEUH(EKIINO3CH YBCHUT

AXTHUBHOTO BCIICCTBO B Hyrimoz, a,Z[aJ'II/IMyMa6, € MOHOKJIOHAJIHO aHTUTSIO. MOHOKJIOHAITHUTE
AHTUTCJIa Ca IPOTECHUHU, KOUTO C€ CBHP3BAT CHC CHeHI/I(i)I/I‘IHI/I MUIICHU B OpraHu3Ma.

CrenmuryHaTa MUIIEHa Ha aganuMyMal e MpOoTenH, HapedeH Tymop-Hekpotusupai ¢aktop (TNFao),
KOMTO IIPUCHCTBA B ITIOBUIICHU KOJIMYECTBA TP Bh3NAINTEIHUTE 3a00JsIBaHN, U30POCHHU IO-TOpE.
CsppsBaiiku ce ¢ TNFa, Hyrimoz 6;10kupa HEroBoTo AefCTBHE U HaMaJIBa BB3MAJICHUETO MPH Te3U
3a00JsIBaHuUSI.

PeBMartounaeH apTpur

PeBMaTOI/I,Z[HI/ISIT apTpUT € Bb3MNAJIUTCIIHO 3a00JIIBaHE HA CTABUTE.
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Hyrimoz ce u3mnos3Ba 3a ieueHre Ha peBMAaTOUICH apTPUT MPH BB3PACTHU. AKO HMaTe YMEPEHO 10

TEXKO M3pa3eH aKTUBCH PEBMATOMACH apTPUT, IbPBOHAYAIHO MoXe Ja Bu Obaar npunaranu opyr,
IPOMEHSAININU X0/1a Ha 3a00JI1BaHETO JIEKapCTBa, KaTO METOTpeKcaT. AKO Te3H JeKapcTBa He JelcTBar
JocTaTbuHO A00pe mpu Bac, me Bu 0b1e npennucan Hyrimoz 3a neuenne Ha peBMaTOUAHUS apTPUT.

Hyrimoz ce u3moi3Ba u 3a JeUCHNE Ha TEXKKO U3Pa3eH, aKTUBEH U TIPOTPECUBEH PEBMATOUJICH apTPHUT
0e3 MPeIXOTHO JICUCHUE C METOTPEKCAT.

Hyrimoz moxe 1a 3a0aBsi CTPYKTYpHUTE YBPEXKJaHUS Ha XPYIIIa M KOCTTAa HAa CTaBUTE, IPUINHEHH
OT 3a00JIsIBaHETO U MOA00psABa (pr3uyecKaTa aKTUBHOCT.

Obuknoseno, Hyrimoz ce ynorpebsiBa ¢ MmetoTpekcar. Ako Bamust jgekap npeueHu, ue
IPUIOKEHUETO Ha METOTPEKcaT He € NoAXo1i1o, To Hyrimoz Moxe aa ce mpuiara CaMOCTOSITEIIHO.

Hcopna:mc C IJIaKH1

[copra3uchT ¢ MIaKku € BH3MATUTEIHO KOKHO 3a00JIsIBaHe, KOETO MTPEJM3BUKBA 00pa3yBaHETO Ha
YepBEHHU, JIFOCIICCTH, TBBP/M METHA MO KOXkKAaTa, HOKPUTH ChC cpedpuctu irocu. [Icopuasucet ¢
TUTaKW MOJKE Jla 3aceTHe W HOKTHUTE, KaTO T MIPaBH YYIUIMBH, BOJIU J0 yaeOesiBaHe U OTIeNITHE Ha
HOKBTA OT HOKBTHOTO JIOXKE, KOETO MOXe Ja € 6oe3HeHo. Cunra ce, 4e COprua3uchT ce MPUINHABA
OT Mpo0JieM C UMyHHATa CHCTEMa Ha OpraHu3Ma, KOMTO BOJIU JIO MIOBUIIICHA TPOIYKIIUS Ha KOXHH
KIIETKH.

Hyrimoz ce u3moi3Ba 3a JieueHre Ha YMEPEH J0 TeKbK COPUA3ZUC C TUIAKHU MPH BB3PACTHH.

T'HOeH XMAPaACHUT NP BH3PACTHU U IOHOIIH

I'HoliHUAT XUApaneHUT (MOHIKOTa HAPHUYAH aKHE MHBEP3a) € MPOIBIKUTEIIHO U Y€CTO OOJIC3HEHO
BB3MAIATETHO 3200/sIBaHe Ha KokaTa. CHMIITOMHTE MOTaT Jla BKIFOYBAT YYBCTBUTEIHU BH3IH
(momyTuHM) 1 abcrecu (IIUPEN), OT KOUTO MOKE Jla M3TUYa THOU. To Haif-4ecTo 3acsira KOHKPETHU
y4acThILHU OT KOXKaTa, KaTo MO I'bPAUTE, TOJIMUILITHUIIUTE, BETPEIIHATA YaCT Ha OeApara, ClIa0uHUTE
U celanmieTo. B 3acernaTure paiioHN MOTAT /1a OCTaHAT U OeIe3H.

Hyrimoz ce u3nomnssa 3a JeueHue Ha

o YMEpEH /10 TeXbK THOCH XUIPAJCHHUT MIPHU Bb3PACTHU U
. yMEpEH /10 TeXbK THOCH XMIPAJICHUT MPH IOHOIIX Ha Bb3pacT oT 12 1o 17 roauHu.

Hyrimoz moske na Hamanm Opos Ha Bammre BB311 1 abciecn 1 00TKaTa, KOSTO YECTO € CBhp3aHa ¢
Oonectra. [IppBOHaYaTHO MOKe 1a Bu ObIaT mpuiiaranu ApyrH JieKapcTBa. AKO TE3H JIeKapCTBa He
JeicTBaT J0CTaThbuHO A06pe, e Bu 0bae npeanucan Hyrimoz.

Bosnect Ha KpoH nipu Be3pacTHHU U Aera

bonecrra na KpOH € BB3MAJIUTEIHO 3a00JIIBaHe HA qgcpBara.

Hyrimoz ce u3nomnssa 3a JeueHue Ha
J yMepeHa JIo Texka Oonectra Ha KpoH npu Be3pacTHH U
o yMepeHa JIo TexXka 0osiecT Ha KpoH nipu Jieria 1 FoHOIIN Ha Bb3pacT oT 6 10 17 roanHu.

Axo ctpazgare ot 6onectra Ha KpoH, mbpBOHaYaIHO MoXe 1a Bu ObiaT npumarann 1pyru JekapeTsa.
AKO He ce TIOBJIHsETE JOCTaThYHO A0OpE OT Te3M JieKapcTBa, e Bu 0bae npuinaran Hyrimoz 3a

HaMaJIIBaHC HAa TPU3HAIIUTC U CUMIITOMUTC Ha Bareto 3aboisBane Ha KpOH

Vimepo3eH KOIUT Py B3PACTHH M JICTA

YHHGPOSHHHT KOIIUT € BB3MAIUTEIHO 3a00/IsIBaHE HA ,I[C6GJ'IOTO YCpBO.
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Hyrimoz ce u3nosn3Ba 3a eueHue Ha
o YMEPEH /10 TeXBK YJILepO3€eH KOINUT IPU BB3PACTHU U
o YMEPEH /10 TeXbK YJILEpO3eH KOJIUT IIPHU Jella U IOHOLIN Ha Bh3pacT oT 6 10 17 roauHu.

AKo nMarte yInepo3eH KOJIUT, IIbPBO MOXKe 11a Bu Ob1at gajgeHu qpyru JekapcTBa. AKO Te HE
JICHCTBAT JOCTATHYHO J00pE, 32 HaMAJISIBaHE Ha MPU3HAIIUTE U CUMIITOMHUTE Ha Bammus yniepo3eH

kot 1me Bu 0b1e npennmcan Hyrimoz.

HeI/IHCbeKHI/IO?;eH YBCUT IIPHU BB3PACTHHU U €A

HewundeximmoseH yBEeUT € BB3MAIUTEIHO 3a00JIIBaHe, 3aCATaII0 ONPEISICHH YaCTH Ha OKOTO.
Bb3naneHuero BoIM 10 HAMAISIBAHE HA 3PCHUETO W/UJIHM HAJIMYKE HA MBTHUHHU B OKOTO (YEpHHU
TOYHUIY WU THHKU JIMHUU, KOUTO CE JIBIXKAT B 3pUTEIHOTO ToJje). Hyrimoz neficTBa upe3 HaMasiBaHe
Ha TOBa Bh3NaJICHHUE.

Hyrimoz CC M3II0JI3Ba 34 JICUCHHC Ha

L BB3PACTHHU C HCI/IHq)CKLII/IO3CH YBEUT, C Bb3NAJICHUEC, 3aCATall0 3aJHATA YaCT Ha OKOTO

L Acla, HaBbpUIUIIN 2 roavHu ¢ XpOHUYCH HCI/IH(bCKL[I/IO3eHyBCI/IT, C BB3MAJICHUEC, 3aciaTraliio
npeaHaTra 4aCcT Ha OKOTO

Moske mbppBO 1a Bu Obaat npusiaranu Ipyru JekapcTBa. AKO He ce MOBIHAETE T0CTaTh4HO 100pe OT
Te3H JIEKapCTBa, e Bu 6bae npeanucan Hyrimoz.
2. Kakgo Tps0Ba 1a ce 3HaeTe, npeau Aa u3noaszsare Hyrimoz

He n3non3Baiite Hyrimoz

. aKo CTe alepruuHu KbM aJaiuMyMad MM KbM HIKOS OT OCTaHAIUTE ChCTABKU HA TOBA
nexapcTBO (M30pOeHH B TOUKA 6).
. aKo MMaTe TeXKa MH(EKIHs, BKIFOUYUTEIHO TyOepKy103a, cerncuc (0TpaBsHe Ha KPBBTA), WU

JIPYTH OTIOPTIOHUCTHYHH HH(PEKIH (00nIaitHn HH(EKITHH, CBhp3aHHU ¢ OTCITa0BaHE Ha
UMyHHara cuctema) BaxxHo e na mHpopmupare Bammst nekap, ako vMaTe CHMIITOMH Ha
WHQEKIUs, HATPUMEP TPECKa, paHH, OTIATHAIOCT, IPOOIEMH ChC 3bOUTE (BUKTE
LI IpeayTpekIeHNs U TIPEAITa3Hl MEPKH ).

o aKo MMaTe YMepeHa J0 TeKKa ChpJieuHa HelocTaThuHOCT. BaxkHo e ma nHopmupare Bammis
JieKap, ako CTe UMaJId WII UMaTe CEPHO3HO ChPACYHO 3a00isBane (BHXKTE , [ IpenynpeskaeHus u
Mpeana3Hu MEpKU®).

IIpeaynpesxaenus u npeAnasHu MepKU
l'oBopete ¢ Bamms nekap nim dapmanest, npenu aa unonassare Hyrimoz.

AJlepruyunga peaxius

. AKO UMaTe alepruyHa peakuus ChbC CHMITOMH KaTO CTATaHe B I'bPANTE, XpUIITEHE, 3aMaiiBaHe,
OTOK MM 00pUB, He MHXKeKTHpaiiTe noBeue Hyrimoz u He3abaBHO ce cBbprkeTe ¢ Bamus nexap,
THH KaTo B PEIKHU CIy4yal T€3M PeaKIMy MOTraT Ja ObJaT KUBOTO3aCTpAIIaBaLIH.

Undeknnn

o AKko nMaTe UH(EKIUs, BKJIIOYUTEIHO MPOABKUTENIHA UM OrpaHuYeHa HHPEKIHA (KaTo
HarpuMep s3Ba Ha Kpaka), KOHCYNTHpaiite ce ¢ Bamms nexap npeau ynorpebara Ha Hyrimoz.
AKO He cTe CUTypHH, CBBpKETE ce ¢ Bamms nexap.

. ITo Bpeme Ha seuenuero ¢ Hyrimoz moxere na ce paz0oseere mo-iecHo oT uHpekuun. To3u
PHCK MOXeE J1a Ce YBEeJIM4IH, ako QyHKIMATa Ha Oenute Bu npobose e HapymeHa. Te3n
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MHQEKINN MOXKe 1a OBbaT CEpHO3HH U J1a BKIIOYBAT TyOepKy03a, HH()EKUUH, PUINHEHN OT
BUPYCH, I'bONYKH, TAPA3UTU WM OaKTEPHH, UM APYTH HEOOMYaHU NIPUYMHHUTENN Ha
WH(EKINU U cericuc (OTpaBsHE Ha KPHBTA).

o B penxu ciyvau, Te3u uHGEKIUH MOXKe Ja ObJaT )KUBOTO3acTpamasany. BaxHo e na
uHpopmupare Bamms nekap 3a nosBata Ha CHMITOMH KaTO TPECKa, paHH, OTIIAJAHAIOCT MU
npobieMu cbe 3p0HTe. Bammsr nekap Moske a mpernopbya BpeMEHHO CIMpaHe Ha yrnorpebara
Ha Hyrimoz.

Ty6epkyinosa (TE)

. Toit kaTo UMa cHOOIIEHUS 3a TyOepKy03a IMPH MAIMEHTH Ha JICUCHHE ¢ aJainMyMal, BammsT
nekap me Bu u3cienpa 3a mpu3HaNM U CUMIITOMU Ha TyOepKyJi03a Ipean 3al0oYBaHe Ha
nedenueto ¢ Hyrimoz. ToBa BkiltouBa 00CTOHHA MEUIIMHCKA OIICHKA, BKIIFOUUTEITHO aHAMHE3a,
Y TOAXO/ISII CKPUHUHT (HAITPUMEp PEHTIEHOBA CHUMKA Ha TPhIHUS KOII U TYOCPKYJIMHOB
Tect). [IpoBexmaHeTo M pe3yATaTUTE OT TE3W U3CICABAHUS TPAOBA Jla ce OTOCIIeKAT BHB
Bamara nanoMHsiIa kapTa Ha narpieHTa. MHOTO € BaxHO Ja nHpopmupare Bamms nekap, ako
cTe OoyielyBau OT TyOepKyJi03a Wil CTe OWJIM B TECEH KOHTAKT C HAKOM OOJNEeH OT
Tybepkyno3a. [1o BpeMe Ha JiedeHHEeTO MOXKe Jia ce pa3Bue TyOepKyIio3a, J0pu aKo
CTe MpUEeMall JICUSHHE 3a Mpe/Ia3BaHe OT TYOepKyI03a. AKO 10 BpeMe Ha JICYCHUETO HITH
CJIEJ] HETO Ce TIOSIBIAT CUMIITOMH Ha TyOepKyio3a (IOCTOSTHHA KalluTuIla, 3ary0ba Ha TerJjo, JIMIca
Ha SHEPTHs, JICKO IMOBUIIIEHA TEMIIEpaTypa) WK HIKaKBa Apyra HHGEKIs, He3a0aBHO
uHpopmupaiite Bamms nekap.

I[IsTyBane/moBTapsAmM ce UHGEKIIUU

. Kaxere na Bamus nekap, ako cTe *UBEJIU WK ITbTyBaTe B palOHH, KbJAETO MHOTO YECTO C€
cpemat nH(GEKIUU OT T'HOMYKH KaTO XUCTOIUIA3MO03a, KOKITHIMOUIOMHKO3a WIH 0JIACTOMUKO3A.
. Kaxere Ha Bamms nekap, ako cre 00JielyBaay OT MOBTAPSIIN ¢€ HHPESKIIUN HITH IPYTH

3a60JI$IBaHI/I$I, KOUTO MOBUIIIABAT PUCKA OT I/IH(i)CKI_II/II/I.

Bupyc Ha xenatut B

. I'oBopere ¢ Bamms niekap, ako cre HocuTen Ha Bupyca Ha xenatuT B (HBV), ako umate
aktuBHa HBV nubeknus nnm cuurare, 4e cTe U3JI0KEHH Ha PUCK OT 3apassBane ¢ HBV.
Bammst nexap TpsiOBa ma Bu uscnenBa 3a Bupyca Ha xenatut B (HBV). Ananumymab mosxe
MOBTOPHO J1a akTuBUpa nHpekuusta or HBV mpu xopa, HocuTenu Ha To3u BUpYC. B Hsikon
pelKu ciy4dan, 0COOCHO aKo MpHeMaTe APYTH JeKapcTBa, KOUTO MOTHCKAT UIMyHHATa CUCTEMa,
MTOBTOPHOTO akTHBHpaHe Ha nHpeknuaTa ¢ HBV moxxe ga 0b1¢ )KHBOTO3aCcTpaIIaBaiio.

Bw3pact Haj 65 roauHu

o AKO cTe HaBBPIIWIN 65 FOJMHU, MOKE J1a CTE NMO-MOJATINB KbM HH(EKIUH JOKATO IpuiaraTe
Hyrimoz. Bue n Bamusr nekap tpsibBa 1a oOpbliare crieiaaHO BHUMaHHE 32 MPU3HALN Ha
MHQEKIUs, 1oKaTo cTe Ha JedeHune ¢ Hyrimoz. Baxno e na nadopmupare Bammus nekap, ako
NPOSIBUTE CHMITOMH Ha HH(EKIHS, KaTO TPECcKa, paHH, JIUIICA HA EHePIHys, MPOOJIEMH ChC
3p0uTE.

Omneparust Win IpoOJIEMHU ChC 3H0UTE

. Axo Bu npenictou onepaiys Uiy J€HTaIHU MPOIeAypH, MOJIs, KakeTe Ha Bamus jekap, ye
npunarate Hyrimoz. BamusT nexkap Moxe fa mpenopbriya BpeMEHHO J1a CIpe yrorpedara Ha
Hyrimoz.

JleMuenuaU3UpaIio 3a00IBaHe

L Axo nmare uim PAa3BUCTC ACMUCIMHU3UPAIIO 3a00/1BaHe (33.6OJI}1BaHe, KOC€TO 3acira
3algTHaTa 00OBHBKA Ha HCPBUTC, KATO MYJITUIIJICHA CKJ'ICpOSa), Bammsar JICKAp HIC pCuIn AaJiv €
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HEOOXO0IMMO J1a ToJTyyaBaTe WK Ja MpoABIDKUTE Aa nonydaBate Hyrimoz. Hesabasao
uHpopmupaiite Bamms nekap, ako UMaTe CHMIOTOMH KaTO IPOMEHH B 3pEHUETO, CIa00CT B
pBlieTe MK KpaKaTa WM U3TPBIIBaHE MIIM MpaBydKaHE B HAKOS YacT Ha TSIIOTO.

Bakcuna

OrmpeneneHy BaKCHHY ChIBPKAT )KUBH, HO OTCIIA0CHN (POpMHU Ha O0JIECTOTBOPHH OAKTEPUH WITH
BUPYCH U HE TPsIOBa Jia ce mpuiiarar 1o BpeMe Ha JieueHrero ¢ Hyrimoz, 3a na He mpeau3BUKaT
cnydaitno ungekius. [lochBeTBaiiTe ce ¢ Bamus nekap npenu NpriIoKEHUETO Ha KAKBUTO U Ja
ouno BakcuHU. [IpernopbuBa ce, aKo MMa Bb3MOXKHOCT JIeIaTa J1a MPUKIII0YAT C BCHYKH
HMYHH3allUH, CHITIACHO HACTOAIIUA UMYHU3AIUOHCH KAJICHAAap 3a TAXHATa Bb3pacT, IPCan
3aro4yBaHe Ha jJedeHueTo ¢ Hyrimoz. Ako cre npuemanu Hyrimoz, nokato cte Ouia OpeMeHHa,
6e6eTo Bu Moxke a Ob/ie ¢ TO-BHCOK PUCK 32 Pa3BUTHE Ha TakaBa MHMEKIUS, 10 TIeT Mecera
CcJIe/ TIocyIeIHaTa J103a, KOSITO CTe MOJYYHITH [0 BpeMe Ha OpeMeHHOCTTa. BakHo e, na
uHpOpMUpaTe JeKapsAT U APYTHTE MEAULIMHCKH ClienuannucTy Ha Bamrero 6ebe, ue cte
nekyBanu ¢ Hyrimoz no Bpeme Ha Baiiata OpeMEHHOCT, Taka 4e Jia MOTarT Jia pelaT, KoraTo Ha
0ebeto Bu TpsaOBa ma ce HampaBW KaKBaTO U Ja € BAKCHHAITHS.

Cobpaeuna HETOCTATBYHOCT

BaxHo e i1a kaxkere Ha Bamust nekap, ako cTe HMaJld WITH UMaTe TEKKO ChpACUHO 3a00IIsIBaHE.
AKO uMare jieKa ChpJlIeUHa HEJAOCTAaThYHOCT U ce JiekyBaTe ¢ Hyrimoz, cecTossHueTo Bu BbB
BpPB3Ka ChC ChpJICUHATA HEJJOCTATHYHOCT TPsIOBA J1a ObIc BHUMATEIIHO MPOCICIIBaHO OT Baus
nekap. AKO pa3BHUETE HOBH HJIM BJIOIIABAIIU CE CUMIITOMH Ha ChpJIcUYHA HEAOCTATHUHOCT
(mammpuMep, 3abXBaHE WU OTOITH 110 Kpakara), TpssOBa He3a0aBHO Ja ce CBhpkeTe ¢ Bamms
neKap.

Bucoka TeMIiepaTypa, KpbBOHACAAaHUSA (CHHUHH ), KPbBOTCYCHUE MIIN 6neg00T

[Ipu HIKOM MAIMEHTH, OPTAaHU3MBT MOXKE J1a HE yCIlee Ja MPOu3Be/e JOCTATHhUHO KPHBHU
KIICTKHU, KOUTO ce O0OpAT ¢ MH(EKIMKUTE WK J1a IOMarar 3a CIUPaHeTO Ha KbPBEHETO. AKO
BIIUTHETE TEMIIEpaTypa, KOATO HEe CIa/ia, MHOTO JISCHO MOJTydaBaTe CHHUHU WM KbPBEHE HITH
M3rJIeK1aTe MHOTO OJIeH, BeHara ce CBbpxkeTe ¢ Bamms nekap. BammsaT nekap MoXke J1a penru
Jla CIIpe JICYCHHETO.

