HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



' To3swu nekapcTBEH MPOAYKT MOJIJICKH Ha IOMBJIHUTEIHO HaOoaeHue. ToBa 1me mo3Boiu 0bp30To
YCTaHOBSIBaHE Ha HOBa HH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKHUTE CIICIIMATTUCTH CE
W3KCKBa JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HaulMHa Ha ChOoOIaBaHe Ha
HEXXEJTaHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JEKAPCTBEHUSA MTPOJAYKT

Pyzchiva 130 mg koHIIeHTpAT 3a HHPY3HOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ¢nakon cpappixa 130 mg yereknnymad (ustekinumab) B 26 ml (5 mg/ml).

Ycrekunymad e u3isuio 4oBemko [gG 1k MOHOKIIOHAITHO aHTUTSUTO KbM uHTepieBkuH (IL)—12/23,
MIPOU3BE/ICHO B KJIEThYHA JIMHUA OT SHYHHUK Ha kutaiicku xamcrep (CHO) ¢ momorra Ha

pexkombunanTHa JJHK Texnomorus.

3a IIBJIHUS CHUCHK Ha ITOMOIIHHUTEC BEUICCTBA BUXXTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Komnrientpar 3a nuH(Yy3UOHEH pa3TBOP

PaztBOpBT € OUCTHp, Oe3nuBeTeH 10 01en0XbIT U € hopmynupad pu pH 6,0 = 0,3. OcmoTnaHOCTTA
Ha pastBopa e 290 + 30 mOsm/kg.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU NMOKA3AHUSA

Bonect Ha Crohn mpu Bb3pacTHH

Pyzchiva e moka3an 3a JieueHue Ha BH3PaCTHH MMAIIMEHTH C YMEPEHA JI0 TeXKKa aKTHBHA 00JIeCT Ha
Crohn, KouTO ca ce MOBIUITN HEAOCTaTHYHO, BeUe HE CE TOBIMABAT WM UMAT HETOHOCHMOCT KbM

KOHBEHI[MOHAITHATA Tepanus Wik KbM antaronucT Ha TNFa.
Bosect Ha Crohn npu gena

Pyzchiva e moka3zan 3a ieueHre Ha yMepeHa JI0 TeXKa akTuBHA OonecT Ha Crohn npu neauaTpuyHu
MAIeHTH C Teryio Hak-Manko 40 kg, kouTo ca uMay HeAOCTaTHYCH OTTOBOP WM MMaT
HETMIOHOCUMOCT KbM KOHBEHIIMOHAIHA MM KbM OMOJIOTUYHA Teparusl.

4.2 Jlo3upoBKa M HAYMH Ha NPUJIOKEHHE
Pyzchiva koHnenTpar 3a nHpY3HOHEH pa3TBOP € MpeAHa3HaueH 3a ynoTpeda Mo prKOBOACTBOTO
Y HaJ30pa Ha JIeKap C ONHUT B JUarHOCTULUPAHETO U JieueHHeTo Ha Oosnect Ha Crohn.

Pyzchiva koHnienTpar 3a nHpY3HMOHEH pa3TBOp TPsOBa Jia ce U3MOI3Ba CaMo 32 HHTPAaBEHO3HATA
WHAYKLIMOHHA J03a.

2 l O3UPOBKa

Bn3pacTHu

Bousect Ha Crohn




Jleuenuero ¢ Pyzchiva Tps0Ba na ce 3amouHe ¢ eAMHIYHA HHTPABEHO3HA /1033, OCHOBABAIlla CE Ha
TenecHOTO Teriio. MH(Y3MOHHUAT pa3TBOp TPsAOBA Aa ce MPUTOTBH OT HIKOJKO (prrakoHa Pyzchiva
130 mg, kakTo e yka3ano B Tabmuna 1 (Bxk. Touka 6.6 32 IPUTOTBSIHETO).

Tabauna 1: Hayaana uHTpaBeHo3Ha 103a Ha Pyzchiva

TenecHo Teryio Ha nanuenTa  Ilpenopbuutesna  bpoi puaakonn

KbM MOMEHTA HA NIPUJIaraHe no3a? Pyzchiva
130 mg

<55kg 260 mg 2

>55kgno<85kg 390 mg 3

>85kg 520 mg 4

a

[Mpubnusurento 6 mg/kg

[IwpBara momkokHa 1032 TPAOBA Ja Ce MPUIIOKH HA CeaMUIIa § Clie] MHTPaBeHO3HATa J103a. 3a
JIO3UPOBKATA TIPH MOCIIEBAIIATA CXEMa Ha MOJIKOXKHO NpriioxkeHne BuxkTe Touka 4.2 ot KXI1 Ha
Pyzchiva urxekiinoneH pa3TBop ((hjIakoH) ¥ HHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIIHO HAITbIHCHA
CTIPUHIIOBKA VIIH [TPEIBAPUTEITHO HAITBIIHCHA THCAJIKA.

Cmapuecka 6v3pacm (> 65 coounu)
He e HeoOxomuMo afgantupane Ha J103aTa IIPH MaIMEHTH B CTapyecka Bb3pacT (Bxk. Touka 4.4).

bvopeuno u wepnoopobro yspesicoane
He ca nmpoBexxganu mpoydBaHus ¢ yCTEeKHHYMa0 MpH Te3U MOMyJalun naueHTu. He Moxke aa ce mane
MpernopbKa 3a J03ara.

Ileduampuuna nonyrayus

Bonect Ha Crohn mipu gena (manwmenTu ¢ terno Har-manko 40 ko)

Jleuenneto cbe Pyzchiva TpsiOBa fa ce 3amouHe ¢ eIMHMYHA UHTPABEHO3HA 71033, OCHOBABAIla Ce Ha
TeNecHOTO Teriio. MH(Y3MOHHUAT pa3TBOp TPsAOBA Aa c€ MPUTOTBH OT HIKOJIKO (prrakoHa Pyzchiva
130 mg, kakTo e yka3ano B Tabnuna 2 (Bk. Touka 6.6 32 IPUTOTBSIHETO).

Tabauna 2: HayagHa nHTpaBeHo3Ha 103a Ha Pyzchiva

TejieCHO Teryio HA MAIUEHTA KbM IIpenopbuuTtenna no3a  bpoii paaxonu Pyzchiva
MOMEHTA HA NpUWJIaraHe 130 mg

>40 kg no <55kg 260 mg 2

>55kg mo <85kg 390 mg 3

> 85 kg 520 mg 4

a

pubmusurenno 6 mg/kg

IIspBaTa moaKoOXKHA 7032 TPSOBA Aa ce MPIIIOKHU Ha CEIMUIIA 8 clie]] MHTPABEHO3HATA 7103a. 3a
JTIO3UPOBKATA TIPH MOCIIEBAIATA CXeMa Ha MOJIKOXKHO NpriioxkeHne BuxkTe Touka 4.2 ot KXII Ha
Pyzchiva urxekimoneH pa3TBop ((hIakoH) ¥ HHKEKITHOHEH Pa3TBOP B MPEIBAPUTEITHO HAIThIHCHA
CTIPUHIIOBKA.

BbesonacHoctTa 1 edukacHOCTTa Ha ycTeKnHYMa0 npu jedeHune Ha 6onect Ha Crohn mpu
neauaTpUYHM NanueHTH ¢ terio noj 40 kg Bce orie He ca ycraHoBeHH. JIuncBar qaHHM.

Hauun Ha npunoxenue

Pyzchiva 130 mg e camo 3a mHTpaBeHO3HO MpuiokeHue. Toil TpsaOBa a ce mpuiara B MpOAbIKCHHE
Ha HaW-MaJIKO €IMH 4Yac.

3a yka3aHUsl OTHOCHO pa3pexIaHeTo Ha JICKapCTBEHUS MPOAYKT Ipean IPUIOKEHHE BIXKTE TouKa 6.6.

4.3 IIpoTuBONMOKA3AHUA

CBpPBXYyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT IIOMOIIHUTE BEILIECTBA,
n30poeHu B Touka 6.1.



KinnuudHo 3HaunMMa, akTHBHA HH(EKIUs (HaIp. akKTHBHA TYOEpKYJI03a, BiK. ToUKa 4.4).

4.4 ChenuajaHu npeaynpeskaeHus: U NpeANa3sHi MePKH IPH ynoTpeda

IIpocnenumoct
3a fa ce moIo0pu MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT

HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBaA SICHO J1a CE 3aIMCBaT.

Undekimu

YcreknHyMad MOKe Jla UMa MOTEHIMAN Jja yBeludaBa prcka oT MH(PEKINHU U 1a peaKTHBHPa
nateHTHH nHpeKmu. [Ipy KITMHUYHE TPOyYBaHUS U IIOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBAHE
NP TALMEHTH C TICOPHA3UC ce HaOII0JaBaT CepHO3HU OaKTepHaIHH, ThOWYHN 1 BUPYCHU MH(EKINT
NpY MAaLMEeHTH, IPUEMAIH YCTeKHHYMao (BK. Touka 4.8).

ITpn manmeHTy, 1eKyBaHH ¢ YCTEKHHYMa0, ce cho0II[aBa 3a OMOPTIOHUCTHYHN HH(PEKINH, BKIIOYBALIH
peaxkTHBHpaHe Ha TyOEepKYJ03a, IPyrd ONOPTIOHUCTUYHN OaKTepUaTHu HHPEKINH (BKIIOUYUTETHO
aTHITNYHA MUKOOaKTepruaHa HHQEKI¥sI, MCHUHTUT, PUYKMHEH OT Listeria, MHEBMOHWUSI, IPUYWHEHA OT
Legionella, 1 Hokapano3a), ONOPTIOHUCTUYHA MHUKOTHYHH UH(EKIIMU, OIOPTIOHUCTUYHU BUPYCHH
MHQEKIHUU (BKIIOYUTEIIHO eHIe(AINT, MPUIMHEH OT XepIec CUMIUIEKC 2) M apa3suTHU UH(PEKIUH
(BKJIIOUMTEIHO OYHA TOKCOIUIA3MO34).

Tps0Ba Oa ce MoIX0oXKa ¢ MOBUILCHO BHUMAHHE, KOTaTo ce 00CHKIa MPUIOKEHHUETO Ha YCTEKUHYMa0
NpY MALMEHTH C XPOHUYHU HH(EKIUH WIKM aHaMHe3a 3a penuanBupaina nHdexuus (Bx. Touka 4.3).

[Ipenu 3amouBaHeTo Ha JieUeHHUE C YCTEKUHYMa0 MallMEHTUTE TPsiOBa Jla ce U3CIIe/IBaT 3a
TyOepKyi03Ha HHEKIHs. Y CTeKHHyMa0 He TpsiOBa a ce mpuiara pu MalueHTH ¢ aKTUBHA
TyOepKyno3a (Bxk. Touka 4.3). JleueHueTo Ha naTeHTHA TyOepKyIo3Ha HH(EKIHs TpsiOBa fa 3armovyHe
npey NPUIOKEHNETo Ha yeTeknHyMa0. [IpoTuBoTyOepKyio3HaTa Teparus ChIlo TpsAOBa aa ObJe
00ChIeHa NpeaAr HayaloTo Ha JIeYeHHE C YCTEKHHYMa0 IpH MAMEeHTH ¢ aHaMHe3a 3a JIaTCHTHA W
aKTUBHA TyOEpKyJ103a, IPH KOUTO HE MOXKE /1a CE MOTBBPAM aIEKBATEH KypC Ha JICUEHHE.
[TanimeHnTHTE, MpUEMaIX yCTeKUHYMa0, TpsiOBa Jla ce Habt01aBaT BHUMATEITHO 3a MPU3HAIN U
CHUMIITOMH Ha aKTHBHA TYOEpKYJI03a 10 BpeMe Ha JICYSHUETO U CJie]] Hero.

[MatmenTure TpsiOBa na ObAAT HHCTPYKTUPAHH Ja TOTHPCAT JEKAPCKH CHBET, aKO CE MOSBAT MPU3HALN
HJIW CUMIITOMMU, IIpeArojaranin I/IH(i)CKHI/ISI. Axo MalreHT pa3BUC CCPUO3HA I/IH(i)CKIH/Iﬂ, CBbCTOSAHUCTO
My TpsOBa BHUMATEITHO J]a C€ CIIeIU 1 YCTeKHHyMa0 He TpsOBa Jla ce Mpuiiara, J0KaTo HHPEKIUsATa He
ObIe oBIaASHA.

3710Ka4eCTBEHN 3a00/IsIBaHUS

NmyHOCYynpecopu KaTo YCTEKMHYMa0 MMaT MOTEHITHAN J1a YBEJIMYaBaT PUCKA OT 3JI0KAaYeCTBESHU
3a0o0sisaBaHus. HsKou MalueHTH, KOUTO ¢a IPHEeMalk YCTEKMHYMa0 B KJIMHUYHU MPOYYBAHUS U B
MMOCTMAPKETHHIOBO 00CEPBAlIMOHHO MPOYYBAHE IIPH MAI[MEHTH C IICOPUA3UC, Ca PA3BUIIN KOXKHH U
HEKOXKHH 37I0KaYeCTBCHH 3200 11BaHUS (BXK. TOUKa 4.8). PUCKBT OT 37I0KaYCCTBCHH 300 IIBaHHS MOXKE
Jla € IMO-BHCOK IIPH MAIIMEHTH C IICOPUA3UC, KOUTO Ca JICKYBaHHU C APYyIr'H OMOJIOIHYHH JICKapCTBa B
X0J1a Ha 3a00JIIBaHETO.

He ca MMPOBCKJIAHU TPOYUYBAHUA, B KOUTO YUaCTBAT MAITUCHTU C aHAMHE3a 3a 3JIOKaYCCTBCHU
3a00JISIBAaHUS WIIK B KOUTO IIpoabiKaBa JICHCHHUCTO Ha MalUCHTHU, pa3BUJIN 3JIOKA4YC€CTBECHO 3a0o0ssiBaHe
I10 BpEMC Ha IIpucMa Ha YCTCKI/IHYM36. 3aroBa TpH6Ba Ja CC€ IIoAxXo0xK/Ja C IIOBUIIICHO BHUMAHUC,
Korarto c€ 06c1,>1<;[a MMPUIOKCHUCTO HA YCTeKI/IHYMa6 IIpU TC3U MALUCHTHU.

Benuku nanuenTy, mo-crnenuanio Te3u Hag 60 ToAuHY, MallMeHTH ¢ aHaMHe3a 3a MPOIbJKUTETHA
MMYHOCYTIpECHBHA TEpaIusl WK TakuBa ¢ anamuesa 3a [IYBA-tepamnus, TpsaOBa na ce Habmoaasar 3a

N0sIBa Ha PaK Ha Koxkara (BxK. Touka 4.8).

CucreMHH 1 PECTIHUPATOPHHU PCAKIIMH Ha CBPBXYYBCTBUTCIHOCT




Cucmemnu

CepHo3HM peaklMu Ha CBPhXIYBCTBUTEIHOCT Ca JIOKJIAJBAHU B TOCTMAPKETHHIOBH YCJIOBHSI, B HIKOU
CITy4ad HSKOJIKO JHHM e[ iedeHneTo. Mima ciyyau Ha aHaduiiakcus U aHTHOeZeM. AKO e MOSIBH
aHaWIaKTHYHA WU JIPyTa CEpUO3HA PEaKIus Ha CBPhXUYBCTBUTEIIHOCT, TPOBA J1a CE HA3HAYN
MTOIXO/ISIIIIA TEPATTHSI M IPHUIIOKEHNUETO Ha YCTEKNHYyMab TpsiOBa 1a ce MpeyCcTaHoOBH (BK. TOUKa 4.8).

Peakuuu, cBbp3anu ¢ nHGY3UATA

B kIMHUYHKATE U3MUTBAHKS ca HAOJIFOIaBaHU PeaKIMU, CBbp3aHu ¢ nH(y3usaTa (Bx. Touka 4.8). Io
BpeMe Ha IOCTMAapKETHHTOBOTO HAOIIO/IeHHE ce ChOOIaBa 3a CEPHO3HHU PEAKIINH, CBhP3aHU C
nH(}Y3UATA, BKIFOYUTEITHO aHAPWIAKTUYHH PEakuy KbM HHY3usATa. AKO ce HabIoJaBa cepruo3Ha
WJIH )KUBOTO3aCTpallIaBaia peakius, TpsOBa Ja ce 3arovHe MOAXO0AIIa Teparus U MPUIOKEHUETO Ha
yCTEKHHYMa0 Jia ce MPeyCTaHOBH.

Pecnupamopnu

Crnyyau Ha ajepruyeH ajJBeoJIUT, CO3MHO(MUITHA THEBMOHUS ¥ HeMH(EKIIMO3Ha OrpaHu3upalia
MTHEBMOHUS ca ChOOIIEHH 10 BpeMe Ha IOCTMapKeTHHTOBaTa yrnorpeda Ha ycTekuHyMas. Knunnunute
NPOSIBH BKIIOYBAT KAlUIULA, AUCITHES] U MHTEPCTULUATHI HHPUITPATH CIIEA €AHA 10 TPU JA03H.
Cepuo3HuTe TOCIETUIY BKIIOYBAT AUXATETHA HEJOCTATHUYHOCT U MPOABIDKUTETHA XOCITUTAIN3AIINS.
[MomoOpenue e cro0IIaBaHO clie/l IPEyCTAHOBSIBaHE Ha JICYCHUETO C yCTEKHHYMa0 U B HIKOH CITydau
NP IPUIOKEHNE Ha KOPTUKOCTEPOUAN. AKo Ob/ie M3KIIOUeHa HH(EKIUs U JUarHo3aTa ce MOTBbPIH,
NPUIOKEHUETO Ha YCTEeKMHYMal TpsAOBa Jja ce MPEeyCTaHOBHU U Jja C€ 3aIl0YHE MOIXOASIIO JICUEHUE
(Bx. Touka 4.8).

ChbpIeYHOCHIOBU CHOUTHS

[Ipu manmeHTH ¢ ICOPUA3NC, C eKCIO3HUINA Ha YCTEKHHYMa0, B TOCTMapKETHHTOBO 00CEPBAIIMOHHO
NpOoyYBaHe ca HAOIOIaBaH! CHhPICYHOCHIOBH CHONUTHS, BKIFOUUTETHO HHPAPKT Ha MUOKApJIa U
MO3bYHO-ChJIOB UHIHJICHT. PuckoBuTe (hakTOpm 3a ChpAeUHOCHIOBO 3a00IsiBaHe TPIOBa J1a ce
OIICHSBAT PEIOBHO MO BPeME Ha JICYCHUETO C YCTEKUHYMaO0.

Bakcunanmu
[IpenopbuBa ce na He ce MpUIIarat XUBH BUPYCHU WY )KUBH OakTepuanau BakcuHu (kato BLK)

€IHOBPEMEHHO ¢ ycTekuHyMa0. He ca nmpoBeskjaHu KOHKPETHHU TPOYYBAHUSI ITPU TTAIUEHTH, BHPXY
KOHMTO HACKOPO € IpHJjIarana >kiBa BUPYCHA WM )KHMBa OakTepuaiiHa BakcuHa. Hsama nanHu 3a
BTOPUYHO TpeaBaHe Ha MHQEKIHs ype3 )KUBU BAKCUHU MPH MMAIUEHTH, TIOTyJaBalld yCTEKHHYyMa0.
JlegenneTo ¢ ycrekuHymad TpssOBa J1a ce MpeyCTaHOBH Hal-MajKo 3a 15 ceaMuIy ciies mocaeaHara
J103a TIpe/IM TIOCTABSIHETO Ha )KMBa BUPYCHA HMJIM )KHMBa OaKTepUaHa BAKCHHA M MOXKE Ja c€ Bhb300OHOBU
Hal-MaJKo 2 CeIMUIM cliell BAKCHHUPaHeTo. JIekapuTe, MpemucBaliy JIEKapCcTBOTO, TpsiOBa 1a
HanpaBAT crpaBka ¢ KpaTkara xapakTeprcTHKa Ha MPOJyKTa 32 KOHKPETHATa BAKCUHA 3a
JOIThJIHUTCIIHA I/IH(i)OpMaHI/ISI " yKa3aHus 3a CbII'bTCTBAIIOTO IMTPUITIOKCHNE HAa UMYHOCYIIPECUBHU
JIEKapCTBa Clie]] BAKCUHUPAHE.

He ce npenopbuBa npunarane Ha >kuBH BakcuHU (kaTo BLXK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULNS
Ha yCTEKUHYMAO in utero, B IPONBIKEHUE HA IBAHA/IECET Mecela cie]] paKIaHeTo U JOKATO
CepyMHHUTE HUBA HA YCTEKHHYMa0 MpU KbpPMAUueTO CIIAAHAT 0]l HUBOTO HA AECTEKIMA (BXK. TOUKH 4.5 U
4.6). Axo e HaNHIle KaTeropuvHa KIMHUYHA [T0J132 32 OTJEIHOTO KbpMayie, MOXe J1a ce OOMUCIH
IIpWJIaraHe Ha KMBAa BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HHBA Ha
YCTEeKUHYMao.

[NanuenTHTE, KOUTO M3MON3BAT YCTEKUHYMA0, MOXKE J]a MOyvaT eTHOBPEMEHHO HHAKTUBUPAHH WIIH
yOWTH BaKCHHHU.

JBArocpovyHOTO JIeUeHNe C YCTEKHHYMa0 He MOTUCKA XYMOPAITHUSI UMYHEH OTTOBOP KbM
ITHEBMOKOKOBHTE TOIM3aXapuIHU BaKCUHH UM KbM BaKCHHUTE Cpellly TeTaHyc (BXK. Touka 5.1).

ChObTCTBAlA HMYHOCYNIPECHBHA TEPAITHUS
IMpu nmpoy4BaHus MPpH NCOPUA3HC HE ca OICHABAHU 0€30I1aCHOCTTa U e(h)UKACHOCTTA HA YCTEKUHYyMa0
B KOMOMHALUS ¢ UMYHOCYIIPECOPH, BKIIOUNUTEITHO OMOJIOTHYHH NPOIYKTH MK poTtoTepanus. [Ipu




NPOYYBaHUS MPH MCOPHATHYCH aPTPHT, CHITHTCTBANIOTO NpHiIokeHne Ha MTX He noBnusBa
Oe3omacHocTTa M e()UKACHOCTTA Ha YCTeKHHYMa0. B mpoyuBanusTa pu 6osect Ha Crohn u
YJIIIEPO3EH KOJHT ChITBTCTBANIOTO MPUIIOKECHHE HA UMYHOCYTIPECOPH WM KOPTUKOCTEPOUIN
W3TIIeXKIA HEe TIOBIHIBa 0€30IacHOCTTa WK eUKacHOCTTa Ha ycTeknHyMa0. TpsOBa na ce moaxoxa
C TMOBUIIIEHO BHUMaHKE, KOTaTo ce 00CHK/a ChITBTCTBAIIOTO MPHUIIOKECHUE HA IPYTH UIMYHOCYIIPECOPH
Y YCTEKHMHYMa0 WM NPU MPEMUHABAHETO KbM JICUCHHE C JPYTH OHOJIOTUYHU HMYyHOCYIIPECOPH (BXK.
Touka 4.5).

HmyHoTtepanus
YcTeknaymal He € OLSHSBaH MPH MalMeHTH, KOUTO ca MoJIaraHy Ha UMyHOTepanus 3a anepruu. He e

HU3BCCTHO JaJIn yCTCKI/IHyMa6 MOXKE [1a C€ OTpa3u HAa UMYHOTCpPAIIUATA IIPH aJICPTUU.

CepHo3HU KOKHH 3200 IIBaHUS

[Ipu manmeHTH ¢ ICOPUA3KC ce ChOOIABa 3a CIIydan Ha eKC(OIMATUBEH JACPMATHT CIIC]] JICYCHUE C
ycTeknHyMa0 (BK. Touka 4.8). [TarueHTHTe ¢ IMIaKkoB IICOPHUA3UC MOXKE J1a Pa3BUAT EPUTPOACPMIICH
TICOPHUA3UC KATO YacT OT €CTECTBEHUsI X0/ Ha 3a00JISIBAHETO ChC CUMIITOMH, KOUTO MOXKE OT KITMHHYHA
IJIeJIHAa TOYKA J]a He Ce OTJIMYaBatT OT eKc(oIraTuBHUS aepMaTut. Jlekapure TpsiOBa 1a BHUMaBaT 3a
CHUMIITOMH Ha EPUTPOJICPMHUUCH IICOPHA3HC MU eKC(HOTUATUBEH IEPMATHT KATO 4acT OT
MOHHUTOPHUPAHETO Ha TICOpHUAa3uca MpH ManueHTa. AKO Te3U CHMIITOMH Ce TIOSIBST, TPSIOBa Ja ce
3armovHe MoaXoAIo JeueHue. [IpuemMbT Ha ycTeknaymMab TpsiOBa Ja ce MpeyCcTaHOBH, aKO MMa
CHMHEHHUS 32 JIEKapCTBEHA PeaKIusl.

3aboisBaHuUs, CBEP3aHU C JTYITYC

Crnyuau Ha 3a00JsBaHUS, CBBP3aHHU C JIYIYC, CE ChOOIIaBaT PU NAIMECHTH, JICKyBaHH C YCTEKUHYMAO0,
BKITFOUUTEITHO KOKEH JIYITyC EpUTEMATO/IEC U JIyITyc-ogo0eH cuHapoM. [Ipu Bb3HUKBaHE Ha JIE3HH,
0COOCHO Ha M3TI0KEHUTE Ha CI'BHIIE YYaCThIIM Ha KOXKaTa, WIIA aKO T€ C€ ChITBTCTBAT OT apTPaJTHs,
MAIMeHTHT TPSAOBA J1a MOTHPCH He3a0aBHO JieKapcKa MOMOIIL. AKO ce TOTBBPAAT 3200 IIBaHYS,
CBBP3aHH C JIYIyC, YCTCKHHYMa0 TpsiOBa Jja ce MPEYCTAaHOBH H Ja CE 3all0YHE IMOAXOIAIIO JICUCHHE.

CrieluaiHy NOMyJIalluu

Cmapuecka 6v3pacm

B kTMHHYHATE U3MUTBAHUS IPH 0JI00PEHUTE MTOKA3aHUs HE ce HAOI0/IaBaT ChICCTBCHH PA3ITUYIHS B
edukacHOCTTa MM 0E30MMAaCHOCTTA P MAITMEHTH Ha 65-TOIUIITHA BH3PACT U ITO-TOJIEMH, KOUTO
MOJTy4aBaT YCTEKUHYMa0, B CPABHEHHUE C MO-MJIa/IM MAIIMEHTH. BposT Ha MarueHTuTe Ha Bh3pacT

65 roIMHM U MO-TOJIEMHU 00ade He € JIOCTaThUYeH, 3a Jla Ce ONPEICIH Jalli ce TIOBIUIBAT Pa3InIHO OT
MO-MITJIUTE MaeHTH. Tl KaTo pa3npocTpaHeHHETo Ha MH(EKIIMU cpeJl cTapyecKarTa IMOIyJIalisl
KaTo IS0 € TIO-TOJISIMO, JICYUSHUETO TPU TAIIMeHTH B CTapuecKa Bh3pacT TpsAOBa Jia ce mpuiara
BHUMATEITHO.

CopabpkaHue Ha HATPpUN

Ycrekunymad chabpika mo-maiko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.e. MOXKe Aa Ce Kaxe, 4e
NPaKTHYIECKU HE ChIbprKa HATpHUH. Y CTeKMHYyMab obade ce paspexaa ¢ HHPY3HOHEH pa3TBoOp Ha
HatpueB xyopun 9 mg/ml (0,9%). Toa TpsOBa 1a ce MMa NpeaBU/ MPU MANMEHTH Ha JIUETA C
KOHTPOJIMPaH NpUeM Ha HATpHUil (BXK. Touka 6.6).

Honwmcopbar 80
Ycrexkunymab cpappka 10,4 mg nomucopdat 80 (E433) BBB Besika 1032, KOATO € EKBHBAJICHTHA HA

0,40 mg/ml. [TonucopOaTuTe Morar Aa NPUUMHST ATEPTUUHHI PEAKLINH.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoelicTBHe
JKuBn BakcuHM He TpsiOBa Ja ce mpuiIaraT €IHOBPEMEHHO C YCTEKHHYMao.

He ce npenopwuBa npunarane Ha xuBu BakcuHu (kato BLDK BakcruHa) npu kbpMayeTa, ¢ eKCHO3ULHS
Ha YCTEKUHYMAO in utero, B IpOIBIKEHUE HA IBAHA/IECET Mecela cie]] paKIaHeTo MU JOKATO

CEPYMHHUTE HUBA Ha YCTEKMHYMa0 P KbPMAUEeTO CIIaJHAT 110 HUBOTO Ha JETEKIMS (BXK. TOUKH 4.4 U
4.6). AKO e HanuIle KaTeropruyHa KIMHWYHA TT0J13a 33 OTIEITHOTO KbpMade, MOXKe J1a C€ OOMHCITH



NpUJIaraHe Ha )KMBa BAaKCHHA B O-PAHEH MOMEHT, aKO HE c€ OTKPHBAT CEPYMHH HMBA Ha
YCTEKHHYMaO.

[Ipu dpapMakoKMHETHYHY aHAJIM3H HA MOMyNalUsITa, HAPaBeHH B IpoyuBaHus (asa 3, e nzcieqBan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO NIPHEMaHH JIEKAPCTBEHH IIPOAYKTH IIPU IALUEHTH C ICOPUA3UC
(BKJIIOYMTEIHO U Mapareramoli, HoynpodeH, aleTuiICaIuIuIoBa KUCEINHA, METQOPMHUH,
aTOPBACTaTHH, JEBOTUPOKCHH) BbPXY (papMakoKMHeTHKaTa Ha ycTeknHyMab. He ca HabnronaBaHu
IIpU3Haln Ha B3aPIMO)IeI71CTBPIe C TE3U €AHOBPEMCECHHO IIPpUEMAaHU JICKAPCTBECHU IPOAYKTH. OcHoBa Ha
TO3u aHaNu3 ¢ (HakThT, ue Hali-mManko 100 mamuenTty (> 5% ot u3cnenBaHaTa MOMyJIAIUs) ca JeKyBaHH
€IHOBPEMEHHO C T€3H JIEKapCTBEHH NPOLYKTH pe3 oHe 90% OT nmeprosa Ha Ipoy4BaHETO.
dapMaKOKMHETHKATa HAa YCTEKMHYMal He ce € MOBIUsIa OT ChbIIBTCTBAIIOTO Npmioxenue Ha MTX,
HCIIBC, 6-mepkanrtomnypuH, a3aTHOIPHUH U TIEPOPATHN KOPTUKOCTEPOUIH MPH MAITUEHTH C
NICOPUATHUEH apTPUT, OosecT Ha Crohn Wiy ynanepo3eH KOJIHUT, HiIH OT MpeALIecTBaIla eKCIIO3UIHS Ha
antu-TNFa cpencTsa, npu NaueHTH ¢ IcOpUaTudeH apTput win 6onect Ha Crohn, umu ot
npeecTBaia eKCIo3ulus Ha OMOIOTHYHY JIEKapCTBEHU POIYKTH (T.e. anTu-TNFa cpencTBa w/mnm
Be0JIM3yMal) MPY MALUEHTH C YIIIEPO3CH KOJHT.

PesynraTute oT mpoydBaHe in vitro u oT poy4BaHe (a3a | npy yuyacTHHUIM C aKTUBHA 0OJIECT Ha
Crohn He nipeanonarat HEOOXOAUMOCT OT aJaNTHPaHe Ha Jl03aTa MPH NalueHTH, KOUTO TOJTydaBaT
ennoBpemenHo CYP450 cyberpartu (Bk. Touka 5.2).

[Tpu npoy4BaHus pH ICOpPUA3UC HE ca OLICHIBAHU 0€30MacHOCTTa U e(h)UKACHOCTTa HA YCTCKMHYMa0
B KOMOMHAIUS ¢ IMYHOCYIIPECOPH, BKITFOUUTEITHO OMOJIOTHYHU cpecTBa win GoTorepanus. [Ipn
MPOYYBaHMS IIPH TICOPHATHYEH apTPHT, CHITBTCTBAIIOTO Nprutoxkenne Ha MTX He moBimsiBa
Oe3onacHocTTa U epUKacHOCTTA Ha ycTeKnHyMal. B mpoyuBanusita nmpu 6osect Ha Crohn u
YIIEPO3€eH KOJIUT CHITBTCTBAIOTO MPHIOKEHNUE HA IMYHOCYTIPECOPH WIIM KOPTHKOCTEPOUIN
M3TJIeKIa He TIOBIHUsABA 0€30MacHOCTTa WK e(h)UKACHOCTTA Ha YCTeKMHyMa0. (BK. Touka 4.4).

4.6 @epTHINTET, O)PEMEHHOCT U KbpPMeHe
Kenwu ¢ nereposieH NoTeHIINAI

JKenu ¢ neTeponeH noTeHnyal TpSAOBa qa U3MOI3BAT €PEKTUBHE METOU Ha KOHTPAIICIIIHS 10 BpeMe
Ha JIeYeHUE U 10 15 ceaMuIn ciel JIEYEHHETO.

BpemenHoct
IIpocieKTHBHM JaHHHU OT HETOJISIM OpO¥ Cilydar Ha OPEeMEHHOCT CJIe]T KCIIO3HIINS Ha yCTEKUHyMab ¢

HU3BCCTCH U3XO0/, BKIIFOUYHUTCIIHO IIOBCYC OT 450 CJIy4dad Ha 6p€MeHHOCT C CKCIIO3ULIMA MPC3 IbPBUA
TPUMECTBP, HC TOKAa3BaT NOBUILICH PUCK OT I'OJICMU BPOJACHU Maﬂ(i)OpMaI_II/II/I IIpy HOBOPOACHOTO.

[Ipoy4uBaHusTa P )KUBOTHH HE TIOKA3BAT MMPEKU HITU HETIPEKU BpeIHH e(heKTH, CBBP3aHU C
OpeMeHHOCTTa, EeMOPHOHATTHOTO/(PETaTHOTO Pa3BUTHE, PAKIAHETO WM MMOCTHATAITHOTO pa3BUTHE (BXK.
To4Ka 5.3).

HannunusT kimHMYeH onut obave e orpanudeH. KaTo npeana3Ha Msipka e 3a mpeArnovYnTaHe J1a ce
n30srBa ynorpedata Ha yCTeKMHYyMa0 10 BpeMe Ha OPEMEHHOCT.

Ycreknnymab mpeMuHaBa mpe3 IUIaleHTara i ce OTKpHBa B cepyMa Ha KbpMaydeTa, POJICHHU OT JKEHH,
JIEKyBaHU ¢ yCTeKHnHYyMal 1o Bpeme Ha OpeMeHHOCTTa. KITMHUYHOTO BBh3/eiicTBHE Ha TO3U (akT HE €
M3BECTHO, HO PUCKBT OT MH(EKIINS IPU KbpPMayeTa ¢ eKCIO3MIINS Ha YCTCKUHYMAO in utero MOXe Jia
ObJle TIOBUIIICH ciiell paxaaneTo. He ce mpemopbyuBa mpuiiarane Ha »KuBu BakcuHH (kato BLIDK
BaKCHHA) TPU KbpMaYeTa, C EKCIIO3UIN Ha yCTEKUHYMa0 in utero, B IPOABIDKEHUE Ha

JIBAaHAJICCET Mecella ClIe]] PaKIaHeTO MK JIOKATO CEPYMHHMTE HUBA HAa YCTEKMHYMa0 IIPU KbPMaUyeTO
CIIaJHAT TI0J] HUBOTO Ha JETEKITNs (BX. Touku 4.4 u 4.5). Axo € HanmuIe KaTeropuvHa KIMHUYHA TI0J13a
3a OTAETHOTO KbpMaue, MOXKe Jla ce OOMUCIM TpWiIaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKo
HE Ce€ OTKpUBAT CEPyMHH HUBA Ha yCTEKHMHYMa0.

Kspmene



OrpaHudeHy 1aHHU, MyOJUKYBaHH B JIUTEPATypaTa, MOKa3Bar, 4e yCTeKHHyMal ce eKCKpeTupa B
YOBelIKaTa KbpMa B MHOTO MaJIKH KoJindecTBa. He e m3BecTHO janu yctekuaymab ce abcopoupa
CHUCTEMHO ciie norrbiane. [lopaau noTeHuana 3a nposiBa Ha HEXKeJaHU JICKAPCTBEHH PEaKIIMU KbM
YCTEeKMHYMa0 MpH KbpMadeTaTa, TpaOBa Jia ce B3eMe PEIICHUE Iajy Jia ¢ IPEYCTAaHOBH KbPMEHETO
10 BpEMe Ha JISYeHHE U 10 15 ceqMuIy cief JISYeHHETO, WK J]a C€ IPEyCTaHOBH TEPAITHATA C
YCTeKHHYMa0, KaTo ce B3eMaT MPEeABH]I M013aTa OT KbPMEHETO 3a JIETETO U MoJ3aTa OT TePaIuATa C
YCTEeKUHYMa0 3a KeHara.

DepTHIIATET
EdexTsT Ha ycTekuHyMal BbpXyY (hepTHIINTEeTa IPH XOpa He € OLEHEH (BXK. Touka 5.3).

4.7 EdexTH BbpPXy CH0COOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

YcreknHyMa0 He MOBIKSBA WK MOBJHsIBAa MPEeHEOPEKUMO criocoOHOCTTa 3a modupane u padora ¢
MaIllIHH.

4.8 Hexenanu JeKapCTBEHH PeaKINHU

00600611eHre Ha poduIa Ha 0€30MaCHOCT

Haii-gectute HexenaHu JISKapCTBEHU peakiuu (> 5%) B KOHTPOIHPAHUTE TIEPUON OT KIMHUYHUTE
MPOYYBaHUS MPU BH3PACTHU C IICOPUA3UC, ICOPUATHYCH apTpuUT, OostecT Ha Crohn 1 ynIiepo3eH KOJIUT
C yCTeKHHyMal ca Ha30(papuHTUT U ri1aBodonue. [loBedeTo OT TSIX ce CUMTAT 3a JISKH W He HaJlarat
MPEeKbCBaHE HA MPOYYBAHOTO JieueHue. Hali-cepro3HaTa HexelaHa JIeKapCTBeHA PEAKIIHsI, KOSITO €
CHOOIIIaBaHa 32 YCTEKHUHYMa0, € CeprO3Ha PeaKius Ha CBPbXIYBCTBUTEIHOCT, BKIFOUUTEITHO
aHadunakcus (Bx. Touka 4.4). O0uusaT npodui Ha 6€30MacHOCT € MOA00CH MPH MAIUSHTH C
MICOpPHA3MC, IICOpUaTHUEH apTpuUT, OosiecT Ha Crohn U yJIepo3eH KOJIuT.

TaOnu4eH cnUChK HA HEXEJTAHUTE PeaKun

JanHuTe 3a 6€30MacHOCT, IPEAOCTaBEHH 10-10J1y, Ca [IOJIYUYEeHHU Clie]l eKCIIO3UIMA Ha yCTeKUnHYyMa0
npu Bb3pacTHU B 14 npoyuBanus ¢asa 2 u ¢asa 3 npu 6 710 mauuentu (4 135 ¢ ncopuasuc u/mumm
nicopuaTHyeH apTpuT, 1 749 ¢ 6onect Ha Crohn u 826 nanueHTH ¢ ynuepo3eH kouuT). ToBa BKIIIOUBa
€KCIIO3ULUS HA YCTEKMHYMa0 B KOHTPOJIMPAHUTE U HEKOHTPOIUPAHUTE NEPUOIH Ha KIMHUYHHUTE
IPOYYBAHUS IIPHU MAUEHTH C IICOPHA3NC, ICOPHATHYCH apTPpHT, OosecT Ha Crohn mim ynreposeH
KOJIUT B IPOABIDKEHUE Ha Hail-Manko 6 mecena (4 577 manueHTH) win moue 1 roguHa

(3 648 maruentn). 2 194 nanuenTu ¢ rncopuasuc, 6onect Ha Crohn WM yJiepo3eH KOJUT ¢a ¢
EKCITO3UIHS 3a MOHe 4 roauHu, 1okaTo 1 148 mamuedTu ¢ ncopuasuc mim 6osect Ha Crohn ca ¢
€KCITO3UIIM 3a TIOHE 5 TO/INHHU.

B tabinuiia 3 € mokazaH CUCHK ¢ HE&KEIAHUTE JICKAPCTBCHH PEAKIMK OT KIIMHUYHHU MPOYYBAHHS ITPH
BB3PACTHHU C TICOPHUA3HC, TICOPHATHICH apTPHUT, OonecT Ha Crohn u yIepo3eH KOJUT, KakKTo U
HEeXXEIIaHUTE PEeaKIMy OT MMOCTMAPKETHHIOBaTa yroTpeba. Hexxenanure peaknuu ca KiacupUITMpaHu
M0 CHCTEMO-OPTaHHH KJIACOBE M YECTOTa CHITIACHO ClIeJHaTa KOHBeHIUs: MHoro uecta (> 1/10),
Yectu (> 1/100 no < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaku (= 1/10 000 mo < 1/1 000), Muoro
peaxu (< 1/10 000), ¢ Hew3BecTHA YecTOTa (OT HATMYHHUTE TaHHU HE MOXKe /1a ObJle HarpaBeHa
orieHka). [Ipu Bcsiko rpymupaHe B 3aBUCMMOCT OT YECTOTaTa HEXKEJIAHUTE JICKApCTBEHU PEaKIIuU Ce
U30pOsABAT B HU3XOAI Pl IO OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Tabanna 3: CnuChbK HA HeXKeJIaHU PeaKIuu

CucreMo-opranau Yecrora: HexxeslaHu peakuuun

KJIACOBe

Undexnym u undpecrammn Yectu: nHpEKIMs HA TOPHATE JUXATEIHH TbTUILA, HA30(apHHTHT,
CHUHY3HT

Hedectn: nenynur, neHTaaHy HHQEKINHU, XepIiec 30cTep, HHPEKIHS
Ha JIOJIHUTE TUXATCITHH IHbTUIA, BUPYCHU MH(EKITNHN HA TOPHUTE
JUXaTETHU TBTHUIIA, ByJIBOBarMHATHA MUKOTHYHA HH(DEKIIHS




Hapymenus Ha umyHHaTta
cucremMa

Heuectu: PCaKnun Ha CBPBXYYBCTBUTCIIHOCT (BKJ'IIO‘lI/ITCJ'IHO 06pI/IB,

YPTHKAPHS)

PCZ[KI/Ii CCPUO3HU PCAKIU HA CBPBbXYYBCTBUTCIIHOCT (BKJ'IIO‘lI/ITeJ'IHO

aHa(pUIaKCHS, aHTUOE]IEM )

Tlcuxu4Hu HapyIIeHUS

Heuectu: nenpecus

Hapymenus Ha HepBHaTa
cucremMa

Yectu: 3aMaiiBaHe, T1aBo0OIHE
HeuecTu: nunesa napanuza

PecnimpaTophu, rpbIHT 1
MeINaCTUHATHH
HapylIeHus

UYectu: opodapunreanna 6onka

Heuyectu: HazanHa KOHreCTHS

Penxu: anepruveH ajaBeoNnT, €O3MHOPHUITHA THEBMOHHUS
MHoro penku: opraHu3uparia MMeBMOHUS ™

CroMantHo-4peBHU
HapyIICHUs

UecTn: nuapus, rajicHe, IOBPBITaHE

Hapymenus Ha koxara u
MOJKOKHATA ThKaH

UYectu: cppOex

HedecTn: mycTymno3eH ncopuasuc, ekchoauanms Ha KoKaTa, aKHe
Penku: ekchoaraTUBEH IEPMATHUT, XUIEPCEH3UTUBCH BACKYIIUT
MHoro peaku: 0ys03eH HeMpHUTronsI, KOKEH JTyIyC epUTEMaTOIeC

Hapymenus Ha MycKyJiHO-
CKeJIeTHAaTa CUCTEMA U
ChEIMHUTETHATA ThKaH

Yectn: 601KH B rbpOa, MUANTHS, apTPaITHs
MHoro peaKu: IyIyc-moJjo0eH CHHIPOM

OO HapymeHus 1
e(exTH Ha MACTOTO Ha
HPHIIOKEHUE

UYectu: ymopa, eputemMa Ha MICTOTO Ha MHXKEKTUPaHe, 00JIKa Ha
MSICTOTO Ha WH)KEKTHpaHe
Hewecrtu: peakumn Ha MSICTOTO HAa WH)KEKTHpaHe (BKIIOYUTETHO

KPBbBOU3JIMB, XEMATOM, BTBBPASABAHC, [IOAYBAHC U C’Bp6e)K), aCTCHUA

*

BuxTte Touka 44, CucremHu u pecrpaTOpHU p€akli Ha CBPbXYYBCTBUTCIIHOCT.

Onrcanve Ha M30paHN HEXKETaHU JICKAPCTBEHH PEAKIINN

Undekimu

B mnane6o-koHTponrpaHy IPOyYBaHUS P MAIMEHTH C TICOPUA3UC, ICOPHUATHYEH apTPHUT, OOJIECT Ha

Crohn u yIepo3eH KOJIUT NPOIEHTHT Ha MH(EKIMUTE WK CEPHO3HUTE UH(DEKIINU € CXOJICH MPH
MAIMCHTUTE, JICKyBaHH C YCTEKUHYyMa0, U MPH JICKyBaHUTE C iare6o. B miamnebo-koHTpomupanus
NepUO/] Ha Te3W KJIMHWUYHU MPOYYBaHMS YecToTara Ha nHdeknuuTe e 1,36 3a manueHTorouHa
npociie/isiBaHe MPH NMalUeHTH, JIEKYBaHU ¢ YCTeKHHYMa0, U 1,34 — mpu nanueHTH, ISKyBaHH ¢

rmaue60. IlosBuuTe ce CCPpUO3HHA I/IH(l)CKI_[I/II/I ca C 4eCToTa OT 0,03 34 NAalUCHTOTOAWHA TPOCICAABAHE

NP MAaLMEeHTH, JIeKyBaHH ¢ ycTekruHyMal (30 cepro3nu undexunu 3a 930 narueHToroanHu
npocneasasane), u 0,03 npu manueHTH, JeKyBaHu ¢ mianebo (15 cepruo3nu nHpEKIUH 3a
434 manmMeHTOroAWHM mpocieasBane) (BxK. Touka 4.4).

B KOHTPOJIMPAHUTE U HCKOHTPOJIMUPAHUTE NNEPHUOAN Ha KIIMHUYHUTC IMTPOYyUIBAHUA IIPU IICOPUA3UC,
TICOpUATHYEH apTpuT, OoJecT Ha Crohn u yIepo3eH KOJHT, MPeICTaBIISIBAIIH

15 227 manmeHTOoroJMHN eKCIIO3ULKUs ¢ yecTeKuHyMal npu 6 710 manueHTH, MequaHaTta Ha BpeMeTo Ha
npocnensBane € 1,2 roaunu; 1,7 roquHy 3a Npoy4BaHUATa pu ncopuasuc, 0,6 roauH 3a
npoyuBanusTa npu 6onect Ha Crohn u 2,3 rouHM 3a MPOYYBAHMATA C YIIEPO3EH KOIHT. [IpOIEHTHT
Ha nuHpeknuute e 0,85 3a manMeHToroAnHa NpocieAsBaHe MPH NAlMeHTH, JIEKYBaHHU ¢ yCTEKUHyMao, a
NPOLIEHTHT Ha cepuo3HNTE HHPeKIHy NpH TsX € 0,02 3a nauneHToroauHa npociensBaHe

(289 ceproznm nHdpekyn 32 15 227 nanueHTOroIuHHA NpocieIsBaHe) 1 ca JTOKJIaJIBaH! CEPHO3HH
MH(EKINH, BKIIFOYUTEIHO THEBMOHHS, aHAJIEH a0CIiec, LeNyJIuT, AMBEPTUKYIIUT, TACTPOSHTEPUT U
BUPYCHU MH()EKLIUH.



B npoBenenn KIMHUYHY NPOYYBaHUS MAMEHTH C JIATEHTHA TyOepKyJo3a, KOUTO ca Omin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca Pa3BIIN TyOEpPKyII03a.

3710Ka4eCTBEHHU 3a00/IsIBaHUS

B mranie60-koHTpOIMpaHus IepUO ] Ha KIIMHWYHU IPOYYBAHIS IPH TICOPHUA3HC, IICOPHATHICH apTPHT,
6osect Ha Crohn  yJIIepO3eH KOJIMT Y€CTOTaTa Ha 3JI0KAaYeCTBEHUTE 3a00JIABaHus, C U3KIIIOUCHUE Ha
HEMETAaHOMEH pak Ha KoxaTa, ¢ 0,11 3a 100 narueHToroquuu npocieasBaHe Npy NalueHTH,
JIeKyBaHM ¢ ycTeknHyma0 (1 manueHT 3a 929 nanueHToroIuHu npocjieassane) B cpapaeHue ¢ 0,23
[IPH MAIMCHTUTE, JICKyBaHHM ¢ Iu1aie0o (1 manueHT 3a 434 nalMeHTOroIuHHU MPOCeIsiBaHe).
UYecToTaTa Ha HEMelIaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHN MpOoCIeAsiBaHe 3a
MAIMEHTUTE, JISKYBaHH C YCTEKUHYMa0 (4 manueHTH 3a 929 manueHToroJuHY MPOCIe/IBaHe) B
cpaBHenue ¢ 0,46 npu MauyueHTHTe, JIEKYBaHH ¢ 1iane6o (2 naruenTy 3a 433 nalueHTOoroJuHu
npocieisBaHe).

B xoHTponHMpaHuTe U HEKOHTPOJIHUPAHUTE IEPHUOIN Ha KIIMHUYHUTE MPOYIBAHUS MTPU TICOPUA3HC,
TICOpPUATHYEH apTpUT, OosecT Ha Crohn u yJiepo3eH KOJHT, MPeICTaBIIsBaIIH

15 205 manueHTOroAMHN eKCIIO3ULKUs ¢ ycTeKuHyMal npu 6 710 manueHTH, MeIuaHaTa Ha BpeMETO Ha
npocnensBade € 1,2 roauHa; 1,7 roquHu 3a Mpoy4YBaHUATA MPH 1copuasuc, 0,6 roauHN 3a
npoyuBaHusaTa npu 6osiecT Ha Crohn 1 2,3 roauHM 3a MPOYYBAHUATA C YIILICPO3ECH KOJIUT.
3nokayecTBEHH 3a00JSIBaHUS, C U3KIIOUCHNE Ha HEMEIaHOMEH paK Ha KOXaTa, ca JOKJIaBaH! IpU

76 narmenty 3a 15 205 manuenToroauan Ha ipocneasBane (decrora ot 0,50 Ha 100 manmeHTOrOIMHU
Ha MPOCJIe/IsIBaHe MPH MAIlMEHTH JICKYBaHH ¢ ycTekuHyMa0). Te3u ciydyan Ha 310Ka4eCTBEHH
3a00Js1BaHMs1, ChOOILEHH NPY MALUEHTH, JEKYBaHH C YCTEKHHYMa0, ca CpaBHUMH C OYaKBAHUTE
ciydad B oOmiara nomyJianus (ctaHaapTuupad koepunueHT Ha yectota = 0,94 [95% noseputeneH
untepsai: 0,73, 1,18], kopurupat 3a Bb3pacT, 1oJi ¥ paca). Haii-uecto HaOJIt01aBaHUTE
37I0KaYeCTBEHH 3a00JISIBAHUS, PA3TUYHU OT HEMEIAHOMHUS KapIIUHOM Ha KOXKaTa, ca KapIHHOM Ha
npocTaTara, MEeIaHOM, KOJIOPEKTAJIEH KapLHOM U KapLMHOM Ha repaarta. CiydanTe Ha HEMEJIAHOMEH
KapLUUHOM Ha kokata ca 0,46 Ha 100 naiueHTOroIMHU Ha NpOCieasiBaHE NPU MAIUEHTH, JICKYBaHU C
ycreknHyMab (69 manmenT 3a 15 165 nanueHToronuHu Ha mnpocieassane). CbOTHOIIEHHETO Ha
MaIeHTy ¢ 0a3ajeH CrpsMO CKBaMO3HOKIIEThUEH KapIMHOM Ha KokaTa (3:1) e cpaBHIMO ChC
CHOTHOIIIEHUETO B 00MIaTa rmomyianus (Bx. Touka 4.4).

Peakiiu Ha CBPBXYYBCTBUTEIHOCT U PEAKIMY KbM HH]Y3HUATA

B npoyuBanusiTa ¢ HHTpaBeHO3HA HHAYKLMS pH OonecT Ha Crohn u yiuepo3eH KONUT He ce
ChOOIIaBaT CHOUTHS Ha aHA(WIIAKCHS HITH JIPYTH CEPUO3HU PEaKIU KbM HHPY3HATA CIe]| CIUHIIHA
WHTpPaBeHO3Ha /103a. B Te3u mpoyuBanus 2,2% ot 785 maumeHTH, JeKyBaHu ¢ mianebo, u 1,9% ot
790 nauueHTH, IEKyBaHU C IPENOPBUUTENHATA 1032 YCTEKHHYMa0, choOIIaBaT HeKeJaH! ChOUTHS,
BB3HUKHAJIM 10 BpEME Ha WM B PaMKHTE Ha eluH yac oT uHpy3usra. [To Bpeme Ha
MMOCTMapPKETHHTOBOTO HAOIIOACHHE CE€ CHOOIABAT CEPHO3HM PEAKIINH, CBEP3aHU C MHDY3UATA,
BKJIIOUMTENIHO aHA()UITAKTUYHU peaky KbM HHQY3usTa (BxK. Touka 4.4).

IleanaTpuyna nonyJanus

Ileduampuunu nayuenmu Ha 6 200UHU U NO-20]leMU C NIAKO8 NCOPUASUC

BesonacHocTTa Ha ycTreknHyMab e mpoyueHa B ABe poyuBaHus (aza 3 mpu neauaTpUIHU MalUeHTH C
YMEpEH JI0 TEXBK IIaKoB Tcopuas3uc. [IspBoTo npoyuBane e nmpu 110 manueHTn Ha BB3pacT ot 12 110
17 ronuHu, JIEKyBaHHU B MPOABIDKEHNE Ha 60 ceIMUIIH, a BTOPOTO MIPOYIBAHE € MpH 44 TaIrueHTH Ha
BB3pacT oT 6 10 11 rogunu, JeKyBaHU B MPOIbIDKEHUE Ha 56 cenmunu. Karo usio crobimennre
HE)KEJIaHU CHOUTHS B TE3H ABE MPOYUBAHUS C JaHHU 3a Oe30macHOCT A0 1 roguHa ca moJoOHHu Ha
Te3U, HAOJI01aBaH| B MIPEAUIITHU TIPOYYBAHUSI TPU BH3PACTHH C TUIAKOB IICOPHA3HC.

Heouampuunu nayuenmu ¢ meano uati-manxo 40 kg ¢ 6onrecm na Crohn

be3zonacHocTTa Ha ycTeknHyMab e nmpoydeHa B eHO npoyuBaHe (aza 1 u eHo npoyuBane ¢asza 3 npu
NeAMATPUYHU MAMEHTH ¢ YMEpeHa JI0 Te)KKa akThBHA 0osiecT Ha Crohn choTBeTHO 110 ceamuna 240 u
ceamua 52. Karo 1smo npodurst Ha 6e30macHOCT B Ta3u koxopra (n = 71) e mogo0eH Ha To3H,
HaOJII01aBaH B MPEAMIIHN IPOYUBAHUS IPU Bb3pacTHU ¢ OojectTa Ha Crohn.

CroO1iaBaHe Ha HOAO3UPAHU HEXKEJIAHN pPEAKIIMU
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Cp0o011aBaHETO HA MOI03UPAHU HE)KEIAHN PEaKIIMU CIIe] pa3pelliaBaHe 3a yrnorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BaskHO. TOBa IM03BOJIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBeHUS NPOoAyKT. OT MEIUIIMHCKUTE CIICIUAIMCTH CE U3MCKBA J]a ChoOIIaBaT BCAKA
MOTO3UPaHa HEXKEIaHa PeaKIys Ype3 HAITMOHAIHA CUCTEMa 3a ChOOIIaBaHe, IIOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

Enuanunn 1o3u 10 6 mg/kg ca npuiaraHd HHTPABEHO3HO B KIIMHUYHU IIPOYYBaHHUS 0€3
OorpaHnvaBaliia 103aTa TOKCUYHOCT. B cnyqaﬁ Ha MpEaO3UpaHC CC NPCIOpPbIBa MAITUCHTUTE Aa CC
Ha6J’IIOZ[aBaT 3a MpU3Haly Wikl CUMIITOMU HAa HCKCJIAHU pCaKIUU U He3a0aBHO Aa CC IMPUJIOKHA
NOAXOIAII0 CUMIITOMATUYHO JICUCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 dapmakoguHAMHYHH CBONMCTBA

dapmakorepanepTuuHa rpyna: imyHocynpecopu, nHxubuTopu Ha natepineBkuHa, ATC kox:
L04ACO05

Pyzchiva e 6uonono0eH ekapcTBeH npoAykT. [logpoOHa nHbopMaIus e mpeaocraBeHa Ha yedcaita
Ha EBpomneiickara areHius 1o jekapcrara https://www.ema.europa.eu.

MexaHu3bM Ha JICHCTBHE

Yerekuaymad e u3isnio 9oBemko [gG 1k MOHOKIIOHATHO aHTHUTSIIO, KOETO C€ CBHP3Ba ChC
cnenn(pUIHOCT KbM 001aTa NpoTenHoBa cydeannuma p40 Ha YOBEIIKUTE IUTOKUHI WHTEPIIEBKUH
(IL)-12 u IL-23. Ycrexkunymab notucka OnoakTuBHOCTTa Ha yoBemkute IL-12 u IL-23, kato
npemoTBpaTsiBa cBbp3BaneTo Ha p40 ¢ IL-12RB1 perenTopen npoTenH, pasmoiaokeH Ha TOBEPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKMHYyMal0 He Moxke 11a ce cBbpike ¢ 1L-12 nnwm ¢ IL-23, kouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no kieTbyHaTa MoBEPXHOCT. CIEI0BATENHO € MAIKO BEPOATHO
yCTeKHHYMa0 Jia ydacTBa B KOMIUIEMEHT- WIH aHTUTSIIO-MeIMMpaHaTa IIUTOTOKCHYHOCT Ha KIIETKHTE
¢ perenitopu 3a IL-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoauMepHU IUTOKHHU, CEKPETHPAHH OT
AKTUBHPAHM aHTUTEH-TIPECTABAIIN KIJIETKH, HalIpUMep Makpodaru U ISHAPUTHH KIETKU U JBaTa
UTOKWHA yyacTBaT B UMyHHHUTE QyHKIMK; IL-12 cTumynupa ecrectBenuTe kietku youiinu (NK) u
npeausBukBa nudepennuanuiara Ha CD4 + T kierkure koM T 1 xenmnepen (Thl) denorun, 1L-23
uHaynmpa neTa Ha T 17 xennepute (Th17). AGHOpMHaTa perymnanus Ha IL-12 u IL-23 obaue ce
CBBP3Ba C UMYHHOMEINUPAHH 3200 SIBAHUS KaTo IICOPHA3HC, ICOPHATUYCH apTPHUT U OoJIecT Ha
Crohn.

Upes cBbp3Bane Ha oOmara cyOenunnna p40 ua IL-12 u [L-23 ycTeknnymal MoXe 1a OKa3Ba CBOUTE
KJIMHUYHU eeKTH TPH IICOPHA3NUC, ICOPHATUYIeH apTpuT 1 Oosect Ha Crohn upes npexkbcBaHe Ha
merrmara Ha Thl u Th17 muTokuam, KOUTO ca B OCHOBATa Ha MATOJIOTHATA HA T€3U 3200 IMBaAHUS.

IMTpu nanmentu ¢ 6onect Ha Crohn eyeHneTo ¢ ycTeKMHyMal BOAM 10 HAMAJICHHE Ha
BB3NATUTEITHUTE MapKepH, BKIrounTenHo C-peaktuseH npotenH (CRP) u dekanen xanmpoTekTrH mno
BpeMe Ha MHAYKIMOHHATA (Da3a, KOETO CJie/l TOBa Ce MOAIbpKa Ipe3 IsuiaTa nogabspxama daza. CRP
€ OLICHEH I10 BpEME Ha IIPOABIDKEHUETO Ha IPOYYBAaHETO M HaMaJIeHUATa, Ha0MI0JaBaHu 110 BpeMe Ha
nojabpKamaTa ¢asa, 0OMKHOBEHO Ce 3ara3BaT 710 252 ceqmuIa.

UmyHuzauuu
ITo Bpeme Ha TBATOCPOYHOTO MPOABIKEHUE Ha MpoyuBaHe npu ricopuasuc 2 (PHOENIX 2),

BB3PACTHUTE TAIINEHTH, JEKYBaHU C YCTEKHHYMa0 3a Hall-MaJko 3,5 TOOUHM, ca Jaid aHTHTAIIO-
OTTOBOPH Ha MHEBMOKOKOBH IMOJIM3aXapUIHU BAKCUHU U BAKCUHU CpPELLy TETaHyC, CXOJHU C Te3U MPU
KOHTPOJIHATA TPyMa MallUeHTH, OTydaBalld HECUCTEMHO JiedeHre Ha rncopuasuc. CXoaeH IPOLEHT OT
BB3PACTHHUTE MAIUCHTH, JICKYBAaHH C YCTEKHMHYMa0 U Te€3W B KOHTPOJHATA TPYyIIa, ca Pa3BHJIH 3allIUTHH
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTCTAHUYHU aHTHUTENA, U TUHTPUTE HA aHTUTEJIaTa UM Ca CXOJIHHU.

1"


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
https://www.ema.europa.eu/

Kinunununa edukacHocT

Bonaect Ha Crohn

be3onacHocTTa U e(hUKaCHOCTTA HAa YCTEKUHYMAaO ca OIEHEH! B TPH PaHAOMH3UPAHU, IBOMHOCIICIIH,
1a1e60-KOHTPOIUPAaHN, MHOTOIICHTPOBH MTPOYYBAHMUS IPU BH3PACTHH MAIMEHTH C yMEpEeHa JI0 TEXKa
aktuBHa Oonect Ha Crohn, ¢ Manekc Ha akTuBHOCTTa Ha Oonectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). [IporpamaTta 3a KIMHHUYHO pa3paboTBaHE ce ChCTOU OT JIBE 8-
CeIMUYHM MpoyuBaHus ¢ uHTpaBeHo3Ha uHAYKIus (UNITI-1 u UNITI-2), nocneasanu ot
44-ceMUYHO PAHJOMHU3HPAHO MPOYUYBAHE C TIOJIKOKHO MPUIIOKESHUE Ha Mo Ibpkaiia no3a (IM-
UNITI), npencraBnsBaiy 52-ceqMUYHa TEpaHsL.

[IpoyuBanusta ¢ uagykuus BrmousaT 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuentu.
[IppBHYHATA KpaifHa TOUKa 3a IBETEC WHIYKIIMOHHU NPOYYBAaHMS € MPOLEHTHT HA YYACTHULIUTE C
KIIMHIYEH 0TroBop (omnpeneneH kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JaHHuTe 3a eUKACHOCT ce ChOMpAT U aHAIM3UPAT JI0 CeMHUIA § 3a JBETE MPOYYBAHHS.
EnHOBpeMEHHOTO MPUIIOKEHUE Ha MIEPOPATHU KOPTUKOCTEPOUIN, UMYHOMOIYIATOPH,
aMHUHOCAIIMIIIIATH ¥ aHTUOMOTHUIIH € pa3pemeHo u 75% OT malueHTHTe MPOIbIDKaBaT J1a MoJIydaBat
Hali-MaJIko €JJHO OT Te3H JIeKapcTBa. B 1BeTe Mpoy4yBaHus MalMEHTUTE ca PAaHJOMU3UPAHH Ja
MOJTy4aT €HOKPATHO HHTPABEHO3HO NPENOPhUMTENIHATA 1032 OT npudimsutenHo 6 mg/kg B
3aBUCHMOCT OT T€JIECHOTO Tero (k. Tabnuma 1, Touka 4.2), pukcupana no3a 130 mg ycreknaymad
niy wiane6o Ha ceamuna 0.

ITauuenture B UNITI-1 ca nekyBaHM HEyCIIEIIHO WM UMAT HEIOHOCUMOCT KbM IIPEALIECTBALA aHTH-
TNFa tepanus. [Tpubnusurenno 48% OT MalMEHTUTE ca JIEKyBaHU HEYCIICITHO C 1 mpeliecTrala
antu-TNFa Tepanus, a 52% ca nexyBaHu HeycrnemHo ¢ 2 win 3 npeamectamy autu-1NFo Tepanum.
B ToBa npoyusane 29,1% oT mauueHTUTE UMAT HEOCTATHYEH HadaJeH OTIOBOP (IIbPBUYHH
HepecnoHaepH ), 69,4% ca ce OBIUSIIH, HO Ca MPECTAHAIH J]a CE TTOBIUABAT (BTOPHYHH
HepecnoHiepn), a 36,4% umaT HemoHOCUMOCT KbM aHTU-TNFo Tepanuu.

ITaunenture B UNITI-2 ca neKkyBaHU HEYCHEIIHO HAH-MAJIKO C €JHA KOHBEHLIMOHAJIHA TEPAIHSI,
BKJIFOUUTETHO KOPTUKOCTEPOUIN I UMYHOMOAYJIaTOpH, KaTO WIIM HE ca JIEKYBaHH JI0Cera C aHTH-
TNF-a tepanust (68,6%), wnu ca mosrydaBanu npeau ToBa aHTu-TNFa Tepanst, HO Ts e Ouna
HeycrenHa (31,4%).