Wma MHOTO penKu ciiydan Ha OTPEeICHH BUIOBE PaK MPH Jela ¥ Bb3PACTHH, MIPHIIaralin
agamumymab wiu npyru TNF-6nokepu. Xopara ¢ mo-cepro3eH peBMaTOH/IeH apTpUT, KOUTO ca
C TIO-TOJIIMa IPOABIKUTEHOCT Ha 3a00JISIBAHETO, MOTAT J1a ca C TI0-BUCOK PUCK OT CPETHHS 32
pa3BUTHETO Ha JIUM(OM U JeBKeMHsI (BUIOBE PaAK, KOUTO 3aCATAT KPHBHUTE KJICTKUA U KOCTHUS
MO3bK). AKO npuiarate Hyrimoz, pucksT OT nosiBaTa Ha TUM(OM, JIEBKEMHUS WIH JAPYTH BUIOBES
pak MoXe J1a ce MMOBHUINU. B peaxu ciydau e Ot HabmogaBaH crieluuIeH 1 TeXbK BHT
TuMQOM TIPH MAINEeHTH, JIEKyBaHH ¢ aganumMyMad. Hskou oT Te3u maruenTy ca Onim JeKyBaH!
CBIIO C JIEKAPCTBOTO a3aTHONPHH WK MepkanTonyput. Mudopmupaiite Bammus nekap, ako
MpreMaTe a3aTHONPUH WM MEPKAIITOIypUH 3aeaHo ¢ Hyrimoz.

HabmromaBanu ca MHOTO peIKH Cilydad Ha HEMEIaHOMHH (DOPMHU Ha KOXKEH pak MpH MalueHTH,
MpHUJIarany agarnMyMad. AKO TIO BpeMe Ha HITH CIIe[] ISUEHUETO Ce MTOSIBU HOBO IMTOPAKEHHE
BBPXY KOXKaTa WU aKO CHIIECTBYBAIIUTE O€Ie31 WM 30HU Ha TTOPAKEHUS IPOMEHSAT CBOS
BBHIIICH BUI, WHGopMupaiite Bamus nekap.

[pu manuenTu ¢ onpeeieH By 3a00isBaHe Ha OeuTe IpoOOBe, M3BECTHO KATO XPOHUYHA
o0cTpyKTHBHA OeoapoOHa OoecT, IeKyBaHH ¢ npyT 6okep Ha TNF-0, ca HabmogaBanu
CiIy4yau Ha IPYTH BUIOBE PaK, pa3mudHu oT JuMdom. Ako ctpanare or XObBb umu cre 3akiet
mymay, TpssoBa 1a oochaute ¢ Bamus nekap nanu neuenuero ¢ TNF-o Giiokep e moaxoasio 3a
Bac.
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ABTOI/IMVHHI/I 3a00J19BaHUs

) B penku ciyuyan neuenuero ¢ Hyrimoz mosxe ia goBejie 1o CHMITOMH, HAITO100sBaIIi
nmymyc- mojoben cuuapoM. CBBpKeETe ce ¢ Bamusr gexap, ako ce oSBT YIIOPHUT, HEOOSICHIM
00puB, Tpecka, 0OJKa B CTABUTE WIIK YMODA.

Jlena v rOHOILIM

o BakcuHanmu: mo Bb3MOKHOCT Ha JieTeTo Bu TpsiOBa aa ca mocraBeHH 1o Tpaduk BCHUKA
BaKCHHH IIPE/IN J1a ce mpuitoxku Hyrimoz.

JApyru nexapctBa u Hyrimoz

Tps6Ba na kaxere Ha Bamus nexap uiu gapmanesT, ako IpremMare, HACKOPO CTe IPUEMaH W €
BB3MOXKHO J1a IpUeMaTe APYIrH JeKapCcTBa.

Hyrimoz mose 1a ce mpuiara 3aeiHO ¢ METOTPEKCAT WITH ONPEIEICHH, MPOMEHSIIN X0/1a Ha
3200JIIBAHETO AaHTUPEBMATUIHH CpEACTBa (Cyidacana3zuH, XUIPOKCUXIOPOXHUH, JIeQIIyHOMIT U
WHKEKIIMOHHHM 3J1aTHH IMIperapaTy), KOPTUKOCTEPOH U WIH OOJIKOYCIIOKOSBAIIY CPE/ICTBA,
BKJIIOUMTEITHO HECTEPOUIHH NpoTHuBOBB3NanuTenHu cpeacrsa (HCIIBC).

Hyrimoz ue Tps0Ba a ce mpuiiara ¢ JIeKapcTBa, ChIbpIKaIl aKTHBHUTE BEIIECTBA aHAKHHPA HITH
abaTauenT, Hopay MOBHIICH PUCK OT cepro3Ha nHpekus. KomOnHanusara ot aganumyma0, KakTo 1
apyru antaronucta Ha TNF-o 1 aHaknHpa nim abaranent He ce npernopbyBa Ha 0azaTa Ha Bb3MOKHO
MOBHUIIIABaHE HA PHCKA OT MH(MEKIMHU, BKIIOYUTEIHO CEPUO3HU NHPEKINH U JPYTH TOTSHIINATHH
(hapMaKoJIOTHYHH B3aUMOJICUCTBHSI. AKO UMate BBIIPOCH, MOJISL, OOBbpPHETE ce KbM Bamms nekap.

bpemeHnHoOCT U KbpMeHe

o TpsibBa 1a oOMuUCIUTE yroTpedaTa Ha MOAXOSAIINA TPOTUBO3aYaThUHH CPEJICTBA 32
NpeZ0TBpaTsIBaHE HAa 3a0pEMEHABAHE U J1a MPOBIDKUTE Ja TH U3IOI3BATEe B MPOABDKECHHUE Ha
moHe 5 Meceria ciies mocIeTHOTOo iedeHne ¢ Hyrimoz.

. AKo cTe OpeMeHHa, MUCIIHTE, U¢ MOXE JIa CTe OpeMeHHa WM IUTaHuparte 11a umate oeoe,
MOChBETBaNTE ce ¢ Bams nexkap 0OTHOCHO NpUJIaraHeTo Ha TOBa JIEKapCTBO.

o Hyrimoz Tpsi6Ba 1ja ce u3mo3Ba 1o BpeMe Ha OpPEeMEHHOCT CaMo aKo € He0OXOIUMO.

. Cropen npoy4uBaHe BEPXY OpeMEHHOCTTa He ChLIECTBYBA MO-BUCOK PUCK OT BPOJCHHU Ne(EKTH,

KOraTo MaiKara e Imoyiy4aBaja afanuMymad 1o Bpeme Ha OpeMEHHOCTTa, B CpaBHEHHE C
MalKHUTE ChC CHIIOTO 3200 IBaHE, KOUTO HE ca MOTyJaBaii aaaTuMyMa0.

o Hyrimoz mo>e na ce n3moss3Ba 1mo BpeMe Ha KbpMeHe.

. Axko cte nmonydaBan Hyrimoz o Bpeme Ha OpeMeHHOCTTa cH, Bamrero 6e0e mMa 1mo-Tonsm
PHCK Ja pa3BUe WHPEKIIUS.

° BaxxHo e 1a yBemomure Jiekaps Ha Bameto 6e0e v qpyrure MEIUIMHCKH CIICIIUATMCTH OTHOCHO

TOBa, 4e cTe cu npuiaraan Hyrimoz mo Bpeme Ha OpeMeHHOCTTa, penu 6ebeTo aa e
BaKCHHHUPAHO (3a MmoBeue HHPOpMAaIHsi OTHOCHO BaKCHHHUTE BIDKTE pasfen ,,l[penynpexnennus n
TIpeATa3Hu MEPKH ).
Ilo¢pupane u padora ¢ MAIIUHU
Hyrimoz mosnusiBa mpeHeOpeKMMO CITOCOOHOCTTA 3a Iodupane, KapaHe Ha BEJIOCHITE WK paboTa ¢
marmuan. Criesl mpusiokeHrnetro Ha Hyrimoz Moske fia ce mosiBM CBETOBBPTEK M HAPYIICHHUE HA
3pEHHETO.

Hyrimoz cbabpaxa HaTpmii

ToBa siekapcTBO ChABPKa 1o 1 mmol Hatpwuii (23 mg) 3a no3a ot 0,8 ml, T.e. MOXe J1a ce Kaxe, ue
MPAKTHYCCKH HE ChIbPKa HATPHH.
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3. Kaxk n1a uznoassare Hyrimoz

Bunaru n3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bammsat nekap unu gpapmarieBT.
AKO He CTe CUTYPHH B HEIIO, MMONUTaiiTe Barmms rekap nin gpapMareBT.

IpemopbuntenuuTe 1031 Hyrimoz 3a Bcsko oT 0100peHUTE TIOKA3aHKsI Ca MOKA3aH! B ClieIHATA
tabnuia. Bammsat nekap Moxke na Bu npeanuire Hyrimoz ¢ apyro Koau4ecTBO Ha aKTHBHOTO
BEIIIECTBO, aKO MMaTe HY»KAa OT pa3iuyHa 103a.

PeBmaToueH apTpuT, NCOPHATHYEH APTPHUT, AHKHJI03UPAIL CIIOHANJIUT HJIH aAKCHAJIEH
CIIOHJMJI0APTPUT 03 peHTreHorpagcKu JaHHM 32 AHKWJIO3HPALL CHOHIMJIMT

B’b?.paCT HJIA TCJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiiara?

Beaexkkn

Bo3pactau

40 mg mpe3 ceaMuIIa KaTo
€IMHUYHA 1034

IIpu peBmMaTonaeH apTpur
MPUIOKEHUETO Ha METOTPEKCaT
MIpoIBJDKaBa MO BpeMe Ha
nedernuero ¢ Hyrimoz. Axo
Bamusar nekap npenieHu, ye
MIPUJIOKEHUETO Ha METOTPEKCaT
HE € moAXosIo, To Hyrimoz
MOXe Jla ce TpuJiara 1
CaMOCTOSATEJHO.

AK0 ¥MaTe peBMATOHICH apTPHUT
W He TpreMare MaToTpeKcar o
BpeMe Ha Jieuenuero ¢ Hyrimoz,
Bammsit nexap Moxe 1a pemu aa
npuarate 40 mg Hyrimoz Bcsika
cenmutia wim 80 mg mpe3
CeIMHUIIA.

IIcopua3suc ¢ mjiaKku

Bb3pacTt uim TejecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiara?

Bbeaexkn

Bo3pactHu

Hayanna no3a ot 80 mg (eqna
umxekiusa 80 mg), mociueaBaHa
ot f03a oT 40 mg mpe3 ceamuIia,
KaTo Ce 3al0YHe eJIHA CSAMMIIA
CJIe]] HayaTHaTa J103a.

Tps0Ba 1a IPOBIKUTE Na
umkektupare Hyrimoz TomkoBa
IBITO, KOJIKOTO Bu ¢ Kazan
Bammsr nekap. Axo Ta3u 103a He
JIEWiCTBa TOCTaThYHO J00pe,
Bammsr iekap Moke J1a yBEITHIH
no3upoBkara 0 40 mg Bcsika
ceamuua un 80 mg npe3
ceJIMHIIA.
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I'HOeH XuapaJeHuT

Bn3pacT uiu TesiecHo
TerJ1o

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 160 mg (nBe
uHxeKuu no 80 mg B eAUH JeH
wiu eqHa uxkekuus 80 mg Ha
JIEH B JBa I10CJIEIOBATEIHU
JTHU), TIOCTIeZIBaHA OT J103a OT

80 mg (emna mmxexnus 80 mg)
JIBE CEIMHIIH ITO-KBCHO.

Crnep olle aBE CCAMUIIA
NPOIBIDKETE C JO3UPOBKA OT
40 mg BcsiKa ceMMUIIA WITH

80 mg mpe3 ceamunia, kakto Bu
npeanuiine Bamusr jgekap.

IIpenopbunTENHO € BCEKU JIEH 1a
MIPUJIAraTe aHTUCEITUYHO
M3MHUBaHE Ha 3aCETHATHTE
obnacty.

HOnomm ot 12- o
17-roauniaa Bb3pacT ¢ TETJIo
30 kg nm moBeue

Hauanna no3a ot 80 mg (eqHa
uHxekiusa 80 mg), mocieaBaHa
oT 103a oT 40 mg npe3 ceamuIia,
KaTO Ce 3aloyvHe ¢JHA CCAMUIIA
IIO-KBCHO.

Axo Ta3m 103a He AeicTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXE J1a YBEIIHYH
no3upoBkara 1o 40 mg Besika
cenmutia win 80 mg npe3
CeIMHIIA.

[IpernopbUUTEIHO € BCEKH JCH a
HpMnaraTe AHTUCCIITUYHO
W3MHBAaHE Ha 3aCErHATUTE
o0JtacTu.

BoJiect Ha Kpon

Bb3pacT 1M TeJIeCHO TerJio

KakBo K0J11M49eCTBO N KOJIKO
4ecTo ja ce npuiara?

Beaexkn

Jlela, FOHOIIIM U BB3PACTHHU C
terno 40 Kg wiu noBeue

Hauanna no3a ot 80 mg (eqHa
uHxekiusa 80 mg), mocieaBaHa
oT 1o03a oT 40 mg npe3 ceamuia,
KaTo Ce 3allOYHE JIBE CEIAMHUIN
MO-KBCHO.

AKko e HeoOXxoauM 10-0bp3
OTroBOp, Bammsr nexap Moxe
Jla IpeINuIle HayalHa 1032 OT
160 mg (1B MHKEKITUH IO

80 mg B enwH NeH WK eeTHA
uHxekiusa 80 mg Ha JIeH B IBa
MTOCJIeI0BATEIIHU JTHH ),
rocJsenBaHa ot jo3a ot 80 mg
(emna nmxexnus 80 mg) aBe
CEJIMUIIU IT0-KBCHO.

Cnen ToBa obnuaiiHara 103a €
40 mg npe3 ceaMuIa.

AKo Ta3u 103a He JeiicTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXe /1 YBEIIHYH
no3upoBkara 10 40 mg Bcsika
cenmuria wim 80 mg mpe3
CeIMHUIIA.
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BoJject nHa Kpon npu nena

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Benexkn

Jena u roHomu ot 6- 10
17-romuiiiHa BB3pacT ¢ TErIo,
mo-MaJko ot 40 kg

Hauanna noza ot 40 mg,
nocieaBaHa oT o03a ot 20 mg
npe3 ceaMHUIIa, KaTo ce 3aouHe
JIBE CEIMUIIH TT0-KbCHO.

AKko e HeoOxouM 10-0Bp3
OTroBop, Bamust nexap moxe
Jia IPEIIHIIe HavaHa /1032 OT
80 mg (exna umxekuus 80 mg),
rocJyenBaHa ot jo3a ot 40 mg
JIBE CEIMMIIM TO-KBCHO.

Cnen ToBa obnuaiiHara 103a €
20 mg nipe3 ceamMuIIa.

AKo Ta3u 71032 HE JIelicTBa
JIOCTAaTBhYHO J00pe, JIeKapsT Ha
nereto Bu Mmoxe na yBenmuu
yecToTaTa Ha jo3ara 10 20 mg
BCSIKA CEIMMIIA.

Yiuepo3eH KOJUT

Bb3pacT uim TejecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo 1a ce npujara?

Bbeaexkn

Br3pactHu

Hayanna no3a ot 160 mg (nBe
uHxeKuuu no 80 mg B €AUH JeH
Wi eaHa uHxekuus 80 mg Ha
JICH B JIBa IIOCJIEIOBATCIIHU
JTHH), TIOCJIC/IBAHA OT J103a OT

80 mg (enna mmxkexus 80 mg)
JIBE CEMHIIU ITO-KHCHO.

Cren ToBa oOnyaitHaTa 1o3a e
40 mg mpe3 cenMuIIa.

AKo Ta3u 1032 He JeiicTBa
JOCTaThyHO H00pe, Bammst
JIeKap MOJKE /1a yBEJINUH
no3upoBkara 10 40 mg Bcsika
cenmutia win 80 mg npe3
CeaMMIIA.

Y.iiepo3eH KOJMT IPHU neguar

HYHH NAINECHTH

Bn3pact win TejiecHO TerJio

Kaxksa 103a 1 K0JIKO 4ecTo 1a
ce mpuema?

3a0eneKKn

[ena v 1oHOILIM HA BB3PAacT,
MIpY HaBBPILIEHHU 6 TONHU C
terno 40 kg wim noeeue

[IspBOoHauvanHa n03a 160 mg
(nBe umxekiuu no 80 mg B
€JIMH I€H WU €IHAa HHKEKIIHUS
80 mg mHEeBHO B 1Ba
MOCIIEIOBATEIIHU JIHH),
nocneasanu ot 80 mg (eqHa
nmxeknus 1mo 840 mg) nBe
CEIMUILIH HO-KbCHO.

Cien ToBa oOMyaiiHaTa no3a €
80 mg mpe3 cenmulia.

[TanneHTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUeMat

80 mg npe3 cenmuria, TpsOBa

Ja IpoAbJKAT TAXHATa
npeanucana n03a.

Heua v roHOIIM, IpH
HaBBPIICHH 6 TOIUHH C TETIIO0
oz 40 kg

[IspBOoHavanHa n03a 80 Mg
(emna mmkeknus 80 mg),
nocienBann oT 40 mg (emHa
nmxkeknus 40 mg) nse
ceIMHIU Mo-KbcHO. Crex ToBa
obuuaiiHaTa no3a e 40 mg mpe3
CeIMHUIIa.

[TanpeHnTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUEeMar

40 mg npe3 ceamuLa, TpIOBa

Ja IpoABbJKAT TAXHATa
nmpeanucana an03a.
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Heun@exkunoseH yBeur

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a or 80 mg (emna
uHxekus 80 mg), mocneaBaHa
oT 1o3a oT 40 mg npe3 ceamuia,
KaTo Ce 3all0YyHe €eIHa CeAMHUIIA
cJIe]] HayajiHaTa J103a.

[Ipu HenHpEKIMO3€eH YBEHUT
MPUEMBT Ha KOPTHKOCTEPOUAN
WM IPYTH JIEKapCTBa,
MOBIHSIBAII MMYHHATa CHCTEMA,
MOXe J1a ObJIe TPOIBIDKEH,
Jokato usnomseare Hyrimoz.
Hyrimoz Moske na ce naBa u
CaMOCTOSITEITHO.

Tps6Ba ma npoabKUTE Na
nHxekTrpate Hyrimoz TonkoBa
IBJITO, KOJIKOTO By e kaszan
Bammmus nekap.

Jleua u roHOIIH, IPU
HaBBPILICHH 2 TOAUHH C TETIIO
30 kg nim moBeue

40 mg mpe3 ceqmuIia

Bammust gexap Moxe chIIo J1a
MpeIrIIe HadallHa J103a OT

80 mg, xoATO MOXe Oa ce
MIPHIJIOKH €JTHA CeIMUIIA IIPeIn
3arI0YBaHETO HAa OOMYaiiHaTa
no3a 40 mg mpe3 ceaMHuIia.
IpenopbuBa ce Hyrimoz na ce
TpuTara B KOMOWHAITUS C
METOTpEKCaT.

JHeua u roHowN, IpH
HaBbPILEHH 2 TOAUHU C TETJIO,
no-mainko ot 30 kg

20 mg npe3 ceqmuLa

Bammst nexap Moxe cbio aa
MIpeTUIIe HadaiHa 7033 OT

40 mg, KOsITO MOXeE J1a e
MPUIOXKHU eTHa CeAMUIIA MTPEIH
3aro4BaHeTO Ha OOMYaifHaTa
no3a 20 mg npe3 cenMuIia.
IMpenopbuBa ce Hyrimoz na ce
mpujiara B KOMOMHAIUS C
METOTpEKCaT.

Hauun Ha NPUWI0KEHHUE M TbT HA BbBEK/IaHE

Hyrimoz ce mpmiara upe3 HHKEKTHpaAHEe O] KoxaTa (Ipe3 MOAKOKHA HHKEKIINS).

HO,L'[pO6HI/I YKa3aHus 3a UHXKXCKTUPAHC Ha Hyrimoz Ca MpCACTaBCHU B TOYKA 7 ,,y1€a3al—[]{lﬂ 3a

ynorpeoda”.

AKO cTe U3M0JI3BAJIN ITOBevye 0T HeoOxoanmaTa q103a Hyrimoz

AKO 110 HEBHUMaHHUE CTe HHXeKTHpaiun Hyrimoz mo-4ecto, OTKOJIKOTO TpsiOBa, CBhpXkKETE ce ¢ Bamms
nekap uin (apMareBT U 00sCHeTe, Ue CTe U3IOJI3BaIN TIoBeYe OT HeoOXoauMoTo. Bunaru B3umaiite
ChC cede CH OMaKOBKAaTa Ha JIEKapCTBOTO, JIOPH J1a € Tpa3Ha.

AKO cTe mponycHaJm Aa uznojassare Hyrimoz

Axo cte MpOoITyCHAJIMN 1a CHU MMOCTAaBUTC MHIKCKI U, TpH6Ba JAa UHKCKTHUPATC CJICABaliaTa J03a

Hyrimoz Beanara mom cu crioMuuTe. MIHKEKTHPalTe ciaeaBaiaTa 103a Ha ONpeaeIcHHs 3a TOBa JIeH,
KaKTO OMXTE HAMPaBUJIM B CIIy4aid, Y€ HE CTE MPOITYCHAIN WHKEKIIHS.
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AKo cTe cpesin ynorpedara na Hyrimoz

Perrenunero na cupete fa usmoiassate Hyrimoz tpsosa ga 6s1e 06¢haeH0 ¢ Bamms nekap. [lpu
CIUpaHe Ha JICUYCHUETO, CHMIITOMUTE Ha 3a00JIIBAHETO MOXKE JIa CE Bh30OHOBSIT.

AKO mMate HIKaKBH JOITBIHUTEHN BBIPOCH, CBBP3aHHU C yroTpedaTa Ha TOBa JEKapCTBO, MOJIS
nonuTaiite Bamms nexap i hapmarienT.

4, Bb3MOKHH HeKeJTaHH peaKkuuun

KaxTo BcH4km nekapcTBa, TOBa JISKAPCTBO MOKE J1a IPEIU3BUKA HEXXEJIaH! PEaKIiy, BRIIPEKH Ye He
BCEKH TH ToiTydaBa. [loBedeTo HexellaHu peakiiny ca JEeKH 10 yMepeHu. Belpexu ToBa, HIKOU OT
HEXKETIAaHWTE PEeaKIMK Morat Ja ObJIaT CepUO3HH U Ja U3UCKBAT JieueHue. Hexkenanure peakiuu Moxe
Jia ce MOSIBAT JI0 4 Mecela WK TIoBeYe Clie/ OCIeHOTO HHXeKTHpane Ha Hyrimoz.

IHoThpceTe cnenHO MeTUIMHCKA MOMOIIL, aKO 3a0€TICKUTE HAKOU OT CIICTHUTE TIPU3HAIN Ha
ajJiepruvHa peaklys Uiu CbpJeUHa HeJOCTAaThYHOCT:

TEXbK 00pUB, KOTIPUBHA TPECKA,

OTOIH TIO JIUIETO, PBIIETE, KPaKaTa;

3aTpyJHEHO JWIIAHE U T'hITAHE;

3aayX IpHu pU3NIEecKa aKTUBHOCT WIIH TIPH JISITaHE WK OTOIM MO KpaKaTa;

HNudopmupaiite Bammus jgekap KOJKOTO Ce MOKe I10-CKOPO, aKO YCTAHOBUTE HAKOU OT CIEIHUTE
MPHU3HALIU:

. MIPU3HAIA ¥ CUMIITOMH Ha WHMEKITHSA KaTo Tpecka, TaJieHe, paHu, po0IeMH Che 3b0HUTE,
MapeHe Npu YpUHUPaAHE, YYBCTBO HA CIA00CT WM YMOPa WK KalllIUIA;

o OTUTAKBAaHUS OT HEBPOJIOTMYHU MTPOOJIEMH, KaTO: MPaBYyYKaHe, U3TPHIIBAHE, IBOMHO BIKIAHE
WK caboCT B PhIIETE WA KPaKaTa;

o MPU3HAIM 33 paK Ha KOXKaTa, KaTo: MOJAYyTHHA WM OTKPUTA HEe3apacTBallla paHa;

o MPU3HAIM U CUMIITOMH, TIPEANOaraiy KpbBHH HAPYIIICHHUS, KATO MOBHIIICHA TEMIIEpaTypa,

KOSTO HE CIIajia, 1osBa Ha CHHUHH, KbPBEHE, OJIETHOCT.
[IpencraBeHuTe mo-n0ay HEXKeNaHU PeaKUUK ca OMIIM HaONI0AaBaHu ¢ aIaluMyMal.
MHoro yectu (Moxe 1a 3acerHat rnosede oT 1 Ha 10 yoBeka)

o peaKkury Ha MJICTOTO HA MHXXEKTUPaHe (BKIIFOUUTETHO O0JIKa, OTOK, 3aUuepBIBaHE HIH CHPOEK);
MH(EKINN Ha AUXATEIHUTE TbTUILA (BKIIOUUTETHO POCTYyaa, XpeMa, HHQEKIHs Ha CHHYCHUTE,
ITHEBMOHMUA );

ri1aBoOOJInE;

KOpeMHa 00JIKa;

rajicHe U MOBPbBIIAHE;

00puB;

0oNKa B MyCKYJIHTE.

Yectu (Moxe fa 3acersat 1o 1 Ha 10 goBeka)

CepHO3HM MH(PEKIMH (BKIIOYUTEITHO OTPaBsSHE Ha KPBBTA M IPHII);

YpeBHU MH(EKIUH (BKIFOUYUTEITHO TaCTPOCHTEPHT);

KOKHM MH(PEKINH (BKIIOYUTEITHO LEIYIUT U XepIec 30CTep);

MH(DEKIMY Ha YIIUTE;

WH(EKIIMU Ha yCTHATA KyXUHA (BKIIOYUTETHO MH(EKIINN Ha 350UTE U XepIIec);
MH(EKIMY Ha BB3POU3BOIUTEIHATA CUCTEMA;
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WHQEKIYs Ha TUKOYHUTE ITBTHIIA;

I'bOUYHN UH(EKIUH;

CTaBHHU MH(EKIINH;

JOOpOKaueCTBEHH TYMOPH;

pak Ha KoXara;

AIIEPTUYHY PEaKINU (BKIIOUNTEITHO CE30HHA aJlePTHsl);
00e3BOIHSIBAHE;

MPOMEHHU B HACTPOEHHUETO (BKIIOYUTEITHO JICTIPECHS);
TPEBOXKHOCT;

0e3ChHHE;

CETHBHU HapylICHHs KaTO MpaBydYKaHe, OOIKaHe, H3TPBIIBaHE;
MUTPEHA;

CHUMIITOMH Ha IPUTHCKaHEe HA HEPBHOKOpEeHYE (BKIFOUUTETHO OOJIKa B JOJHATA YacT Ha I'bpda U
0oJKa B Kpaka);

HapyIlIeHHUE HA 3PCHUETO;

BB3IMaJICHHE Ha OUUTE;

BB3IMaJICHUE Ha KJICTIAYNTE U MTOJyBaHEe Ha OYUTE;

BEPTHUTO (CBETOBHPTEXK);

YCKOPEHO ChpIlieOHeHe;

BHCOKO KPBBHO HaJISITaHE;

3a4epBsBaHE;

XeMaToM (KpbBOHACsIaHE — TBbP/A IMOIyTHHA OT ChbCHUPEHA KPBB);
KaIlUTUIIA;

acTMa;

3aIyX;

KBbPBEHE OT CTOMAIIHO-YPEBHHS TPAKT;

Jucnerncus (HapyInieHO XpaHOCMMIIaHe, TI0lyBaHe, KHCEINHH);
KHCeIMHHA pediykcHa OomecT (BpbIaHe Ha KUCEITMHU OT CTOMaxa);
cuHApoM Ha ChorpeH (BKIIIOUYUTETHO CyX0Ta B OUUTE U YCTaTa);
CBHpOEK;

ChpOsIT 0OpHEB;

HOsIBa HA CHHUHU;

BB3IaJICHHE Ha KoXkaTa (KaTto ex3ema);

HalleTBaHEe HOKTHTE Ha PBIETE U KpaKara;

HOBUIIICHO NOTEHE;

KOCOTIAJT;

OTKJIIOYBAHE WM BIIOIIABaHE Ha TICOPHA3UC;

MYCKYJIHHU CIIa3MU;

KPBB B ypHHATA;

0B0OpeyHH npodeMu;

OOJIKH B TPBIHUS KOIII;

OTOK (chOMpaHe Ha TEYHOCT B TSIIOTO, KOSITO IPUYMHSBA [TOJyBaHE HA 3aCETHATUTE THKAHH);
TpecKa;

HaMaJIsiBaHe Opost Ha TPOMOOIIMTHTE B KPBBTA C MOBHUILECH PUCK OT KbPBEHE MM TOSIBaTa Ha
CHHUHU;

3aTPYAHEHO 3a3]paBsiBaHE HA PaHHU.

Heuectn (Moxe ma 3acerHar g0 1 va 100 qoBeka)

HeoOMJaitHu MHGEKIHH (BKITIOYUTEITHO TYOSpKYJ103a U APyTH HHMEKITNH ), BE3HUKBAITH TIPH
HaMaJsIBaHE YCTOMYMBOCTTA HA OpPraHW3Ma KbM 3a00JIIBaHMS,

HEBPOJIOTHYHHI WHPEKIUHU (BKIFOYUTEIHO BUPYCEH MCHUHTHUT);

WH(EKINN Ha OUYNTE;

OaxTepuanHy UHPEKIUH;
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JTUBEPTHKYJHUT (Bh3NAJICHHE U HHPEKIHS Ha Ne0eI0To YepBo)

pak, BKITFOUMTEITHO paK 3acsrail iuMgHara cuctema (TumM¢om) U MenaHoM (BH] pak Ha
KOXKaTa);

MMYHHH HapyIIeHUs, KOUTO MOTaT Jia 3acernat Oenute ApoOoBe, Koxara v TUM(HUTE BB3JIN
(Haii-yecTo KaTo 3a00NIsABaHE, HAPUUAHO CAPKOUI032);

BACKYJIHUT (Bb3MaleHUE HA KPbBOHOCHUTE ChIIOBE)

Tpemop (Tperepene);

HeBpomnatws (YBpeKIaHe Ha HEPBH);

MO3bYEH yIap;

3ary0a Ha CiIyXa, IIyM B yILHUTE;

yCellaHe 3a HEPUTMHYHO OneHe, IpecKayaHe Ha ChPLETO;

po0JIEMHU ChC CHPLETO, KOUTO MOXKE J1a IPUUUHSAT 3a4yX WIN OTOK Ha IJIC3E€HUTE;
CBpAEUEH yaap;

TOPOOBUIHO Pa3LIMPEHNE HAa CTEHATa Ha oJIsIMa apTepsi, Bb3NaJCHUE U ChbCUPEK BbB BEHA,
3anyniBaHe Ha KPbBOHOCEH Ch]I;

6emoipoOHY 3a00BaHNUS, TPUUHUHSABAIIN 3a1yX (BKIIOUUTEIHO Bb3MaJICHHE);
GenoapobHa emOonmst (3amynIBaHe Ha apTepus Ha O6emus Apoo)

TUIEBPAJICH U3JKB (HEECTECTBEHO 3a/Ibp)KaHe HA TEYHOCT B IUICBpATHATA KyXUHA)
BB3MAJICHHE Ha AHKpeaca, KOeTO PUYMHSIBA CHUITHA 0OJIKa B Kopema U I'bp0a;
3aTPyIHEHO MPETIbINAHE;

OTOK Ha JUIETO (TI0IyBaHe);

BB3NAJICHUE Ha KITBYHUS MEXYP, KAMBHH B )KITBYHUS MEXYD;

3aTIBCTABAHE Ha YepHUS Apo0 (OTIaraHe Ha Ma3HUHU B YEPHOAPOOHUTE KIIETKH);
HOIIHO U3IOTSIBaHE;

Oenesu;

HEEeCTECTBEH pa3najl Ha MyCKYIUTE;

CHCTEMEH JIyIyC epuremMarojiec (HapylieHue Ha IMyHHATa CHCTEMa, BKIFOUUTEITHO Bb3MaleHue
Ha KO)KaTa, ChbpLeTo, OeluTe IpoOoBe, CTABUTE U APYTH OPTaHU U CHCTEMH);

4ecTH ChOyKIaHus;

MUMIIOTEHTHOCT;

BB3NAJICHHSL.

Peaxu (Moxe na 3acernar g0 1 Ha 1 000 woBeka)

JeBKeMHs (pak 3acArai] KpbBTa U KOCTHHUS MO3BK);

TEXKH JIEPTHYHH PEaKLnH;

MHOXECTBEHA CKJIEPO3a;

HapyIIeHUsl Ha HepBUTE (KaTo Bh3MAJICHHE Ha 3pUTEIHUS HEPB HAa OKOTO M CHHIPOM Ha
I'unen-bape — 3a0ons1Bane, KOETO MOXeE Aa AOBEAE A0 MYCKYJHA cIaboCT, IPOMEHEHH
yCeLIaHusl, U3TPBhIIBaHE HA PBLETE ¥ FOPHATA 4acT Ha TSUIOTO);

CIMpaHe Ha U3MOMIIBAHETO Ha KPBBTA OT ChPLETO;

oenoapobHa Gudpo3a (cpacTBaHus B OeIUTE TPOOORBE);

nepdopanus Ha depBara (IIpoOHB B UpEBHATA CTEHA);

XenaTuT (Bh3MajJeHne Ha YepHus Apo0);

MOBTOPHO aKTHBUpPaHe Ha MH(EKIUsIC XenaTuT B;

ABTOMMYHEH XeIaTHT (BBb3IMaJICHIE Ha YepHHS APOO, MPUIHHEHO OT COOCTBEHATa UMYHHA
crcTeMa Ha OpraHu3Ma);

KOJKEH BAaCKYJIUT (Bb3MaJieHHe Ha KPbBOHOCHHU CHJOBE Ha KOXKaTa);

cuaapoM Ha CTuBbHC-/[PKOHCHH (3KUBOTO3aCTpallIaBaIo 3a00sIBaHe C TPUIONOJ00HN
CUMITOMH B OOPUB C MEXYPH);

OTOK (II0yBaHe) Ha JMLETO, CBbP3aH C aJepruiHa pPeaKiys;

epuremMa myntudopme (Bp3NaTUTENECH KOKEH 00pHUB);

JyIyc-oA00eH CUHAPOM;

aHTMoeAeM (JIOKaJIHO MOJyBaHE Ha KOXKaTa);
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o JMXEHOMIHA KOKHA peakius (ChpOsIl YepBEeHNKABO-JINIAB KOXEH OOpPUB).

C Hen3BecTHA YecTOTa (OT HATMYHUTE NAaHHU HE MOXe J1a ObJic HallpaBeHa OIICHKA)

o xemnaTtonueHanen T-KineTpueH TuMQPoM (PSIIKO 37I0KaYecTBEHO 3a00IIs1BaHe HA KPBBTA, YECTO
BOJICIIO J0 CMBPT)

o Merkel-kieThueH KapiimHOM (BUJ] paK Ha KOXKaTa)

o Capkom Ha Karmomm — psiiko cpelia pak, CBbp3aH ¢ HH(EKIHS C YOBEIIKH XePIIECEH BUPYC 8.
Capkom Ha Karmomu Haii-uecTo ce cpela mox ¢popMaTa Ha MypIypHH U3MEHEHUS BbPXY KOXKaTa

o YepHOIPOOHA HEAOCTATHYHOCT

o BIIOIIIaBaHE Ha 3a00JIsBaHe, HAPEUCHO JIePMATOMHUO3HT (TIPOSIBSBA CEe KaTo KOXKEH 00pUB,
MIPUAPYKEH OT MYCKYJTHA CJ1ab0CT)

o HaJ/IaBaHe Ha TerJo (TIpY TOBEYETO MalMeHTH HAJTaBaHETO Ha TETJIO HE € OWJI0 TOJISIMO)

Hsikoun Hexenanu peakinu, HaOIIOIaBaHU C aJaliMyMal MOXe J1a He ca CBbP3aHU C Pa3BUTHETO Ha
CHMIITOMH M MOXe J1a OBbJIaT YCTAHOBEHH CaMO C TIOMOIITAa Ha U3CIICIBAHUS HA KPBHBTA!
Te BrIITOUBAT:

MHoro yecTn (MOke J1a 3acerHaT noseue ot 1 Ha 10 yoBeka)

HUCBHKOPOW Ha OeNTUTe KPHBHU KIICTKH,
HUCBHKOPOW Ha YEPBEHHUTE KPHBHH KIICTKU;
MOBULIEHUE HA JTUIUANTE B KPBBTA;
MOBHIIICEHUE HA YSPHOPOOHUTE CH3UMHU.

Yecru (Moke na 3acernat 1o 1 Ha 10 goBeka)

BHCOK Opoii Ha OeTUTe KPHBHU KIICTKU;

HUCBHK OpOo Ha TPOMOOIIMTHUTE B KPBHBTA;

MOBHIIIEHNE HAa TMKOYHATA KHCEIMHA B KPHBTA;
OTKJIOHEHHS B CTOWHOCTHTE Ha HATPHUS B KPHBTA;

HHUCKH CTOMHOCTHU Ha KU B KPbBTa;

HUCKH CTOHHOCTH Ha (hochaTh B KPBHBTA;

BHCOKa KpPbBHA 3axap;

BHCOKH CTOMHOCTH Ha JIAKTAT JAEXUApPOreHa3aTa B KPbBTa,
HaJA4ie Ha aBTOAHTHUTENA B KPHBTA;

HHUCKH CTOWHOCTH Ha KaJIUM B KPHBTA

Heuectn (Moxe ma 3acernar g0 1 Ha 100 goBeka)

. MTOBHUITIICHU CTOHHOCTH Ha OMJIMPYOWH B KPBBTA (YEpPHOAPOOCH ITOKA3aTEelN)

Penxu (Mmosxe ma 3acernat no 1 Ha 1 000 goBeka):

° HUCBHK Opoii Ha OeTuTe KPhBHU KJIETKH, YePBEHNUTE KPHBHU KICTKH U TPOMOOIIMTHTE B KPBHBTA.
Cno0mnaBaHe HA HEeXKEJIAHU PeaKINA

AKO TIONTy4HTe HIKaKBH HEXEJIaH! peakiny, yBepomeTe Bamms nekap ninn gpapmarnest. Tosa
BKJIFOYBA BCUYKH Bh3MOXKHU HEOITMCAHH B Ta3H JINCTOBKA HEXKEJIAHU PEaKIIUU.

MoskeTe ChIIIo Aa ChOOIINTE HEXKEIaH! PEeaKIMK AUPEKTHO Ype3 HAIMOHAIHATA CHCTEMA 33
crobmIaBane, mocodcHa B llpunoxkernue V. Kato cr00maBare HexXeEIaHu PEaKIny, MOXKETE Ja TaeTe
CBOsI PUHOC 32 TOJIyYaBaHe Ha MOBeYe MH(OPMAIUsl OTHOCHO O€30IMaCHOCTTa Ha TOBA JISKAPCTBO.
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5. Kak na coxpansBate Hyrimoz

Ja ce cpxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIela.

He u3non3BaiiTe TOBa JIGKAPCTBO CIE]] CPOKA HA TOJHOCT, OTOCIA3aH BhPXY
eTukeTa/0mucTepa/KapToHeHaTa KyTHs ciefl ,,[ onen 1o:/EXP*“. CpoKbT Ha TOTHOCT OTTOBaps Ha
TIOCJICITHUS JIEH OT MIOCOYEHHSI MECEIl.

Ja ce cpxpanssa B xmammrauK (2°C - 8°C). [a He ce 3ampassiBa.

CoxpaHsBaiiTe IpeBapUTETHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHAaTa KyTHs, 3a Jla ce Ipeana3u
OT CBETJIMHA.

AJITepHATUBHO CHXpaHEHHE:

Korato e Heobxomaumo (Hampumep, KoraTo meTyBate), Hyrimoz Moxke 11a ce cbxpaHsaBa IIpH cTaliHa
temreparypa (1o 25 ° C) 3a MakcHUMaJeH eproa ot 42 mHu — TpaOBa ja CTe CUTYPHH, Y€ IPOIYKTHT €
3alIUTEH OT CBETIMHA. BeHbk H3BaneHa OT XJIaJUIIHIKA 32 ChbXpaHeHUE Ha CTalfHa TeMIlepaTypa,
Barmrara npenBapuTeTHO HaITbJIHEHA CIIPUHIIOBKA TPsIOBA Jla ce M3MOJI3Ba B PAMKUTE Ha 42 THU MJIH
Ja ce M3XBBPJIM, JOPU U Ja € BbpHATa B XyaauiHuka. TpsOBa na 3amnuiiere narara, korato Bamara
NpEABAPUTENTHO HAITbIHEHA CIPUHIIOBKA € N3BaJIeHa 3a I'bPBU BT OT XJIAJAWIHUKA U JaTaTa, clel
KOSITO TpsIOBa J1a ce U3XBBHPJIH.

He HSXBBpHHﬁTe JICKapCTBaTa B KaHA/IM3aluATa 1IN B KOHTeﬁHepa 3a JOMalIHU OTIIaAbIIH.
Ilonuraiite Bamus q)apMaueBT KaK [1a U3XBBPJIUTC JICKAPCTBA, KOUTO BCUC HC U3II0JI3BATC. Te3nu
MCEPKH III€ CIIOMOI'HAT 3a OIIa3BaHC Ha OKOJIHATa Cpela.

6. Chabp:kaHue HA OTMIAKOBKATA M JOMBJIHUTEIHA HH(pOPpMAHA

Kakso cbabpaxa Hyrimoz

o AKTUBHO BelllecTBO: ananumymad. EfHa npeiBapuTeIHO HaMbJIHEHA CIIPUHIIOBKA ChABPIKA
80 mg amammmymab B 0,8 ml pastBop.
. Jpyru cberaBku: agunuHOBa kKucenmnaa, ManuTol (E 421), momucop6at 80 (E 433),

xyopoBojopoHa kucenuna (E 507), natpue xunpokeus (E 524) u Boxa 3a uHxeKmu (BIKTE
Touka 2 ,,Hyrimoz chabspxa HaTpuii‘).

Kak usriexaa Hyrimoz U KAKBO CbAbpPiKa OIlaKOBKaTa

Hyrimoz 80 mg uHXeKInoHeH pa3TBOp (MHKEKIHS) B MPEIBAPUTEITHO HATBIIHCHA CIIPHHIIOBKA CE
npemara kato 0,8 ml OUCTHp 10 JIeKO onaecupart, O3BETCH WITH OJIEI0KBITCHHKAB Pa3TBOP.