B neete UNITI-1 u UNITI-2 3na4nMO 1O-TOJISIM MPOIICHT OT MAIlUEHTUTE B TPpyIIaTa, JICKyBaHa C
YCTeKHHYMab, ca ¢ KIIMHIUYEH OTTOBOP U peMUCHs B cpaBHeHHE ¢ muaredo (Tabnuma 4). Knuanaaust
OTrOBOP M PEMUCHATA Ca 3HAUYMMH OLE HA CEAMHLA 3 PH NALMEHTHUTE, JIEKYBaHH C YCTEKMHYMa0, U
Te MPOABIDKBAT Ja ce MoA00pABaT 10 ceaMulla 8. B Te3u npoyuBaHus ¢ MHAYKIUS €PUKACHOCTTA €
[I0-BUCOKA U C€ MOAIbPIKa I10-100pe B rpynara ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TEIJIo, B
CpaBHEHHME C rpymnata ¢ 1o3a 130 mg u nmopaau ToBa IIpyU MHTPABEHO3HA HHIYKLHUS CE IPENOpPbUBa
JTIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Taéanua 4: Uuayknus Ha kianHudeH otrosop v pemucusi B UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Ilnane6o |IIpenopbumte| Ilmanme6o |(IIpenopbumTe
N =247 JIHA /1032 N=209 JIHA /1032
YCTeKMHYMa0 YCTeKMHYMa0
N =249 N=209
Knuanana pemucus, ceqmuna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*

Koraen orrosop (100 Touxn), 53(21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)"

ceamuna 6
Konaen otrosop (100 Touxn), 50 (202%) | 94 (37,8%) | 67 (32,1%) | 121 (57,9%)
ceaMuIia 8
70-TOYKOB OTTOBOP, ceaMUIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTTOBOP, CEMUIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

12



Knunununara pemucus e onpenenena katro CDAI ckop < 150; KnuHUUHUAT OTrOBOp € OpeeNeH KaTo HaMaJeHHe Ha
CDAI ckop ¢ Haii-manko 100 TOuky Win ChCTOSHUE B KIIMHUYHA PEMUCHUS
70-TOUKOBHAT OTTOBOP € ompereneH kato HamaneHne Ha CDAI ckop ¢ Hali-manko 70 TOYKu

* Heycnex Ha autu-TNFo Tepanus
** Heycriex Ha KOHBEHIIMOHAIHATA TEPaIus

& p<0,001
® p<0,01

B npoyuBanero ¢ nogabpxaria tepanus (IM-UNITI) ca onenenn 388 marueHTH, KOUTO TOCTUTAT
100-TOYKOB KJIMHHYEH OTIOBOP HA CEAMMIIA 8 OT MHAYKIUATA C YCTeKHHYMa0 B mpoyuBanust UNITI-1
u UNITI-2. [Tauuenture ca paHAOMU3HPAHU HA CXEMa Ha MOAIBPKAIIO0 JICYCHHUE C MTOJAKOKHO
npwioxenue Ha 90 mg ycrekmayMab npe3 8 ceamuiy, 90 mg ycrekuayMad mpe3 12 cenmunm uitu
m1arne6o B MpoIbDKeHne Ha 44 cenMun (3a MpenophbuIuTeHATa TOIIbpIKAIIA 1032 BXK. ToUka 4.2 oT
KXII Ha ycreknHyMa0 MHKEKIIMOHEH Pa3TBOp ((pI1akoH) U HHKEKIIMOHEH Pa3TBOP B MIPEIBAPUTEITHO

HaITbJIHCHA CIPUHIIOBKA WX NPCABAPUTCIIHO HAITbJIHCHA HI/IC&J’IKa).

3HaYMMO MO-TOJISIM MPOLIEHT NAlMEHTH B TPYIHTE, JIEKYBaHH C YCTEKMHYMa0, MOJAbPXKAT KIMHUYHA
pemucus 1 OTroBOp Ha ceamuna 44 B cpaBHEHHE C IpymaTa Ha mianedo (Bx. Tabmuna 5).

Tadauua S: [Hogabp:kane Ha KIMHUIHUSA 0TroBop U pemucusi B IM-UNITI (cenmuna 44;

52 cegMHIM OT 3aN04YBaAHE C MHAYKIIMOHHATA /103a)

Inanedo* 90 mg 90 mg
YCTEeKHHYMAa0 | ycTeKMHyMAa0
npe3 npe3
8 ceamumu 12 cenmunu
N=131" N =129"
N =128
Knunuyna pemucus 36% 53%° 49%°
Knunuden otrosop 44% 59%° 58%°
Knuandaa pemucus 6€3 KOPTHKOCTEPOUIN 30% 47%* 43%"
Knmanyaa peMucHs Ipy MaIlMeHTH:
B PEMHCHS B HAYAOTO HA MOAABPXKAWATA | oo, (36/79) | 67% (52/78)" 56% (44/78)
Tepanus
KOHTO C€ BKJIFOUBAT OT NPOy4YBaHE o o . o
CRD3002: 44% (31/70) | 63% (45/72) 57% (41/72)
KOHTO HE ca JIGKyBaHHU JI0cera ¢ aHTH- N o . N
TNFo. Tepanus 49% (25/51) | 65% (34/52) 57% (30/53)
KOHTO C€ BKJIFOUBAT OT NPOy4BaHe N o o
CRD3001$ 26% (16/61) | 41% (23/56) 39% (22/57)

Kimnanynata pemucus e onpenenena kato CDAI ckop < 150; KnuHu4HUAT OTTOBOp € OIpe/eeH KaTo HaMallCHUE Ha
CDALI ckop ¢ Haii-manko 100 Touky Uiy CbCTOSHHUE B KIMHUYHA PEMHCUS
* I'pynara Ha mane6o ce ChbCTOH OT MAIMeHTH, KOUTO ca Ce HOBIIMSIIM OT YCTeKMHYMal U ca paHIOMHU3HPaHH J1a
TOJTy4aBarT Iuanedo B Ha4aJIoTo Ha ITOIbprKaliara Teparis.

7 Ilaumentu, kouto umat 100-TOUYKOB KIIMHUYEH OTTOBOP KbM YCTEKMHYMa0 B HAYaJIOTO Ha MOJAbpIKAIIATa Tepanys
! anmenty, KOMTO He ca Ce MOBNHSAIM OT KOHBCHIMOHATHATA Tepanus, Ho He aHTU-TNFa Tepamms

§ [TaunenTtu, KOUTO ca pedpakTepHH WM UMAT HemoHOCUMOCT KbM aHTH-TNFa Tepamus

¥ p<0,01

® p<0,05

HOMUHAJHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPa KbM YCTEKHHYMa0 MpH NPUIIOKEHHE TIpe3
12 ceqmuIy 1 € MO3BOJICHO KOPUTHpaHe Ha Jj03aTa Taka, 4e Ja MoJdy4aBaT YCTeKHHYyMal mpe3

8 ceamunu. 3arybara Ha oTroBop ¢ onpezaeneHa kato CDAI ckop > 220 touku u > 100 Touku
nopuieHue crpsmo uzxoguus CDAI ckop. lpu Te3u nanueHTH KIMHNYHA PEMUCHS C€ TTOCTUTA MTPH
41,4% ot mauuenture 16 ceqMuIu cieq KOpUrupaHe Ha J03aTa.

ITanmmenTHTE, KOUTO HE Ca TIOCTUTHAIM KIIMHWYEH OTTOBOP KbM WHIYKITUS C YCTEKMHYMAa0 Ha
ceamuia 8 ot nmpoyuBanusaTa ¢ uHAyKus UNITI-1 u UNITI-2 (476 namuentu), ca BKIIOYCHU B
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HEpaHJIOMHU3UPAHATa JacT OT MPOyUYBaHeTo ¢ mogabpxaria tepanus (IM-UNITI) u ca momyunam
MOJIKOYKHA MHXKEKIHS ¢ yereknHyma0 90 mg mo toBa Bpeme. Cien ocem ceamutiu 50,5% ot
MAIUCHTUTE Ca MOCTUTHAIIN KIIMHUYCH OTTOBOP U Ca MPOJIBJDKUIIN JIa TIOydaBaT IO IbprKaIia
Tepanus npe3 8§ cenmuiy. [lopedeTo OT Te3u NaIMEeHTH C MPOIBIDKUTEIHA MTOIbpIKAIa TeparHs
noabppkat oTroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuna 44, KaTo MPOLIEHTHT UM €
1mo/100eH Ha TO3U MPH MANUEHTHTE, KOUTO MFPBOHAYAIHO Ca CE MOBIUSIN OT HHAYKIIHS C
yCTeKnHYyMao.

Ot 131 nanueHnTyH, KOUTO ca Ce MOBIUSIN OT MHAYKIHA C YCTEKHHYMal U ca pPaHAOMHU3HUPAHU B
rpynara Ha miane0o B Ha4ajaoTo Ha MPOYYBAHETO C MOJAbpIKAIIA Tepanus, 51 BrnocineacTBue ca
3aryOuiIu oTroBopa cu 1 ca noyumin 90 mg ycrekunyMad moakoxkHo npe3 8 ceqmunu. [lopeyero ot
MaIEeHTUTE, 3aryOriIi OTTOBOpa CH U MOAHOBUIIM JICUEHHETO C YCTEKHHYMa0, ca ro HalpaBUiIH B
pamkuTe Ha 24 ceqMULM OT MHAYKIHOHHATa nHY3ua. Ot Te3u 51 manuentu 70,6% nocturar
KJIIMHUYEH OTroBop U 39,2% mocturat KIMHWYHA peMHcHs 16 ceIMUIM ciesl MoJydyaBaHETO Ha
IbpBaTa MOAKOKHA /1032 YCTEKUHYMaO0.

B IM-UNITI nauuenTute, 3aBbPIININA MIPOYYBAHETO J0 ceaMuua 44, ca MOAXOISAIIM 1a TPOABIIXKAT
JIEYCHUETO B MPOIBIDKEHNE Ha IpoyuBaneTo. [Ipu Becrmukute 567 marueHTH, BKIIOYCHN HA U JICKyBaHU
C YCTEKHHYMAa0 B MPOIBIDKEHUETO HA TPOYYBAHETO, KIIMHUYHATA PEMUCHS U OTTOBOPHT OOMKHOBEHO
ce TOJIBPIKAT 10 ceamuIa 252, kakto npu 6onHuTe ¢ Heycrex Ha TNF-repanuunte, Taka u npu
MAIMEHTUTE C HEYCIIeX Ha KOHBEHIIMOHAIHUTE TEPAIIHH.

AHanm3bpT 3a Oe3omacHoCT, BKIouBan 457 naruenty (1289,9-nanueHToroaAnHm), MPOCIeIeH: 10
220 ceamunu, okasa, 4ye npodust Ha 6e3onmacHocT Mexay 44 u 220 ceamuia, € CpaBHIM C TO3H,
HabmrogaBad g0 44-ta ceqMHuILa.

He ca ycranoBenu HOBU chOOpaXkeHUs 32 0€30MIaCHOCT NP YABJDKaBaHE Ha TOBA IIPOYYBAHE JI0
5 TOQUHY Ha JIeYeHHne Tipy nanueHTu ¢ bonect Ha Crohn.

Enoockonus

BBHIIHMAT BUJT HA JIMTaBULIATA € OLICHEH €HJIOCKOICKY pH 252 MalMeHTH ¢ NOAXOs1Ia U3X0AHa
€HJIOCKOTICKA aKTMBHOCT Ha 3a00JISIBAHETO B €JIHO MOANIPOyUYBaHe. [IbpBUUHATA KpaliHa TOYKA €
MPOMSHA OT U3XOAHOTO HUBO Ha ONMPOCTEHUs CHIIOCKOIICKH cKOp Tipu Oosect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), chcTaBeH ckop 0T 5 WiIe0-KOJIOHHA
CErMEHTA 3a HaJIM4ue/pa3Mep Ha sI3BUTE, MPOICHT Ha JIMTABUYHATA MTOBBPXHOCT, IOKPHUTA OT 53BH,
MIPOIICHT HA JINTAaBUYHATA MMOBBPXHOCT, 3aCErHATa OT JAPYTH JIC3UH, U HATHYUES/BUT HA
CTeCHsBaHUATa/CTpUKTYypUTe. Ha cenmuna 8, ciiel eAMHUYHA HHTPABEHO3HA HHAYKITHOHHA 7103,
mpomsiHaTta B SES-CD ckopa e mo-roisiMa B rpymaTta Ha yerekuaymab (n = 155, cpenna

poMsiHa = -2,8) OTKOJIKOTO B Tpymara Ha miamedo (n = 97, cpenna npomsaa = -0,7, p = 0,012).

Tosnuseane na pucmynume

B exna noarpyna naumeHTH ¢ ApeHupany GUCTyIr Ha U3X0AHO HUBO (8,8%; n = 26), puctynure Ha
12/15 (80%) ot nekyBaHUTE C YCTEKMHYMa0 MalMeHTH Ce TIOBIUABAT B MPOABIDKEHUE Ha 44 ceIMUIH
(ompeneneno kato > 50% HaMareHHe OT U3XO0HO HUBO B MIPOYYBAHETO C MHIYKIHS Ha Opost Ha
npenupamute Guctynn) B cpaHerue ¢ 5/11 (45,5%) ¢ miane6o.

Kauecmeo na sorcueom, cewpsano cvc 30pagemo

KayecTBOTO Ha JKUBOT, CBBP3aHO ChC 3[PaBETO, € OLEHEHO NOCPEACTBOM BhIpocHuK npu
BB3NAINTENHY 3a00saBanus Ha yepBata (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BenpocHUI SF-36. Ha cenMuria 8 manueHTrTe, MOMTy9aBamid yCTeKHHyMa0, TOKa3BaT CTATUCTUIECKH
3HAYMMO TIO-TOJISIMO M KJIMHUYHO 3Ha4uMO mojo0penue Ha oomus IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ miane6o. B npoyusanero IM-UNITI no cenmuna 44 te3u nogodpenus
O0OMKHOBEHO Ce MOUIbPKAT MO-100pe NpH JIEKyBaHU ¢ YCTEKUHYMa0 MallMeHTH B CPaBHEHHE C
mwiare6o0. [lomobpenneTo Ha Ka4eCTBOTO Ha KUBOT, CBBP3aHO ChC 37PaBETO, OOMKHOBEHO CE
MOAIBpAKA MPE3 ISUIOTO MPOABIDKEHUE 10 ceamuna 252.
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HmyHorenHoct
ITo BpeMe Ha JieueHHE ¢ YCTEKMHYMa0 MOTaT J1a Ce Pa3BUAT aHTUTEIA CPEIly YCTEeKUHyMal 1

MOBEUYETO OT TAX ca HeyTpainu3upanii. O0pa3yBaHETO Ha aHTUTENA CPENTy YCTEKHHYMa0 € CBhP3aHo C
MIOBHIIICH KIIMPBHC HA YCTEKMHYMa0 mnpu nmanueHTH ¢ 6onect Ha Crohn. He e HaOnroaBana HamaneHa
euracHocT. He ce HabmomaBa o4eBUIHA 3aBUCUMOCT MEXKy HAJTUIMETO Ha aHTHTETIA CPEIITy
YCTEKHHYMa0 M IosiBaTa Ha Peakiluy Ha MSCTOTO Ha HH)KEKTHPAHE.

Ilenuarpuyna nonyJsanuys

EBpomneiickaTta areHIus 1o JieKapcTBaTa oTjara 3aIb/DKEHUETO 33 IPeAOCTaBIHE Ha Pe3yITaTuTe OT
NPOYYBaHUATA C YCTEKHHYMa0 B €1HA WJIH MTOBeYe MOATrPYIH Ha MEeANaTPUIHATA TOMYyJIaus IpU
6onect Ha Crohn (Bk. Touka 4.2 3a HHPOPMALHSI OTHOCHO yroTpeda B eAUATPHUSITA).

bonecm na Crohn npu deya

BbesomacHoctTa 1 ehrkacHOCTTa Ha YCTEKMHYMAO ca OlleHeHH Ipu 48 TeAUaTpUYHH MAIUSHTH C TETJIO
Hai-mMajko 40 kg B MEXXIMHEH aHaJIU3 Ha MHOTOLIEHTPOBO npoyuBane ¢asza 3 (UNITI-Jr) 3a
NeAMAaTPUYHU MAMEHTH ¢ yMEpeHa JI0 TeKKa akTuBHA 0ojiecT Ha Crohn (neduHupana upe3 Mumexe
Ha akTUBHOCTTa Ha Oonectra Ha Crohn [PCDAI] >30) B npoabinkeHue Ha 52 ceIMHILIM JIeUeHHE

(8 cemMuI HHAYKITMOHHO U 44 ceIMUIM MOAXBPIKAIIO JiedeHue). [lannenTrre, BKIIFIOUYEHN B
MIPOYYIBAHETO, WJIM HE Ca UMaJIH TOCTAaThUCH OTTOBOP, WIIM Ca UMaJI HETIOHOCUMOCT KbM MPEAX0aHA
OMOJIOTMYHA WM KOHBEHIIMOHANTHA Tepamnus 3a 0ojectra Ha Crohn. [IpoyuBaHeTo BKIIIFOUBA OTKPUTO
WHAYKIMOHHO JICYCHHE C €IUHIYHA HHTPABEHO3HA 71032 yCTeKHHyMa0 mpuomm3utenHo 6 mg/kg (Bk.
Touka 4.2), MOC/IEeIBAaHO OT PaHJIOMU3HPaHa JBOMHOCIATA TOIbpIKaIa CXeMa C TIOJIKOXKHO
npuioxkeHue Ha 90 mg ycTeKMHyMa0 Ha BCEKU 8 CEIMUITN MU Ha BCEKH 12 cemMuIy.

Pesynmamu 3a e¢puxacnocm

[IppBUYHATA KpaifHa TOYKA Ha IPOYYBAHETO € KIIMHUYHA PEMUCHS Ha CEIMUIIA 8 OT MHYKIUATA
(nepunupana xato ckop no PCDAI < 10). [IpoueHThT Ha NAalMEHTHUTE, TIOCTUTHAIN KIMHUYHA
pemucus, € 52,1% (25/48) u e cpaBHUM C TO3M, HAOJIIOAAaBaH B MpOy4YBaHMATA (paza 3 Ha ycTeknuHyMad
NpY BB3PACTHH.

Knuauden otroBop e HabmroaBaH ome Ha ceamuna 3. [IponeHThT Ha MAIMEHTUTE C KIIMHUYCH
OTrOBOp Ha ceaMulia 8 (nehMHUPAH KaTO HAMAJIICHUE CIIPSIMO W3XOTHOTO HUBO Ha OOIIHUS CKOP 10

PCDAI >12,5 Touku ¢ o6 ckop no PCDAI He moseue ot 30) e 93,8% (45/48).

B Tabnuna 6 ca npencTaBeHH aHAM3UTE HA BTOPHYHUTE KPAaHHU TOYKH IO BpEME Ha MOJIbprKaliara
Tepamnus A0 ceamuia 44.

Ta6auua 6: Pe3joMe Ha BTOPUYHUTE KPAWHU TOYKH M0 BpeMe HA MOIbPKAII0TO JieYeHne

ceqMuna 44
90 mg 90 mg O61r Opoii
YCTeKMHYMAa0 YCTEeKHHYMA0 NALHEHTH
npe3 8 cexMunu npe3 N =48
N=23 12 ceamunu
N=25
Knuauuna pemucus 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Knuanana pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)

KOPTHKOCTEpOU M’

Knuanana peMucus npu manyueHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOWTO ca OWJIM B KJIMHHYHA

pPEeMHUCHS TIPH UHIYKIHSATA

cenvuna 8

Knuanuen otrosop 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)

EHIOCKOIICKH OTroBOp *

22.7% (5/22)

28,0% (7/25)

25,5% (12/47)
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*  Knuaununara pemucust e nedunnpana karo ckop mo PCDAI <10 touku.

Pemucust 6e3 kopTuKOCcTEpou M ¢ nepuHUpana kato ckop mo PCDAI <10 Touku u 6e3 nmpueM Ha KOPTHKOCTEPOHIH B
npoabiokenue Ha mone 90 auu npeau Cenmuna M-44.

KnuaugaHUST OTroBOp € NeduHMpaH KaTo HaMaJIeHHE CIIPSIMO U3XOAHOTO HUBO Ha ckopa no PCDAI >12,5 toukn ¢
0011 ckop mo PCDALI we moseye ot 30.

EnpockonckusaT otroBop € aedunupan karo Hamanenue Ha ckopa SES-CD >50% wiu cxop SES-CD <2 npu
nanueHTu ¢ uzxozaeH ckop SES-CD>3.

Kopurupane Ha yectoraTa Ha IpUIOKEHHUE

[lanuenTuTe, KOMTO MPEMHUHABAT Ha MOJABPKAILO JIedeHHe U UMart 3ary0a ua otroop (loss of
response, LOR) Bb3 ocHOBa Ha ckopa 1o PCDAI, oTroBapsT Ha yCIOBHITA 32 KOPUTHUPAHE HA J03aTa.
[TanueHTHTE MM IPEMUHABAT OT JICYEHUE Ha BCeKU 12 ceMUIM Ha BCEKU 8 ceIMMIIU, WM OCTaBaT Ha
JieyeHHEe Ha BCEKHU 8 ceaAMUIM (Tu1ane0o KopeKLus). 2 MalueHTH ca C KOPUIHpaHa 103a KbM I0-
KpaTKusl MHTEPBAI Ha puiioXkeHne. [Ipu Te3n manuenTy KIMHnYHA peMucus € nocturaara npu 100%
(2/2) or marueHTUTE 8 CEIMUIIN ClIe/] KOPUTHPAHE Ha JI03aTa.

[IpodurbT Ha Ge30MacCHOCT Ha cxeMaTa Ha WHAYKLHOHHO NMPUJIOKEHUE U Ha JBETE CXEMH Ha
MOJTbpKAIATa CXeMa Ha JICUCHHE TIPH MeHaTPUIHATA TIOIyJIaus ¢ Terio Hal-manko 40 kg e
CPaBHHUM C TO3H, YCTAHOBEH IIPH MOIyJIalKsATa Ha Bb3pacTHH ¢ 6osecT Ha Crohn (Bx. Touka 4.8).

Cepymnu u ghexannu 6uomaprepu Ha 8b3naieHUemo

CpennaTa IpoMsHa CIIPSIMO U3XOAHOTO HUBO MPH MOTBPIKAIIO JICUeHUE Ha ceamura 44 Ha
koHueHTpanuute Ha C-peaktuBeH npotenH (CRP) u dekanen kanmporekTrH e cboTBeTHO -11,17 mg/l
(24,159) u -538,2 mg/kg (1271,33).

Kayecmeo na srcusom, cevp3ano cvc 30pasemo
Oo6muTte ckopose mo IMPACT-III u Bcuuku moioMeiHu (UpeBHA CUMIITOMH, CHCTEMHH CUMIITOMH,
CBBbP3aHH C YMOPA, U 0JIaroChCTOSHUE) MMOKA3BAT KJIMHUYHO 3HAYMMHU MTOI00PEHUS Ciiell 52 CEIMUIIH.

5.2 dapmakOKMHETUYHH CBOHCTBA

Cren npenopbuMTeHATAa HHTPAaBEHO3HA HHAYKIIMOHHA /1032 MeIMaHaTa Ha MaKcuMaliHaTa cepyMHa
KOHIICHTpaIl¥sl Ha yCTeKnHyMa0, HabmronaBana 1 wac cien napy3usra, e 126,1 pg/ml mpu
nanueHTute ¢ 6osiect Ha Crohn.

Pasnpenenenue
Menunanara Ha oOeMa Ha pa3npe/iesicHue B TepMuHanHarta (aza (Vz) cien eTHOKpaTHO HHTPABEHO3HO

MIPUJIOKEHHUE MIPH MAIMEHTH ¢ TICOpHa3uc Bapupa ot 57 no 83 ml/kg.

Buorpanchopmarus
TOYHMAT BT Ha MeTabOIU3NpaAHe HA YCTEKMHYMa0 He € U3BECTEH.

Enumunupane
Menuanara Ha cuctemans kiupbsHC (CL) crie e THOKpaTHO MHTPABEHO3HO NMPUIIOKCHHE TTPH

MAIMEHTH C IIcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuanaTa Ha Oy XHBOTa (t1/2) Ha
YCTEKUHYMAO € MPUONIU3UTEITHO 3 CeIMUIIM TP MAIUeHTH ¢ OostecT Ha Crohn, ricopuasuc u/umm
MICOPUATHYCH aPTPUT ¥ Bapupa oT 15 10 32 THYM BHB BCUYKH MPOYYBAHUS HA TICOPUA3UC U
[ICOPUATHYCH apTPHT.

JIMHEeHHOCT Ha J103aTa

Cucremnara ekcro3urus Ha yeTeKHHyMa0 (Cmax 1 AUC) ce yBennuaBa 1o HauWH, IPUOTHU3UTEITHO
MIPOMOPIIMOHAJICH Ha J103aTa, CJIe]] €[IHOKPATHO WHTPABEHO3HO MPHUJIOKEHHNE Ha 103U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg.

CrenaaHy HonyJaanuu

Hsma Hannyay papMakOKHHETHYHH JTAHHY MIPU TAIMEHTH C yBpeieHa ObOpeyHa Wit YepHOIpoOHa
(dhynkius. He ca mpoBeieHN KOHKPETHH MTPOYYBaHUS C HHTPABEHO3HO MPHUIIOKECHUE Ha yCTEKHHYMa0
IIPH TMANMCHTH B CTapdecKa BH3PaCT WIH ITeAUaTPUIHN HaIueHTH ¢ Terio mox 40 kg.
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IIpu maruenTu ¢ 6oect Ha Crohn BapumabuiTHOCTTa HA KIIMPBHCA Ha YCTEKUHYMA0 ce TTOBIHSIBA OT
TEJECHOTO TETJI0, HUBOTO Ha CEPYMHUS alIOYMUH, 110JIa ¥ CTAaTyca M0 OTHOIICHUE Ha aHTHUTEaTa
Cpelly yCTeKHHyMa0, JIOKaTO TEIECHOTO TETJIO € Hali-3HaunMara KoBapHara, BIIMseIIa BLpXy odeMa
Ha pasnpeaeicaue. OcBeH ToBa mpu 6ojiecTra Ha Crohn KIMPBHHCHT ce MOBNIUsABA 0T C-peaKTHBHUS
MIPOTEHH, CTaTyca M0 OTHOIICHHUE Ha HEycIeX Ha JiedeHneTo ¢ TNF-anTaroHucTy u pacara (a3uaTcKu
CIPSIMO HEAa3WaTCKH MPOU3X0[). Br3elicTBIeTO Ha Te3u KoBapuaTH € B paMkute Ha +20% oT
TUNHYHATA WK pedepeHTHaTa cToiHocT Ha choTBeTHHS DK mapamersp, mopaau ToBa He €
HEoO0X0MMa KOPEKIIHs Ha /103aTa 3a Te3u KoBapraTt. ChITbTCTBAIIOTO PUIIOKEHHUE Ha
UMYHOMO/TYJIATOPY HsMa 3HAYHUTEITHO BIUSHUE BBPXY pasNpeie]ICHHEeTO Ha YCTEKHHYMaO0.

Perymupane Ha CYP450 eH3umu

Edexrure na IL-12 nnu IL-23 Bbpxy perynupanetro Ha CYP450 enzumure ca OLeHEeHU B in Vitro
MPOYyYBaHe C U3IMOJI3BAHE HA YOBEIIKU XENaTOIUTH, KOeTo mokasea, 4e 1L.-12 u/wmm [L-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOcTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; BX. Touka 4.5).

IIpoBeneHo e oTkpuTO HpoyuBane (asza 1 3a nekapcTBenu B3aumonercTeuss CNTO1275CRD1003 3a
OIleHKa Ha e(eKTa Ha yCTeKHHYyMa0 BhPXY €H3UMMHATa aKTHBHOCT Ha IuToXpoM P450 crien nHIyKIms
Y TIOABPIKAIIIO MTPHUJIaraHe NpH NaueHT ¢ akTuBHa Oonect Ha Crohn (n=18). He ca HabnronaBaHu
KJIMHAYHO 3HaYMMU NpOMeHH B excriozunuara Ha kopenH (CYP1A2 cyOctpart), Bapdapun

(CYP2C9 cyberpar) omenpazon (CYP2C19 cyberpar), aekctpomeropdan (CYP2D6 cyGerpar) mwnu
munazonam (CYP3A cyGerpar), KoraTo ce U3M0iI3BaT ChIIbTCTBAILO C YCTEKMHYMa0 mpu oJo0peHarta
NpenopbUYUTENHA T03UPOBKA NP ManueHT ¢ 6onect Ha Crohn (Bx. Touka 4.5).

IleguaTpuyHa OIyJIAIIHS

CepyMHUTE KOHIICHTPAIIMU HAa YCTEKHMHYyMa0 NPy NeIMaTpUYHY MarueHTn ¢ 6osect Ha Crohn ¢ Terno
Haii-manko 40 kg, TlekyBaHU ¢ MPENoOphYNTEIHATA 1033, OCHOBABAIIA CE€ HA TETJIOTO, KATO IS0 ca
CPaBHHMMH C T€3M IIPH Bb3PaCTHH MalueHTn ¢ 0osiect Ha Crohn, JIeKyBaHU C 103a, OCHOBaBallla ce Ha
TErJIOTO.

5.3 TIlpeakIVHUYHHU JAHHU 32 0€30MACHOCT

HexnuHn4HMTE JaHHU HE MOKa3BaT 0COOEH PUCK (Hamp. TOKCUYHOCT Ha OpraHuTe) 3a Xopa Ha Oa3ara
Ha TPOYYBAHMS 32 TOKCHYHOCT IIPH MHOTOKPATHO TMpHJIarane, TOKCHYHOCT 3a Pa3BUTHETO U
PENPOAYKTUBHA TOKCHYHOCT, BKITFOUUTEITHO U (papMaKOJIOTUYHHUTE OIIEHKH 3a 6e3omacHocT. [pu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PEHPOIYKTUBHA TOKCHYHOCT MPHU IBJITOOMAIIATH MaKaLH
He ce Ha0JIIoaBaT HeXxeNaH! eeKTH BbpXY GepTuiInTeTa Npyu MBXKHTE, KAKTO U BPOACHH Je(eKTH
WJIM TOKCUYHOCT 3a pa3BUTHETO. He ce HaOmonaBar Hexxenanu epeKTH BbpXy QepTHINTETa MpU
KEHCKHTE MpH ynoTpedaTa Ha aHATIOTHYHO aHTUTsUIo cpemty 1L-12/23 npu Mumky.

Jlo30BUTE HUBA B IPOYYBAHIS IPU KUBOTHH ca 01130 45 MBTH MO-BUCOKH OT Hail-BHCOKaTa
€KBHMBAJICHTHA 7103a, IPEBIOK/IaHa 32 MPUIOKEHNE TP MallMeHTH ¢ TICOPHA3UC, U BOJAT 10
MaKCUMAJIHU CEPYMHU KOHLIEHTPALUU IpU MaiMyHH, KOUTO ca Haa 100 mbTH NO-BUCOKU OT
KOHIICHTpAIMUTE, HAOII0IaBaH! TIPH XOpa.

He ca nmpoBexxganu mpoydBaHUs 32 KapIUHOTEHHOCT C yCTEKHMHYMa0 Mopan JIUIcaTa Ha MOIXO SN
MOJIETH 32 aHTUTSIIO 0e3 KphcTocaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaym.

6. DODAPMAIIEBTUYHU JAHHAU

6.1 Chnucbk Ha NIOMOIIHHUTE BelIECTBA

XUCTUOUH

XUCTUAMHOB XUAPOXIJIOPUT MOHOXUAPAT
MeTtnoHnHu
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JuHatpueB enerat
3axaposa

ITomucopbar 80 (E 433)
Bona 3a umxexun

6.2 HecnBMecTHMOCTH

[Mopanu nurnica Ha MPOyYBaHUs 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOAYKT HE TPsiOBa j1a ce
CMecBa C JIpyTH JeKapCcTBeHH MpoayKTH. Pyzchiva Tpa6Ba na ce pa3pexaa ¢ pa3TBOp Ha HATPHEB
xnopuz 9 mg/ml (0,9%) 3a uadyszus. Karo anrepnarusa moxe aa ce uznoinssa 250 ml nndysnonexn
cak, cpabpxaly Hatpues xaopun 0,45% unxekunoHeH pastsop, USP.

Pyzchiva ne Tps6Ba aa ce nmpuiara eJHOBPEMEHHO B €IHA U ChI[a HHTPABEHO3HA CUCTEMA C APYTH
JIEKapCTBEHU IPOAYKTH.

6.3 Cpox Ha roaHOCT
Ilpenu paspexane

42 mecemna.
Ha ue ce 3ampasspa.

Otaennute (JIaKOHM MOKE J1a CE ChXpaHsIBaT MPH cTakiHa TeMmeparypa a0 30 °C eTHOKpaTHO 3a
MaKCHUMAJICH TIEPHUOJ J0 35 THU B OpUTMHAIHATA KAPTOHEHA OMAKOBKA, 32 JIa CE MPEATAa3sT OT
CBETJIMHA. 3aluINeTe 1aTaTa, Ha KOATO (PIIaKOHBT € M3BaJICH 3a TBPBHU BT OT XJIQJIMTHUKA Ha
0003HAaYEHOTO Ha KapTOHEHaTa omakoBka MsCTO. [1o BCSIKO BpeMe MpeIy U3THYaHETO Ha TO3U HePUO.T
IMPOAYKTHT €AHOKPATHO MOXKE 1a 6’5216 BbpHAT OTHOBO B XJIAIWJIIHUKA, KBJCTO J1a C€ ChbXpaHsABa 10
W3TUYaHEe Ha CPOKa Ha TOAHOCT. V3xBbpieTe prakoHa, ako He Ce M3MOII3Ba Clie] ChbXpaHeHHE TpU
CTaifHa TeMIepaTypa B paMKUTE Ha MAaKCUMAITHUS TIEPUOJ] OT 35 THU WU Clie/] U3TUYaHEe Ha
OPUTHHAJHMS CPOK Ha TOJAHOCT, B 3aBUCHMOCT OT TOBa, KOE OT JIBETE HACTHIIM MTO-PAHO.

Cren paspexaaHe

JlokazaHa e XuMH4Ha 1 GU3NIHA CTAOMIHOCT MpH yrorpeda o 72 gaca npu 30 °C. Ako e
HE00XOIUMO, pa3peACHUAT HH(PY3HOHEH pa3TBOp MoXke Ja ce chxpanssa npH 2 °C o 8 °C mo 1 mecen
U Tpu cTaifHa Temmeparypa o 30 °C 3a ome 72 "aca ciaex u3BaXxaaHe OT XJIaAMIHAKA, BKIFOYUTEITHO
nepuoaa Ha HHQy3us.

OT MUKpOOHOJIOTHYHA TJIeAHA TOUKA HH(PY3MOHHUST pa3TBOp TPsiOBa 1a ce MPUIIOKU He3a0aBHO. AKO
HE ce M3M0JI3Ba He3a0aBHO, BPEMETO U YCIIOBUSTA HA ChXPaHEHUE IpeH yrnoTpeda ca OTTOBOPHOCT Ha
notpebuTens 1 OOMKHOBEHO He TpsiOBa 1a HagxBbPAT 24 yaca nipu 2 °C 1o 8 °C, ocBeH ako
Ppa3peKIaHETO HE € U3BBPIICHO IPU KOHTPOJIUPAHU M BATUANPAHU aCEITUYHU YCIOBUS.

6.4 Chnenuananm yca0BHs HAa ChbXpaHeHHe

Ha ce cexpanssa B xnmagmwiauk (2 °C — 8 °C). Jla He ce 3ampassiBa.
CoxpansBaiiTe (1akoHa B KApTOHEHATa OMAKOBKA, 32 JIa Ce MPEANasu OT CBETJINHA.

3a ycloBuUATa Ha ChbXpaHEHHE CIIEH Pa3pekaaHe Ha JIGKAPCTBEHHS MPOLYKT BIDKTE TOUKa 6.3.

6.5 Buawu chabp:kaHue HA ONIAKOBKATAa

26 ml konuenTpat B 30 ml ¢1akoH OT CTHKJIO THUII |, 3aTBOPEH ChC 3amyiajika OT XJIOPOOYTHIIOBA
ryma. Pyzchiva ce pasnpocrpansBa B onakoBka 1o 1 win 3 ¢iakoHa Uiy IpyIoBa OMAaKOBKa,

cpappkama 3 (3 omakoBku 1o 1 6poii) ¢urakoHa.

He Bcuuku BUIOBE ONAaKOBKK MOTraT Ja ObJaT IMyCHATH Ha Ta3apa.
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6.6 CroenuajJHU NMpeaNa3sHu MePKH NP U3XBBPJIsIHE U padoTa

PaztBopbT BBB takona Pyzchiva He TpsOBa na ce paskmama. Pa3tBopbT TpsiOBa a ce nmpoBepu
BU3YaJIHO 32 HAJIMYHUETO HA BUIMMU YaCTHUIIHM WM ITPOMSHA Ha [BETA, MPEIU Aa C€ MPUIIOKH.
Pa3TBOpBT € OUCTHp, Oe31BETEH 10 OIEA0KBIT. JICKapCTBEHUAT POAYKT HE TPSOBa 1a ce U3I0I3Ba,
aKo pa3TBOPHT € C MPOMEHEH IBAT MM MBTEH WM aKO B HETO ce 3a0esa3BaT BUIUMH TYK/TH YACTHUIIH.

Pazpexnane
Pyzchiva xoHmeHnTpar 3a nHGY31OHEH pa3TBOP TPsIiOBA M1a ce pa3peId U 1a Ce MOATOTBH OT

MCIUIIMHCKHU CIICHUAJIMNCT C IOMOIIITa Ha aCCIITUYHA TCXHHUKA.

1. W3uucnere no3ara u 6post Ha HeoOxoauMuTe (iakoHu Pyzchiva Bb3 0CHOBa Ha TETJIOTO Ha
nanueHTa (Bx. Touka 4.2, Tabnuna 1). Beeku duakon Pyzchiva ¢ 26 ml koHIIEHTpaT chabpxka
130 mg ycrekunymab. M3non3paiite camo mbiHU prakonu Pyzchiva.

2. Uzrernere u nzxBbpiieTe ot nHQY3UOHHMS cak oT 250 ml o6eM OT pa3TBOpa Ha HATPHEB XIJIOPHL
9 mg/ml (0,9%), paBen Ha oO0ema Pyzchiva, koiito TpsiOBa na ce n00aeu. (M3xebpiieTe 26 ml
HATPHEB XJIOPH] 3a Bcekr HeoOxoauM ¢uiakoH Pyzchiva, 3a 2 ¢nakona usxsbpiere 52 ml, 3a
3 uakona uzxBbpiere 78 ml, 3a 4 duaxona uzxebpiere 104 ml). Karo antepuaTiBa Moxke 1a
ce u3noa3Ba 250 ml uHdy3uOoHEH cak, Chabpxaill HaTpueB xjiaopun 0,45% HHKEKIIMOHESH
pastBop, USP.

3. Uzrernere 26 ml Pyzchiva ot Bcekn HeoOxoanM ¢uiakoH U r'i JoOaBeTe KbM HH(PY3HOHHHS Cak
ot 250 ml. Kpaitausar o6em B uH(Yy310HHHS cak TpsiOBa na O6b1e 250 ml. Buumarenno cmecere.

4.  Ilpeau npuinoxeHHETO MPOBEPETE BU3YaIHO paspeneHus pasrsop. He ro ynorpebsBaiite, ako ce
HaOJII01aBaT BU3yaTHO HEMIPO3payHH YaCTHUIIM, TPOMSIHA Ha [[BETA HJIH TyXKIU YaCTHIIH.

5. Ilpunoxere pa3peeHuUst pa3TBOP 3a MEPUOJ OT Hal-Masko eanH yac. Cies KaTo ce pa3peny,

NpUIIaraHeTo Ha MHQY3MOHHUST pa3TBOp TPsOBa Jia ce U3BBPIIN B paAMKUTE Ha 72 yaca npu
ctaiina temneparypa 110 30 °C ot pa3pexnaHeTo B UHQY3UOHHUS cak. AKO € He00X0IUMO,
paspeneHusT HHPY3HMOHEH pa3TBOP MOe J1a ce cbxpanssa npu 2 °C xo 8 °C no 1 mecen 1 npu
craitHa Temnepatypa 110 30 °C 3a ome 72 vaca cief] U3BaKJaHe OT XJIAJMIHNUKA, BKIIOYUTEITHO
nepuoja Ha HHQY3usL.

6. Wznon3Baiite camo Habop 3a HH(Y3Us ¢ BrpalieH, CTEPUIICH, alluPOreHeH QUITHP ChC c1abo
CBBbp3BaHe Ha MpoTenHu (pa3Mep Ha nopute 0,2 MUKpoOMeTpa).
7. Bcexku (nakoH e caMo 3a €JHOKPaTHO MPHIIOKEHHE M HEU3MOI3BAHUAT JICKAPCTBEH NPOIYKT

Tp5{6Ba Ja C€ U3XBBPJIU B CbOTBETCTBUE C MECTHUTE N3UCKBaHUA.

7. IIPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

8. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA
EU/1/24/1801/003

EU/1/24/1801/006
EU/1/24/1801/008

9. JATA HA TbPBO PA3ZPEIIABAHE/TIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jata Ha mepBo pazpemanane: 19 ampwr 2024 r.
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10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nHpopmManys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickaTta
areHys 1o JieKapcTBaTa https://www.ema.europa.eu/.
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vT03H JIEKapCTBEH MPOJIYKT MOJISKN Ha JOIBIHUTEIHO HaOmoieHrne. ToBa 11ie o3Boiu 0bp30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMAaIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKHUTE CIICIIMATTUCTH CE
W3KCKBa JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HaulMHa Ha ChOoOIaBaHe Ha
HEXXEJTaHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Pyzchiva 45 mg WHXeKIIMOHEH pa3TBOP

Pyzchiva 45 mg urXeKunoHeH pa3TBOp B NPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA
Pyzchiva 90 mg umxekuroHeH pa3TBOp B IPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Pyzchiva 45 mg WHXEKIIMOHEH pa3TBOP
Bceku ¢uakon cpappika 45 mg ycrekuaymad B 0,5 ml.

Pyzchiva 45 mg uHXEKIHOHEH pa3TBOP B NPEABAPUTEIIHO HAllbIHEHA COIPUHIIOBKA
Bcesika npeaBapuTeHO HaTbJIHEHA CIIPUHIIOBKA ChAbpika 45 mg ycrekunymab B 0,5 ml.

Pyzchiva 90 mg HHKEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HAITBJIHEHA CIPUHIIOBKA
Bcesika npeBapuTeIIHO HAITBJIHEHA CIIPUHIIOBKA ChIbpika 90 mg ycrekuaymab B 1 ml.

VYerekunymab e usiisiio 4oBeniko IgG 1k MOHOKIIOHAIHO aHTUTSI0 KbM HHTEpieBkuH (IL)-12/23,
npomsBeaeHo B CHO kieThuHa TuHMS ¢ moMoITa Ha pekomOuaanTHa JJHK TexHomorus.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

Pyzchiva 45 mg HHKEKIIMOHEH Pa3TBOD
WHXeKIMOoHEH pa3TBOD.

Pyzchiva 45 mg HHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
HHxeKuoHeH pa3TBop.

Pyzchiva 90 mg HHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
HHxeKuoHeH pa3TBop.

Pa3tBOpBT € OUCTHD, Oe31BeTeH 10 0s1e10KBIT U € hopmynupas rpu pH 6,0 = 0,3. OcMoTHYHOCTTA
Ha pa3tBopa e 320 + 32 mOsm/kg.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU MOKAZAHUS

IImakoB mmcopuasuc

Pyzchiva e nokasaH 3a jieueHre Ha yMEPEH 0 TEXBbK IUIAKOB [ICOPUA3UC IIPH Bb3PACTHU, KOUTO HE ca
ce MOBJIUSUIN, UMAT [IPOTUBONOKA3aHUsI WIIK HEIIOHOCUMOCT KbM APYT'H CUCTEMHH Tepaluu,
BKJIIOUBaIM uKiIocioput, merorpekcat (MTX) unu [TYBA (mcopanen u ynTpaBHoONeTOBUA A TbUH)
Tepanus (Bxk. Touka 5.1).

IInakoB ncopuasuc Ipu N€AMaTpUIHN NAIMCHTH
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Pyzchiva e nokasaH 3a ieueHre Ha yMEPEH A0 TEXbK IUIAKOB [ICOPUA3UC TIPH Jiella U NAllUEeHTH B
IOHOIIIECKA BB3PacT Ha 6 TOJUHHU U [I0-TOJIEMH, IIPU KOUTO MMa HEJIOCTAaTh4YeH KOHTPOJI UIIH
HETMIOHOCHUMOCT KbM JPYTH CUCTEMHH TEpaIruy nin GoToTepaniu (BX. Touka 5.1).

IIcopuatnuen aprpur (PsA)

Pyzchiva, camocTosTento uinu B komOuHanusi ¢ MTX, e mokasaH 3a JieueHHEe Ha aKTHBEH
TICOPUATHYCH apTPUT NP BH3PACTHH MAIIMEHTH, TIPH KOUTO OTTOBOPHT KBbM TPEIIESCTBAIIO JICUCHHUE C
HeOmomornyHu Monudumuparntu 6onectra antupeBMaTonau jgekapctsa (DMARD) e Oun
HeZlocTaTh4eH (BXK. Touka 5.1).

Bosnect Ha Crohn npu Bb3pacTHH

Pyzchiva e moka3an 3a JiedeHrEe Ha Bh3PACTHH MAIIUCHTH C YMEPEHA JIO TeKKa aKkTUBHA OOJIECT Ha
Crohn, KOHTO ca ce MOBIHUIH HEAOCTATHYHO, BEUe HE CE MOBJIMABAT MM UMAT HEMOHOCUMOCT KbM
KOHBEHIIMOHAJIHATA TepaInus Wik KbM aHTaroHuct Ha TNFa.

Bonect Ha Crohn nipu nena

Pyzchiva e moka3an 3a JieueHue Ha yMepeHa 10 TekKa akTuBHA Oosect Ha Crohn mpu neguaTpuaHm
MAIMEeHTH C TerIo Hak-manko 40 kg, KouTo ca UManu HeIOCTATHYCH OTTOBOP MM UMaT
HEMIOHOCHMOCT KbM KOHBEHIIMOHAIHA WJIK KbM OMOJIOTHYHA TepaItusl.

4.2 /lo3upoBKa M HAYMH HA NMPUJIOKEHHE

Pyzchiva e npenna3HadeH 3a yrnorpe0da o1 pbKOBOJICTBOTO M HaJ30pa Ha JieKap C OIUT B
JUATHOCTHIIMPAHETO U JICUSHUETO Ha 3a00JsiBaHuUs, 3a KOUTO Pyzchiva e mokasaH.

2 l O3UPOBKa

IlnakoB ncopuasuc
IIpenoprunTennara qo3upoBka Ha Pyzchiva e Haganna mo3a 45 mg, IpHUITo’KeHa MOIKOKHO,
MocJIeIBaHa OT 1032 45 mg 4 ceIMUIIM MTO-KBCHO M CJIET TOBA Ha BCEKH 12 CEIMUITH.

IIpu marmeHTH, KOUTO HE Ca C€ MOBIUSUIH OT JICUSHUETO 10 28 ceIMUIIH TPsIOBa 1a ce OOMHUCTH
npeKpaTsBaHe Ha TePAIUsTA.

Tlayuenmu ¢ menecro meeno > 100 kg

3a marueHTH ¢ TejiecHo Terno > 100 kg mppBoHavanHaTa 103a € 90 mg, NpuiIoKeHa MOAKOKHO,
nocieBana oT 103a 90 mg 4 ceaMuIIM MO-KBCHO U cjel ToBa Ha Bceku 12 ceaqmunu. [lpu te3u
MAIMEeHTH J03aTa OT 45 mg chIlo € ehuKacHa, HO MO-ToJisIMa ePUKACHOCT uMa fo3arta oT 90 mg. (BK.
Touka 5.1, Tabnuma 4)

IIcopuatnuen aprpur (PsA)

IIpenopruBanara n03upoBka Ha Pyzchiva e HagamHa f103a 45 mg, mpuiioKeHa MOIKOKHO, ITOCIeIBaHa
oT o3a 45 mg 4 ceMHIH ITO-KBCHO | CJIE TOBA Ha BCEKH 12 ceaMuItd. AITepHaTHBHO, TIPH
MmaIueHTy ¢ TenecHo tero > 100 kg, moxke ma ce usnonsear 90 mg.

IIpu marmeHTH, KOUTO HE Ca C€ MOBIHSUIH OT JICUSHUETO 10 28 ceaMUIIH TpsiOBa 1a ce OOMHUCITH
MIPEYyCTaHOBSBaHE Ha JICUCHUETO.

Cmapuecka 6v3pacm (> 65 coounu)
He e Heobxoanmo aganTupaHe Ha J03aTa P MAIMEHTH B CTapUYecKa Bh3pacT (BXK. Touka 4.4).

bvbpeuno u wepnodpobHo yepescoare

He ca npoBexpanu mpoy4yBaHus ¢ ycTeKHHYMa0 TPy Te3W MOMynaluy nanuenT. He moxe na ce nane
MpenopbKa 3a 103ata.
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Ieouampuuna nonyrayus
BesomacHocTTa 1 ehrkacHOCTTa Ha YCTEKHMHYMaO MpH Je1a ¢ ICOPHa3uc Ha Bb3PacT Mo 6 TOAUHU
WM IpU Jela ¢ ICOPUaTHIeH apTpuT o 18-roaumina Bb3pacT Bee Ollle HE Ca YCTaHOBEHHU.

[InakoB nicopuasuc npy NeIUATPHYHH NAUEHTH (6 TOJTMHU U [O-TOJIEMH)
[penopbuntennara n03a Ha Pyzchiva B 3aBHCUMOCT OT TEIIECHOTO TETJIO € MTOKa3aHa M0-J[0Ty
(Tabnuma 1 u Tabnumna 2). Pyzchiva tps6Ba na ce npuiara Ha ceamuiy 0 u 4, cjiell TOBa Ha BCEKH

12 cenqmuiu.

Ta6auna 1: [lpenopbynTe/iHa 1032 YCTEKMHYMA0 NPH NeAUATPUYHU NAIUEHTH ¢ ICOPHA3UC

TeJiecHO Terji0 KbM MOMEHTA HA MPUJIaraHe IIpenopbunTe/iHa 1032
<60 kg 0,75 mg/kg
> 60-<100 kg 45 mg
> 100 kg 90 mg

3a u3uncnsaBane Ha oOeMa Ha uHKekThpaHe (ml) mpu nauuenTtu ¢ terio < 60 kg, n3non3eaiite
cneanara gopmyna: tenecHo terio (kg) x 0,0083 (ml/kg) nnu Buwxre Tabnauna 2. Uzuncnenusat odem
TpsiOBa 1a Objae 3akpbriieH n0 Hai-Ommu3kuTe 0,01 ml 1 fa ce mpuiiara ¢ rpagyrpaHa CIIPHHIIOBKA OT
1 ml. Ilpeanara ce ¢akoH ¢ 1o3a 45 mg 3a neIMaTpUYHH NALMEHTH, KOUTO TPsAOBa Aa MOIy4aT
Mo-MaJjKa oT Isu1ata 103a 45 mg.

Ta6auna 2: O6emu 3a nHKekTUPaHe Ha Pyzchiva nmpu neamaTpu4yHy NamMeHTH ¢ ICOPUA3UC
<60 kg

Teﬂecz;;;;:g}:?(ig ve na Jo3a (mg) O06eM 3a un:kekTHpaHe (ml)
15 11,3 0,12
16 12,0 0,13
17 12,8 0,14
18 13,5 0,15
19 14,3 0,16
20 15,0 0,17
21 15,8 0,17
22 16,5 0,18
23 17,3 0,19
24 18,0 0,20
25 18,8 0,21
26 19,5 0,22
27 20,3 0,22
28 21,0 0,23
29 21,8 0,24
30 22,5 0,25
31 233 0,26
32 24,0 0,27
33 24,8 0,27
34 25,5 0,28
35 26,3 0,29
36 27,0 0,30
37 27,8 0,31
38 28,5 0,32
39 29,3 0,32
40 30,0 0,33
41 30,8 0,34
42 3L,5 0,35
43 32,3 0,36
44 33,0 0,37
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45 33,8 0,37
46 34,5 0,38
47 35,3 0,39
48 36,0 0,40
49 36,8 0,41
50 37,5 0,42
51 38,3 0,42
52 39,0 0,43
53 39,8 0,44
54 40,5 0,45
55 41,3 0,46
56 42,0 0,46
57 42,8 0,47
58 43,5 0,48
59 44,3 0,49

IIpu marueHTH, KOUTO HE ca C€ MOBIUSIIH OT JICUSHUETO 10 28 CeIMUIIH, TPSIOBA /1a c€ OOMHUCITH
MIPEYyCTaHOBSBaHE Ha JICUCHUETO.

Baipactaun
Bonect Ha Crohn

B cxemara Ha nedyenue mppBaTa f103a Ha Pyzchiva ce npuiara mHTpaBeHO3HO. 3a JJO3UPOBKATA MPH
WHTpaBEHO3HA CXeMa Ha mnpriarane BuxTe Touka 4.2 ot KXII na Pyzchiva 130 mg koHIeHTpaT 3a
uH(Y3UOHEH Pa3TBOP.

[IspBoTO MOAKOXKHO HpuiIokeHue Ha 90 mg Pyzchiva TpssOBa ma ce U3BBPIIM HA CeAMUIIA 8 Clie]
WHTpaBeHO3HATa J03a. Ciies TOBa, ce IMPernopbuBa MPUIOKEHHUE 1pe3 12 ceqMUIIn.

[TanuenTH, KOUTO HE CE IOBIUABAT OCTATHYHO JI0 § CEAMHUIIM CJIE]| ITbpBAaTa IMOJAKOXKHA /1032, MOXKE
Jla TIOJTy9aT BTOPA MOAKOXKHA 71032 TI0 TOBA Bpeme (BXK. Touka 5.1).

[TaruenTH, mpu KOUTO UMa 3aryba Ha OTTOBOp MpH MpHiiaraHe mpe3 12 ceaMuIm, MoXxe J1a UMar moi3a
OT MOBHIIIEHNE HA Y€CTOTaTa Ha MPWIOKEHUE TIpe3 8 ceaMuIy (BXK. Touka 5.1, Touka 5.2).

BrnocnencTeue no3ata Moe Aa ce Mpuiara Ha NalueHTUTe Npe3 8 ceAMULM WK npe3 12 cenMuiy Bb3
OCHOBA Ha KJIMHUYHA TIpelieHKa (BX. Touka 5.1).

TpsOBa 1a ce 0OMUCITH IPEYCTAaHOBSIBAHE HA JICYCHUETO TPH MAIUeHTH, KOUTO HE TTOKa3BaT IaHHU 32
TepareBTUYHA MoJ3a 16 cenMuIy cie i.v. MHAYKIMOHHA /1032 Win 16 cemMUIM clie/l TpeMUHAaBaHe
KbM TMpUJIarane Ha MOoJIbprKaIla 103a Mpe3 8 CeMUITH.

[IpunoxeHneTo Ha UMyHOMOZYJIaTOPH W/WIIN KOPTUKOCTEPOMIM MOJKE J1a IPOIBIKY 110 BpeMe Ha
neuenneto ¢ Pyzchiva. [Ipu manmeHTuTe, KOUTO ca ce MOBIUSUIM OT JieueHneTo ¢ Pyzchiva,
MIPWIOKEHUETO HA KOPTUKOCTEPOUIH MOXKE J1a C€ HAMaJIM UJIU /1A CE IIPEYCTaHOBU B CbOTBETCTBUE ChC
CTaHJapTa Ha JICUYEHUE.

ITpu 6onect Ha Crohn, ako TepanusATa ce NPEeKbCHE, IOJHOBSIBAHETO HA JIEYEHUETO C MOAKOXKHO
TIPHUIIOKEHUE TIpe3 8 ceMHUITN € 0e30TacHO U e(heKTUBHO.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOxommMo KOpHUTHUpaHe Ha J103aTa MPH MAIUSHTH B CTapuecka Bh3pacT (Bk. Touka 4.4).

bvbpeuno u wepnodpobHo yepescoarne

yCTCKHHYMa6 HE € MMPOYyYBaH IpPU TC3U NOITYyJIAlIUN TALTUCHTH. He morart Ja CC HaIpaBAT MPCIIOPBKU
3a IO3UPpaHEC.
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Ileouampuuna nonynayus

bonect Ha Crohn mpu jiena (manueHTy ¢ Terio Hai-manko 40 kg)

B cxemarta Ha neueHue mbpBara 1o3a Pyzchiva ce mpunara nHTpaBeHO3HO. 3a 103MPOBKaTa pu
cxeMaTa Ha HHTPaBeHO3HO NpuiiokeHue BikTe Touka 4.2 ot KXII Ha Pyzchiva 130 mg xonueHtpar
3a HH(Y3UOHEH Pa3TBOP.

[IspBoTO MOKOXKHO NpUokeHHe Ha 90 mg Pyzchiva Tps6Ba na ce U3BBPIIN HA ceaMHLA 8 Cliex
WHTpaBeHO3HAaTa J03a. Ciies] ToBa ce MpeTnopbhyuBa MPHIIOKEHHE Ha BCEKU 12 ceMUITH.

[TanuenTHTEe, KOUTO UMAT 3ary0a Ha OTTOBOP MPH MPHIOKEHUE HA BCEKU 12 CeIMUIIH, MOXKE J1a Ce
MIOBIIMSAT OJATONPHUSATHO OT yBEJIMYaBAHE HA YECTOTATAa HA MPUIIOKEHNE HA BCEKU 8 ceIMUIH (BK.
Touka 5.1, Touka 5.2).

BrniocnencTBue nanpeHTHTE MOKE J1a TIOJTyYaBaT 1032 Ha BCEKH § CEAMUIM WM Ha BCEKH 12 ceqmMuuu
criopesl KIIMHUYHATA MpereHKa (Bx. Touka 5.1).

TpsOBa 1a ce MOMUCIN 3a IPEyCTAaHOBSBAHE HA JICUSHUETO MPH MAMEHTH, KOUTO HE MTOKa3BaT JaHHU
3a TepaneBTUYHA 1032 16 ceaAMUIT Clie]] MHTPaBeHO3HATA HHAYKIIMOHHA 1033 WK 16 cenMuIu ciexn
KOpHUTUpaHe Ha J03aTa.

Ilo Bpeme Ha neyenueTo cve Pyzchiva Moxe na ce npoabioku yrnorpedaTa Ha UMYHOMOTYJIaTOPH,
ChEeMHEHUS Ha S-aMuHOcanmuuinar (5-ASA), aHTHOMOTHIIN H/WIH KOPTUKOCTepOouan. [Ipy manuenTw,
KOHTO ca ce HOBJIMSIM OT JIe4eHHeTo cbe Pyzchiva, Te3u jgekapcTBa MOXe [a ce HaMaJIsT WK Aa Cce
NPEyCTAaHOBAT B CHOTBETCTBHE ChC CTAHAAPTHOTO JICUCHHUE.

Bbe3omacHocTTa M ehuKkacHOCTTA HAa yCTEKMHYMa0 npu JieueHue Ha Oosiect Ha Crohn mpu
neAnaTpudHU manueHTH ¢ Terio oy 40 kg Bce omie He ca yctanoBeHu. Jlumcear nqanHw.

Hauun Ha npunoxxeHue

Pyzchiva 45 mg ¢naxonun unu 45 mg u 90 mg npenBapuTeTHO HAITBJIHEHH CIPUHIIOBKH Ca CaMo 3a
MOJIKOKHO MHXKEKTHpaHe. [10 Bb3MOKHOCT KOKHUTE YYacThIIM C U3ABEH IICOpHa3Kc TpsOBa 1a ce
n305rBaT KaTo MsACTO Ha HHXKEKTHPAHE.

Cren moaxozsio o0y4yeHre 3a TEXHUKATa Ha MOJKOKHO HHXEKTHPAaHE alUCHTUTE WIN TEXHUTE
OoJHOTIIe]auM MOTaT Jia WHXKeKTUupaT Pyzchiva, ako nekapsT pemiu, 4e ToBa € yMecTHO. Bee mak
JIeKapsT TpsiOBa Aa OCUTYPH MOAXOAAIIO IPOCIEsIBaHe Ha NaruenTuTe. [larmenTuTe uim TexHuTe
OonHOrNIEenauM TPAOBa 1a ObIAT MHCTPYKTUPAHH Ja MHXKEKTUPAT MPeANnucaHoTo KoianyecTBo Pyzchiva
CBIVIACHO YKa3aHUsATAa B JIMCTOBKaTa. [logpoOHM yKa3aHuUs 3a MPUIIOKEHUE ca IaJeH! B JIMCTOBKATA.

3a mo-HaTaTHITHU YKa3aHUS 32 PUTOTBSHE U CIICIIUATHY MPEAITa3HA MEPKH MPHU paboTa BIDKTE
TOuYKa 6.6.

4.3 IIpoTuBOMOKA3aHUA

CBp’I)X'-IyBCTBI/ITeJIHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

Knuan4Hao 3HauMMa, akThBHA HHGEKIHS (Hamp. akTHBHA TYOEpKys03a, BXK. Touka 4.4).

4.4 CroenuanaHy npeaynpeskAeHUus U NpeANa3sHi MepKH NIPU ynorpeda

[IpocaeaumocTt
3a na ce momoOpy MPOCIEAUMOCTTA Ha OMOIOTHIHHATE JICKAPCTBEHU IMPOAYKTH, UMETO M MAPTHIHUAT

HOMCP Ha MPUIJIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIlMcCBar.

HNudexnmu
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VYcreknaymMad MOXKe J1a IMa TIOTEHIIHAI /1a YBeIMYaBa pUCcKa OT MHPEKIUH U 1a peaKTHBUPA
nateHTHH HHpeKmu. [Ipy KITMHUYHE TpOyYBaHUS U IIOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBAHE
NP MALMEHTH C TICOPHA3UC ce HaOII0JaBaT CepHO3HU OaKTepHaaIHH, ThOWYHN 1 BUPYCHU MH(EKINT
NpY MAaLMEeHTH, IPUEMAI YCTeKHHYMao (BX. Touka 4.8).

ITpn manmenTy, 1eKyBaHU ¢ YCTEKHHYMa0, ce cho0II[aBa 3a OMOPTIOHUCTHYHN HH(MEKINH, BKIIOYBAIIH
peaxkTHBHpaHe Ha TyOEepKyJI03a, IPyTry ONOPTIOHUCTHYHN OaKTepUaNHU HHPEKIUH (BKIIOUYUTETHO
aTHITMYHA MUKOOaKTepruaHa HHQEKIVsI, MCHUHTUT, PUYKUHEH OT Listeria, MHEBMOHWSI, IPUYWHEHA OT
Legionella, n Hokapnno3a), ONOPTIOHUCTUYHN MUKOTHYHH WH(EKIINHN, OTIOPTIOHUCTUYHN BUPYCHH
MHQEKIUU (BKIIOYUTEIIHO eHIE(AINT, MPUIMHEH OT XePIeC CUMIUIEKC 2) M apa3suTHU UHPEKIUH
(BKJIFOUMTETHO OYHA TOKCOIUIA3MO3a).

Tps0Ba ga ce moaxoXkaa ¢ MOBUILECHO BHUMAHHE, KOTaTo ce 00CHKIa MPUIOKEHHUETO Ha YCTEKUHYMa0
NpY MALMEHTH C XPOHUYHHU MHPEKIUH WM aHaMHe3a 3a peluanBupaina nHdekuus (Bx. Touka 4.3).

[Ipenu 3amouBaHeTo Ha JieUeHHE C YCTEKUHYMA0 MallMEHTUTE TPsIOBa Jla ce U3CIIe/IBaT 3a
TyOepKyno3Ha nHpekus. Y cTekuayMab He TpsOBa Jja ce Mpuiiara npy NalleHTy ¢ aKTHBHA
TyOepKyJo3a (BxkK. Touka 4.3). JleueHueTo Ha JaTeHTHA TyOepKyIi03Ha HHMEKIMs TpsiOBa Ja 3amovyHe
MpeIn IPUIIOKEHUETO Ha YCTeKnHYyMa0. [IpoTuBOTYOepKyII03HaTa Tepanus ChIo TPsIOBa Ja Obie
00Ch/IeHa IPEIM HAYANIOTO Ha JICUECHHE C YCTEKHHYMA0 TMpH MAIMCHTH ¢ aHaAMHe3a 3a JIATCHTHA HITH
AKTUBHA TYOEpKYJI03a, PH KOUTO HE MOXKE JIa Ce IOTBBP/IM aJICKBATEH KypC Ha JICUCHHE.
[NaruenTrTe, MpUEMaIy yCTeKUHYMa0, TpsiOBa fa ce HaOIr01aBaT BHUMATEITHO 33 TIPU3HALINA U
CHUMIITOMH Ha aKTHBHA TYOEpKYJI03a 10 BpeMe Ha JICUCHUETO U CIIe]] HeTO.

[MatmenTute TpsiOBa 2 OBAAT MHCTPYKTUPAHU JIa TIOTHPCAT JIEKAPCKU CHBET, aKO CE MOSBAT NPU3HALN
WKW CUMIITOMM, IIpeArojaranin I/IH(I)CKHI/IS[. Axo MalreHT pa3BUC CCPUO3HA I/IH(I)CK]_[I/ISI, CBbCTOAHUCTO
My TpsOBa BHIMATEITHO J]a CE CIIeU M YCTeKHHyMa0 He TpsOBa Jla ce Mmpuiiara, J0KaTo HHQEKIUsATa He
Obae oBaASHA.

3710Ka4YeCTBEHHN 3a00/IsIBaHUS

NmyHOCYynpecopu KaTo YCTEKUHYMa0 MMaT MOTEHITHAN J1a YBEJIMYaBaT PUCKA OT 3JI0KAYeCTBESHU
3a0o0iiaBaHus. HsKou MalueHTH, KOUTO ¢a IPUEeMali YCTEKMHYMa0 B KIIMHUYHHU MPOYYBAHUS U B
MMOCTMapPKETHHIOBO 00CEPBALIMOHHO MPOYYBAHE MTPH MAI[UCHTH C IICOPHUA3KC, Ca PAa3BUIIN KOXKHH U
HEKOKHU 37I0KaYeCTBCHH 3200 11BaHUA (BXK. TOUKa 4.8). PUCKBT OT 37I0KaYCCTBCHH 3a00JIIBAHHS MOXKE
Jla € IMO-BHCOK IIPH IAIIMEHTH C IICOPUA3UC, KOUTO Ca JIGKYBaHHU C IPyTrd OMOJIOrHMYHH JICKapCTBa B
X0J1a Ha 3a00JIIBaHETO.

He ca MMPOBCKJAHU TPOYUYBAHUA, B KOUTO YUAaCTBAT MAlTUCHTHU C aHAMHE3a 3a 3JIOKaYCCTBCHU
3a00JISIBAaHAS WIIK B KOUTO mpoabJ/KaBa JICHCHHUCTO HA MalUCHTH, pa3BUJIN 3JIOKA4Y€CTBECHO 3a0o0ssiBaHe
I10 BpEMC Ha IIprucMa Ha YCTCKI/IHYM36. 3aroBa Tpﬂ6Ba Ja CC IMoAxo0xK/jJa C IIOBUIIICHO BHUMAHUC,
Korarto c€ 06c1,>1<;[a MNPUIOKCHUCTO HA YCTeKI/IHYMa6 IIpU TC3U MALUCHTHU.

Bceuuky naruenTy, mo-creyanto Te3u Haj 60 ToAMHY, MAllMeHTH ¢ aHaMHe3a 3a MPOIbJIKUTETHA
MMYHOCYIIPECHBHA TEpaITvs WK TaKuBa ¢ anamHe3a 3a [ITYBA-tepamus, Tpsa6Ba na ce HabmogaBar 3a
MOsIBa Ha paK Ha Kokarta (BK. Touka 4.8).