Hyrimoz ce nocras B mpeBapuTeIHO HAITBTHEHA CIIPUHIIOBKA 3 €ITHOKpaTHA yrnoTpeoda, e
HarmpaBeHa OT CTHKJIO THUI I, ¢ Uria oT HepbxKaaeMa ctoMana 29G, ¢ MACTO 3a XBalllaHe, T'yMeHa
Karmayka Ha Wrjiara (TepMOIJIaCTHYEH €71aCTOMED) M TUIACTMacoBO OyTanoro, chabprkaria 0,8 ml
pasTBop.

Kapronenute kytuu cpaspkar | U 2 npeiBapuTEeIHO HAITBJIHEHH CIPUHIIOBKU Hyrimoz.

He Bcu4ku BHI0BE OMTAKOBKU MOTAaT Aa OBJAT ITyCHATH Ha Ias3apa.
Hyrimoz Mosxe ia ce mpeanara u KaTo IpeJBaprUTEITHO HAIThIHEHA CIIPUHIIOBKA.

334



IpuTeskaTes Ha pa3pelIeHHETO 32 YNOTpeda

Sandoz GmbH
Biochemiestr. 10
6250 Kundl
ABcTpus

ITpoussogure.

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

3a JOITBJIHUTCIIHA I/IH(pOpMaHI/ISI OTHOCHO TOBA JICKApCTBO, MOJIsI, CBBPKETE CC C JIOKAJTHUS
MIpeACTAaBUTEI Ha MMPUTCIKATEIA HAa PA3PCHICHUCTO 3a yHOTpC6a:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

bbarapus
Canno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EALGOO
SANDOZ HELLAS MONOIIPOXQIIH A.E.
TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: 432 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska

Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00
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France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 12353111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 96541

Kvzpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

(EAMGS0)
Tn: +30 216 600 5000

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

JlaTa Ha mocjieHO Npepasrjie;KaaHe Ha THCTOBKATA
JApyru u3rouyHuIM Ha HHGOpMaLUs

IToapo6Ha nHdOpMAaIMs 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHnus
10 JIeKapcTBaTa: https://www.ema.europa.cu.

7. Yka3zanus 3a ynorpeoda

3a nma ce n30eTHe eBeHTyaTHa HH(EKINS 1 32 J]a CE TApaHTHpPa, Y€ Ie H3IM0JI3BATe MPABHITHO
JIEKapCTBOTO, BAXKHO € JIa CIa3Bare CIeIHUTE YKa3aHusl.

Tps0Ba 1a cTe CUTYpHH, Y€ CTE MPOYEIH, pa3dpany U cra3BaTe Te3H yKa3aHus 3a ynorpeda, mpeau na
umkekTupare Hyrimoz. Bamust mexunuHcky cienuanuct me Bu nokaxe kak ga moAroTBUTe U Aa
umkekTrpare Hyrimoz npaBuiiHO, KaTo M3MOJI3BaTe MIPEBAPUTEIHO HAIIBIHEHA CIIPHHIIOBKA C
eIMHUYHA J103a, IPEeH Ja sl U3I0JI3BaTe 3a NPBB IIBT. AKO UMAaTe BBIIPOCH, ToBOpeTe ¢ Bamus
MEIUIMHCKHU CTICIHAIIHCT.
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BamaTa npeaiBapuTeIHO HANTBJIHEHA CIPHHIOBKA 32 eIHOKpaTHA ynoTpeda Hyrimoz ¢
Npeana3uTes HA UIJIATA M I0NBJIHATETHO MSCTO 32 XBallaHe

Mpepnnaswnren Ha YWk 3a
e byrano
urnara NMPbCTN
Kanauka Ha Ywmdkm Ha [naea Ha
[Mpo3opue-Bn3bop npeanasutens 6
nrnata ETkeT 1 pata Ha Ha urnaTa yTanoro
N3TUYaHe Ha CpoKa
Ha rogHoCT
L/ Y

2 \

(Duzypa A: HpeI[BapI/ITCJ'IHO HaIllbJIHCHA CIIPUHIIOBKA Hyrirnoz C MMpeAra3nuTeI Ha UrjaTta u
JOIIBJIHHUTCIIHO MSCTO 34 XBalllaHC

MmHuoro Ba:xHo e Bue nga:

He U3M0JI3BaTe IpeABapUTENIHO HATbJIHEHATa CIIPUHIIOBKA, aKO 3alle4aTBaHeTo Ha OiucTepa e
C HapyllleHa LSUI0CT, Thil KaTo ynoTpedaTa MoXke Ja He € Oe30macHa;

He OTBapsiTe BbTPEIIHATA OMAKOBKA, IOKATO HE CTE TOTOBH Ja U3I0J3BATE NPEABAPUTEIHO
HaITbJIHEHAaTa CIPHHIIOBKa Hyrimoz;

He 0CTaBsITe HUKOIa IIPEABAPUTEIHO HaIlbJIHEHATa CIPHHIIOBKA 0e3 HaOI0AeHuEe, KbAETO
JIPYTH XOpa MOJKE /1a UMaT JOCTHII,

3HaeTe, Ye aKo M3ITyCHETEe CIPUHIIOBKATA CH, He TPAOBA Aa sl H3M0JI3BaTe, aKO M3TIIEX A
MIOBPEJIEHA, WX aKO CTe 51 U3IyCHAIN ChC CBaJICHA Kalayka Ha UIJaTa;

He CBaJIfATe Kalaykara Ha Urjiara 10 MOMEHTa Ha OCTaBsIHEe Ha WHXKEKIUATa;

umzkekTupate Hyrimoz 15-30 MuHyTH cliell M3BaKIaHETO OT XJIaMJIHAKA 32 HaMalsBaHe Ha
IuckoM$opTa IpH HHXEKTUPAHE;

U3XBBPIIITE U3II03BAaHATA IPEABAPUTEIIHO HAITBJIHEHA CIPUHIIOBKA BeJHAara cjiel ynorpeoa.
He u3no/3BaiiTe NOBTOPHO NMpeABAPUTETHO HATbJIHEHaTa cIpMHLIOBKa. Brokre , 4.
H3xBBpJIsiHe HA H3M0JI3BAHU NPeABAPUTEIHO HATBJIHEHH CIPHHIOBKH® B Kpast Ha
yKa3aHMATA 3a ynoTpeoa.

Kak da CbXpaHfABaTE NMPEABAPUTEIHO HATBJHCHATA CIPUHIIOBKA ¢ €AMHUYHA 103 Hyrimoz?

CrpxpaHsBaiiTe BBHIIIHATA KAPTOHEHA KyTHs C IPEBAPUTEITHO HAITBIHEHN CIIPUHIIOBKH B
xnaaunHuk (ot 2°C mo 8°C).

Korato Bu e HeoOxoauMa (HarmpuMep, ako 1ie mbryBare), Hyrimoz mosxe na ce chxpaHsBa npu
craiina Temriepatypa (o 25°C) 3a MakcuMalieH repruoj 42 THU — YBEpETe ce, ue € mpena3eHa
ot ceerTimHA. Criell M3BaXK/IaHe OT XJIaJMTHUKA 32 ChXpaHEeHUE Ha CTallHa TeMIiepaTypa, Bamara
MIpeIBaPUTEITHO HAITHJTHEHA CIPUHIIOBKA TPSIOBA 1A ce H3MO0JI3Ba B CPOK 10 42 THU WIH 1A ce
H3XBBPJIH, IOPU U TIO-KHCHO Ja € Oujia BhpHATA 0OpaTHO B XJIauiaHuKa. TpsOBa na cu
3aIuIleTe 1aTara, Ha KOosTo BariaTa npeBapuTeTHO HaITbJIHEHA CIIPUHIIOBKA € M3BaJICHA 32 MPBHB
IIBT OT XJIaJHUJIHHUKA, KaKTO M JaTaTra, CJIICO KOsATO Tp$I6Ba J1a C€ U3XBBPIIN.

3a na npeanasuTe OT CBETIMHA MPESIBAPUTEIHO HATBITHCHUTE CIIPUHIIOBKH, ChXPaHSIBANTE TH B
OpHTHHATHATA KAPTOHEHA KYTHS 0 MOMEHTA, B KOMTO CTe TOTOBH Jia TH M3MOJI3BATE.

He chxpaHsiBaiiTe npeABAPUTEIHO HATBIHEHUTE CIIPHHIIOBKH MTPH SKCTPEMHA TOTUTUHA UITH
CTY/I.

He 3ampa3zsiBaiitTe npeBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH.

Coxpanssaiite Hyrimoz u BCHUKH JIeKapCTBa HA MSICTO, HEJOCTBITHO 3a Jiena.
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KakBo Bu e HeoOxoauMo 3a Bamara nmkexknus?

[locraBeTe cregHUTE KOHCYMATHBH HA YMCTA U TJIAJKa MIOBBPXHOCT.

B xapronenata Bu kyTus ¢ mpenBapuTeIHO HAITbJIHEHATA CIPHUHIIOBKA Ca BKIIFOYEHU:

. Hyrimoz npenBapuTeTHO HAITBIHEHA CIIPUHITOBKA (BIkTe Ducypa A). Beska mpeaBapuTeTHo
HaITbJIHEHA CIIPUHIIOBKA chabpka 80 mg/0,8 ml agamumymad.

B KapTOHCHATa KyTHA NIPCABAPUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA HyrimOZ HC Ca BKIIIOUCHHU (BI/I)KTe

Duzypa B):

. KBbpIMYKa, HAMIOSHA ChC CITUPT

(] nmaMy4d€H TaMIIOH WJIN MapJid

U KOHTEMHep 3a OCTPHU OTMAABIH; BIKTE ,,4. I3XBbpIIsHE Ha M3MOI3BAaHH CIIPHHIIOBKU™ B Kpas Ha

yKa3aHHsATA 3a ynoTpeda.
J JIeTIeHKa

s
)
&

(Duzypa B: KOHCYMAaTHBH, KOUTO HE Ca BKJIOYCHU B KyTHATA

ITpean Bamara uHKeKIUsA

@uezypa C: Ipeana3uTeNAT HA UTJIaTa He €
aKTHUBHMPAH — IPEIBAPUTEIHO HAITbIIHEHATA
CTIPUHIIOBKA C €IMHUYHA JI03a € TOTOBa 32
ynotpeba

@Duzypa D: ipenna3uTeNAT Ha UTJIATa €
aKTUBHpPaH — HE U3MOJI3BaNTE

o B Ta3u koHuUrypanus npenanazuTessT Ha o B Ta3u koHdurypanus npeanazuress Ha
WIJIaTa He € AKTHBUPAH. WIJIaTa Ha IPEABAPUTEIIHO HAITBIHEHATA
0 CrpHHIIOBKATa € TOTOBA 3a yroTpeba CIIPUHIIOBKA € AKTHBHPAH.
(Bmwxre @ueypa C). o] He u3noJ3BaiiTe CipiHIIOBKATa (BHIKTE
Duzypa D).
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IloaroroBka Ha NMPEeABAPUTETHO HAITbJAHCHATA CIIPUHIIOBKA

C 1en HamansBaHe Ha JUCKOM(OPTa IPU HHXEKTUPaHE B3EMETE OIaKOBKAaTa, KOSITO ChIbpKa
CIPUHIIOBKATA, U S U3BaJIeTe OT XJIAJWITHHUKA, KaTO sl OCTABUTE HEOTBOPEHA Ha padOTHATA CU
MTOBBPXHOCT 3a 0koJi0 15 mo 30 MuUHYTH, 3a J]a TOCTUTHE CTaifHa TeMIIepaTypa.

W3Banere nmpeaBapuTeTHO HATBJTHEHATA CIPHUHITOBKA OT OJIHCTEpa.

[TormenaeTe mpe3 mpo30pUueTo-BU3L0p. Pa3TBOPHT TpsiOBa na Obe Oe3BETEH HITH
ONeTOKBITCHUKAB, a CHIIO M OMCTHP 110 JIeKO onanecuupail. He ro u3monspaiite, ako BUANTE,
4Ye uMa TBbPAM YaCTHLIM W/ IPOMSHA Ha IIBeTa. AKO MMaTe HAKaKBU OMAaceHHsl OTHOCHO BUAA
Ha pa3TBOpa, CBEpKeTe ce B Bamms papmarieBT 3a chaelicTere.

He u3non3paiite npeiBapUTEIHO HAITBIHEHATA CIPUHIOBKA, aKO € CUyIleHa WJIU aKO
MIpena3uTeNAT Ha UIJlaTa € akTUBHpaH. BbpHeTe npeaBapuTeIHO HATbJIHEHATa CIIPUHIIOBKA U
OIIaKOBKaTa, B KOSITO CTE 5 TIOJTY4WJIH, B allTEeKaTa.

[ornennere narata Ha u3TH4aHe Ha cpoka Ha roguoct (EXP) na Bamara npeaBapurento
HaITbJIHEHA CIPUHIOBKA. He u3non3Baiite npeIBapuTENHO HAIbJIHEHATA CIIPUHIIOBKA, aKO
CPOKBT Ha TOJHOCT € U3TEKBbIL.

Cebpixkere ce ¢ Bamus ¢papmaneBT, ako CIPUHIIOBKATA HE U3ABPKU HAKOM OT ONMHCAHUTE TO-
rope NpoBEPKH.

1. W360p HA MACTO 32 NH:KEKTHPAHE:
[IpenoppyaHOTO MACTO HA UHKEKTUPAHE €
IpenHaTa 4yacT Ha 0eqpoTo. Moxke 1a n3mon3Bare
JOJTHATa YacT Ha KOpema, HO He W 30HaTa Ha 5 cm
okoJio rbna (Buxte Duzypa E).
. Bunaru nz0upaiite pa3iu4HO MSICTO, KOTaTo CH “
[TOCTABSTE WHIKEKIIHS.
. He nnxexTupaiiTe B 30HU, KBJIETO KOXKATa €
0oJe3HeHa, ChC CHHUHM, 3a9ePBEHA, C JFOCTIH WIIH ' .
e TBbpa. M30sareaiite 30HU ¢ O€JIe3H WK CTPHH. '
Axko umare nicopuaszuc, HE tpsoBa na @Duzypa E: 1360p Ha MsCTO 32
WHXXEKTHpaTe TUPEKTHO B 30HUTE C IICOPHUA3UCHHI HWHXEKTHUPaHe
TJIAKH.
2. TlouncTBaHe HAa MSICTOTO HA HH)KEKTHPAHE:

V3muiiTe TPIKIMBO PBLETE CU ChC CaIllyH U BOJA.

C KpBroBu IBIKEHUS MMOYHCTETE MSCTOTO 32

WH)KEKTUpPaHE ¢ KbpIHYKa, HATIOEHa ChC CITHPT.

OcraBeTe 0 J1a U3ChXHE, P Ja HHKEKTUpaTe

(Bmxre Duzypa F). A
He noxocBaiiTe mouncTeHaTa 30Ha Mpean o
MHKEKIUATA.

@Duzypa F: Ilouucrere MICTOTO 3a
WHXXEKTHpaHe
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IlocTaBsiHe HA HHKEKIIMATA:

BHUMaTENHO U3bpIaiiTe Karmaukara Ha Urjiata
0e3 /1a st OrbBaTe, 3a Ja S CBAIUTE OT
NpeIBAPUTEITHO HATbJIHEHATA CIPUHIIOBKA (BHKTE
Duzypa G).

W3xBbpIieTe KamaykaTta Ha MIJIaTa.

BB3MOXXHO € 712 3a0e/Ie)KUTe Karka TeYHOCT Ha
Bbpxa Ha uriata. ToBa € HOPMAIHO.

BuuMaTenHO 3aXBaHETE KOYKHA I'bHKA HA MSACTOTO
Ha UHKeKkTupane (Buwxkre Duzypa H).

BbBeneTe urnata B Koxara CH, KakTo € TIOKa3aHo.
Hatucuere urnara nokpat, 3a 1a ce rapaHTupa, ue
JIEKApCTBOTO Ii¢ O'bJIC ISIIOCTHO BHBEJCHO
M3non3BaiiTe cipuHIlOBKaTa B pAMKHUTE Ha

5 MUHYTH Clie]] OTCTpaHsIBaHE Ha KalavkaTa.

3anpwKTe MPEABAPUTEITHO HAITBITHEHATA

CIPUHIIOBKA, KAKTO € MoKa3aHo (BuxTe Duzypa l).

BaBHO HaTtHcHeTe OyTanoTo JOKpak, Taka, ue
rJIaBata Ha OyTanoTo Aa 0bJie U3ISII0 MEKITY
MSCTOTO 32 XBalllaHE Ha MPEAIa3uTeNs Ha Uriiara.
JpbxTe OyTaroTo HATHCHATO JTOKpaii, KaTo
€IHOBPEMEHHO C TOBA IBPKUTE U CIPUHIIOBKATA
HETOJIBUKHO Ha MSCTOTO i 32 5 CeKyH/IH.

Kato app:xuTe 0yTan0To HATHCHATO T0KpaH,
BHUMATEJIHO U3BAJETE UIJIaTa OT MICTOTO Ha
WHXXEKTHpaHe, 0e3 1a orbBaTe, U OTIIyCHETE
koxara (Buwxre Quzypa J).
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. baBHO oTIrycHEeTe OyTanoTo, 3a Jja MOXKE
MIpeNNa3uTeNAT Ha UIJIaTa aBTOMaTHYHO Ja
MOKpHe orojieHara uria (Buxre Quzypa K).

. BB3M0OKHO € 1a nMa ManKo KpbB Ha MSICTOTO Ha
HWHXeKTHpaHe. Mojke 1a MPUTHUCHETE TaMydeH
TaMIIOH WJIN Mapis KbM MACTOTO Ha MHXKEKTHpaHe
u na 3agppxute 10 cexynau. He pasrpuaiite
MSICTOTO Ha HHXKEKTHpaHe. Moske J1a MOKpueTe
MSCTOTO Ha MH)KEKTHPaHEe C MaJIKa JIeTIeHKa, aKko

@uczypa K: baBHo oTrycHeTe OyTanoTo

HnMa Hy»XK/Ja.
4, I/ISXB'])pJIﬂHe HA M3MO0JI3BAHUTE CIPUHIIOBKHA:
° I/I3XB’BpJ'IeTC HM3I0JI3BaHaTa CIPUHIIOBKA B

KOHTeMHepa 3a oCTpH OoTHnaabI| ((HoOpe 3aTBapsm]
ce, YCTOMYMB Ha TPoOUBaHE ChI, BIKTEe Dueypa
L). Kakro 3a BamuTe Ge30macHOCT U 37[paBe, Taka
W 3a T€3W Ha JAPYTHUTE XOpa, UTIIUTE U
M3M0JI3BAaHUTE CIPUHIIOBKH HE TPsIOBa HUKOra Jia
Ce M3IMO0JI3BaT MIOBTOPHO.

. He u3xBbpisiiTe JekapcTBa B KaHAIM3aLMATa WA —
B KOHTEHHEpa 3a 1oMalllHy oTnaabuu. [lonuraiite | l
Bamus nexap wim papManeBT Kak 1a U3XBBPIATE
JIeKapcTBaTa, KOUTO HE U3MoJi3Bare. Te3u Mepku \ (
1€ CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA Cpefa. OCTPH
Heusnon3BaHusT ekapCcTBEH MPOLYKT WIH OTMAABUM
OTMAIFYHUTE MAaTePUAIH OT HETO TPsIOBa Ja ce
HU3XBBPISIT B ChOTBETCTBUE C MECTHUTE ’Q‘
HM3HCKBAaHUS.

___

Quezypa L: u3xBbpIIETE U3I0I3BaHATa
CHPUHIIOBKA

AKO MMaTe HAKAKBH BBIIPOCH, MOJIsl, roBopeTe ¢ Bamus jexkap, papmaneBT WM MeIUIUHCKA
cecTpa, KOUTO ca 3anmo3Hatu ¢ Hyrimoz.
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JIncroBka: uH(poOpManuA 32 NalHEHTA

Hyrimoz 80 mg uH:KeKIHOHEeH pa3TBOP B MPeIBAPUTETHO HAMBJIHEHA MUCAIKA
amanumyma6 (adalimumab)

IIpoyereTe BHMMATEJIHO USJIATA JUCTOBKA MPeIH 1A 3all0YHeTe 1a U3I0JI13BaTe TOBA JIEKapCTBO,
Thil KaTo TS ChbABbPKA BaxkHa 3a Bac undopmanus.

3amazere Ta3u IMCTOBKa. MOJKe /1a ce HaJO0XH J1a sl MPOYETEeTe OTHOBO.

Bammusar nexap me Bu mage cbio HarmoMHsIA KapTa Ha MAIUeHTa, KOSTO ChAbPXKa BaXKHA
nH(pOpPMAIUI OTHOCHO O€30MaCHOCTTA, C KOSITO TPOBA J1a CTE 3aI03HATH, MTPE/IU J1a 3alI0YHETE
na npunarare Hyrimoz u mo Bpeme Ha nedenueto ¢ Hyrimoz. CexpaHsiBaliTe Ta3u HAlIOMHSIIIA
KapTa Ha TalreHTa y ce0e CH 1o BpeMe Ha JIeUeHHEeTo U 4 Mecela Clie/ MOCIeAHaTa HHKEKIINS
Hyrimoz, nocraBena Ha Bac (na Barmero nere).

AKO UMare HIKaKBH JIOMBIHATEIHA BBIIPOCH, MonuTaiTe Bamus iekap uinu GpapMaresT.