CHCTeMHU ¥ PeCIPATOPHHU PEAKIIMU HA CBPBXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HM peakiiy Ha CBPhXIYBCTBUTEITHOCT Ca JIOKJIAJBAHU B TIOCTMAPKETHHIOBH YCJIOBHSI, B HAKOU
CITy4ad HSKOJIKO JHHM Clie] iedeHnero. Mima ciyyau Ha aHaduiiakcus ¥ aHTHOeZeM. AKO e MOSIBH
aHaWIAKTHYHA WU JIpyTa CEpUO3HA PEaKns Ha CBPhXUYBCTBUTEIIHOCT, TPSOBA J1a CE HA3HAYN
TTOIXO/ISIIIIA TEPATTHSI M IPHIIOKEHUETO Ha YCTEKNHYyMab TpsiOBa 1a ce MpeyCTaHOBH (BK. ToUKa 4.8).

Pecnupamopnu

Chyvan Ha anepruyueH ajaBeosIuT, €O3MHO(HIHA THEBMOHUS U HEMH()EKLIMO3HA OpraHu3upaia
MTHEBMOHUS ca ChOOIIEHH M0 BpeMe Ha TOCTMapKeTHHTOBaTa ynorpeda Ha ycTekuHyMas. Knununanute
NPOSIBH BKIIIOYBAT KAIUTULA, AUCITHES] U HHTEPCTHULMATHI MHPUITPATH CIIEA €AHA 10 TPU JA03H.
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CepHo3HHTE MTOCIIEANIH BKITIOYBAT JINXATENIHA HEJIOCTATHYHOCT U MPOIBIKUTEITHA XOCTTATATU3AIHS.
[Momobpenue e cro0IIaBaHO Clie/I IPEYCTAHOBSIBAHE Ha JICUYCHUETO C YCTEKHHYMa0 U B HIKOH CITydYau
TIPH MPHJIOKEHUE HAa KOPTUKOCTEPOUIU. AKO ObJic M3KIIFOUEHA MH(DEKIHS U AUArHO3aTa Ce MOTBBP/IH,
MIPHUIIOKEHUETO Ha YCTeKUHYMab TpsiOBa J1a ce MPEyCTaHOBH U JIa CE 3aI0YHE ITOIXO/ISIIIO JICUCHUE
(Bx. TOouka 4.8).

CbpaeyHO-ChI0BH CHOUTHS

[Ipu manueHTH ¢ ICOPUA3KC, C SKCIO3UIINS Ha YCTEKHHYMa0, B MOCTMAaPKETUHIOBO 00CEPBAIIMOHHO
MIPOyYBaHe ca HAOJII0JaBaHH ChPICYHO-ChI0OBH ChOUTHS, BKIIFOUNTEIIHO HH(DAPKT Ha MHOKap/a U
MO3bYHO-ChJIOB UHIHJICHT. PuckoBuTe (hakTOpm 3a ChpACUHOCHIOBO 3a00IsiBaHe TPIOBa J1a ce
OIICHSBAT PEIOBHO MO BPeMe Ha JICYCHUETO C YCTEKUHYMaO0.

Bakcunanmu
[IpenopbuBa ce na He ce MpUIIarat XUBH BUPYCHU WY )KUBH OakTepuanau BakcuHu (kato BLK)

€IHOBPEMEHHO ¢ ycTekuHyMa0. He ca nmpoBeskiaHu KOHKPETHHU TIPOYYBAHUSI ITPU TTAIIUEHTH, BEPXY
KOHMTO HACKOPO € IpHJIarana >kiBa BUPYCHA WM )KHMBa OakTepuaiiHa BakcuHa. Hsama qannu 3a
BTOPUYHO TIpeaBaHe Ha MH(EKIH ype3 )KUBU BAKCUHU MPH MMAIUEHTH, TIOTyJaBallld yCTEKHHYyMa0.
JlegenneTo ¢ ycrekuaymad TpsiOBa J1a ce MpeyCTaHOBH HAl-MajKo 3a 15 ceaMuIy ciies mocaeaHaTa
J103a TIpe/IM TIOCTABSIHETO Ha )KMBa BUPYCHA HMJIM )KHMBa OaKTepUaHa BAKCHHA M MOXKeE Ja ce Bhb300OHOBU
Hal-MaJKo 2 CeIMUIM cliell BAKCHHUPaHeTo. JIlekapuTe, MpemucBalliy JIEKapCcTBOTO, TPsiOBa 1a
HamnpaBAT crpaBka ¢ KpaTkara xapakTeprcTrKa Ha MPOJyKTa 32 KOHKPETHATa BAKCUHA 3a
JOIThJIHUTCIIHA I/IH(i)OpMaHI/ISI " yKa3aHus 3a CbII'bTCTBAIIOTO IMMPUITIOKCHNE HAa UMYHOCYIIPECUBHU
JIEKapCTBa Clie]] BAKCUHUPAHE.

He ce npenopbuBa npunarane Ha >kuBu BakcuHU (kaTo LK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULNS
Ha yCTEKUHYMAO in utero, B IPOIBIKECHUE HA IBAHA/IECET Mecela cie]] paKIaHeTo U JOKATO
CepyMHHUTE HUBA HA YCTEKHHYMa0 NPpU KbpPMAUueTO CNIAAHAT [10Jl HUBOTO HA ACTEKIMA (BXK. TOUKH 4.5 U
4.6). Axo e HanMIe KaTeropu4Ha KIMHUYHA [10J132 32 OTACIIHOTO KbpMayue, MOXKE J1a c€ OOMHCIH
IIPWJIaraHe Ha KMBA BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HHBA Ha
YCTEeKUHYMao.

[TanueHTHTE, KOMTO M3MOJI3BAT YCTCKUHYMA0, MOXKE J1a TOJydaT €THOBPEMEHHO HHAKTUBUPAHHU HJTH
yOUTH BaKCHHU.

JBArocpovyHOTO NIeUeHNe ¢ YCTEKHHYMa0 He MOTUCKA XYMOPAITHUSI UMYHEH OTTOBOP KbM
ITHEBMOKOKOBHTE TOIM3aXapyuIHU BaKCUHH UM KbM BaKCHHHUTE Cpellly TeTaHyc (BX. Touka 5.1).

ChIbTCTBAIIA MMYHOCYIIPECHBHA TEPAITHS

Ipu npoy4BaHus MPH MICOPUA3KC HE Ca OICHABAHU 0€30IaCHOCTTa U €(DUKACHOCTTA HA YCTEKUHYMa0
B KOMOHHAITUS ¢ UMYHOCYITPECOPH, BKIFOUNTEITHO OMOJIOTHYHM NIPOIYKTH MK hoToTepanus. [Tpu
MPOYYBAHUS MPH MCOPUATHUCH APTPUT, CHITBTCTBAIOTO NpHiIokeHne Ha MTX He moBnHsBa
Oe3omacHoCTTa ¥ e()UKACHOCTTA Ha yCTeKHHyMa0. B mpoyuBanusiTa npu 6osect Ha Crohn u
YIIIEPO3eH KOJHT ChITHTCTBANIOTO MPHUIOKEHHE HA KIMYHOCYIPECOPH MIIA KOPTHKOCTEPOHTH
U3TJICK/A HE MOBIHsBA O6€30MAaCHOCTTa WK e(UKACHOCTTA Ha yCTekrHyMa0. TpsOBa a ce moaxoxia ¢
MOBHIIIEHO BHUMaHHE, KOTaTo ce€ 00CHK/Ja ChIIBTCTBAIIOTO MPHIIIOKEHUE HA APYTH HMYHOCYTIPECOPH H
YCTeKHHYMa0 WM NP MPEMUHABAHETO KbM JIEYEHHE C IPYTH OMOJIOTHYHN UMYHOCYIIPECOPH (BXK.
Touka 4.5).

HmyHoTtepanus
YcTeknHymal He € OLSHSBaH MPH MMalMeHTH, KOUTO ca MoJIaraHy Ha UMyHOTepanus 3a anepruu. He e

HU3BCCTHO JaJIn yCTCKI/IHyMa6 MOXKE [1a C€ OTpa3u Ha UMYHOTCpPAIIUATA IIPHU aJICPTUU.

Cepuro3Hu KO>KHH 3a00/1s1BaHUs

[Ipu manmeHTH ¢ ICOPUA3KUC ce ChOOIABA 3a CITydan Ha eKC(OIMATUBEH JICPMATHT CIIC]] JICYCHHUE C
ycTekuHyMab0 (Bxk. Touka 4.8). [TareHTuTe ¢ IiakoB MCOpUa3suc MOXKeE Ja Pa3BUAT €PUTPOACPMHUYUCH
MICOPHA3UC KaTO YacT OT €CTECTBEHHUS XO/1 Ha 3a00JISIBAHETO ChC CUMITTOMH, KOMTO MOXE OT KIIMHUYHA
IJIeIHAa TOYKA J]a He Ce OTJIMYaBat OT eKc(oaraTuBHUS AepMatut. Jlekapure TpsiOBa 1a BHUMaBaT 3a
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CUMIITOMH Ha EPUTPOJECPMUYCH TICOPUA3UC TN eKCPOTUATHBEH AEPMATHUT KAaTO YacT OT
MOHHTOPHPAHETO Ha TICOPHA3KCca MPH MaIeHTa. AKO Te3W CHMIITTOMH Ce€ TIOABST, TPSOBa 11a ce
3armovHe MoaXoAIo JeyeHue. [IpuemMbT Ha yecTeknHyMab TpsiOBa Ja ce MpeyCTaHOBH, aKO MMa
CBMHEHHUS 32 JICKAPCTBEHA PEAKIH.

3a0oJ1sIBaHus, CBbP3aHU C JIYITYC

Crnyuau Ha 3a00JsBaHUS, CBBP3aHHU C JIYITYC, CE ChOOIIaBaT PU MAIMECHTH, JISKyBaHH C YCTEKUHYMAO0,
BKITFOUUTEITHO KOXKEH JIYITyC EpUTEMATOJIEC U JIyITyc-ogo0eH cuHapoM. [Ipu Bb3HUKBaHE Ha JIE3HH,
0COOCHO Ha M3TI0KEHUTE Ha CI'BHIIE YYaCThIIM Ha KOXKAaTa, WIIA aKO T€ C€ ChITBTCTBAT OT apTPaJTHs,
MAIUeHTHT TPSOBA J1a MOTHPCH He3a0aBHO JeKapcKa MOMOIIL. AKO ce TOTBBPAAT 3200 IIBaHYS,
CBBP3aHH C JIYIyC, YCTCKHHYMa0 TpsiOBa Jja ce MPEYCTaHOBH H Ja CE 3all0YHE IMOAXOIAIIO JICUCHHE.

CrieluaiHy NOMyJIaluu

Cmapuecka 6v3pacm

B kTMHHYHATE U3MUTBAHUS IPH 0JI00PEHUTE MTOKA3aHUs HE ce HAOI0/IaBaT ChICCTBCHH PA3ITUYIMS B
e(ukacHOCTTa MiIM 0€30MMAaCHOCTTA MPHU MAITMEHTH Ha 65-TOIUIITHA BH3PACT U ITO-TOJIEMH, KOUTO
MOJTy4aBaT YCTEKUHYMa0, B CPABHEHHUE C MO-MJIa/IM MAIIMEHTH. BposT Ha MalMeHTuTe Ha Bh3pacT

65 roIMHM U MO-TOJIEMHU 00ade He € JIOCTaThUeH, 3a Jla Ce ONPEACIH Jalli Ce TIOBIUIBAT Pa3IMIHO OT
MO-MITQJIUTE MaeHTH. Tl KaTo pa3npocTpaHeHHETo Ha MH(EKIIMU cpeJl cTapyecKaTa IMOIyJIalisl
KaTo IISUI0 € TIO-TOJISIMO, JICUSHUETO TPU MAIlMeHTH B CTapuecKa Bh3pacT TPsAOBa Jia ce mpuiara
BHUMATEITHO.

omnwmcopbar 80
Ycrexkunymab cpabpka 0,04 mg (90 mg/1,0 ml) wm 0,02 mg (45 mg/0,5 ml) momucopdar 80 (E433)

BBB BCAKA J103a, KOATO ¢ ekBuBaneHTHa Ha 0,40 mg/ml. [TonncopbatrTe MOrar fa MpUYUHAT
QIEPTUYHU PEAKIIUH.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoJelicTBHe
JKuBu BakcuHM He TpsiOBa /1a ce mpuiiarat eJHOBPEMEHHO C yCTeKuHyMao.

He ce npenoppuBa npunarane Ha >kuBu BakcuHH (kato BLK BakcuHa) mpu kppmaueTa, ¢ eKCHO3UINS
Ha YCTEeKWHYMaOl in utero, B IPOIBIDKEHHE HA IBAHAJIECET MECEIIa CIIe]] paXXIaHeTO I JOKATO
CepyMHHUTE HUBA Ha YCTEKHHYMa0 NpU KbpMAUueTO CIIaJAHAT [10Jl HUBOTO Ha AETeKIMA (BXK. TOUKU 4.4 U
4.6). AKO ¢ HaJuIle KaTeropruyHa KIMHAYHA 0J13a 33 OTACIIHOTO KbpMade, MOXKE J1a C€ 0OMHCITH
IIpWIaraHe Ha )KMBA BAKCHHA B IIO-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HUBA Ha
ycTeKnHyMao.

[pu dpapMakoKMHETHYHY aHATIM3H HA MOMYJAlUiITa, HAallpaBEeHH B Ipoy4BaHus (asa 3, e nsciensan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO MPHEMaHH JIEKAPCTBEHH MPOAYKTH MIPY MALUEHTH C ICOPHA3NC
(BKJIIOUUTENHO M Hapaneramo1, H0ynpodeH, aneTHICATUIINIOBA KUCEINHA, METQOPMUH,
aTOpBACTaTHH, JEBOTHPOKCHH) BbpXY (papMakoKknHeTHKaTa Ha ycTeknHyMab. He ca HabnronaBaHu
MIPU3HALIM Ha B3aUMOJIEIICTBHE C T€3W €THOBPEMEHHO MPUEMAHH JeKapCTBEHU NMPoIyKTH. OCHOBA Ha
TO3U aHanu3 € (pakThT, e Hail-manko 100 manuenTn (> 5% ot n3cnenBaHaTa MoMysamms) ca JeKyBaHH
€HOBPEMEHHO C TE3M JIEKAPCTBEHU MPOAYKTH Ipe3 noHe 90% oT meproaa Ha MpOyIBaHETO.
dapMaKkOKUHETHKATa HAa YCTEKMHYMAa0 HE Ce € MOBJIHSIA OT ChIIBTCTBAIIOTO MpHiIokeHue Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPUH U IEPOPATHA KOPTUKOCTEPOUAH IIPU MALMEHTH C
IICOPHATUYEH apTpHT, OosecT Ha Crohn Wi yNLEepo3eH KOIUT, WK OT MPEIIECTBAIA eKCIO3UIMS Ha
antu-TNFa cpencTsa, mpu MalMeHTH ¢ IICOpUaTudeH apTput wim 6onect Ha Crohn, uiu ot
MpeIIecTBalla eKCIO3UIMs Ha OMOJIOrUYHH JIEKapCTBEHH NponyKTH (T.e. aHTu-TNFa cpencrsa n/mnu
BeoNM3yMal) Mpyu MAMEHTH C yIEPO3eH KOIHUT.

PesynraTtute oT mpoydBaHe in vitro u oT npoyusaHe ¢a3a | Ipy yuyacTHUIM C aKTUBHA 0OJIECT HA

Crohn He npeamnonarat HEOOXOAUMOCT OT aJaNTHPaHe Ha J03aTa MPH NAMEeHTH, KOUTO MOTydaBatT
ennoBpemenHo CYP450 cyberpatu (Bk. Touka 5.2).
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Ipu nmpoy4BaHus PpH NCOPUA3HC HE Cca OICHABAHU 0€30I1aCHOCTTa U e(hUKACHOCTTA HA YCTEKUHYyMao
B KOMOMHAIMS C UMYHOCYIIPECOPH, BKJIIOYUTEITHO OMOJIOTHYHU cpeacTBa win pororepamnus. [Tpu
NPOYYBaHUS MPH NMCOPHATHUCH aPTPHUT, ChITBTCTBALIOTO NpHiiokeHnne Ha MTX He nmoBnusBa
Oe3omacHocTTa U ePUKACHOCTTA Ha ycTeknHyMal. B nmpoyuBanusta nmpu 6omnect Ha Crohn u
YJIIEPO3eH KOJIHT ChITBTCTBANIOTO MPHIOKEHHE HA UMYHOCYIPECOPH WIIN KOPTUKOCTEPOHIH
U3IJIeXK 1A HE TIOBJIMsIBa 0€30IaCHOCTTa WK e(hUKAaCHOCTTAa Ha yCTeKHHYyMa0. (BK. Touka 4.4).

4.6 @epTUIUTET, OPEMEHHOCT U KbpMeHe
Kenu c nerepojieH noTeHUHAN

JKenu ¢ neTepoieH moTeHnMaN TpsAOBa Ja U3MON3BAT €PEKTUBHA METOIU Ha KOHTPAIICTIIIHS 10 BpeMe
Ha JIeUeHUE U 10 15 ceaMuIn ciel JIeYEHHETO.

bpemennoct
IIpocieKTHBHM JaHHHU OT HETOJISIM OpO¥ Cilydar Ha OPEeMEHHOCT CJIe]T KCIIO3HUIINS Ha yCTEKUHyMab ¢

M3BECTEH M3XO0J, BKIIFOYNTETHO moBede oT 450 cimyvas Ha OpEMEHHOCT ¢ €KCITO3UIHS MTPEe3 MbPBUS
TPUMECTB], HE MOKA3BAT MOBUIIICH PUCK OT TOJIEMU BPOACHU Mai(opManuy Mpu HOBOPOJICHOTO.

[TpoyuBaHMATA TP KUBOTHH HE TIOKA3BAT MPEKH UK HETIPEKU BpeIHH ePEeKTH, CBbP3aHH C
OpEMEHHOCTTA, eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAXKAAHETO MM MTOCTHATATHOTO Pa3BUTHE (BXK.
Touka 5.3).

Hanununusat knuanyen onut odave e orpannueH. Karo npeamnasHa mMsipka € 3a IpeanoynTaHe aa ce
n30srea ynorpedara Ha yCTeKMHYMal 10 BpeMe Ha OpeMEeHHOCT.

Ycerekunymab mpeMuHaBa mpe3 IIAleHTaTa U ce OTKPUBA B CEpyMa Ha KbpMadeTa, POJICHU OT JKEHH,
JIEKyBaHU ¢ yCTeKHnHYyMal 1o Bpeme Ha OpeMeHHOCTTa. KIIMHUYHOTO BBh3/eiicTBIE Ha TO3U (akT HE €
W3BECTHO, HO PUCKBT OT MH(EKINS PU KbpMadeTa, C eKCIIO3UIUS Ha YCTEeKUHYMAaO in utero MOXe 1a
ObJle oBHUIIIeH ciiell paxaaneTo. He ce mpenopbuBa mpuiarane Ha *uBU BakcuHu (kato BLDK
BaKCHHA) TPU KbpPMaYeTa, C EKCIIO3UIN Ha yCTEKUHYMa0 in utero, B IPOABIDKEHUE Ha

JIBAaHAJIECET Mecella ClIe]] paXIaHeTO WK TOKATO CEpYMHHUTE HUBA HAa YCTEKHHYMa0 MpH KbPMadeTo
CIIaJHAT TI0]] HUBOTO Ha JETEKITHs (BX. Touku 4.4 u 4.5). Axo € HanmuIe KaTeropuvHa KIMHUYHA 10132
3a OTJICITHOTO KbpMaue, MOKE J1a C€ OOMUCIIHM MPUIaraHe Ha JKMBa BAKCHHA B IO-PAHEH MOMEHT, aKo
HE Ce OTKPUBAT CEpyMHH HHUBA Ha yCTEKHHYMa0.

Kospmene
OrpaHuveHH JaHHU, yOJUKYBaHH B JIUTEPATypaTa, MOKa3Bar, 4¢ yCTEeKHHyMal ce eKCKpeTupa B

YOBeIIKaTa KbpMa B MHOTO MaJIKH KosmdecTBa. He e u3BecTHO nanu yctekuHymab ce abcopOupa
CHCTEMHO cieq noribiane. [lopaan noreHnmana 3a nposiBa Ha HeXKeJIaH! JIEKAaPCTBEHU PEaKINH KbM
yCTeKHHyMab Npu KbpMaueTaTa, TpsiOBa Jja ce B3eMe PelIeHUE Jai Jia Ce MPEYCTaHOBU KbPMEHETO
[0 BpeMe Ha JIeYeHHUe U 10 15 ceamunu cies JISYeHHEeTO, WK J1a ce PEyCTAaHOBH TEPAIHsITa C
YCTeKHHYMa0, KaTo ce B3eMaT IIPEABH MOI3aTa OT KbPMEHETO 3a JIETETO U I10J13aTa OT TeParusiTa C
YCTEeKHHYMab 3a KeHara.

depTunurer
EdekrnT Ha ycTeknHyMa0 BbpXy QepTHIUTETA IIPU X0pa HE € OLICHEH (BXK. Touka 5.3).

4.7 EdexTn BbpXy criocod0HOCTTA 32 WoupaHe U padoTa ¢ MAIINHA

YcTreknHyMal He MOBIMSBA WK MOBJIHsIBAa MPEeHEOPEKUMO crtocoOHOCTTa 3a modupane u pabdora ¢
MAIlHH.

4.8 Hexenanu JekapcTBEHH peakKIUU
O606uienne Ha npoduna Ha Ge30MacHOCT

Haii-uectute HexxenmaHu JIEKapCTBEHU peaknuu (> 5%) B KOHTPOIHpPAHUTE IEPUOAN OT KITUHHIHUTE
MPOYYBaHUS MPU BH3PACTHU C IICOPUA3UC, ICOPUATHYCH apTpuT, OostecT Ha Crohn 1 ynIiepo3eH KOIUT
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C yCTeKHMHYMa0 ca Ha30(apuHTUT U riaBodosne. [ToBeyeTo OT TAX ce CUUTAT 3a JICKH U He HajaraT
IpEeKbCBaHE Ha MPOYYBAHOTO JieueHne. Hali-ceprno3Hara HexenaHa JIeKapCTBEHa PeakIys, KOsTo €
cboOIIaBaHa 3a YCTEKHHYMa0, € CepuO3Ha peakiys Ha CBPbXUyBCTBUTEIHOCT, BKIIOUUTEIHO
aHadunakcus (Bx. Touka 4.4). O6uwmsT npoduin Ha 6€30MacCHOCT € MoA00eH MPH NAUEHTH C
IICOpHA3HC, ICOpPUATHYCH apTpHT, 6oaecT Ha Crohn n ynrepo3eH KOJuT.

TabauueH CIUCHK HA HEXKEITAHUTE PCAKIINN

JanHuTe 3a 6€30MacHOCT, IPEAOCTaBEHH 10-10J1y, Ca [OJIYUYEeHHU Clie]l eKCIIO3ULMA Ha yCTeKUnHYyMa0
1pu Bb3pacTHH B 14 nipoyuBanus daza 2 u daza 3 npu 6 710 nanuentu (4 135 ¢ ncopuasuc u/wim
nicopuaTHyeH apTpuT, 1 749 ¢ 6onect Ha Crohn u 826 manueHTH ¢ ynuepo3eH kouuT). ToBa BKIIIOUBa
€KCIO3ULHUS HA YCTEKMHYMa0 B KOHTPOJIMPAHUTE U HEKOHTPOJIUPAHUTE IEPUOJH HA KITUHUYHHUTE
HPOYYBAHUS IIPHU MAIUEHTH C IICOPHA3NC, ICOPHATHYCH apTPpHT, OosecT Ha Crohn mim ynreposeH
KOJINT B IPOABJDKEHUE HA Hail-Manko 6 mecena (4 577 manueHTH) win moue 1 roguHa

(3 648 manuentn). 2 194 nauuenTy c ncopuasuc, 6oxect Ha Crohn nim ynaepo3eH KOJIHT ca ¢
EKCITO3UIIHS 3a MOHE 4 roauHu, 1okaTo 1 148 mamuedTu ¢ ncopuasuc mim 6osect Ha Crohn ca ¢

€KCIIO3UIINS 3a IIOHE S5 TOJUHU.

B tabinuiia 3 € mokazaH CIUCHK ¢ H&KEIAHUTE JICKAPCTBCHH PEAKIMK OT KIIMHUYHHU MPOYYBAHMS ITPH
BB3PACTHHU C TICOPHA3KC, TICOPHATHYCH apTPUT, 00jiecT Ha Crohn H ¢ yJIepo3eH KOJUT, KakKTo U
HEeKEIIaHUTE PEeaKIMH OT MMOCTMAPKETHHIOBaTa yroTpeba. Hexxenanure peaknuu ca KiacupUITpaHu
0 CHCTEMO-OpPTaHHU KJIACOBE W YECTOTA ChITIACHO CIIeHAaTa KOHBeHIMs: MHoro uectu (> 1/10),
Yecru (> 1/100 no < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaku (= 1/10 000 mo < 1/1 000), Muoro
peaxu (< 1/10 000), ¢ Hew3BeCcTHA YecTOTa (OT HATMYHHUTE TaHHU HE MOXKe 1a ObJle HarpaBeHa
orieHka). [Ipu BCSIKO rpynupaHe B 3aBUCUMOCT OT YECTOTATa HEXKENIAHUTE JICKAPCTBCHH PEaKIUK Ce
U30pOsABAT B HU3XOAI Pl IO OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Tabanna 3 CnucChbK HA HEXKeJIaHW PeaKIuu

Cl/ICTeMO-OpFaHHI/l
KJIaCOB¢E

Yecrora: Hexxeranu peakuuu

Undexnyun u nndecranun

UYectu: uHGpEKIUS HA TOPHATE AUXATECITHH ITHTUINA, Ha30()apUHTUT,
CUHY3HT

Hedectn: nenynur, neHTaaHy HHQEKINU, Xepriec 30cTep, HHPEKIHS
Ha JIOJIHUTE TUXATCITHH IHTUIA, BUPYCHU MH(EKITNHN HA TOPHUTE
JUXaTEHU THTHUIIA, ByJIBOBarMHATHA MUKOTHYHA HH(DEKIIHS

Hapyuienust Ha ”MyHHaTa
cucreMa

HedecTn: peakiiuy Ha CBPbXUyBCTBUTEITHOCT (BKIFOUUTEITHO OOPHB,
ypTHUKapus)

Penxu: ceprno3Hn peakiuy Ha CBPbXYyBCTBUTEITHOCT (BKITFOUUTEITHO
aHa(pUIIAKCHsI, aHTHOEIEM )

[cuxuunu HapyIIeHUs

Heuectu: nenpecus

Hapyuienust Ha HepBHATa
cucreMa

YecTu: 3aMaiiBaHe, I1aBoooIne
Heuectu: nunieBa napanmza

PecniupatopHu, rpbaHu U
MeANacTUHATHA
HapyILIEHUS

YecTu: opodapunreansa 6oyka

HeuecTu: Ha3aiHa KOHT€CTHS

Penxu: aneprudeH anBeonuT, €O3MHO(PUITHA TTHEBMOHUS
MHoro penku: opraHu3upaIia MHeBMOHUS ™

CromamHo-4peBHI
HapyLIeHUs

Yectu: Auapus, raJicHE, IMOBPHIIAHC
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Hapymenus Ha xoxaTa u Yectn: cppbex

HOJIKOKHATA ThKaH Heuectu: myctynoseH ncopuasuc, eKconnamnus Ha KoKaTa, akKHe
Penxu: exchonmatuBeH qepMaTuT, XUIIEPCEH3UTUBEH BACKYJIUT
MHoro penku: 0yi03eH neM(pUrona, KOxKeH JIyIyC epUTeMaTo1eC

Hapymenns Ha myckynHo-  Yectu: 601KH B rbpOa, MUAITHS, apTPAIITHS

CKEJICTHATa CHCTEMA U MHoOr0 peiKu: TyIyc-1mo100eH CHHIPOM

ChCIMHUTEIHATA ThKaH

OO0mmu HapyIICHHS | UecTu: ymopa, epuTemMa Ha MSICTOTO Ha HHXKEKTHpaHe, 00IKa Ha
e(eKTH Ha MSCTOTO Ha MSICTOTO Ha UHXKEKTHpaHe

MIPUIIOKEHUE Hedectu: peakiuu Ha MSICTOTO Ha MHXKEKTHPaHE (BKIIOYUTEITHO

KPBBOM3IIB, XeMaTOM, BTBBP/ISBAHE, TOJAYBAaHE U ChPOEIK), aCTEHUS

*  Bwxte Touka 4.4, CHCTEMHH U pECIUPATOPHHU PEAKLUHU HA CBPbXUYBCTBUTEIHOCT.

Onwucanne Ha U30paHU HEXKETAHU JICKAPCTBCHU PEaKINy

Undexnmu

B nunanie60-KoHTpoIMpaHy Npoy4YBaHUs IPU MALUEHTH ¢ IICOPUA3UC, ICOPUATHUYECH apTPUT, OOJIECT Ha
Crohn u ¢ ynuepo3eH KOJIHUT NPOUEHTHT Ha MHPEKIUHUTE UK CEPUO3HUTE HHPEKIMU € CXOACH NPH
NalUeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuiane0o. B mnane6o-KoHTpomupaHus
HEepHOJI Ha Te3W KIMHUYHH NPOyYBaHUS YyecToTaTa Ha nHdpeknuure e 1,36 3a manueHToroanHa
npocieasBaHe IPH MalUeHTH, JICKYBaHH C yCTeKHMHYMa0, u 1,34 — npu manuenTH, JeKyBaHu ¢
wiane6o. [losBunute ce ceprosnu undeknuu ca ¢ yecrora ot 0,03 3a maMEHTOroAMHA IpOCeIsIBaHe
MIPH MAIMEHTH, JIeKyBaHU ¢ ycrekuayma0 (30 ceproznn napekun 3a 930 manueHToroJuHu
npocnensasane), u 0,03 — npu HanKMeHTy, JIeKyBaHH ¢ 1iane0o (15 cepro3nn HHPEKIUH 3a

434 manMeHTOroAWHM mpocieasBane) (Bx. Touka 4.4).

B xoHTponHMpaHuTe U HEKOHTPOJIHUPAHUTE IEPHUOIN Ha KIIMHUYHUTE MPOYIBAHUS MTPU TICOPUA3HC,
NICOpPUATHYEH apTPUT, 6osecT Ha Crohn M yJIepo3eH KOJIHT, MPeICTaBIIsIBALIT

15 227 manueHTOoroqMHU eKCIIO3ULKUs ¢ ycTeKuHyMal npu 6 710 manueHTH, MeIuaHaTa Ha BpeMeTo Ha
npocnensBane € 1,2 rogunu; 1,7 roquHy 3a Npoy4BaHUATa IpU nicopuasuc, 0,6 ToauH 3a
npoyuBanusTa npu 6onect Ha Crohn u 2,3 rouHY 32 MPOYYBAHMSATA C YIIIEPO3EH KOIHT. [IpOIeHTHT
Ha nuHdeknuute e 0,85 3a manMeHToroAnHa NpocieAsBaHe MPH NAlMEHTH, JIEKYBaHHU C yCTEKUHyMao, a
NPOIIEHTHT Ha CepUO3HNTE MHPEKIMU NpH TsX € 0,02 3a manueHToroIuHa mpociesaBaHe

(289 ceproznm nHpekHN 32 15 227 NanMeHTOroJUHA POCye/IBaHe) U ca TOKIaIBaH! CEPUO3HH
MH(EKINH, BKIIFOYUTEIHO THEBMOHHS, aHAJIEH a0cIec, LeTyJIuT, AMBEPTUKYIIUT, TACTPOSHTEPUT U
BUPYCHU MH()EKLIUH.

B MNPOBCACHU KIIMHUYHU IIPOYUBAHUS ITAOUCHTHU C JIATCHTHA Ty6epKyJ103a, KOMTO ca Ouu
€OAHOBPEMEHHO JICKYBaHU C U30HUA3U [, HE Ca pa3BUJIU TY6€pKYJ'I038..

3nokayecTBEHH 3a00IsIBAHUS

B mnare0o-koHTpoMpanus MEPUO Ha KITHHUYHH MTPOYYBaHUS TIPU TICOPHA3ZKC, ICOPUATUYCH apTPUT,
6onect Ha Crohn 1 yJmepo3eH KOJIUT YeCTOTaTa Ha 3I0KaueCTBEHUTE 3a00IBaHus, C H3KJIIOYCHHE Ha
HEMEJIaHOMEH pak Ha Koxata, ¢ 0,11 3a 100 marueHToroquHu IpocieasBaHe Py TaIlUeHTH,
JieKyBaHH ¢ ycTekruHyma0 (1 manueHT 3a 929 manmentoroguau npocienassane) B cpasuenue ¢ 0,23
MIPH MAIUCHTHUTE, JISKyBaHU ¢ Tuiane6o (1 mamueHT 3a 434 nanueHTOroIMHY MPOCeIIBaHe).
YecTrorara Ha HEMeTaHOMEH pak Ha kokara € 0,43 3a 100 manueHTOToAMHY MPOCIICIIBaHE 3a
MAIUEHTUTE, JIKYBAHH ¢ YCTeKUHYyMa0 (4 manuenTr 3a 929 nanyueHTOroANHY MPOCIICsIBaHEe) B
cpasaenue ¢ 0,46 npu MmanueHTHTe, JISKyBaHH ¢ Tuiane6o (2 naruenTy 3a 433 nanueHToroIMHU
MIPOCIEISIBAHE).

B xoHTponMpaHuTe U HEKOHTPOJIUPAHUTE TIEPUOAN HA KIMHUYHUTE NPOYUBAHUS IPU TICOPUA3HC,
TICOpUATHYEH apTpuT, OonectT Ha Crohn M yNIepo3eH KOJIHT, PEACTaABIBAIIN

15 205 marnueHToroAnHu eKCIO3ULMs ¢ YCTeKuHyMao mpu 6 710 manueHTH, Mejuanata Ha BpEMeTO Ha
npocnensBane € 1,2 roguna; 1,7 roqMHu 3a Mpoy4YBaHUATA OpHU rcopuasuc, 0,6 ronuHu 3a
npoyuBaHusTa npu Oonect Ha Crohn u 2,3 roauHY 3a MPOyYBaHUATA C YIIEPO3ECH KOINUT.
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3nmokayecTBEeHH 3a00IIBaHNA, C M3KIIOYEHNE Ha HEMEJIAHOMEH paK Ha KoXKaTa, ca JOKJIaJABaHH MPH

76 manmenTy 3a 15 205 mammmenToroauan Ha nipociensBade (dectora oT 0,50 Ha 100 manmueHTOTOAMHI
Ha TPOCIIe/AsIBAHE MTPH MAIUCHTH JICKYBaHU C YCTeKUHyMa0). Te3u ciayyan Ha 3710KaYeCTBCHH
3a00JIBaHYs1, CHOOIICHHY TIPH MAIUSHTH, JICKYBaHU C YCTEKUHYMa0, ca CpPaBHUMHU C OUYAKBAHUTE
cirydau B oOmiara momynamus (ctanaapTusupan KoedumreHT Ha yectota = 0,94 [95% noepurenen
uaTepsar: 0,73, 1,18], kopurupas 3a BB3pacT, 1o u paca). Hali-uecto HaOmIo1aBaHuTe
3JI0KAYE€CTBEHU 3a00JISIBAaHUS, PA3IMYHA OT HEMEIAHOMHUS KapIIMHOM Ha KOXarta, ca KapIIMHOM Ha
mpocTarara, MeJIaHOM, KOJIOPEKTAIEH KapIIMHOM M KapIIMHOM Ha rbpAara. CirydanTe Ha HEMEITaHOMEH
KapuuHOM Ha Kokarta ca 0,46 Ha 100 marueHTorofMHN Ha IPOCieasBaHe TIPH MAIUEHTH, JICKYBaHH C
ycreknHyMab (69 maumenTu 3a 15 165 nanueHToronuuu Ha mpocieassane). CbOTHOILIEHHETO Ha
NanyueHTH ¢ 0a3ajieH CIpsIMO CKBAMO3HOKJIEThUEH KaplIMHOM Ha Koxkata (3:1) e cpaBHUMO Cbhe
CHOTHOIIICHUETO B 0011aTa momyiamus (BX. Touka 4.4).

Peakiiuy Ha CBPbXYYBCTBUTEIHOCT U PEAKIMH KbM HH(Y3HUATA

B npoyuBanusTa ¢ MHTpaBeHO3HA HHAYKIMSA TpH O6osect Ha Crohn u ymepo3eH KOIuT He ce
cboOIaBaT ChONTHS Ha aHAQHUIAKCUS WIN JIPYTH CEPHO3HM PEaKkIny KbM HH(]Yy3HUATa ClIea eANHUIHA
MHTpaBeHO3Ha 703a. B Te3u npoyuBanus 2,2% ot 785 nmauueHTy, JeKyBaHu ¢ manebo, u 1,9% ot
790 marnmeHTH, JeKyBaHH C MPENOPBUYNTETHATA 1033 YCTEKUHYMa0, ChoOIIaBaT HeXKeIaH! ChOUTHS,
BB3HUKHAJIM 110 BpEME Ha WM B pAaMKHTE Ha euH 4ac oT uH(y3usaTa. [To Bpeme Ha
MOCTMAapKETHHIOBOTO HAOJIIOIEHHE Ce ChOOIaBaT CEpHO3HHU PEaKIMU, CBbP3aHu ¢ UHPY3usITa,
BKJIIOUMTENIHO aHA()MIIAKTUYHU peakuy KbM HHQY3usTa (BK. Touka 4.4).

THeouampuuna nonynayus

[lenquatpuyHy nanveHTH Ha 6 TOAUHY U NO-TOJIEMH C IJIAKOB IICOpPHA3HC

besomacHocTTa Ha ycTeknHyMal e mpoydeHa B IBe MpoyyBaHus ¢a3a 3 mpu neauaTpUIHU MallueHTH C
YMEpEH JI0 TeXbK ITakoB ricopuaszuc. [IspBoTo mpoyuBane e mpu 110 manueHTH Ha BH3pacT ot 12 110
17 roauHy, IeKyBaHU B IPOABIDKEHNE Ha 60 ceqMHIIM, a BTOPOTO IPOYUYBaAHE € MpH 44 nmalyeHTy Ha
BB3pacT oT 6 10 11 rogunu, 1eKyBaHU B MpOIbJDKEHUE Ha 56 cenmunu. Karo usio crobimenure
HEXXEeJNaHU ChOUTHS B TE3H JBE MPOYYBAHUS C JAHHU 3a Oe30MacHOCT 10 1 roguHa ca moJjo0Hu Ha
Te3H, HAOJI01aBaH! B MPEAMIIIHU IPOYYBAHUS [IPU BB3PACTHU C IUIAKOB IICOPHA3HC.

THeouampuunu nayuenmu ¢ meano nati-manxo 40 kg ¢ 6onecm na Crohn

be3zonacHocTTa Ha ycTeknHyMab e mpoydeHa B eHO npoyuBaHe (aza 1 u egHo npoyuBane ¢asza 3 npu
HeIaTPUYHH NalMEeHTH C yMepeHa 10 TeKKa akTuBHa Oosect Ha Crohn choTBeTHO 10 ceamuna 240 u
cenmuta 52. Karo 1msuto npodurbT Ha Ge30macHOCT B Ta3u KoxopTa (n = 71) e mogoOeH Ha To3u,
HaOJII0/1aBaH B MPEIHUIIHU TPOYYBaHUs P Bb3pacTHH ¢ Oonectta Ha Crohn.

Cro0IaBaHe Ha MOJIO3MPAHU HEWKEIIAHH PEAKITUK

Cro0ImaBaHeTo Ha IMOIO3MPAHN HEKEJIaHH PEaKIIMU ciie]] pa3pelaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
MPOAYKT € BakKHO. ToBa MM03BOJIsIBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCcTBEHUS NPOoAyKT. OT MEIUIIMHCKUTE CIICIUAINCTH CE N3MCKBA J]a ChOOIIaBaT BCAKA
M0JI03UPaHa HeXellaHa Peakiusl uype3 HallMOHAIHA CHCTeMa 3a ChOOIaBaHe, TIOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane
Enuanann no3u 1o 6 mg/kg ca mpunaraHu HHTPaBEHO3HO B KIIMHUYHU NIPOYYBaHUs 0e3
OorpaHHMYaBalla J03aTa TOKCHYHOCT. B ciyyail Ha pefo3upaHe ce npernopbyuBa MAIMEHTUTE J1a Ce

Ha6JIIO,Z[aBaT 3a IpyU3Haly Wik CUMIITOMHA Ha HEXKEIIaHU peaKIU 1 He3a0aBHO ha C€ IMPUI0KH
noAXOoOAII10 CUMIITOMATUYHO JICUCHUC.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoguHAMHYHH CBOMCTBA
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dapmakoTepareBTiHuHa Tpyna: UMyHocynpecopu, nHXuOouTopu Ha nHTepieBkuHa, ATC kox:
L0O4ACO05

Pyzchiva e 6uonogoben nexapcteen nponykt. Ilogpobna undopmanms e npenocraBena Ha yeOcaita
Ha EBporieiickaTa areHIys o Jiekapcraara https://www.ema.europa.eu.

MexaHHU3bM Ha JICHCTBUE

Yerekuaymad e uisnio 9oBemko [gG 1k MOHOKIIOHATHO aHTHUTSIIO, KOETO CE CBHP3Ba ChC
crienmu(UIHOCT KbM 00IIIaTa MpoTenHoBa cyoeauauiia p40 Ha YOBEIIKUTE IUTOKWHA WHTEPIICBKUH
(IL)-12 u IL-23. Ycrexkunymab notucka OnoakTuBHOCTTa Ha yoBemkute IL-12 u IL-23, karo
npenoTBpaTsiBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 penenTopen npoTenH, pa3noioXeH Ha MOBBPXHOCTTA
Ha UIMYHHHUTE KJICTKH. Y CTEKHHYMa0 He Moke Ja ce cBbpike ¢ IL-12 mu ¢ I1L-23, kouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no kieTbyHaTa MOBEPXHOCT. CIEI0BATEIHO € MAJIKO BEPOSATHO
yCTeKHHYMab Ja yyacTBa B KOMIUIEMEHT- WM aHTUTSIIO-MeIMMpaHaTa MUTOTOKCUYHOCT Ha KJIETKUTE
¢ penenitopu 3a IL-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoAuMepHU IUTOKHHU, CEKPETHPAHH OT
AKTUBUPAHH aHTUTEH-TIPEJICTABAIIN KIJIETKH, HAIIpUMep Makpodaru U IEHIPUTHH KJICTKU U JiBaTa
LUTOKWHA y4acTBaT B UMyHHUTE QyHKuuY; 1L-12 ctumynupa ecrectBenute kiuetku youiinu (NK) n
npeau3BukBa nudepennuanuiaTa Ha CD4 + T kierkure koM T 1 xenmnepen (Thl) ¢penorun, 1L-23
unnynupa et Ha T 17 xennepute (Th17). AGHopmHara perynanust Ha [L-12 u [L-23 obaue ce
CBBbP3Ba C UMYHHOMEAWUPAHH 3200 sIBAHUS KaTO IICOPHA3HC, IICOPHATUYEH apTpuT, OonecT Ha Crohn.

Upes cBbp3Bane Ha obmiara cybennamna p40 Ha [L-12 u [L-23 ycTekuaymMal MoXe J1a OKa3Ba CBOUTE
KIMHUYHY e(eKTH IpH IICOPHA3HC, IICOPHATUIEH apTpHT, OonecT Ha Crohn upe3 nmpekbcBaHe Ha
nprumara Ha Th1l 1 Th17 nuTokMHM, KOUTO ca B OCHOBAaTa Ha MATOJIOTUATA Ha TE3H 3200 sIBaHUS.

[Tpu naruentu ¢ 6onect Ha Crohn Jie4eHUETO ¢ YCTEKUHYMAO BOJIH JI0 HAMAJICHUE Ha
BB3MATUTEITHUTE MapKepH, BKIFoUnTeNHO C-peaktuBeH nporenH (CRP) u dekanen kanmpoTeKTHH 110
BpeMe Ha WHAYKIMOHHATA (a3a, KOETO CJIe] TOBa Ce MOIbprKa Mpe3 Iisuiata noaubpxkama daza. CRP
€ OLICHEH I10 BpeMe Ha MPOIB/DKCHUETO Ha IPOYYBAHETO M HAMAJICHUSATA, HA0JII0ITaBaHU 110 BpeMe Ha
noaabppxkamara (pasa, 0OONKHOBEHO ce 3ama3BaT 110 252 ceaMuria.

HUmynuzanumn
ITo Bpeme Ha TBATOCPOYHOTO MPOABIKEHUE Ha MpoyuBaHe npu ricopuasuc 2 (PHOENIX 2),

BB3PACTHUTE TIAIIUCHTH, JICKYBaHU C YCTCKHHYMa0 3a Hal-MaJiko 3,5 TOJUHM, ca JJAIA aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH ITOJIM3aXapHUIHU BAKCUHH U BAKCHHU CPEIy TETaHYC, CXOIHU C Te3U IpHU
KOHTPOJIHATA TPpyIa MalueHTH, IOIy4YaBalld HECHCTEMHO JeueHre Ha Ticoprasuc. CXoJieH MPOIEHT OT
BB3pPACTHUTE TAIIUCHTH, JICKYBaHU C YCTEKHHYMa0 M TE3W B KOHTPOJHATA TPYIIa, Ca Pa3BUIH 3al[UTHH
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTCTAHUYHU aHTHUTENA, U TUTPUTE HA aHTUTEJIaTa UM Ca CXOJIHHU.

Kinnanuna edpukacHocT

[InakoB nicoprasuc (Bb3pacTHY NAITUEHTH)

Bbe3omacHocTTa 1 ehMKacHOCTTa HAa YCTEKHMHYMa0 ca oreHeHH rpu 1 996 manueHTH B

JIBE paHJOMU3HUPaHH, JBOWHO-CIICTIH, TIIANe00 KOHTPOIMPAHU MPOYYBAHUS IPH MAIIMEHTH C YMEPEH
JI0 TEXbK IJIAKOB IICOPUA3NC, KAaHAWAATH 32 (POTOTepanus uiu cucreMHa tepanus. OCBeH TOBa B €THO
paHIOMHU3UPAHO, aKTHBHO KOHTPOIHMPAHO MPOYYBAHE ChC 3aCIJICTIEH OIEHUTEN € CPABHEHO IEHCTBHETO
Ha YCTEKWHYMa0 ¥ €TaHEePIENT MPY MAIUEHTH C YMEPEH J0 TEXKBK IUIAKOB IICOPUA3UC, KOUTO HE ca Ce
TIOBIIMSUIH, TIPOSIBUIIA Ca HEMIOHOCUMOCT WJIHM Ca MMaJi IPOTUBOINOKAa3aHue KbM IuKiocnopus, MTX
i [TYBA Tepamus.

B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenu 766 nauuentn. 53% ot TsX He ca ce
TIOBIIHSUITH, TIPOSIBUJIM Ca HETIOHOCHMOCT MJIA Ca MMaJIi IPOTHUBOIIOKAa3aHUE KbM JIpyTra CHCTEMHA
tepanusl. [lanmeHTrTe, paHIOMH3UPAHN 32 JIeYEHHE C YCTEKHHYMa0, ca PUeNr 1031 OT 45 mg win
90 mg B cenmunu 0 1 4 1 ca NPOABILKWIM Ja MPUEMAT ChIllaTa J03a Ha BCEKU 12 ceaAMUIIN.
[anuenTuTe, paHIOMU3UPAHH 32 JIedeHue ¢ mane6o B ceqmunu 0 1 4, ca MpeMUHAIH KbM JICUECHHE C
ycreknayMab (45 mg uinu 90 mg) B ceaqmunu 12 u 16, cien KoeTo ca MpoABIDKUIN J]a TpHeMaT
chIlaTa 103a Ha BcekH 12 cenmuiy. [lanmeHTH, MbpBOHAYAIHO PAaHAOMHU3UPAHU 32 JICUEHHE C
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YCTeKHHYMa0, KOUTO ca JOCTUTHAJIM HUBO Ha MOBJIMSABaHE 75 MO MHJEKCA 3a TUIONI Ha 3acsiraHe u
TexecT Ha nicopuasuc (Psoriasis Area and Severity Index, PASI) (mogo6penwne mo PASI ot MuanMym
75% B cpaBHEHHE C U3XOJHUTE CTOMHOCTH) B ceamuuu 28 u 40, ca TOBTOPHO paHIOMHU3UPAHU 3a
JICYCHHUE C YCTEKUHYMa0 Ha BCEKU 12 ceMUIM Wi ¢ 1aredo (T.e. OTTErIITHE OT TepamusTa).
[TanueHTHTE, TOBTOPHO PaHIOMHM3UPAHU 3a JIeUeHUE ¢ I1anebo B ceamuia 40, ca Bb300HOBHIIN
TepanusTa ¢ ycTeKnHyMa0 B MbpBOHAYAIIHATA CH CXE€Ma Ha JIO3UpaHe, clie]l KaTo MoJ00PEHUETO UM TI0
PASI B cenmuna 40 e nHamansino ¢ MuHUMYM 50%. Becnuku manueHT ca npociieieH 3a IEPUO 10

76 cenMuIy e MbPBOTO MPUIIOKEHNE HA U3CIIEBAHOTO JICUEHHE.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca onenenu 1 230 nanuentu. 61% ot T1x He ca ce
MOBJIUSUIH, MPOSIBUJIM Ca HETIOHOCUMOCT WJIM Ca UMaJlid MPOTUBONOKAa3aHUE KbM Jpyra CUCTEMHA
Tepanus. [lanMeHTUTe, paHIOMU3MPAHH 3a JICYCHUE ¢ YCTEKHMHYMa0, ca MPHUEIH 1034 OT 45 mg Wiu
90 mg B cenmunu 0 u 4, mociaeABaHU OT AOMBIHUTENHA A03a B cenmuua 16. [lanuenture,
paHIOMU3MpaHH 3a JiedeHue ¢ Tanedo B ceqmuiiy 0 u 4, ca mpeMUHAIN KbM JISYEHUE C YCTEKHHYMa0
(45 mg nm 90 mg) B cenmunu 12 u 16. Bcnuku nmanueHTy ca IpoCieIeHN 3a MEPUO 10 52 CeaMUIu
CJIe/ TEPBOTO MPIJIOKCHHUE HA U3CIICABAHOTO JICUCHUE.

B npoyusane npu nicopuasuc 3 (ACCEPT) ca onenenn 903 nanueHTH ¢ yMepeH J0 TeXbK MCOpHa3uC,
KOHUTO HE ca Ce MOBJIHIIHN, IPOSBUIIN ca HEMOHOCUMOCT WJIHM Ca MMaJli IPOTUBOIIOKAa3aHUE KbM JIpyTra
cucremHa Tepanusi. CpaBHeHa € e()UKaCHOCTTA Ha YCTEKMHYMal C Ta3u HA €TaHEPLENT U € OLICHEHa
Oe3omacHOCTTa Ha YCTeKMHYMa0 1 eranepuent. 1o Bpeme Ha 12-ceqMuyHaTa akTUBHO KOHTPOJIPaHa
YacT OT NMPOYYBAHETO MAI[MEHTUTE ca paHIOMM3UpAHU Ja Mpuemat ertaHepuent (50 mg 18a NbTH
CeAMHUYHO), ycTeKuHyMao 45 mg B cenmuiy 0 u 4 wm ycreknaymad 90 mg B ceamunu O u 4.

N3xoaHNTE XapaKTepUCTUKHU Ha 3a00JIIBAHETO Ca MPUHIIUITHO MTOCIIEI0BATEIHN BbB BCHUKU TPYIH Ha
JiedeHue B poydBaHe mpu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHo HUBO oT 17 10 18,
¢ MeJraHa Ha TesecHa MoBbpxHOCT (BSA) Ha m3xomHo HHBO > 20 U ¢ MeIMaHa Ha AepPMATOIOTHYEH
WHJIEKC 3a KadecTBO Ha uBOT (Dermatology Life Quality Index, DLQI) B rpanumure ot 10 mo 12.
binzo enna Tpeta (mpoyuBaHe MpH rncopuasuc 1) u eHa 4eTBBPT (MPOyUBaHE MPHU IICOPHA3UC 2) OT
nmanueHTuTe uMat ncopuarnder aptput (PsA). [logoOra Texxect Ha 3a00IBaHETO ce HaOIO/1aBa U
IIpY OpOYyYBaHE MPHU ICOpHUA3Uc 3.

[IspBUYHATA KpaliHa TOYKA B TE€3U MPOYYBAHUS € ChOTHOIIICHUETO HA MAI[UCHTUTE, IOCTUTHATTN HUBO
Ha noBiusiBaHe 1o PASI 75 cipsmo n3xomHnTE CTOMHOCTH B ceamuma 12 (Bxk. Tadnuu 4 u 5).

Ta6anna 4: O0001meHne Ha KJIMHUYHOTO NMOBJIUSIBaAHE B IPOYYBaHe NpHu ncopuasuc 1
(PHOENIX 1) u npoyuBane npu ncopuasuc 2 (PHOENIX 2)

Cenmuna 12 Cenmurna 28
2 nosu (ceamuna 0 u ceamua 4) 3 mo3u (ceamura 0,
ceamuna 4 u ceamura 16)
[Tnare6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBaHne npu
ncopuasuc 1
bpoii
PpaHAOMU3HpPAHH 255 255 256 250 243
MAIMCHTH

TloBamsBane mo

0, 0 a 0 a V) 0,
PASI 50. 6p. (%) 26 (10%) | 213 (84%)° | 220 (86%) | 228 (91%) | 234 (96%)

TToBnusaBane mo

(V) 0 a 0 a 0 0
PASL 75, 6p. (%) 8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) | 191 (79%)

TloBamsBane mo

0, V) a 0 a 0 0,
PASI 90, 6p. (%) 5 (2%) 106 (42%)* | 94 (37%) 123 (49%) | 135 (56%)

OOJI% 3a u3uncrenu
win uemvanam, Op. | 10 (4%) | 151 (59%)° | 156 (61%)° | 146 (58%) | 160 (66%)
(%)

Bpoit nanuentu

<100 ke 166 168 164 164 153
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TToBnusaBane mo
PASI 75, op. (%)

6 (4%)

124 (74%)

107 (65%)

130 (79%)

124 (81%)

bpoii maruenTn
> 100 kg

89

87

92

86

90

TToBausaBane mo
PASI 75, 6p. (%)

2 (2%)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyuBaHe npu
ncopuasuc 2

Bbpoii
paHIOMU3UPAHU
MAalKUCHTU

410

409

411

397

400

TToBausaBane mo
PASI 50, 6p. (%)

41 (10%)

342 (84%)*

367 (89%)°

369 (93%)

380 (95%)

TloBamsBane mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)®

311 (76%)°

276 (70%)

314 (79%)

TToBausaBane mo
PASI 90, 6p. (%)

3 (1%)

173 (42%)°

209 (51%)*

178 (45%)

217 (54%)

OOJI° 3a u3uncTeHn

(%)

WJIM MUHUMAIHH, Op.

18(4%)

277 (68%)°

300 (73%)°

241 (61%)

279 (70%)

bpoii maruenTu
<100 kg

290

297

289

287

280

TToBausaBane mo
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

bpoii maruenTu
> 100 kg

120

112

121

110

119

TToBausaBane mo
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%)

88 (74%)

p <0,001 3a ycrekunymab 45 mg unu 90 mg B cpaBHeHue ¢ miarebdo (PBO)

6

OOJI = O6ma oreHKa Ha JIeKapst

Ta6auna 5: Ogo6menne Ha KIMHUYHOTO NMOBJIUSBAHE B MPOy4YBaHe NMPH ncopuasuc 3

(ACCEPT) na cexmuna 12

(%)

IIpoyuBaHe npu ncopuasuc 3
Eranepuent Ycrekunymab
24 no3u 2 no3u (ceammuria 0 u cenmuna 4)
(50 mg nBa mpTH 45 mg 90 mg
CEJMHMYHO)
Bbpoit panmoMu3npaHn MaMEHTH 347 209 347
[MoBnusBane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[MoBnusBane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)*
[TosnmusBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a U3YUCTEHN WIIH o o0/a o/ \a
MuHEMATH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii narmentu < 100 kg 251 151 244
(r(f/";““’ma“e no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
0
bpoii narmentn > 100 kg 96 58 103
IToBmusBane mo PASI 75, Op. 43 (45%) 32 (55%) 67 (65%)

p < 0,001 3a ycrexkuayma6 45 mg mmm 90 mg B CpaBHCHHUE C €TAHEPLIENT.

§

p = 0,012 3a ycTrekunymab 45 mg B cpaBHCHHE C €TaHEPLEIT.

B npoyusane npu ncopuasuc 1 nogaspxkaneto Ha PASI 75 € 3HaunTeTIHO MO-BUCOKO MPH
MPOAB/LKUTEIIHO JICYCHHE, B CPAaBHEHHE C TOBA IpH OTTeriIsAHe oT JiedeHueTo (p < 0,001). [TomoOHu

35




pe3ynTaTu ce HaOIroaBat mpy Beska fo3a yerekuaymad. Ha 1% roguna (cenmuna 52) 89% ot
MAIIEHTUTE, TIOBTOPHO PaHIOMHU3HMPAHH 32 MTOIIHPIKAIIO JIedeHHe, ca ce moBmmsuty o PASI 75, B
cpaBHeHHE ¢ 63% OT MaMeHTUTE, TOBTOPHO PaHIOMU3MPAHH 3a I1ane0o (OTTErsSHE OT JICYCHUETO)
(p <0,001). Ha 18-tus mecen (ceqmutia 76) 84% OT MaliMEHTUTE, TOBTOPHO PAaHIOMU3UPAHU 32
MOJIIBPIKAIIO JIeueHue, ca ce mosnusn 1o PASI 75, B cpaBaenue ¢ 19% oT manueHTHTE, TOBTOPHO
paHmoMHU3upaHu 3a anebo (oTrerisgHe ot geueHnero). Ha 3-ta roguna (cenmurna 148), 82% ot
MAaIEeHTUTE, TOBTOPHO PAHIOMHU3HPAaHHU 3a MOABPIKAIIO JISUeHHE, ca ce o o PASI 75. Ha
5-ta roguHa (cemmuria 244) 80% oT MarMeHTUTE, MTOBTOPHO PAHIOMHU3HPAHU Ha TIOIBPIKAIIO JICUCHUE,
ca ce mosnusitn mo PASI 75.

[Ipu manueHTHTE, TOBTOPHO PAHIOMHU3UPAHU 3a IUIaIe00, KOUTO OTHOBO Ca IPEMUHAIN KbM
IbPBOHAYAIHATA CH CXeMa Ha JICYCHHE C YCTEKHHYMa0 cie 3arybara Ha > 50% mompoOpeHue mo
PASI, 85% ca Bb3cTanoBuIM noBiusiBaHeTo no PASI 75 B pamkure Ha 12 ceamuiu cnef
BBH300HOBSIBaHE HA TEPAITUATA.

B npoyuBane npu nicopuasuc 1 B cenmuiia 2 u ceamuna 12 ce Ha0o1aBa 3HAUUTEITHO TO00peHUE
crpsaMo usxoauute ctoitnHoct Ha DLQI BB BCsiKa OT IPYNUTE HA JICUCHHUE C YCTEKUHYMao B
cpaBHeHue ¢ mane6o. [Toqoopenuero ce 3anazpa 1o cenmuna 28. [TonoOHO 3HAUMTETHO TOT0OpEHNE
ce Ha0Jr0/1aBa B IPOYyYBaHe MpH rcopuasuc 2 B ceamuiy 4 u 12, KoeTo ce 3amnas3sa 10 ceamuiia 24. B
NpOYYBaHE MPH MCOpHa3uc 1 mogo0peHnATa B HOKBTHHUS MICOPUA3UC (MHIICKC 33 TEXKECTTa HA HOKBTECH
nicopuasuc, Nail Psoriasis Severity Index), B o0maTa orieHka Ha (PU3HYECKOTO ¥ EMOIIMOHAITHOTO
cberosiue o SF-36 1 BbB BU3yalTHO-aHAIOTOBATA CKajla 3a ONpe/IeNIsIHe HA CTOMHOCTTA Ha OoJKaTa
pu cspOex (VAS) chIllo ca 3HAYUTETHH MPH BCSIKA TPyTIa Ha JIeUeHHe ¢ yCTeKHHyMal B CpaBHEHUE C
miane6o. B nmpoyuBaHe npu ncopruasuc 2 KIMHUYHATA CKalla 3a TpeBOXKHOCT 1 aenpecus (Hospital
Anxiety and Depression Scale, HADS) 1 BbIpocHUKBT 32 padoTau orpanudenus (WLQ) cbio
MOKa3BaT 3HAYUTEITHO MOJ00PEHUE BB BCSIKA OT IPYIIUTE HA JICUCHHE C YCTEKUHYMa0 B CpaBHEHHE C
miamnedo.

TIcopuatnuer aptput (PsA) (Bb3pacTHH MAIIUEHTH)

JlokazaHo e, 4ye yCTeKuHYMa0 1moio0psBa NPU3HALUTE U CUMITOMUTE, (DU3HYECKOTO ChCTOSTHUE U
CBBP3aHOTO ChC 3/IPABETO KAY€CTBO HA )KUBOT M HAMaJIsIBa CTENICHTA HA TPOTPecUs Ha MepUQpepHOTO
CTaBHO YBpEXKIaHE TPY BB3PACTHHU MAIUCHTH C aKTUBEH PSA.

BbesonacnoctTa 1 eukacHOCTTa Ha ycTeKHHYMa0 ca oleHeH! IpHu 927 manueHTH B ABe
PaHIOMU3UPAHH, ABOMHOCIIENH, II1alle00-KOHTPOIMPaHH IPOYUBAHUS NIPH NALIMEHTH C akTUBeH PsA
(> 5 monyTn ctaBu u > 5 OONIE3HEHU CTaBW) BBIIPEKHU YIOTpedaTa Ha HECTEPOUIHA
npotuBopb3manuTentu cpencrsa (HCIIBC) wim Mmogudunmpariu 601ecTTa aHTUPEBMATONIHA
nekapctBa (DMARD). [TanuentuTe B Te31 NPOYYBaHUS ca UMaJM [TOCTaBeHa Auarno3a PsA Haii-
MaJIKo OT 6 Mecena. BkiroueHu ca ManieHTy ¢ BCSIKaKbB MOATHITI Ha PSA, BKIFOUHTEITHO
NOJMAPTUKYJIAPEH apTpUT Oe3 JaHHU 3a PeBMaTOUAHU BB3IH (39%), CHOHAWIHUT ¢ IeprUQepeH apTpUT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha AucTanHa UHTepdaIaHreaaHa cTaBa
(12%) n nnBanuausupau aptpur (0,5%). Han 70% u 40% ot nauueHTuTe B ABETE IPOYUYBaHUSA Ca
MMaJId ChOTBETHO €HTE3UT U JaKTHIUT Ha U3XOAHO HUBO. [lanneHTuTe ca paHAOMU3NpaHu Ja
NOJydarT JIeYeHHe ¢ ycTekuHyMmao 45 mg, 90 mg, unu mnanedo noakoxHo Ha ceamuim 0 u 4,
MOCJICABAHM OT Ipujiarane Ha Bceku 12 cenmuitu (q12w). [Tpubnuszurento 50% ot nanueHTUTe ca
MPOABIDKKUIIN Ha ocTosiHHA 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), crotBeTHO 80% 1 86% OT
nanueHTure, ca omnm nexysanu ¢ DMARD. B npoyuBane 1 He € 6110 MO3BOJICHO MTPEUIITHO JICUEHUE
C aHTaroHMCT Ha TyMop-HekpoTusupain pakrop anda (TNF)o. B npoyusane 2, noBeueTo nanueHTH
(58%, n = 180) ca 6mnu tekyBaHu ¢ eqHo win noBeue anTu-TNFo cpenctso(a), kato ot Tsx Hag 70%
ca npeyctaHoBWIH cBoeTo aHTU-TNFa iedenune, nopaay nurmca Ha epUKaCHOCT MM HEMOHOCUMOCT,
0 BCSIKO BpPEMeE.

Hpu&’Hauu u cumnmomu

JleyenueTo ¢ ycTeKuHyMad BOAM 0 3HAYUTETHU IMOA00pEHNs B U3MEPUTENINTE 32 aKTUBHOCT Ha
3a00IIIBaHETO B CpaBHEHUE C IIanedo Ha cenmuiia 24. [IppBudyHaTa KpaifHa TOYKa € MPOIEeHTHT Ha

36



HalUCHTHUTE, TOCTUTHAIN OTTOBOP 20 M0 KPUTEPUUTE Ha AMEPUKAHCKHUSI KOJICK 110 PEBMATOJIOTHS
(American College of Rheumatology, ACR) Ha cenmuiia 24. OCHOBHUTE pe3yJiTaTH 3a e(UKACHOCT ca
npe/icTaBeHH B TAOIHUIA 6 MO-A0ITY.

Ta6auna 6: Bpoii Ha nanMeHTHTE, MOCTUTHAIU KJIUHUYEH OTTOBOP NMPH NCOPUATHYEH aPTPUT
IIpoyuBane 1 (PSUMMIT I) u IIpoyuBane 2 (PSUMMIT II) na cexmuna 24

IIpoyuyBaHe npu ncopuaTu4eH IIpoyuyBaHe nmpu ncopuaTu4eH
aprpur 1 apTput 2
Ilaanedo 45 mg 90 mg Ilaanedo 45 mg 90 mg
Bpoii
PAHAOMU3HPAaHU 206 205 204 104 103 105
nalueHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%) | 21 (20%) | 45 (44%)* | 46 (44%)"
otroBop, N (%)
ACR 50 18 (9%) | 51 (25%)* | 57 (28%)* 7 (7%) 18 (17%)° | 24 (23%)*
otrosop, N (%)
ACR 70

0, V) a 0 a 0, 0 B 0, B
omroop. N (%) | 5% | 25(12%) | 29(14%) | 3(G%) | 7(7%) 9 (9%)

bpoui nayuenmu c

> 39 BSA" 146 145 149 80 &0 81
PASI 75
orrosop, N (%) | 16 (1170) | 83 (57%)" | 93 (62%)" | 4(5%) | 41 (51%)" | 45 (56%)"
PASI 90
O Ny | 40 | 0@y | 6wy | 3% | 2460%) | 36 @y
KomOunnpan
sl 8(5%) | 4028%) | 62(42%) | 2G%) | 24 (0% | 31 (38%)

otrosop, N (%)

Bpoii nannenTu

<100 ke 154 153 154 74 74 73

ACR 20

0, 0 V) 0 V) 0
orronop. N (%) | 39 25%) | 67(44%) | T8 (51%) | 1723%) | 32(43%) | 34(47%)

bpoui nayuenmu c

> 39 BSA" 105 105 111 54 58 57

PASI 75

0, 0, 0 0 V) 0,
orrosop, N (%) | 14(13%) | 64(61%) | 73(66%) | 4(7%) | 31(53%) | 32(56%)

Bpoii nanmenTu

> 100 kg 52 52 50 30 29 31

ACR 20

o 0 v 0 o 0
orroop. N (%) | S(5%) | 2068%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoui nayuenmu c

> 39 BSA' 41 40 38 26 22 24

PASI 75

0 0 0 0 o
otrosop, N (%) 2(5%) | 19(48%) | 20(53%) 0 10 (45%) | 13 (54%)

p <0,001

p<0,05

p=NS

Bpoii nanuentu ¢ > 3% BSA 3acernara ncopuaTiyHa K0Ka Ha U3XOJHO HUBO

5w o

ACR 20, 50 u 70 oTroBOpPHY IPOIBIDKABAT Ja CE MOAOOPSIBAT MIIA C€ TTOAIBpKAT A0 ceamuria 52 (PsA
IIpoyusane 1 u 2) u ceqmutia 100 (PsA Ilpoyusane 1). B PsA [Ipoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca nocturnatu npu 57% u 64%, ceotBeTHO 3a 45 mg 1 90 mg. B PsA IIpoyuBane 2,
ACR 20 otroBopu Ha ceamuna 52 ca nocturHaru pu 47% u 48%, crorBeTHO 3a 45 mg 1 90 mg.
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[IpoLEeHTHT HA MALIMEHTUTE, TIOCTUTHAIM OTTOBOP 10 MoAuduimpanu PsA kpurepuun Ha oTroBop (PsA
response criteria, PSARC) ¢chIII0 € 3HAYUTEITHO TIO-TOJISAM TIPH TPYIIATE HA YCTEKUHYMAa0, B CpPaBHEHHE
¢ rutanie6o Ha ceamuna 24. OrroBopu PSARC ce mogmbpxar mo Bpeme Ha ceamuity 52 u 100. [o-
TOJISIM TIPOIICHT OT MAIIMEHTHUTE, JICKYBaHU C YCTCKUHYMa0, KOUTO Ca MMaJIH CIIOHJIWINT C TIepUdepeH
apTPUT KaTO OCHOBHA TUarHo3a, mokassaT 50 u 70 mporeHTHO mogo0peHne B ckopa o bat nHaekc 3a
AKTHBHOCT Ha 3a00JIsIBAHETO MPH aHKuo3uparl conauiut (Bath Ankylosing Spondylitis Disease
Activity Index, BASDAI) B cpaBHenue ¢ mane6o Ha ceamuna 24.

OtroBopuTte, HAOIOIaBaHH TIPU TPYIIHTE, JEKYBAaHH C YCTEKHHYMa0, ca CXOJ/IHU MPH MAIUEHTHTE,
KOMTO NOJTy4yaBaT UIIM HE Nody4aBaT eqHoBpeMeHHO MTX 1 ce moaabpikar 1o BpeMe Ha ceIMULM 52
u 100. [NanmuenTure, nexyBanu npeau Tosa ¢ anTH- T NFo cpencTsa, KOUTO ca MOMy4YHii yCTEeKUHYMao,
ca MOCTUTHAJIM MO-TOJISIM OTTOBOP Ha ceAMuIa 24 B CpaBHEHHE C MAIMEHTUTE, MOTyJaBajy Mane6o
(ACR 20 otrosop Ha ceqmuua 24 3a 45 mg u 90 mg e crorBeTHO 37% 1 34% B cpaBHEHuE ¢ TIALE00
15%; p < 0,05) 1 oTroBOpUTE CE MOIABPKAT IO BpeMe Ha ceaMuua 52.

[Ipu manueHTH ¢ SHTE3UT W/WIK JaKTHINT Ha U3X0HO HUBO, Ipu PsA IIpoyuBane 1 ce HaOmo1aBa
3HAYUMO TOTIOOPEHHE B CKOPOBETE 32 EHTE3UT U JAKTHIIUT IPHU TPYIUTE HA YCTEKHHYMa0 B CpaBHEHHE
¢ rane6o Ha ceamuia 24. B PsA TIpoyuBane 2 ce HaO/1r01aBa 3HAYMMO T10/I00pPEHUE B CKOpa 3a
EHTE3UT U YMCIICHO NoJ00peHre (He € CTATUCTHYECKY 3HAYMMO) B CKOPA 3a JAKTHIUT [P rpynaTa Ha
ycrekuHyMab 90 mg B cpaBHeHHe ¢ Turane0o Ha ceamuna 24. [logoOpeHusiTa B CKopa 3a €HTE3UT U B
CKOpa 3a JaKTWIHT ca NOAIbPKaHU 1o Bpeme Ha ceamuiu 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpeXIaHE B ABETE PHLIE U KpaKaTa ce u3pa3siBa KaTo MPOMSHA CIIPSIMO U3XOJHOTO HUBO
B 00mus van der Heijde-Sharp ckop (vdH-S ckop), Mmoauduimpan 3a PsA upe3 no6aBsiHe Ha
JIUCTANHUTE WHTepdaIaHrealny cTaBu Ha poliere. [IpoBeneH e npeaBapurento aepuHupan
WHTETPUPaH aHaJIN3 Ha KOMOMHUpaHu JaHHu oT 927 marmedtu B ABete PsA [lpoyuBanus 1 u 2.
YcTeknHyMab Mmokas3Ba CTaTUCTHYECKH 3HAYMMO HaMaJeHHUE B CTETIEHTA Ha IIporpecus Ha
CTPYKTYPHOTO yBpEXJaHE B CPaBHEHHE ¢ TU1ae00, H3MEPEHO Ype3 MPOMSHA CIIPSIMO W3XOAHOTO HHUBO
1o 24 cenmuna B oomus mogudunmpan vdH-S ckop (cpeaen = SD ckop e 0,97 &+ 3,85 B rpymara Ha
mrane6o, B cpaBHenue ¢ 0,40 £ 2,11 u 0,39 + 2,40 ipu choTBETHO ycTeKMHYMal Tpynu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edext ce qpixu Ha PsA Tlpoyuane 1. EdQektsT ce cunra 3a
JIOKa3aH, He3aBUCHMO OT CBHITBTCTBAIIOTO Mpriioxkenrne Ha MTX u ce moaabpKa 1mo BpeMe Ha
ceamun 52 (naterpupan ananu3) u 100 (PsA Ipoyusane 1).

Dusuuecko CbCmosHue U C8bP3AHO CbC 30PABEMO KAYeCTEo Ha HCUBOM

[TanmenTw, TeKyBaHU C YCTEKUHYMa0, ca TOKa3alli 3HAYUTETHO MOA00peHne Ha (PU3NIECKOTO
CHCTOSIHUE, KAKTO € OICHEHO 110 MHJIEKCA 32 HHBAIMIHOCT OT BHIIPOCHUKA 32 OIIEHKA Ha 3][paBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmunia 24. IIporeHThT Ha
HalMEHTUTE, IOCTUTHAIN KIMHUYHO 3HauuMo > 0,3 nonobpenue Ha HAQ-DI ckopa cripsimo
U3XOIHUTE CTOWHOCTH, CHIIO € 3HAYUTEITHO TO-TOJISIM MIPU TPYITUTE Ha YCTEKUHYMal, B CpPaBHEHHE C
riane6o. [Mogoopenne Ha HAQ-DI ckop cripsiMoO U3X0HOTO HUBO CE€ MOJIbPKa 110 BpeMe Ha
ceamury 52 u 100.

Nwma 3naunrtenno nogodpenue B DLQI ckopoBeTe npu rpynuTe Ha yCTeKHHYMa0, B CpaBHEHHE C
rane0o Ha ceqmuiia 24, KOeTo ce morbppka mo Bpeme Ha ceamuny 52 u 100. B PsA [poyuBane 2
¥Ma 3HAYMTEITHO IMOJA00pEeHHe B CKOPOBETE 3a (PYyHKIIMOHATHA OI[EHKA Ha TepaIusiTa 3a XpOHHYHO
3aboisaBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) mpu
TPYIHUTE HA YCTEKUHYMa0, B CpaBHEHHE C Tuiare6o Ha ceamuna 24. [IpoleHThT Ha MalueHTHTe,
JIOCTUTHAIM KIIMHAYHO 3HaYMMO 1oioopenue Ha ymoparta (4 Touku mo FACIT-F) cbio e 3HaunTenHo
MO-T'OJISIM TP TPYIIUTE HA YCTEKUHYMa0, B cpaBHeHue ¢ miane0o. [Togoopenusta Ha FACIT-F ckop
ce MOABbPKAT IO BpeMe Ha ceaMHUIIa 52.

IlenmarpuyHa nomynanus

EBpornelickarta areHIus 1o gekapcTBara oTjara 3aJbDKEHUETO 32 IPEJOCTaBsIHE Ha PE3YITATUTE OT
IPOYYBAHUATA C YCTEKMHYMa0 B €/1Ha UJIM [I0BEYE MOATPYIIH Ha eAUaTpUYHATA IOMYJIalus C
IOBEHWICH UAMOTIaTHYEH apTPHT (BXK. Touka 4.2 3a uH(pOopManus OTHOCHO yroTpeda B IeIUaTpHATa).
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Ilnakos ncopuasuc npu neduampuqyu nayuenmu

I[OKaBaHO €, uc YCTCKI/IHYM36 HO,Z[06p$IBa MMpU3HAOUTC U CUMIITOMUTEC, (1)I/IBI/I‘ICCKOT0 CbCTOSAHHUEC U
CBBP3aHOTO CHC 3APABCTO KAUYCCTBO HA XUBOT NPHU NCAUATPUYIHU MAITUCHTU HA 6 TOAWHHU U IIO0-I'OJIEMH
C IUTaKOB IICOpHa3uc.

Hayuenmu 6 ronowecka ev3pacm (12-17 2oounu)

EdukacHocTTa Ha ycTeknayMab e npoydena npu 110 meauaTpyuvHu MalMenTy Ha Bb3pact ot 12 1o

17 roguHM ¢ yMEpeH A0 TeXBK TUIaKOB NICOPHA3UC B MHOTOIICHTPOBO, PAaHJIOMHU3NPAHO, TBOMHO-
Ao, mane6o KoHTponupano npoyusane dasza 3 (CADMUS). ITauuentute ca paHIOMU3UPaHH Ja
MoJTy4JaBaT Wiy mianedo (n = 37), wiu npenopbuuTeNHara J03a ycreKuaymab (Bxk. Touka 4.2; n = 36),
WM TTOJIOBMHATA OT MIPEMOPBUUTENHATA 1032 YCTeKHHYMa0 (n = 37), upe3 MOAKOKHO WHKEKTHpaHe Ha
ceamunu 0 u 4, ciies ToBa npuiiarane Ha Bceku 12 ceqmunu (q12w). Ha cenmunia 12 nanuenture,
JIeKyBaHH ¢ TJ1ae0o ca MpeMUHAIN Ha YCTEeKHHYMao.

ITammmentn ¢ PASI > 12, PGA > 3 u 3acernara tesiecHa moBspxHocT (BSA) mone 10%, xouto ca 6mmu
KaH/IW/IaTH 32 CUCTEMHA Teparnus WiH (GOTOTEepaItusi, Ca OTTOBAPSIM Ha YCIOBUSATA HA TIPOYYBAHETO.
[MpubmuzurenHo 60% ot nanueHTUTE ca OWIIM TOJIOKEH! Ha TpeIIIecTBAIa KOHBEHIIMOHATHA
cucteMHa Tepanus uim Gortotepanus. [Ipubnusurenno 11% oT nanueHTHTe ca MMany IpealiecTBala
Teparnus ¢ OMOJIOTUYHH CPEICTBA.

IIspBHUYHaTA KpaifHa TOYKA € CHOTHOIIICHUETO Ha MalUEHTUTE, KOUTO ca gocturHanu PGA orenka Ha
m3uncternd (0) wm muanManau (1) maku Ha ceqmuiia 12. BropudaATe KpallHW TOYKH BKITFOYBAT
PASI 75, PASI 90, npomMsiHa cipsiMO U3XOJHOTO HUBO Ha J[epMaTOIOrMUeH UHACKC 33 KaYEeCTBO Ha
skuBot nipu Aera (Children’s Dermatology Life Quality Index, CDLQI), npomsiHa cripsiMo U3X0JHOTO
HUBO Ha 00II[aTa OLICHKa 110 CKajaTa Ha BeIpocHUK 3a kauecTBO Ha KUBOT pu aena (Paediatric
Quality of Life Inventory, PedsQL) Ha cemmumia 12. Ha ceqmuna 12, manueHTHTE TPETUPAHU C
YCTeKHHYMa0 MMOKa3BaT 3HAYHUTEIHO MO-TOJISIMO ITOA00pEHNE Ha TICOPHA3ica U CBBP3aHOTO ChC
3JIpaBETO KA4eCTBO Ha )KMBOT B CpaBHEHHE C TU1aledo (tadmuma 7).

Benukn naruienTy ca mpociesBaHu 3a epUKacHOCT 3a Meproja OT 52 CeAMHUIIN CIIe]] ITbPBOTO
MIPUJIO’KEHUE Ha U3MUTBaHMSI JIeKapcTBEH MpoaAyKT. ChOTHOIIEeHHETO Ha nanueHTure ¢ PGA onenka
Ha n3urctenn (0) wim muanManai (1) mnaku U ckoTHOMIEHUeTo Ha nocturaanute PASI 75 nokassa
pasyinka Mex1y rpyrnaTa JeKyBaHa ¢ yCTeKMHYyMa0 1 1iane0o rpynaTa Ha IbpBaTa BU3UTA Ha
ceamuIiia 4 cieJl HauaHaTa, JOCTUTAWKK MakcuMyM 1o ceamuia 12, [logoOpenusita B PGA, PASI,
CDLQI u PedsQL ce nogaspxkar g0 cenmuna 52 (tabnuma 7).

Tabauua 7: O60011eHe HA TBPBUYHUTE U BTOPUYHUTE KPAiHU TOYKH HA ceqmuna 12 u

cenmuna 52
IHeanaTpuyno npoyusane npu ncopuasuc (CADMUS) (Bu3pacr 12-17 1.)
Ceamuna 12 Ceamuna 52
Iaue6o [Ipenoppunrenna [Ipenoppunrenna
nmo3a YcTeknaymMab | go3a YcTrekmHymad
N (%) N (%) N (%)
PannoMusupanu naiueHTH 37 36 35
PGA
PGA na m3unctenu (0) nam 2 (5.4%) 25 (69.4%)" 20 (57,1%)
MuHEMAaTHH (1)
PGA na u3uncrenu (0) 1 (2,7%) 17 (47,2%)* 13 (37,1%)
PASI
PASI 75 pecnonnepu 4 (10,8%) 29 (80,6%)* 28 (80,0%)
PASI 90 pecnioniepu 2 (5,4%) 22 (61,1%)* 23 (65,7%)
PASI 100 pecrioriepu 1 (2,7%) 14 (38,9%)* 13 (37,1%)
CDLQI
CDLQI ot 0 unu 1° 6 (16,2%) 18 (50,0%)" 20 (57,1%)
PedsQL




[IpomMsHa cipssMO U3XOHO
HHBO 3,35 (10,04) 8,03 (10,44)" 7,26 (10,92)

Cpenno (SD)"
& p<0,001
CDLQI: CDLQI e nepmaTonorndeH HHCTPYMEHT 3a U3MepBaHe Ha eeKTa Ha KOXKHUSI IPOOJIeM BbPXY CBBP3aHOTO

CBC 3J[PaBETO KaueCTBO Ha XKMUBOT IpHu nepuarpuaHara nomynanus. CDLQI ot 0 wim 1 mokasBa, e HAMa eekT BbpXy
Ka4yecTBOTO Ha XKHUBOT Ha JETETO.

® p=0,002

PedsQL: PedsQL e o6mia ckasa 3a u3MepBaHe Ha CBbP3aHOTO ChC 3PaBETO KaYeCTBO HA )KUBOT, pa3paboTeHa 3a
ynoTpeba B IomyJanyduTe Ha Aela U I0HoIH. 3a mianebo rpynara Ha ceamuua 12, N =36

A p=0,028

§

ITo Bpeme Ha mTane00-KOHTPOIUPAHUS TIEpUOA 10 cenMunia 12, ehyukacHOCTTa Ha IBETE I030BU
TPyIH, MPENOPHUNTETHATA U ITOJIOBUHATA OT MPETOPhUATEIHATA, KAaTO ISJI0 € CPaBHUMA B
I'bpBUYHATA KpaiiHa Touka (69,4 u 67,6% cbOTBETHO), BBIPEKHU Y€ UMa JaHHU Ha J030B OTTOBOP 32
MO-BUCOKHM CTOMHOCTH Ha Kputepuute 3a ehukacHoct (Hanp. PGA Ha uzauctenu (0), PASI 90). Crnen
cenmuIia 12, epukacHOCTTa KaTo 510 € MO-BHUCOKA M MO-TIPOIBIDKUATENHA MIPU TPyIaTa ¢
NpEeNnopbUYMUTENHA 1033, B CPABHEHHUE € TpyIaTa Ha NMOJOBMUHATA OT NMPENOPbUUTEIHATA 103a, IPU
KOSITO ce HaOJoJaBa Mo-4ecTo yMepeHa 3ary0a Ha e(uKacHOCT B Kpast Ha BceKu 12-ceMUUeH 1030B
uaTepBai. [Ipodunure Ha Oe30MacHOCT Ha TMPENOPHUNTENIHATA /1032 U Ha TIOJIOBUHATA OT
MIPENOPbUUTEIHATA 1032 Ca CPABHUMH.

Heya (6-11 2o0unu)

EduxacHocTTa Ha ycTeKHMHYMa0 € poydeHa npu 44 nenaTpudHU MAIKEeHTH Ha Bb3pacT OT 6 JI0

11 ronuHM ¢ yMepeH A0 TeXbK IUIaKOB IICOPUA3HC B OTKPUTO, MHOTOLIGHTPOBO MpoyuBaHe ¢aza 3 ¢
exno pamo (CADMUS Jr.). [lanmenTure ca neKyBaHH C MIPEMOPHUUTEIHATA 1032 YCTEKUHYMAO (BXK.
Touka 4.2; n = 44) upe3 moJaKoKHA HHKEKITUS B ceamuiin 0 u 4, oceBaHO OT MpUJIaraHe BEIHBX Ha
Bceku 12 cemmurtu (q12w).

ITammuentu ¢ PASI > 12, PGA > 3 u cbe 3acernara BSA nHaii-manko 10%, KouTo ca KaHAWIaTH 3a
CHCTEMHa Tepanus Win QoToTeparnus, ca O NOJAXOAIIH 32 poyuBaneTo. [Ipubnusurtento 43% ot
MAIMEHTUTE UMAaT TPEIIIecTBAINa eKCITO3UIIHS HA KOHBEHIIMOHAIHA CHCTEMHA TEPaIvs WK
(dhototepanus. [IpudausuTtenHo 5% OT NAIMEHTUTE UMAT MPEANISCTBAIA CKCIIO3UIUS Ha OUOJIOTHYHU
CpeJICTBa.

[IspBuYHaTa KpaiiHa TOYKA € MPOIEHTHT MalMeHTH, TOCTUTHAIHN cKop Ha PGA wm3uncrenu (0) nimm
muHuUManHu (1) Ha cenmuna 12. Bropuunure xpaiiau Touku BkiatouBat PASI 75, PASI 90 u mpomsina
CIPSIMO M3XOAHOTO HUBO Ha J{epMaToIOrnYHus WHAEKC 3a Ka4ecTBO Ha JkUBOT nipH fena (Children’s
Dermatology Life Quality Index, CDLQI) ra ceqmuna 12. Ha cenmuria 12 manmeHTHTe, IeKyBaHH C
yCTeKHHYMa0, TIOKa3BaT KIMHUYHO 3HAYUMO ITOI00pEHUE Ha TICOpPUAa3nca U CBBP3aHOTO ChC 3/IPaBETO
KaueCTBO Ha XUBOT (Tabiuia 8).

Bcuukuy narueHTy ca npocieisiBaiu 3a ePUKaCHOCT JI0 52 CEJMUIIU CJIC] TbPBOTO MPHJIOKEHUE HA
MIPOYYBAHOTO JIEKApCTBO. [IpOIIeHTHT Ha nmareHTuTe che ckop Ha PGA wuzunctenu (0) wiu
muauManau (1) Ha cenmuna 12 e 77,3%. EduxacHocT (onpeaeneHa kato PGA 0 mu 1) e
Ha0JII0/IaBaHa OIIIe MPH ITHPBOTO MOCEIICHNE CIIE]] H3XOIHOTO HIBO Ha ceaMUIla 4, a IPOIeHTHT Ha
nanuenTure, focturdanu ckop Ha PGA 0 wnu 1, ce moBumasa o ceamuia 16, kaTo cie ToBa ocTaBa
OTHOCHUTEIHO cTabuieH a0 cenmuna 52. [lonodpenusita Ha PGA, PASI u CDLQI ce momabpkar 10
ceamuria 52 (tabmuima 8).

Ta6anna 8: O000meHre Ha MBPBUYHATA M BTOPHYHUTE KPaiiHN TOYKH Ha ceqmMuna 12 u Ha
ceqMuua S2

HeqnaTpnuno npoyusane npu ncopuaszuc (CADMUS Jr.) (Be3pact 6-11 1.)
Cenmuna 12 Cenmuna 52
[Ipenoppunrenna go3a [Ipenopbuntenna go3a
YCTEKHHYMa0 YCTEKMHYMa0
N (%) N (%)
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Bxirouenu narnuenTu 44 41

PGA

PGA na m3unctenu (0) nam 34 (77.3%) 31 (75.6%)
MuUHEMATHY (1)

PGA na uzuncrenu (0) 17 (38,6%) 23 (56,1%)
PASI

PASI 75 pecnonnepu 37 (84,1%) 36 (87,8%)
PASI 90 pecnionnepu 28 (63,6%) 29 (70,7%)
PASI 100 pecionepu 15 (34,1%) 22 (53,7%)
CDLQI?

ITamuentn ¢ CDLQI > 1 Ha (N=39) (N=36)
M3X0JIHO HHUBO

CDLQI 0 wu 1 24 (61,5%) 21 (58,3%)

&  CDLQI: CDLQI € iepMaTONOrHyeH HHCTPYMEHT 3a OlleHKa Ha e(peKTa Ha KOXKHHS IPOOIIEM BBPXY CBHP3aHOTO ChC

3/[paBeTO KauecTBO Ha XKHUBOT IpH repuarpuaHara nomynanus. CDLQI 0 w1 mokassa, ue HIMa eeKT BBPXY
Ka4yeCcTBOTO Ha XKHUBOT Ha JETETO.

bonecr Ha Crohn

be3omacHocTTa M epUKaCHOCTTA HAa YCTEKNHYMA0 ca OLIEHEHH B TPH PaHIOMU3UPAHH, BOIHO-CIICTIH,
1a11e00-KOHTPOIUPAHH, MHOTOLIEHTPOBU MPOYYBAHUSI IPU BB3PACTHHU IMALUEHTH C YMEPEHa 10 TEKKa
aktuBHa Oonect Ha Crohn, ¢ MHaekc Ha akTUBHOCTTA Ha Oosectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KIMHHYHO pa3pabOTBaHE Ce ChCTOM OT JIBE 8-
ceaMU4HU npoyuyBanus ¢ nuHTpaBeHo3Ha nHAyKuus (UNITI-1 u UNITI-2), mocnenBanu ot 44-
CEIMUYHO PAaHAOMH3HPAHO MPOYUYBAHE C MMOAKOKHO MPUIIOKEeHUE Ha nmoaabpskamma no3a (IM-UNITI),
HpeCTaBIsABaIIM 52-CeAMUYHA Tepanusl.

[IpoyuBanusta ¢ uaaykuus BrmousaT 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuenTu.
[IspBuuHaTa KpaifHa TOYKA 32 JBETE MHAYKIIMOHHH ITPOYYBAaHMUS € MPOIIEHTHT HA YIACTHHUITUTE C
KIIMHIYEH 0TroBop (ompeseneH kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuma 6.
JannuTe 3a eUKacHOCT ce ChbOMpAT U aHAIM3UPAT 10 CeAMULA § 3a ABETE NPOYUBAHHMS.
EnHOBpeMEHHOTO MPUIIOKEHNE HA MEPOPATHI KOPTHUKOCTEPOUIN, IMyHOMOIYIATOPH,
aMHUHOCAITMIWIATHA ¥ aHTUOMOTHIIH € pa3pemeHo u 75% OT malueHTHTe MPOIbIDKaBaT J1a MoJydaBatT
Hall-MaJIKO €THO OT TE€3M JIEKapCcTBa. B nBeTe npoyuBaHus NalMeHTUTE ca PaHIOMU3HPaHU Ja
NOJyYaT eJHOKPaTHO MHTPABEHO3HO MpenopbhunTeNHaTa 103a oT npubausurenno 6 mg/kg B
3aBHCUMOCT OT TelleCHOTO Teryio (BmwkTe Touka 4.2 ot KXII na Pyzchiva 130 mg koH1eHTpar 3a
NPUTOTBSIHE Ha WH(Y3HOHEH pa3TBOp), pukcupana no3a 130 mg ycrekunymad win mnanedo Ha
ceamuna 0.

[MammenTture B UNITI-1 ca nexyBaHM HEYCIEIIHO WM UMAT HETIOHOCHMOCT KbM MpeIIecTBalla aHTH-
TNFa tepanus. [Ipubnuzutento 48% ot naureHTHUTE ca JIEKyBaHU HEYCIIEIIHO ¢ | mpemecTaia
antu-TNFa Tepanus, a 52% ca nexyBaHu HeycrnemHo ¢ 2 win 3 npeamectamy antu-1NFo Tepanum.
B toBa npoyuBane 29,1% oT nanueHTHTE UMAaT HEAOCTATHUYEH HAaYaJeH OTTOBOP (IbPBUYHH
HepecnoHzaepu), 69,4% ca ce MOBIMSIIN, HO ca MIPECTAHANIHN 2 CE MOBIHUIBAT (BTOPUYHHI
HepecnoHzepu), a 36,4% umar HenmoHocuMocT KbM aHTU-TNFa Tepanuu.

ITammmentute B UNITI-2 ca nekyBaHM HEYCIEITHO HAH-MAJIKO C €JHAa KOHBEHIIMOHAIHA TEPATIHS,
BKJIFOUUTEITHO KOPTUKOCTEPOUIN WIH UIMYHOMOIYJIATOPU, KATO WM HE €A JIEKYBaHU JIOCEra ¢ aHTH-
TNF-a tepanust (68,6%), wnu ca mosydaBanu npeau Tosa aHTu-TNFa Tepanust, HO Ts e Ouna
Heycnenina (31,4%).

B neete UNITI-1 u UNITI-2 3Ha41MO [O-roJisiM MPOLEHT OT NAllUEHTUTE B rpyIaTa, JICKyBaHa C
YCTEKMHYMa0, ca ¢ KIIMHUYEH OTIOBOP U peMUcHs B cpaBHeHue ¢ maieto (Tabmuna 9). Knuauuuust
OTTOBOP M PEMHCHSATA Ca 3HAYNMH OIIle Ha CeMUIIa 3 MpH MaIUeHTHTE, JIEKYBaHHU C yCTEKHHYyMa0, i
T€ TPOJBIDKBAT J1a ce MOA00psABaT 1o ceamuiia 8. B Te3n mpoyuBaHus ¢ MHAYKINS €(hUKACHOCTTA €
MO-BUCOKA U C€ MOIAbPKa MO-100pe B rpymnaTa ¢ 103a B 3aBUCMOCT OT TE€JIECHOTO TETJIO0, B
CpaBHEHHE c rpynarta ¢ go3a 130 mg u mopaau ToBa Npu UHTPaBEHO3HA MHAYKLIUSA CE MIPENOphYBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

41



Tadoauna 9: Uuaykuus Ha kanHudeH oTroBop u pemucust B UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Ilname6o |Ilpenopbuure| Ilaamed6o |IIpemopbumTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTEeKHHYMAa0 YCTEeKHHYMAa0
N =249 N=209
Knnanuna pemucus, ceqmuria 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)"

Kmmanaen orrosop (100 Toukn),

[\ 0/.\0 V) 0/\a
commita 6 53 (21,5%) | 84 (33,7%)5 | 60 (28,7%) | 116 (55,5%)
Konaen otrosop (100 Touxn), 50 (20,2%) | 94 (37.8%)* | 67 (32,1%) | 121 (57,9%)
ceaqMuIia 8
70-TOYKOB OTTOBOP, ceaMUIIa 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOUKOB OTTOBOp, CEAMULA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)"

Kimnanynata pemucus e onpenenena kato CDAI ckop < 150; KimuHu4HUAT OTTOBOp € oIpe/eieH KaTo HaMalICHUE Ha
CDALI ckop ¢ Haii-manko 100 Touky Uiy CbCTOSHHUE B KIMHUYHA PEMHCUS
70-TOUKOBHAT OTIOBOP € ompejeseH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex Ha antu-TNFa Tepamms

** Heycrnex Ha KOHBEHIIMOHAIHATA TEPaIus
& p<0,001
® p<0,01

B npoyuBaneto ¢ nopabspskama tepanus (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT
100-TOYKOB KJIMHHYEH OTIOBOP HA CEAMMIIA 8 OT MHAYKIUATA C YCTeKHHYMa0 B mpoyuBanust UNITI-1
u UNITI-2. [TanmenTruTe ca paHIOMU3HPAHN Ha CXeMa Ha MOIIBPIKAIIO0 JICUCHHE C TTOIKOKHO
npuinoxxenue Ha 90 mg ycreknuaymab npes 8 cenmunu, 90 mg ycreknnymab npes 12 ceamMuiy nin
wiane0o B Npoab/DKeHUE Ha 44 ceMUIH (3a MPEeNopbYUTEHATa OJIbpXKAaIIa 71032 BX. Touka 4.2).

3HaYMMO MO-TOJISIM MPOLIEHT NAlMEHTH B TPYIHTE, JIEKYBAaHH C YCTEKMHYMa0, MOJAbPXKAT KIMHUYHA
pemucus 1 0TroBOp Ha ceamuua 44 B cpaBHEHHE C IpymaTa Ha mianebo (Bx. Tabmuma 10).

Taéaunna 10: Hoaabpaxane Ha kIMHUYHUSA 0TroBOp U pemucus B IM-UNITI (cexmuua 44;
52 cegMuIM OT 3aN0YBAHE C HHAYKIIMOHHATA /103a)
Inanedo* 90 mg 90 mg
YCTEeKHHYMAa0 | ycTeKMHyMAa0
npe3 npe3
8 ceamumu 12 ceamunu
N=131' N=129f
N = 1281
Knunuyna pemucus 36% 53%° 49%°
Knunuden otrosop 44% 59%° 58%°
Knuandaa pemucus 6€3 KOPTHKOCTEPOUAN 30% 47%* 43%"
KinHu4Ha peMucus 0pu NalueHTy:
B PEMACHS B HA9aIoTo Ha MOJUIbPIKAIIATA | 4 o (36/79) | 67% (52/78)" 56% (44/78)
Tepanus
KOHTO C€ BKJIIOYBAT OT POYy4BaHE o o 5 o
CRD3002* 44% (31/70) | 63% (45/72) 57% (41/72)
KOMTO He ca JIEKyBaHHU J10Cera ¢ aHTH- o o 5 o
TNFo. Tepanmus 49% (25/51) | 65% (34/52) 57% (30/53)
KOMTO C€ BKJIIOUBAT OT IPOYy4BaHE o o o
CRD3001¢ 26% (16/61) | 41% (23/56) 39% (22/57)
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Knunnunara pemucus e onpenenena katro CDAI ckop < 150; KnuHUUHUAT OTTOBOp € OIpeseNeH KaTo HaMaJeHHue Ha
CDALI ckop ¢ Haii-manko 100 TOuky Win ChCTOSHUE B KIIMHUYHA PEMHCHUS

* T'pynara Ha ane6o ce CbCTOM OT HALMEHTH, KOUTO Ca Ce IOBJIMSIIM OT YCTeKMHyMal M ca paHIOMH3UPaHH 12

HOJTy4aBaT Iuranedo B HAYaJIOTO Ha MO bprKaliaTa Teparis.

IManmenTn, konro mMat 100-TOUYKOB KIMHHYEH OTTOBOP KBM YCTEKHHYMa0 B HAUAJIOTO HA ITOIbpiKallaTa Tepamus

[lanuenTu, KOUTO HE ca ce MOBIMUIN OT KOHBEHLIMOHANIHATA Tepanus, HO He aHTU-TNFa Tepanus

Wn e

[MTanmenTn, kouTo ca pedpakTepHU WM UMAT HETIOHOCUMOCT KbM aHTH-TNFa Tepanms
& p<0,01
® p<0,05

HOMUHAJHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 manuenTH HE MOAIBPKAT OTTOBOPA KbM YCTEKHHYMAa0 MPH MPUIIOKCHHE TIPe3
12 ceqMuITy U € MTO3BOJICHO KOPUTUPAHE Ha J03aTa Taka, ue Ja IMoTydaBaT yCTeKuHyMab 1mpe3

8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
nosuiienue cnpsamo uzxoanust CDAI ckop.Ilpu Te3u nauneHTr KIMHUYHA PEMUCHS C€ TIOCTUTA IPU
41,4% ot mauuenTtute 16 cenMuIy ciex KOpUTHPaHe HA J03aTa.

[TanueHTHTE, KOUTO HE Ca MOCTUTHAIN KJIMHHYEH OTTOBOP KbM HHIYKIIHS C yCTEKUHYMal Ha
cenmuria 8 ot mpoyuBanusaTa ¢ HHAYKIMS UNITI-1 u UNITI-2 (476 manueHTy), ca BKIIOYCHH B
HEPaHJOMH3HMpaHaTa 9acT OT Mpoy4yBaHeTo ¢ moaabpxama Tepanus (IM-UNITI) u ca nomyuwnnn
MOJIKOKHA WHXKEKIHs ¢ yereknaymMab 90 mg mo ToBa Bpeme. Ciien ocem ceqmuttu 50,5% ot
MAUEHTUTE Ca NOCTUTHAIN KIIMHUYEH OTTOBOP U Ca MPOABIDKUIN Aa MOIy4yaBaT Mo IbpKalia
Tepamnus pe3 8 ceamuity. [loBeueTo oT Te3n MarMeHTH ¢ MPOABDKUTENTHA TOIThpIKaIla Tepamnus
noIbppkat oTroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuia 44, KaTo MPOIIEHTHT UM €
1mo100€H Ha TO3U MPH MANUEHTUTE, KOUTO MHPBOHAYAITHO Ca CE MOBIHUSIIN OT HHIAYKIIHS C
yCTeKnHYMao.

Ot 131 nanmeHTH, KOUTO ca Ce MOBJIUSIN OT HHAYKIHA C YCTEKHHYMal U ca pPaHIOMHU3HUPAHH B
rpynara Ha mane0o B Ha4aJloTO Ha MPOYYBAHETO ¢ MOJIbPIKaIla Teparus, 51 BIoCiIeICTBHE ca
3aryOuiiM OTroBOpa CHU U ca noay4ymin 90 mg ycTekuHyMab moakoxkHoO npe3 8§ ceamuiu. [loBeueTo ot
MAIMEeHTUTE, 3aryOniIi OTTOBOPA CH U MIOAHOBWIIH JICUEHHETO C YCTEeKMHYMa0, ca ro HalpaBUiIH B
pamkuTe Ha 24 cemMUI OT HHAYKIHOHHaTa nHY3us. Ot te3u 51 mamuentu 70,6% mocturar
KJIMHUYEH O0TroBop U 39,2% mocturat KIMHUYHA peMucus 16 ceIMuIy ciesl mojy4yaBaHeTo Ha
IbpBaTa MOAKOKHA /1032 YCTEKHHYMaO0.

B IM-UNITI nmanuentute, 3aBbPIIINA IPOYIBAHETO 0 ceamunia 44, ca moaXO N 1a TPOIBIKAT
JICYEHUETO B POABIKEHUE Ha TpoyyBaHeTo. [Ipu BcuukuTe 567 nayieHTy, BKIIOUYEHH Ha U JIEKYBaHU
C YCTEKMHYMa0 B IPOIBJKEHUETO HA IPOYYBAHETO, KIMHUYHATA PEMUCHS U OTTOBOPBHT OOUKHOBEHO
ce ToAIBpIKaT 1o ceamua 252, kakro npu OomauTe ¢ Heycrex Ha TNF-TepanmuuTe, Taka u nmpu
MAIMEHTUTE C HEyCTeX Ha KOHBEHIIMOHAIHUTE TEPAIHH.

AHanm3bpT 32 Oe3omacHoCT, BKIrouBai 457 nanuenty (1289,9-nanmeAToroAnHM), MPOCIEISHH 10
220 cemmuIy, mokasa, e IpoQuIbT Ha 0e30macHOCT Mexky 44 u 220 ceamulia, € CpaBHUM C TO3H,
HaOrogaBad 10 44-ta ceqMuiia.

He ca YCTaHOBCHU HOBH C’bO6pa>KeHI/I$I 3a 0€30I1aCHOCT IIpU yAbJDKaBaHC Ha TOBA MPOYYBAHC OO
5 TOAVWHU Ha JICUCHHUEC IIpyu MAalfUCHTHU C 6omect Ha Crohn.

Enoockonus

BBHIIHUAT B Ha TUTaBUIIAaTa € OLIEHEH SHIOCKOIICKH NP 252 MalueHTy ¢ OAXO0IAIIa U3X0JHa
€HJIOCKOIICKa aKTUBHOCT Ha 3a00JI5IBAHETO B €IHO NOoANpoy4BaHe. IIbpBuyHaTa kpaiiHa TouKa €
MPOMSHA OT U3XOJHOTO HUBO Ha OTIPOCTEHUS EHIOCKOTICKH CKOp mpu 6omect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbctaBeH ckop OT 5 uiie0-KOJIOHHH
CerMeHTa 3a HaIM4He/pa3Mep Ha sI3BUTE, MPOLICHT Ha JIMTaBUYHATA TIOBBPXHOCT, TOKPHUTA OT SI3BH,
MPOLICHT Ha JINTaBUYHATa OBBPXHOCT, 3aCeTHaTa OT APYTH JIE3UH, U HAINYNe/BUI Ha
CTecHsiBaHUATa/CTpUKTypuTe. Ha cenmuna 8, ciex eavHNYHA HHTPAaBEHO3HA MHAYKIIMOHHA 7034,
npomsaata B SES-CD ckopa e no-ronsima B rpynara Ha ycrekunymad (n = 155, cpeana

npomsiHa = -2,8) OTKOJIKOTO B Tpymara Ha 1miarebo (n = 97, cpenna nmpomsaa = -0,7, p = 0,012).
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Iosnuseane na gpucmynume

B exna noarpyna naunMeHTy ¢ ApeHupamy GUCTyIH Ha n3XoaHO HUBO (8,8%; n = 26), puctynure Ha
12/15 (80%) ot nekyBaHHTE ¢ YCTEKUHYMaOl MAallMeHTH CE€ TIOBIUABAT B IPOABIDKCHUE HA 44 ceIMUIH
(ompeneneno karo > 50% HamalieHHE OT U3X0JJHO HHBO B IPOYYBAHETO C MHIYKIHS Ha Oposl Ha
npenupaiute ¢puctyimn) B cpaBHenue ¢ 5/11 (45,5%) ¢ manedo.

Kauecmeo na sorcusom, cevpzano cvc 30pasemo

KadecTBOTO Ha )KUBOT, CBBP3aHO ChC 37[PABETO, € OIIEHCHO TOCPEACTBOM BBIpOoCHUK mpu
BB3NANUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BerpocHunm SF-36. Ha cenmunia 8 marpieHTUTE, IMOTyYaBaliv yCTeKHHYMa0, TIOKa3BaT CTaTUCTUISCKU
3HAYUMO TO-TOJISIMO U KIIMHUYHO 3HAYMMO 1moA00penue Ha oommst IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBuenue ¢ mianedo. B npoyusanero IM-UNITI no cenmuna 44 te3u nonoOpeHust
O0OMKHOBEHO C€ MOIbpPIKAT MM0-100pe MPH JICKYBaHH C YCTEKUHYMAa0 MallMEHTH B CPAaBHEHHE C
iane6o. [TogoOperneTo Ha Ka4ecTBOTO Ha KUBOT, CBbP3aHO ChC 37paBETO, OOMKHOBEHO Ce
MOJUTBPIKA MPE3 ISLTOTO MPOIBIDKEHHE JI0 ceamuna 252.

HmyHoreHHoct
ITo BpeMe Ha nedeHue ¢ yCTEKHHYMab MOTaT Jla Ce pa3BUAT aHTUTENA CPElly yCTeKUHyMal u

MOBEUYETO OT TAX ca HeyTpainu3upanii. O0pa3yBaHETO Ha aHTUTENA CPENTy YCTEKHHYMa0 € CBBP3aHO C
MTOBHUIIICH KIUPHHC HA YCTEKHMHYMAa0 mpu manueHTtu ¢ 6osect Ha Crohn. He e HabmomaBana HaManeHa
eukacHocT. He ce HaOmromaBa o4eBHIHA 3aBUCHMOCT MEX Ty HATMYUETO HA aHTUTENA CPEILy
YCTEKMHYMa0 U TosiBaTa Ha PEakIui Ha MSCTOTO HA MH)KEKTHUPAHE.

HCIII/IaTDI/I‘IHa OOoInyJanus

EBporietickara areHmust 1o JeKapcTBara oTiara 3aJbDKEHUETO 3a IPEJOCTaBsIHE Ha PEe3YITATUTE OT
MPOYyYBaHUATA C YCTEKMHYMa0 B ¢/IHA WM TIOBEUE MOATPYITU HA MIeAMaTPHYHATA TIOYJIAlUs TIPU
6osect Ha Crohn (Bx. Touka 4.2 3a HHGOPMAIMSI OTHOCHO yIIOTpeOa B MeUATPHUITA).

bonecm na Crohn npu deya

be3omacHocTTa M ehMKaCHOCTTA Ha YCTEKHMHYMa0 ca OLCHeHH Py 48 NeIUaTpUYHM MAIUCHTH C TETJIO
Hai-mMako 40 kg B MeXXIMHEH aHaJIN3 Ha MHOTOLIEHTPOBO npoyuBane ¢asza 3 (UNITI-Jr) 3a
MeAMATPUYHY MMAIMEHTH ¢ yMepeHa JI0 TeXKa akTuBHA O0oject Ha Crohn (nedmHupana upe3 Mumekc
Ha akTUBHOCTTA Ha OosiectTa Ha Crohn [PCDAI] >30) B npoabikeHre HA 52 CEIMUILIM JICUSHUE

(8 cemMuI HHAYKITMOHHO U 44 ceIMUIM MMOAXBPIKAIIO JiedeHue). [lannenTrre, BKIIIOUYEHN B
MPOYYBAHETO, WM HE Ca UMAJIH JOCTAThUEH OTTOBOP, WIIM Ca UMAJIU HEMOHOCUMOCT KbM MPEAXOAHA
OMOJIOTMYHA WM KOHBEHIIMOHATHA Tepamnus 3a 0ojiectra Ha Crohn. [IpoyduBaHeTo BKIIFOUBA OTKPUTO
WHAYKIMOHHO JICYCHHE C €IUHUYHA MHTPABECHO3HA 71033 YCTeKMHyMa0 mpubnu3uteatHo 6 mg/kg (Bxk.
TouKa 4.2), TOCIeABAaHO OT PaHAOMU3MPaHa ABOWHOCITIA MO IbpPIKAIIA CXeMa C ITOJAKOXKHO
npuioxkeHue Ha 90 mg ycTeKMHyMa0 Ha BCEKH 8 CEIMUIU WU Ha BCEKH 12 cemMUIy.

Peszynmamu 3a egpuxacnocm

[IspBuYHaTa KpaiiHa TOYKA HA TIPOYYBAHETO € KIIMHUYHA PEMHUCHS Ha CEAIMHIIA 8 OT MHAYKIUATA
(nedunupana karo ckop mo PCDAI < 10). [IporeHThT Ha MAIUSHTUTE, IOCTUTHAJIN KIIMHUYHA
pemucus, e 52,1% (25/48) u e cpaBHUM ¢ TO3M, HAOJIIOAaBaH B IpoyuBaHusiTa (pa3a 3 Ha ycTeknHyMa0
MIPHU BB3PACTHHU.

Kimunuuen otrosop e Ha0JIr01aBaH omie Ha ceamuia 3. [IpoIeHThT Ha MAIMEHTUTE ¢ KIIMHUYCH
OTroBOp Ha ceaMunia 8 (neMHUpPaH KaTO HAMAIIEHUE CTIPSMO W3XOTHOTO HABO Ha OOIIHS CKOP 110

PCDAI >12,5 touku ¢ o6m1 ckop mo PCDAI ue moseue ot 30) e 93,8% (45/48).

B tabmuna 11 ca MPEICTABEHU aHAJIM3UTE HA BTOPUUHUTE KPaHU TOYKH 110 BpEME Ha MOAIbpKaliaTa
Tepanus A0 ceamuua 44.

Taoanna 11: Pe3ioMe Ha BTOPUYHMTE KPAiHU TOYKH N0 BPpeMe Ha MOIbP:KALIOTO JieueHue
ceamuua 44
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KOpTI/IKOCTepOI/I,Z[I/I§

90 mg 90 mg O061y Opoit
YCTEeKHHYMA0 yCTeKHHYMAa0 NalueHTH
npe3 8 cexmMunu npe3 N =48
N=23 12 ceqmMunu
N=25
Knuanuna pemucust - 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Knuanana pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)

Kiuanana peMucus mpu manueHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOHTO ca OMJIM B KIIMHUYHA

PEMHUCHS TIPH WHIYKIUATA

ceqvuna 8

Kiunngen otrosop ' 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
EHI0CKOTICKH OTroBop 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*

§

Knmangnara pemucns e neduaupana karo ckop no PCDAI <10 touxn.

Pemucus 6e3 xopTuxocrepounnu e nepunupana kato ckop mo PCDAI <10 touku u 6e3 npueM Ha KOPTUKOCTEPOHUIH B
npoabiokenue Ha nmone 90 auu npeau Cenmuna M-44.

KnuananuAT 0TrOBOp € AehuHUpaH KaTo HaMaJleHHue CIPSMO U3XOAHOTO HUBO Ha ckop o PCDAI >12,5 Touku ¢ o0y
ckop o PCDAI ne noseue ot 30.

EnpockonckusaT otroBop € Aedunupan karo Hamanenue Ha ckopa SES-CD >50% wiu cxop SES-CD <2 npu
MaueHTu ¢ u3xojaeH ckop SES-CD>3.

Kopurupane Ha yectoTara Ha IpUIOKEHHE

ITanmenTHTE, KOUTO MPEMUHABAT Ha TOTBPIKAIIO JeUeHUE 1 UMaT 3ary0a Ha otroBop (loss of
response, LOR) B3 ocHoBa Ha ckopa mo PCDALI, oTroBapsT Ha yciIoBuUsTa 32 KOPUTHpAHE Ha J03aTa.
[lanuenTHTe MM IPEeMUHABAT OT JICYEHUE Ha BCEKU 12 ceIMUIM Ha BCEKU 8 CEIMMIIN, WM OCTaBaT Ha
JIeYeHIE Ha BCEKU 8 ceaMuITy (Turare0o KopeKmusi). 2 MalueHTH ca ¢ KOPUTHpaHa 1033 KbM I10-
KpaTKusl MHTEPBAI Ha MpuiioXkeHne. [Ipu Te3n manuenTy KIMHnYHA peMucus € nocturaara npu 100%
(2/2) ot mauueHTUTE § CEIMUIIM ClIe] KOPUTHPAHE Ha 103aTa.

[IpodunbT Ha Ge30MACHOCT Ha cXeMaTa Ha WHIYKIIMOHHO MPHJIOXKEHUE U Ha JIBETE CXEMH Ha
NoJAbpKaIlaTa cCxeMa Ha JIeUeHHE TP NMeANaTpUIHATa MOIyanus ¢ Terio Hak-mainko 40 kg e
CPaBHHUM C TO3H, YCTAHOBEH IIPH MOIyJIalKsATa Ha Bb3pacTHH ¢ OosiecT Ha Crohn (Bx. Touka 4.8).

Cepymnu u ghexannu buomapkepu Ha 6b3NANEHUETNO

Cpennara mpoMsiHa CIIPSIMO W3XOAHOTO HUBO MPH HNOAIBPIKAIIO JiIeueHHe Ha ceaMuia 44 Ha
koHueHTpanuute Ha C-peaktuBeH npotenH (CRP) u pekanen kanmpoTrekTuH e cboTBeTHO -11,17 mg/l
(24,159) u -538,2 mg/kg (1271,33).

Kauecmeo na srcueom, cevp3aro cvc 30pagemo
O6mute ckopose mo IMPACT-III u Bcuuku nmogoMeiHu (UpeBHA CUMIITOMH, CHCTEMHHU CUMIITOMH,
CBBP3aHH C YMOpa, U 0JIaroChCTOSHUE) MTOKA3BaT KIMHUYHO 3HAYMMHU OA0OPEHHUS cliesl 52 CeAMULIN.

5.2 ®apmakokMHETUYHHU CBOWCTBA

AOcopOrus
MenuanaTta Ha BpeMe 3a IOCTHUTaHe Ha MaKCHMaJTHA CEpYMHA KOHIIEHTPAH (tmax) € 8,5 THE cen

€JHOKpaTHO NpuiiokeHne Ha 90 mg NOK0KHO MPH 3ApaBU MALMEHTH. MeanaHaTa tmax Ha
YCTEKHHYMAa0 clief] eAHOKPATHO MpuiioxkeHrne Ha 45 mg i 90 mg MoIKOKHO NPH MAIUESHTH C
IICOPUA3UC Ca CXOJHU C HAaOJI0OJaBaHUTE IIPU 3APaBU HallUEHTH.

AOcomoTHaTa OMOHAIMYHOCT HAa YCTEKHHYMa0 Clie]] €THOKPATHO MOJIKOKHO TPUIIOKCHUE €
n3uncieHa Ha 57,2% mpu maueHTy ¢ IcCopHasuc.

Pasnpenenenue
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Mennanata Ha o0eMa Ha pasnpesencHie B TepMuHaiHaTa gasza (Vz) cien emHOKpaTHO HHTPABEHO3HO
MIPUJIOKEHHUE MIPH MAIMEHTH ¢ TICOpHa3uc Bapupa ot 57 no 83 ml/kg.

Buorpanchopmarms
TOYHMAT BT Ha MeTabOIU3NpaAHe HA YCTEKMHYMa0 He € U3BECTEH.

Enumunupane
Mennanata Ha cucteMans kiupbsHC (CL) cieq emHOKpaTHO HHTPaBEHO3HO MPUIIOKEHUE TIPH

MAIMEHTH C IIcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuanaTa Ha oIy XHBOTa (t1/2) Ha
YCTEKHHYMa0 € MPUOIM3UTEITHO 3 CEIMUIM NPH MAIMSHTH C TICOPHA3UC, TICOPHATHYCH apTPHT, OOJIECT
Ha Crohn u Bapupa ot 15 10 32 AHM BBB BCUYKH NPOYYBAHHS HA TICOPUA3HC U TICOPHATHYCH apTPHT.
CoritacHo mpoBezicH (papMaKOKMHETUYCH aHAIN3 Ha HomyanusaTa npuBuaHuaT KiiupbHC (CL/F) u
npuBUAHUAT 00eM Ha pasnpenenenue (V/F) ca ceorBetHo 0,465 1/d 1 15,7 1 mpu nauuentu c
ncopuasuc. CL/F na ycrekunyma0 He € 3aBHCHM OT MoJia. Pe3ynTatu oT momynanuoHeH
(hapMakOKMHETHYEH aHAITN3 TIOKA3BaT, Ye UMa TEHJICHIIUS KbM MO-BUCOK KIIMPHHC HA YCTEKHHYMa0
NPY TTIALMEHTUTE, T TIOJIOKUTENICH Pe3YJITaT Ha M3CIIeIBAHETO 32 aHTHTEIIA CPEIly YCTEKUHyMa0.

JIuneiHoCT Ha fo3aTa

Cucremnara ekco3uIus Ha yeTeKHHyMa0 (Cmax 1 AUC) ce yBennuaBa 1o HauWH, IPUOTHN3UTEITHO
MPOMOPITMOHAICH Ha J103aTa, CJIE]] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHUE Ha JIO3U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg unm ciaen e THOKPATHO MOAKOKHO MPHIIOKEHUE HA JI03U B TPaHMIIATa
Mexay 24 mg u 240 mg mpu MaueHTH ¢ TICOPHUA3HC.

EnunanyHa cpelry MHOTOKpaTHa 7032

[IpoduuTe Ha cepyMHA KOHIICHTPAILIUA-BpeMe Ha YCTEKHHYMa0 ca MPUHIUITHO MPEABUIUMH CJIE]T
MOJIKOKHOTO MIPHUIIOKEHHNE HA €THOKPATHU M MHOTOKPATHU 103U. [Ipu manyeHTH ¢ mcoprasuc
CTaIlMOHAPHUTE CEPYMHHU KOHIICHTPAIIMY Ha YCTEKUHYMa0 ca JIOCTUTHATH B ceiMHUIIa 28 clie/
IbPBOHAYATHH MOJIKOXXHH 7031 B cemuniv 0 1 4, TIOCIeIBaHU OT JI03U Ha BCeku 12 cenMuIy.
Meauanara Ha cTallMOHApHATA CEPYMHA KOHIIEHTpaLus ¢ B rpanuiuTe Mexay 0,21 pug/ml u

0,26 pg/ml (45 mg) u mexay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hama oueBuHO KyMyIupaHe B
cepyMHaTa KOHIICHTpaI¥sI Ha YCTEeKHHYyMal C BpEMETO, KOTaTo Ce Mpuiiara IMoJAKOXHO Ha BCEKH

12 cemmurm.

[Ipu nauuentu c 6onect Ha Crohn cien MHTpaBEHO3HA J103a OT ~6 mg/kg ce mpuara moaKoXXHa
nojyIepKaia tepanust ot 90 mg ycrekunymad mnpe3 8 win 12 ceMHII, KOSTO 3a1i04Ba Ha ceIMUIIa 8.
KonuenTpanus Ha ycTeknHyMa0 B CTallMOHAPHO ChCTOSHHE CE JOCTHra KbM Ha4aJoTO Ha BTopara
nojabspxaa go3a. [pu narmentu ¢ 6onect Ha Crohn MeauaHaTa Ha Hal-HUCKUTE KOHLEHTPALIUH B
CTallMOHAPHO ChcTosiHUE Bapupa oT 1,97 pg/ml no 2,24 ng/ml u ot 0,61 pg/ml no 0,76 pg/ml 3a
ycreknayMab 90 mg choTBETHO Tipe3 8 cenmmuny wiy rpe3 12 ceqmuny. Hali-Huckure HiBa Ha
YCTEKHHYMa0 B CTALlMOHAPHO ChCTOSIHUE, TTOMydeHH pu 90 mg ycTekuHymab mpe3 8§ ceaMuIy, ca
CBBP3aHH C M0-BHCOKA YECTOTA Ha KJIMHUYHA PEMHCHUS B CPAaBHEHHE C Hali-HUCKUTE HUBA B
cTalroHapHo ckeTogHue cinen 90 mg npe3 12 ceamunm.

BiusiHye Ha TernoTo BEpXy (hapMaKOKHMHETHKATA

B npoBezen nomyanoneH GpapMakOKHHETHYCH aHAIN3, KBAETO ca M3IOI3BAHU JaHHH OT MAIlHEHTH
C IICOpHA3MC € KOHCTaTUPAHO, Ye TEJIECHOTO TEIJIO € Hali-3HauMMaTa KOBapuaTa, BIUseIa BbPXY
KJIMpbHCA Ha ycTeknHyma0. Menuanarta na CL/F npu nanuentu ¢ terno > 100 kg e npubausurenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terio < 100 kg. Mennanara va V/F npu nauueHTy ¢ Terio
> 100 kg e npubmmzutenno ¢ 37% mo-BUCOK B cpaBHeHHUe ¢ nmanueHTH ¢ Terio < 100 kg. Menuanara
Ha MUHHMAaJIHA CEPYMHH KOHLIEHTPAIMK Ha yCTEKUHYMAal MPH MALUEHTH C IO-TOJISIMO TErJIo

(> 100 kg) B rpynaTta ¢ no3a 90 mg ca momoOHU HA Te3U NPH MALUEHTUTE C mo-Manko Terio (< 100 kg)
B rpynara c 1o03a 45 mg. [Togo0Hu pe3yaTaTH ca IMoJlyuYeHH OT OTBbPANTENeH (apMaKOKHHETHYEH
MOMYJIAIIMOHEeH aHAIN3, KbAETO Ca W3MOJI3BAHM JaHHH OT MAI[UeHTH C TICOPUATHYEH apTPHT.

Kopurupane Ha yecTtoTaTa Ha OPUIOKEHUE
BB3 ocHOBa Ha HAOJIOJaBaHUTE NaHHU W TommyaruonanTe @K aHaIu3u Py MaMeHTH ¢ OOJIECT Ha
Crohn panmoMu3upaHUTE YIaCTHUIIM, KOUTO PECTaHAT Ja Ce TOBIUABAT OT JICYCHUETO, UMAT T10-
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HUCKH CEpyMHH KOHIICHTPAITNN Ha YCTEKHHYMa0 BHB BPEMETO B CPABHEHHE C YIACTHUIIUTE, KOUTO HE
ca 3aryouiu otrosop. [Ipu 6onectra Ha Crohn kopurupaseTo Ha qo3ara ot 90 mg Ha BCeKH

12 ceqmunin Ha 90 mg Ha BCEKH § CEIMMUIIM € CBHP3aHO C MOBUIIABAHE HA HAl-HUCKUTE
KOHIICHTPAIIMH HA YCTEKUHYMa0, KaTo TOBa CE ChITHTCTBA C IMOBUIIIABaHE HAa e(DUKACHOCTTA.

CroenuanHy nonyjiaanuu
Hsma Hannyan ¢papMakoKMHETHYHN AaHHU MIPU HMALMEHTH C yBpeAeHa ObOpeyHa Hiu YepHOApoOHa
¢ynkma. He ca mpoBeeHN KOHKPETHH IPOYYBAHMS MIPH MAIEHTH B CTApUECKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha YCTCKI/IHYM36 KaTo IAJI0 € CpaBHHUMA MCKAY MALIUCHTH C IICOPUA3UC OT
A3UAaTCKU U HCA3UATCKU MMPOU3XO/.

buonanumunocrra Ha YCTCKI/IHYMa6 CJIC MPUJIOKCHUC CHC CIIPUHIOBKA WJIW TPEABAPUTCIIHO
HaITbJIHCHA MMHUCAJIKa € CpaBHUMA.

[Ipu manmenTu ¢ 6osect Ha Crohn BapuaOMIIHOCTTa HA KJIMPBhHCA HA YCTEKHHYMAa0 Ce MOBJIMSABA OT
TEJIECHOTO TETJI0, HUBOTO Ha CEpyMHUs al0yMUH, ojla U cTaTyca [0 OTHOLICHUE Ha aHTUTeTaTa
Cpelly YCTeKHHYMa0, JJOKaTo TEIECHOTO TErJIo € Hai-3HauuMara KoBapHaTa, BIHsella BbpXy odema
Ha pasnpenaeicaue. OcBeH ToBa mpu 6ojiectTa Ha Crohn KIMPBHCHT ce MOBNIKABA 0T C-peaKTUBHUS
NPOTEUH, CTaTyca M0 OTHOIIEHHE Ha Heycnex Ha jedeHueto ¢ TNF-anrtaronucty u pacara (a3uaTcKu
CHPSIMO HEa3MaTCKH Mpou3xon). Br3aelicTBHETO Ha Te3u KOBapHaTH € B paMkute Ha + 20% ot
TUNHYHATA WK pedepeHTHaTa cToiHoCT Ha choTBeTHHS DK mapamersp, mopaau ToBa He €
Heo0X0auMa KOPEKIMsI Ha 103aTa 3a Te3u KoBapuaTH. ChIIBTCTBAILIOTO NPHIIOKEHUE Ha
MMYHOMOYJIaTOPH HAMA 3HAYMTEIHO BIMSHUE BbPXY PA3NpeleIeHHETO Ha YCTEeKNHYMao.

Pesynratu ot papMakOKMHETHYEH aHAJIM3 HA MOMYJIAMATA He TIOKa3BaT BIMSHIE Ha TIOTIOH WIIH
AJIKOXO0JI BbPXY (papMakOKMHETHKATa HA YCTEKHHYMAo.

CepyMHHTE KOHIICHTPAIIUK HA YCTEKWHYMA0 NP MeJUaTPUIHN allMeHTH C ICOPUA3UC, HA BB3pacT OT
6 1o 17 roguny, IeKyBaHH C MPENOPBHYUTENHATA 1032 CIIOPE]] TEIECHOTO TETJIO0, Ca CPABHIMHU C TE3U
IpY BB3pacTHATA IOITyJIals ¢ TICOPHA3NUC, JIEKyBaHa C 71032 3a Bb3pacTHH. CepyMHUTE KOHIICHTpAuN
Ha YCTeKWHYMAaO MpY NeJuaTpUYHN MallMeHTH Ha Bb3pacT 12-17 rogunu ¢ ncopuazuc (CADMUS),
JIEKyBaHU C II0JIOBUHATA OT MPENOPbUYUTEIHATA 103a CIIOPE TEIECHOTO TErO0, Ca 3HAYMTEIHO 10-
HHCKH OT TE€3H IPH BH3PACTHH MALMECHTH.

CGPYMHI/ITG KOHOCHTpAlIUX B CTAIMOHAPHO CHCTOAHUC IIPU NNIEAUATPUIHHU IMALIUCHTHU C 6OJ'ICCT Ha
Crohn ¢ Terno Hait-manko 40 kg ca cpaBHIMH ¢ T€3H MPH Bb3pacTHaTa nomrynaius ¢ 6onect Ha Crohn.

Perynupane na CYP450 ensumu

Edexrure na IL-12 nnu IL-23 Bbpxy perynupanetro Ha CYP450 enzumute ca oLeHeHH B in Vitro
MPOYyYBaHe C U3IMOJI3BAHE HA YOBEIIKU XENaTOIUTH, KOeTo mokasea, 4e 1L.-12 wu/umm [L-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOcTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; BX. Touka 4.5).

[IpoBeneHo € oTkpuTO HpoyuBanHe (asza 1 3a nexkapcTBenu B3aumonercTeuss CNTO1275CRD1003 3a
OIleHKa Ha e)eKTa Ha yCTeKHHYyMa0 BhPXY €H3UMHATa aKTHBHOCT Ha IuToXpoM P450 crien nHIyKIms
Y TIOIBPIKAIIIO MTpHUJIaraHe NpH MaueHT ¢ akTuBHa Oonect Ha Crohn (n=18). He ca HabnronaBaHu
KJIMHAYHO 3HaYMMH NPpOMeHH B excriozunuara Ha kopenH (CYP1A2 cyOctpart), Bapdapun

(CYP2C9 cyberpar) omenpazon (CYP2C19 cyberpar), aekctpomeropdan (CYP2D6 cyGerpar) wnu
munazonam (CYP3A cyGerpar), KoraTo ce U3M0I3BaT ChIIbTCTBAILO C YCTEKMHYMa0 mpu oJo0peHarta
NpenopbUYUTENHA T03UPOBKA pH ManueHT ¢ 6onect Ha Crohn (Bx. Touka 4.5).

5.3 IIpeakJMHUYHU AAHHH 32 0€30MACHOCT
HeknmuandHWTE NaHHN HE TIOKAa3BaT OCOOEH PUCK (HAIP. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha Oa3aTa

Ha IpOoy4YBaHUA 3a TOKCUYHOCT ITPU MHOTOKPATHO MpujiaraHe, TOKCUYHOCT 3a Pa3sBUTHUCTO U
pPEeOpOAYKTUBHA TOKCUYHOCT, BKIIFOUUTCIIHO U (I)apMaKOJ'IOFI/I‘IHI/ITe OILICHKH 3a 0e30IMacHOCT. HpI/I
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IPOYYBAHUS 38 TOKCUYHOCT 32 PAa3BUTHETO U PEIPOLYKTUBHA TOKCUYHOCT IIPU JIBJITOOMNAIIATH MaKalK
He ce HaOJII0aBaT HeXKellaH! e(eKTH BbPXY (epTIIINTETa IPH MBKKUTE, KAKTO M BPOJICHU Ne(EKTH
WJIN TOKCUYHOCT 3a pa3BuTueTo. He ce HaOmogaBat HexxenaHu epeKTH BbpXy QepTHinTeTa Mpu
YKEHCKHTE MPH yrnoTpedaTa Ha aHATIOTMYHO aHTUTsUIo cpemty 1L-12/23 npu Mumky.

Jlo30BUTE HHBA B MPOYYBAHMUS MPHU )KUBOTHH ca 0130 45 MBTH MTO-BUCOKHU OT Hai-BUCOKAaTa
€KBHMBAJICHTHA 7103a, IPEBMK/1aHa 3a MPWIOKEHNE TIPU MALIMEHTH ¢ TICOPUA3UC, U BOJAT 10
MaKCHMAaJIHA CEPYMHH KOHIIEHTPAINH ITPH MaMyHH, KOUTO ca Haa 100 mbTH MO-BHCOKH OT
KOHIICHTpAIMUTE, HAOJIIOIaBaHU TIPU XOpa.

He ca npoBexaanu nmpoyyBaHus 3a KAPLIUHOTEHHOCT C YCTEKHHYMa0 MOpaay JUIcaTa Ha MOIXOASIIH
MOJIEIN 32 aHTHTSUIO 0€3 KPhCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DAPMAINEBTUYHHU JAHHA

6.1 ChoucbK HAa IOMOILIHUTE BeleCTBA

XHUCTUINH

XUCTUAWHOB XUAPOXIOPH]T MOHOXUAPAT

[Tommcopo6ar 80 (E 433)

3axaposa

Bona 3a umxeximu

6.2 HecbBMEeCTHMOCTH

[lopanu nunca Ha TpoyYBaHuUs 3a HECHbBMECTHMOCTH, TO3U JIEKAPCTBEH MPOAYKT HE TpsiOBa aa ce
CMeCBa C IPYTH JICKApCTBEHU MPOILYKTH.