ToBa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro mpeotcThnBaiite Ha 1pyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO 4e TIPU3HAIIUTE Ha TAXHOTO 3a00JIIBaHE ca ChIUTE KaTo Bammure.
AKO IONyYUTe HIKAKBH HEXCIIAaHU peakiuy, yBeaomeTe Bamus nexap unn papmariet. ToBa
BKJIFOYBA M BCUYKHU Bb3MOXKHU HEKEIaHHU PEAKLIMK, HEONMCAHU B Ta3U JIUCTOBKA. Bikre
TOYKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

ARGl

Kakgo npencrasnssa Hyrimoz u 3a kakBo ce U3Ion3Ba
Kakso Tpsi0Ba na 3Haere, npeau Aa u3noissare Hyrimoz
Kaxk ma m3nomnssare Hyrimoz

BB3MokHH HEKETaHU peakuuun

Kak na cexpansBare Hyrimoz

ChbabpKaHue Ha ONaKOBKATa M JOIBIHUTENIHA HHPOPMALIUS
VYkazanus 3a ymorpeda

Kaxgo npencrasiasBa Hyrimoz u 3a kakBo ce u3noJi3Ba

Hyrimoz chabpixa akTHBHOTO BEIIECTBO aIaliMyMal, JIeKapCTBO, KOSTO JICHCTBA HA UMyHHATA
(3amuTHaTA) cHCcTEMa Ha OpraHu3Ma.

Hyrimoz € MMpeAHa3Ha4YCH 3a JICUCHNEC HA CJICAHUTC Bb3NAJIUTCIIHU 3a00JIIBaHUS:

PEBMaTOMICH apTPUT
TICOPHA3HC C TUIAKH
THOCH XHJPaJICHUT
bonect Ha Kpon
yIIIEPO3eH KOJIHUT
HENH(EKINO03eH YBEUT

AXTUBHOTO BCIICCTBO B Hyrimoz, az[am/IMyMa6, € MOHOKJIOHAJTHO aHTUTSJI0. MOHOKJIOHATHUTE
AHTUTCJIa Ca MPOTCUHU, KOUTO CC CBBHP3BAT CHC CHCLII/I(l)I/ILIHI/I MUIICHA B OpraHru3Mma.

CrenuguyHara MUIIIEHa Ha aIaTAMyMal e IPOTeHH, HapedyeH TyMop-HekpoTusupai gpaktop (TNFa),
KOHTO NPUCHCTBA B MOBUIIICHN KOJMYECTBA MPU BH3NATUTESIHUTE 3a00JI1BaHus1, H30POCHHU TO-TOPE.
Ceop3Baiiku ce ¢ TNFa, Hyrimoz 610kupa HEroBoTO IeliCTBHE W HaMajlsBa BB3MAICHUETO MPH TE3U
3a00JIsIBaHUS.

PeBMarounsen aprpur

PeBMaTOI/I,Z[HI/IHT apTpUT € Bb3MNAJIUTCIIHO 3a00/1s5BaHe HA CTABUTE.
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Hyrimoz ce u3nos3sa 3a ieueHre Ha PpeBMAaTOUICH apTPUT NIPHU BB3PACTHU. AKO UMaTe YMEPEHO 10

TEXKO M3pa3eH akKTUBEH PEBMAaTOWICH apTPUT, IbPBOHAYAIHO MOXe Ja By ObaatT npunaranu apyr,
NPOMEHSIIN X0/1a Ha 3a00JIIBaHETO JIEKapCTBa, KATO METOTpeKcaT. AKO Te3H JeKapcTBa He ACHCTBAT
JocTaThuHO A00pe mpu Bac, me Bu 0b1e npennucan Hyrimoz 3a nedyenne Ha peBMaTOUAHUS apTPHT.

Hyrimoz ce u3mos3pa u 3a Je4eHNE Ha TEXKKO U3Pa3eH, aKTUBEH U IIPOTPECHBEH PEBMATOHJICH apTPHUT
0e3 IpeIX0IHO JICUCHUE C METOTpeKcaT.

Hyrimoz mMosxe na 3a0aBsi CTpyKTYpPHUTE YBPEXKIAHUS Ha XPYIIsia U KOCTTAa HA CTaBUTE, IPHYUHEHU
0T 3a00JI1BaHETO U OAO0OpsiBa (Pru3nvecKkaTa akTUBHOCT.

O6ukHOBeHO, Hyrimoz ce ymorpebsiBa ¢ MmeToTpekcaT. Ako BammsT mekap npemnenun, ge
MIPUJIOKEHUETO Ha METOTPEKCAT HE € MOAX0/A1110, To Hyrimoz Mose a ce mpuiiara caMOCTOSTEIIHO.

Ilcopuasuc ¢ miaku

[IcopuasuchT ¢ TIIaku € Bh3NAIUTEITHO KOKHO 3a00JIsIBaHE, KOSTO MPEIU3BUKBA 00pa3yBaHETO HA
YepBEHH, JIFOCMIECTH, TBBPH METHA 10 KOKaTa, MOKPUTH Che cpedpurctu mocnu. [lcopnaszncsT ¢
TJIAKH MOJKE JIa 3aCETHEe M HOKTUTE, KaTO TY IIPaBH YYIUIMBH, BOJH JI0 yaeOCIsIBAaHE U OTACIISTHE Ha
HOKBTS OT HOKBTHOTO JIOKE, KOSTO MOXe Jia € 0oe3HeHo. Cunra ce, 4e MCOPUa3nuchT Ce MPUIHHSBA
OT Mpo0JIeM C UIMyHHATa CHCTEMa Ha OpraHu3Ma, KOMTO BOJIU JIO IIOBUIIICHA TIPOAYKIINS Ha KOXKHH
KIIETKH.

Hyrimoz CC M3MOJI3BA 3a JICUCHUC HAa YMCPCH 0 TCKBK IICOPHUA3UC C IVIAKU IPHU Bb3PACTHU.

T'HocH XUApaACHUT IPHU BB3PAaCTHHU M FOHOIITH

I'HoltHUAT XUApaneHUT (MOHAKOTa HapHUYaH aKHe WHBEP3a) € MPOABIDKUTEIHO U 9YeCTO 0OJIE3HEHO
BB3MAJIMTEIIHO 3a00s1BaHe Ha KokaTa. CHUMIITOMUTE MOTaT Jla BKJIFOYBAT YyBCTBUTCIIHU BH3JIN
(moxytuHM) u abcrecu (IUpen), OT KOUTO MOKE Jia U3TU4YA THOM. To Hali-uecTo 3acsira KOHKPETHU
Y4acThIIM OT KOXKaTa, KaTo MOJ| ThPIUTE, MOJIMUIIHUIIUTE, BhTPEIIHATA YacT Ha Oeipara, CllaOHHNUTE
U cempanuieTo. B 3acerHaTtuTe paifoHH MOTaT Aa OCTaHaT B Oeje3n.

Hyrimoz CC M3II0JI3BA 34 JICUCHHC Ha

L YMEPEH N0 TCKBK T'HOCH XUAPAACHUT NPU Bb3PACTHU U
L4 YMEPCH A0 TCKBbK T'HOCH XUAPAJACHUT NP FOHOIIN Ha Bb3PacCT OT 12 a0 17 TOAWHHA.

Hyrimoz mMo>e na Hamanu Oposi Ha Bamure Bb31mu 1 abcliecu U 00JIKaTa, KOATO YECTO € CBhP3aHa C
Oonectra. [IspBOHaYamHO MOXe Aa Bu ObIaT mpuiaranu ApyrH JeKapcTBa. AKO TE3H JIeKapCcTBa He
JeficTBaT JoCcTaTh4HO 100pe, me Bu 0bae npenmucan Hyrimoz.

bonect Ha KDOH OpHu BB3paCTHHU U AC11a

Bbonectra Ha Kpon e Bp3nmanuTeHo 3a00sIBaHe Ha YepBara.

Hyrimoz ce u3nosn3Ba 3a ieueHue Ha
o yMepeHa /10 TexXka 0onectra Ha KpoH npu Be3pacTHH 1
o yMepeHa 10 TexXka 0onecT Ha KpoH npu zienia 1 roHOIIM Ha BB3pacT oT 6 10 17 roanHu.

Axo crpazgare ot 6onecrra Ha KpoH, mbpBoHayanHo Moxe Aa Bu ObaaT npunaranu Apyry JeKapcTBa.
AKO He ce TIOBJIHsETe JOCTaThuHO A0OpE OT Te3M JeKapcTBa, me Bu 0bae npunaran Hyrimoz 3a

HaMaJIsIBaHC Ha MPU3HAIWUTC U CUMIITOMHUTC Ha BamieTo 3a0onsBane Ha KpOH

Vi1epo3eH KOJIUT IIPU Bb3PACTHHU U Jielia

VATepo3HUST KOJUT € BB3MAIUTEIIHO 3a00JIIBaHe Ha Ae0eI0TO YepBo.
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Hyrimoz CC M3II0JI3Ba 34 JICUCHHC Ha
L4 YMEPCH A0 TCKBK YJINCPO3CH KOJIUT IPHU Bb3PACTHU U
L4 YMEPCH A0 TCKBK YJIHNCPO3CH KOJUT NIPH ACHA U FOHOIIHN HAa Bb3PaCT OT 6 a0 17 TOAWHHA.

AKO MMarTe yJIepo3eH KOJIHT, TbPBO MOe N1a Bu Obaat nafeHu Ipyru iekapcTBa. AKO Te He
JeiicTBaT JOCTaThuHO A00pe, 3a HaMaJIsIBaHEe Ha MPU3HALUTE U CHMITOMHTE Ha BameTo 3abonsiBane

e Bu 6b1e npenmucan Hyrimoz.

HenndekimoseH yBeUT Ipy BE3PacTHU U J€ld

HeI/IH(i]eKHI/IO?;eH YBEUT € BH3MNAJIUTCIIHO 3a6OHHBaHe, 3acdaramio onpeacjIcH 4aCTH Ha OKOTO.
Brp3manenuero Boau 40 HaMmajsIBaHE Ha 3PpCHUCTO Y/WIM HAJIMYKWE Ha MBbTHHUHU B OKOTO (llepHI/I
TOYHUIU WIHW ThbHKHU JINHUU, KOUTO CC ABUIKAT B 3pUTCIIHOTO HOJ'IG). Hyrimoz JIeiiCcTBa 4pe3 HaMaJIIBaHE
Ha TOBA BB3IIAJICHHUC.

Hyrimoz CC M3II0JI3Ba 34 JICUCHHEC Ha

L4 BB3PACTHHU C HGI/IH(l)eKLII/I03€H YBCUT, C BB3MAJICHUEC, 3aCATall0 3aJHATA YaCT HA OKOTO

L4 Acla, HaBbpUIWIIN 2 TrOAWHHU C XpOHUYCH HeI/IH(l)eKI_II/IOSGHyBGI/IT, C BB3MNAJICHUEC, 3aciaTraiio
nmpe€aHara 4aCcT Ha OKOTO

[IbpBOHavamHO MOXKE 1a Bu ObaaT npuiiaranu Ipyru JiekapcTBa. AKO HE ce TIOBIHsETE JOCTaThuHO
Io0pe OT Te3u JIeKapcTBa, e Bu 6b/1e npeamucan Hyrimoz.
2. Kaxso TpsadBa na ce 3Haete, npeau aa usnojspare Hyrimoz

He u3nonzsaiite Hyrimoz

o aKo CTe aNepPrUYHU KbM aJaIMMyMad WIIH KbM HSKOS OT OCTAHAINTE ChCTABKU HA TOBA
JIEKapcTBO (M30pOCHU B TOUKA 6).
. aKo UMaTe TeKKa HHQPEKINS, BKIIIOUUTEITHO TYOepKyJ03a, CeTcuc (0TpaBsiHE Ha KPBBTA), HIIH

JPYTH ONOPTIOHUCTUYHU HH(DeKIuK (00MYaiHu HH(EKINH, CBEP3aHU C OTcIa0BaHe Ha
UMyHHarta cuctema) Baxxno e na napopmupare Bamms nekap, ako uMare CHMOTOMH Ha
MH(EKINS, HalpuMep Tpecka, paHH, OTIaIHAIOCT, MPOOJIEMH ChC 3b0HUTE (BUKTE
L IpeaynpexxIeHusI ¥ peana3Hi MEPKU*).

o aKo MMaTe yMepeHa JI0 TeXKa ChpJeuHa HeIoCTaThYHOCT. BaxkHo € a nHpopmupare Bamms
JieKap, ako CTe UMaJId MJIM UMaTe CEpHO3HO ChPACYHO 3a0omsBane (BHXKTe ,,JIpenynpesxxaeHus u
Mpena3Hu MEpKU*).

IpenynpexnaeHus U NpeaNa3Hu MePKH
T'oBopete ¢ Bamms mekap wiau gpapManeBT, Ipean 1a usnon3sare Hyrimoz.

AJ'Ie[)l"I/I‘lHa peaknui

. AKO MaTe aJlepruyHa peakuus CbC CHMITOMHM KaTO CTATaHe B I'bPANTE, XPUIITEHE, 3aMaiiBaHe,
OTOK HiH 00pUB, HEe MHXKEKTHpaiTe moBeue Hyrimoz u He3abaBHO ce cBBpikeTe ¢ Bamus nekap,
THH KaTO B PEAKH CIIydaH TE3W peaklMy Morat 1a ObaaT )KUBOTO3aCTpaIlIaBallly.

Hudexrmn

° Ako umare uHGEKIUS, BKIFOUYUTEIHO MPOIBbIKUTEIHA UK OrpaHrueHa HHpeKIus (KaTo
HampuMep s3Ba Ha Kpaka), KOHCyATHpaiiTe ce ¢ Bammus nekap npean ynotpedara Ha Hyrimoz.
AKO He CTe CUTYPHH, CBbpKeTe ce ¢ Bamms nekap.
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. ITo Bpeme Ha neueHuero ¢ Hyrimoz mosxeTe na ce paszdoseere mo-jecHo ot nHpexuuu. To3u
PHUCK MOXeE J1a CE YBEJINYH, aKo yHKIUsATa Ha Oenute Bu npoGose e HapymieHa. Te3u
WH(pEKINU MOXe J1a ObJaT CepUO3HH U Ja BKIIIOYBAT TYOEpKYII03a, HH()EKINH, TPUIMHEHU OT
BUPYCH, T'bOWYKH, TIAPA3UTHU WM OaKTEPHH, HIIH JPYTH HEOOMYAH TPUYWHHUTENN Ha
WHQEKIUYU U cencuc (0TpaBsHE Ha KPHBTA).

o B penku ciyvau, Te3u nHEKIMKU MOKe J1a ObJaT )KUBOTO3aCTpalapamny. BaxHo e 1a
nHpopMupare Bamms gekap 3a mosBara Ha CHMIITOMHU KaTo TPeCKa, PaHU, OTHAHAIOCT HITH
mpo0JIeMH Chbe 360UTE. BammsT jiekap Moke J1a Iperopbua BpeMEHHO CIpaHe Ha yrmoTpebaTa
Ha Hyrimoz.

Ty6epkynosa (TB)

o Tbit kKaTo UMa CHOOIIEHHS 32 TYOEepKyI03a P MAlMEHTH Ha JIeYeHHe ¢ afanuMymad, Bammsr
nekap e Bu u3cnensa 3a npu3Hany ¥ CUMIITOMU Ha TyOepKyJi03a Ipean 3al0YBaHe Ha
neuyerneto ¢ Hyrimoz. ToBa BkmouBa 00cTOlHA MEANIIMHCKA OLICHKA, BKIIOUNTEIIHO aHAMHE3a,
U TIOAXOZSIIL] CKPUHMHT (HaIllpUMep PEHTT€HOBA CHUMKA HAa TPhAHUS KOILI U TyOEpPKYJIMHOB
tect). [IpoBexxaaneTo u pe3yiTaTuTe OT Te3W H3CeIBaHus TPAOBa Ja ce oTOenexatT BbB
Bamrata HanoMHsIIa KapTa Ha manueHTa. MHOro € BaykHO 1a nHpopMmupate Bammus nekap, ako
cre O6osemyBany OT TyOepKyi03a Witk CTe OMJIM B TECEH KOHTAKT C HAKOW OOJIEH OT
TyOepkyino3a. [1o Bpeme Ha JeueHHEeTO MOXe Jla ce pa3Bue TyOepKyJi03a, TOpH aKo
CTe MpUeMalli JICUeHHE 3a Mpe/na3Bane oT TyOepKy103a. AKO 10 BpeMe Ha JICYCHUETO HITH
CJIEZ] HETO Ce MOSIBSIT CUMIITOMHU Ha TyOepKyJ103a (IIOCTOSIHHA KallulnIa, 3aryda Ha TerJio, JIMIca
Ha eHeprus, JIEKO MOBUIIEHA TEMIIepaTypa) WK HIKakBa apyra HHGEKIus, He3a0aBHO
uHpopmupaiite Bamms nexap.

HBTYBaHe/HOBTaQS[mI/I ce I/IHQZCKQI/II/I

. Kaxere Ha Bamms nexap, ako cTe )KUBEIH UM IbTYBaTe B pallOHU, KbAETO MHOTO YECTO CE
cpemmat HHPEKINH 0T I'BONYKH KaTO XMCTOILIA3M03a, KOKIMINOUI0OMHUKO3a HIIH 0JIaCTOMHKO3a.
. Kaxere Ha Bamus nekap, ako cre 0oJexyBaiy OT HOBTapsIIX ce HHPEKINN WIH JPYTH

3a00JIsIBAaHUS, KOUTO TTOBUITIABAT PUCKA OT WH(EKITHH.

Bupyc Ha xenatut B

. I'oBopete ¢ Bamms nekap, ako cte HOCUTEN Ha BUpyca Ha Xematut B (HBV), ako nmare
aktuBHa HBV uHbekms wim caurare, 4e cTe U3JI0KCHU Ha PUCK OT 3apaszsiBane ¢ HBV.
Bammst nexap Tpsi6Ba na Bu u3cnensa 3a Bupyca Ha xenatuT B (HBV). Ananumymab moxe
MOBTOPHO 72 akTuBUpa HHGpekuusaTa or HBV npu xopa, Hocutenu Ha T03u BUpYC. B Hiikon
pelKu ciiydau, 0COOCHO aKko NpHeMaTe APYTH JeKapcTBa, KOUTO IMOTHCKAT MIMyHHATa CUCTEMA,
MOBTOPHOTO aKTHBUpaHe Ha HHpekuusaTa ¢ HBV moxe na 6b1e KUBOTO3aCTpaIIaBAIIIO.

Bn3pact Haj 65 rogunu

° AKO cTe HaBbPIIWIK 65 rOIMHYU, MOXKE J]a CTE MO-MOAATINB KbM UH()EKIIUU JOKATO MpHUIarate
Hyrimoz. Bue u Bamust jgekap TpsiOBa ma oOpbliare CreHaaIHo BHUIMAHKUE 3a PU3HAIN Ha
uHpeKIwMs, 10KaTo cTe Ha jJedenue ¢ Hyrimoz. Baxuo e 1a undopmupare Bamus jiekap, ako
MIPOSIBUTE CHMIITOMH Ha HHPEKIHS, KaTO TPECKa, paHH, JINIICA Ha EHEPTHs, POOIEMH ChC
3p0HTE.

Omneparust Wi IpoOJIEMHU ChC 3B0UTE

° Axo Bu npencron onepanusi Wiv ACHTATHU IPOIEAYPH, MOJIS, KaxeTe Ha Bamms nekap, ge
npunarate Hyrimoz. Bamusr niekap Moxe Ja mpernopbya BpeMEHHO Jia cripe ynoTpedara Ha
Hyrimoz.
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JleMHeInHU3HPAIIIO 3a00J19BaHe

AKO MMaTe WK pa3BUeTe AEMHUETMHU3UpALIO 3a00saBaHe (3a00ABaHe, KOETO 3aciAra
3alUTHaTa 0OBUBKA HA HEPBUTE, KATO MYJITUIUIEHA CKIIEpO3a), Bamuar jiexap e pemu aanu e
HEOOXO0IMMO J1a ToJTyyaBaTe WK Ja MPOoABIDKUTE Aa nonydaBate Hyrimoz. Hesabasao
uHpopmupaiite Bammus nekap, ako UMaTre CHMITOMH KaTO IPOMEHH B 3pEHUETO, CIa00CT B
phLeTe WIN KpaKaTa WK U3TPBIIBAHE UM MPaByUYKaHE B HSIKOS 4acT Ha TAJIOTO.

Bakcuna

OrmpeneneHy BaKCHHY ChIBPKAT )KUBH, HO OTCIIA0CHN (POpMHU Ha O0JIECTOTBOPHH OAaKTEPUH WITH
BUPYCH U HE TPsIOBa Jia ce mpuiIarar 1o BpeMe Ha JieueHrero ¢ Hyrimoz, 3a na He mpeau3BUKaT
ciyvaiino uHpeknus. [lockBeTBaiiTe ce ¢ Bamus Jiekap npeau NpUiIoKEHUETO Ha KAKBUTO U JIa
6uno BakcuHu. [IpenopbuBa ce, aKo MMa Bb3MOXKHOCT JIeIaTa 1a MPUKIII0YAT C BCUYKH
UMYHU3AIINHU, ChTIIACHO HACTOSIIHS UMYHHU3AIIMOHEH KaJlCHIap 3a TSIXHATa Bb3pacT, MpeIu
3anoyBaHe Ha jJedeHueTo ¢ Hyrimoz. Axo cte npuemanu Hyrimoz, nokato cre Oumna 6pemMeHHa,
6e6eTo Bu Moxke a Ob/ie ¢ TO-BHCOK PUCK 32 Pa3BUTHE Ha TakaBa MHMEKIUS, /10 TIeT Mecera
CcJIe1 TIocyeIHaTa J103a, KOSITO CTe MOJYYHIIH [0 BpeMe Ha OpeMeHHOCTTa. BakHo e, na
uHpOpMHUpaTe JIeKapsAT U APYTHTE MEAUIIMHCKH CIieNMaInCTH Ha Barero 6ee, ue cte
nexyBanu ¢ Hyrimoz mo Bpeme Ha Bamata OpeMeHHOCT, Taka 4e Jia Morar Jia peliaT, KoraTo Ha
0ebeto Bu TpsaOBa ma ce HampaBW KaKBaTO U Ja € BAKCHHAITHS.