6.3 Cpoxk Ha rogHoCT

Pyzchiva 45 mg MHXEKIIMOHEH pa3TBOD
42 mecena

Pyzchiva 45 mg MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
42 mecena

Pyzchiva 90 mg MHXEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA
42 mecena

OTnenHUTE MPEIBAPUTEIHO HAITBTHEHU CIIPUHIIOBKH U (DJIAKOHU MOXKE JIa CE ChXpaHIBaT IPH CTaliHa
temriepatypa a0 30 °C eqHOKpaTHO 3a MaKCHMaJIeH TIEpHUOJ 10 35 THU B OpUTHHAIHATA KapTOHEHA
OTIaKOBKa, 32 JIa Ce MPE/IIa3sT OT CBETIMHA. 3aluIlIeTe JaTaTa, Ha KOsTO MPEIBAPUTEITHO HAIThIHEHATA
CIIPUHIIOBKA € M3BaJICHA 32 ITBPBU ITBT OT XJIaIWTHUKA Ha 0003HAYEHOTO HAa KAPTOHEHATa OITaKOBKa
MsicTo. I1o BCAKO BpeMe IpeIu M3THYAHETO Ha TO3H MEPHO/] MPOIYKTHT €AHOKPATHO MOXKE Ja Obj1e
BbPHAT OTHOBO B XJIQJWJIHHUKA, KBJICTO Ja CE ChbXPaHABa J0 U3THUAHE HA CPOKA HA FOJIHOCT.
N3xBBpIeTe CIpUHIIOBKATA, aKO HE CE U3I0JI3BA CJIe]l ChbXPaHEHUE MPH CTalfHa TeMIeparypa B
paMKuTe Ha MAKCUMATHUS TIEPUOJ OT 35 JHU WK Clie]] M3THYaHe Ha OPUTUHAIHUS CPOK HA TOJTHOCT, B
3aBHCUMOCT OT TOBa, KOE€ OT JIBETE HACTBITA TIO-PaHO.

6.4 Crhenuananm yca10BHs HAa CbXpaHeHHe

Ha ce cexpanssa B xnagmwiauk (2 °C — 8 °C). Jla He ce 3aMpassiBa.

CoxpansBaiiTe (1akoHa WK IPEABAPUTEIHO HAITBIHEHATA CIIPHHLIOBKA B KAPTOHEHATA OMIAKOBKa, 32
Jla ce penasy OT CBETIIMHA.

AKO € He0OXO0/IMMO, OTICITHUTE MPEIBAPUTEITHO HAITBIIHEHN CIIPHHIIOBKH MOXKE J]a C€ ChXPaHsBaT MPH
ctaiina remneparypa 10 30 °C (Bx. Touka 6.3).
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6.5 Buawu chabp:kaHue HA ONTAKOBKAaTAa

Pyzchiva 45 mg MHXKXEKIIMOHEH pa3TBOD
0,5 ml pa3tBop BBB (pi1akoH OT cThKIO THI | 2 ml, 3aTBOpEH ChC 3amymianka OT XJIOpOOyTHIIOBA FyMa.

Pyzchiva 45 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAThJIHEHA CIIPUHIIOBKA

0,5 ml pa3tBop B 1 ml cripuHIIOBKA OT CTHKJIO THII | ¢ pukcupaHa uria ot HEpBKIacMa CTOMaHa ¢
pasmep - BbHIICH d/nbmkunHa: 29 G x 13 mm (Y2 uHY) ¥ pema3uTet Ha Uriara, ChIbpKail Kayqyk,
u OpoMOyTHIIOBa TYMeHa ri1aBa Ha OyTano. CIpuHIIOBKATa € CHab/IeHa C YCTPOMCTBO 3a MacuBHA
3aIuTa.

Pyzchiva 90 mg nHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAThJIHEHA CIIPUHIIOBKA

1 ml pa3tBop B 1 ml cipuHIiOBKa OT cTHKIO THI | ¢ PrkcupaHa Uriia OT HEpBHKIaeMa CTOMaHa C
pasmep - BbHIICH d/nbmkuna: 29 G X 13 mm (Y2 uHY) ¥ npe/ma3uTelt Ha Uriara, ChabpKaia Kaydyk,
1 OpoMOyTHIIOBa I'yMeHa I1aBa Ha OyTano. CIpHHIIOBKATa € CHaO/IeHa ¢ YCTPOHUCTBO 3a aCHBHA
3aIuTa.

Pyzchiva ce npemiara B onakoBka ¢ 1 ¢uiakoH wiu ¢ 1 mpeaBapuTeIHO HAIIbJIHEHA CIIPHHIIOBKA.
6.6 CrnenuajaHu nNpeanasHu MepKHU NMPH U3XBbPJIsiHE H padoTa

Pa3TBOpBT BBB (u1akoHa WK NPEABAPUTEITHO HAITbIIHEHATA CIIPUHIIOBKA Pyzchiva He TpsOBa na ce
paskinarnia. Pa3rBopbT TpsiOBa @ ce MPOBEPH BU3YATHO 32 HATMYMETO HA BUIAUMU YACTHUIIH WU
NpOMSIHA Ha [[BETA, MPEIH J]a Ce TPHIIOKH MOJIKOKHO. Pa3TBOPBT € OUCTHp, Oe31BETECH 10 OIEOKBIT
1 MOXeE JIa ChIIbpyKa HAKOJIKO APEOHH MOTYIPO3PaYyHH WITH OCIIM YaCTHUIM MPOTEeHH. T031 BBHIICH BUJ
HE € HeoOMYacH 3a MPOTEMHOBUTE Pa3TBOPH. JIekapCTBEHUAT MPOIYKT He TpsiOBa a ce M3IM03Ba, aKo
Pa3TBOPBT € C MPOMEHEH IBAT WM MBTEH, MU ChIAbP)Ka BUIUMHE Uyxau dactuiy. [Ipenn npunarane
Pyzchiva tps6Ba na mocturhe craiiHa temmnepatypa (MpHOIM3UTEIHO 332 OKOJIO IOJIOBHH 4Yac).
IMoapoOHu yka3zaHus 3a yrnorpeba ca MpeToCTaBCHU B IMCTOBKATA 32 MAIMCHTA.

Pyzchiva He cbabprka KOHCEpBAHTH, 3aTOBA HEM3IOI3BAHUSAT JIEKAPCTBEH NPOYKT, OCTaHA BbB
(hnakoHa U CIPUHIIOBKATa, HEe TPsIOBa Ja ce u3mnoi3pa. Pyzchiva ce mocraBs kato crepuiieH (akoH 3a
€IHOKpATHA YIoTpeba Wik MpeIBapUTEIIHO HAITbIHCHATA CIIPUHIIOBKA 32 ¢THOKpaTHA yroTpeoOa.
CripuHIIOBKaTa, UTJIaTa U (HIaKOHBT He TPSOBA Ja Ce M3IMOI3BAT MOBTOPHO. Hen3moa3BaHusT
JICKAPCTBCH MPOAYKT WM OTHAABYHUTEC MATCPpUAJIU OT HET'O Tp516Ba ha €€ U3XBBHPJIAT B CbOTBETCTBUC C
MECTHHTE U3UCKBAHUSL.

ITpu n3non3Bane Ha €HOA030B (HJIAKOH Ce MPENnopbyBa U3MOI3BAaHETO Ha CIIPUHIIOBKA OT 1 ml ¢ uria
27 gauge, 13 mm (%2 unua).
7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Pyzchiva 45 mg HHKEKIIMOHEH Pa3TBOP
EU/1/24/1801/007

Pyzchiva 45 mg HHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
EU/1/24/1801/001

Pyzchiva 90 mg MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
EU/1/24/1801/002
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9. JATA HA TbPBO PA3ZPEIIABAHE/TIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mepBO paspemanane: 19 amprr 2024 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

ITonpoOHa nHpOpManUs 3a TO3H JEKAPCTBEH MPOAYKT € MPeIocTaBeHa Ha yebcalita Ha EBponeiickara
areHnus 1o Jexkapcraata https://www.ema.europa.eu/.

50


https://www.ema.europa.eu/

vTO?)I/I JIEKapCTBEH MPOJIYKT MOJICKN Ha JOIBIHUTEIHO HaOmoieHrne. ToBa Iie mo3Boiu 0bp30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMAIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH Ce
M3KCKBA JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HauiMHa Ha ChOoOIaBaHe Ha
HEXXEJTaHHW PEaKINK BIDKTE TOUKa 4.8.

1. HNME HA JIEKAPCTBEHUA ITPOAYKT

Pyzchiva 45 mg WHXEKIIMOHEH pa3TBOP B NPEABAPUTEIHO HAITHJITHEHA MHCAITKa
Pyzchiva 90 mg nmxeKkuroHeH pa3TBOp B NPEABAPUTEIHO HAITbJIHEHA MUCAIIKa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Pyzchiva 45 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HATbJIHEHA MHCAIKA
Bcesika npeaBapuTeIIHO HaITbJIHEHA MHUCAJIKa ChAbpika 45 mg ycrekunymab (ustekinumab) 8 0,5 ml.

Pyzchiva 90 mg WHXEKITMOHEH Pa3TBOP B MPEIBAPUTEIIHO HATBJIHEHA ITUCAIKA
Besika npeaBapuTeIIHO HAITbJIHEHA MUCaNKa Chabpka 90 mg ycrekuayMab (ustekinumab) B 1 ml.

Ycrexkunymab e usisiio yoBeniko [gG 1k MOHOKIIOHATHO aHTHUTSIIO KbM MHTEpieBkuH (IL)-12/23,
npousBeaeHo B CHO kietka ¢ nmoMoinra Ha pekombuHanTtHa JIHK texHomorus.

3a IIBJIHUSA COUCHK Ha IIOMOIIHHUTEC BEUICCTBA BHXKTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

Pyzchiva 45 mg WHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIbJIHEHA MTHCAIKA
HHxeKuoHeH pa3TBop.

Pyzchiva 90 mg HHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA THCATIKA
MHXeKIMoHeH pa3TBOp.

Pa3tBOpBT € OMCTHD, Oe3nBeTeH 10 01e10KBIT U € hopmynupad rpu pH 6,0 = 0,3. OcMoTHYHOCTTA
Ha pa3tBopa e 320 + 32 mOsm/kg.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU MOKAZAHUS

IlnakoB nicopuasuc

Pyzchiva e moka3an 3a iedeHrE Ha YMEPEH JIO TeXbBK IUIAKOB TICOPUA3KC TP Bh3PACTHU, KOUTO HE ca
Cce TIOBJHSUIN, IMAT MPOTHBOIOKA3aHUS FITM HETIOHOCUMOCT KBbM JIPYTH CHCTEMHH TEpPaIlnH,
BKJTFOYBAIH IUKIIOCTIOprH, MeToTpekcaT (MTX) umu ITYBA (icopaner u ynTpaBUOJICTOBA A JTHUN)
Tepanus (Bxk. Touka 5.1).

Icopuatnuen aptpur (PsA)

Pyzchiva, camocrostenHo win B komOuHaims ¢ MTX, e moka3aH 3a JeueHue Ha aKkTUBSH
TICOPUATHYCH APTPUT MPU BH3PACTHU MALUEHTH, TIPU KOUTO OTTOBOPHT KBbM IMPEIIISCTBAIIO JICUSCHHUE C
HeOmoornyHu Monudumuparnty 6onectra antupeBMaTonaau jgekapctsa (DMARD) e Oun
HEJ0CcTaTh4eH (BXK. Touka 5.1).

Bonect Ha Crohn

Pyzchiva e moka3an 3a JieueHue Ha BH3PaCTHH MMAIIMEHTH C YMEPEHA JI0 TeXKKa akKTHBHA 00JIeCT Ha
Crohn, kouTO ca ce MOBIUSIIM HEAOCTATHYHO, BEUS HE CE TIOBIUSABAT WM MMAT HEIIOHOCUMOCT KbM
KOHBEHI[MOHAIHATA Tepanus Wik KbM aHTaroHucT Ha TNFa.
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4.2 Jlo3MpoOBKa M HAYMH HAa MPUJIOKEHHE

Pyzchiva e npeanasnauen 3a ynotpebda noa ppKOBOACTBOTO U HaA30pa Ha JIEKap ¢ OIHT B
JMarHOCTHLMPAHETO M JICYCHUETO Ha 3a00sBaHus, 3a KouTo Pyzchiva e mokasaH.

gOBH[)OBKa

IImakoB mmcopuasuc
[Ipenopbuntennara no3uposka Ha Pyzchiva e HadanHa n03a 45 mg, MpUIIOKEeHA TIOJIKOKHO,
nocJe/iBaHa oT 103a 45 mg 4 ceAMUIIM NMO-KBCHO U CJel TOBa Ha Bceku 12 ceaMuiy.

HpI/I nanueHTH, KOUTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO A0 28 cCaAMuUI TpH6Ba Ja ce oomucau
IMMPCKpaTABAHC HA TCpaIuUATA.

THayuenmu c menecno meano > 100 kg

3a mauuenTy c tesnecHo teryo > 100 kg mppBoHavanHata 1o3a € 90 mg, NprUiIoKeHa MOIKOXKHO,
nocneaBana ot 103a 90 mg 4 cenMuIy TO-KBCHO U cJiel TOBA Ha Bceku 12 ceamumu. [pu Te3u
MAIMEeHTH J03aTa OT 45 mg ¢hIIo € ehuKacHa, HO Mo-rojiiMa ePUKacHOCT uMa fo3ara ot 90 mg. (BK.
Touka 5.1, Tabnuma 4)

IIcopmnatmued aprput (PsA)

[Ipenopbuutennara no3uposka Ha Pyzchiva e HadanHa 1032 45 mg, NpuIIoKeHa TIOIKOKHO,
mocJe/iBaHa oT 103a 45 mg 4 ceAMUIIM MO-KBCHO U CJIel TOBa Ha Bceku 12 ceqMuiiu. AINTepHaTUBHO,
MIPH MAMEeHTH ¢ TeaecHo Terio > 100 kg, Moxxe nma ce m3momssat 90 mg.

HpI/I nanueHTH, KOUTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO A0 28 cCaAMuIu Tpﬂ6Ba Ja ce oomucau
MMPCyCTAHOBSBAHC HA JICUCHUCTO.

Cmapuecka év3pacm (= 65 co0uHu)
He e HeoOxoaumo agantupaHe Ha 103aTa NP NALUEHTH B CTapuecKka Bb3pacT (BXK. Touka 4.4).

bvopeuno u wepnoopobHo yspesicoane
He ca nmpoBexxaanu mpoydBaHus ¢ yCTEeKHHYMa0 MpH Te3u MoMmyJaun nanueHTu. He Moxke aa ce mane
npenopbKa 3a J103aTa.

Tleouampuuna nonyrayus

BbesonacHoctTa 1 eukacHOCTTa Ha ycTeKHHYMa0 IpH Jiela ¢ IICOpUasic Ha Bb3pacT oA 6 TOANHI
WIIW TIPH JIela C ICOPUATUYEH apTpUT 1o/ 1 8-rouiiHa Bb3pacT Bce Olle HEe ca YCTAHOBEHH.
[IpexBapuTenHO HaITBJIHEHATA MUCAJIKA HE € MMPOYYBaHa NPH MeIuaTpUIHATa ITOITyJIalus U He ce
npernopbyBa 3a ynorpeda npu rneuaTpudHu nanueHTu. Bikre Touka 4.2 ot KXII Ha npenBapurento
HaIThJIHEHATa CIPUHIIOBKA 32 JIO3UPOBKATA U HAYMHA HA TPUIIOKEHNE TIPH MTEAUATPUYHH MAISHTH
HaJ| 6 TOIMHU C TICOPUABHUC.

Bbonect na Crohn

B cxemara Ha nedenue mppBata 103a Ha Pyzchiva ce npunara naTpaBeHo3HO. 3a JO3UPOBKATa MPU
MHTPaBEHO3Ha cxeMa Ha npuiarane BuxkTe Touka 4.2 ot KXII na Pyzchiva 130 mg koHueHTpat 3a
MH(Y3UOHEH pa3TBOP.

[IspBoTO MOIKOXHO NpUokeHHe Ha 90 mg Pyzchiva TpsOBa 1a ce M3BBPIIM HA ceaMHLA 8 Cliex
MHTpaBeHO3HaTa Jo3a. Cien ToBa, ce MpenopbyBa NpUWIOKEHKE Tpe3 12 cenMuiy.

ITanmmenTH, KOUTO HE CE TTOBIMSIBAT TOCTATHYHO IO 8 CEMUITH CJIE]T ITbpBATa IMOAKOKHA /1033, MOXKE
Jla TI0JIyYaT BTOpa IMOAKOXKHA J103a 110 TOBa BpeMe (BK. Touka 5.1).

[ManuenTy, Mpu KOWTO MMa 3aryda Ha OTTOBOp MPH MpUiIarane mnpe3 12 ceMuIy, Moxke Jia UMarT 11oJi3a
OT NOBHUILIEHHE HAa YeCTOTaTa Ha MPHUJIOKEHUE mpe3 § ceAMuIu (Bx. Touka 5.1, Touka 5.2).
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Brnocnencteue no3zata Moxe Ja ce pujiara Ha alueHTUuTe Ipe3 § ceIMUIM Wi npe3 12 cenMuuy Bb3
OCHOBa Ha KJIMHWYHA NpeleHKa (Bx. Touka 5.1).

TpsiOBa Ja ce 0OMHUCIN MPEYCTAHOBSIBAHE HA JICYCHUETO MPH MAIIMEHTH, KOUTO HE TIOKA3BaT JIaHHH 32
TepamneBTUYIHA 1Moa3a 16 ceaMuITH cliel 1.v. MHAYKITMOHHA 71032 WA 16 CeaMUITU Clie]l TPeMIHABAHE
KbM IpUJIaraHe Ha MoJIbpiKalia /103a mpe3 8 CeAMHUIIN.

[IpunoxeHneTo Ha IMyHOMOIYJIATOPH W/WIIM KOPTUKOCTEPOUIA MOXKE J1a TIPOJIBIKH 110 BpeMe Ha
neuenneto ¢ Pyzchiva. [Ipu naumentute, KOUTO ca ce MOBIMSUIN OT JieueHHeTo ¢ Pyzchiva,
IIPUWIOKEHUETO HA KOPTUKOCTEPOUAH MOXKE J1a C€ HaMaJIM UJIU 1A C€ IIPEYCTaHOBU B CbOTBETCTBUE ChC
CTaHJapTa Ha JICYCHHUE.

[pu Gonect Ha Crohn, ako TepanusATa ce NpeKbCHE, IOTHOBSBAHETO HA JICYUCHUETO C ITOKOKHO
NPUIIOKEHHUE TIpe3 8 ceMUIIH ¢ 6e30MmacHo 1 e)eKTHBHO.

Cmapuecka év3pacm (= 65 eo0unu)
He e HeoOx0IMMOo KOpUTHPaHE HA 03aTa MPHU MAIMEHTH B CTapUuecka Bb3pacT (BK. Touka 4.4).

bvbpeuno u wepnodpobHo yepescoare
YcrekuHymab He € Mpoy4BaH NpH Te3H MOMyJIaly marueHTd. He Morar 1a ce HarpaBssT MpenopbKH
3a JI03UpaHe.

THeouampuuna nonynayus

be3zonacHocTTa M ehrkacHOCTTa Ha ycTeKUHYMalO mpH Jeuenne Ha 6omnect Ha Crohn mpu
NeAMATPUYHY ManueHTH ¢ Terio noj 40 kg Bee ole He ca ycTaHoBeHU. JIMTcBaT JaHHU.
[IpenBapuTenHo HalrbJIHEHATA MTUCAJIKA HE € IPOYYBaHA IPH NIEAUATPUIHATA MOITyJIalus 1 HE ce
MpernophYBa 3a ynorpeda npu neguaTpuaan naruenTy. Bikre Touka 4.2 ot KXII Ha koHIIEHTpaTa 3a
WH(Y3MOHEH pa3TBOP U HA MPEABAPUTEIHO HAITBIHEHATA CIIPHHIIOBKA 33 JO3UPOBKATa U HAYHHA Ha
MIPHUIIOKEHUE TIPH MTeUATPUYHU ManueHTH ¢ 6onect Ha Crohn u terno Haii-manko 40 kg.

Hauun Ha npuiioxeHue

Pyzchiva 45 mg u 90 mg npeaBapuTeIIHO HAITBITHEHN ITHCAIKH Ca CaMo 32 MTOJAKOKHO HHKEKTHUPAHE.
ITo BB3MOXKHOCT KOKHUTE YYACTHIIH C U3SBEH IICOPHA3KC TPsIOBa Ja ce M30ATrBaT KaTo MSCTO Ha
WH)KEKTHpaHe.

Cren moaxozsio o0y4yeHre 3a TEXHUKATa Ha MOJKOKHO HHXEKTHPAHE MALUCHTUTE W TEXHUTE
OonHOrNEenaun MoraT Ja WHKekTupaT Pyzchiva, ako nekapsT peuiy, 4e ToBa € yMecTHO. Bee mak
JIeKapsT TPsIOBa Jla OCUTYPH TIOJXOJISIIO MTPOCIIe/ISBaHe Ha MaleHTUTe. [1allueHTUTe WK TEXHUTE
OonHOrNIEeauM TPAOBa a ObIAT MHCTPYKTUPAHH Ja MHXKEKTUPAT MPEANrucaHoTo KoianyecTBo Pyzchiva
CBIVIACHO YKa3aHUsATa B JIMCTOBKaTa. [logpoOHM yKka3aHus 3a MPUIIOKEHUE ca IaJeHH! B JIMCTOBKATA.

3a mo-HaTaTHIIHU YKa3aHUSA 3a IPUTOTBSHE U CIICIIUAIHYU MPEANa3HA MEPKH MPHU padoTa BIKTE
TOuYKa 6.6.

4.3 IIpoTuBONOKA3AHUA

CBpPBXUYyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT IIOMOLITHUTE BELIECTBA,
n30poeHu B Touka 6.1.

Knuan4Ho 3HaunMa, akTrBHA HHGEKIHS (Hap. akTUBHA TYOEpKyi03a, BXK. TouKa 4.4).

4.4 ChenuajaHu npeaynpesaeHus U NpeANa3sHu MePKH MPU ynoTpeda

IIpocnenumoct
3a na ce momoOpy MPOCICAUMOCTTA Ha OMOIOTUIHATE JICKAPCTBEHU MPOAYKTH, UMETO M MTAPTHIHUAT

HOMCP Ha MPUIIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIlrMcCBar.
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HNudexnmu

Ycreknaymab MOXKe J1a iMa TIOTEHITHA J1a YBEJIMYaBa prcka OT MH()EKIMY U J1a peaKTUBUPa
naTeHTHU nHQeKmn. [Tpy KTMHIYHY POyYBaHHUS U TIOCTMAPKETUHTOBO 0OCEPBAI[HOHHO ITPOYYBaHE
NP TIAIMEHTH C TICOPHA3UC ce HAaOJII0]aBaT CEpHO3HU OaKTepHaTHH, ThOWYHN ¥ BUPYCHU MH(EKIINU
MIpH MAMCHTH, TPUEMAIIH YCTEKUHYMao (BXK. Touka 4.8).

[Ipu nanueHTH, IEKyBaHU ¢ yCTEKUHYMa0, ce cho0IIaBa 3a OMOPTIOHUCTUYHU HHOEKITUH, BKIFOYBAIIN
peaKkTHBHpaHe HA TyOEpKyJI03a, APYTH OMOPTIOHUCTUYHU OAKTEpHATHN WHMEKITNH (BKITIOIUTEITHO
aTUIIMYHA MUKOOaKTepraiHa HHPEKIHsI, MEHUHTUT, MPUYKMHEH OT Listeria, MHEBMOHUSI, IPUYWHEHA OT
Legionella, u Hokapano3a), ONOPTIOHUCTUYHN MUKOTHYHH MH(EKINH, ONOPTIOHUCTUYHHN BUPYCHH
UHQEKIHUY (BKIFOYUTEIIHO eHIIe(aTNT, MPUIMHEH OT XepIieC CUMIUIEKC 2) M Tapa3uTHU HHPEKITUH
(BKJIFOUMTETHO OYHA TOKCOIUIA3MO34).

TpsiOBa 1a ce MoaXoXk/a ¢ MOBUILIEHO BHUMAaHKE, KOTaTo ce 00CHXK/Ia MPHIOKEHHUETO Ha YCTEKMHYMAa0
NPY TALMEHTH ¢ XPOHUYHU HHQEKIIUY WM aHaMHe3a 3a penuanBupaiia nadeknus (Bx. Touka 4.3).

[Ipenu 3amouBaHeTo Ha JieueHHE C YCTEKMHYMa0 MallMEHTHUTE TPsiOBa J1a ce U3CJIe/IBaT 3a
TyOepKyi03Ha HH(pEKIHs. YCTeKruHyMa0 He TpsAOBa Jia ce Impujiara npy NallMeHTH ¢ aKTHBHA
TyOepKyo3a (Bxk. Touka 4.3). JleueHueTo Ha naTeHTHa TyOepKyIi03Ha HH(EKIHs TpsiOBa fa 3armovynHe
npeau MPUIOKEHNETO Ha yctekrnHyMa0l. [IpoTnBoTyOepKyi03HaTa Tepamnust ChIIo TpsOBa 1a Ob/e
00ChIeHa TIpe/IM HAYaJl0TO Ha JIeueHHe C YCTEeKWHYMal NpH MalMeHTH ¢ aHaMHe3a 3a JIATCHTHA HITH
aKTHBHA TyOEpKyJi03a, IIPH KOUTO HE MOJXKE Ja Ce IOTBBP/H a/IeKBaTeH Kypc Ha JeYeHHe.
[ManmenTture, mpueMay ycTeKHHyMao, TpsaOBa J1a ce HabIro1aBaT BHUMATEITHO 3a IPU3HALN U
CHUMIITOMH Ha aKTHBHA TYOEpKYJI03a 10 BpeMe Ha JICYSHUETO U cJIe]] Hero.

[ManmenTture TpssOBa 1a ObIAT UHCTPYKTUPAHU JIa TOTHPCAT JIEKAPCKU CHBET, aKO CE MOSBAT MPU3HALIN
WY CUMITTOMH, TIpEJIoarany HHQEeKIus. AKO MalueHT pa3Bue Cepro3Ha HHPEKIHUS, ChbCTOSHUETO
My TpsiOBa BHUMATEIHO Jia C€ CeIU U YCTeKMHYMa0 He TpsiOBa a ce mpuiara, J0KaTo HHQEKIsITa He
Obae oBaAsHA.

3510KaYeCTBEHU 3a00IIsIBAHHS

NmyHocynpecopu KaTo YCTEKHHYMa0 UMatT NMOTSHIINA JIa YBEIIHYaBaT PUCKA OT 3JI0KaYECTBCHH
3a0ossaBanHus. Hiakou ManueHTy, KOUTO ca MpUeMalH yCTeKHHyMa0 B KIIMHUYHU NMPOYYBAHUS U B
MOCTMAapKETHHTOBO 00CEPBAIIMOHHO ITPOYYBaHE NPH MAIUECHTH C TICOPUA3UC, Ca Pa3BIIIH KOXKHU U
HEKO)KHU 3710KaueCTBEHH 3200 saBaHus (BK. ToUKa 4.8). PUCKBT OT 3710KaueCTBEHH 3a00JIIBaHUSA MOYKE
Jla € TO-BHCOK TIPU TAIIMEeHTH C IICOPUA3UC, KOUTO Ca JICKYBaHU C JPYyTr'd OMOJIOTHYHU JICKapCTBA B
X0/1a Ha 3a00JIIBaHETO.

He ca mpoBexxiaHu nmpoy4BaHusi, B KOUTO y4aCTBAT MAMEHTH C aHAMHE3a 32 3JI0KAYeCTBEHU
3a00JIIBaHUS WX B KOUTO MPOIBIDKABA JICUCHUETO Ha TAIIMESHTH, PAa3BUIIM 3]I0KAYeCTBEHO 3a00JIsIBaHe
10 BpEME Ha IpueMa Ha YCTeKHHyMal. 3aToBa TpsOBa Ja ce MOAX0K/1a C TOBUIIICHO BHUMAaHUE,
KOTraTo ce 00ChXkK/Ia MPUIIOKEHUETO HA YCTEKUHYMAa0 TIPH TE3H MAIIMCHTH.

Benuku nanuenTy, mo-crnenuanio Te3u Hag 60 ToAuHY, MallueHTH ¢ aHaMHe3a 3a MPOIbJDKUTETHA
UMYHOCYTIPECHBHA TepaIusl WK TakuBa ¢ anamHe3a 3a [ITYBA-tepamnus, TpsOBa a ce HaOI0AaBaT 3a
MosiBa Ha PaK Ha Koxkara (BXK. Touka 4.8).

CHUCTEMHHU U PECIIMPATOPHU PEAKIINHA HA CBPBbXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peakIuy Ha CBPhXYyBCTBUTEITHOCT Ca JOKJIAJBAHH B TIOCTMAPKETHHIOBH yCIIOBUSI, B HIKOU
ClTydad HAKOJIKO JHHM ciief iedeHneTo. Mima ciyyan Ha aHauiIakcus U aHTHOeZeM. AKO e MOSIBH
aHa(UIIaKTHYHA WM Jpyra Cepro3Ha peakiysa Ha CBPhXUyBCTBUTEIIHOCT, TPSIOBA J1a CE HA3HAYM
MOJTXOJISIIIA TSPATUs U MPHIIOKEHUETO Ha YCTeKMHyMal TpsOBa ja ce mpeycTaHoBH (Bk. Touka 4.8).

Pecnupamopnu
Crnyuyau Ha alepruyeH ajJBeonT, CO3MHO(MWIHA THEBMOHUS ¥ HEMH(EKIIMO3Ha OpraHu3upania
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ITHEBMOHHS ca ChOOIICHH 110 BpeMe Ha MOCTMapKETHHTOBaTa yrnorpeda Ha ycTrekuHymao. KimHudaaute
NPOSIBU BKJTFOYBAT KAIIUTUIA, TUCITHES ¥ HHTEPCTUIIMATHU HHOUITPATH CIIe €[HA 10 TPH JI03H.
CepHo3HHTE MOCIEAUIN BKITIOYBAT JUXATENIHA HEAOCTATHYHOCT U MPOABDKUTCIIHA XOCTIUTATU3AIHS.
IMomo6penue e choO0IaBaHO Clie/ MPEYCTAHOBSIBAHE HA JICUCHUETO C YCTEKHHYMA0 U B HIKOH CITydYaH
IPH [IPUIIOKCHUE HA KOPTHUKOCTEPOUIU. AKO ObJie H3KITIOUeHa HHPEKIIMS U IUarHo3aTa ce OTBbP/IH,
NPUIOKEHUETO Ha YCTEKUHYMa0 TpsiOBa Jia ce MPEyCTaHOBH | JIa CE 3all0YHE MOAXO/SIIO JCUCHUE
(Bk. Touka 4.8).

Cop1eYHOCHA0BH CHOUTHS

[Tpu manmeHTH ¢ ICOPUA3KC, C SKCIO3UIINS HA YCTEKUHYMA0, B MOCTMAaPKETHHTOBO 00CEPBAIIMOHHO
MPOyYBaHe ca HAOII0JaBaHU ChPICYHOCHIOBH CHOUTHS, BKIIOUUTEITHO HHPAPKT HA MUOKapa U
MO3bYHOCHIOB HHIUACHT. PHCKOBUTE (haKTOPH 3a ChPACYHOCHIOBO 3a00JsIBaHe TPsOBa 1a ce
OIICHSBAT PEIOBHO IO BPEME Ha JICYCHUETO C YCTEKUHYMaO0.

Bakcunanuu

IIpemopruBa ce 1a HE ce MpUyIarart XUBU BUPYCHH WU JKUBH OakTepruanHau Bakcuan (kato bIK)
€HOBPEMEHHO ¢ ycTeknHyMa0. He ca mpoBek1aHu KOHKPETHH MTPOYYBaHUS TPU MAIIUCHTH, BEPXY
KOMTO HAaCKOpO € TpujlaraHa )KMBa BUPYCHA WM KUBa OakTepraiaHa BakcuHa. Hsima maHHu 3a
BTOPUYHO Npe/iaBaHe Ha HHPEKIHS Ype3 )KUBU BAKCUHH MTPH MAIMEHTH, MOJTyYaBaly yCTEKHHYMaO.
JledenueTo ¢ ycTekuHyMa0 TpsOBa Jja ce MpeyCTaHOBU Hal-MaJIKo 3a 15 ceMuIum ciel mociaeqHaTa
Jl03a MPen MOCTABSIHETO HA JKMBa BUPYCHA MJIH KMBA OaKTepraiHa BAKCUHA U MOXE J1a C& Bh30OHOBHU
Hal-MaJIKo 2 CEAMHUITH clie] BaKCHHUpaHEeTo. JIekapuTe, peanrcBaIin JeKapcTBOTO, TPSIOBa 1a
HaIpassT crpaBka ¢ KpaTkata xapakTepuCcTHKa Ha MPOJAYKTa 32 KOHKpETHATa BAKCHHA 3a
JIOITBTHUTETHA WH(POPMAIIHS U YKa3aHUS 32 ChIIBTCTBAIIOTO MPHIIOKEHHE HA UMYHOCYIPECUBHU
JIeKapcTBa Clie]] BAKCUHUPAHE.

He ce mpenoppuBa npuarade Ha xuBU BakciHU (kaTo BI)K BakcuHa) npu kbpmadera, ¢ €KCIO3UIIHS
Ha yCcTeKHHYMaO in utero, B IPOABIDKEHHE Ha JIBAHAIECET Mecella Cle]] payKIaHEeTO HIIH JOKaTo
CEpYMHHUTE HHBA Ha YCTEKUHYMal MpPU KbPMAUueTOo CIaHAT 0]l HUBOTO Ha JCTEKIMs (BXK. TOUKU 4.5 1
4.6). Axo e HaJMIIe KaTeropruyHa KIMHUYHA 110J13a 33 OTIEIHOTO KbpMayde, MOXKe J1a c& OOMUCIIH
IpUaraHe Ha )KUBa BaKCHHA B TIO-PAaHEH MOMEHT, aKO HE Ce€ OTKPUBAT CEPyMHH HUBA Ha
yCTeKnHYMao.

[lanuenTHTE, KOUTO M3MOI3BAT YCTEKUHYMA0, MOXKE J1a TIONTy4JaT €THOBPEMEHHO MHAKTHBUPAHH HITU
yOUTH BaKCHHU.

Z[’LJ'IFOCpOLIHOTO JICYCHHUEC C YCTGKI/IHyMaG HC NOTHUCKAa XYMOPAJIHUA HMYHCH OTT'OBOP KbM
ITHEBMOKOKOBHUTE MOJIM3axXapuIHN BaKCUHHU WA KbM BaKCUHHUTE CPEILYy TETAHYC (B)K. TOYKa 51)

ChIbTCTBAIA UIMYHOCYIIPECHBHA TEPAITHS

[Ipu npoy4BaHus pu NCOPHUA3UC HE Ca OLIEHSABAHN 0€30MaCHOCTTA U e()UKACHOCTTA HAa YCTEKUHYMAa0
B KOMOMHAIMSI C UMYHOCYIIPECOPH, BKJIIOYUTEITHO OMOJIOTHYHU NMPOAYKTH WK Gotorepanus. [Ipn
IPOYYBAHUS MIPU TIICOPHATHIEH aPTPUT, CHITBTCTBAINOTO HpHIokeHne Ha MTX He nmoBnusiBa
Oe3omacHocTTa U epUKacCHOCTTa Ha ycTeknHyMal. B nmpoyuBanusra nmpu 6omnect Ha Crohn u
YJIIEPO3eH KOJIHT ChITBTCTBALIOTO MPHIOKEHHE HA UMYHOCYIPECOPH WIIN KOPTUKOCTEPOHIH
U3TJIeXK/a He MOBJIMsABA 0e30IacHOCTTa WM e(hUKACHOCTTA Ha yCcTeKnHyMao. TpsoBa na ce moaxoxa ¢
MIOBUIIIEHO BHUMAHHUE, KOTaTO ce 00CHkK/Aa ChIIBTCTBAIOTO MPUIOKEHUE HA IPYTH UMYHOCYIPECOPH U
YCTEKHHYMa0 WM NP IPEMUHABAHETO KbM JICUEHHUE C IPYTH OMOIOTMYHH HMYHOCYTIPECOPH (BK.
Touka 4.5).

HUmyHoTepanus
YcrekuHymal He € OIeHSBaH MPH MaIlUeHTH, KOUTO ca MojIaraHy Ha IMYHOTeparus 3a aneprun. He e

M3BECTHO JAJIA yCTEKMHYMa0 MOXE J1a Ce OTPa3y Ha IMYyHOTEPAIHATA TIPU aJIePrHH.

Cepuo3HU KOXKHU 3a00JIsIBAaHUS
[Ipu manueHTH ¢ ICOPUA3KUC ce ChOOIABa 3a ClIydan Ha eKC(OIMaTHBEH AEPMATUT CIIC JICUCHHUE C
ycTekuHyMab (Bxk. Touka 4.8). [TareHTuTe ¢ IiakoB MCOpUa3suc MOXKe Jia Pa3BUAT €pUTPOACPMHUYCH
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TICOPHUA3UC KAaTO YaCT OT €CTECTBEHUS X0/ Ha 3a00JIIBAHETO ChC CHMITTOMHU, KOUTO MOXKE OT KIMHUIHA
rJIeJiHa TOYKa Jia He Ce OTJIMYaBaT OT eKc(oaraTuBHusA aepMaTut. Jlekapure TpssOBa 1a BHUMaBaT 3a
CUMITOMH Ha SPUTPOJICPMUYCH MICOPUA3UC WU EKCPOTUATUBEH JCPMATHUT KaTO YacT OT
MOHHTOPUPAHETO Ha TICOPHA3KCca MPH MaIUeHTa. AKO TE3U CUMIITOMHU CE€ TIOSIBST, TPSAOBa J1a ce
3aMo4He MOAXOAMINO JeueHue. [IpuemMbT Ha ycTekuHyMa0 TpsiOBa Ja ce MpeyCTaHOBH, aKO MMa
CBMHEHUS 32 JICKAPCTBEHA PEAKITH.

3a0oJigBaHuUs, CBBP3aHU C JYITYC

Crrydan Ha 3a00JsIBAaHUS, CBBP3aHU C JIYIYC, CE ChOOIIaBaT IMPH MAITUEHTH, JIEKYBaHU C YCTEKUHYMa0,
BKITFOUUTEITHO KOXKEH JIYITyC EPUTEMATOJIEC U JIyIyc-1oj00eH cuHapoM. [Ipu BE3HUKBaHE Ha JIC3WH,
0COOCHO Ha M3JI0KEHUTE HA CI'BHIIC YYACThIIM HA KOXKATa, WK aKO T€ CE ChITBTCTBAT OT apTPaJITHs,
MAIMeHTHT TPsOBA Ja IOTHPCH He3ab0aBHO JIeKapcKa MOMOII. AKO ce IIOTBBPIST 3200/ IsIBaHHUS,,
CBBP3aHH C JIYIyC, YCTCKHHYMa0 TpsiOBa Jja ce MPEYCTaHOBH H Jia CE 3all0YHE IMOAXOIAIIO JICUCHHE.

CrenyaiHy TONyJIaIiuy

Cmapuecka 6v3pacm

B xiIMHWYHHTE U3MUTBaHUS TTPH 0JI00PSHUTE TTOKAa3aHUsI HE CE HA0JII0IaBaT ChIIICCTBCHU Pa3lIuiUs B
edukacHOCTTa MM 0€30MMAaCHOCTTA MPHU MAITMEHTH Ha 65-TOIUIITHA BH3PACT H ITO-TOJIEMH, KOUTO
MOJTy9aBaT YCTEKHHYMa0, B CPaBHEHHUE C TIO-MJIa U MAIlMEeHTH. bposT Ha malueHTuTe Ha Bh3pacT

65 ToauHU U MO-ToJIeMHU 00ade He € JOCTaThUYCH, 3a Ja Ce OINPEIEIH Jall CE MOBJIUABAT PA3IUIHO OT
MO-MJIaJIUTE MAalMeHTH. Thi KaTo pa3npoCTpaHESHUETO Ha MH(PEKIUH CPel CTapUyecKaTa MoIyIaus
KaTo IISUI0 € TO-TOJISIMO, JICUSHUETO TIPY MAIlMeHTH B CTapuecka Bh3pacT TpsOBa J1a ce mpuiara
BHUMATEITHO.

ITonucopobat 80
VYerekunymab ceappika 0,04 mg (90 mg/1,0 ml) mmm 0,02 mg (45 mg/0,5 ml) momucopdar 80 (E433)

BBB BCsAKa 71033, KOsATO € ekBuBaieHTHa Ha 0,40 mg/ml. [Tonmucopbarute MoraT ga MpUIHHAT
AJIIePTUYHU PEaKIHU.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoJelicTBHe
JKuBu BakcuHu He TpsiOBa Aa ce IpuiIaraT €IHOBPEMEHHO ¢ YCTEKHHYMaO.

He ce nmpenopbuBa npuiarane Ha »xuBu BakcuuH (kato BLDK BakcuHa) mpu kbpMayeTa, ¢ €KCIO3UIINS
Ha YCTEeKMHYMa0 in utero, B IPOJbIDKEHNE HA JBAHA/IECET Mecela Clie]l PaXKIaHeTO HIIH JI0KATO
CEpYMHHUTE HHBA Ha YCTEKUHYMal MPU KbPMAUueTO CIaHAT [OJ] HUBOTO Ha JCTEKIMs (BXK. TOUKU 4.4 1
4.6). Axo e HaJIMIIe KaTeroprHyHa KIMHUYHA 110J13a 33 OTIEIHOTO KbpMayde, MOXKe J1a ce OOMUCIIH
NpuIaraHe Ha )KMBa BaKCHHA B MIO-paHEH MOMEHT, aKO HE CE OTKPHUBAT CEPYMHHU HUBA Ha
yCTeKHHYMao.

[Ipu dpapMakoKMHETHYHY aHATIM3H Ha MOIMyJaLUsITa, HAPAaBEeHH B IpoyuBaHus (asa 3, e nsciensan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO MPHEMaHH JIEKAPCTBEHH MPOAYKTH MPU MAIMEHTH C TICOPHA3HC
(BKJIFOUMTENHO U MapaneraMmod, H0ynpodeH, aneTuiacaluuioBa KUCeIHa, METHOPMUH,
aTOpBACTaTHH, JEBOTHPOKCHH) BbPXY (papMakoKMHETHKaTa Ha ycTeknHyMab. He ca HabnronaBaHu
MIPU3HALIM Ha B3aUMOJIEICTBHE C T€3M €THOBPEMEHHO MMPUEMAHH JeKapCTBEHU MPoIyKTH. OCHOBA Ha
TO3u aHanu3 € GakThT, ue Hal-Manko 100 manuenTu (> 5% oT u3cnenBaHaTa MOMyJIAIUs) ca JeKyBaHH
€IHOBPEMEHHO C TE3U JIEKAPCTBEHH MPOAYKTH Ipe3 oHe 90% oT nmeproaa Ha MpoydIBaHETO.
dapMaKOKHHETHKAaTa HAa YCTEKMHYMa0 HE ce € MOBIHsUIa OT ChIIBTCTBAIOTO NpHiioxenue Ha MTX,
HCTIBC, 6-mepkanronypuH, a3aTHOIPHUH U IIEPOPAITHU KOPTUKOCTEPOUIH MPH NMAITUEHTH C
IICOPHATHYEH apTpHT, OosecT Ha Crohn WM yJILEpO3eH KOJIUT, WK OT MPEIIECTBAIA eKCIO3UIMS Ha
antu-TNFa cpencTBa, mpu manueHTH ¢ copuatuyded apTpuT wiu Oonect Ha Crohn, v ot
npeAecTBaIla eKCIo3ulus Ha OMOJIOrMYHY JIEKapCTBEHU NPOAYKTH (T.e. anTU-TNFa cpeacTsa w/uinm
BEI0JM3yMal) MpH NALUEHTH C YJILEPO3eH KOJIHT.

Pesynrarute oT poydBaHne in vitro u ot npoy4sase ¢gasa | nmpu ydacTHHLHM C aKTUBHA OOJIECT Ha

Crohn He npeanonaraT HEOOXOAUMOCT OT aJaNTHPaHe Ha J03aTa MPH NalMeHTH, KOUTO TOJTydaBaT
ennoBpemenHo CYP450 cyberpatu (Bk. Touka 5.2).
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Ipu npoy4BaHus MPH NICOPUA3KC HE Cca OICHABAHU 0€30IIaCHOCTTa U €(DUKACHOCTTA HA YCTEKUHYMa0
B KOMOHMHAITUS ¢ UMYHOCYITPECOPH, BKIFOUNTEITHO OMOJIOTHYHH CpeicTBa uin (otorepamnus. [Tpu
NPOYYBAHUS MPH MCOPUATHUCH APTPUT, CHITBTCTBANIOTO MpHiIokeHrne Ha MTX He moBnHsBa
Oe3omacHoCTTa ¥ e(h)UKACHOCTTA Ha yCTeKMHyMa0. B mpoyuBanusiTa mpu 6ojiect Ha Crohn u
YIIIEPO3eH KOJIHUT ChITHTCTBANIOTO MPHUIOKEHHE HA KIMYHOCYPECOPH MIIA KOPTUKOCTEPOHTH
U3TJICK/IA HE MOBIHsBA 0E30MAaCHOCTTa WM e(UKACHOCTTA HA YCTEKHHYMA0. (BXK. Touka 4.4).

4.6 @epTUIAUTET, OPEMEHHOCT U KbpMeHe
Kenu c nerepojieH noTeHIMAT

JKenu ¢ neTeponeH noTeHyal TPSAOBa Ja U3MOI3BAT €PEKTUBHE METOU Ha KOHTPAIICIIIHS 10 BpeMe
Ha JIEYEHHUE U A0 15 ceaMUIH CIe] IeYEHUETO.

BpemenHoct
IIpocieKTHBHM JaHHHU OT HETOJISIM OpO¥ Cilydar Ha OPEeMEHHOCT CJIe]T KCIIO3HIINS Ha yCTEKUHyMab ¢

W3BECTEH M3XO0J, BKIIFOYUTEITHO ToBeue oT 450 cirydast Ha OpEMEHHOCT ¢ €KCITO3UIIHS MPe3 MbPBUS
TPUMECTHP, HE TIOKa3BAaT MIOBUILIEH PHCK OT TOJIEMH BPOJCHU MaI(QOpMaIHH IPH HOBOPOACHOTO.

[Ipoy4uBaHusiTa P )KUBOTHH HE TIOKA3BaT IMPEKU HITU HETIPEKU BpeIHH e(heKTH, CBBP3aHU C
OpeMeHHOCTTa, EeMOPHOHATTHOTO/(PETaTHOTO Pa3BUTHE, PAKIAHETO WM MOCTHATATHOTO pa3BUTHE (BXK.
To4YKa 5.3).

HanuuausT kirHMYeH onut obave e orpanuveH. KaTo npeana3Ha Msipka e 3a ImpeArnovruTaHe J1a ce
n30srBa ynorpedata Ha yCTeKMHYyMa0 10 BpeMe Ha OPEMEHHOCT.

Ycrexknaymab mpeMuHaBa mpe3 IUIaleHTaTa i ce OTKpHBa B cepyMa Ha KbpMaydeTa, POJICHH OT JKeHH,
JIEKyBaHU ¢ YyCTeKHHYyMa0 1o BpeMe Ha OpeMeHHOcTTa. KITMHUYHOTO BB3/IeiicTBHE Ha TO3U (akT HE €
H3BECTHO, HO PUCKBT OT MH(EKIINS PU KbpPMadeTa, C eKCIIO3UIIUA Ha YCTEKUHYMAO in utero MOXKe Ja
ObJle IOBUIIIEH cien paxaaneTo. He ce mpemopbyuBa mpriiarane Ha »uBu BakcuHH (kato BLIK
BaKCHHA) MPU KbpPMAYeTa, C EKCIIO3UIN Ha YCTEKHHYMA0 in utero, B IpOABIDKEHUE Ha

JIBAaHAJICCET Mecella CIe]] PaKIaHETO WK JIOKATO CEPYMHHMTE HUBA HAa YCTEKMHYMa0 NP KbPMaUueTO
CIaJHAT TI0J] HUBOTO Ha JETEKITHs (BX. ToukH 4.4 u 4.5). Axo € HanmuIe KaTeropuvHa KIMHUYHA TI0J13a
3a OTAETHOTO KbpMaue, MOXKe Jla ce OOMUCIM TpWiIaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKo
HE C€ OTKpUBAT CEPyMHH HUBA HA YCTEKMHYMaO0.

Kspmene
OrpaHuveHH JaHHU, yOJUKYBaHH B JIUTEPATypaTa, MOKa3Bar, 4¢ yCTEeKHHyMal ce eKCKpeTupa B

YOBEIIKaTa KbpMa B MHOTO MaJIKH KoJindecTBa. He e m3BecTHO janu ycrekuaymab ce abcopoupa
CHUCTEMHO clie orrblane. [lopaau noTeHuana 3a nposiBa Ha HEXKEJAHU JICKAPCTBEHHU PEaKIMU KbM
YCTEeKMHYMa0 MpH KbpMadeTaTa, TpA0Ba Jia ce B3eMe PEIICHUE ajy Jia ce IPEYCTaHOBH KbPMEHETO
10 BpEMe Ha JISUeHHE U 10 15 ceqMuIm cief JISYeHHETO, WK J]a C€ IPEyCTaHOBH TEPAIHATA C
YCTeKHHYMa0, KaTo ce B3eMaT MpEeABH] M0I3aTa OT KbPMEHETO 32 JAETETO U M0J3aTa OT TePaIuATa C
YCTEKUHYMa0 3a KeHara.

DepTHIINTET
EdexTsT Ha ycTekuHyMal BEpXyY (hepTHIINTETa IPH XOpa He € OLEHEH (BXK. Touka 5.3).

4.7 EdexTH BLpPXYy CI0COOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

YcTreknHyMa0 He MOBIMSBA WM MOBJHsIBa MPEeHEOPEKUMO crtocoOHOCTTa 3a modupane u pabdora ¢
MaIllIHH.

4.8 Hexenanu JeKapCTBEHH PeaKIUU

O0600mmenre Ha npoduiia Ha 6E€30HaCHOCT
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Haii-uectute HexxenmaHu JIEeKapCTBEHU peaknuu (> 5%) B KOHTPOIHpPAHUTE IEPUOAN OT KITUHHYHUTE
MIPOYYIBAHUS P BB3PACTHU C TICOPUA3HC, ICOPHATHYICH apTPpHUT, Oosect Ha Crohn u yiIiepo3eH KoauT
¢ ycTeKknHyMal ca Ha3ohapuHTHT U riaaBobomue. [loBeueTo oT TAX ce cuuTaT 3a JIKU U He Hajlarat
MPEeKbCBaHE HAa MPOYYBAHOTO JicueHue. Hali-cepro3HaTa HexellaHa JIeKapCTBeHA PEAKIIHsI, KOSITO €
ChOOIIaBaHa 32 YCTEKUHYMA0, € CepUO3HA PEaKIUsl Ha CBPbXIyBCTBUTEITHOCT, BKIFOUUTEITHO
aHadunakcus (Bx. Touka 4.4). O0uusaT npodui Ha 6€30MacHOCT € MOA00CH MPH MAIUSHTH C
TICOpUA3UC, ICOpUATHYEH apTpuUT, OosiecT Ha Crohn 1 ynIepo3eH KOuT.

Tabau4eH CIMCHK HA HEXKEIAHUTE PEaKIuu

JlanHuTe 3a 6€30IMACHOCT, MPEIOCTABEHU TIO-/I0TY, Ca TIOIYUYSHH CIIe]l SKCIO3UIIHS HA YCTEKUHYMa0
npu Bb3pacTHU B 14 npoyuBanus ¢asa 2 u dasa 3 npu 6 710 mauuentu (4 135 ¢ ncopuasuc u/mmm
ncopuatuueH apTpuT, 1 749 ¢ 6omect Ha Crohn u 826 marueHTH ¢ yirepo3eH KoiauT). ToBa BKITIOYBa
EKCITO3UIUS Ha YCTEKMHYMa0 B KOHTPOJIUPAHUTE U HEKOHTPOJIUPAHUTE MTEPHOAN HA KIIMHUIHHUTE
MPOYYBaHUS MPHU MAIMESHTH C TICOPUA3UC, ICOPUATHYCH apTpHuT, OostecT Ha Crohn mim yiieposeH
KOJIUT B TIPOABJDKEHUE HAa Hali-Mako 6 Mecena (4 577 manueHTw) Wi none 1 ronuHa

(3 648 maruentn). 2 194 nanueHTy ¢ rncopuasuc, 6osect Ha Crohn WM yIIepo3eH KOJIUT ¢a ¢
EKCITO3UIHA 32 MoHe 4 roauHy, nokaTo 1 148 manuenTu ¢ ncopuasuc wim 6osnect Ha Crohn ca ¢
€KCITO3UIIMS 32 TIOHE 5 TOJIMHU.

B tabmma 1 e mokazaH CIUCHK ¢ HEXXETAHUTE JICKAPCTBEHH PEAKINH OT KIIMHUYHU TPOYYBAHUS IIPH
BB3PACTHH C IICOPHA3HC, TICOPHATHYCH apTpHUT, 6osiecT Ha Crohn U ¢ ynIiepo3eH KOJHT, KaKToO 1
HEeXXEIIaHUTE PEeaKIny OT MMOCTMAPKETHHIOBaTa yroTpeba. Hexxenannure peaknuu ca KiacupUIMpaHu
0 CHCTEMO-OpPTaHHU KJIACOBE W YECTOTA ChITIACHO CIIeHaTa KOHBeHIMs: MHoro ectu (> 1/10),
UYecru (> 1/100 no < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Heu3BecTHA YecToTa (OT HATMYHUTE JAHHU HE MOJKe J1a ObJIc HallpaBeHa
orieHka). [Ipu BCSIKO rpynupaHe B 3aBUCUMOCT OT YECTOTATa HEXKENAHUTE JICKAPCTBECHH PEAKIIUH ce
U30pOSIBAT B HU3XOJSII PEJT TI0 OTHOIIICHHE HA TAXHATA CEPUO3HOCT.

Taéanna 1 CnuchbK HA HEXKeJIaHU PeaKIuu

Cucremo-opranHu YecroTa: Hexxenanm peakuum

KJIACOBE

Wndexunn n nadecrarmn  Yectn: nHPEKIUS HA TOPHUTE JUXATETHH ITBTHINA, HA30()apUHTHT,
CHUHY3HT

Heuectu: LOCyJINT, ICHTAJIHU I/IH(l)eKLII/II/I, xeprec 30CTep, I/IH(i)CKLII/ISI
Ha JOJTHUTC AUXATCIIHU IIbTUIIlA, BUPDYCHHU I/IH(I)eI(I_II/II/I Ha TOPHUTE
AUXaTCJIHU IIbTUIA, BYJIBOBAIrMHaJlHA MUKOTUYHA I/IH(I)CKI_II/ISI

Hapymenns Ha umyHHata ~ HedecTu: peakiuy Ha CBPBXUYBCTBUTEIHOCT (BKIIFOYUTEIHO OOPHB,
crcreMa YPTHKAPHS)
Penxu: cepro3Hm peakiuu Ha CBPBbXYYBCTBUTEIHOCT (BKIFOYUTEITHO
aHa(pUIAKCHS, aHTUOE]IEM )

Tlcuxu4Hu HapyIIeHUS Heuectu: nenpecus

Hapymienust Ha HepBHaTa UYectu: 3amaliBane, ri1aBodosme

cucTemMa Heuwecrtu: nuuieBa napanuza

Pecniuparopuu, rpbaHu U UYectu: opodapunreanna 6onka

MeANacTUHATHN Heuwecrtu: HazanHa KOHrecTHS

HapyIICHUS Penxu: anepruveH aaBeonT, €O3MHOYHUITHA THEBMOHHUS

MHoOro peiku: opraHu3upania mHeBMOHUS

CroMantHo-4peBHU UecTn: nuapusi, rajicHe, IOBPBITaHE
HapyIIECHUS
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Hapymenus Ha xoxaTa u Yectn: cppbex

HOJIKOKHATA ThKaH Heuectu: myctynoseH ncopuasuc, eKconnamnus Ha KoKaTa, akKHe
Penxu: exchonmatuBeH qepMaTuT, XUIIEPCEH3UTUBEH BACKYJIUT
MHoro penku: 0yi03eH neM(pUrona, KOxKeH JIyIyC epUTeMaTo1eC

Hapymenns Ha myckynHo-  Yectu: 601KH B rbpOa, MUAITHS, apTPAIITHS

CKEJICTHATa CHCTEMA U MHoOr0 peiKu: TyIyc-1mo100eH CHHIPOM

ChCIMHUTEIHATA ThKaH

OO0mmu HapyIICHHS | UecTu: ymopa, epuTemMa Ha MSICTOTO Ha HHXKEKTHpaHe, 00IKa Ha
e(eKTH Ha MSCTOTO Ha MSICTOTO Ha UHXKEKTHpaHe

MIPUIIOKEHUE Hedectu: peakiuu Ha MSICTOTO Ha MHXKEKTHPaHE (BKIIOYUTEITHO

KPBBOM3IIB, XeMaTOM, BTBBP/ISBAHE, TOJAYBAaHE U ChPOEIK), aCTEHUS

*  Bwxte Touka 4.4, CHCTEMHH U pECIUPATOPHHU PEAKLUHU HA CBPbXUYBCTBUTEIHOCT.

Onucanue Ha I/I36DaHI/I HCXCIaHH JICKAPCTBCHHU PCAKITMNA

HNudexnmu

B mmanie60-koHTpOIMpany Npoy4YBaHUS MPU MALUEHTH ¢ ICOPUA3UC, ICOPHATHYECH apTPUT, OOJIECT Ha
Crohn 1 ¢ ynuepo3eH KOJIHUT NPOUEHTHT Ha HHPEKIUHUTE UK CEPUO3HUTE HHPEKIMU € CXOACH NPH
NAIMEHTHTE, JICKYBaHH C YCTEKHHYMa0, U MPH JIEKyBaHHTE ¢ Tuiane6o. B miane6o-KoHTpomupaHust
MepUO/] Ha Te3W KJIMHWUYHU MPOYYBaHMS YecToTara Ha uHpeknuuTe e 1,36 3a manueHToroiuHa
npociensBaHe MpU NalueHTH, JIEKyBaHU ¢ YCTeKHHYyMa0, u 1,34 — mpu nauueHTH, JIeKyBaHH ¢
mwiane6o. [Tospuinute ce cepuosnu nHdeknuu ca ¢ yecrtora ot 0,03 3a marEeHTOroAnHa NpoCicasiBaHe
MIPH MAIMEHTH, JIeKyBaHU ¢ ycrekuaymad (30 ceproznn napexun 3a 930 manueHToroJuHu
npocnensasane), u 0,03 — npu nanuenTy, JieKyBaHu ¢ Tiane0o (15 cepro3Hu HHPEKIun 3a

434 manMeHTOroAMHM mpocineasBane) (Bx. Touka 4.4).

B xoHTpOnMpaHUTE N HEKOHTPOJIIMPAHUTE NEPHUOIN Ha KIMHUYHUTE MPOYIBAHMS IIPH MICOPHA3HC,
NICOpHUATHUEH apTpUT, 6osecT Ha Crohn M yJIepo3eH KOJIHT, MPeICTaBIIsIBALLIT

15 227 nanueHToroAnHu eKCIO3ULUs ¢ yCTeKuHyMao mpu 6 710 nmanueHnTy, Mejuanara Ha BpeMeTo Ha
npocnensBane € 1,2 roaunu; 1,7 roquHy 3a Npoy4BaHUATa pu nicopuasuc, 0,6 ToquH" 3a
npoyuBaHusaTa npu 6onect Ha Crohn u 2,3 roguHu 3a MPOyYBaHMATA C YILEPO3€H KOIUT. [IponeHThT
Ha nHdeknuute e (0,85 3a manMeHToroAnHa MpociieisiBaHe MPH NMAIMEHTH, JIEKYBaHU ¢ yCTEKUHyMao, a
NPOIIEHTHT Ha CeprUO3HNTE MHPEKIMU NpH TsX € 0,02 3a manueHToroIuHa mpociesaBaHe

(289 cepuoznm nHpekym 3a 15 227 marueHToroAnHu MPOoCeAsiBaHe) U ca JOKJIaIBaHd CEPUO3HI
MH(EKINH, BKIIFOYUTEIHO THEBMOHHS, aHAJIEH a0CIiec, LeTyJIuT, AMBEPTUKYIIUT, TACTPOSHTEPUT U
BUPYCHU MH(DEKIINH.

B npoBenenn KIMHUYHA IPOYYBaHUS MMAIMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca Omim
€IHOBPEMEHHO JICKYBaHH C M30HHA3H]I, HE ca pa3BUIIM TYOEpKyJI03a.

31moKayecTBEHU 3a00ISIBAHHS

B mnare0o-koHTpoMpanus MEPUO Ha KITHHUYHH MTPOYYBaHUS TIPU TICOPHA3ZKC, ICOPUATUYCH apTPUT,
oonect Ha Crohn 1 yJIepo3eH KOJIUT YeCTOTaTa Ha 3I0KAaUYeCTBEHUTE 3a00JISIBaHMsI, C H3KIIIOUCHUE Ha
HEMETAaHOMEH pak Ha KoxaTa, ¢ 0,11 3a 100 nareHToroquuu npocieasBaHe Npy NalueHTH,
JieKyBaHH ¢ ycTekruHyma0 (1 manueHT 3a 929 manmenroroguau npocienassane) B cpasHenue ¢ 0,23
[IPH MAIMCHTHUTE, JICKyBaHHM ¢ Tu1aie0o (1 mamueHT 3a 434 nalMeHTOroAuHHU MPOCeIsiBaHe).
YecTorara Ha HEMeTaHOMEH pak Ha Kokara € 0,43 3a 100 manueHTOToAMHY MPOCIICIIBaHE 3a
MAIMEHTUTE, JISKYBaHH C YCTEKUHYMa0 (4 manueHTH 3a 929 manueHToroJuHY MPOCIe/IBaHe) B
cpaBuenue ¢ 0,46 Mpu MaluyMeHTHTE, JIEKYBaHH ¢ 1iane6o (2 naruenTy 3a 433 nalueHToroIuHu
MIPOCIEISIBAHE).

B xoHTpOnMpaHUTE M HEKOHTPOJIIMPAHUTE NEPHUOIN Ha KIMHUYHUTE MPOYUIBAHMS IPH MICOPHA3UC,
NICOpPUATHYEH apTpUT, OojecT Ha Crohn u yJIepo3eH KOJHT, MPeICTaBIIsIBAIIH

15 205 manueHTOoroqMHN eKCIO3ULKUs ¢ ycTeKuHyMal npu 6 710 manueHTH, MeIuaHaTa Ha BpeMETO Ha
npocnensBane € 1,2 roguna; 1,7 roqMHu 3a Mpoy4YBaHUATA OpHU rcopuasuc, 0,6 ronuHu 3a
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npoyuBaHusaTa pu 6osrect Ha Crohn u 2,3 ToIWHN 3a MPOYIBAHUATA C YIIICPO3CH KOJIUT.
3nokayecTBEHH 3a00MIsIBaHNA, C M3KIIOYEHNE Ha HEMEJIAHOMEH pPaK Ha KOXKaTa, ca JOKIJIaJABaHH MPH

76 narmenty 3a 15 205 nanuenToroaunu Ha nipocieasBane (decrora ot 0,50 na 100 manmeHTOrOIMHU
Ha TPOCIIEAsIBAHE MTPH MAIUCHTH JICKYBaHHU C YCTeKUHyMa0). Te3u ciayyan Ha 3710KaYeCTBCHH
3a00I1ABaHys, ChOOIIEHY TIPH MAIIUEHTH, JIEKYBAaHU C YCTEKHHYMab, ca CpaBHUMH C OYaKBAHUTE
cirydau B oOmiara momynamus (cTanaapTusupad KoedunueHT Ha yectota = 0,94 [95% nosepurenen
unrepsai: 0,73, 1,18], kopurupas 3a Bb3pacT, noi U paca). Haii-uecto HabiaronaBanute
3JIOKaYeCTBEHH 3a00JISIBAHUS, Pa3IMYHN OT HEMEJIAHOMHMSI KapIIMHOM Ha KOaTa, ca KapIInHOM Ha
MpocTaTara, MEJIaHOM, KOJIOPEKTAICH KapIIMHOM U KapIIMHOM Ha rbpjaTta. CrydanTe Ha HEMEJIaHOMEH
KapUuHOM Ha kokarta ca 0,46 Ha 100 nanueHTOroIMHU Ha IpOCieasiBaHe NpU MaUEHTH, JICKYBaHU C
ycreknHyMab6 (69 maumenTu 3a 15 165 nanueHToronuuu Ha mpocieassane). CbOTHOILIEHHETO Ha
MAIMEeHTH ¢ 6a3aJICH CIIPSMO CKBAMO3HOKIICTHUCH KapIIMHOM Ha Kokarta (3:1) € cpaBHUMO ChC
CHOTHOIIIEHUETO B 001IaTa rmomyiamnus (Bx. Touka 4.4).

Peakiiuu Ha CBPBXYYBCTBUTCJIHOCT M PCAKIIMN KbM I/IHd)V3I/IHTa

B mpoyuBaHusATa ¢ MHTpaBEHO3HA HHAYKIUS 1pu 6osecT Ha Crohn W yimepo3eH KOJIUT He ce
CHOOIIAaBaT CHONTHS HAa aHAPUIIAKCHS WIIH APYTH CEPUO3HH PEAKITUY KbM WH(Y3USITA CIIC] CINHUYHA
WHTpaBeHO3Ha /103a. B Te3u mpoyuBanus 2,2% ot 785 maumeHTH, JeKyBaHu ¢ mianebo, u 1,9% ot
790 nmanyeHTH, JIEKYBaHHU C MIPEMOPbUYMTEIHATA 1033 YCTEKMHYMa0, ChoOIaBaT HeXKEJIaHH ChOUTHS,
BB3HUKHAJH 110 BpeMe Ha WM B PAaMKUTE Ha €/IMH 4ac oT uHQy3usra. [lo Bpeme Ha
MMOCTMaPKETHHTOBOTO HAOIIOICHHE Ce ChOOIIaBaT CEPHO3HU PeaKIlnU, CBbP3aHu ¢ UH(Y3UsITa,
BKJIFOUUTEITHO aHA(UITAKTUYHH PEaKIui KbM HHY3usITa (BXK. Touka 4.4).

Cpo0l1aBane Ha MOAO03UPAHU HEXKEIAHNU PEAKIUU

Cp0o011aBaHETO HA MOI03UPAHN HEIKEIAHN PEaKIIMU CIIe] pa3pellaBaHe 3a yrnorpeda Ha JIeKapCTBEHHUS
MPOAYKT € BaskHO. TOBa 1M03BOJIABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBeHUS NPOoAyKT. OT MEIUIIMHCKUTE CIICIUAIMCTH CE N3MCKBA J]a ChOOIIaBaT BCAKA
MOT03UPaHa HEXKEIaHa PeaKins Ype3 HAITMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

Enunnanm no3u 10 6 mg/kg ca nmpuiaranu MHTPaBEHO3HO B KIMHUYHHU TPOYYBaHUs Oe3
orpaHuyaBalia 103aTa TOKCHYHOCT. B ciyyail Ha nmpefo3upane ce npenopbyuBa MalMEHTUTE 1A Ce
HaO0JI0JaBaT 3a MPU3HAIM WM CHMIITOMHU Ha HEXXEJIaH! Peakilui 1 He3a0aBHO Ja Ce TPUIIOKH
TTOIXO/ISIIIIO CUMIITOMATHYHO JICUCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBOMCTBA

®dapmakorepaneBTuiHa rpyna: MmyHocynpecopu, nHxubuTopu Ha natepineBknHa, ATC kox:
L04ACO05

MexaHu3bM Ha AccTBUE

Ycrekunymad e u3isuio 4oBemko [gG 1k MOHOKIIOHAIHO aHTUTSIIO, KOETO C€ CBBP3Ba ChC
cnenn(UIHOCT KbM 001aTa NpoTenHoBa cydeannuna p40 Ha YOBEMIKUTE HIUTOKUHI WHTEPIIEBKUH
(IL)-12 u IL-23. YcTexknaymab moTrucka 0MOaKTUBHOCTTA Ha yoBemmkuTe 1L-12 u IL-23, xato
npenoTBpaTsiBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 penenTopen npoTenH, pa3nojoXeH Ha MOBBPXHOCTTA
Ha UMYHHUTE KJIETKU. Y CTeKMHYyMa0 He Moxke 11a ce cBbpike ¢ 1L-12 nm ¢ IL-23, kouTo Beue ca
cBbep3anu ¢ IL-12RB1 perenrropu mo KiIeThIHATA MTOBBPXHOCT. CIIEIOBATEIIHO € MAJIKO BEPOSITHO
YCTeKHHYMab J1a y9acTBa B KOMIUIEMEHT- WM aHTHTSIIO-MeINNPaHaTa IIATOTOKCUIHOCT Ha KIETKUTE
¢ peuentopu 3a IL-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoauMepHU HIUTOKUHH, CEKPETUPAHH OT
AKTUBHPAHM aHTUTEH-TIPECTABAIIN KIETKH, HAlIpUMep Makpodaru U ISHAPUTHH KIETKU U JBaTa
UTOKWHA yyacTBaT B UMyHHHUTE QyHKIMY; IL-12 cTumynupa ecrectBenuTe kietku youiinu (NK) u
npenusBukBa qudepennuanusata Ha CD4 + T knerkute kbM T 1 xennepen (Thl) penotum, 1L-23
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uaaynupa TS Ha T 17 xenmepute (Th17). AGHopmaaTta perymanus Ha [L-12 u IL-23 obaue ce
CBBp3Ba C UMYHHOMEIMUPAHH 3200 SIBAHUS KaTO TICOPHA3HC, IICOPUATHICH apTPUT U OoJiecT Ha
Crohn.

Upes cBbp3Bane Ha obmiara cyoeaunuia p40 Ha IL-12 u IL-23 ycTekuHyMab MOKe Ja OKa3Ba CBOUTE
KJIMHUYHU €(EKTH MPH IICOPUA3UC, IICOpUATUYEH apTpuT U OosiecT Ha Crohn u upe3 npekbCcBaHe Ha
mprumata Ha Thl u Th17 nuTOKMHYU, KOUTO ca B OCHOBATA HA MATOJIOTUAITA HA TE3H 3200 ISIBAHUS.

[Ipu manmenTu ¢ 6osect Ha Crohn Jie4YeHUETO ¢ YCTEKHHYMAa0 BOJIH 10 HAMAJICHHE Ha
BB3NAIUTEITHUTE MapKepH, BKIIFoUnTetHO C-peaktuseH rpotenH (CRP) u dexanen kanmpoTeKTHH 110
BpeMe Ha WHAYKIMOHHATA (a3a, KOETO CJIe]l TOBa Ce MOIbpiKa Mpe3 Iisuiata nojaabspxkama daza. CRP
€ OIICHEH I10 BpeMe Ha MPOABDKCHUETO Ha IIPOYYBAHETO M HAMAJICHHUSTA, HA0JII01aBaHy 110 BpeMe Ha
oabpxkamara ¢asza, 0OOMKHOBEHO ce 3ama3Bart 10 252 cenMuIia.

Hmynuzanumn
ITo Bpeme Ha TBATOCPOYHOTO MPOABIKEHNE Ha MpoyuBaHe npu ricopuasuc 2 (PHOENIX 2),

BB3PACTHUTE TAIIUCHTH, JICKYBaHU C YCTCKHHYMa0 3a Hal-MaJiko 3,5 TOJUHM, ca JJAIA aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH ITOJIM3aXapHUIHU BAKCUHH U BAKCHHU CPEIy TETaHYC, CXOIHU C TE3U IpHU
KOHTPOJIHATA TPpyIa MalueHTH, IOIy4YaBalld HECHCTEMHO JieueHne Ha Ticoprasuc. CXoJieH MPOIEHT OT
BB3pPACTHUTE TAIIUCHTH, JICKYBaHH C YCTEKHHYMa0 M TE3W B KOHTPOJIHATA TPYIIa, Ca Pa3BUIIH 3alUTHH
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTCTAHUYHU aHTHUTENA, U TUHTPUTE HA aHTUTEJIaTa UM Ca CXOJIHHU.

Kinnanuna edpukacHocT

[InakoB nicopuasuc (Bb3pacTHH NAITUEHTH)

be3onacHocTTa 1 ehMKacHOCTTA HAa YCTEKHMHYMaO0 ca oreHeHH rpu 1 996 manueHTH B

JIBE paHJOMU3HUPaHH, JBOWHO-CIICTIH, TIIANe00 KOHTPOIMPAHU MMPOYYBAHUS IPH MAIIMEHTH C YMEPEH
JI0 TEXBK IJIAKOB IICOPUA3UC, KaHAUIATH 32 (POTOTEparus Wiu cucteMHa Tepamnus. OCBeH TOBa B €THO
pPaHIOMHU3UPAHO, AaKTHBHO KOHTPOIHMPAHO MPOYYBAHE ChC 3aCICTIEH OIEHUTEN € CPABHEHO IEHCTBHETO
HA YCTEKWHYMa0 ¥ €TaHEePIENT MPU MAIUEHTH C YMEPEH J0 TEKBK IUIAKOB TICOPUA3UC, KOUTO HE Ca Ce
TIOBIIMSUIH, TIPOSIBUIIH Ca HEMIOHOCUMOCT WJIM Ca MMaJi IIPOTUBOMOKa3aHue KbM IuKiocnopus, MTX
i [TYBA Tepamus.

B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenu 766 nauuentu. 53% ot TsX He ca ce
TIOBIIHSUTH, IPOSIBUIIA Ca HETIOHOCHMOCT WJIH Ca MMaJIi IPOTHUBOIIOKAa3aHUE KbM JIpyTra CHCTEMHA
tepanusl. [lanmeHTrTe, paHIOMH3UPAHN 32 JIeYeHHE C YCTEKHHYMa0, ca IPUeNr 1031 OT 45 mg win
90 mg B cenmunu 0 1 4 1 ca NPOABILKWIM Ja MPUEMAT ChIllaTa J03a Ha BCEKU 12 ceaAMUIIn.
[lanuenTure, paHIOMU3UPAHH 32 JIedeHue ¢ iane6o B ceqmuuy 0 1 4, ca MpeMUHAIH KbM JICUECHHE C
ycTekuayMa0 (45 mg wiu 90 mg) B cenmuiu 12 u 16, ciex KOETo ca MPOIBIIKHIIN 1a TPUEeMaT
chIlaTa o3a Ha Bceku 12 cenmury. [lanueHTn, MbpBOHAYATHO PAHAOMHU3UPAHU 32 JICUCHHUE C
YCTEeKHHYMa0, KOUTO ca JOCTUTHAIM HUBO Ha MOBJIMsBaHE 75 1O MHJEKCA 3a TUIONI Ha 3acsraHe u
TexkecT Ha ricopuasuc (Psoriasis Area and Severity Index, PASI) (mono6penue no PASI ot MuHUMYM
75% B cpaBHEHHE C U3XOJHUTE CTOMHOCTH) B ceaMuUIH 28 u 40, ca TOBTOPHO paHIOMHU3UPAHU 32
JIeYeHUE C YCTeKHMHYMa0 Ha BCeKHU 12 ceMuIM Wi ¢ 1manedo (T.e. OTTErIIsTHE OT TepanusTa).
[ManmeHTHTE, MOBTOPHO paHIOMH3HUPAHU 32 JieueHue ¢ mianebo B ceamuia 40, ca Bb30OHOBHIIH
TepanusTa C ycTeKnHyMa0 B TbpBOHAYAIHATA CH CXeMa Ha JIO3UpaHe, Clie/l KaTo OA00PEHUETO UM IO
PASI B cenmuna 40 e Hamansino ¢ MuHUMYM 50%. Becnuky nanueHT ca npociieIeH 3a IEPHO 10
76 cenMUIH Ccel MbPBOTO MPUJIOKEHHE HA M3CICBAHOTO JICUCHHE.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca onenenu 1 230 nanuentu. 61% ot Ts1x He ca ce
HOBJIHSUIH, IPOSIBUIIN Ca HETOHOCUMOCT MJIM €a UMaJId MPOTHUBOIIOKA3aHUE KbM Ipyra CUCTEMHA
tepanusl. [lanueHTrTe, paHIOMHU3UpaHH 32 JIeYeHHE C YCTEKHHYMa0, ca pUeNy 1034 oT 45 mg win
90 mg B cenmunu 0 u 4, mocaeABaHU OT AOIIBLIHUTENHA J03a B cenmuiia 16. [anuenture,
PaHIOMU3UPAHHU 32 JiedeHue ¢ mwianedo B ceqmuuu 0 1 4, ca MpeMUHAIHN KbM JICUEHHE C YCTEKHHYMao
(45 mg nm 90 mg) B ceqmunm 12 u 16. Becnuky manmeHTH ca mpociieieHn 3a IEPHOJ 0 52 CeIMUITH
CcJie]l TbPBOTO NMPUIIOKEHUE HA N3CIIEIBAHOTO JICUEHHE.
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B npoyusane npu nicopuasuc 3 (ACCEPT) ca onenenn 903 marueHTH ¢ yMEpeH 10 TEKBK IICOPHA3HC,
KOHTO HE ca ce MOBIHUTH, IPOSIBUIIN Ca HETOHOCUMOCT HJIH €2 HMAJIM TIPOTHBOIIOKA3aHUE KbM JIpyTa
cuctemHa Tepanus. CpaBHEHa ¢ e()UKaCHOCTTa Ha YCTEKMHYMa0 ¢ Ta3u Ha €TaHEPIIENT U € OI[CHeHA
Oe3omacHOCTTa Ha yCTeKHHyMab u etanepuent. [lo Bpeme Ha 12-ceMUyHaTa aKTUBHO KOHTPOJIMPaHa
4acT OT MPOYYBAHETO MAIMEHTHTE ca PAHJIOMH3HPAHH Jia pueMart etaHepiient (50 mg aBa MbTH
CEIMHUYHO), yeTeknHyMal 45 mg B ceamuiy 0 1 4 wiu ycrekuaymad 90 mg B ceqmuru 0 1 4.

W3xonHuTe XapaKTepUCTUKH Ha 3a00JSIBAaHETO Ca MPHUHIIUITHO MOCIIE0BATEIHN BbB BCHUKH TPYTH Ha
JiedeHne B Mpoy4BaHe mpu ncopuasuc 1 u 2 ¢ meanana Ha PASI ckopa Ha n3xomHo HUBO OT 17 110 18,
¢ MeJraHa Ha TeJiecHa moBbpxHOCT (BSA) Ha m3xonHO HUBO > 20 ¥ ¢ MeJMaHa HA IEPMATOIOIHYECH
WHJIEKC 3a kadecTBO Ha xuBOT (Dermatology Life Quality Index, DLQI) B rpanunumre ot 10 mo 12.

bnuzo enna Tpeta (mpoy4BaHe MpH rcopuasuc 1) u eHa 4eTBbPT (MIpOyUYBaHe MpH IICopHUasuc 2) ot
nanueHTuTe uMat rncopuatuueH apTput (PsA). [lonoOHa TexxecT Ha 3a00s1BaHETO ce HAOII01aBa U
IpY IPOyUYBaHe MpH IICOpUasuc 3.

IIspBUYHATA KpaifHa TOYKA B TE3U MPOYIBAHUS € CHOTHOIICHUETO Ha MAIIMEHTUTE, TOCTUTHAIA HUBO
Ha noBiusBaHe 110 PASI 75 cipssiMo u3xomHUTE CTOMHOCTH B ceamuna 12 (Bxk. Tadmumu 2 u 3).

Taéanna 2: O0001eHNe HA KJIMHUYHOTO NMOBJIUsIBAHE B MPOYYBaHe Npu ncopuasmuc 1
(PHOENIX 1) n npoyuBane npu ncopuasuc 2 (PHOENIX 2)

Cemmuna 12

2 nosu (ceamuna 0 u ceamua 4)

Cenmuria 28
3 mo3u (ceamura 0,
ceamuna 4 u ceamura 16)

ITnane6o

45 mg

90 mg

45 mg

90 mg

IIpoyuBaHne npu
ncopuasuc 1

Bbpoii
paHIOMU3UpaHU
MAlKUCHTU

255

255

256

250

243

TloBamsBane mo
PASI 50, 6p. (%)

26 (10%)

213 (84%)*

220 (86%)®

228 (91%)

234 (96%)

TToBnusaBane mo
PASI 75, 6p. (%)

8 (3%)

171 (67%)®

170 (66%)®

178 (71%)

191 (79%)

TloBamsBane mo
PASI 90, 6p. (%)

5(2%)

106 (42%)°

94 (37%)*

123 (49%)

135 (56%)

OOJI% 3a u3uncrenu

WJIM MUHUMAITHH, Op.

(%)

10 (4%)

151 (59%)®

156 (61%)°

146 (58%)

160 (66%)

Bpoii nanuentn
<100 kg

166

168

164

164

153

TloBamsBane mo
PASI 75, 6p. (%)

6 (4%)

124 (74%)

107 (65%)

130 (79%)

124 (81%)

Bpoii nanuentn
>100 kg

89

87

92

86

90

TloBamsBane mo
PASI 75, 6p. (%)

2 (2%)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyuBaHne npu
ncopuasuc 2

Bbpoii
paHIOMU3UPaHU
MAlKUCHTU

410

409

411

397

400

TloBamsBane mo
PASI 50, 6p. (%)

41 (10%)

342 (84%)*

367 (89%)°

369 (93%)

380 (95%)

TToBnusaBane mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)®

311 (76%)°

276 (70%)

314 (79%)

62




I[TosnusiBane 1o 3 (1%) 173 (42%)* | 209 (51%)°* | 178 (45%) 217 (54%)

PASI 90, 6p. (%)

OOJI° 3a u34ncTEHN

WJIH MHHUMAJIHH, Op. 18(4%) 277 (68%)* | 300 (73%)° | 241 (61%) 279 (70%)

(%)

Epl(i)l/(l) rll{aguneHTH 290 297 289 280
EXZ?P;’IS%;; I(T(f/’o) 12 (4%) 218 (73%) | 225(78%) | 217(76%) | 226 (81%)

Eploopz)rll{aguHeHTH 120 112 121 119
EX};;P?SB?; f(loo/o) 3 (3%) 55 (49%) 86 (71%) 59 (54%) 88 (74%)

OOJI = O6ma oreHKa Ha JieKapst

p <0,001 3a ycrekunymab 45 mg uinu 90 mg B cpaBHeHue ¢ miarebo (PBO)

Tabauua 3: O6001IeHNe HA KIMHUYHOTO MOBJIMsSIBAHE B MPOyYBaHe NMPHU ncopuasuc 3
(ACCEPT) na ceamuna 12

IIpoyuBaHe npu ncopuasuc 3
Eranepuent Ycrekunymab
24 no3u 2 no3u (ceammuria 0 u cenmuna 4)
(50 mg nBa IBTH 45 mg 90 mg
CEJMHMYHO)
Bpoil pannomMu3upanu nanueHTH 347 209 347
[MosnusBane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[MoBnusBane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)"
[TosnmusBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a n3uncreny wim o 0/ a 0/ \a
MuHEMATH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii narmentu < 100 kg 251 151 244
(r(f/";““’ma“e no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
0
bpoii narmentn > 100 kg 96 58 103
gz;anﬂBaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

p < 0,001 3a ycrexkunayma6 45 mg mmm 90 mg B cpaBHEHHUE C €TAaHEPLIET.

0 p = 0,012 3a ycTekunymab 45 mg B cpaBHEHHE C €TaHEPLET.

B npoyusane npu ncopuasuc 1 nogaspxkaneto Ha PASI 75 € 3HaunTEeIHO MO-BUCOKO MPH
NPOIBIDKUTENHO JICUCHUE, B CPAaBHEHHE C TOBA NP oTTerisiHe ot jieuenuero (p < 0,001). [ogoouu
pesynTaTu ce HaOIroAaBat mpy Beska o3a yerekuaymad. Ha 1% roguna (cenmuna 52) 89% ot
MAlUEHTUTE, MOBTOPHO PaHIOMHU3HUPAHU 32 MOAIBPIKAIIO JIeueHue, ca ce monusiiu no PASI 75, B
cpaBHeHHE ¢ 63% OT MalMeHTUTE, TOBTOPHO PAaHIOMU3UPAHH 32 T1ane0o (OTTErsSHE OT JICYSHUETO)
(p <0,001). Ha 18-Ttus mecen (ceamutia 76) 84% oT manneHTUTE, TOBTOPHO PAaHIOMU3UPAHH 32
MOJIIBPIKAIIO JIeueHue, ca ce mosnusn o PASI 75, B cpaBaenue ¢ 19% oT manueHTHTE, TOBTOPHO
paHIoMu3upaHy 3a mwianedo (orrerniaHe oT aeuennero). Ha 3-ta ronquna (ceamuua 148), 82% ot
MAIMEeHTHTE, TOBTOPHO PAHIOMHU3HUPAHH 3a MMOABPIKAIIIO0 JIedeHne, ca ce nosiusu o PASI 75. Ha
5-ta roguHa (cemmuria 244) 80% oT MarMeHTUTE, MIOBTOPHO PAHIOMHU3UPAHHU Ha TIOIBPIKAIIO JICUCHUE,
ca ce nosnusiu mo PASI 75.

IIpu marueHTHTE, MOBTOPHO PaHIOMHU3UPAHU 32 IUIAe00, KOUTO OTHOBO Ca MPEMUHAIH KbM
IThPBOHAYAJTHATA CH CXEMa Ha JIeUeHHe ¢ yCTeKnHyMal cief| 3arybarta Ha > 50% nogoOpeHue mo
PASI, 85% ca Bb3cTanoBmIM noBiusiBaHeTo no PASI 75 B pamkure Ha 12 ceamuiiu cnef
Bb300HOBSIBaHE Ha TEPAIUATA.

63




B npoyuBane npu nicopuasuc 1 B ceamura 2 u cenmuiia 12 ce HaOIro1aBa 3HAYUTEITHO TO00peHUE
cupsiMo u3XoaHuTe cToiiHocTH Ha DLQI BB BCsika OT IpynuTe Ha JCUEHHUE ¢ YCTEKMHYMal B
cpaBHenue ¢ miane6o. [Toqodpenuero ce 3anaspa 1o ceamuna 28. [TonoOHO 3HaUMTETHO TOAOOPEHUE
ce Ha0Ir0/1aBa B pOyYBaHe MpH ricopuasuc 2 B ceamuny 4 u 12, koeTo ce 3ama3sa 1o ceamuiia 24. B
NpOYYBaHE MPH Mcoprazuc 1 mogoOpeHnsnTa B HOKBTHHUS TICOpUA3UC (MHJICKC 33 TE)KECTTa Ha HOKBTEH
nicopuasuc, Nail Psoriasis Severity Index), B o0maTa orieHka Ha (PU3HMYECKOTO ¥ EMOLIMOHAIHOTO
cberosiHue o SF-36 1 BbB BU3yalTHO-aHAIOTOBATa CKajla 3a ONpeJieisiHe HA CTOMHOCTTa Ha OoJKaTa
npu cbpbex (VAS) chilo ca 3HAYUTENHU TPH BCsIKA TPyIa Ha JIeYeHHE C YCTEKHHYMa0 B CpaBHEHHE C
wiane6o. B npoy4uBane npu nicopuasuc 2 KIMHAYHATA cKalia 32 TpeBOoXKHOCT U nenpecust (Hospital
Anxiety and Depression Scale, HADS) 1 BbipocHUKBT 32 padoTHu orpanndenus (WLQ) cbiio
MOKAa3BaT 3HAUYMTEITHO MOA00pEHNE BBB BCSIKA OT IPYNUTE Ha JIeUeHHUE C yCTEeKHHYMab B CpaBHEHHUE C
rutane6o.

IIcopuatnuen aprpur (PsA) (Bb3pacTHH HAIMEHTH)

JlokazaHo €, 4ye yCTeKUHYMa0 1moao0psABa MPU3HALIUTE U CUMITOMUTE, (PU3HYCCKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3IPABETO KAU€CTBO HA )KMBOT M HaMaJjIsiBa CTEIICHTA Ha IPOrpecus Ha Mepu(pepHOTO
CTaBHO YBPEX/IaHE NIPU BH3PACTHU MAIUEHTH C aKTUBEH PsA.

be3omnacHocTTa 1 ehMKacHOCTTA Ha YCTEKHMHYMa0 ca OleHeHH ITpu 927 MallieHTH B BE
PpaHAOMU3HPaHH, JBOWHOCICIIH, TUIANe00-KOHTPOIUPAHH MPOYYBAHUS MIPU MAIIUCHTH C aKTHBEH PSA
(= 5 moxyTu ctaBu 1 > 5 OONE3HEHU CTAaBM) BBIPEKH yHOTpedaTa Ha HECTEPOUIHN
npotuBoBb3nasmTenHu cpenactsa (HCIIBC) nmm moguduimpamu 60jecTTa aHTHPEBMATOUTHI
nekapctBa (DMARD). [TauuentuTe B TE31 NPOYYBaHUS ca UMAJM [TIOCTaBeHa Auarno3a PsA Haii-
MaJko oT 6 Mecena. BkiroueHu ca malMeHTy ¢ BCAKaKbB MOATHUII HA PSA, BKIIOUUTENHO
NOJMAPTUKYJIAPEH apTPUT Oe3 JaHHU 32 PeBMaTOUIHU BB3IH (39%), CHOHIWIUT ¢ TIeprUQEepeH apTPUT
(28%), acumetpuueHn nepudepen aptpur (21%), ¢ yyacTre Ha TucCTajiHa MHTep(dasaHreanHa cTapa
(12%) n naBanuansupan aptpurt (0,5%). Hax 70% u 40% ot nauueHTHTE B ABETE MPOYYBAHHMS Ca
UMaJId ChOTBETHO €HTE3UT U JIAKTHIIUT Ha U3XOAHO HUBO. [lanmeHTHTE Cca paHIOMU3HUpaHu Ja
MoJIy4aT JIeYeHHe ¢ yCTeKuHyMao 45 mg, 90 mg, win miaiedo noaKoxHo Ha cenMuIu 0 u 4,
MOCIIe/IBAHM OT Tipuiiarane Ha Bceku 12 cenmuru (q12w). [pubmmsurenso 50% ot nanueHTUTE ca
MPOABIDKHIIN Ha ocTostHAA 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT II), crorBetHO 80% 1 86% oT
nanuenTute, ca 6wy nekyBanu ¢ DMARD. B npoyuBane 1 He € OWII0 TIO3BOJICHO MPEAMIITHO JICUeHUE
C aHTAarOHUCT Ha TyMop-HekpoTusupail paktop ajnda (TNF)a. B nmpoyuBane 2, moBe4eTo ManueHTH
(58%, n = 180) ca 6mnu nekyBaHu ¢ eaHO WK noeye anTu-TNFa cpenctso(a), kato ot Tax Hazg 70%
ca npeyctaHoBuIH cBoeTo anTu-TNFo nedenune, nopanu nunca Ha e(pUKaCHOCT MM HEIIOHOCHUMOCT,
IO BCSIKO BpEMeE.

Tpusnayu u cumnmomu

Jleuenuero ¢ ycTeKMHYMal BOIM 10 3HAYUTEITHH TOOOPEHHS B U3MEPHUTEIIUTE 32 aKTHBHOCT Ha
3a00JIsIBAHETO B CpaBHEHUE C mUanedo Ha cenmuna 24. [IbpBruyHaTa KpaliHa TOYKa € IPOLEHTHT Ha
MAIUEeHTUTE, TOCTUTHAIU OTroBop 20 Mo KpUTepUUTe Ha AMEPUKAHCKUS KOJIEXK 110 pEBMAaTOJIOTHS
(American College of Rheumatology, ACR) Ha cenmutia 24. OCHOBHUTE pe3yNTaTH 3a e(UKaCHOCT ca
IpeiCcTaBeH! B Tabnuma 4 no-a0iy.

Tadnauua 4: Bpoii Ha NauUMeHTUTE, MOCTUTHAJIN KIMHHYEH OTTOBOP NPH NCOPUATHYEH apTPUT
IIpoyuBane 1 (PSUMMIT I) u lIpoyuBane 2 (PSUMMIT II) Ha cenmumna 24

IIpoyuBaHe npu ncopuaTuyeH IIpoyuBaHe npu ncopuaTuyeH
aptput 1 apTput 2
Ilnanedo 45 mg 90 mg Ilnanedo 45 mg 90 mg
Bpoii
PaHIOMHU3HPAHH 206 205 204 104 103 105
NalUeHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)* | 21 (20%) | 45 (44%)* | 46 (44%)*
otrosop, N (%)
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ACR 50

) 0/\a 0/\a 0 0/\0 0/\a
otronop. N (%) 18 (9%) | 51 (25%)* | 57 (28%) 7(1%) | 18 (17%)° | 24 (23%)

ACR 70

0 0 a 0, a 0 0 B 0 B
omroop. N (%) | 3 Q%) | 25(12%) | 29(14%) | 30%) | 7(7%) 9 (9%)

bpoui nayuenmu c

> 39 BSA" 146 145 149 80 80 81
PASI 75
otrosop, N (%) 16 (11%) | 83 (57%)* | 93 (62%)* 4 (5%) 41 (51%)" | 45 (56%)
PASI 90
otrosop, N (%) | (3%) | 60 (41%)* | 65(44%)* | 3(4%) | 24 (30%)" | 36 (44%)"
KomOunnpan
ACR0 S(%) | 4008%) | 2% | 26%) | 24060%) | 31 (8%

otrosop, N (%)

Bpoii nanmenTu

<100 kg 154 153 154 74 74 73

ACR 20

0, 0 V) 0 V) 0
orroop. N (%) | 39 25%) | 67(44%) | T8 (51%) | 1723%) | 32(43%) | 34(47%)

bpoui nayuenmu c

> 304 BSAT 105 105 111 54 58 57

PASI 75

otroBop, N (%)
Bpoii naunenTu
>100 kg

14 (13%) | 64(61%) | 73(66%) | 4(7%) | 31(53%) | 32 (56%)

52 52 50 30 29 31

ACR 20
otroBop, N (%)
bpoui nayuenmu c

8 (15%) | 20 (38%) | 23 (46%) | 4(13%) | 13(45%) | 12(39%)

> 39 BSA™ 41 40 38 26 22 24
PASI 75 . ) . ) -
otrosop, N (%) 2 (5%) 19 (48%) | 20 (53%) 0 10 (45%) | 13 (54%)

& p<0,001

® p<0,05

P p=NS

Bpoii nanuentu ¢ > 3% BSA 3acernara ncopuaTiyHa K0Ka Ha U3XOJHO HUBO

ACR 20, 50 u 70 oTTOBOpH IPOIBIDKABAT Ja CE MOAOOPSIBAT MIIA C€ TTOAIBpKAT A0 ceamuria 52 (PsA
[IpoyuBane 1 u 2) u ceqmuua 100 (PsA Ilpoyusane 1). B PsA I[Ipoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca nocturHatu pu 57% u 64%, ceotBeTHO 3a 45 mg 1 90 mg. B PsA IIpoyuBane 2,
ACR 20 otroBopu Ha ceamuna 52 ca nocturHaru pu 47% u 48%, crorBeTHO 3a 45 mg 1 90 mg.

[IpoueHTHT Ha MAMEHTUTE, IOCTUTHAIM OTrOBOp 1o Moaudunupanu PsA kpurepun Ha otroBop (PsA
response criteria, PSARC) chIllo € 3HaYUTETHO MO-TOJISIM TIPU TPYIHTE HAa YCTEKMHYMa0, B CpaBHEHUE
¢ rutarie6o Ha ceamuma 24. OtroBopu PSARC ce mogabpxar mo Bpeme Ha ceamuita 52 u 100. [o-
TOJISIM MPOIICHT OT NMAIMEHTHUTE, JICKYBaHHU C YCTEKHHYMa0, KOUTO ca MMaJli CIIOHIMIINT C nieprdepeH
apTPUT KaTo OCHOBHA JMarHo3a, nmokassar 50 u 70 npoueHTHO nogodpeHue B ckopa 1o bat nnnekc 3a
aKTHBHOCT Ha 3a00JIsIBAHETO NMPH aHKmo3uparlll conauiut (Bath Ankylosing Spondylitis Disease
Activity Index, BASDAI) B cpaBHenue ¢ mane6o Ha ceaMuna 24.

OtroBopuTte, HAOMIOIaBaHH TIPU TPYIHTE, JEKYBAaHH C YCTEKHHYMa0, ca CXO/IHU MPH MAIUEHTHTE,
KOWTO TOJy4YaBaT WM HE MMoydaBaT efHoBpeMeHHO MTX 1 ce moaappkaT Mo BpeMe Ha CeIMHUIH 52
u 100. IlanmenTuTe, TeKyBaHU peau ToBa ¢ aHTH-TNFo cpefcTBa, KOUTO ca MONyYnIH yCTEeKUHYMAa0,
ca MOCTUTHAJHM MO-TOJISIM OTTOBOpP Ha CeAMMIIA 24 B CpaBHEHHE C MAIMEHTUTE, OTy4yaBald Iuane6o
(ACR 20 otroBop Ha cenmuiia 24 3a 45 mg u 90 mg e croTBeTHO 37% 1 34% B cpaBHEHUE C MIaIe00
15%; p < 0,05) 1 oTroBopuUTE CE MOIABPKAT IO BpeMe Ha ceaMuua 52.
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Ipn manmeHTy ¢ €HTE3UT W/WIIN JAaKTWINT Ha N3XOIHO HUBO, pu PsA IlpoyuBane 1 ce HabmronaBa
3HAaYUMO [I0JJOOpEHHUE B CKOPOBETE 33 €HTE3UT U AAKTWINT IIPU IPYNUTE HA YCTEKHUHYMal B CpaBHEHUE
¢ mane6o Ha cenmuna 24. B PsA IIpoyuBane 2 ce HabmogaBa 3Ha4UMO MOA0OPEHUE B CKOPa 3a
EHTE3UT M YHCIICHO MoJ00peHue (He € CTAaTUCTHYECKH 3HAaYMMO) B CKOpPa 3a JaKTHIUT IPU rpynara Ha
ycTekuayMa0d 90 mg B cpaBHeHHE ¢ IuTae00 Ha ceamuna 24. [logoOpeHusTa B CKopa 3a EHTE3UT U B
CKOpa 3a JaKTWIHT ca MOIbPKaHu 1o BpeMe Ha ceamury 52 u 100.

Paouoepagcku omeosop

CTpyKTYpHO YBpEXJIaHE B JIBETE PhIIC M KpaKara ce n3passiBa KaTo MPOMSIHA CIIPSIMO U3XOHOTO HHBO
B 001mus van der Heijde-Sharp ckop (vdH-S ckop), Mmonuduurpan 3a PsA upe3 nodassiHe Ha
IUCTANHUTE MHTEepdaIanrealHy craBu Ha pouere. [IpoBeneH e npeasapurento aepuHupan
WHTETpUpaH aHAIN3 Ha KOMOMHHUpaHU AaHHu oT 927 manuentu B qBete PsA [Ipoyusanus 1 u 2.
YcreknHyMab Mmokas3Ba CTaTUCTHYECKH 3HAYMMO HaMaJIeHHUE B CTETIEHTA Ha MPorpecus Ha
CTPYKTYPHOTO YBpPEXJaHE B CPaBHEHHE ¢ I1ae00, H3MEPEHO Ype3 IPOMSHA CIIPAMO W3XOAHOTO HHUBO
10 24 cenmuna B oommus moguduipan vdH-S ckop (cpeaen = SD ckop e 0,97 &+ 3,85 B rpynara Ha
wiane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 ipu chOTBETHO yCTEeKHHYMA0 Tpymu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edexr ce abxu Ha PsA [IpoyuBane 1. EdexTsT ce cunta 3a
JI0OKa3aH, HE3aBUCUMO OT ChITBTCTBAILOTO pwiIokeHue Ha MTX u ce nogabpxka 1o BpeMe Ha
ceamuny 52 (uarerpupan ananu3) u 100 (PsA Ipoyusane 1).

Qu3uuecko CbCmMosaHUe U CBbP3AHO CbC 30PABEMO KAYeCMB0 HA HCUBOM

[ManmenTH, TeKyBaHU ¢ yCTeKMHYMa0, ca TIOKa3ainu 3Ha4uTeTHO MoA00peHne Ha PU3MYECKOTO
CBHCTOSTHUE, KAKTO € OI[EHEHO 110 MH/IEKCa 32 MHBAIMAHOCT OT BBIIPOCHUKA 32 OIIEHKA Ha 3/IPaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuria 24. IIporieHThT Ha
MAIUCHTUTE, IOCTUTHAIN KITMHUYHO 3HaunMo > 0,3 nmogobpenue Ha HAQ-DI ckopa cripsiMmo
U3XOJHUTE CTOWHOCTH, CHIIO € 3HAYUTEITHO TO-TOJISIM MIPU TPYIUTE Ha YCTEKUHYMaOl, B CpaBHEHHE C
rane6o. [logqooperne Ha HAQ-DI ckop cripsiMo M3X0AHOTO HUBO Ce€ TMOAIBPIKa 110 BpeMe Ha
cenmunu 52 u 100.

WNwma 3naunrtenno nogodpernne B DLQI ckopoBete npu rpynuTe Ha ycTeKHHyMa0, B CpaBHEHHE C
rrane6o Ha ceaqmuiia 24, KoeTo ce moaabppka mo Bpeme Ha ceamuny 52 u 100. B PsA [IpoyuBane 2
MMa 3HaYUTEITHO NI0JOOPEHUE B CKOPOBETE 3a (DYHKIMOHAIHA OLEHKA Ha TePalHATa 32 XpPOHUYHO
3abomsBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
TpyIIUTE HA YCTEKUHYMa0, B CpaBHEHHE ¢ rurarne6o Ha ceamuna 24. [IponeHTsT Ha ManueHTHTe,
JOCTUTHAIM KIMHAYHO 3HaYMMO nono0penue Ha ymoparta (4 Touku o FACIT-F) cbiio e 3HaunTenHo
MO-TOJISIM TIPH TPYNUTE Ha yCTEeKHHYMa0, B cpaBHeHue ¢ mane6o. [lonoopenusta na FACIT-F ckop
ce MOUTbpyKaT 10 BpeMe Ha ceaMuIa 52.

Ilenuarpuyna nomynamnus

EBponeiickara areHuus 1o JekapcrpaTa oTjiara 3abJKCHUETO 3a IPEIOCTaBsIHE Ha PE3yATaTUTE OT
MPOYyYBaHUsATA C yCTEKMHYMa0 B €IHA WX NIOBEUE MOATPYITH Ha MEeANATPUIHATA MOITYJIAIUS C
IOBEHWJICH WANONATHIeH apTpuT. [IpeaBapuTenHo HaTbJIHEHATA MTUCANIKA HE € ITPOyYBaHa MpH
NeANaTpUYHA MOMyJIAIHs ¢ TICOPHA3UC U HE ce MPETophyBa 3a ynoTpeda Mpu neguaTpuaHy HalueHTH.

boxnect Ha Crohn

be3omacHocTTa M epUKACHOCTTA HA YCTEKWHYMA0 ca OLIEHEHHU B TP PAHAOMU3UPAHH, TBOHHOCIICIIH,
1a1e00-KOHTPOIMPAaHU, MHOTOLICHTPOBH MPOYYBAHHS IPY Bb3PACTHH MALUEHTH C YMEPEHa 10 TeKKa
aktuBHa Oonect Ha Crohn, ¢ Maiekc Ha akTuBHOCTTa Ha O6onectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KIMHHYHO pa3pabOTBaHE Ce ChCTOM OT JIBE 8-
cenMU4HU npoyuyBanus ¢ nuHTpaBeHo3Ha nHAyKuus (UNITI-1 u UNITI-2), mocnenBanu ot 44-
CEIMUYHO PAaHAOMH3HPAHO MPOYUYBAHE C MMOAKOKHO MPUIOKEeHHE Ha nmoaabpskama no3a (IM-UNITI),
HpeCTaBIsABaIIM 52-CeAMUYHA Tepanusl.

[IpoyuBanusta ¢ uaaykuus BrmousaT 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nauueHTu.
[IppBHYHATA KpaifHa TOUKa 3a IBETC WHAYKIIMOHHU MPOYYBAHHSA € MPOLEHTHT HA YYACTHULIUTE C
KIIMHIYEH O0TroBop (ompeseneH karo Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JannuTe 3a eUKacCHOCT ce ChbOMpAT U aHAIM3UPAT 10 CeAMULA § 3a ABETE NPOYUBAHHMS.
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EnHOBpEMEHHOTO MPHUIIOKEHUE HA MEPOPATHA KOPTUKOCTEPOUIN, UMYHOMOIYJIATOPH,
aMUHOCAIMIINIIATA U aHTUOMOTHIIH € Pa3pernieHo u 75% OT manueHTuTe IpoIbDKaBaT J1a ToIyJdaBat
Hal-MaJIKO €THO OT TEe3H JICKapCcTBa. B qBeTe nMpoy4BaHUs NAIIMEHTUTE ca PAHJOMU3HPAHHU Ja
NOJyYaT eJHOKPATHO MHTPABEHO3HO MpenopbunTeNHaTa 103a OT npubnausutenno 6 mg/kg B
3aBUCHUMOCT OT TEJIECHOTO TerIo (BX. Touka 4.2 ot KXII Ha nexapcTBeH MPOAYKT, ChIbPKAIII
ycTekuHyMa0 130 mg KOHIIGHTpAT 3a MPUTOTBsIHE Ha HH(PY3HMOHEH pa3TBOp), pukcupaHa mo03a 130 mg
ycTeknHyMab win mianebo Ha cenmuna 0.

[TarmenTture B UNITI-1 ca nexyBaHM HEYCIIEIIHO WM MMaT HETIOHOCHMOCT KbM TpEIIeCTBAINa aHTH-
TNFa tepanus. [Ipubnuzutento 48% ot naureHTUTE ca JIEKyBaHU HEYCIIEIIHO ¢ | mpeamecTBaa
anTu-TNFa Tepanus, a 52% ca nexyBaHu HeyCIEIHO ¢ 2 wiK 3 npeamectsamy antu-TNFo Tepanum.
B toBa npoyuBane 29,1% oT nanueHTHTE UMAT HEAOCTATHUYECH HAYaJIeH OTTOBOP (IbPBUYHH
HepecnoHzaepu), 69,4% ca ce MOBIMSIIN, HO ca MIPECTAHAIN 12 CE MOBIUBAT (BTOPUUHHI
HepecmoHepn), a 36,4% nMat HermoHocuMocT KbM anTu-TNFo Tepanmm.

ITammmenture B UNITI-2 ca nekyBaHM HEYCIIEITHO HAH-MaJIKO ¢ €JHa KOHBEHIIMOHAIHA TEPATTHS,
BKJIFOUUTEITHO KOPTUKOCTEPOUIU WIM UMYHOMOYJIATOPU, KATO UIIM HE €A JIEKYBaHU JIOCEra C aHTH-
TNF-a Tepamnus (68,6%), unu ca noxydaBanu npeau Tosa anTu-1TNFa Tepanus, Ho T4 e Onia
neycnemrsa (31,4%).

B neere UNITI-1 n UNITI-2 3Ha4MMO NO-TroJIIM MPOLEHT OT MAIUEHTHUTE B IpyIaTa, JeKyBaHa C
YCTEKMHYMa0, ca ¢ KIMHUYEH OTIOBOP U peMUCHs B cpaBHeHHe ¢ tuiaie0o (Tabmuna 5). Knuauuausat
OTrOBOP M PEMHUCHATA Ca 3HAYMMH OLLE HA CEAMHLA 3 MPH NALMEHTHUTE, JIEKYBaHH C YCTEKMHYMa0, U
T€ MPOIBJDKBAT Ja ce MoA00psBaT 10 ceaMula 8. B Te3u npoyuBaHus ¢ HHAYKIUS €PUKACHOCTTA €
MO-BUCOKA U CE MOIIbpPiKa MO-100pe B rpymaTa ¢ 103a B 3aBUCMOCT OT TE€JIECHOTO TETJIO0, B
CpaBHEHHE ¢ rpynarta ¢ go3a 130 mg u nopaau ToBa Npu MHTPaBEHO3HA HHAYKLUS Ce PenopbyBa
JO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tadanna 5: Uaayknus Ha kanHudeH otrosop U pemucus B UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Ilname6o |Ilpenopbuure| Ilaamed6o |IIpemopbumTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTEeKHHYMAa0 YCTEeKHHYMAa0
N =249 N=209
Knmanuna pemucus, ceqmuia 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)"

Komrsen otrosop (100 Touxm), 53(21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)"

ceamuia 6
Koraen otrosop (100 Toux), 50 (20,2%) | 94 (37.8%)* | 67 (32,1%) | 121 (57,9%)
ceaqMuIia 8
70-TOYKOB OTTOBOP, ceaMUIIa 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOUKOB OTTOBOp, CEAMULA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)"

Kimnanunata pemucus e onpenenena kato CDAI ckop < 150; KnuHu4HUAT OTTOBOp € OIpe/eeH KaTo HaMalICHUE Ha
CDALI ckop ¢ Haii-manko 100 Touky uix CbCTOSHHUE B KIMHUYHA PEMHCUS

70-TOUKOBHAT OTIOBOD € ompejeseH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

*  Heycnex Ha antu-TNFa Tepamms

** Heycnex Ha KOHBEHIMOHAJIHATA TEPaIus

& p<0,001

® <001

B npoyuBaneto ¢ nopabspskama tepanus (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT
100-TOoYKOB KIIMHWYEH OTIOBOP HA CEIMHUIIA 8 OT MHAYKIHATA ¢ ycTeKnHyMad B mpoyuBanus UNITI-1
u UNITI-2. [TanmenTruTe ca paHIOMU3HPAaHN Ha CXeMa Ha MOIIBPIKAIIO0 JICYCHHE C TTOIKOKHO
npuinoxxenue Ha 90 mg ycreknuHymab npes 8 cenmuny, 90 mg ycreknaymab npes 12 ceamMuiy nin
iane0o B Npoab/DKeHUE Ha 44 ceMUIH (3a MPEeNopbYUTEHATa OJAbpXKAaIIa 71032 BX. Touka 4.2).

3HaYMMO MO-TOJISIM MPOLIEHT HAlMEHTH B TPYIHTE, JIEKYBaHH C YCTEKHHYMa0, MOJAbPXKAT KIMHUYHA
pemucus 1 OTroBOp Ha ceamuna 44 B cpaBHEHHE C IpymaTa Ha mianedo (Bx. Tabnuna 6).
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Tadauua 6: [logabpikane Ha KIMHUIHESA 0TroBop u pemucusi B IM-UNITI (cenmuna 44;
52 ceamunm OT 3amMo4YBaHe ¢ MHAYKIHOHHATA /1032)

Inanedo* 90 mg 90 mg
ycTeKMHYMa0 | ycTeKHHyMad
npe3 npe3
8 ceamuuu 12 ceamunu
N=131f N =129f
N =128f

KiuenyHa pemMucust 36% 53%* 49%°
KiMHWY€EH OTrOBOp 44% 59%° 58%°
Knuanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%* 43%"

Knunuuna peMucus 0pu NaueHTy:
B PEMHCHS B HAYAIOTO Ha MOAIbpIKaIIaTa
Tepanus
KOUTO C€ BKJIIOYBAT OT MIPOyYBaHE
CRD3002}
KOUTO HE ca JIEKYBaHH JI0Cera C aHTH-
TNFo Tepanus
KOUTO C€ BKJIIOYBAT OT MIPOyYBaHE
CRD30018

Kimnanynata pemucus e onpenenena kato CDAI ckop < 150; KnuHu4HUAT OTTOBOp € OIpe/eeH KaTo HaMallCHUE Ha
CDAI ckop ¢ Haii-manko 100 TOuky WK ChCTOSHHUE B KIIMHUYHA PEMHCHUS

* I'pynara Ha miare60 ce CbCTOH OT MAIMEHTH, KOUTO ca Ce MOBIHUAIN OT YyCTEKMHYMal U ca paHIOMHU3HMPaHHU Ja

MoTy4aBaT Iu1anedo B HAUAJIOTO Ha MO AbprKaliaTa Tepamus.

[Nanuentu, kouto umat 100-TOUYKOB KIMHUYEH OTTOBOP KbM YCTEKMHYMa0 B HAYaJIOTO Ha MOJIbpIKALIATa Tepanys

46% (36/79) | 67% (52/78)* 56% (44/78)

44% (31/70) | 63% (45/72)° | 57% (41/72)

49% (25/51) | 65% (34/52)" 57% (30/53)

26% (16/61) | 41% (23/56) | 39% (22/57)

[lanueHnTu, KOUTO HE ca ce MOBIMUIN OT KOHBEHLIMOHANIHATA Tepanus, HO He aHTU-TNFa Tepanus

Wn e

IMauenTy, kouTo ca pepakTepHU UM UMAT HeHOHOCUMOCT KbM aHTU-TNF o Tepanus
¥ p<0,01

® p<0,05

HOMMHAIHO 3HauuMa (p < 0,05)

B IM-UNITI 29 ot 129 manuenTH He MOAIBPKAT OTTOBOPA KbM YCTEKHHYMa0 MPH MPUIIOKECHHE TIpe3
12 cemMuITy U € MTO3BOJICHO KOPUTUPAHE Ha J03aTa Taka, ue Ja IMoTydaBaT yCTeKuHyMa mpe3

8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
noButeHue cupsamo u3xomuaus CDAI ckop.llpu Te3n manueHTn KIMHAIHA PEMICHSI CE TIOCTUTA TIPU
41,4% ot mauuenTture 16 cenMuIy ciex KOpUTHPaHe HA J103aTa.

[lanuenTHTE, KOUTO HE Ca MOCTUTHAIIM KIIMHUYEH OTTOBOP KbM MHIYKIIMS C YCTEKHHYMab Ha
cenmutia 8 ot mpoyuBanusaTa ¢ HHAYKIMS UNITI-1 u UNITI-2 (476 manueHTH), ca BKIFOYCHH B
HepaHIOMH3MpaHaTa 4acT OT MpoyuBaHeTo ¢ noaabpsxkaia tepamnust (IM-UNITI) u ca nomyunnu
MOJKOKHA WHXKEKLUs ¢ ycTekuHymad 90 mg no tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIMEeHTUTE ca MOCTUTHAIN KIMHUYEH OTTOBOP M Ca MPOIBIDKUIN Ja MOJTydyaBaT oA bprKaIia
Tepanud npe3 8 cenmuiy. [lopeueTo oT Te3u MAIMEHTH C MPOABIDKUTETHA MOIbprKalla Teparnus
noIbppIkat orroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuna 44, KaTo MPOIEHTHT UM €
1o/100eH Ha TO3H MPH MalUEHTHTE, KOUTO MbPBOHAYAIHO Ca CE MOBIHUSIN OT HHAYKIINA C
yCTEeKHHYMao.

Ot 131 nanmeHTH, KOUTO ca Ce MOBJIUSIN OT HHAYKIHA C YCTEKHHYMal U ca pPaHIOMU3HUPAHH B
rpynara Ha mane0o B Ha4aJloTO Ha MPOYYBAHETO ¢ MOIbPIKaIlla Teparus, 51 BIoC/IeICTBHE ca
3aryOuIIi OTroBOpa cH U ca moyydmin 90 mg ycTekuHyMab moakoxHo mnpe3 8 ceqmunu. [Topeueto oT
MAIMEHTHUTE, 3aryOUIIH OTTOBOPA CU M MOTHOBWIIN JICYEHHETO C YCTEKHMHYMa0, ca ro HapaBHiIK B
pamkuTe Ha 24 ceIMUIM OT UHIYKIMOHHATa nHPY3usa. Ot Te3u 51 manuenTu 70,6% mocTuraTt
KJIMHUYEH O0TroBop U 39,2% mocturat KIMHUYHA peMucus 16 ceIMuIy ciesl mojyyaBaHeTo Ha
I'bpBaTA MOJKOXKHA J103a YCTCKUHYMa0.

B IM-UNITI nmanuenTute, 3aBbPIIINA IPOYIBAHETO 0 ceamunia 44, ca moaXosIIH a TPOIBIKAT
JICYCHUETO B MPOIBIDKEHUE HA NpoyuBaHeTo. [Ipu Bcnukute 567 nauueHTH, BKIOYEHN HA U JIEKYBaHU
C YCTEKMHYMa0 B MPOIBJKEHUETO HA IPOYYBAHETO, KIMHUYHATA PEMUCHS U OTTOBOPBHT OOUKHOBEHO
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ce TIOAIBPIKAT A0 ceamuIia 252, KakTo npu 6oaHuTE ¢ Heycnex Ha TNF-Tepanuute, Taka U mpu
MAIMEHTHUTE ¢ HEYCIeX HAa KOHBEHIIMOHAITHUTE TePaIlHy.

AHanu3bT 32 Oe3omacHoOCT, BKIrouBai 457 naruenty (1289,9-nanueHToroAnHm), MpoCcieicH: 10
220 ceamuiy, okasa, 4ye npouabT Ha Oe3onmacHOCT Mexay 44 u 220 ceMuIa, € CPaBHUM C TO3H,
HabmonaBaH 110 44-Ta ceamuIa.

He ca ycraHOBeHM HOBH ChOOpaKeHUsI 32 OE30MACHOCT TIPH YAbIDKaBaHE Ha TOBA IIPOYYBAHE 110
5 ToMHY HA JiedueHNe Npy nanueHT ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BUI HA TUTABUIIATA € OLICHEH SHIOCKOTICKY NPH 252 MallUeHTH ¢ TIOAXO/IAIIa U3XO0THA
€H/IOCKOTICKAa aKTHBHOCT Ha 3a00JISIBAHETO B €IHO MOATIpoyYBaHe. [IbpBUYHATA KpaliHa TOYKA €
MPOMSTHA OT U3XOAHOTO HUBO Ha OMpocTeHus €HIOCKOIICKH cKop Tipu Oozect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), chcTaBeH CKOp OT 5 UICO-KOJIOHHU
CerMeHTa 3a HaJMm4yre/pa3Mep Ha sI3BUTE, MPOLCHT Ha JIMTaBUYHATA TIOBBPXHOCT, TOKPUTA OT SI3BH,
MPOIICHT Ha JINTABUYHATA MOBBPXHOCT, 3aCErHATa OT IPYTH JIE3UH, U HATTMYKME/BU Ha
CTeCHsIBaHHATa/CTpUKTYypUTe. Ha cenmuna 8, ciien eAMHNYHA HHTPAaBEHO3HA HHAYKIIMOHHA 7103,
npomsiHata B SES-CD ckopa e mo-rojisima B rpymnara Ha ycrekuaymab (n = 155, cpenna

poMsiHa = -2,8) OTKOJIKOTO B Tpymara Ha miamnebo (n = 97, cpenna npomsaa = -0,7, p = 0,012).

Ioenussane na gpucmynume

B exna noarpyna naumeHTy ¢ ApeHupany GUCTynu Ha u3XoaHo HUBO (8,8%; n = 26), puctynure Ha
12/15 (80%) oT nexyBaHHTE C YCTEKUHYMa0 MallMEHTH Ce TIOBJHABAT B MPOIBIDKEHNE Ha 44 ceqMunn
(onpeneneno karo > 50% HamaneHHe OT U3XOJJHO HUBO B IPOYYBAHETO C MHAYKIMS Ha Opost Ha
npenupamute Guctynn) B cpaHenue ¢ 5/11 (45,5%) ¢ mane6o.

Kauecmeo na orcueom, cewpsano cve 30pasemo

KavecTBOTO Ha KUBOT, CBBP3aHO CHC 3PABETO, € OLEHEHO MOCPEACTBOM BhIpocHUK npu
BB3MATUTENHN 3a00aBanns Ha dyepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoipocHUIM SF-36. Ha ceqmunia 8 marueHTHTe, MOMyYaBamii yCTeKHHyMa0, TOKa3BaT CTATUCTHYECKU
3HAYUMO TO-TOJISIMO U KIIMHUYHO 3HAYUMO 1oao0penue Ha oomms IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBreHnue ¢ mianebo. B mpoyuBaneTo IM-UNITI mo cenmuma 44 te3n mogodpeHus
O0OMKHOBEHO Ce MOJIBPKAT MO-100pe NpH JIEKyBaHU ¢ YCTEKMHYMal MallMeHTH B CPaBHEHHE C
mwrane6o. [TonoOpeHnero Ha Ka4eCTBOTO Ha KUBOT, CBBP3aHO ChC 31paBETO, OOMKHOBEHO CE
TIOAABPsKA TPE3 ILIOTO MPOIBIDKEHNE A0 ceamuIia 252.

HmyHoreHHoct
ITo BpeMe Ha nedeHue ¢ yCTeKHHYMab MOTaT Jla Ce pa3BUAT aHTUTENA CPelly yCTeKUHyMal u

MOBEUYETO OT TAX ca HeyTpainu3upanii. O0pa3yBaHETO Ha aHTUTENA CPENTy YCTEKHHYMa0 € CBhP3aHo C
MTOBUIIICH KIUPHHC Ha YCTEKHMHYMa0 mpu manueHTu ¢ 6osect Ha Crohn. He e HabmomaBana HaMaaeHa
edpukacHoct. He ce HaOro1aBa 04EBUIHA 3aBHCUMOCT MEXK]Ty HAIMYMETO HAa aHTUTENA CPEILy
YCTEKMHYMa0 U TosIBaTa Ha PEakIui Ha MSCTOTO Ha MHXKEKTHUPAHE.

IlenmuaTrpuyna momyJamnys

EBponeiickara areHuus 1o JekapcrpaTa oTjiara 3abJKCHUETO 3a IPEIOCTaBsIHE Ha PE3yATaTUTE OT
MPOyYBaHUATA C YCTEKMHYMa0 B ¢/IHA WM TIOBEUE MOATPYITU HA MIeAMaTPHYHATA TIOIYJIAlUs TIPU
oonect Ha Crohn. [IpeaBapuTenHO HATBIHEHATA NIHCANKA HE € TIPOyYBaHa MPH NeIuaTpruyHaTa
TIOITYJIANMS ¥ HE CE MPENOPhUBa 3a YIOTpeda MpH MeAUaTPUIHU MAIUCHTH.

5.2 ®apmakoKMHETHYHH CBOWCTBA

AOGcopouus
MenuaHara Ha BpEMETO 3a JOCTHTaHe Ha MaKCHMATHA CepyMHA KOHIICHTPAIHS (tmax) € 8,5 THH clien

eIHOKpaTHO NpuiIokeHne Ha 90 mg MOIK0KHO MPH 3APABU YIACTHUIN. MearaHaTa tyax Ha
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YCTEKMHYMaO CIie]] €THOKpATHO MpriIoxkeHue Ha 45 mg win 90 mg MOAKOXKHO TPH TAITUEHTH C
TICOPHUA3HUC ca CXOHH C HAOII0]aBaHUTE TIPHU 3PaBH MAIUEHTH.

AOcomoTHaTa OMOHAIMYHOCT HAa YCTEKHHYMAa0 CJie]] €THOKPATHO MOJIKOXHO PUIIOKCHUE €
n3uncieHa Ha 57,2% mpu maueHTy ¢ IcopHasuc.

PasnpeneneHue
Mennanata Ha o0eMa Ha pasnpesencHe B TepMuHanHaTa gasza (Vz) cien emHOKpaTHO HHTPABEHO3HO

MIPUJIOKEHHUE MIPH MAIMEHTH ¢ TICOpHa3uc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmarms
TOYHMAT ITBT Ha MeTabOIU3NpaAHE HA YCTEKMHYMa0 He € U3BECTEH.

Enumunupane
Menunanata Ha cucteMans KkiupbsHC (CL) cieq emHOKpaTHO HHTPaBEHO3HO MPUIIOKEHUE TIPH

MAIMEHTH C IIcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuanaTa Ha Oy XHBOTa (t1/2) Ha
yCTEKHHYMa0 € MPUONMU3UTENTHO 3 CEIMHIM NPH NMALUEHTH ¢ IICOpUa3uC, IICOpUaTUICH apTPUT, O0IecT
Ha Crohn u Bapupa ot 15 10 32 1HM BB BCHUKH MMPOYIBAHUS HA TICOPUA3KC U IICOPHATHYECH apTPUT.
CoritacHo mpoBezicH (apMaKOKMHETHYCH aHAIN3 Ha HomyanusaTa npuBuaHuaT KiiupbHC (CL/F) u
npuBUAHUAT 00eM Ha pasnpenenenue (V/F) ca crorBetHo 0,465 1/d u 15,7 1 mpu nauuentu c
ncopuasuc. CL/F na ycrekunyma0 He € 3aBHCHM OT MoJa. Pe3ynTatu oT momynanuoHeH
q)apMaKOKI/IHeTI/IT-IeH aHaJIN3 ITOKa3BaT, Y€ MMa TCHACHIIUA KbM IMO-BUCOK KIIMPBHHC Ha YCTCKI/IHyMa6
NpY TALMEHTUTE, AJIH MOJI0KUTENICH Pe3YITaT Ha U3CIEIBAaHETO 3a AaHTHUTEIIA CPEIy YCTEKUHyMao.

JIuneiHoCT Ha fo3aTa

Cucremnara ekcno3uIus Ha yeTeKHHyMa0 (Cmax 1 AUC) ce yBennuaBa 1o HauuH, IPUOTHU3UTEITHO
MIPOMOPIIMOHAJICH Ha J103aTa, CJIE]] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHUE Ha JIO3U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg unm cinen e THOKPATHO MOAKOXKHO MPHIIOKEHUE HA JI03U B TPaHMIIATa
Mexay 24 mg u 240 mg mpH MaueHTH ¢ TICOPHUA3HC.

EnunanyHa cpelry MHOTOKpaTHa 032

[MpodpuuTe Ha cepyMHA KOHIICHTPAILIUA-BpeMe Ha YCTEKHHYMA0 ca MPUHIUITHO MPEABUIUMH CJIE]T
MOJIKOKHOTO TIPHUIIOKEHHNE HA €THOKPATHU M MHOTOKPATHU 103U. [Ipu manyeHTH ¢ mcopuasuc
CTaIlMOHAPHUTE CEPYMHHU KOHIICHTPAIIMU Ha YCTEKUHYMa0 ca JIOCTUTHATH B ceMHUIIa 28 clie/
IbPBOHAYATHH MOJIKOXHH 4031 B ceamuniv 0 1 4, TTocieIBaHu OT 103U Ha BCeKH 12 cenMuIry.
Meauanara Ha CTal[MiOHaApHATa CEpyMHA KOHIIEHTpanus ¢ B rpanunute Mexay 0,21 ug/ml u

0,26 pg/ml (45 mg) u mexay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hama oveBuHO KyMyIupaHe B
cepyMHaTa KOHIICHTpaIl¥sl Ha YCTeKHHYyMal ¢ BpEMETO, KOTaTo Ce MpHUiiara MoJAKOXHO Ha BCEKH

12 cemmurm.

[Ipu nauuentu ¢ 6oxect Ha Crohn cien MHTpaBEHO3HA J103a OT ~6 mg/kg ce mpuara moaKoXXHa
nojyIspKaia tepanust ot 90 mg ycrekuaymad npe3 8 win 12 ceZMHIU, KOSTO 3aI04Ba Ha ceIMUIIa 8.
KonuenTpanus Ha ycTeknHyMa0 B CTallHOHAPHO ChCTOSHHE CE JOCTHra KbM Ha4aJoTO Ha BTOpara
nojabspxama no3a. [Ipu narmentu ¢ 6onect Ha Crohn MeauaHaTa Ha HalH-HUCKUTE KOHLEHTPALIUH B
CTaIlMOHAPHO ChCTOsIHUE Bapupa oT 1,97 pug/ml no 2,24 ug/ml u ot 0,61 pg/ml no 0,76 pg/ml 3a
ycreknayMab 90 mg cboTBEeTHO Tipe3 8 cenmmuny wiy npe3 12 ceqmuny. Hali-Huckure HiBa Ha
YCTEKHHYMa0 B CTalMOHAPHO ChCTOSIHUE, TTOIydeHH pu 90 mg ycTekuHymab mpe3 8§ ceaMuIy, ca
CBBP3aHH C MI0-BHCOKA YECTOTA Ha KJIMHUYHA PEMHCHUS B CPAaBHEHHE C Hali-HUCKUTE HUBA B
CTalroHapHoO cheTogHue cinen 90 mg npe3 12 ceamuny.

BiusiHye Ha Ternoro BepXy hapMaKOKHMHETHKATA

B npoBezen nomyanoneH GpapMaKOKHHETHYCH aHAIN3, KBAETO ca M3IOI3BAHU JaHHH OT MAIlEHTH
C IICOpHA3MC € KOHCTaTUPAHO, Y€ TEJIECHOTO TEIJIO € Hali-3HauMMaTa KOBapuaTa, BIUsEIa BbPXY
KJIMpbHCA Ha ycTeknHyma0. Menuanarta Ha CL/F npu nanuentu ¢ terno > 100 kg e npubausurenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ terao < 100 kg. Mennanara va V/F npu nauueHTy ¢ Terio
> 100 kg e npubmuzutenHo ¢ 37% mo-BUCOK B cpaBHeHHUe ¢ nmanueHTH ¢ Terio < 100 kg. Menuanara
Ha MUHHMAaJIHA CEPYMHH KOHLIEHTPAIMK Ha yCTEKUHYMAa0 MPH MAUEHTH C IO-TOJISIMO TErJIo
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(> 100 kg) B rpynara ¢ mo3a 90 mg ca no00HU Ha TE3H MPH MALKUEHTUTE ¢ To-Maiiko Tero (< 100 kg)
B Tpynara c 1o03a 45 mg. [Togo0Hu pe3yaTaTH ca MoyuYeHH OT OTBbPANUTENCH (hapMaKOKHHETHYCH
TMIOITYJIAIIMOHEH aHAIIN3, KBJIETO ca U3IMOJ3BAHU JaHHU OT MAIIMEHTH C IICOPUATHYCH apTPUT.

Kopurupase Ha yecroraTa Ha NPWIOKEHUE

B53 ocHOBa Ha HAOJIOJaBaHUTE NaHHU U TomyaruonanTe @K aHaIu3u Y MaMeHTH ¢ OOJIECT Ha
Crohn panmoMHu3upaHNUTE YIaCTHUIIM, KOUTO PECTaHAT Ja Ce TOBIUABAT OT JICYCHUETO, UMAT T10-
HUCKH CEpyMHH KOHIICHTPAITNU Ha YCTEKUHYMa0 BHB BPEMETO B CPAaBHEHHE C YIaCTHUIINTE, KOUTO HE
ca 3aryomu otroop. [Ipu 6onectra Ha Crohn xopurupaHeTo Ha qo3ara ot 90 mg Ha BCeKH

12 ceqmunin Ha 90 mg Ha BCEKU § CEIMMUIIM € CBHP3aHO C MOBUIIABAHE HA HAll-HUCKUTE
KOHIICHTPAIIMH HA YCTEKUHYMa0, KaTo TOBa CE ChITBTCTBA C IMOBUIIIABaHE HAa e(DUKACHOCTTA.

CrenmanHy nomyJianuu
Hsma Hannyan ¢papMakoKMHETHYHN AaHHU MPU MALMEHTH C yBpeAeHa ObOpeyHa Hiu YepHOApoOHa
¢ynkma. He ca mpoBeeHN KOHKPETHH MIPOYYBAHMS IIPH MAIEHTH B CTApUECKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha YCTCKI/IHYM36 KaTo IAJI0 € CpaBHHUMA MCKAY MALIUCHTH C IICOPUA3UC OT
A3MaTCKH 1 HEA3UATCKHU ITPOU3XO0[.

[Ipu nauuentu ¢ 6onect Ha Crohn BapuaOMIIHOCTTa Ha KIMPBHHCA HA YCTEKMHYMal ce MOBJIHSABA OT
TEJIECHOTO TETJI0, HUBOTO Ha CEpyMHUs all0yMUH, [0Jla ¥ cTaTyca [0 OTHOILLICHUE Ha aHTUTeJaTa
Cpely yCTeKHHyMa0, JOKaTo TEIECHOTO TETJIO € Hal-3HaunMaTa KOBapHara, BIHsela BbpXy ooema
Ha paznpeaenenue. OcBeH ToBa npu 6onectra Ha Crohn KIUPBHCHT ce NOBIHABA OT C-peakTUBHUS
NPOTEUH, CTaTyca M0 OTHOIIEHHE Ha HeycneX Ha jedeHneto ¢ TNF-anrtaronucty u pacara (a3uaTcKu
CIIPSIMO HEa3UaTCKU MPOoU3XoMa). Be3meicTBreTo Ha Te3U KOBapuaTH € B paMkute Ha = 20% oT
TUNHYHATA WK pedepeHTHaTa cToiHocT Ha choTBeTHHS DK mapamersp, mopaau ToBa He €
Heo0XoauMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. ChIIBTCTBAILIOTO NPHIIOKEHUE HA
MMYHOMOyJIaTOPHY HAMA 3HAYUTEIHO BIMSHUE BbPXY PAa3NpeleIeHHETO Ha YCTEKHHYMao.

Pesynratu ot papMakOKMHETHYEH aHAJIU3 HA MOMyJIalUsITa He OKa3BaT BIMSHUE Ha TIOTIOH WM
AJIKOXOJI BbPXY (papMakOKMHETHKATa Ha YCTEKHHYMAo.

buonannaHocTTa Ha yCTeKI/IHYMa6 CJICT MMIPUIIOKCHUE CHC CIIPUHIOBKA WJIM MMPEABAPUTECITIHO
HaITbJIHCHA IMHUCAJIKa € CpaBHUMA.

IIpenBapuTenHo HamrbJIHEHATa MHCAJKa HE € pOoyYBaHa MpH NeJuaTpudHaTa MomyjIalus U He ce
IpenopbyBa 3a yrnorpeda npu neIuaTpuyH NalUeHTH.