Cobpaeuna HETOCTATBYHOCT

BaxxHo e na xaxete Ha Bammms nekap, ako cTe IMay Wik UMaTe TeXKO ChPJICYHO 3a00IIsIBaHe.
AKo uMare JeKa chpIedHa HeIOCTAaThUHOCT | ce JieKyBaTe ¢ Hyrimoz, chcTossareTo Bu BBB
BpB3Ka ChC ChpJICUHATAa HEJJOCTATHYHOCT TPSOBA J1a ObIc BHUMATEIIHO MPOCICIIBaHO OT Bamus
nexap. AKO pa3BHeTe HOBU WIIM BIIOIIABAIIY C€ CUMIITOMH HA ChpJIeYHAa HEIOCTATHhUYHOCT
(mammpuMep, 3abXBaHE WJIN OTOITH 110 Kpakara), TpssOBa He3a0aBHO Ja ce CBhpkeTe ¢ Bamms
JIeKap.

Bucoka Tremneparypa, KppbBoHacsAaHus (CHHUHMN), KDbBOTEYEHHUE WIIN OJI€I0CT

[Ipu HIKOM MAIMEHTH, OPTAaHU3MBT MOXKE J1a HE yCIlee Ja MPOu3Be/e JOCTATHhUHO KPHBHU
KIICTKHU, KOUTO ce O0OpAT ¢ MH(EKIMKUTE WK J1a IOMarar 3a CIUPaHeTO Ha KbPBEHETO. AKO
BIIUTHETE TEMIIEpaTypa, KOATO HEe CIa/ia, MHOTO JISCHO MOJTydaBaTe CHHUHH WIN KbPBEHE HITH
M3TJIeKIaTe MHOTO OJIeAH, BeIHAra ce CBbpxKeTe ¢ Bamms nekap. BammsT mekap MoXke 11a penrd
Jla CIIpe JICYCHHETO.

HMma MHOTO PEAKH Ciiydad Ha OIPEACICHN BUIOBE pakK IIpu A€1a U Bb3paCTHU, IIpUuIaraiin
apamumymab nwim apyru TNF-6mokepu. Xopara ¢ mo-cepro3eH peBMaTOUICH apTPUT, KOUTO ca
C MO-TOJIsIMa IPOIBIDKUTETHOCT Ha 3a00JIsIBAHETO, MOTaT J1a Cca C [T0-BUCOK PUCK OT CPeIHUS 3a
Pa3BUTUCTO HA J]I/IMQ)OM n JICBKCMUA (BI/IIIOBC PpakK, KOUTO 3aciAraT KPbBHUTC KIICTKHU U KOCTHHUA
MO3BK). Ako npunarate Hyrimoz, puckbT oT nosiBaTa Ha TUM(GOM, JIEBKEMUSI WIH APYTH BUAOBE
pak Mo>ke J1a ce oBUIIU. B penku ciaydan e Oui HaOmogaBaH crieupryIeH U TeXbK BUA
TuM(OM IIpY NaLMEeHTH, JIEKYBaHH ¢ afainMyMa0. Hsxou oT Te3u marueHnTH ca Owin JIeKyBaHU
CBIIIO € JIEKApCTBOTO a3aTHOIPHH WK MepKanTomyput. Madopmupaiite Bamms nekap, ako
npreMare a3aTHOIPHH MM MEPKaINTOypHH 3aeaHo ¢ Hyrimoz.

HabnronaBanu ca MHOTO peAKH CITydad Ha HEMEJIaHOMHH (DOPMH Ha KOXKEH PaK NP MalUeHTH,
IpuIaraiy agaauMymad. AKo 1o BpeMe Ha W ciie]l JICUEHHETO CE MOSIBU HOBO NOPaXKEHHE
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BBPXY KOXAaTa WIK aKO ChIICCTBYBAIIUTE OCIC3U WU 30HU Ha MOPAKCHHSI POMEHST CBOS
BBHIIICH BU, WHpopMupaliTe Bamms nexap.

o [Ipu mammenTu ¢ onpeneneH By 3a0osBaHe Ha OenuTe IpoOoBe, M3BECTHO KaTO XPOHUYHA
o0cTpyKkTHBHA Oe10po0Ha OoecT, JiekyBaHH ¢ ApyT Ojokep Ha TNF-a, ca HaO01aBaHU
CJIy4ad Ha IPYTH BHJIOBE pak, pa3iauuHu ot JuMpom. Ako crpagare ot XOBb wiu cte 3akier
mymad, TpssoBa 1a oochaute ¢ Bammus nekap nanu nedenuero ¢ TNF-o Giokep e moaxoasmo 3a
Bac.

ABTOI/IMVHHI/I 3a00/IIBaHUs

) B penxu cimyuan neuenuero ¢ Hyrimoz Moske ga moBeze 10 CHMITOMH, HAITOI00sSBaIITH
nmymyc- mojoben cuuapoM. CBBpKeETe ce ¢ Bamusr gexap, ako ce TMOsIBAT YIIOPHUT, HEOOSICHIM
00puB, Tpecka, 0OJIKa B CTABUTE WIIK YMODA.

Jlena v rOHOIIIH

) BakcuHanuu: o Bb3MOKHOCT Ha JIeTeTo Bu TpsiOBa 1a ca mocTaBeHu 1o rpad)uk BCUYKU
BaKCUHHM TIPEN Ja ce mpuioxku Hyrimoz.

JApyru nexapcrBa u Hyrimoz

Tpsa6Ba na kaxxete Ha Bamms nexap wim ¢apManeBT, ako IpreMaTe, HACKOPO CTe MpHUeMalli WK €
BB3MOXKHO JIa TIpreMaTe PYTH JIEKapCTBa.

Hyrimoz mosxe na ce mpuiiara 3aeHO C METOTpEKCcaT WM ONPEeIeHH, IIPOMEHSIIH X0/1a Ha
3200JIIBAaHETO AaHTUPEBMATHIHH CpEACTBa (CyidacanasuH, XUAPOKCUXIOPOXHUH, JIeQITyHOMIT U
WHKEKIMOHHHM 3J1aTHH MIpenapaTy), KOPTUKOCTEPOUIU MM OOJIKOYCIOKOSBAILY CPECTBA,
BKJIIOUMTEITHO HECTEpOUAHM poTuBOBB3nanuTeanu cpeacrsa (HCIIBC).

Hyrimoz ue tpsi6Ba na ce mpwuiara ¢ JIeKapcTBa, ChIbPIKAIIM AKTHBHHUTE BEIIECTBA aHAKUHPA HITH
abararent, mopaju MOBUIIIECH PUCK OT cepro3Ha nHpekius. KomOuHanusITa oT agaiumMyma0, KakTo U
npyru antaronucty Ha TNF-o v aHakuHpa Wik abatalent He ce MpernopbyuBa Ha 0a3aTa Ha Bb3MOXKHO
MOBHIIIABAHE HA PUCKA OT MH(EKIINH, BKIFOUUTEIIHO CEPUO3HU HHPEKIIUHU U JAPYTH TOTECHIMATHH
(hapMaKoJIOTHMYHU B3aUMOJICHCTBYSI. AKO MUMaTe BBIIPOCH, MOJIs, 00bPHETE ce KbM Barmust nekap.

bpemeHHOCT U KbpMeHe

) TpsibBa 1a oOMuUCIUTE yroTpedaTa Ha MOAXOAIINA TPOTHBO3aYaThUHH CPEJICTBA 32
MpeoTBpaTsIBaHe Ha 3a0peMeHsIBaHe U Ja MPOIBIDKHUTE J1a TH U3II0JI3BAaTe B MPOABIKEHUE Ha
moHe 5 Meceria ciiell mocIeTHOTo JieueHne ¢ Hyrimoz.

o AKko cTe OpeMeHHa, MUCIIUTE, Y€ MOXKe Ja CTe OpeMeHHa WK TUIaHupare j1a uMate oeoe,
MOCHBETBalTE ce ¢ Baius nekap 0THOCHO MpHJIaraHeTo Ha TOBA JIEKapCTBO.

. Hyrimoz Tpsi6Ba 1a ce u3mon3Ba o BpeMe Ha OpeMEHHOCT CaMo aKo € HE00XOIUMO.

o Cropen npoyuBaHe BEPXY OpeMEHHOCTTa He ChLIECTBYBA MO-BHCOK PUCK OT BPOJCHHU Ne(EKTH,

KOraTo MaiKara e Imoyiy4aBaja ajanuMymad 1o Bpeme Ha OpeMEHHOCTTa, B CpaBHEHHE C
MalKHUTE ChC CHIIOTO 3200 IBaHE, KOUTO HE ca MOTydJaBaiy aaaTuMyMa0.

o Hyrimoz moe na ce n3mosi3Ba 1mo BpeMe Ha KbpMeHe.

. Axo cte nonydaBany Hyrimoz o Bpeme Ha OpeMeHHOCTTa cH, Bammero 6e0e mMa 1mo-Tonsm
PHCK Ja pa3BUe HHEKIIUS.

° BaxxHo e 1a yBemomure Jiekaps Ha Bameto 6e0e v qpyrure MEIUIMHCKH CIICIIUATMCTH OTHOCHO

TOBa, 4e cTe cu npuiaraan Hyrimoz mo Bpeme Ha OpeMeHHOCTTa, penu 6edeTo aa e
BAaKCHHMPAHO (3a moBeue HH(OpMAaNKs OTHOCHO BAKCUHUTE BUKTE paszen ,,lIpenynpexnenus u
TIpeATa3Hu MEPKH ).
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Hlodupane u padoTa ¢ MALIUHU

Hyrimoz mosnusiBa mpeHeOpEKMMO CITOCOOHOCTTA 3a Imodupane, KapaHe Ha BEJIOCHITE WK paboTa ¢
marmuan. Cries mpuiokeHneto Ha Hyrimoz mMoske f1a ce mosiBH CBETOBBPTEIK M HAPYIICHHUE HA

3PCHUCTO.

Hyrimoz chabpaxa HaTpUii

ToBa nexapcTBO chabpska moa 1 mmol Hatpwmii (23 mg) Ha go3a ot 0,8 ml, T.e. MOXKE 1a ce Kaxke, ue

IIPAKTUYECKU HE ChBPKA HATPUH.

3. Kaxk na u3noassate Hyrimoz

Bunaru n3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bammsat nekap unu gpapmarieBT.
AKO He CTe CUTYPHH B HEIIO, MONUTaiiTe Barmms rekap win GpapMareBT.

IpemoppuntenuuTe 1031 Hyrimoz 3a Bcsko oT 0100peHNTE MOKa3aHUs ca TIOKa3aHH B ClIeHATA
tabnuia. Bammsat nekap Moxke na Bu npeanuine Hyrimoz ¢ apyro KoindecTBO Ha aKTHBHOTO
BEIIIECTBO, aKO MMaTe HY»KAa OT pa3iuyHa 103a.

PeBmaToueH apTpuT, NCOPHATHYEH APTPHUT, AHKHJI03UPAIL CIIOHANIUT HJIH aAKCHAJIEH
CIIOHJMJI0APTPUT 03 peHTreHorpagcKu JaHHM 32 AHKWJIO3HPALL CHOHIMJIMT

B’b?.paCT HJIA TEJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiara?

Beaexkkn

Bu3pacthau

40 mg mpe3 ceaMuIia KaTo
€IMHUYHA 1034

[Tpu peBmaTouneH apTpuT
MIPUJIO’KEHUETO HAa METOTPEKCAT
MPOIbIDKaBa 0 BpeMe Ha
neyenuero ¢ Hyrimoz. Ako
Bamusdr nekap npenieHu, ye
MPUIIOKEHUETO Ha METOTPEKCAT
HE € moAXoIo, To Hyrimoz
MOXKe JIa ce TpuJIara u
CaMOCTOSITEITHO.

AKO nMarte peBMaToUJICH apTPUT
U HE TIpUeMaTe MaTOTPEKCaT 10
BpeMe Ha Jieuenuero ¢ Hyrimoz,
Bammsit nexap Moxe J1a pemu aa
npuiarate 40 mg Hyrimoz Bcsika
cenmutia wim 80 mg mpe3
CeIMUIIA.

IIcopua3suc ¢ mjiaKku

Bn3pacTt niu TejiecHO
TerJo

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiara?

Beaexkkn

Bu3pacthau

Hauwanna noza ot 80 mg (emHa
umxekiusa 80 mg), mocieaBaHa
ot a03a ot 40 mg npe3 ceaMuIa,
KaTo Ce 3aI04He e/IHa CeMHUIIA
cJie]] HaJaTHaTa J103a.

Tps6Ba a IpoIbIHKUTE Ma
nmkektupare Hyrimoz TomkoBa
IIBIITO, KOJIKOTO Bu € kazan
Bammsr nekap. Axko Ta3u g03a
HE JIeiicTBa T0CTaTHIHO JI00pe,
Bamusar nekap moxe na
YBEIMYH JO3UPOBKATA JI0

40 mg BcsKa ceMHIIA WITH

80 mg npe3 cenmuIia.
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I'HOeH XuapaJeHuT

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpujara?

Beaexkn

Br3pactHu

Hauanna no3a ot 160 mg (nBe
uHxeKuu no 80 mg B eAUH JeH
wiu eqHa uxkekuus 80 mg Ha
JIEH B JBa M1OCJIEIOBATEIHU
JTHU), TIOCTIeZIBaHA OT J103a OT

80 mg (emna mmxexus 80 mg)
JIBE CEIMHIIH ITO-KBCHO.

Crnep olle aBE CCAMUIIA
NPOIBIDKETE C JO3UPOBKA OT
40 mg BcsiKa ceMMUIIA WITH

80 mg mpe3 ceamunia, kakto Bu
npeanuiine Bamusr jgekap.

IIpenopbunTENHO € BCEKU JIEH 1a
MIPUJIAraTe aHTUCEITUYHO
M3MHUBaHE Ha 3aCETHATHTE
obnacty.

IOnomm or 12- no 17-rogumina
BB3pacT ¢ Teruo 30 kg nm
oBeye

Hauanna no3a ot 80 mg (eqHa
uHxekiusa 80 mg), mocieaBaHa
oT 103a oT 40 mg npe3 ceamuIia,
KaTO Ce 3aloyvHe ¢JHA CCAMUIIA
IIO-KBCHO.

Axo Ta3m 103a He AecTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXE J1a YBEIIHYH
no3upoBkara 1o 40 mg Besika
cenmutia win 80 mg npe3
CeIMHIIA.

[IpernopbUUTEIHO € BCEKH JCH a
HpMnaraTe AHTUCCIITUYHO
W3MHBAaHE Ha 3aCErHATUTE
o0JtacTu.

BoJiect Ha Kpon

Bb3pacT HiIH TeJIeCHO TerJio

KakBo K0J11M49eCTBO N KOJIKO
4ecTo ja ce npuiara?

Beaexkn

Jlela, FOHOIIIM U BB3PACTHHU C
terno 40 Kg wiu noBeue

Hauanna no3a ot 80 mg (eqHa
uHxekiusa 80 mg), mocieaBaHa
oT 1o03a oT 40 mg npe3 ceamuia,
KaTo Ce 3allOYHE JIBE CEIAMHUIN
MO-KBCHO.

AKko e HeoOXoauM 10-0Bp3
OTroBOp, Bammsr nexap Moxe
Jla IpeJIuIlie HayalHa 1032 OT
160 mg (1B MHKEKITUH IO

80 mg B eawH NeH WK eeTHA
uHxekiusa 80 mg Ha JIeH B IBa
MOCJIeIOBATEIIHU JTHH),
nocJsenBaHa ot jo3a ot 80 mg
(emna mmxekmus 80 mg B enuH
JIeH) JIBE CEAMHUIIM MO-KHCHO.

Cnen ToBa obnuaiiHara 103a €
40 mg npe3 ceaMuIa.

AKo Ta3u 103a He JeiicTBa
JIOCTaTh4YHO A00pe, Bammsat
JIeKap MOXe /1 YBEIIHYH
no3upoBkara 10 40 mg Bcsika
cenmuria wim 80 mg mpe3
CeIMHUIIA.
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BoJject nHa Kpon npu nena

Bn3pacT uiu TesiecHO TerJio

KakBo ko1m4ecTBO M KOJIKO
4ecTo aa ce mpujara?

Benexkn

Jena u roHomu ot 6- 10
17-romuiiiHa BB3pacT ¢ TErIo,
mo-MaJko ot 40 kg

Hauanna noza ot 40 mg,
nocieaBaHa oT o03a ot 20 mg
npe3 ceaMHUIIa, KaTo ce 3aouHe
JIBE CEIMUIIH TT0-KbCHO.

AKko e HeoOxouM 10-0Bp3
OTroBop, Bamust nexap moxe
Jia IPEIIHIIe HavaHa /1032 OT
80 mg (enna urxekiust 80 mg B
€/IMH JIeH), II0CjIeIBaHa OT 1032
ot 40 mg nBE CeAMHUIIA T10-
KBCHO.

Cnen ToBa oOnyaiiHara o3a €
20 mg mpe3 cenMuua.

AKo Ta3u 71032 HE JIelicTBa
JIOCTAaTBhYHO J00pe, JIeKapsT Ha
nereto Bu Mmoxe na yBenmuu
yecToTaTa Ha jo3ara 10 20 mg
BCSIKA CEIMMIIA.

Yuepo3eH KOJIUT

B’b?.paCT HJIA TEJICCHO TErJjJao

KakBo ko1n4ecTBO M KOJKO
4ecTo /1a ce mpuiiara?

Beaexkkn

Bo3pacthau

Hauwanna no3a ot 160 mg (aBe
uHkekuu no 80 mg B €71MH JIeH
i enHa ukekims 80 mg Ha
JICH B JIBa MOCJIEA0BATEIHH
JTHH), TIOCTIEABaHA OT J103a OT

80 mg (exna mmxekus 80 mg)
JIBE CEIMMIIM IMO-KBCHO.

Cnen ToBa oOnuaiiHara 103a €
40 mg npe3 ceamuIa.

AKO Ta3u no3a He AelcTBa
JIOCTaTBYHO J00pe, Bammsr
JIEKap MOXE J]a yBETHIN
no3upoBkara 10 40 mg Bcsika
ceamuua un 80 mg npe3
CeJIMHIIA.

Yiauepo3eH KOJUT NPHU NeaUaT

HYHHU NAIUECHTH

Bb3pact Wi TejiecHO Terjao

KaxkBa 103a n KoJIKO 4ecTo 1a
ce npuema?

3abeie:KKn

Hena v roHOIIM, IpH
HaBBbPIICHH 6 TOIUHU C TETIIO0
40 kg nm oBeue

[IspBOHavanHa no3a 160 mg
(mBe mmxeknuu o 80 mg B
€JIMH JI€H WU €IHAa WHIKEKIIUS
80 mg nHeBHO B JBa
MTOCJICTOBATCITHH JTHH ),
rocienBann oT 80 mg (emHa
umkeknus 80 mg B €IUH JICH)
JIBE CEIMUIIU ITO-KBHCHO.

Cnen ToBa oOnyaiHara 103a €
80 mg npe3 ceamuua.

[TanpeHnTHTE, KOUTO HABHPIIAT
18 ronuHu, 10KaTO MpUEeMar

80 mg mpe3 ceamuiia, TpsiOBa

Ja IpoAbJKAT TAXHATa
nmpeanvucana an03a.

Hena u roHOLIU, IpU
HaBBPIICHHU 6 TOAMHHU C TETIIO
o 40 kg

[IspBonauanna noza 80 mg
(emna mmxeknus 80 mg),
nociensanu oT 40 mg (enHa
umxeknud mno 40 mg) nse
ceaMuIy o-kscHO. Cren ToBa
obuyaitHara no3a ¢ 40 mg npes
Ce/IMHUIIA.

[lanenTHTE, KOUTO HABBPIIAT
18 roguHu, 10KaToO MpUeMar

40 mg npe3 cenmuIa, TpsiOBa

Jla TIPOIBJDKAT TSIXHATA
MpeInucana 103a.
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Heun@exkunoseH yBeur

Bn3pacT uiu TesiecHO TerJio

KakBo ko1n4ecTBO M KOJKO
4ecTo aa ce mpuJara?

Beaexkn

Br3pactHu

Hauanna no3a ot 80 mg (eqHa
uHxekus 80 mg), mocneaBaHa
oT 1o3a oT 40 mg npe3 ceamuia,
KaTo Ce 3all0YyHe €eIHa CeAMHUIIA
cJIe]] HayajiHaTa J103a.

[Ipu HenHpEKIMO3€eH YBEHUT
MPUEMBT Ha KOPTHKOCTEPOUAN
WM IPYTH JIEKapCTBa,
MOBIHSIBAII MMYHHATa CHCTEMA,
MOXe J1a ObJIe TPOIBIDKEH,
Jokato usnomseare Hyrimoz.
Hyrimoz Moske na ce naBa u
CaMOCTOSITEITHO.

Tps6Ba ma npoabKUTE Na
nHxekTrpate Hyrimoz TonkoBa
IBJITO, KOJIKOTO By e kaszan
Bammmus nekap.