Perynupane na CYP450 enzumu

Edexrure na IL-12 nnu IL-23 Bbpxy perynupanetro Ha CYP450 enzumute ca oLeHeHH B in Vitro
MPOYyYBaHe C U3IMOJI3BAHE HA YOBEIIKU XENaTOIUTH, KOeTo mokasea, 4e 1L.-12 wu/umm [L-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOcTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; BX. Touka 4.5).

[IpoBeneHo € oTkpuTO HpoyuBanHe (asza 1 3a nexkapcTBenu B3aumonercTeuss CNTO1275CRD1003 3a
OIleHKa Ha e)eKTa Ha yCTeKHHYyMa0 BhPXY €H3UMHATa aKTHBHOCT Ha IuToXpoM P450 crien nHIyKIms
Y TIOIBPIKAIIIO MTpHUJIaraHe NpH MaueHT ¢ akTuBHa Oonect Ha Crohn (n=18). He ca HabnronaBaHu
KJIMHAYHO 3HaYMMH NPpOMeHH B excriozunuara Ha kopenH (CYP1A2 cyOctpart), Bapdapun

(CYP2C9 cyberpar) omenpazon (CYP2C19 cyberpar), aekctpomeropdan (CYP2D6 cyGerpar) wnu
munazonam (CYP3A cyGerpar), KoraTo ce U3M0I3BaT ChIIbTCTBAILO C YCTEKMHYMa0 mpu oJo0peHarta
NpenopbUYUTENHA T03UPOBKA pH ManueHT ¢ 6onect Ha Crohn (Bx. Touka 4.5).

5.3 IIpeakJMHUYHU AAHHH 32 0€30MACHOCT
HeknmuandHWTE NaHHN HE TIOKAa3BaT OCOOEH PUCK (HAIP. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha Oa3aTa

Ha IpOy4YBaHUA 3a TOKCUYHOCT ITPU MHOTOKPATHO MNpujiaraHe, TOKCUYHOCT 3a PasBUTHUCTO U
pPEeOpOAYKTUBHA TOKCUYHOCT, BKIIFOUUTCIIHO U (I)apMaKOJ'IOFI/I‘IHI/ITe OIICHKH 3a 0e30IMacHOCT. HpI/I
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IPOYYBAHUS 38 TOKCUYHOCT 32 PAa3BUTHETO U PEIPOLYKTUBHA TOKCUYHOCT IIPU JIBJITOOMNAIIATH MaKalK
He ce HaOJII0aBaT HeXKellaH! e(eKTH BbPXY (epTIIINTETa IPH MBKKUTE, KAKTO M BPOJICHU Ne(EKTH
WJIN TOKCUYHOCT 3a pa3BuTueTo. He ce HaOmogaBat HexxenaHu epeKTH BbpXy QepTHinTeTa Mpu
YKEHCKHTE MPH yrnoTpedaTa Ha aHATIOTMYHO aHTUTsUIo cpemty 1L-12/23 npu Mumky.

Jlo30BUTE HHBA B MPOYYBAHMUS MPHU )KUBOTHH ca 0130 45 MBTH MTO-BUCOKHU OT Hai-BUCOKAaTa
€KBHMBAJICHTHA 7103a, IPEBMK/1aHa 3a MPWIOKEHNE TIPU MALIMEHTH ¢ TICOPUA3UC, U BOJAT 10
MaKCHMAaJIHA CEPYMHH KOHIIEHTPAINH ITPH MaMyHH, KOUTO ca Haa 100 mbTH MO-BHCOKH OT
KOHIICHTpAIMUTE, HAOJIIOIaBaHU TIPU XOpa.

He ca npoBexaanu mpoy4yBaHus 3a KAHLEPOT€HHOCT C YCTEKMHYMa0 Mopaay JIUIcaTa Ha MOIXOAALIIH
MOJIEIN 32 aHTHTSUIO 0€3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. ODAPMAIIEBTUYHHU JAHHU
6.1 CHoucbk Ha IOMOLIHHUTE BelIECTBA

XHUCTUINH

XUCTUAWHOB XUAPOXIOPH]T MOHOXUAPAT
[Tomucopbar 80 (E 433)

3axaposa

Bona 3a nmxexmun

6.2 HecbBMEeCTHMOCTH

[lopanu nunca Ha IpOyYBaHUS 3a HECHbBMECTHUMOCTH, TO3U JIEKAPCTBEH NMPOAYKT HE TpsiOBa aa ce
CMeCBa C IPYTH JICKApCTBEHU MPOIYKTH.

6.3 Cpoxk Ha rogHoCT

Pyzchiva 45 mg uHkeKuroHeH pa3TBOp B NPEABAPUTEIHO HAITbJIHEHA MUCaKa

42 mecerna

Pyzchiva 90 mg nmxeKknroHeH pa3TBOp B MPEABAPUTEITHO HAITBITHEHA MTHCATKA

42 mecerna

OTnenHuTe NpEeABaPUTEIHO HAITBIHEHH MMUCATKM MOXKE J1a Ce ChbXpaHsIBaT IpH cTaiiHa TeMIiepaTypa
1o 30 °C emHOKpaTHO 32 MAaKCUMAJICH ITEPHO 10 35 THU B OpUTHHAJIHATA KAPTOHEHA ONaKOBKa, 3a 1a
Ce TIPeAa3sT OT CBETIMHA. 3alUIIIeTe aTaTa, Ha KOSITO IPeABAPUTEITHO HAIThIHEHATA MTHUCAIIKA €
M3BaJICHA 32 I'bPBU IIBT OT XJIJAWIHAKA Ha 0003HAYEHOTO Ha KapTOHEHaTa omakoBKa msicto. I1o Besiko
BpeMeE MPeAr N3TUIAHETO Ha TO3W NMEePUOJI MPOAYKTHT €AHOKPATHO MOXe /1a ObJie BBPHAT OTHOBO B
XJIaIUITHAKA, KBAETO JIa Ce ChXpaHsBa 10 U3THYaHE HA CPOKa Ha TOAHOCT. V3XBBpIeTe
MpeJBapUTEIHO HAITbIHEHATA MTUCAJIKa, aKO HE ce U3IOI3Ba Clle]] ChbXpaHeHHe pU cTaiiHa
TeMIIepaTypa B paMKHUTE Ha MaKCUMAITHUSI IEPUOJ OT 35 IHU WM ClIeA U3THYAHE HA OPUTHHATHUS
CPOK Ha TOTHOCT, B 3aBUCHUMOCT OT TOBa, KO€ OT JIBETE HACTHIIH MO-PAHO.

6.4 Crnenuananm ycJI0BHS HAa CbXpaHeHHe

Ha ce cexpanssa B xnmagmiauK (2 °C — 8 °C). Jla He ce 3aMpa3sBa.

CpxpaHsBaiiTe MpeABAPUTEIHO HAITbJIHEHATA MIcajlKa B KAPTOHEHATa OMIAKOBKa, 3a /1a CE MPEANasu OT
CBETIIMHA.

AKO € HeOOXO0/IMO, OTJICITHUTE MPEJIBAPUTEITHO HAITBIIHEHN TTHCAIKH MOXeE J]a C€ ChXPaHsBaT MPH
ctaiina temneparypa 110 30 °C (Bx. Touka 6.3).

6.5 Buau chabp:KaHUue HA ONIAKOBKATA

Pyzchiva 45 mg uHKeKUroHEeH pa3TBOP B NPEABAPUTEIHO HATbIHEHA MMUCATIKA
0,5 ml paztBop B | ml cnpuHIOBKa OT cTHKIIO THII | ¢ PUKCHpaHa UrIa OT HEPBKAAaeMa CTOMaHa C
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pasmep - BbHIICH d/nbmkuHa: 29 G x 13 mm (Y2 uHY), MOHTHpaHa B MIPEIBAPUTEIHO HAITBIIHCHA
nHcajKa ¢ yCTPOWCTBO 3a MaCHBHA 3alllMTa 32 UTJIaTa.

Pyzchiva 90 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATJIHEHA MMHUCAIKA

1 ml pa3tBop B 1 ml cipuHIiOBKa OT CTHKJIO THII | ¢ pHUKCcHpaHa UIJIa OT HephKIaeMa CTOMaHa ¢
pasmep - BbHIICH d/nbmkuHa: 29 G x 13 mm (Y2 uHY), MOHTHpaHa B MIPEIBAPUTEIHO HAITBIIHCHA
MUcalika ¢ YCTPONCTBO 3a MAaCHBHA 3aIl[UTa 3a UTJIaTa.

Pyzchiva ce nmpenuiara B orakoBka ¢ 1 mpeBapuTEIHO HAITBIHEHA ITHCATIKA.
6.6 CrnenuajaHu nNpeanasHu MepKHU NMPH U3XBbPJIsiIHE H padoTa

Pa3TBOpBT B peiBapuTEHO HaIThIHEHAaTa nucanka Pyzchiva He TpsOBa na ce paskiamia. Pa3tBopbT
Tpsi0Ba J]a ce MPOBEPH BU3YATHO 32 HATMYMETO HAa BUIMMU YACTHIIM WIH TPOMSHA Ha I[BETA, IIPEIU J1a
ce MPHUJIOKH TOJIKOKHO. Pa3TBOPBT € OUCTB, Oe31BETEH 10 OJIEHOXKBIT K MOXKE JIa ChABPKA HIKOIKO
JpeOHU TOYTPO3pAYHU MM OEIH YacTUIM POTEerH. To3u BHHIIICH BUJI HE € HEOOMYAcH 32
NPOTEUHOBUTE Pa3TBOPU. JIeKapCTBEHUSAT MPOLYKT HE TPIOBa J1a ce M3MOI3Ba, aKO Pa3TBOPHT € C
MPOMEHEH LBST MM MBbTEH, WIIM ChIbpKa BUIUMHU 9y yactuly. [Ipenn npunoxenne Pyzchiva
TpsiOBa Jla IOCTUTHE CTaifHa TeMmepaTypa (MIPUOIM3UTEITHO 32 OKOJIO TIONOBHH Yac). [TogpoOHu
yKa3aHus 3a yroTpeda ca mpeoCTaBeHH B TUCTOBKATA.

Pyzchiva He cbabpka KOHCEPBAHTH, 32aTOBA HEU3IOI3BAHUSAT JICKAPCTBEH NPOIYKT, OCTaHAN B
NpeaBapUTEIHO HATbJIHEHATA Mcajka, He TpsaOBa Ja ce u3nonssa. Pyzchiva ce nocrass kato
CTEepHJIHA [IPEIBAPUTEIHO HAITbJIHEHATA HCalKa 3a elHOKpaTHa ynorpeba. [Ipeasapurento
HaITbJIHEHATa MHCAIKA HUKOTa He TPsiOBa Jla ce M3MO0JI3Ba MOBTOPHO. HEen3noa3BaHMsAT JIeKapCTBEH
OPOIYKT WIH OTHAIBUYHUTE MaTEPUAIIN OT HETro TPsOBa Jla ce M3XBBPIAT B CHOTBETCTBHE C MECTHUTE
W3UCKBAHMS.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnannus
8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Pyzchiva 45 mg MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA THCATIKA
EU/1/24/1801/004

Pyzchiva 90 mg HHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIHO HANBIHEHA ITHCATIKA
EU/1/24/1801/005

9. JATA HA TbPBO PA3ZPEIIABAHE/TIOJHOBSIBAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[laTa Ha epBO pa3pemanane: 19 anpun 2024 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IMompoOHa nHpopMalrs 3a TO3H JEKAPCTBEH MPOIYKT € MPEI0CTaBeHa Ha yebcaiiTa Ha EBpomnelickaTta
arcHIIMs 10 JieKapcTBaTa https://www.ema.europa.eu/.
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HNPUJIOKEHUE 11
MNPONU3BOJUTEJIN HA BUOJIOIT'MYHO AKTUBHOTO
BEIIECTBO U ITPOU3BOJAUTEJL, OTTOBOPEH 3A
OCBOBOXKIABAHE HA ITAPTHU/IU
YCJIOBUSA NJIM OTPAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA PASPEHHIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHNS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA NTPOAYKT
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A. NPOU3BOIUTEJIN HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO 1
MNPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUIHN

Hme n aapeC HA MPOU3BOAMTCINTE HA OMOJIOTUYHO AKTUBHOTO BC€IICCTBO

AGC Biologics A/S
Vandtarnsvej 83B

Soborg, 2860
Janus

Hme n aJapeC HAa MPOU3BOAMUTECIIA, OTTOBOPEH 3a OCB060)K,Z[aBaH€ Ha NapTUAUTC

Samsung Bioepis NL B.V.
Olof Palmestraat 10,

2616 LR Delft
Hunepnannus

b. YCJIOBUA NWJIN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT CE€ OTITyCKa [0 OTPaHUYEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTeprcTika Ha MpoAyKTa, Touka 4.2).

B. JAPYI'M YCJIOBUS U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJu3npaHu aokjaanau 3a 6ezonacuoct (IIA/IB)

M3uckpanusTa 3a nonaBane Ha [TAJIb 3a To3u JeKapCTBEH MPOAYKT ca MMOCOUYEHHU B CITUCHKA C
pedepentnute natu Ha Epponetickus ¢bio3 (EURD cruchk), npeasuzeH B wi. 1078, at. 7 ot
Hupextusa 2001/83/EO, n BbB BCUUKH CJI€ABALIN aKTyaJIN3aLIH, ITyOJIUKYBaH! Ha €BPOIEHCKUS
yeOropTai 3a JeKapcTsa.

I YCJIOBHUA U OI'PAHNUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHMUS TIPOAYKT

. IInan 3a ynpaBaenue Ha pucka (IIYP)

[Ipurexarensar Ha pa3pemenunero 3a ynorpeda (IIPY) TpsOBa na n3BbpiIBa M3NCKBaHUTE EHHOCTH H
JIeCTBUS, CBbP3aHU C TIPOCiIesiBaHe Ha JeKapcTBeHaTa 6e301acHOCT, mocoueHu B 000penus [1YP,
npenctaBed B Monyn 1.8.2 Ha pa3pemieHreTo 3a ynorpeda KakTo ¥ BbB BCUYKH CJIEIBAIIN 0100peHI
akTyanu3auuu Ha ITYP.

Axtyanmsupan [TYP tpa6Ba na ce mopasa:

. 10 MCKaHe Ha EBpornelickara areHnus 1o JeKapcTBara;

. BUHArU, KOraTo c€ U3MEHs CUCTeMaTa 3a yIpaBJIeHHe Ha pUCKa, 0COOEHO B pe3yiTaT Ha
NOJIy4aBaHe Ha HOBA MH(OPMAaLKs, KOATO MOXKE /1a AOBEE 10 3HAYUMHU IPOMEHHU B
CHOTHOILIEHHETO MOJI3a/PUCK, WK ClIe/l JOCTUTaHE Ha BaKEH eTan (BbB Bpb3Ka C IpociesBaHe
Ha JIeKapCTBEeHaTa O€30MacCHOCT WM CBEXJaHe Ha PUCKA 10 MUHUMYM).
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INPUJIOKEHUE 111

JAHHU BBbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA KYTHS (130 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Pyzchiva 130 mg koHIIeHTpAT 3a HHPY3HOHEH Pa3TBOP
YCTEKHHYMa0

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceekn dmakon ceaspika 130 mg ycrekunymabd B 26 ml.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomoriHy BemecTBa: XUCTHINH, XUCTHIMHOB XUAPOXIOPUT MOHOXUIPAT, MCTHOHHH, TUHATPHEB
ezmerar, 3axapo3a, nonucop6bar 80 (E 433), Boxa 3a HHKEKIIMU

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

Konnenrpat 3a nH(pY31OHEH pa3TBOp
130 mg/26 ml

1 dbnakoH

3 dbnakoHa

‘ 5. HAYYH HA ITPUJIOKEHUE N TbT(MIIA) HA BBBEXKJIAHE

Jla He ce pa3kJialia.

[Ipenu ynotpeba npoyerere JINCTOBKATA.
Camo 3a eTHOKPaTHO MPUIIOKECHHUE.
MHTpaBeHO3HO MPHIIIOKEHHUE CIIeN Pa3pekaaHe.

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CE€ CbXpaHsiABa HA MACTO, HEIOCTHITHO 3a JICIIA.

‘ 7. APYI'U CHEIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:
Hamnmmrere matara Ha u3BakgaHe OT XJIaIWIHAKA

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.
CroxpansBaiiTe (prakoHa BbB BHHIIIHATA KAPTOHEHA OTAKOBKa, 3a Jja c€ MpeAra3t OT CBETINHA.
Moutsi, BUKTE JINCTOBKATA 32 MH(GOPMAIUS OTHOCHO JPYTH YCIOBHS 332 ChXPaHCHUE

10. CHEIUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnannus

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/003
EU/1/24/1801/008

13. HAPTHUIAEH HOMEP<, KOJOBE HA JAPEHUETO N HA ITIPOJAYKTA>

ITapT.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipuero € ocHOBaHUE 1a He ce BKIOYM nH(popMalusa Ha bpaiiiosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA KAPTOHEHA KYTHUA 3A I'PYIIOBU OITAKOBKH OT 3 ®JIAKOHA
(BKUIIOYBAIIA BLUE BOX)

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Pyzchiva 130 mg koHIIeHTpAT 3a HHPY3HOHEH Pa3TBOP
yCTeKnHyMab

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ¢akon cpappixa 130 mg yereknaymad B 26 ml.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

[TomomrHM BemecTBa: XUCTUANH, XUCTUAWHOB XUAPOXJIOPU MOHOXHIPAT, METHOHWH, TUHATPUEB
ezmerar, 3axapo3a, nonucop6bar 80 (E 433), Boxa 3a MHKEKIIMN

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Konnenrpar 3a uH(py310HEH pa3TBOp
130 mg/26 ml
I'pymoBa omakoBka: 3 (3 omakoBku 1o 1 6poit) pmakona

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MILIA) HA BBBEXKJIAHE

Jla He ce pa3kJialia.

[Ipenu ynotpeba npoyerere JINCTOBKATA.

Camo 3a eTHOKPaTHO MPUIIOKECHHUE.
MHTpaBeHO3HO MPHIIIOKEHHUE CIIeN Pa3pekaaHe.

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:
Hamnmmrere matara Ha u3BakgaHe OT XJIaIWIHAKA

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.
CroxpansBaiiTe (prakoHa BbB BHHIIIHATA KAPTOHEHA OTAKOBKa, 3a Jja c€ MpeAra3t OT CBETINHA.
Moutsi, BUKTE JINCTOBKATA 32 MH(GOPMAIUS OTHOCHO JPYTH YCIOBHS 332 ChXPaHCHUE

10. CHEHOUAJIHU IIPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/24/1801/006 rpymoBa omakoBka ot 3 ¢uiakoHa (3 onmakoBKH 110 1 ¢uiakoH)

13. HNAPTUIAEH HOMEP<, KOAOBE HA JAPEHUETO U HA TIPOAYKTA>

ITapt.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIFOUM HH(pOpManus Ha bpaiinoBa a30yka

‘ 17. YHUKAJIEH HIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

</IBynsmepeH 0apKoA ¢ BKIIOYECH YHUKAIECH HACHTU(UKATOP>

‘ 18. YHHUKAJIEH UWIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA 3A 1 ®JIAKOH KATO MEKJIMHHA OITAKOBKA, KOMIIOHEHT
OT I'PYIIOBA OITAKOBKA (BE3 BLUE BOX)

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Pyzchiva 130 mg koHIIeHTpAT 3a HHPY3HOHEH Pa3TBOP
yCTeKnHyMab

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ¢akon cpappixa 130 mg yereknaymad B 26 ml.

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

[TomomrHM BemecTBa: XUCTUANH, XUCTUAWHOB XUAPOXJIOPU MOHOXHIPAT, METHOHWH, TUHATPUEB
ezmerar, 3axapo3a, nonucop6bar 80 (E 433), Boxa 3a MHKEKIIMN

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Konnenrpar 3a uH(py310HEH pa3TBOp
130 mg/26 ml
1 ¢makon

KommnoneHnr Ha rpynoBa OIlakKOBKa, HC MOXKE Jia CC IpoAaaBa OTACIIHO.

‘ 5. HAYHMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

[la He ce pazkiama.

IIpexn ynorpeba mpoyereTe JINCTOBKATA.

Camo 3a eIHOKpaTHO NIPUJIOKEHUE.
MHTpaBeHO3HO MPUIIOKEHHUE CIIEN Pa3pekKIaHe.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hamuimiere gatata Ha u3BaXkgaHe OT XJIaQWIHAKA

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE
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Ja ce cpxpaHsBa B XJIQIMITHUK.

Ha ue ce 3ampa3ssna.

CrxpaHsBaiiTe akoHa BB BHHIIIHATA KAPTOHEHA OMAKOBKa, 3a Ja Ce Mpera3d OT CBETINHA.
Monsi, BUXKTE TUCTOBKATA 32 MH(QOPMAIIHS OTHOCHO JIPYTH YCIIOBUS 33 ChbXPaHCHHE

10. CHEIUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/24/1801/006 rpymoBa onakoBka oT 3 ¢uiakoHa (3 onmakoBku 10 1 duiakoH)

13. HAPTHUIAEH HOMEP<, KOJOBE HA JAPEHUETO N HA ITIPOJAYKTA>

ITapT.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto € ocHOBaHHUE J1a HE ce BKIOYM nH(popMalusa Ha bpaiiiosa a30yka

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

‘ 18. VYHUKAJIEH WIEHTUHO®UKATOP — JAHHU 3A YETEHE OT XOPA

84



MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Pyzchiva 130 mg koHIeHTpaT 3a HHPY3Hs
yCTeKnHyMab

‘ 2. HAYYH HA ITPNJIOKEHHNE

3a i.v. IpUIOXKEHUE cIIe]l pa3pexnaHe
[la He ce pa3kiamma.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. HHAPTHUJIEH HOMEP

Lot

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

130 mg/26 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KAPTOHEHATA KYTUS HA ®JIAKOHA (45 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Pyzchiva 45 mg uHXeKITMOHEH pa3TBOP
YCTEKHHYMa0

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceekn dmakon cpaspika 45 mg yerekuayMad B 0,5 ml.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

IToMomram BemecTBa: XUCTHIWH, XUCTUINHOB XUIPOXJIOpua MoHoxuapar, E 433, 3axapo3sa, Boma 3a
WHXKEKIMH. 32 JOMBJIHUTEIIHA HHPOPMAIIUS BUXKTE JIHCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WHXeKIMOHEH pa3TBOP
45 mg/0,5 ml
1 dmakon

‘ 5. HAYYH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKJIAHE

Jla He ce pa3kJialia.

TlonkoxHO MpUITOXKEHUE

Camo 3a eTHOKpaTHO MPUIIOKECHHUE.
[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
Hamnmmrere natara Ha u3BakgaHe OT XJIaIWIHAKA

9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE
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Ja ce cpxpaHsBa B XJIQIMITHUK.

Jla He ce 3ampassiBa.

CoxpaHsBaiiTe akoHa BB BHHIIIHATA KAPTOHEHA OMAKOBKa, 3a Jia Ce Mpena3d OT CBETINHA.
Moutsi, BUKTE JINCTOBKATA 32 MH(GOPMAIUS OTHOCHO JIPYTH YCIOBHS 332 ChXPaHCHUE

10. CHEIUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/24/1801/007

13. HAPTHUJIEH HOMEP<, KOJOBE HA JAPEHUETO U HA ITIPOJAYKTA>

ITapT.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Pyzchiva 45 mg

‘ 17. YHUKAJIEH HIEHTUHO®UKATOP — JIBYU3MEPEH BAPKO/|

JIByn3MepeH 0apKo/l C BKIIIOUEH YHUKAJICH UACHTU(OUKATOD

‘ 18. VYHUKAJIEH UIEHTUH®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (45 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Pyzchiva 45 mg umxekmms
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

45 mg/0,5 ml

6. JPYIO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA ITIPEJIBAPUTEJ/IHO HAITBJIHEHATA CITPUHIIOBKA (45 mg)

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Pyzchiva 45 mg WHXEKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA CITPUHIIOBKA
yCTeKHHyMab

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA CIIPUHIIOBKA ChAbpika 45 mg ycrekunymab B 0,5 ml.

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[TomonrHM BelecTBa: XUCTUIUH, XUCTUUHOB XUIPOXIOpUA MOHOXUIpart, noircopoat 80 (E 433),
3axapo3a, BOJIa 33 MHXKEKIIMH. 3a TOMbIHUTEIHA HH()OPMAITUS BIXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HmkeKInOHEH pa3TBOP B MPEABAPUTEIIHO HATBIHEHA CIIPUHIIOBKA
45 mg/0,5 ml
1 mpeBapUTETHO HAITBJIHEHA CIIPHHIIOBKA

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEKJIAHE

Jla He ce pa3kJiania.

[ToakoXHO TTPHUITOKEHHUE

Cawmo 3a emHOKpaTHa yroTpeoa.

[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEINA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJAHOCT

T'onen mo:
Hamnmmrere natara Ha u3BakgaHe OT XJIaIWIHAKA

9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE
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Ja ce cpxpaHsBa B XJIQIMITHUK.

Jla He ce 3ampassiBa.

ChxpaHsBaiiTe MPeIBAPUTEITHO HATBITHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMIAKOBKA, 32 J1a CE
Mpe/na3y OT CBETINHA.

Mosxe nma ce chxpaHsBa Ipu craifHa Temieparypa (o 30 °C) 3a eqHOKpaTeH Mmepuo A0 35 qHU, HO HE
MO-IBJITO OT OPUTHHAIHUS CPOK Ha TOTHOCT.

10. CHEHOUAJHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/001

13. MAPTUJAEH HOMEP

ITapt.No:

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Pyzchiva 45 mg

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

JBynsmMepeH 6apKoJI ¢ BKIIFOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

90



MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA CIIPUHITOBKA (45 mg)

1. UME HA JIEKAPCTBEHUA I[TPOAVYKT U ITBbT(MILIA) HA BbBEX/IAHE

Pyzchiva 45 mg umxekmms
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

45 mg/0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA IPEJIBAPUTEJIHO HAITBJIHEHATA CITPUHITOBKA (90 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Pyzchiva 90 mg WHXEKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA CITPUHIIOBKA
YCTEKHHYMa0

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika npeaBapuTenHo HaITbIHEHA CIIPUHITOBKA ChAbpkKa 90 mg ycrekuaymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomnTHM BemiecTBa: XUCTHANH, XUCTHIMHOB XHUAPOXJIOpUI MOHOXHIpaT, monucopodar 80 (E 433),
3axapo3a, BOJIa 3a MHKEKIIMHU. 3a TOMbIHUTEIHA HH()OPMAITUS BIXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkekunoHeH pa3TBOp B NPEABAPUTEIHO HAITBIHEHA CIPUHIIOBKA
90 mg/1 ml
1 mpenBapuTENHO HAITBJIHEHA CIIPHHIIOBKA

‘ 5. HAYYH HA ITPUJIOKEHUE N TbT(MLIA) HA BBBEXK/JIAHE

Jla He ce pa3kJialia.

TToik0XXHO NPHUIIOKEHUE.

Camo 3a emHOKpaTHa yroTpeoa.

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:
Hamnmmrere matara Ha u3BakgaHe OT XJIaIWIHAKA

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.

CoxpansBaiiTe IpeABapUTEIHO HAIIbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA ONAKOBKa, 32 1a Ce
Mpeanasu oT CBETINHA.

Moxe na ce cpxpansBa IpH cTaifna Temneparypa (1o 30 °C) 3a enHOKpaTeH nepuoa A0 35 AHU, HO HE
HO-IBJITO OT OPUIMHAIHUSA CPOK Ha FOJHOCT.

10. CIHENOUAJHU NPEAITA3SHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/002

13. HAPTHJIEH HOMEP

ITapT.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

Pyzchiva 90 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA CIIPUHITOBKA (90 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Pyzchiva 90 mg wrxekms
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

90 mg/1 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA IPEJABAPUTEJTHO HAITBJIHEHATA IINCAJIKA (45 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Pyzchiva 45 mg WHXEKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA TTHCAIKA
YCTEKHHYMa0

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcesika npeaBapuTeIIHO HATbJIHEHA MMHCANKa ChAbpka 45 mg ycrekuaymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

IToMomnTHM BemiecTBa: XUCTHANH, XUCTHIMHOB XHUAPOXJIOPUI MOHOXHIpaT, monucopodar 80 (E 433),
3axapo3a, BOJIa 33 MHKEKIIMHU. 3a TOMbIHUTEIHA HH()OPMAITUS BIXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HHKeKIMOHEH pa3TBOP B MPEABAPUTEITHO HATBIHEHA MUCATTKA
45 mg/0,5 ml
1 mpeaBapUTEIHO HAIThIHEHA TIHCANKA

‘ 5. HAYYH HA ITPUJIOKEHUE U TBbT(MLIA) HA BBBEXKJIAHE

Jla He ce pa3kJialia.

TlonkoxHO MpUITOXKEHUE

Camo 3a emHOKpaTHa ynoTpeoa.

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:
Hamnmmrere matara Ha u3BakgaHe OT XJIaIWIHAKA

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.

CoxpansBaiiTe IpeABapUTEIHO HATbJIHEHATA [Ucajka B KAPTOHEHATa ONIaKOBKa, 3a /1a Ce MPEeANasy oT
CBETJIMHA.

Moxe na ce cpxpansiBa IpH cTaiftna Temneparypa (1o 30 °C) 3a enHOKpaTeH nepuon A0 35 AHU, HO HE
HO-IBJITO OT OPUIMHAIHUSA CPOK Ha FOJHOCT.

10. CIHENOUAJHU NPEAITA3SHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/004

13. HAPTHJIEH HOMEP

ITapT.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

Pyzchiva 45 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEJIBAPUTEJIHO HAITBJIHEHATA IIUCAJIKA (45 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Pyzchiva 45 mg umxekmms
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

45 mg/0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA IPEABAPUTEJTHO HAITBJIHEHATA IINCAJIKA (90 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Pyzchiva 90 mg WHXeKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBIIHEHA TTHCAIKA
YCTEKHHYMa0

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika npeaBapuTenHo HaITbIHEHA THCAIKA ChIbpka 90 mg ycrekuaymad B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

IToMomnTHM BemiecTBa: XUCTHANH, XUCTHIMHOB XHUAPOXJIOPUI MOHOXHIpaT, monucopodar 80 (E 433),
3axapo3a, BOJIa 3a MHKEKIIMHU. 3a TOMbIHUTEIHA HH()OPMAITUS BIXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeKunoHeH pa3TBOp B NPEABAPUTEIHO HAITBIHEHA MTUCAKa
90 mg/1 ml
| mpeBapuTENHO HAITBIIHEHA MHCAJIKA

‘ 5. HAYYH HA ITPUJIOKEHUE N TbT(MLIA) HA BBBEXK/JIAHE

Jla He ce pa3kJialia.

TlonkoxHO MpUITOXKEHUE

Camo 3a emHOKpaTHa ynoTpeoa.

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:
Hamnmmrere matara Ha u3BakgaHe OT XJIaIWIHAKA

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.

CoxpansBaiiTe IpeABapUTEIHO HATbJIHEHATA [Ucajka B KAPTOHEHATa ONIaKOBKa, 3a /1a Ce MPEeANasy oT
CBETJIMHA.

Moxe na ce cpxpansiBa IpH cTaiftna Temneparypa (1o 30 °C) 3a enHOKpaTeH nepuon A0 35 AHU, HO HE
HO-IBJITO OT OPUIMHAIHUSA CPOK Ha FOJHOCT.

10. CIHENOUAJHU NPEAITA3SHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/005

13. HAPTHJIEH HOMEP

ITapT.Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

Pyzchiva 90 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEJIBAPUTEJIHO HAITBJIHEHATA IINCAJIKA (90 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Pyzchiva 90 mg wrxekms
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

90 mg/1 ml

6. JIPYTO
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b. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Pyzchiva 130 mg koHueHTpaT 3a HHQY3MOHEH Pa3TBOP
ycTekuHyMab (ustekinumab)

vTosn JICKApCTBEH MPOIYKT TOJICIKN HA JAOMBIHATEIHO HabmoaeHue. ToBa Iie mo3Boau OBP30TO
yCTaHOBSIBaHE HAa HOBA MHQOpPMAIHs OTHOCHO Oe3omacHocTTa. MoKeTe Jia AajieTe cBOsl IPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKENIaHa PEAKIUs, KOSATO CTe MOMYJHiId. 32 HaYrHA Ha ChOOI[aBaHEe HAa HEXKETaHH
peaxIiy BIKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMATEIHO LSIJIATa JUCTOBKA, IPEIHU 1A 3all0YHeTe Ja U3I10J13BaTe TOBA
JIEKapCTBO, Thil KATO TH ChABP:Ka BajkHa 32 Bac nundopmanusi.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOWTO npuemMa J€eKapcTBoTo.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HANOXKU J1a 1 IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JIOMBJIHUTEIIHA BBIIPOCH, onuTaiiTe Bamus nekap wiu GapmarieBT.

- AKO IOJTyYHTE HAKAKBU HEXKEJIaHU PeaKilnu, yBeaoMeTe Baius nekap win gpapmanert. Toa
BKIIFOUBA M BCHYKH BH3MOKHU HE)KEIaHU PEaKINU, HEONMCAHH B Ta3M JIMCTOBKA. BikTe
Touka 4.

KakBo cbabpiKka Ta3H JHCTOBKA

Kakso npencrasisBa Pyzchiva u 3a kakBo ce u3mon3Ba
Kakgo Tpsi0Ba 1a 3Haete, nmpeau aa usnoissare Pyzchiva
Kak mre ce nmpunara Pyzchiva

BB3M0OXKHI HEXEITaHN PEaKIIUH

Kak na cexpansBare Pyzchiva

ChappikaHUe Ha ONIAKOBKATA U JAOMBJIHUTEIHA HHDOpMALUs

AN S

1. Kaxkso npeacraBassa Pyzchiva u 3a kakBo ce n3noJispa

Kakso npencrasiasBa Pyzchiva

Pyzchiva cbappika akTHBHOTO BEILECTBO ,,yCTEKHUHYMa0”’, KOETO € MOHOKIIOHAJTHO aHTHUTSLIO.
MOHOKIJIOHATHUTE aHTHUTEIA ca IPOTEMHH, KOUTO pa3lo3HaBaT U CBBbP3BAT ONpENeIeHH CrielIn(pUIHN
MPOTEHHH B OPTaHN3Ma.

Pyzchiva npunaanexxu KpM rpyna JeKapcTBa, HapeueHH! ,,AiMyHocymnpecopu”. Tesun nexkapcTBa
JIeCTBAT, KaTO HAaMaIIBaT aKTHBHOCTTA HA YacT OT UIMyHHATa CHCTEMA.

3a kakBo ce u3noJ3Ba Pyzchiva
Pyzchiva ce u3non3sa 3a jedeHne Ha ClIeIHUTE Bb3MAIUTEIHU 3a00IBaHUS:
. Ymepena a0 Texka 6onect Ha KpoH — npu Bb3pacTHU U Jena ¢ Terio Hai-maiko 40 kg

Bouaect na Kpon

Bonecrra Ha KpoH e Bh3nanuTenHo 3abosBane Ha yepBara. Ako uMate 6osrect Ha KpoH mbpBo 1ie
Bu ce nagat npyru gekapctBa. AKO HE C€ MOBIIMAETE JOCTAThUHO MM UMATe HEITOHOCHMOCT KbM TE3H
JieKapcTBa, Moxe 1a Bu ce nane Pyzchiva 3a namaisiBaHe Ha MpU3HALIMTE U CHMIITOMUTE Ha
3a00sBaHeTo Bu.

2. Kakso Tps06Ba 1a 3Haere, npeau Aa u3noassare Pyzchiva

He uznoassaiite Pyzchiva

o AKO cTe aJIepruYHi KbM YCTEKHHYMA0 MK HIKOS OT OCTAHAINTE ChCTABKU Ha TOBA
JICKapCTBO (M30pOEHH B TOUKA 6).
o AKO MMaTe aKTHBHA MH(EKIMA, KOSITO Bamusr jiekap HaMupa 3a 3HaunMa.
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AKO He cTe CUTYpHH J1aTi HIKOE OT N30POCHUTE MTO-TOpe ce OTHAcs 3a Bac, mocwBeTBaiite ce ¢ Bamms
nekap win papmarieBT, npeau na usnonspare Pyzchiva.

IIpenynpesxxaeHus: U MpeIna3sHu MEPKH

I'oBopere ¢ Bamus tekap wiu apmMaltieBT npeau Aa usnonssare Pyzchiva. Bammusr jgekap e
MIPOBEPH CHCTOSHUETO Bu mpeau nedeHneTo. YBeroMeTe CBOs JeKap 3a Besika Bara GonecT npenu
nederneto. Crio Taka nHpopmupaiite Bamms nexap, ako HaCKOPO ¢Te OMIIM B KOHTAKT C YOBEK,
KOMTO MOKe Jla uMa TyOepKkyIo3a. Bammsr nekap e Bu nperniena u e Hanpasu U3ciie/iBaHe 3a
TyOepKyJo3a, npenu aa usnonssare Pyzchiva. Axo BamusT nekap cMara, e cTe U3JI0KEH! Ha PUCK
ot Ty0epKyo3a, Moxke 1a By npeanuiie iekapcTea 3a JISYSHUETO 1.

Cienere 32 cepHO3HHU HeXKeJIaHU PeaKIHHA

Pyzchiva moxxe na npenn3BrKa CEpHO3HU HEXXETaH! PEaKiH, BKIIOUYUTEIHO aJePTUYHN PEaKy U
napexyu. TpsadBa 1a ciaeanuTe 3a ONpeeNieHN IPU3HANY Ha 3200 sIBaHMs, I0KATO IpUeMaTe
Pyzchiva. Bmxre ,,Cepro3Hu HexellaHH peKallu’’ B TOUKA 4 32 IBJIHUS CIIUCHK HA T€3U HEXKeJIaHH
peakuuu.

IIpenn na usnonssare Pyzchiva nundopmupaiite Bammns nexap:

o AKO HSKOTa cTe HMAJIN AJIePrUYHA peakuus KbM YCTeKHHYMAa6. AKO HE CTe CUTYPHH,
nonuTaiite Bamus nekap.

o AKO HSIKOTa cTe HMaJIN HAKAKbB BH/I PaK — TOBA €, 3all0TO UMYHOCYIIPECOpUTE KaTo
yCTEKHHYMab 0TCnabBaT 4acT OT MMyHHAaTa cucteMa. ToBa MOXe Jja MOBHIIHM PUCKA OT pax.

. AKO cTe JIeKYBaHHM 32 IICOPUA3KC C APYrd OHOJOTHYHH JIeKaApCTBa (JIeKapCcTBo,

NMPOU3BEACHO OT 0MO0JIOTMYEH M3TOYHHK M 00MKHOBEHO npujaaraHo 4pes3 I/IHH(CKIII/IH) -
PHUCKBT OT paK MOXKE aa € IO-BHUCOK.

o AKO0 UMaTe MJIM HACKOPO CTe NMAJIH HH(EeKI U N aK0 HMaTe HAKAKBH HeoOW4aiiHn
OTBOPHM IO Ko:KaTa (pucrtyn).

o AKO MMaTe HOBH MJIY IPOMEHSIIH ce JIe3UH B yJacThLUTE C IICOPUA3UC UIH IO
HE3acerHaraTa Koxa.

. AKo0 noJiyyaBate Apyro jJe4deHue 3a COPHA3MC U/ WM NICOPHATHYEH APTPUT — KaTo Ipyru

UMYyHOCYTIpecopH uin (oToTeparus (KOraTo TAJIOTO ce JeKyBa ¢ THI yaTpaBronerosa (UV)
CBETJIMHA). Te3H JeueHus ChII0 MOXKE Aa OTCJIA0AT 4acT OT UMyHHAaTa cucTemMa. M3mon3BaHeTo
Ha Te3U JICUEeHUs 3a€JHO C YCTeKUHyMab He e u3cneasaHo. BeaMoxHO e obaue, To 1a yBeIHuH
pHCcKa OT 3a00JIsABaHus, CBbP3aHH ¢ OTclabBaHe HA MIMyHHATa CHCTEMA.

. AKo0 mostyyaBaTe WM HAKOra cTe MOJy4aBaJIi HHAKEKIIUM 32 JieUeHre HA aJIePruM — He €
M3BECTHO JJAIA yCTEKMHYMa0 MOXe /1a OKa)Ke BIMSHUE BBPXY TSAX.
. AKo cTe Ha M Haj 65 roAMHH — MOXE JIa CTE TIO-CKJIOHHU KbM UH()EKIIUU.

AKO He CTe CUTYpHU JIajii HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mockBeTBaiiTe ce ¢ Bammus
JieKkap win (apmarieBT, mpeau 1a usnoiassare Pyzchiva.

Hskou nauueHTH nomy4aBaT JyIyc-II0A00HU PEaKyy, BKIFOYUTEIHO KOXKEH JIYITyC epUTEeMaToAeC 1
JyIyc-noA00eH CUHAPOM, [0 BpeMe Ha jiedeHue ¢ ycrekunyma0. ['oBopete Bennara ¢ Bamms nekap,
aKo I10JIy4HuTe YePBEH, HAJAUTHAT, JIIOLIEI ce OOPUB, IOHAKOI'a C IO-TbMHU I'PAaHULIY, B U3JI0KEHUTE
Ha CITBHIIE YYaCThIM Ha KOKAaTa MIIM CTaBHU OOJIKU.

ChbpaeyeH HHPAPKT ¥ MHCYJITH

WudapkT 1 HHCYNITH ca HaOI0aBaHu B TPOYYBAHE TIPH MAIIMEHTH C TICOPUA3HC, JIEKYBAHU C
ycTeknHyMa0. BammsT gekap peoBHO 1 MPOBepsiBa pUCKOBUTE (PaKTOPH 3a ChbpACUHO 3a00JsIBaHE U
uHCyNT npH Bac, 3a na e curypHo, e Te ce JeKyBaT 1o noaxoaaul HaunH. HezabaBHo moTbpcere
MEJIUITTHCKA TIOMOII], aKO MOJy4YnuTe 00JKa B I'bPANTE, CIa00CT MM HEOOMYAHHO ycelaHe OT eHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JINLETO WX TOBOPHU WU 3PUTEIHHU CMYILEHUS.

Jleua u roHOIIMN
YcTeknHyMab He ce mpenopbuBa 3a yrnorpeda mpu jema ¢ 6onect Ha Kpon u Terno nox 40 kg, 3amoro
HE € MPOYYBAaH MPH Ta3W Bb3pacToBa rpyra.
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Jpyru nekapcrBa, BakcuHu u Pyzchiva
TpsbBa na kaxeTe Ha Bamms jnexap win (hapMaieBT:

o Axo npuemMarte, HaCKOpO CTe IIPHEMAITH WIIN € Bb3MOXHO Ja IIPHEMeTe IPyTH JeKapCTBa.

. Axo Hackopo Bu e npaBeHa wiu rianupate Aa Bu ce npaBu BakcuHaus. JJokaTo n3nosi3Bare
Pyzchiva, Hsixoun BuzoBe BakcHHU (’KMBU BaKCHHH) He TpsiOBa J1a ce mpuiiarar.

o Axko cre nonryyaBanu Pyzchiva no Bpeme Ha OpeMeHHOCTTa, TPAOBa Ja KaKeTe Ha JIeKaps Ha

0cOero Bu 3a neuenuero ¢ Pyzchiva, nmpeau To 1a mojy4yu KakBaTo U Jia € BaKCHHa,
BKJTFOUHTEITHO JKUBH BakcHHU, KaTo bBI[DK BakcuHa (M3mon3Bana 3a mpeana3BaHe OT
Tybepkyno3a). JKuBuTe BakCHHH HE Ce MpenopbuBaT 3a Barero 6e6e mpe3 mMbpBUTE ABAHAACCET
Mecela ciell pakaaHeTo, ako cTe nojiaydyaBanu Pyzchiva mo BpeMe Ha OpEMEHHOCTTa, OCBEH aKo
JekapsT Ha Bamrero 0e0e He mpenopsya Ipyro.

BpemeHHOCT M KbpMeHe

o Axo cTe OpeMeHHa, CMATaTe, Y€ MOXKe J]a CTe OpeMeHHa WK IUTaHHpaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bammus nexkap npenun ynorpebara Ha TOBa JICKapCTBO.
. He e nabnroiaBan mo-BHCOK PUCK OT BpoJieHH e eKTH Ipu OedeTa, H3I0KEHN Ha YCTEKUHYMa0

B yTpoOarta. JlanHnTe OT yrorpebara Ha ycTrekuHyMal nipyu OpeMeHHH KeHu obade ca
orpanndenu. [Topanu ToBa e 3a mpemoynTane ja ce u30srea ynorpedara Ha yCTeKHHYMa0 110
BpeMe Ha OpEMEHHOCT.

J AKO CTe jKeHa C AeTepoeH MOTSHIINA, )KEJIATETHO € Ja He 3a0peMeHsBaTe U J1a U3I0I3BaTe
MOJIXOIAI MPOTUBO3a4aThYeH METOI, KOTaTo U3MOoJ3BaTe yCTeKuHyMal 1 rmoHe 15 ceaMunm
CJIe/T IOCTIeTHOTO MpUIaraHe Ha yCTeKHHyMao.

. Ycreknaymab MoXe J1a PEMHUHE TTpe3 IUIalleHTaTa B HepoieHoTo Oebe. AKO CTe moy4aBaiu
Pyzchiva no Bpeme Ha OpemeHHOCTTa cH, 6e0eTo Bu MoXke 1a nMa Mmo-BUCOK PUCK OT
WHQEKIHS.

. BaxxHo e 1a kakeTe Ha Jiekapute Ha Barmiero 6e0e u 1pyria MEIUIMHCKY CIIELMAIUCTH, aKO CTe

noygaBaiu Pyzchiva mo Bpeme Ha OpeMeHHOCTTA cH, Ipean 6e6eTo qa Moy KakBaTo U J1a €
BakcuHa. JKuBn BakcwHaH, KaTo BIJK BakcrHa (M3mon3BaHa 3a mmpearnasBaHe oT TyOepKyio3a),
HE ce TpenopbuBart 3a Bamero 6e0e npe3 mbpBUTE JBaHAACCET MECEIa CIIe/ PaXIaHEeTo, aKo
cte moy4aBaiu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JieKapsAT Ha BameTo 6e6e He
npenopbya apyro.

. YcTexknHyMad MOXKe Jja peMHUHE B KbpMaTa B MHOTO MaJIku KomdecTBa. [lockBeTBaiiTe ce ¢
Bamms nekap, ako KbpMUTE WK aKko IUIaHupare 1a kbpmute. Bue u Bammsar nexap TpsoBa aa
peluTe Aajau TpsAOBa Ja KbPMUTE WK A2 U3M0JI3BaTe YCTEKMHYMal — He TIpaBeTe U JBETe.

lodupane u padora ¢ MAIIUHU
YcTeknHyMal He TIOBIIMSBA WIIK TIOBIUSABA MPEHEOPESIKUMO CIIOCOOHOCTTA 3a IodupaHe u padora ¢
MaIIMHY.

Pyzchiva cbabp:xa HaTpmii

Pyzchiva chappika mo-manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Ja Ce Kaxe, 4e
IIPaKTUYECKU HE ChIbprKa HaTpUH.

[Ipeau na Bu 6bae npunnoxken obaue, Pyzchiva ce cmecBa ¢ pa3TBop, KOWTO ChIbpKa HATPUH.
I'oBopere ¢ Bamus nekap, ako cTe Ha IUETa ¢ HUCKO ChABPIKAHUE HAa HATPHUIL.

Pyzchiva cbabpika noamcopoar 80 (E433)

Tosa nexapcrBo cpabpka 10,4 mg nommcopdat 80 (E433) BbB Beeku duaxon (30 ml), kouto ca
expuBasieHTHH Ha 10,4 mg/26 ml. [ToaucopOaTuTe MoraT /1a IPUYMHAT aepPTUYHM peakiuu. TpsoBa
Jla KaxeTe Ha Bamms siekap, ako uMare yCTaHOBEHH aJlepTHu.

3. Kak me ce npuiara Pyzchiva

Pyzchiva e npeanaszHaueH 3a ynorpe0a 1mosx pbKOBOACTBOTO M KOHTPOJIA HA JIEKap C OIMT B
JUAarHOCTHKATa U JIeYeHneTo Ha 6onect Ha Kpor.
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Bamusat nexap mie Bu npunnosku Pyzchiva 130 mg koHiieHTpaT 3a HH(Y3UOHEH Pa3TBOP Ype3 KarKkoBO
BJIMBaHE BHB BEHATa HA pbhKaTa (MHTpaBeHO3HA HH(Y3HS) B MPOABIKCHHE Ha HA-MAIIKO €JIMH Yac.
[ToceBetBaiite ce ¢ Bammus jgekap 3a ToBa, Kora 1ie Bu ce mocTaBsIT HHXKESKIIUUTE U KOTa IIIe ca
CJIe/IBAIIINTE KOHTPOJHU MPETIICIIH.

KakBo koanuyectBo Pyzchiva ce mpuiara
BamusT nekap mie pemnm kakBo konuuecTBo Pyzchiva TpsiOBa na moiay4ure u 3a KaKbB IEPUOJT OT

BpEMeE.

Bb3pacTHu Ha 18 ronuHu nin no-roJjieMu

. JlekapsIT 11ie U3YUCIIM peophUUTEIHATA 3a Bac m103a 3a MHTpaBeHO3HA HH(Y3HsI Bb3 OCHOBA Ha
TenecHoTo Bu Termno.
Barmrero tenecHo Terio Jloza
<55kg 260 mg
>55kgno<85kg 390 mg
> 85 kg 520 mg
o Crnen HayaHaTa MHTPaBEHO3HA J103a e Bu Ob1e mpuioxkeHa cienpamara 1o3a 90 mg

Pyzchiva upe3 umkekIis moa koxara (ToKoKHa HHKEKIIHS) cie 8 CeAMHUIIN U CJIea TOBa Ha
Bceku 12 cenmuriy.

Jena c 6osect Ha Kpon u Terno naii-manko 40 kg

° Jlexapsit e onpeaenyu npenopbuuTenHaTa 3a Bac 103a 3a naTpaBeHo3Ha HH(Y3US BH3 OCHOBA
Ha TeyecHoTO Bu Terio.

Bamero TenecHo Terio Jo3za
>40 o <55kg 260 mg
>55kg no <85kg 390 mg
> 85 kg 520 mg
. Cren HawamHATa MHTPABEHO3HA 1032 T MOIYYUTE clieaBamniaTta no3a 90 mg Pyzchiva upes
WH)KCKTHpaHEe MO/ KoxKaTa (TIOAKOKHA HHXKEKITUS) CIe]l 8 CEJMMIIU, a CJIE]l TOBAa Ha BCCKU

12 ceqmurn.

Kak ce npniara Pyzchiva

o [IspBaTa no3a Pyzchiva 3a neyenue Ha 6osect Ha KpoH ce npuiara ot jekap 4pe3 KarkoBO
BJIMBaHE BHB BeHA B pbKaTa (MHTpaBeHO3HA MHDY3US).

ToBopete ¢ Bamus nekap, ako nmare BBIIPOCH OTHOCHO Mpriiaraneto Ha Pyzchiva.

AKo cTe ponycHaJM 1a usnoJj3sare Pyzchiva

Axo cte 3a0paBIIN WIN CTE IPOITyCHAJIM Yaca CH 3a IIpUJIaraHe Ha 703a, CBbpXKeTe ce ¢ Bamms nexap
3a IUIaHUpaHe Ha HOB Yac.

AKko cTe cnipesn ynorpedara Ha Pyzchiva

He e onacHo na cpere ynorpe6ara Ha ycTekuHyMad. Ako obaue s cripete, Bammre cuMntTomu Moxxe
J1a ce Bb30OHOBSIT.

AKO uMaTe HAKaKBH JIOTBJIHUTEIHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBa JIEKapPCTBO, MOMUTANTE
Bamus nexap niau ¢papmManesT.

4. Bb3MOKHY He:KeJIaHU peaKklun

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPECAN3BHUKA HEKCIaHU pE€aKIIuH, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.
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Cepn03lm HEKCJIaHU peaKIuu
Hsxou mamueHTH MOXe /1a UMaT CCPUO3HHU HEXKECIIaHN pCaKINU, IIPHU KOUTO Aa CE Hajiara CriCurHo
JICUYCHUC.

AJlepru4HH peaKI M — MOsKe 1a H3UCKBAT crelHo Jeyenne. Undopmupaiite Bamus sexap nian
He3a0aBHO NMOTHPCeTe CHEIIHA MeJULIHHCKA OMOILI, AKO0 3a0e/1e:KuTe HAKOM 0T cileAHNTe
NpU3HALN.
o Cepro3HHTE aNepruyHy PeakuuH (,,aHaduIaKkcus’”) ca PeIKH NP X0pa, MpHeMaln
ycTexkuHyMab (Moxke ma 3acerHat a0 1 Ha 1000 qymm). Ilpu3HanuTe BKIIOYBAT:
o 3aTPYAHEHO JUIIAHE HITH MPETIIbIaHe
o HHUCKO KPBBHO HaJIsiTaHe, KOETO MOKE J]a IPUYMHU 3aMasiHOCT HJIH CBETOBBPTEXK
o MOJTyBaHe Ha JINIETO, yCTHHUTE, yCTaTa WIX I'bPIOTO.
o YecTHTe NpU3HALN HA aJIEpIrHYHA PEAaKLMs BKIIOYBAT KOKEH OOPHB U YpTUKapus (MOXKe J1a
3acerHat fo 1 Ha 100 qymm).

Peakuuu, cBbp3anu ¢ nHQY3UATA — AKO ce JieKyBarTe 3a 6oJjiectTa Ha KpoH, mbpBaTa 103a Ha
YCTeKMHYMAa0 11e ce MPUJI0KHU Ype3 KANMKOBO BJIMBaHe BbB BeHA (MHTpaBeHO3HA HHQY3us).
Hsaxoun nanueHTH Moy4aBaT CepHO3HU aJlepruYHM PeaKluu 1o BpeMe Ha HHPy3usATAa.

B penxu ciayyau ce ¢ch001IaBAT ajleprudHu 0eJI0APOoOHU peakiuy 1 6eJ10pooHO
Bb3NajleHHe NMPH NAIHEHTH, KOUTO MOJYy4aBaT YCTeKHHYMa0. YBenoMeTe Beqnara Bamms
JieKap, aKo MOJIyYuTe CHMIITOMH KaTo KallJIMIA, 33yX H BUCOKA TeMIepaTypa.

AKO TIOITyulTe CEeprO3Ha ajepTuiHa peakys, Bamust nekap Moxe na pemu, 4ye Bue He TpsiOBa na
ynorpebsBate Pyzchiva otHOBO.

Nudexunu — MoKe 1a M3UCKBAT CHelIHO JevyeHue. Uadopmupaiite Bamus jgekap, ako
3ales1e:KUTe HAKOMH OT CJIeTHUTE MPU3HALM.

o MHQEKIUUTE HAa HOCA WK T'BPIIOTO M MPOCTyIaTa ca YecTH (MOoXKe Jia 3acerHar 7o 1 Ha
10 myrmw)

o nH(EKINNTE Ha JOTHATE AUXATEITHH ITHTUINA (TPBIHE WHPEKINN) ca HedecTH (MOoXKe /1a
3acerHat jo 1 Ha 100 gymm)

. BB3MAJICHUETO Ha TIOJJKOKHATA ThKaH (IeTyJINT) € HeuecTo (MoXe Aa 3acerHe 1o 1 Ha
100 gymm)

o xepriec 30ctep (Bu 00Jie3HEH OOPHB ¢ MEXypH) € HeUeCT (MOXKe Ja 3acerHar Jo 1 Ha
100 mymm)

YcreknnyMab Moxe Jja Hamal crocoOHocTTa Bu na ce 6opute ¢ nndexuun. Hakon nnpexnmm
MOYeE J]a CTAaHAT CEPHO3HH U MOXKE JIa BKIIFOUBAT HHQEKIMH, IPHYUHEHU OT BUPYCH, THOHUKH,
OaxTepuu (BKIIOYUTEITHO TYOSPKYII03a) UITH MTAPa3UTH, BKIIFOUUTEITHO HH(PEKITHH, KOUTO
BB3HUKBAT MPEIUMHO MIPU XOpa ¢ 0TciIabeHa MMyHHA CUCTeMa (OTIOPTIOHUCTUYHHN HHPEKINH).
[Ipu nauyeHTH, MoOJTyyaBaly yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTUYHN NH()EKLINHU Ha
MO3bKa (eHIe(halIuT, MCHUHIHT), OeIuTe APOOOBE U OUHUTE.

Jlokarto u3nosi3Bare yCTeKHHyMa0, TpsIOBa Ja CleIUTe 3a MPU3HAIM Ha WH(peKIus. Te BKIoUBar:
o BHCOKAa TEMITEPATypa, TPUITONOT00HH CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Terjao

yMOpa WK 3a]1yX, YIIOPUTA KaILTHIIA

TOIJIa, 3a4epPBEHA 1 OOJIe3HEHA KOXKa UITH OOJIC3HEH KOXKEH 00PUB ¢ MEXypHu

napeHe Mpy ypUHUPaHE

Japust

3PUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHHe

r1aBo0oJIKe, CKOBAHOCT Ha BpaTa, YyBCTBUTECIHOCT KbM CBETIIMHA, TaJICHE HITH

00BPKaHOCT.

HNudopmupatite Bamnus nekap BeHara, ako 3a0e1exHTe HIKOW OT Te3U MPU3HALN Ha
ungeknus. Te moraT na ObAaT MpU3HALK HAa MHOEKIMUA KaTO IPhIHU UHPEKIINH, KOKHU
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UHQEKIMU, XepIiec 30CTep WIN ONMOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia JOBEAAT JIO
cepuo3Hu yciaoxHenus. Mapopmupaiite Bamus jiekap, ako ©MaTe HIKaKBa yIOPUTA WK
noBTapsIIa ce nHQekIys. BamusaT nexap Moxe a peiy, uye He TpsiOBa aa ynotpedsBaTe
YCTeKMHYMa0, okaTo nH(EKIMATa He Ob/ic U3JIeKyBaHa. YBenoMere Bammmst nexap, U ako
“MaTe OTBOPEHH PaHM WM HapaHsSBaHUS, Thi KaTO MOXKe /1a c€ HH(EKTHUpar.

JIromeHe Ha KOKaTa — HHTEH3WBHOTO 3a4ePBsIBaHe U JIIOIIeHe HA KOKATa Ha MO-T0JIsIMa TJIOLT
MO TAJIOTO MO3Ke /1a ca CHMITOMM Ha ePUTPOAePMHUYEH NMCOPUA3UC WIH eKc(]hoaTuaTuBeH
JAEePMAaTHT, KOUTO €A CEPUO3HM KOKHH 3200/ 1ABaHNA. AKO 3a0e/ie;KuTe HAKOI OT Te3u MPU3HAIMN,
TpsAOBa 1a nHpopmuparTe Bammus gexap He3abaBHO.

I[pyrn HEKEJIAaHU pCaKIIUU

YecTn HexeTaHu peakun (Moxe Aa 3acerrar g0 1 Ha 10 mymm):
Iuapust

rajicHe

MOBpPbIIaHE

ymopa

3aMasHOCT

ri1aBoOome

CchpOex (IpypuUTyC)

Oomka B rep0a, MyCKYJIUTE WU CTABUTE
BB3MAJIEHO T'BPII0

3ayepBsiBaHe U 00JIKA HAa MSCTOTO HA MHXEKTHPaHE
WH(EKINS HAa CHHYCHTE

HeuecTu He:kenanu peakuuu (Moxe 1a 3acersHat 10 1 va 100 qymm):
. WHQEKIUH Ha 350HTe
BarvHaJHa MHQEKIHS, IPUINHEHA OT I'bONYKH
JeTpeCHst
3aIlyleH HOC WIIH Xpema
KbpBEHE, [IOCHHSIBaHEe, BTBBP/SBAHE, TIOAyBaHEe U ChbpOEK Ha MICTOTO HA HHXKEKTUPaHE
ycellaHe 3a c1adocT
CraJaHe Ha KJermaya U M3KpUBSBaHE HAa MyCKYJIMTE Ha eHAaTa MOJIOBHHA Ha JHLIETO
(,yMIIeBa Mapann3a’ Wi ,l1apann3a Ha bex’”), KosATo OOMKHOBEHO € BpeMEHHA

. MPOMSIHA Ha TICOPHA3KCca ChC 3a4epPBIBAHE U HOBH MAJIKH, JKBJITH WIH O€TH MEXYpH I10
KOXaTa, OHSKOTa MPHUJIPYKECHU C TeMIteparypa (IyCTyI03eH ICOPHA3HC)

. OcyieHe Ha KokaTa (eKcdoIraIis Ha KokaTa)

. aKHe

Peaxu HexxesIaHM JieKapCTBeHH peaknuu (Moxke na 3acersHat o 1 Ha 1 000 gymm)
. 3auepBsiBaHE U JIIOIICHE HA KOXKAaTa Ha MO-TOJIsSMa TUIOII TI0 TAJIOTO, KOUTO MOXKeE J1a
ChpOST WiH 1a ca OonesneHu (exchonmatuBeH nepMatut). [lomoOHu cuMmromMu
MTOHSIKOTA CE Pa3BUBAT KaTO €CTECTBEHA MPOMSIHA HAa BUIa HA CHMIITOMH Ha IICOPUA3NC
(epuTpomepMuUeH IcOpUas3uc)
. Bb3manenue Ha MalkuTe KPHbBOHOCHHU CHIIOBE, KOETO MOXKE J1a JIOBEZE 0 KOXKEH OOPHB €
MaJIK{ YePBEHH WM JIMJIABH TIOJYTHHH, TEMIIEpaTypa Wik 00JIKa B CTaBUTE (BACKYJIUT).

MHOro penku He:KeJIaH! JIeKapCcTBeHU peakiun (Moxe aa 3acerHar o0 1 ga 10 000 gymm)

o OOpazyBaHe Ha MEXYpH 10 KOJKaTa, KOsITO MOXe J1a Ob/ie 3auepBeHa, ChpOsIa 1
OonezneHa (Oyno3eH nempuromnn)
o KOYKEH JIyIIyC €pUTEMaTOEC U JIyIIyCc-I0JJ00CH CUHAPOM (YepBEH, HaUTHAT, JIIOIIEI Ce

0OpUB B M3II0KEHHUTE HA CIBHIIE YYACTHIN HA KOXKATa, KOUTO MOXKE Jia € IPHIPYIKEH OT
OOJIKH B CTaBHTE).

Cpo01aBaHe HA HesKeJIAHU peaKl U
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AKO TIOITyYUTe HIKAKBU HEKEJaHH JICKApCTBEHH PEaKIiy, yBeaoMeTe Bamus nekap wiu GpapmarnesnT.
ToBa BKIIIOYBA ¥ BCHYKH BH3MOKHU HEOMTHUCAHH B Ta3W JIMCTOBKA HEXEJIAaHU peakuuu. MokeTe ChIIo
Jla ChOOIIUTE HEXKETIAaHU PEaKINK TUPEKTHO Ype3 HallMOHATHATAa CUCTEMa 3a ChOOIaBaHe, IOCOYCHA B
[punoxkenne V. Karo cho0I11aBare HexXeTaHU PEaKIMK, MOXETE Ja JaJeTe CBOS TPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(PpOpMannsa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Pyzchiva

o Pyzchiva 130 mg koHIIeHTpAT 3a HHPY3HMOHEH Pa3TBOP CE Mpuiiara B OOJIHMIIA WK KJIMHHKA U

HE Ce Hajiara MalyueHTHUTe Ja TO ChbXPaHsBaT WX Ja OOpaBsT C HETO.

Jla ce chxpaHsiBa Ha MSCTO, HEIOCTHITHO 3a JIelia.

[a ce cexpanssa B ximagmiauk (2 °C—8 °C). [la He ce 3ampassiba.

CoxpansBaiiTe (yiakoHa B KapTOHEHATa OIIAKOBKa, 3a Jla C€ NMpe/a3y OT CBETIHHA.

Ako e HeoOxouMo, oTaenHuTe (iakonu Pyzchiva Moxke ChIlo J1a ce ChXpaHsBaT IPH CTaiiHa

temrepatypa 10 30 °C eAHOKpaTHO 3a MAaKCUMaJIeH Nepuo 10 35 IHU B OpUTMHAIHATA

KapTOHEHA ONAKOBKA, 3a JIa CE MPEIa3aT OT CBETJIMHA. 3aIHIIeTe 1aTaTa, Ha KOATO (PIakOHBT €

W3BaJIeH 3a ITBPBU BT OT XJIaIMTHAKA Ha 0003HAYEHOTO HAa KapTOHEHATa OImakoBka Mscto. [1o

BCSIKO BpeMe TpeIy H3THYAHETO Ha TO3H MEPUO/] MMPOIYKTHT EAHOKPATHO MOXKeE Jia Ob/ie BhpHAT

OTHOBO B XJIAJIMJIHUKA, KBJIETO Jla C& ChbXPaHsBa JI0 U3THYAHE Ha CPOKa Ha TOAHOCT. M3xBbpIere

(hi1akoHa, aKo He CE M3I0JI3BA CJIe/l ChXPAHECHHUE PU CTaliHa TEeMIIepaTypa B PAMKHUTE Ha

MaKCHMATHUS TIEPUOJ OT 35 JTHU WK Cie]] M3THYaHe Ha OPUTHHAIHUS CPOK Ha TOJTHOCT, B

3aBHCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH IO-PaHO.

. He pasxmamaiite ¢akonute Pyzchiva. [IpoabmkuTeTHOTO €HEPTUYHO pa3KIIallaHe MOXKe J1a
MOBPE/IH JISKAPCTBOTO.

He u3znon3saiite TOBa J1eKapcTBO:

o CJIe]] CpOKa Ha TOIHOCT, OTOEN3aH BHPXY €THKETa U KapTOHEHATa OMaKOBKa CIIE]
»EXP*/,,Tonen no“. CpoKbT Ha TOJAHOCT OTTOBAPs Ha MOCICAHMS JCH OT MOCOYCHHUS MECEIl.

o aKO TEYHOCTTA € C TPOMEHEH IBAT, MbTHA WJIHN B Hesl ce 3a0el3BaT IUTyBaIlH qy K1 YaCTUIH
(BmwxkTe Touka 6 ,,Kak nsrnexna Pyzchiva u kakBo chabpika omakoBkaTa“).

o aKo 3HaeTe WM CMsTaTe, Ye MOXKeE J1a € Ona M3JI0)KeHa Ha eKCTPEMHH TeMITepaTypu (KaTo
WMHIWICHTHO 3aMpbh3BaHE WIN 3arpsiBaHe).

o aKO MPOAYKTHT € OMJI €eHEPrUYHO pa3KIIaTeH.

o ako oOKaTkaTa € cuyIeHa.

Pyzchiva e camo 3a eqHOKpaTHa yrioTpeda. PaspeneHusT nH(Y3MOHEH Pa3TBOP WM HEU3MOI3BAaHUST
MPOAYKT, OCTaHAIl BbB (UIaKOHA U B CIIPHHIIOBKATA, TPsIOBA J]a ce U3XBHPIH B CHOTBETCTBHE C
MECTHUTC N3HNCKBAaHUA.