Jleua u roHOIIH, IPU
HaBBPILICHH 2 TOAUHU C TETJIO
30 kg nm moBeue

40 mg mpe3 ceqmuIia

Bammust gexap Moxe chIIo J1a
MpeIrIIe HadallHa J103a OT

80 mg, xoATO MOXe Oa ce
MIPHIJIOKH €JTHA CeIMUIIA IIPeIn
3arI0YBaHETO HAa OOMYaiiHaTa
no3a 40 mg mpe3 ceaMHuIia.
IpenopbuBa ce Hyrimoz na ce
TpuTara B KOMOWHAITUS C
METOTpEKCaT.

JHeua u roHowwH, npu
HaBbPILEHH 2 TOAUHU C TETJIO,
no-maiko ot 30 kg

20 mg npe3 ceqmuLa

Bammst nexap Moxe cbio aa
MIpeTUIIe HadaiHa 7033 OT

40 mg, KOsITO MOXeE J1a e
MPUIOXKHU eTHa CeAMUIIA MTPEIH
3aro4BaHeTO Ha OOMYaifHaTa
no3a 20 mg npe3 cenMuIia.
IMpenopbuBa ce Hyrimoz na ce
mpujiara B KOMOMHAIUS C
METOTpEKCaT.

Hauun Ha NPUWIOXKEeHHUE M TbT HA BbBEK/IaHE

Hyrimoz ce mpmiara upe3 HHKEKTHpaHe O KoaTa (Ipe3 MOAKOKHA HHKEKIINS).

HOZ[pO6HI/I YKa3aHus 3a UHXKXCKTUPAHC Ha Hyrimoz Ca MpCACTaBCHU B TOUKaA 7 ,,yKa3aHHH 3a

ynorpeba”.

AKO CcTe U3M0JI3BAJIM ITOBevye 0T HeoOxoanmaTa 103a Hyrimoz

AKO 110 HEeBHUMAHHUE CTe HHXeKTHpaiu Hyrimoz mo-4ecto, 0TKOIKOTO TpsiOBa, CBhpXkKETE ce ¢ Bamms
nekap uin (apMareBT U 00sCHeTe, Ue CTe U3IOI3BAIN TIoBeYe OT HeoOXoauMoTo. Bunaru B3umaiite
ChC cede CH OMaKOBKAaTa Ha JIEKapCTBOTO, JIOPH J1a € Tpa3Ha.

AKO cTe mponycHaJm Aa u3noassare Hyrimoz

AKO CTe IpOITyCHAJIH J]a CH TOCTABUTE MHXKEKIUS, TPSOBA J]a HHYKEKTUpATE ClieABaIiaTa /103a
Hyrimoz Beanara mom cu crioMuuTe. MIHKEKTHpaiTe ciaeaBaiaTa 103a Ha ONpeaeIeHHs 3a TOBa JIeH,

KaKTO OMXTe HarpaBuJini B cnyqaﬁ, Y€ HE CTC NPOITYyCHAJIU UHKCKI .

AKo cTe cipesn ynorpeéara Ha Hyrimoz
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Pemenunero na crpere na usnonssare Hyrimoz tpsioa na 6b1e o0cbaeHo ¢ Bammms nekap. [pu
CIHpaHe Ha JEYCHNETO, CHMITOMUTE Ha 3a00JIIBAHETO MOKE [1a C€ Bb30OHOBSIT.

AKO UMate HAKaKBH JONBIHUTEIHN BBIPOCH, CBBP3aHHU C yIOoTpeOaTa Ha TOBa JEKapCTBO, MOJIS
nonuTaiite Bamms nexkap nnn dapmanesT.

4, Bb3MoKHN HeKeTaHU PeaKIuu

KakTo BCHYKH JIeKapCTBa, TOBA JICKAPCTBO MOKE J1a TIPEIU3BUKA HEXKETAHU PEAKIINU, BBIIPEKU Y€ HE
BCEKH Iy nosryuana. [loBeueTo HexKeIaHu peakiuy ca JeKU A0 yMEpeHUu. Brrpeku ToBa, HIKOU OT
HEe)KETIAaHUTE PeaKIUy Morat Ja ObIaT CepHO3HH U Ja N3WCKBAT JieueHune. Hexxenannure peakuun Moxe
Jla ce TOSBAT 10 4 Mecella WilK TIOBeYe CIIe TOCIEAHOTO MIKeKTHpane Ha Hyrimoz.

HOT'prETe CIICIITHO MEIHIIMHCKA MMOMOIII, aKO 3a0€NeKUTE HIKOH OT CJICOHUTC MMPpU3HAIU Ha
AJICpTrUYHa p€aKiusa WK CbpaAC€dYHa HEAOCTATbYHOCT:

TEXbK 00pUB, KOTIPUBHA TPECKa,

OTOIIX TIO JIUIIETO, PBIIETE, KpaKaTa;

3aTPYJHEHO JUIIAHE U T'hIITAHE;

3ayx MpH pU3NUecKa aKTUBHOCT WJIH MIPH JISITAHE MJIK OTOIIM MO KpaKaTa,

HNudopmupaiite Bammus jiekap KoJIKOTO ce MOsKe M0-CKOPO, aKO YCTAHOBUTE HSIKOHU OT CJICIHUTE
MPU3HAIH:

o MPU3HAIM U CHMITOMH Ha HH(EKIHA KaTo TpecKa, TaJicHe, paHu, MPOOJIeMH ChbC 3b0UTE,
MapeHe Npu YpUHUpaHe, YyBCTBO Ha CIA00CT WIIM yMOPa WK KalllIUIa;

o OTUTAKBAaHUS OT HEBPOJOTHYHU ITPOOIIEMH, KaTO: MpaBy4KaHe, U3TPHIIBaHE, TBOMHO BIKIAHE
WK CTa0O0CT B PBIETE WIH KpaKaTa;

o MpU3HAIM 32 PaK Ha KOXKaTa, KaTo: TOAyTHHA WM OTKPHUTA He3apacTBallla paHa;

o MpU3HAIA U CHMITTOMH, TIPEIIoJaray KPbBHU HapYIIeHNs, KaTo MOBHIIIEHA TEMIIEpaTypa,

KOSITO HE CIaja, MosiBa Ha CHHUHHU, KbPBEHE, OJICTHOCT.
IIpencraBenuTe MO-A0Ty HEXKEITAHN PEAKIIMK ca OMIIN HAOJIIOaBaHU C afaTnMyMa.
MHoro 4yectu (Moxe J1a 3acerHaT nmosede oT 1 Ha 10 yoBeka)

. peakIny Ha MACTOTO Ha MHYKCKTUPAHE (BKIIFOUUTEITHO 00JIKa, OTOK, 3a4epBsIBAHE WA CHPOSK);
WH(EKINY Ha JUXaTEIHUTE MHTUINA (BKIFOYNTEIHO MMPOCTY/Ia, XpeMa, HH(EKIHs Ha CHHYCHUTE,
MTHEBMOHHUS);

ri1aBoOoJIneE;

KopeMHa 0oJika;

raacHe v MOBPBUIAHEC,

00pHB;

0oJIKa B MYCKYJIHUTE.

Yectu (Moke 1ma 3acersat 1o 1 Ha 10 JoBeka)

cepuo3HN HHPEKINHN (BKIFOUNTEITHO OTPaBsHE HA KPBBTA U TPHUII);

YpeBHU MHPEKINH (BKIIOYUTETHO TaCTPOECHTEPUT);

KOXXHH MHQPEKIUHU (BKIIFOUUTEITHO LENYJIUT U XEPIIeC 30CTEP);

WH(EKINU Ha YIINTE;

WH(EKINK Ha yCTHATa KyXHHA (BKIIOUYATEHO MH(EKINU Ha 360UTE U Xepriec);
WH(EKINN Ha BH3MPOU3BOIUTEITHATA CHCTEMA;

WHQEKIYs Ha MTUKOYHUTE ITBTHIIA;

I'bOUYHN UH(EKIUH;
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CTaBHHU MH(EKIINH;

JOOpOKaueCTBEHU TyMOPH;

pak Ha KoXara;

AJIIEPTUYHY PEaKIUH (BKIIOUYNTEITHO CE30HHA aJIEPTHsl);
00e3BOIHSIBAHE;

MPOMEHHU B HACTPOEHHUETO (BKIIOYUTEITHO JICTIPECHS);
TPEBOXKHOCT;

0e3ChHHE;

CETHBHU HapylICHHsI KaTO MpaBydYKaHe, OOIKaHe, H3TPBIIBaHE;
MUTPEHA;

CHUMIITOMH Ha IPUTHCKaHEe HA HEPBHOKOpPEHUE (BKIFOUMTEIHO OOJIKa B IOJHATA YacT Ha I'bpba u
Oonka B Kpaka);

HapyIleHNe Ha 3DCHUETO;

BB3IMaJICHHE Ha OUUTE;

BB3IMaJICHHE Ha KJICTIAYNTE U MTOJyBaHE Ha OUUTE;

BEPTHUTO (CBETOBHPTEXK);

YCKOPEHO ChplieOHeHe;

BHCOKO KPBBHO HaJISITaHE;

3a4epBsBaHE;

XeMaToM (KpbBOHACsIaHE — TBbPJA IMOIYyTHHA OT ChbCUPEHA KPBB);
KaIlUTUIIA;

acTMa;

3aIyX;

KBbPBEHE OT CTOMAIIIHO-YPEBHHS TPAKT;

Jucnerncus (HapyInieHO XpaHOCMMIIaHe, TTI0lyBaHe, KHCEIINHH);
KHCeIMHHA pediykcHa OomecT (BpbIaHe Ha KUCEITMHU OT CTOMaxa);
cuHApoM Ha ChorpeH (BKIIIOYUTETHO CYX0Ta B OUUTE H yCTaTa);
CBHpOEK;

ChpOsIT 0OpHEB;

HOsiBa HA CHHUHH;

BB3IaJICHHE Ha KoXkaTa (KaTo ex3ema);

HalleTiBaHEe HOKTHTE Ha PBIETE U KpaKara;

HOBUIIICHO MOTEHE;

KOCOTIAJT;

OTKJIIOYBAHE WM BIIOIIABaHE Ha IICOPHA3UC;

MYCKYJIHHU CIIa3MU;

KPBB B ypHHATA;

0B0OpeuHH npodeMu;

OOJIKM B TPBIHUS KOIII;

OTOK (chOMpaHe Ha TEYHOCT B TSIIOTO, KOSITO IPUYMHSBA [TOJyBaHE HA 3aCETHATUTE THKAHH);
TpecKa;

HaMaJIsiBaHe Opost Ha TPOMOOIIMTHTE B KPBBTA C MOBHUILCH PUCK OT KbPBEHE MM TTOSIBaTa HA
CHHUHU;

3aTPYIAHEHO 3a3]paBsiBaHE HA PaHHU.

Heuectn (Moxe ma 3acerHar g0 1 ma 100 qoBeka)

HeoOMJaitHu MHGEKIHH (BKITFOYUTEITHO TYOSpKYJ103a U APyTH HHGEKITHH ), BE3HUKBAITH TIPH
HaMaJsIBaHE YCTOHYMBOCTTA HA OpPraHW3Ma KbM 3a00JIIBaHIS,

HEBPOJIOTHYHHN WHPEKIUHU (BKIFOYUTEIIHO BUPYCEH MCHUHTHUT);

WH(EKINN Ha OUYNTE;

OaxTepuanHy UHEKIUH;

JTUBEPTHKYJIHUT (Bh3NaJICHHE U HHPEKIHS Ha Ne0eI0To YepBo)
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pak, BKITFOUMTEITHO paK 3acsrail JuMgHara cuctema (TumM¢om) U MeraHoM (BH] pak Ha
KOXKaTa);

MMYHHH HapyIIeHUs, KOUTO MOTaT Jia 3acernat Oenute ApoOoBe, Koxara v TUM(HUTE BB3JIN
(Haii-yecTo KaTo 3a00JIABaHE, HAPUYAHO CAPKOUI032);

BaCKYJIUT (Bb3MaleHUE HA KPbBOHOCHUTE ChIIOBE)

Tpemop (Tperepene);

HeBpomnaTus (YBpeKaaHe Ha HEPBH);

MO3bYEH yap;

3ary0a Ha CiIyXa, IIyM B yILIHUTE;

yCellaHe 3a HEPUTMHYHO OneHe, IpecKayaHe Ha ChPLETO;

po0JIEMHU ChC CHPLETO, KOUTO MOXKE J1a IPUUUHSAT 3a4yX WIN OTOK Ha IJIC3E€HUTE;
CBpAEUEH yaap;

TOPOOBUIHO Pa3LIMPEHNE HAa CTEHATa Ha oJIsIMa apTepsi, Bb3NaJCHUE U ChbCUPEK BbB BEHA,
3anyniBaHe Ha KPbBOHOCEH Ch]I;

6emoipoOHY 3a00ABaHNUS, MPUUHUHSABAIIH 3a1yX (BKIIOUUTEIHO Bb3MaJCHHE);
GenoapobHa emOonmst (3amynIBane Ha apTepus Ha O6emus Apoo)

TUIEBpAJICH U3JIHMB (HEECTECTBEHO 3a/IbpyKaHe Ha TEYHOCT B TUIEBpaliHaTa KyXHHA)
BB3MAJICHNE Ha MMaHKpeaca, KOeTo MPUYMHABA CHIIHA O0JIKa B KOpema U I'bpoa;
3aTpyJHEHO MPerbIlaHe;

OTOK Ha JUIEeTO (TI0IyBaHe);

BB3NAJICHUE Ha KITBYHUS MEXYP, KAMBHH B )KITBYHUS MEXYD;

3aTIBCTABAHE Ha YepHUS ApoO (OTIaraHe Ha Ma3HUHU B YEPHOAPOOHUTE KIIETKH);

HOIIHO U3IOTSIBaHE;

Oenesu;

HEEeCTECTBEH paslaj] Ha MyCKYJIHTE;

CHCTEMEH JIyIyC epuTemMarojiec (HapyueHine Ha IMyHHAaTa CUCTeMa, BKIIOYUTETHO Bh3NaIeHNE
Ha KO)KaTa, ChbpLeTo, OenuTe IpoOoBe, CTABUTE U APYTH OPTaHU U CHCTEMH);

4ecTH ChOyKIaHus;

MUMIIOTEHTHOCT;

Bb3MAJICHHSL.

Peaxu (Moxe na 3acernar g0 1 Ha 1 000 woBeka)

neBKeMHs (pak 3acArai] KpbBTa U KOCTHHUS MO3BK);

TEXKH JIEPTHYHH PEaKLnH;

MHOXECTBEHA CKJIEPO3a;

HapyIIeHUsl Ha HepBUTE (KaTo Bh3MAJICHHE HAa 3pUTEIHUS HEPB Ha OKOTO M CHHIPOM Ha
I'mien-bape — 3a0ossBaHe, KOETO MOXKeE J1a IOBEIE IO MyCKYJIHA ClIab0CT, IPOMEHEHH
yCeIlaHus, N3TPBIIBAHE HA PBIIETE ¥ TOPHATA YacT Ha TSIIOTO);

CTMpaHe Ha U3MOMIIBAHETO HAa KPBBTA OT CHPIIETO;

oenoapobHa Gudpo3a (cpacTBaHus B OeIUTE TPOOORBE);

nepdopanus Ha depBara (IpoOUB B UpeBHATA CTCHA);

XenaTuT (Bh3MajJeHne Ha YepHus Apo0);

MOBTOPHO aKTHBUpPaHe Ha MH(EKIUsIC XenaTuT B;

ABTOMMYHEH XeIaTHT (BBb3IMaJICHIE Ha YepHHS APOO, MPUIHHEHO OT COOCTBEHATa UMYHHA
cUcTeMa Ha OpraHu3Ma);

KOJKEH BAaCKYJIUT (Bb3MaJieHHEe Ha KPbBOHOCHHU CHJOBE Ha KOXKaTa);

cuaapoM Ha CTuBbHC-/[PKOHCHH (3KMBOTO3aCTpaIlaBaIo 3a00sIBaHe C TPUIONOJ00HN
CUMITOMH U OOPUB C MEXYPH);

OTOK (TI0TyBaHe) Ha JIMLETO, CBBEP3aH C aJlepruiHa PeaKilys;

epuremMa myntudopme (Bp3NaTUTENEH KOKEH 00pUB);

JyImyc-nog00eH CHHAPOM;

aHTHoeeM (JJOKATHO TOIyBaHe Ha KOXKaTa);

JMXEHOU/IHA KOJKHA peakius (ChpOsI YepBeHUKABO-IIMIIAB KOKEH OOpHB).

354



C Heu3BecTHA 4ecTOTa (OT HATMYHUTE NAaHHU HE MOXe J1a ObJic HallpaBeHa OIICHKA)

o xemnaTonueHaneH T-KiueTpueH TuMQPoM (PSIIKO 37I0KaYecTBEHO 3a00IIs1BaHe HA KPBBTA, YECTO
BOJICIIO J0 CMBPT)

o Merkel-kineThueH KapiiHOM (BUJ] paK Ha KOXKaTa)

o Capkom Ha Karmommm — psiiko cpela pak, CBbp3aH ¢ HH(EKIUS C YOBEIIKH XEPIIECEH BUPYC 8.
Capkom Ha Kamomu Haii-uecTo ce cpellia mox ¢popMaTa Ha MypIypHH U3MEHEHUS BbPXY KOXKaTa

o YepHOIPOOHA HEAOCTATHYHOCT

o BIIOIIaBaHE Ha 3a00JsBaHe, HAPEUCHO JePMATOMHUO3HT (TIPOSIBSBA CEe KaToO KOXKEH 00pHUB,
MPUAPYKEH OT MYCKYJTHA CJT1abO0CT)

o HaJ/IaBaHe Ha TerJo (TIpW TOBEYETO MAllMeHTH HaJJaBaHETO Ha TETJIO He € OWJI0 TOISIMO)

Hsxou Hexxenanu peakuuy, HaOIIOIaBaHU C afjanuMyMal MOXKe Jia He ca CBbP3aHU C PA3BUTHETO Ha
CHMITTOMH ¥ MOXe€ J1a ObIaT YCTAHOBEHH CaMO C TIOMOIITAa Ha U3CIICIBAHUS HA KPBHBTA!
Te BrIIIOUBAT:

MHoro yecTn (Moke J1a 3acerHaT nmosede ot 1 Ha 10 yoBeka)

HUCBHKOPOI Ha OeNTUTe KPHBHU KIICTKH,
HUCBHKOPOI Ha YEPBEHHUTE KPHBHH KIICTKU;
MOBULIEHUE HA JUIUANTE B KPBBTA;
MOBHIIIEHUE HA YSPHOPOOHUTE CH3UMHU.

Yecru (Moke na 3acernat 1o 1 Ha 10 goBeka)

BHCOK Opoii Ha OeTuTe KPHBHU KIIETKU;

HUCBHK Opoi Ha TPOMOOIIMTHUTE B KPBHBTA;

MOBHIIIEHNE HAa TMKOYHATA KHCEINHA B KPHBTA;
OTKJIOHEHHS B CTOWHOCTHTE Ha HATPHUS B KPHBTA;

HUCKHW CTOMHOCTH Ha KaJIIUi B KPbBTa;

HUCKH CTOHHOCTH Ha (hochaTh B KPBHBTA;

BHCOKa KpbBHA 3axap;

BHCOKH CTOMHOCTH Ha JIAKTaT JAEXUApPOreHa3aTa B KPbBTa,
HaJA4ie Ha aBTOAHTHUTENA B KPHBTA;

HHUCKH CTOWHOCTH Ha KaJIU B KPHBTA

Heuectn (Moxe ma 3acernar g0 1 ma 100 goBeka)

. TTOBHUIIICHN CTOHHOCTH Ha OMJIMPYOWH B KPBBTA (YEpHOAPOOCH ITOKA3aTEelN)

Penxu (Mmosxe ma 3acernat no 1 Ha 1 000 goBeka):

° HUCBHK Opoii Ha OeTuTe KPhBHU KJIETKH, YePBEHUTE KPHBHU KIECTKH U TPOMOOIIMTHTE B KPBHBTA.
Cho0naBaHe Ha HeXKEJIAHU PeaKINA

AKO TIONTy4HTe HIKaKBH HEXEJaH! peakiny, yBepomeTe Bamms nexkap ninn gpapmarnest. Tosa
BKJIIFOYBA BCUYKH Bh3MOXKHU HEOITMCAHH B Ta3H JINCTOBKA HEXKEJIAHU PEaKIIUU.

MoskeTe CBITo 1a ChOOINUTE HEXEIAaHH PEakIIny JUPEKTHO Upe3 HallMOHATHATa CHCTEMa 3a

chob1maBane, nocoyena B [Ipunoxxenue V. Kato cho0mmaBate HeKeNaHU peakluy, MOXKeTe Ja JaieTe
CBOSI IPUHOC 3a MoJy4YaBaHe Ha MoBeue HHPOopMaIsa OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKapPCTBO.
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5. Kak na coxpansBate Hyrimoz

Ja ce cpxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIela.

He u3non3BaiiTe TOBa JIGKAPCTBO CIE]] CPOKA HA TOJHOCT, OTOCIA3aH BhPXY
eTukeTa/0mucTepa/KapToHeHaTa KyTHs ciefl ,,[ onen 1o:/EXP*“. CpoKbT Ha TOTHOCT OTTOBaps Ha
TIOCJICITHUS JIEH OT MIOCOYEHHSI MECEIl.

Ja ce cpxpanssa B xmammrauK (2°C - 8°C). [a He ce 3ampassiBa.

CoxpaHsBaiiTe IpeBapUTETHO HallbJIHEHATa CIPUHIIOBKA B KAPTOHEHAaTa KyTHs, 3a Jla ce Ipeana3u
OT CBETJIMHA.

AJITepHATUBHO CHXpaHEHHE:

Korato e Heobxoaumo (HampuMep, KoraTo mbTyBate), Hyrimoz Moxke 11a ce cbxpaHsaBa IIpH cTaliHa
temreparypa (1o 25 ° C) 3a MakcHUMaJeH eproa ot 42 mHu — TpaOBa ja CTe CUTYPHH, Y€ IPOIYKTHT €
3alIUTEH OT CBETIMHA. BeHbk H3BaneHa OT XJIaJUIIHIKA 32 ChbXpaHeHUE Ha CTalfHa TeMIlepaTypa,
Barmrara npenBapuTeTHO HaITbJIHEHA CIIPUHIIOBKA TPsIOBA Jla ce M3MOJI3Ba B PAMKUTE Ha 42 THU MJIH
Ja ce M3XBBPJIM, JOPU U J]a € BbpHATa B xyiaauiHuka. TpsOBa na 3anuiiere narara, korato Bamara
NpEABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA € M3BaJICHa 3a MIbPBU BT OT XJIAAWIHMAKA U JaTaTa, Clie]
KOSITO TpsIOBa J1a ce U3XBBPJIH.

He HSXBBpHHﬁTe JICKapCTBaTa B KaHA/IM3aluATa 1IN B KOHTeﬁHepa 3a JOMalIHU OTIIaAbIIH.
Ilonuraiite Bamus q)apMaueBT KaK [1a U3XBBPJIUTC JICKAPCTBA, KOUTO BCUC HC U3II0JI3BATC. Te3nu
MCEPKH III€ CIIOMOI'HAT 3a OIIa3BaHC Ha OKOJIHATa Cpela.

6. CpabpKaHHe HA ONMAKOBKATA W JONbJIHATEHA HHPOPMALUS
Kakso cbabpaxa Hyrimoz

o AKTHBHO BEIIECTBO: afannMymald. Beska npeaBapuTelHO HaTbJIHEHA MMHACAIKa ChAbpka 80 mg
anammmymab B 0,8 ml pastBop.

Jpyru cbecTaBKu: aqunuHoBa KucennHa, ManuTod (E 421), monucop6ar 80 (E 433), xiaopoBogoposaHa

kucenuna (E 507), narpuer xuapokcun (E 524) u Bona 3a uHxkekiuu (BmwkTe Touka 2 ,,Hyrimoz

ChABpKA HATPUH ).

[ ]

Kaxk m3riexna Hyrimoz u kakBo chIbp:ka onakoBKarta

Hyrimoz 80 mg umkeknnoHeH pa3TBOp (MHKEKIMS) B IIPEIBAPUTEIHO HAIThIHEHA TIHCANIKA CE
npemiara kato 0,8 ml 6ucThp 70 Jieko onanecuupai, Oe31BETEH WU 010K BITCHUKAB Pa3TBOP.

Hyrimoz ce moctass B peBApUTETHO HATBIIHEHA CIIPUHIIOBKA 3a eTHOKpaTHA yrnoTpeda, MOHTHPaHa
B TPUBI'bJIHA MTUCAJIKA C MIPO3PAYHO Npo30pue U eTHKeT. CIPUHIIOBKATA B MHCAIKaTa € HalpaBeHa OT
CTBKIJIO THII |, ¢ uria ot HepkxkaaeMa ctoMana 29G, BpTpEIllHA TYMEHA Kallayka Ha uriaTta
(TepMoruTacTrueH emactoMep), chabpxkama 0,8 ml pa3Teop.

Kapronenute kytuu cpaspxar 1, 2 u 3 npeaBapuTeIHO HaIbJIHEHU HcaIku Hyrimoz.

He Bcuukm BUIOBE OMAKOBKH MOTAT J1a ObJIAT IIyCHATH Ha Ta3apa.
Hyrimoz Mose na ce mpejyiara 1 KaTo MPeABAPUTEITHO HAITBTHEHA TIHCAIIKA.
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IpuTeskaTes Ha pa3pelIeHHETO 32 YNOTpeda

Sandoz GmbH
Biochemiestr. 10
6250 Kundl
ABcTpus

ITpoussogure.

Sandoz GmbH Schaftenau
Biochemiestr. 10

6336 Langkampfen
ABcTpus

Novartis Pharmaceutical Manufacturing GmbH
Biochemiestrasse 10

6336 Langkampfen

ABcTpus

3a JOITBJIHUTCIIHA I/IH(pOpMaHI/ISI OTHOCHO TOBA JICKApCTBO, MOJIsI, CBBPKETE CC C JIOKAJTHUS
MIpeACTAaBUTEI Ha MMPUTCIKATEIA HAa PA3PCHICHUCTO 3a yHOTpC6a:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

bbarapus
Canno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 234 142 222

Danmark/Norge/island/Sverige
Sandoz A/S
TIf./Simi/Tel: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EALGOO
SANDOZ HELLAS MONOIIPOXQIIH A.E.
TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa (Belgique/Belgien)
Tél/Tel.: 432 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +356 99644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska

Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00
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France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 12353111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Italia Slovenska republika

Sandoz S.p.A. Sandoz d.d. - organiza¢na zlozka
Tel: +39 02 96541 Tel: +421 2 48 200 600

Kvzpog Suomi/Finland

SANDOZ HELLAS MONOITPOZQITH A.E. Sandoz A/S

(EALGS0) Puh/Tel: +358 10 6133 400

TnA: +30 216 600 5000
JlaTa Ha mocjieHO Npepasrjie;KaaHe Ha THCTOBKATA
JApyru u3rouyHuIM Ha HHGOpMaLUs

IToapo6Ha nHdOpMAaIMs 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHnus
10 JIeKapcTBaTa: https://www.ema.europa.cu.

7. Yka3zanus 3a ynorpeoda

3a ma ce u3berde eBeHTyalTHa HH(EKINSA U 3a Ja Ce TapaHTHpa, e e W3Moa3BaTe mpasmino Hyrimoz,
Ba)KHO € JIa CIIa3BaTe CICTHUTE YKa3aHUsl.

Tps0Ba 1a cTe CUTYpHH, Y€ CTE MPOYEIH, pa3dpany U cra3BaTe Te3H yKa3aHus 3a ynorpeda, mpeau na
umkekTupare Hyrimoz. Bamust mexunuHcky cienuanuct me Bu nokaxe kak ga moAroTBUTe U Aa
umkekTrpare Hyrimoz npaBuiiHO, KaTo M3MOJI3BaTE MPEBAPUTEIHO HAIIBIHEHATA MTUCAIIKA C
enuHMYHA 1032 Hyrimoz, npeau 1a s U3mos3BaTe 3a MpbB IBT. AKO UMATe BBIIPOCH, TOBOPETE C
Bammms MeIuIMHCKY CIIeIUaINCT.

Bamata Hyrimoz npeaBapuTe/iHo HA'bJIHEHA MUCAJIKA 32 ¢THOKPATHA yNnoTpeda

Wrna

Mpepnasnten
Ha urnata

Kanauka
lMpo3opue-Bn3bop

B'preLIJHa Kalaika Ha nuriata

Duzypa A: Yactn Ha nucankara Hyrimoz

Ha @uzypa A nucankara e nokazaHa cbc cBajieHa kanauka. He cBansiiTe kama4ykaTa, J0KaTo He CTe
TOTOBH JIa MH)KEKTUpATE.
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MmHuoro Ba:xHo ¢ Bue nga:

He W3M0JI3BaTe MHcajKaTa, ako 3alleuaTBaHETO Ha BHHIIIHATA KYTHA € C HapyllIeHa IUI0CT, Thi
KaTo ynorpedaTa MOXe Ia He ¢ 6e3omacHa 3a Bac;

ChbXpaHs;BalTe MUcalKaTa B 3alieyaTaHaTa BbHIIHA OMaKOBKA, JOKATO CTAHETE TOTOBH 1A S
U3II0JI3BATeE.

He 0CTaBsITe HUKOra nucajikara 0e3 HaOloIeHue, KbIETO IPYTH Xopa MOKe J1a UMaT JOCThII;
He u3noj3Barte Bamara nucanka, ako cTe sl U3IIyCHAJIN, U3IJIeK A TOBPE/ICHA, WK aKO CTe 5
U3ITyCHAJIN ChC CBaJIeHa Karayka;

umzkekTuparte Hyrimoz 15-30 MuHYyTH cliell U3BRXIaHETO OT XJIaJMIIHUKA 332 HaMalsBaHe Ha
JCKOM(OpTa IPH WHKEKTUPAHE;

H3XBBPIIAITE U3ION3BAaHATa MHCAJIKA BeAHara ciel yrnorpeda. He u3mos3Baiite noBTopHO
nucajakara. Buxre ,,8. U3XBbpJifiHe HA U3NOJ3BAHU MUCAJKH* B Kpas Ha yKa3aHUsITa 3a
yrnoTpeoa.

Kak na cbxpansiBate Bamara nucajaka?

CoxpaHsBaiiTe BHHIIIHATA KAPTOHEHATA KyTHA C HCAIKU B XiaamiHuK (o1 2°C no 8°C).
Korato Bu e HeoOxoaumMa (HanmpuMep, ako e nbTyBare), Hyrimoz mosxe na ce chbxpaHsBa
Ipu cTaitHa temmeparypa (1o 25°C) 3a MakcHUMalIeH repruoa 42 THA — YBEpETE ce, 4e €
npeamnaseHa ot ceerTianHa. Cien u3BaXaaHe OT XJIaJAWIHMKA 32 ChbXpaHeHHe Ha CTaiHa
Temreparypa, Bamrara npeaBapuTeHo HarbJIHEHA MMHACANKA TPSOBA Aa ce H3MO0JI3Ba B CPOK 10
42 nHM WM 1A ce U3XBBPJIM, TOPH U MTO-KBCHO Ja ¢ Omiia BhpHATa 00paTHO B XJIAIMITHHKA.
Tps6Ba f1a cu 3anumieTe garaTta, Ha KoATo Barara npeaBapuTeIHO HAITbJIHEHA MHCANIKA €
M3BaJICHA 33 IPBB BT OT XJIAUIIHUKA, KAKTO U JIaTaTa, CJIe]] KOSITO TPSAOBaA J1a Ce U3XBBPJIH.
3a na npeanasuTe OT CBETIIMHA MMUCANKUTE, ChbXPaHSBalUTEe I'M B OPUTHHAIHATA KAPTOHECHA
KyTHS 10 MOMEHTA, B KOWUTO CTE TOTOBH Jia TH U3IIOI3BaTE.

He cpxpaHsBaiiTe mucankuTe Mpu eKCTPEMHA TOIDIMHA WIIH CTY/I.

He 3ampa3zsiBaiite nucankure.

Chxpanssaiite Hyrimoz u BCHUKH JIeKapCTBa HA MSICTO, HEJOCTBITHO 3a Jiena.

KakBo Bu e HeoOxoauMmo 3a Bamara nmkexknus?

IlocTaBeTe cnemuuTe KOHCYMAaTHBHU Ha YHUCTA U I'IaJKa IIOBBPXHOCT.
B KapTOHC€HATa Bu KyTHd Ca BKIFOYCHU:

Hyrimoz npenBapurenno HambiIHeHa/u nucaika/u (Buxrte Quzypa A). Besika nucanka
cpabpka 80 mg/0,8 ml agamumymas.

B kapronenata kytus He Bamara nucaiika/u He ca BKitoueHH: (Bxk. @urypa B):

KbpIIMYKa, HAITIOEHA ChC CIUPT

MaMy4eH TaMIIOH WA MapJsi

KOHTEHMHEp 3a OCTpH oTHaaAbiM. Brkre ,,8. U3XBbpJisiHe HA N3M0JI3BaHA MMHCAJIKA® B Kpas Ha
yKa3zaHusTa 3a yrnorpeoa.

JIETIEHKA

seae
Smn
e

(Duzypa B: KOHCYMATHBH, KOUTO HC Ca BKJIFOUCHU B KYTUATA
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IIpean Bamara uHKeKIUsA

IToaroToBKa Ha MUCAJKATA

C men HamasiBaHe Ha TuckoMdopTa mpu
HMHXEKTHpaHe u3Bajaere Barrara nucanka ot
xJaguiHuKa okono 15 1o 30 munyTH peau
nHxekTupane Ha Hyrimoz, 3a 1a mocturHe craitHa
TeMIepaTypa.

[MornenueTe npe3 mpo3opueTo-Bu3bOp. Pa3TBOPHT
TpsiOBa fa ObJie OC3IBETEH WK OJIC0KBITCHUKAB, a
CBIIO U OMCTHD JI0 Jieko omaiecuupainl. He ro
H3M0J13BaliTe, aKO BUIUTE, Y€ UMa TBHPINA YaCTHITH
W/WIK IpOMsTHa Ha 1BeTa. Moke /a 3abenexure
MaJIKU BB3IYIIHA MeXypUeTa, KOeTO € HOPMAIHO. AKO
AMaTe HIKaKBH OMACeHHS OTHOCHO BHJIa Ha pa3TBOPA,
CBBpKETE ce B Bamus hapmarieBT 3a chieiicTBuE.
[MornenneTe naTara Ha M3THYAHE HA CPOKA HA FOJHOCT
(EXP) na Bamara nucanka (Buxte @ueypa C). He
M3IIOJI3BAlTE MMUCANIKaTa, aKo CPOKBT HA TOJHOCT €
HU3TEKBII.

He uznon3paiite, ako 3anydTHaTa JEMEHKA € C
HapyIICHA ISUIOCT.

Cebpxere ce ¢ Bamns papmaneBT, ako nucajakara He
H3IbP:KM HA HAKOM OT ONHCAHUTE MO-rope NPOBEPKU.

Mpo3opue-B13bOp

@Duzypa C: 1lpoBepku 3a 6e30mMacHOCT
Npean UHKEKTHpaHe

1.

M300p Ha MSICTO 32 MHKEKTHPAHE:

[IpenmounTaHoTO MSACTO HA MHXKEKTUPAHE € MpeTHaTa
MTOBLPXHOCT Ha OeapoTo Bu. Moxe na n3momn3Bare u
JOJTHATa YacT Ha KOpema, HO He M 30HaTa Ha 5 cm
okoJio rbna (Buxkrte Quzypa D).

Bcexu mbT n30upaiite pa3nuyHO MCTO 3a
WHXEKTHpaHE.

He nmxektupaiite B 30HH, B KOUTO KOXKaTa €
0oJIe3HeHa U YyBCTBUTENHA, C KPHBOHACSAAHNUA,
3a4epBeHa, C JIOCIU WK € TBhpaa. M30srsaiite 300U C
Oenesn mim cTpuu. Ako umare nicopuasuc, HE tpsoBa
Jla MEKEKTUPATe MPSAKO B 30HU C TICOPHA3UCHU TUIAKH.

@uzypa D: n360p Ha MACTO 32
HH)KCKTHUPaHE
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2. IlouyucTBaHe HA MSICTOTO HA MHKEKTUPAHe:

W3muiiTe TprKIIMBO PHLETE CH ChC CallyH U BOAA.

. C KpbroBU OBMKEHHSI TOYMCTETE MSCTOTO 32
MHXEKTUPAHEe C KbPIIHYKa, HAIIOEHA ChC CIHPT.
OcraBere T0 1a U3CHXHE, IPEIN ]a HHKEKTUpPATe
(Bmxre @ueypa E).

. He noxocsaiiTe OTHOBO IOYUCTEHOTO MSCTO MPEAU
MHKEKIUATA.
@Duzypa E: nouncrere MACTOTO Ha
MHXXEKTHpaHE
3. CpajisiHe Ha KAaIaYKATA HA NHCAJIKATA:
. Caasere Kanaykara caMo CJIeJ KaTo CTe FOTOBHU J1a
U3I0JI3BaTe MUCAJIKATA.
. OTBwuiiTe KamaykaTa Mo Mocoka Ha CTPENIKUTE (BIKTE
@Duzypa F).
. Crnen karo cre s MaxHalli, U3XBBpJIETE KarnaykaTta. B
HUKAaKbB CIy4ald He ONMMTBAlTE OTHOBO J1a IIOCTAaBUTE
KaraJkaTa.
o WznomnssaiiTe nucankara B paMKMTE Ha 5 MUHYTH CIIE]L ®uzypa F: canere kanaykara
CBaJIIHE Ha Karaykara.
. BB3MokHO € 1a 3a0enexxuTe Kalka TeYHOCT Ha BbpXa

Ha uriara. ToBa e HOPMAJIHO.

4. Kak 1a 1bp:KuTe NucajJKara:

. Hpbxre Bamara nmucanka mof brea 90 rpagyca KbM
MOYMCTEHOTO MSICTO 32 MHXKEKTHPaHE (BHXKTE
@Duzypa G).

r4

Ilpaguino HenpaBuiHo

QDuzypa G: 1ppXKTE MUCAJIKaTa

Bamara HHKCKIUA

IIpeaun na uHkekTHpaTe TPAOBA 1a poUYeTeTe TOBA

[To BpeMe Ha MHXKEKTUPAHETO IIIE UyETE ABE CUJIAHN U3IIPAKBAHUSL:
(o} [IspBOTO M3LIPAKBaHe MTOKA3BA, Y€ HHKEKIUATA € 3aIM0YHAJIA.
o Crenr HIKOJIKO CEKYHIA, BTOPOTO U3IIPAKBaHeE IIe TTOKaXe, Ue NHIKEKIUSTA ¢
MIOYTH 3aBBPIICHA.

TpsiOBa 1a MPOABIDKATE 3APaBO J1a APKUTE MUCAIKATa IUTHTHO MPUTHCHATA KBM KOXKaTa, JOKATO
HE BUIUTE 3eJIeHUsI HHAUKATOP, KOWTO 1€ M3IIBJIHN IPO30PIETO BU3HOP U 1€ CIpe 1a CE TBIKH.
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3anouBaHe HAa Bamara nHiKeKIus:

[IputucHere mrsTHO Bamara mucanka KbM KoxaTa CH,
3a J1a 3a109YHe WHXXeKTHpaHeTo (BmwkTe Puzypa H).
I[I'spBOTO MpaKBaHe MOKa3Ba, Y€ MHXKEKIIUATA €
3armoyvHaa.

IMpoabikaBaiiTe 1a ILPKUTE MTHCATIKATA U TUTHTHO
MIPUTUCHATA KbM KOXKaTa CH.

3ejIeHUSIT HHAMKATOP MTOKa3Ba HAPEIBAHETO HA
UHXEKIUTA.

@uzypa H: 3aniounere Bamara
HHXXEKIHS

3aBppmiBaHe Ha BamaTa un:keknus:

N3yakaiiTe 1a yyere BTOPOTO mpakBaHe. To
MOKa3Ba, Y€ NHXKEKLHUATA € MOYTH 3aBbPLICHA.
IIpoBepere nanu 3eJleHUSIT UHAUKATOP U3ITBIBA
PO30PYETO-BU3BOP U A € COPAI 1A CE ABUKHU
(Buxte Queypa ).

Cera MOXke J1a OTCTpaHHUTE THCAIKaTa.

@uzypa I: 3apwpuiere Bamara
WHKEKITHSI

Ciien MHKeKIuATa

IIpoBepeTe, 12,1 3e1eHUAT HHANKATOP H3MBJIBA NMPO30PUETO-BH3LOP (BmKTe Durypa J):

ToBa o03HauaBa, 4e JIEKapCTBOTO € JOCTABEHO. AKO HE
CC BMIKA 3CJICHUAT MHAUKATOP, CBBPIKETE CE C Bamms
Jaekap.

BB3MOKHO € Ja iMa MaKo KpbB Ha MACTOTO Ha
HHKEKTUpaHe. MoJe Ja IPUTUCHETE TaMy4eH
TaMIIOH WM Mapisi KbM MSICTOTO Ha MHXKEKTHPaHE U
na 3aaspxute 10 cexynnu. He pa3tpuBaiite MacToTo
Ha WHXKEeKTUpaHe. Moxe /1a IIOKpUeTe MACTOTO Ha
MHKEKTHPAHEe C MaJIKa JITICHKA, aK0 UMa HYK[Ia.

@uzypa J: nipoBepeTe 3eCHUS
HHAUKATOP
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I/stm)p.mme Ha U3I0JI3BAHUTEC MUCAJTKHN:

U3XBBpIETE U3M0JI3BaHaTa MCcajlka B KOHTEHHepa 3a
OCTPH OTHAIbIK (100pE 3aTBAPALI CE, yCTOWYMB Ha
npoboxknane cwa, BiwkTe Dueypa K). Kakro 3a
Baiatante 6€30MacHOCT U 3/IpaBe Taka v 3a Te3H Ha
JPYTHTE XOpa, MUCAIKaTa He TpAOBa Jia ce M3IOoNI3Ba
MIOBTOPHO.

. He u3xBBpIIsiiTe JeKapCcTBa B KAHAM3AIUSATA WK B
KOHTEHEepa 3a IoMalllHu oTnaabuu. [lonuraiite
Bamms nexap uim (apManeBT Kak Jia M3XBbPJIATE
JleKapcTBaTa, KOUTO He m3nonspare. Te3n MEpKH e
CIIOMOTHAT 32 ONa3BaHE Ha OKOJIHATA CPEJIA.
Heun3non3BaHusT JeKapCTBEH IPOIYKT WK
OTHaIbYHUTE MAaTEPHAIM OT HEro TPsAOBa Ja ce 0CTPH
M3XBBPIIAT B CbOTBETCTBUE C MECTHUTE U3UCKBAHMSL. OTTAABLM

QDuzypa K: usxpbpiere
M3II0JI3BaHATA MM CAIKa

AKO0 UMaTe HAKAKBH BbIIPOCHU, M0JIsl, rOBOpeTe ¢ Bamus jekap, papmManeBT WM MeIUIUHCKA
cecTpa, KOUTO ca 3amo3Haru ¢ Hyrimoz.
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