6. ChabpikaHHe HA ONIAKOBKATA M JONBJIHUTEJIHA HH(POpMALHSA

KakBo cbabpaxa Pyzchiva

. AKTHBHO BeIIeCTBO: ycTeknHyMa0. Beeku hiakon chabpika 130 mg ycrekunymab B 26 ml.

. Jpyru chbCTaBKHU: XUCTHIIMH, XUCTUIUHOB XMIPOXJIOPUI MOHOXHUIPAT, MCTHOHHUH, JUHATPHUCB
eznerar, 3axapo3sa, nomucopbat 80 (E 433), Boga 3a WHKEKIUH.

Kaxk m3raexna Pyzchiva u kakBo cbabp:ka onaKoBKaTa

Pyzchiva e 6uctsp, 6e31mBeTeH 10 OJIeT0KBAT KOHIEHTPAT 3a HH(Y3HOHEH pa3TBop. JlocTass ce B
KapTOHEHa OMaKoBKa, chAbpiKama 1 wiu 3 cTekieHn ¢urakoHa ot 30 ml ¢ exnHUYHA 71032 U B TPYIIOBa
OIIaKOBKa, ChCTOSIIIA C€ OT 3 KApTOHEHU KyTHH, BCsAKa chabpKaia 1 guakoH. Beeku dakoH chabpxka
130 mg yctexkuayMab B 26 ml KOHIIEHTpaT 32 HH()Y3UOHEH Pa3TBOP.

He Bcuuku BHIOBE ONAKOBKU MOTaT jJa ObJIAT MyCHATH Ha Ma3apa.
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[puTexaTes Ha pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTE

Samsung Bioepis NL. B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

3a onbJIHUTETHA HHOPMAIIHS OTHOCHO TOBA JIEKaPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
NpPEICTaBUTEN HAa PUTEKATENSl HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Bbbarapus
Cannos bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.t.0.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

E\rada

SANDOZ HELLAS MONOITPOXQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o0.0.
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
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Italia Slovenska republika

Sandoz S.p.A. Sandoz d.d. - organiza¢na zlozka
Tel: +39 02 81280696 Tel: +421 2 48 200 600

Kvnpog Suomi/Finland

SANDOZ HELLAS MONOITPOZQIIH A.E. Sandoz A/S

TnA: +30 216 600 5000 Puh/Tel: +358 10 6133 400
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

JlaTa Ha mocJieaHo npepasriexaade Ha gucropkatra MM /I'TTT.
JApyru n3rouyHuny Ha nHGopManus

[TonpoOHa uHOpMaIKs 3a TOBa JIEKApCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
o jekapcraara https://www.ema.europa.eu/.

[Tocoyenara no-gony HHGOpPMALKS € IpeAHa3HaUYCHA CaMO 32 MEIUIIMHCKH CIICI[HATUCTH:

IIpocnenumoct

3a fma ce moIo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSOBA SCHO JIa CE 3aI1CBaT.

Yxkazaaus 3a pa3pexxaaHe:

Pyzchiva konnenTpar 3a nHpy3HOHEH pa3TBOp TPsiOBa J1a ce pa3peu U Aa ce MOATOTBU OT
MEIUIMHCKHU CIIEUAIUCT C IOMOILTa HA aCENTUYHA TEXHUKA.

1. Wzuncnere no3ata u 6pos Ha HeoOxoaumute ¢Gakonu Pyzchiva Bb3 0CHOBa Ha TETJIOTO HA
naruenTa (Bx. Touka 3, Tabnuua 1, Tabnuma 2). Beeku ¢utakon Pyzchiva ot 26 ml chabpika
130 mg ycTeknaymao.

2. MHzrernere u u3xpbpiere oT nHPY3HOHHUSA cak oT 250 ml o0em OT pa3TBOp Ha HATPUEB XJIOPHU]L

9 mg/ml (0,9%), paBen Ha obema Pyzchiva, koiito TpsiOBa na ce nodaBu. (u3xBbpiere 26 ml
HATPHEB XJIOPH] 32 Bceku HeoOxoauM ¢uiakoH Pyzchiva, 3a 2 ¢nakona m3xsbpiere 52 ml, 3a
3 ¢dnaxona n3xBbpiiete 78 ml, 3a 4 dakona nzxseprere 104 ml). Karo antepnatuBa Moxe aa
ce n3non3ea 250 ml nady3uoHeH cak, chabpxaiy HaTpues xaopux 0,45% uHKEKINOHEH
pasztBop, USP.

3. Uzrernere 26 ml Pyzchiva ot Bcekn HeoOXoauM (IiakoH U ' JoOaBeTe KbM UH(Y3UOHHHS cak
ot 250 ml. Kpaitnuar o6em B un¢y3noHHMS cak TpsiOBa na Obae 250 ml. Buumarenno cmecere.

4, [Ipenu npuIokKEHUETO MPOBEPETE BU3YAIHO pa3peacHus pa3tBop. He ro ynorpeodspaiite, ako ce
HaOJIr0/1aBaT BU3YaITHO HETIPO3payHH YaCTHIIM, TPOMSHA Ha [[BETA WM YY>KIH YaCTHIIH.

5. [Ipunoxere pazpeaeHus pa3TBOp 3a NepUoO] OT Hail-Manko equH yac. Ciies KaTo ce pa3peny,

MpUJIaraHeTo Ha WH(PY3HMOHHUAT Pa3TBOP TPAOBA Ja ce U3BBHPIIHN B PAMKUTE Ha 72 vaca clie]

paspexaaHeTo B MH(QY3UMOHHUS caK. AKO € HE00X0AMMO, pa3peieHUAIT HH(Y3UOHEH Pa3TBOP

Moxke fa ce cexpansaBa mpu 2 °C mo 8 °C mo 1 mecen u mipu craitna temreparypa 1o 30 °C 3a
ome 72 vaca cieJ] 3B IaHe OT XJIaIWITHUKA, BKITIOYUTEITHO TIEpUoia Ha HHY3HS.

6. Wznon3eaiite camo HaObOp 3a uH(Y3Us C BrpajicH, CTEPUIICH, alTUPOreHeH GUITHP ChC CIIabo
CBBbp3BaHe Ha NpoTenHu (pa3Mep Ha nopute 0,2 MUKpoOMeTpa).
7. Bceku ¢uiakoH e caMo 3a eTHOKPATHO MPHUIOKEHUE U HEU3IMOI3BAHUSAT JICKAPCTBEH MPOAYKT

Tpfi6Ba Aa C€ U3XBBPJIU B CbOTBETCTBUE C MECTHUTE N3UCKBaHUA.
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CobxpaHeHue
Axo e HeoOxoauMo, otaenanTte (prakoHu Pyzchiva Moke CchITO Ja ce ChXpaHsSBaT IMpH CTaitHa

temneparypa 10 30 °C eIHOKpaTHO 3a MaKCHMAaJIeH EpUoJ A0 35 THU B OpUTMHATIHATA KAPTOHEHA
OTIaKOBKa, 32 Ja Ce MPENa3ar OT CBeTJIMHA. 3aluIleTe AaTaTa, Ha KOsTO (pIakoHbT € U3BaJIeH 32
IBPBHU ITBT OT XJIAAWIHUKA Ha 0003HAUYCHOTO Ha KapTOHEHATa OlakoBKa MACTO. ITo Besko Bpeme
Ipeay U3TUYaHETO Ha TO3H MEPUO]l MPOAYKTHT €AHOKPATHO MOJKeE J1a Ob/ie BbPHAT OTHOBO B
XJIAAWIIHHKA, KBIETO JIa C€ ChXpaHsBa A0 U3THYaHE Ha CpOKa Ha rogHOCT. 3xBBpiere ¢akoHa, ako
HE C€ M3I0JI3BA CJIe/l ChXpPaHEeHUE TP CTallHa TeMIIepaTypa B PAMKHUTE HAa MaKCHUMAJIHHS MTEPHOA OT
35 pHM WM cien M3THYaHe Ha OPUTHHAIHHS CPOK HA TOJHOCT, B 3aBUCHMOCT OT TOBA, KOE OT JIBETE
HaCTBIIN TO-PaHO.

Paspenenusr nady3noHeH pa3TBOp MOXKeE Aa ce ChbXpaHsBa IpH cTaiiHa Temneparypa 1o 30 °C no 72
yaca, BKIIOUUTEITHO HHOY3HATA. AKO € He0OX0AUMO, pa3pe/ieHHAT NH(Y3HOHHHAT Pa3TBOP MOXKE J1a
ce cexpansBa npu 2 °C no 8 °C o 1 Mecen u pu craitHa temneparypa 1o 30 °C 3a omie 72 gaca cief
M3BaXK/IaHE OT XJIaJWJIHUKA, BKIIOUUTEIIHO Ieproaa Ha nHdy3us. [a He ce 3ampasssa.
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JlucroBka: undopmanus 3a norpeduTeNs

Pyzchiva 45 mg nHkxeKnMoHeH pa3TBop
ycTekuHyMa0 (ustekinumab)

vTosn JICKApCTBEH MPOIYKT TMOJICIKN HA AOMBIHUTEIHO HabmoaeHne. ToBa Iie mo3Boau ObpP30TO
yCTaHOBSIBaHE Ha HOBa MH(OpPMAIHs OTHOCHO Oe30macHocTTa. MoKeTe Jia AajieTe CBOsl IPUHOC, KaTo
CHOOIIUTE BCAKA HEXKENIaHa PEaKIUs, KOSATO CTe MOJNYYHiId. 32 HaYrHA Ha ChOOIaBaHEe HAa HEXETaHH
peaxIiu BIKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMATEIHO LSIJIATA JTUCTOBKA, IPEIU A 3all0YHeTe Ja U3I10J13BaTe TOBA
JIEKapCTBO, Thil KATO TS ChABbP:Ka BaskHa 32 Bac undopmanus.

Ta3u JuCTOBKA € HANMCAHA 32 NMalleHTa, KOITO MpueMa JIeKapCcTBOTO. AKO CTe POAUTE UJIH
HACTOIHMK, KOWTO e npuiara Pyzchiva na nere, MoJist npoyeTeTe BHUMATEIHO Ta3H
HH(popManmsi.

- 3amasere Ta3u JMCTOBKA. MoOJKe /1a Ce HAJIOXKHU JIa s POYETETEe OTHORO.

- AKO UMaTe HIKAKBH JIOMBJIHUTEIHN BBIIPOCH, MOMUTaNTe Bamius iekap ninu GpapmaresT.

- ToBa exkapcTBO € mpeancaHo JJMIHo Ha Bac. He ro nmpeoTcThiBaiite Ha Ipyru xopa. To Moxe
Jla UM HaBpeJY, HE3aBUCHMO Ue MPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Baiure.

- AKO MoNTyYuTe HIKAKBU HEXKETaHU peakinu, yBeaomere Bamus nekap winu hapmarent. Toa
BKJTIOYBA U BCUYKH Bh3MOXKHH HEKENAHHM PEAKIIMU, HEOMTUCAHU B Ta3W JTUCTOBKA. BrxkTte
Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

Kaxso npencrasisBa Pyzchiva u 3a kakBo ce m3non3pa
Kakgo TpsiOBa 1a 3Haere, npeau Aa usnons3eare Pyzchiva
Kak nma m3nonsBare Pyzchiva

BB3MOKHI HEXEITaHN PEaKIuH

Kak na cexpansiBare Pyzchiva

CpbabpkaHue Ha ONIAaKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

AU e

1. Kaxkso npeacraBassa Pyzchiva u 3a kakBo ce n3noJspa

Kaxkso npeacraBassa Pyzchiva

Pyzchiva cpabppika akTHBHOTO BEILIECTBO ,,yCTEKHUHYMa0”’, KOETO € MOHOKJIOHATTHO aHTHUTSLIO.
MOHOKJIOHATHUTE aHTHTENA ca MIPOTEHHHU, KOUTO pa3Mo3HaBaT U CBBP3BAT ONPEAEICHH Crenu(unaHu
NPOTEHHU B OpPTraHN3Ma.

Pyzchiva npunaanexxu KpM rpyIia JieKapcTBa, HapeueHH ,,uMyHocympecopu”. Tesun nexapcTBa
JefcTBaT, KaTO HAMAJIABAT AKTUBHOCTTA Ha YacT OT UMyHHATa CUCTEMA.

3a kakBo ce usnoJ3sa Pyzchiva
Pyzchiva ce n3nomn3Ba 3a JieueHNE Ha CICTHUTE BH3MATUTEIHN 3200 ISIBAHU:

o [InakoB ncopuasuc - Npu Bb3pacTHU U A€lia Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
o IIcopuaTnuen apTput — pu Bb3pacTHU
. YmMepena 10 Texka 6onect Ha Kpon — npu Bb3pacTHU 1 Aena ¢ Terino Hai-manko 40 kg

IlnakoB ncopuasuc
,,I17TaK0OB TIcopra3nc’ € KOKHO 3a00JIsIBaHe, KOETO BOJH J0 BH3MMAJICHUE, 3acsATaIl0 KoXKaTa U HOKTHUTE.
Pyzchiva HamassiBa Bb3MaJICHUETO U APYTUTE MPU3HAIM HA 3a00JIIBAHETO.

Pyzchiva CC MBIMOJI3Ba IIPpHU Bb3PACTHU C YMCPCH [0 TCXKBK IJIAKOB IMICOPHUA3UC, KOUTO HC MOTraT Ja
H3I10JI3BAT HUKIIOCTIOPHUH, METOTPEKCAT UIIN q)OTOTepaHI/ISI, MJIM KOTraToO TE3U JICUCHUSA HE I[efICTBaT.
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Pyzchiva ce uzmon3Ba rpu fera 1 I0HOIIN Ha Bb3pacT 6 TOIWHU U MO-TOJIEMH C YMEPEH 10 TEXKBK
TUTAKOB IICOPHA3KC, KOUTO MMAT HETOHOCUMOCT KbM (DOTOTEPATIHSI WM JIPYTH CUCTEMHH TEPaInu, WK
KOraToO T€3U JICUCHHsSI HE JICHCTBAT.

I[lcopuaruyen apTput

[copuarudeH apTpHT € Bh3MAINTEITHO 3a00IIIBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO Iie Bu nekyBar ¢ Apyru JiekapcTBa. AKO
HE ce MOBJIMsETE JOCTaThUHO JT0Ope OT Te3u JieKapcTBa, Moxe J1a Bu ce nmpennume Pyzchiva, 3a na ce:

o HaMaJIT PU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nonoopu guznyeckoto Bu cherosiaue;
J 3a0aBu yBpeKIaHEeTO Ha Bamure craBw.

Boaect na Kpon

Bonecrra Ha KpoH e Bp3nmanurenno 3abonsBane Ha yepBara. Ako nMare 6osrect Ha KpoH mbpBo 1m1e
Bu ce magar npyru nekapcTBa. AKO HE ¢€ IOBJIHUSACTE JOCTATHYHO WIIM UMATE HEMTOHOCUMOCT KbM TE3U
nekapcTBa, Moxe aa Bu ce naje Pyzchiva 3a HamansBane Ha MPU3HAIMTE U CAMIITOMUTE Ha
3a00sBaHeTo BH.

2. KakBo TpadBa na 3Haere, npeau Aa uznouassarte Pyzchiva

He uznoassaiite Pyzchiva

o AKO cTe aJIepru4Hu KbM YCTeKHHYMAa0 MK HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JISKapCcTBO (M30pOSHU B TOUKA 6).
o AKo UMaTe aKTHBHA MH(}peKIHsA, KoATO Bamusr jekap HaMupa 3a 3HaUMMa.

AKO He cTe CUTypHU JIajiil HAKOe OT M30pOCHUTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
Jiekap win papmarieBT, npeau Ja usnoispare Pyzchiva.

IpenynpesxieHus U NpeanasHu MepPKH

I'oBopete ¢ Bamust nexap win ¢apmaneBT npenu aa usnonssate Pyzchiva. Bammsr nexap me
IpOBEpU ChCTOSHUETO BU mpenu Besko jedeHne. YBeIoMeTe CBOs JIeKap 3a Besika Baria Gonect
npenu Besiko nedenne. Criio Taka nHpopMupaiiTe Bammms nekap, ako HACKOPO CTe OMIIM B KOHTAKT C
YOBEK, KOWTO MOXKE /1a UMa TyOepKyJo3a. Bamst nexap me Bu npernena u mie HanpaBu U3cieBaHe
3a TyOepKyJ03a, mpenu 1a uinonssate Pyzchiva. Ako Bamusr nekap cmsTa, de cTe U3JI0KEHH Ha
pHCK OT TyOepKyo3a, Moxke 1a Bu npeanuine gexapcTsa 3a ICUCHUETO M.

Cienere 3a cepHO3HHU HeXKeJTaHU PeaKIHH

Pyzchiva Moske 1a mpeiu3BUKa CEPUO3HHI HEXXEIAHU PEAKIMHU, BKJIFOUUTEIHO AJIEPTUYHI PEAKIUU U
nHapexuu. TpsaodBa ga creauTe 3a OoNpeAeIICHN MTPU3HAIT Ha 3a00JIIBaHMS, TOKATO IMpHUeMaTe
Pyzchiva. Buxre ,,Cepno3nu HexellaHu peakuun” B TOUKa 4 32 IbJIHMS CIIUCHK HA T€3U HEKEJIaHH
peakuuu.

IIpenu na u3noussate Pyzchiva undopmupaiite Bamus jexap:

o AKO HSIKOTA CTe HMAJIN AJIePruYHa peakuuss KbM YCTeKHHYMa0. AKO HE CT€ CUT'YpPHH,
nonuraiTe Bammus nekap.

o AKO HSIKOTa CTe MMaJIN HAKAKbB BH/I PaK — TOBA €, 3aIll0TO UMYHOCYIIPECOPUTE KaTO
yCTeKuHyMab oTciabBaT 4acT OT MMyHHATa cucTemMa. ToBa MOKe Ja MOBHIIN PUCKA OT PaK.

. AKO cTe JIeKyBaHH 32 IICOPHA3HC C APYTH OMOJOTHYHH JIEKAPCTBA (JIeKapcTBo,

MPON3BeeHO OT OHOJIOTHYEH U3TOUYHUK U OOMKHOBEHO NMPHJIATAHO Ype3 HHKEKIUSI) -
PHUCKBT OT paK MOXKE J1a € MO-BHCOK.

. AKO MMaTe WJIH HACKOPO cTe UMaJiu uHdeKnus.
AKO MMaTe HOBH HJIY MPOMEHSIIIH ce Je3UM B yYaCTBIUTE C IICOPUA3UC UIIH IO
He3acerHaraTa Koxa.

. AKO moJiyyaBare ApPYro Je4yeHue 3a NCOPHA3MC U/ WM NICOPHATHYEH APTPHUT — KaTo IPyTu
UMYHOCYTIpecopH HitH (hoToTeparus (KOTaTo TSIOTO ce JeKyBa ¢ TUIl yaTpaBrosierosa (UV)
cBeTnuHA). Te3u JeueHus ChII0 MOXKE Aa OTCIA0ST 4acT OT UMyHHATa cucteMa. M3non3Banero
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Ha TE3W JICUCHHS 3a€THO C YCTEKHMHYMa0 He € H3ClIeIBaHo. BB3MOXHO ¢ 0bade, TO Ja YBEITUIH
pHUCKa OT 3a00JIIBaHMsI, CBEP3aHU C OTCIIA0BaHE HA MMYHHATa CHCTEMA.

o AKO noJiyuaBaTe WIH HAKOTa cTe MOJy4aBaji HHKEKIMY 32 JieYeHHue HA aJleprum — He ¢
W3BECTHO JIAJTH YCTEKMHYMa0 MOXKeE /1a OKaXKE BIUSHUE BHPXY THAX.
o AKO cTe Ha M HaJl 65 TOIMHHN — MOXKE J1a CTe TIO-CKIIOHHU KbM MH(DEKIINH.

AKO He cTe CUTYPHH JTaii HIKOE OT TOpen30pOeHNTE ce OTHACS 3a Bac, mocksBeTBaiite ce ¢ Bammms
JieKap win papmarieBT, npeau aa usnojssare Pyzchiva.

Hsikon mareHTH nmoyvaBart JyImyc-TIoA00HN peakiiy, BKIIOUUTEITHO KOXKEH JIYITyC epuTeMaToieC 1
JTymyc-nogo0eH CHHAPOM, TI0 BpeMe Ha JICUeHHE ¢ yCTeKuHyMa0. [ 'oBopere BeaHara ¢ Bamus nekap,
aKo IMOJyYHUTE YEPBEH, HAJAUTHAT, JIIOLIEI ce 0OPUB, MOHAKOI'a C MO-ThMHH I'PAaHULIU, B U3JI0KCHUTE
Ha CTBHIIE yYaCThIH HA KOXKAaTa MM CTaBHU OOJIKH.

CbpaeyeH MHPAPKT M HHCYJITH

WndapkTt 1 nHCYNTH ca HaOJII0JaBaHU B IPOYYBaHE NPH MALIMEHTH C IICOPUA3KC, JICKYBaHHU C
ycTeKHMHyMa0. BammsT nekap pefoBHO e MpoBepsiBa PUCKOBUTE (PAKTOPH 3a ChP/EUHO 3a00JsIBaHEe U
UHCYIT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o 1oaxoi1 HaunH. He3a6aBHO nmoTspcere
MEIMIMHCKA IOMOLI, aKO MOJIy4YHuTe 00JIKa B I'bpAUTE, c1ab0CT MM HEOOMUaiHO ycellaHe OT eqHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT HA JIMIETO UJIW I'OBOPHU WX 3PpUTCIIHU CMYIICHUSA.

Jleua u roHOIIH

Ycreknaymab He ce TIpenopbuBa 3a yroTpeda MpH Jera Ha Bh3pacT 1o 6 TOAMHY C IICOPHUA3HC, Iena
¢ 6onect Ha Kpon u Terso nox 40 kg wnu nipu fiena Ha Bb3pacT Mo 18 rouHu ¢ ICOpHaTUICH
apTpUT, 3alI0TO HE € MPOYYBaH NPHU Ta3u BH3PACTOBA IPyTa.

Jpyru nexkapcTBa, BakcuHu 1 Pyzchiva
TpsiOBa na kaxkeTe Ha Bamms jgexap win hapMarieBT:

o AKo mpreMaTe, HaCKOpO CTe MpHUeMalli Wi € Bb3MOXKHO Ja pUeMeTe IPyTH JIEKapCTBa.

o Axko Hackopo Bu e mpaBeHa nnu nnmanupare 1a Bu ce npasu BakcuHanusi. JlokaTo U3Moi3BaTe
Pyzchiva, HaxOM BuOBe BakCHHY (KVIBM BaKCHHH) HE TPsiOBa Ja ce mpuiarart.

. Axo cte momrygaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TpsAOBa ja KaKeTe Ha JeKaps Ha

0ebero Bu 3a neuenuero ¢ Pyzchiva, mpeau To 1a moiy4yu KakBaTo U Jia € BaKCHHa,
BKIIFOUUTEITHO KUBU BakcuHHM, kKaTo BIIK BakcuHa (M3M0s13BaHa 3a Mpena3BaHe OT
TyOepKyo3a). JKuBuTe BakCHHU He ce MpernophyuBar 3a Bamero 6ebe mpe3 mppBUTE JBaHAAECET
Mecera cieq paXIaHeTo, ako cTe moiay4yaBanu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
nekapsT Ha Bamrero 6e6e He nmpenopbya Ipyro.

BpemenHocT 1 KbpMeHe

. AKo cte OpeMeHHa, cMATaTe, 9€ MOXKe J1a CTe OpeMeHHa WM IIaHupaTe OpeMEeHHOCT,
MoChBETBalTE ce ¢ Bamms nekap npeau ymorpebara Ha TOBa JIEKAPCTRO.
. He ¢ HaOmonaBaH 0-BUCOK PUCK OT BpoAeHH AedekTu mpu OcOera, H3JI0KEHH Ha YCTEKMHYMa0

B yTpobara. JlanHuTe OT ynoTpedara Ha yCTEKMHYMal pu OpeMeHHH KeHU obaye ca
orpanndenu. [Topanu ToBa e 3a mpemoynTane aa ce u30sarea ynorpebdara Ha yCTeKHHYMa0 1o
BpeMe Ha OpEMEHHOCT.

J AKo cTe JKeHa ¢ IeTepo/ieH MOTEeHINA, KEJIATETHO € ]a He 3a0peMeHsBaTe U Ja U3I0I3BaTe
MOJIXO/AI IPOTHBO3a4aTh4eH METO/I, KOraTo W3IM0J3BaTe ycTeKuHyMal 1 rmoHe 15 ceaMunu
CJIe/l IOCTIeTHOTO MpUIaraHe Ha yCTEeKHHYMao.

o Pyzchiva Mosxe 1a npemMuHe npe3 IuialeHTara B HepoaeHoTo 0ebe. AKO cTe MmoTydaBaliu
Pyzchiva o Bpeme Ha OpeMeHHOCTTA cH, 6e0eTo Br MoXke 1a uMa Mmo-BUCOK PUCK OT
UHQEKIHA.

. BaxxHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyri METUIIMHCKH CIICIIHAIUCTH, aKO CTE

nony4asanu Pyzchiva o Bpeme Ha OpeMEHHOCTTA CH, TIpean 6e0eTo Ja MoMyYH KaKBaTo U Jia €
BakcuHa. JXKuBu BakcunH, kaTto BIDK BakcrHa (M3mo3BaHa 3a Mpeana3BaHe oT TyOepKyii03a) He
ce mpernopbuBar 3a Bamrero 6e6e rmpe3 mppBUTE ABaHAIECET Mecela Cle/l PaKIaHeTo, aKO CTe
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nosydaBaiu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JiekapsaT Ha Baiero 0ebe He
mpenopwYa Jpyro.

. YcerekuaymMad MOXKE J1a TIPEMHUHE B KbpMaTa B MHOTO MaJIKH KoyimdecTBa. [lockBeTBaiiTe ce ¢
Bammus niekap, ako KbpMHTE WK aKo TUTaHUpaTe Aa Kbpmute. Bue u BamusT nexap tpsoOBa qa
pemmTe xanyu TpsAoBa a KbPMUTE WITH J1a U3I03BaTe YCTCKUHYMa0 — He MPaBeTe U JIBETE.

Ilopupane u padoTa ¢ MAIIMHU
YcTekuHyMal He TIOBITUSIBA WITH TIOBJIHSBA MPEHEOPEIKUMO CITOCOOHOCTTA 32 Mmodupane u padoTa ¢
MaITuHH.

Pyzchiva cbabpika moamcopoar 80 (E433)

Tosa nexapctBo cpappika 0,02 mg nonucopdat 80 (E433) BbB Beceku ¢maxon (2 ml), kouto ca
expuBasieHTHH Ha 0,02 mg/0,5 ml. [TonucopbaTTe MOrart Ja MPUUMHAT aJlepruvHu peakiuu. TpsaoBa
Ja KaxeTe Ha Bamms siekap, ako uMate yCTaHOBEHH aJIepIUu.

3. Kaxk na uznoassare Pyzchiva

Pyzchiva e npenHasHaveH 3a ynotpeba 1o/ pbKOBOJACTBOTO U KOHTPOJIA Ha JIEKap C OMHT B JICYSHHUETO
Ha 3a00JIsIBaHMs, 32 KOUTO € IokasaH Pyzchiva.

Bunaru n3non3saiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He cTe CUTYpHU B
Henlo, nonuTtaiite Bamus nekap. IloceBerBaiiTe ce ¢ Bamus aexap 3a ToBa, kora e Bu ce noctaBst
WHXEKIIMUTE U KOTa IIIE ca CIIeBAIIUTEe KOHTPOJHU MIPETIICIH.

Kakso koiuuectBo Pyzchiva ce npuiara
Bammsar nexap 1ie pem KakBo konudecTBo Pyzchiva TpssOBa qa monmy4nTe u 3a KaKbB MEPHOJT OT
BpeMe.

Bo3pacTan Ha 18 roquHN WM MO-roJieMu
Ilcopua3uc niu ncopuaTuveH apTPUT

. [Ipenopbuntennara HavyaiHa g03a e 45 mg Pyzchiva. [Tanuentu ¢ Tersio Hajg
100 xumorpama (kg) Moske ma 3amodnart ¢ 1o3a 90 mg BmecTo 45 mg.
. Cnen HauanHaTa 103a, ciiefiBamara Bu no3a me 0b1e 4 ceMHIU I0-KbCHO U CIIE] TOBA Ha

Bceku 12 ceaqmuiu. Creasamure 1031 OOMKHOBEHO ca ChIMTE, KATO HaYaIHATa J1034.

Boaect na Kpon

o ITo Bpeme Ha neuenuero Bammsr nekap e Bu npuinoxu mbpearta 103a 0T TPUOITH3UTEITHO
6 mg/kg Pyzchiva upe3 kankoBo BiiMBaHe BB BeHa Ha phKkaTa (MHTpaBeHO3Ha nH(DYy3ms). Crex
HavajiHaTa 71033, e MoJyJuTe ciensamiara 103a 90 mg Pyzchiva crnex 8 cenqmurm, ciien ToBa
npe3 12 ceamuiy Ype3 WHXKEKIHS MOJT KOXKaTa (IIOAKOXKHO).

o [Tpu HKOW MaMEHTH, CJIe] TbpBaTa MoAKOX)Ha uHxkekus, 90 mg Pyzchiva moxe na ce
mpuiiara npe3 8§ ceaMuIli. BammsT gexap 1ie pemrn Kora TpsoBa /1a TOJIy4YUTe CIeaBaIlaTa Cu
J103a.

Jeua v 10HOIIM HA 6 TOAMHU WM MO-T0JIEMH

IIcopuasuc

. Jlexapst TpsiOBa aa ompezesu npaBuiIHaTa 3a Bac 103a, BKIIFOUHUTEIIHO U KOJIMYECTBOTO (00ema)
Pyzchiva, koliTo TpsiOBa 1a ce MHXKEKTUPA, 3a J1a € MpaBWIHA ao3ata. [[paBuinHaTa no3a 3a Bac
11e 3aBUCH OT BaieTo TenecHo Tersio mo BpeMe Ha BCsKa J103a.

. Axo texure nox 60 kg, npenoppuutennara no3a e 0,75 mg Pyzchiva na kunorpam tenecHo
TETJIO.
Axo texure ot 60 kg 1o 100 kg, npenopruntennara no3a e 45 mg Pyzchiva.

. Axo Texxute nosede oT 100 kg, npenopbuntennara go3a ¢ 90 mg Pyzchiva.

Cnen HadayiHaTa J103a, cieaBamara Bu go3a me 0bae 4 ceAMHIM IT0-KbCHO U CJIE] TOBa Ha
BCEKH 12 ceaMUIIN.
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Jena ¢ Terao Haii-majaxo 40 kg

Boaect na Kpon

o ITo Bpeme Ha edyeHneTo BammsT nekap e mpuitoku mbpBara o3a oT npubnusurento 6 mg/kg
Pyzchiva upe3 kankoBo BiMBaHe BbB BeHa Ha pbkaTa Bu (uHTpaBeno3Ha nndysus). Cuen
HayaiHaTa 7032 I1e MoyyynTe cieapamara 1o3a 90 mg Pyzchiva cinen 8 ceamuiy, a cnen ToBa
Ha BCEKH 12 cenMUIIM Upe3 MHKEKITUS 0T KoxkKaTa (,,[TOAKOKHO).

o [Ipu HsKOM MauMeHTH, ce mbpBaTa MoAKoXKHa nHxekuus, 90 mg Pyzchiva moxxe na ce
npuiara npe3 8 ceIMUIM. BamusT jgekap 1me penri Kora TpsioBa Jia oJIy4uTe CiieBaaTa cu
J03a.

Kak ce npuiara Pyzchiva

o Pyzchiva ce npuiara kaTo HHXEKIHS 0] Koxara (ToK0kHO0). B Havanoro Ha Bamiero
neuyenue, Pyzchiva moxxe na ce mHXeKkTHpa OT JeKap WX MEAUIMHCKA CecTpa.

. Bue u Bammsit nekap, obadye moxe na pemmure, ye Bue caMu Moke J1a CH MH)KEKTHpaTe
Pyzchiva. B TakbB ciyuaii me npeMuHeTe 00y4eHHe Kak Ja cu nHxekrtupate Pyzchiva
CaMOCTOSTEIHO.

. 3a yka3aHus Kak Ja mmxektupare Pyzchiva Buxre ,,YkazaHus 3a IpuiiokeHre” B Kpasi Ha Ta3u
JIMCTOBKA.

I'oBopere ¢ Bamms sekap, ako uMare BbIIPOCH OTHOCHO TOBA KaK CaMH J1a IOCTaBITEe HHKEKLUATA.

AKO cTe H3M0J13BAJTH TIOBeYe OT HeodxoauMaTa 1o03a Pyzchiva

AKo cTe u3nos3Baiy win ca Bu npunoxunu nmoseye ot Heodxoaumara no3a Pyzchiva, Hesa0aBHo ce
MOCHhBETBATE C Jiekap win GapmaneBT. Bunaru Hocere ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, JIOPH U J1a € TIpasHa.

AKo cTe ponycHaJu 1a u3noj3Bare Pyzchiva
AKO CTe MpoITyCHAH /1033, CBhpKeTe ce ¢ Bamus nekap wiu dapmaniest. He npunaraiite nsoiina
J103a, 3a ]a KOMIIEHCUpATe NpoIlycHaTaTa J103a.

AKko cTe cripesu ynorpedara Ha Pyzchiva
He e omacno n1a cripete ynotpebata Ha ycTekuHyMab. Ako o0ade st cpeTe, BamunTe cuMIToMun MoXke
Jla ce Bb30OHOBAT.

AKO UMaTe HIKaKBH JIOTBJIHUTEITHA BBIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha TOBA JISKAPCTBO, MOMUTANTE
Bamms nexap ninm papmareBT.

4. Bb3MOKHU HesKeJTaHU pPe€aKkuumn

KakTo Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE [1a NPECAMU3BHUKA HEIKECIIAHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH T' TIOJTy4aBa.

Cepnosﬂn HEKECJIAaHH peaKIuU
Hsxon MNalUCHTH MOKEC Ja UMAaT CCPUO3HU HCIKCIIaHU pCaKIINU, IIPU KOUTO Aa CC HaJiara CIICIIHO
JICUCHHUC.

AJIepru4HM peakny — MosKe 1a H3NCKBAT cielHo JedeHue. Undopmupaiite Bamus jexap nim
He3a0aBHO NMOThpPceTe CeNIHAa MeIMIIMHCKA MOMOII, aK0 3a0eJIesKUTe HAKOH OT CJIeHHTe
NMPU3HALM.
. Cepuo3HHTE aIEPTUYHA PeaknH (,,aHadumakcus’”) ca peaKy Ipu Xopa, IprueMaIii
ycTekuHyMa0 (Moxke ia 3acerrar a0 1 Ha 1000 mymm). [lpu3HanuTe BKIFOYBAT:
o 3aTpyAHEHO JUIIAHE WU NPErIbLIaHEe
o HUCKO KPBBHO HaJIsITaHe, KOETO MOJKE J1a MPUYMHH 3aMasiHOCT MJIM CBETOBBPTEK
o MoJlyBaHe Ha JINIETO, YCTHUTE, ycTaTa Wil I'bPI0TO.
. YecTHTe NpU3HALY Ha aJIeprHYHa PEAKIIUs BKIIIOYBAT KOKEH OOpPHB U YPTUKApHs (MOXKeE J1a
3acerHat qo 1 va 100 qymm).
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B penku ciiyuau ce ch00IaBaT aJieprudHu 0eJ10ApPoOoHN peakuuu H 6eJIopoOHO Bh3NaieHne
NMpH NMANUEHTH, KOUTO MOJy4aBaT ycTeKHHyMa0. YBeqoMeTe Benqnara Bammus jiekap, ako
NMOJIy4YHTe CHMIITOMHU KATO KANILUIMIA, 32yX U BUCOKA TeMIepaTypa.

AKO TIOTyYuTE CEepHO3Ha ajleprudHa peaknus, Bamusar nexap Moxe aa perm, ye Bue He TpsaoBa qa
ymotpebsiBate Pyzchiva oTHOBO.

Nudexunu — MosKe 1a M3UCKBAT clielHO JevyeHue. Uudopmupaiite Bamusa jekap, ako
3a0es1e;KUTE HAKOM OT cJeIHUTE MPU3HALM.

. MHQEKIUUTE Ha HOCA WIIK T'BPJIOTO M MPOCTY/IaTa ca 4ecTH (MOJKE J1a 3acerHar a0 1 Ha
10 mymm)

° WHQPEKIUUTE Ha JOJTHUTE AUXATCIHH IbTHUIA (TPhIHN HHPEKIINN) ca HeueCcTH (MOXKe /1a
3acerHat o 1 va 100 mymm)

o BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (IEeTyJIUT) € HeuecTo (MoXe fa 3acerHe 1o 1 Ha
100 mymmm)

. xepriec 30ctep (Buj 00Jie3HEH 0OPUB ¢ MEXypH) € HedecT (MOXKe Ja 3acerHar Jo 1 Ha
100 mymm)

YcreknHymad Moke Jla Hamanu criocodHoctTa Bu a ce 6opute ¢ nadexuuu. Hiaxon nadekunn Moxe
Jla CTaHaT CEPHO3HHU U MOXKE J1a BKITFOUBAT MHPEKIMH, TPUYNHEHU OT BUPYCH, ThOWUKH, OaKTEpUn
(BKIJTFOUMTETHO TYOEPKYJI03a) WM Tapa3uTH, BKIFOUYUTEITHO HH(EKIMU, KOUTO BH3HUKBAT IPEITUMHO
IpHU Xopa ¢ oTciiabeHa MIMyHHA cucTeMa (OMOPTIOHUCTHYHH nHpeKyn). [Ipu nanuenTy, momyyasaiu
yCTEKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MH(EKIIMN HAa MO3bKa (eHIe(danuT, MEHUHTHT),
OenuTe TPOOOBE U OUHTE.

Jokato u3non3Bare yCTeKMHyMa0, TpAOBa Jja cieuTe 3a Mpu3Haiy Ha uHpekus. Te BkiItouBar:
BHCOKa TeMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TTOTEHE, 3ary0a Ha Terjo

yMopa Wi 33/1yX, yIIOpHUTa KallIuia

TOIJIa, 3a4epBEeHA M OOJIE3HEHA KOXKa UK 0OJIE3HEH KOKEH 00pUB ¢ MEXypHu

NapeHe Npu ypuHUpaHe

Iuapust

3pUTEHO CMYIICHUE WK 3ary0a Ha 3peHne

raBo0oIMe, CKOBAHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJleHe I 00BPKaHOCT.

Nudopmupaiite Bamms nekap BegHara, ako 3a0enexnuTe HIKOW OT Te3H Mpr3Hany Ha nHpekms. Te
MoraT Jia ObJaT MpU3HAIK HA HH(EKIMH KaTo IPbIHU UH()EKIINY, KOKHU HH(PEKIMH, XePIeC 30CTeP
WJIH OTIOPTIOHUCTUYHU WH(PEKIIUH, KOUTO MOTAT JIa JIOBEAAT JI0 CEPUO3HU YCIOKHEHHUS.
Nudopmupaiite Bamms nekap, ako mMaTe HIKaKBa YIIOPUTA WM ITOBTapsIIa ce nH(EKIus. BamusT
JIeKap MOJKe Jia pelid, ue He TpsOBa Ja ynoTpedsBaTe yCTeKUHyMa0, J0KaTo nH(EKIHITa He ObIe
U3NeKyBaHa. YBenpomeTe Bamus nekap, v ako UMaTe OTBOPEHH paHU WM HapaHSIBaHUS, Thi KaTo
MOJKe Ja ce MH(PEKTHpaT.

JIromeHe Ha KOKaTa — HHTEH3WBHOTO 3a4YepPBsIBaHe U JIIOIIeHe HA KOKATA Ha MO-T0JIsIMa IJIOLX
MO TAJIOTO MO3Ke 1a ca CHMITOMM HA ePUTPOJePMHUYEH NMCOPUA3HUC WM eKc(phoaTuaTuBeH
AepMATHUT, KOMTO CA CEPHO3HU KOKHM 3a00JIIBaHMsA. AKO 3a0eseKUTe HAKOH OT Te3u NMPU3HALM,
TpsOBa 1a nHpopmuparTe Bammus Jexap He3ab0aBHO.

I[pyl"l/l HEKEJTAaHU pCaKIIUU

YecTu HexxeTaHHM peakuuu (Moxe aa 3acertar a0 1 Ha 10 gymm):
Iuapust

rajicHe

MOBpBIIaHE

yMopa

3aMasHOCT

riaBo0oHe
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cbpOex (pypHUTYC)

Oouika B I'bp0a, MyCKYJIUTE HIIH CTaBUTE
BB3IAJICHO I'bPJIO

3a4yepBsiBaHE U 00JIKA Ha MSCTOTO HAa MH)KEKTHPAHE
UH(EKIUsI Ha CHHYCUTE

HeuecTn HexkenaHu peakinum (Moxe jaa 3acernar g0 1 ma 100 gymm):

WH(EKIMH Ha 350HTE

BarvHaJIHA HHQEKIHSI, TPUINHEHA OT I'bONYKH

Jenpecus

3aIyIIeH HOC WM Xpema

KbpBEHE, TIOCHHSIBAaHE, BTBBP/ISIBAHE, IIOIyBaHE U ChPOEK HA MSICTOTO HA HHKEKTUPaHE
yceliade 3a ciiadboct

crajJiaHe Ha KJierava U U3KpUBsIBaHE Ha MYCKYJIMTE Ha e/lHaTa MOJIOBHHA Ha JIULIETO (,,JINIeBa
napanusa’ Wiu ,,1apannsa Ha bexr”), KosaTo 0OMKHOBEHO € BpeMeHHa

MPOMsIHA Ha TICOPHA3Kca ChC 3a4epPBSIBAHE U HOBH MAJIKH, JKBJITH WIH OEJH MEXypH IO KOXKaTa,
MOHSKOTa IPUIPYKEHH € TeMIlepaTypa (IIyCTyJI03eH ICOPHUA3HUC)

OeneHe Ha KoXkaTta (eKcoamanys Ha KoXKaTa)

aKHe

Penku Hexxes1aHU JieKapcTBeHH peakiuu (Moxke na 3acersar a0 1 Ha 1 000 xymm)

3adepBsBaHe U JIOLIEHE HA KOXKaTa Ha MO-ToJIsIMa IO IO TSAI0TO, KOUTO MOXKE Ja ChpOsT WIH
na ca 0osne3HeHn (exconmaTiBeH aepMatuT). [1oq00HN cHMIITOMI TOHAKOTA C€ Pa3BUBAT KaTo
€CTEeCTBEHa IPOMsIHA Ha BHJIA Ha CHMIITOMHUTE Ha MICOPUA3UC (€PUTPOJIEPMUYICH TICOPHA3HC)
Brp3nanenue Ha MaJIKuTe KPHBOHOCHH CHIIOBE, KOETO MOJKE J1a JOBE/E 10 KOXKEH OOPUB € MAJIKH
YEepBEHH WJIM JIWJIABH MOy THHH, TEMIIEpaTypa Uin 00JIKa B CTaBUTE (BaCKYJIHUT).

MHoro penku He;keIaHH JIeKapcTBeHU peakuuu (Moxe na 3acerHat Ao 1 Ha 10 000 mymm)

ObpazyBaHe Ha MeXypH IO KO)KaTa, KOSITO MOXe Jja Ob/ie 3adepBeHa, ChpOsIia u 6oIe3HeHa
(Oynozen nemdurown)

KOXCH JIYITyC €PUTEMATOJIEC U JYITyC-110I00CH CUHIPOM (YEPBEH, HAJIUTHAT, JIFOIICII CE OOpUB
B U3JIOKEHUTE Ha CIIBHIIE YIACThIIM HA KOXKATa, KOWTO MOXKE Jia € IPUIPYKEH OT OOJIKH B
CTaBUTE).

ChobaBaHe HA HesKeJIAHU PeaKIuu

AKO TIOJTyYUTe HAKAKBU HEXEJIaHU JICKAPCTBCHH PEaKIMU, YBeaoMeTe Bamms nexap win hapMarieBT.
ToBa BKJIIOUBA U BCHUKH BH3MOKHH HEOIMCAHM B Ta3W JINCTOBKA HEXeJIaHU peakiuu. MoXKeTe ChIIo
Jla ChOOIIUTE HEXKEJIaHU PEaKIMK JTUPEKTHO Ype3 HallMOHAJHATa CUCTEMa 3a ChOOIIaBaHe, IOCOYCHA B
[punoxkenne V. Kato cho0I11aBare HexXeTaHU PeaKIMK, MOXKETE Ja JaJIeTe CBOS TPHHOC 3a
oJiydyaBaHe Ha MmoBeue HH(POpMaIMs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKapCTRO.

5.

Kak na cexpansiBate Pyzchiva

Jla ce cpxpaHsaBa Ha MSCTO, HEAOCTBITHO 3a JICTIa.

Ja ce cexpanssa B ximagmwiauK (2 °C—8 °C). [la He ce 3ampassiba.

CobxpansBaiite ¢akoHa B KApTOHEHATA OTIAKOBKA, 32 Jla CE MPEIa3h OT CBETIIMHA.

AKko e HeoOxo1uMo, oTaeHuTe (iakonu Pyzchiva Moxke ChIlo J1a ce ChXpaHsBaT MPH cTaiiHa
temrepatypa 10 30 °C eAHOKpaTHO 3a MaKCUMaJIeH epruoA 10 35 THU B OpUTMHAIHATA
KapTOHEHA OMAaKOBKa, 3a JIa Ce MPEIa3aT OT CBETJIMHA. 3alHIIeTe IaTaTa, Ha KOATO (PIaKOHBT €
M3BaJICH 3a IIbPBU BT OT XJIaAWIHKKA Ha 0003HAUYEHOTO HAa KapTOHEHATa OImakoBKa MscTo. [1o
BCSIKO BPEME IPEIU U3THUAHETO Ha TO3H MEPHUO] MPOIYKTHT €AHOKPATHO MOXKE Jia ObJie BhPHAT
OTHOBO B XJIAJIMITHUKA, KBJIETO J]a C€ ChXPaHsBa JI0 U3TUYAaHE Ha CPOKA HA TOMHOCT. M3xBBpiere
(h1akoHa, aKo He C€ M3IO0JI3BA CJIe/ ChXPAaHECHHUE TPU CTaliHa TEeMIIepaTypa B PAMKHUTE Ha
MaKCUMATHHSI TIEPUOJ OT 35 THU WM CJIe]] M3TUYAHE Ha OPUTHHATHIS CPOK HA TOTHOCT, B
3aBHCHMOCT OT TOBA, KO€ OT JIBET€ HACTHIIN MO-PaHO.
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o He pasknamaiite gunaxonute Pyzchiva. [IpoabkuTEIHOTO €HEPIUYHO pa3KiIaliaHe MOXKe /1a
BJIOIIX KAa4eCTBOTO Ha JIEKapCTBOTO.

He uznonssaiite ToBa J1eKapcTBO:

° CJIe CpoKa Ha TOJTHOCT, OTOEISI3aH BhPXY €THKETa M KapTOHEHATA OITAaKOBKA CJIC]T
»EXP“/,,Tonen no:*“. CpoKbT Ha TOHOCT OTTOBApPS Ha MOCIEAHHS JCH OT IOCOYCHUS MECEII,

. aKO TEYHOCTTA € C IIPOMEHEH I[BSIT, MbTHA WJIM B Hesl ce 3a0es3BaT ILTyBAIX 9yK/IU YaCTHIIH
(BmxTe Touka 6 ,,Kak nsrnexna Pyzchiva u kakBo chabpika omakoBKaTa™);

. aKo 3HACTE MJIM CMATATE, Ye MOJKE J1a € Orjla U3JI0’KeHa Ha EKCTPEMHHU TeMIeparypu (KaTo
WHIUICHTHO 3aMPh3BaHE WU 3aTPSIBAHE);

. aKo MPOIYKTHT € OUJI CHEPrUYHO pa3KIIaTeH;

aKo oOKaTkaTa e cuyreHa.

Pyzchiva e camo 3a enHOKpaTHa yriorpebda. Hen3mon3BaHusT POAYKT, OCTaHa BbB ()JIAKOHA U B
CIIpUHIIOBKATa, TpHGBa J1a C€ U3XBBPJIIN. He H3XB’pr’I$II7[TC JICKapCTBaTa B KaHAJIM3aluATa Uik B
KOHTElHepa 3a JoMaIliHu oTrnaabiy. [lomuraiite Bamms hapmarneBT kak a U3XBbPJIATE JIeKapcTBaTa,
KOUTO Beue He U3MoJ3BaTe. Te3u MepKH Iie CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpe/a.

6. ChabprkaHue HAa ONIAKOBKATA M J0NbJIHUTEIHA HH(POPMAaLUA

Kaxkso cbabp:xa Pyzchiva

. AKTHBHO BeEIIIECTBO: ycTeknHyMa0. Beeku hakon chibpika 45 mg ycrekunyma6o B 0,5 ml.

. Jpyrute cbCTaBKU ca XUCTUAMH, XUCTUAMHOB XUIPOXJIOPUI MOHOXHUAPAT, monucopoar 80
(E 433), 3axapo3a, Boaa 3a WHXEKIIHH.

Kak n3rnexxna Pyzchiva u kakBo cbabpika onakoBKaTa

Pyzchiva e 6uctsp, 6e31BeTEeH A0 610K BAT HHKEKIIMOHEH pa3TBOp. Toi MoXe a ChabpxKa
HSIKOJIKO JPeOHHU MOJIyNpOo3padHy WK OeH 4acTUIX NpoTerH. JlocTaBs ce B KapTOHEHA ONAaKOBKa,
ChIbpKalla eNH CTHKIEH (akoH oT 2 ml ¢ eaguHMYHA 103a. Beeku pnakon cpabpka 45 mg
ycTekuayMa0 B 0,5 ml WHXXEKITOHEH pa3TBOP.

IIpurexkaTtes Ha pa3pelIeHHETO 32 yNOTPeda U MPOU3BOTUTEN
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

3a momeHATETHA WHGOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JOKAITHUS
MIPEJICTAaBUTEI Ha IIPUTEKATEIS Ha pa3pelieHUeTo 3a ynorpeoa:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

bnarapus Lietuva

Canno3 bearapus KUT Sandoz Pharmaceuticals d.d filialas
Ten.: +359 2970 47 47 Tel: +370 5 2636 037

Ceska republika Luxembourg/Luxemburg

Sandoz s.r.0. Sandoz nv/sa

Tel: +420 225 775 111 Tél/Tel.: +32 272297 97
Danmark/Norge/island/Sverige Magyarorszag

Sandoz A/S Sandoz Hungaria Kft.

TIf: +45 63 95 10 00 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

E\rada

SANDOZ HELLAS MONOITPOXQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 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 81280696

Kvmpog

SANDOZ HELLAS MONOIIPOZQIIH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocnenumoct:

3a 1a ce moIo0pH MPOCIEAUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MIAPTHIHUAIT

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romaénia
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

HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SCHO J1a CE 3arMCBarT.

JlaTa Ha mocJieaHo mpepasriexaane Ha aucropkatra MM /I'TTT.

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa ar¢HIus

o jekapcreara https://www.ema.europa.eu/.
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Yka3anus 3a NMPUJI0KCHUE

B HayanoTo Ha JEYCHNETO METUIMHCKH ClielaucT me Bu mocrasu Bamara mbpBa umkekuus. Bue

u Bammst nekap ob6ade Moxxe na pemute, ue Bue camu Mosxe na cu umkektupate Pyzchiva. B takbB

clIydJaii I1ie mpeMHHeTe 00yUeHHe Kak Ja nHkekTupare Pyzchiva. 'opopere ¢ Bamus siekap, ako

uMare BBIIPOCH OTHOCHO MOCTABSIHETO HA WHXKEKIIUSATA.

e He cmecpaiite Pyzchiva ¢ Ipyru TEYHOCTH 32 MHKEKITHSL.

e He paskiamaiite ¢uiakonurte Pyzchiva. [Ipuunnara 3a ToBa €, 4e CHITHOTO pa3KiiamiaHe MoXe Ja
BJIOIIIM Ka4eCTBOTO Ha JIEKapcTBOTO. He M3moi3BaTe JIekapcTBOTO, aKO € OMJIO CHITHO Pa3KIIAIaHo.

1. IMpoBepere 6post Ha (JIaKOHUTE U MOATOTBETE MaTepHATUTeE:

W3Banere ¢urakona (hmakonute) oT xmmaamnHuka. OctaBere uUIakoHa J1a IPECTOW OKOJIO TTOJIOBHH Yac.
ToBa 11e M03BOJIM HA TEYHOCTTA Ja IOCTUTHE MOIXOIAINa TeMIIepaTypa 3a HHXKEKTHpaHe (CTaifHa
TeMIiepaTypa).

IIpoBepete hnakona (¢rakoHUTE), 32 1a CE YBEpHTE, Ue:
e OposT Ha GIIAKOHUTE U KOJMYECTBOTO HA aKTHMBHOTO BELIECTBO B 1030Ba €INHHIIA CA IPABUIHUTE;
o  ako Bamara mo3a e 45 mg wiu mo-Mainko, mie noiay4ure eauH 45 mg ¢akoH ¢
Pyzchiva;
o ako Bamara no3a e 90 mg, me nonyuute n8a 45 mg dnakona Pyzchiva u me tpsoBa na
CH [TOCTaBUTE JIBe UHKEKIMHU. M30epeTe Be pa3iniHu MecTa Ha MH)KEKTUPaHe
(HampuMep eHATa MHXKEKIHSA B ASICHOTO OEapo, a IpyraTta — B JISIBOTO) U TH HAIlpaBeTe
enHa cuen apyra. M3monssaiiTe HOBa UIjla U CIIPUHIIOBKA 32 BCSIKA MHXKEKLIHUSL.
TOBA € MPABUIHOTO JIEKAPCTBO;
CPOKBT Ha TOAHOCT HE € M3TEKBJI;
(akoHBT HE € MOBPE/IeH U O0KaTKaTa He € CUYIIeHa;
Pa3TBOPHT BBB (pilakoHa € OMCTHP U OC3IBETEH 10 OJIC/I0 KBIIT;
Pa3TBOPHT BBB ()IaKOHA HE € C MPOMEHEH LBAT MM MBTEH U HE ChABPKA YUY KIU YaCTUIIH;
Pa3TBOPBT HE € 3aMpB3HAIL.

[Ipu mena ¢ neguatpuyeH ncopuasuc ¢ terio nox 60 kg e HeoOxoauma 103a, mo-HucKa ot 45 mg.
VYBepere ce, 4e 3HaeTe TOYHOTO KOJTUIeCTBO (00eM), KOeTO TpsIOBa 1a U3TETJINTE OT IaKOHA U BHIIA
Ha CIIPUHIIOBKATa, HEOOXO/IMIMH 3a MpHiiaraHe. AKo He 3HaeTe HEOOXOJUMHUTE KOJINYECTBO WIIH BH]I HA
CIIPUHIIOBKATA, CBBPIKETE ce C Balus MeIUIIMHCKY CIEIUAKCT 3a JOIBIIHUTESITHU UHCTPYKIIUY.

CnOepere BCHYKH MaTepHaIn, KOUTO ca Bu HE0OXOaMMU U T TOCTaBETe BbPXY YMCTA MOBBPXHOCT.
Te BKIIIOYBAT CIIPUHLIOBKA, UIJ1d, AaHTUCENITUYHHN KbPIUYKH, TAMyYHH TAMIIOHH WM Mapiiv U
KOHTEHHep 3a OCTpH NpeaAMeTH (BX. purypa 1).

==
T— —
Owurypa 1
2. M30epeTe 1 MOATOTBETE MSICTOTO 32 HH/KEKTHPAHe:

N36epere mscTo 3a HKeKTHpaHe (BXK. Gurypa 2)
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Pyzchiva ce npunara upe3 nHXeKuus Moj KoxkaTa (TI0AK0XKHO).

[omxoaamu MecTa 3a MHKEKTUPaHe ca ropHaTa YyacT Ha 0eIpoTo Wik 001acTTa OKOJIO KOpeMa Ha
pa3CTOsTHUE Hall-MaJIKO 5 CM OT ITbIIa.

AKO € Bb3MOXXHO, HE M3I0JI3BalTe 00IaCTH OT KOKaTa C MPU3HALM Ha IICOpUA3HC.

Axko HAKOH Bu nmomara npu moctaBsHeTO Ha MHKEKIUATA, TOH/TSI MOXKeE Jla n30epe U TopHaTa 4acT
Ha pbKaTa KaTo MACTO 33 HHKEKTHUPAHE.

*30HHTE B CHBO Ca NPENOPBYBAHUTE MECTA 3a MHIKEKTHPAHE.

Ourypa 2

IloarorBere mMsACTOTO 3a WHXCKTHUPAHC

3.

M3muiiTe pplieTe Cu MHOTO TOOpE ChC CaITyH U TOILIA BOJA.
ITouncTeTe KOKaTa Ha MACTOTO 3a MHKEKTUPAHE ¢ aHTUCETITHIHA KhPITHUIKA.
He noxocgaiite moBeuye Ta3u 00JIaCT A0 IOCTABIHETO HA MHIKEKIIUATA.

IIpurorsere no3ara:
OtcrpaneTe KanadkaTta Ha QakoHa (BX. ¢purypa 3).

He maxaiiTe 3anyiankara.

ITouuncTere 3amymankaTa ¢ aHTUCENITHYHA MapIIsl.

IMTocraBere ¢uakoHa BbpXY paBHA IOBBPXHOCT.

Bsemere cnpuHIIOBKaTa 1 OTBOpETE KaravykaTa Ha Urjiara.

He noxocBaiiTe urnara u He s ONMPANTE B APYTH NPEAMETH.

Bxkapaiite urnara rnpe3 rymMeHara 3amyniaika.

OO0bpHeTe (hIakoHa U CIIPUHIIOBKATA HAJIOMTY.

W3rernere OyTanoTo Ha CIPUHIIOBKATA, IOKATO HE CE HATBIIHH C KOJMYECTBOTO TEYHOCT, KAKTO €
Ipeanucato ot Bamms nekap.

BaxHo e uriara npes usjoTo BpeMe 1a € B TeYHOCTTa. ToBa npenoTBpartsiBa o0pa3yBaHETO Ha
BB3IYIIHU MEXypueTa B CIIPUHIIOBKATa (BXK. Gpurypa 4).
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Ourypa 4

WzBagere urnata ot ¢rakoHa.

3aapBKTe CIPUHIOBKATA C UIJIaTa Harope, 3a Ja MPOBEpUTE A B TEUHOCTTA HSIMa Bb3AyIIHH
Mexypdera.

AKO UMa MexypueTa, IOTylalTe CIPUHIOBKATAa JIEKO C MPBCT, JOKATO H3ILIYBaT HA IIOBBPXHOCTTA
(Bx. purypa 5).

@urypa 5

ToraBa HaTHCHETE OYTANIOTO, JOKATO LEIHUAT Bh3AyX (HO HE U TEYHOCT) HU3JIe3e.
He nocragsiite cnpyHIIOBKATa JIETHANIA M HE ONUpAaNTE Urjiara B APyrd IpeaMeTH.

HNuxexTHpaiiTe 103arta:
Jlexo mpuTHCHETE MOYKCTEHATa KOXKa MEXKTy IMajlera u mokasanena. He cTuckaiite CHITHO.
BxkapaiiTe urnata B KO>KHaTa I'bHKA.
HartucHere OyTanoTo ¢ maner Taka, 4e Ja ce MHKEKTUpa Is1aTta TeqHocT. Hatruckalite 6aBHO 1
pPaBHOMEPHO, KaTO €IHOBPEMEHHO C TOBA JICKO MPUTUCKATE KOXKATa.
Koraro OyTanoTo cTUTHE 0 Kpasi, U3BaJICTE UTJIaTa U ITyCHETE KoXKaTa.

Ciiel HHKEKTUPaHe:
[IpuTHCcHETEe aHTHCENTHYHA KbPIMUKA BHPXY MACTOTO HAa MHXKEKTHPAHE B MIPOABIKCHUE Ha
HSKOJIKO CEKYHJIH, CJIE/l KaTo MOCTaBUTE MHIKEKIIUATA.
BB3MO0KHO € Ha MSICTOTO Ha MH)KEKTHpaHe Ja Ma MaJIko KOJIMYeCTBO KPbB MIIM TEUHOCT. ToBa e
HOPMAJIHO.
Moxe Aa IPUTUCHETEC MACTOTO HAa MHKECKTHUPAHE C TaMY4CH TaMIIOH WJIM MapJjid U J1a 3aIbPKUTC
10 cexyHnu.
He pastrepxBaiiTe KoXaTa Ha MSICTOTO HAa HHXKEKTHpPaHe. AKO € HEOOXOUMO, MOXKE J1a CIIOKUTE
MaJlKa JIEeHKa BbpXY MACTOTO Ha MHKEKTHpPAHE.

HN3xBbpasHe:
W3non3BannTe CIpUHIIOBKU M UTIIN TPSAOBA J1a Ce MMOCTABAT B HEMPOOHWBaeM KOHTEHHEp KaTo
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KOHTeIHepa 3a ocTpy npeaMeTHd. 3a Bamrara 6e30macHOCT u 3/1paBe 1 3a 6e301acHOCTTa Ha
JIpyTUTE, HUKOTa HE MU3IMOJ3BalTE MOBTOPHO UIJIUTE U CIIPUHLIOBKUTE. V3XBBHpIistiiTe Bamims
KOHTEHWHEP 3a OCTPU NPEIMETH B ChOTBETCTBHE C MECTHUTE Pa3Iope/IOn.

[Ipa3uuTte prakoHH, aHTHCENTHYHUTE KBPITUYKH U APYTH KOHCYMATHBH MOJKE J1a C€ U3XBBPIIAT B
001 OOKITYK.
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JlucroBka: undopmanus 3a norpeduTeNs

Pyzchiva 45 mg uH:KeKIMOHEH Pa3TBOP B NPeABAPUTEIHO HAITBJIHEHA CIIPHHIOBKA
ycTekuHyMab (ustekinumab)

vTosn JICKApCTBEH MPOIYKT TOJICIKH HA JAOMBIHATEIHO HabmoaeHue. ToBa Iie mo3Boau ObP30TO
yCTaHOBSIBaHE HAa HOBa MH(OpPMAIHs OTHOCHO Oe3omacHocTTa. MoKeTe Jia AajieTe cBOsl IPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKENIaHa PEaKIUs, KOSATO CTe MOMYYHiId. 32 HaYWHA Ha ChOOI[aBaHEe HAa HEXKETaHH
peaxIiu BUXKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMATEIHO LSIJIATA JUCTOBKA, IPEIHU 1A 3all0YHeTe Ja U3I10J13BaTe TOBA
JIEKapCTBO, Thil KATO TH ChABbP:Ka BajkHa 32 Bac nundopmanusi.

Ta3u JuCTOBKA € HANMCAHA 32 NMAllMeHTAa, KOITO MpueMa JIeKapCcTBOTO. AKO CTe POAUTE] UJIH
HACTOIHMK, KOWTO e npuaara Pyzchiva na nere, MoJisi npoyeTeTe BHUMATEIHO Ta3H
uH(popManmsi.

- 3amasere Ta3u JIMCTOBKA. MoOJKe /1a Ce HAJIOXKHU JIa s POYETETEe OTHORO.

- AKO UMaTe HIKAKBH JIOMBJIHUTEIHA BBIIPOCH, TTONUTaNTe Banius ekap ninu GpapmaresT.

- ToBa nexkapcTBO € mpeancaHo JInIHo Ha Bac. He ro npeoTcThnBaiite Ha Ipyru xopa. To Moxe
Jla UM HaBpeJIM, HE3aBUCHMO Ue MPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTto Baiure.

- AKO MONTyYuTe HIKAKBU HEeXKETaHU peakinu, yBeaomere Bammst nekap winu hapmarient. Toa
BKJTIOYBA U BCUYKH Bh3MOXKHH HEKENAHHM PEAKIIMU, HEOMUCAHU B Ta3W JTUCTOBKA. BrxkTe
Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

Kaxso npencrasisBa Pyzchiva u 3a kakBo ce u3non3pa
Kakgo Tpsi0Ba na 3Haere, nmpeau aa usnonssare Pyzchiva
Kax ma nzmomssare Pyzchiva

BB3MOKHI HEXEITaHN PEaKIuH

Kak na cexpansiBare Pyzchiva

CpbabpkaHye Ha ONIAaKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

SNk

1. Kaxkso npeacraBassa Pyzchiva u 3a kakBo ce n3noJsispa

Kakso npencrasiasBa Pyzchiva

Pyzchiva cpappika akTHBHOTO BEILIECTBO ,,yCTEKHUHYMa0’, KOETO € MOHOKJIIOHATTHO aHTHUTSLIO.
MOHOKJIOHATHUTE aHTHTENA ca MPOTEHHHU, KOUTO pa3Mo3HaBaT U CBHP3BAT ONPEAEICHH crenu(unanu
IPOTEHHH B OpPTraHN3Ma.

Pyzchiva npunaanexxu KbM rpyIia JIeKapcTBa, HapeueHH ,,uMyHocympecopu”. Tesun nexapcTBa
JefcTBaT, KaTO HAMAJIABAT aKTUBHOCTTA Ha YacT OT UMyHHATa CUCTEMA.

3a kakBo ce u3noJ3ea Pyzchiva
Pyzchiva ce n3nomn3Ba 3a JieueHNE Ha CICTHUTE BH3MAIUTEIHN 3200 ISIBAaHU:

o [InakoB ncopuasuc - Npu Bb3pacTHH U A€Lia Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
. [lcopuatuueH apTpuT — Ipy Bb3pacTHU U Aela ¢ Teryo Hai-manko 40 kg
. YMepena 10 Texka 6onect Ha Kpon — npu Bb3pacTHr

IlnakoB ncopuasuc
,,I17TaK0OB TIcopraznc’ € KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BH3MMAJICHUE, 3acsATaIlo KoKaTa U HOKTHUTE.
Pyzchiva HamajisiBa Bb3MAJICHUETO U IPYTUTE PU3HALIM Ha 3a00JIIBaHETO.

Pyzchiva CC M3BIIOJI3Ba IIPU Bb3PACTHU C YMCPCH [0 TCKBK IIJIAKOB IMICOPHUA3UC, KOUTO HC MOraT Ja
HM3I10JI3BAT HUKIIOCIIOPHUH, METOTPEKCAT UJIN (I)OTOTepaHI/ISI, MJIM KOIraTo TC3U JICUCHUSA HE HeﬁCTBaT.
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Pyzchiva ce uzmon3Ba rpu fera 1 I0HOIIN Ha Bb3pacT 6 TOIWHU U MO-TOJIEMH C YMEPEH 10 TEXKBK
TUTAKOB IICOPHA3KC, KOUTO MMAT HETOHOCUMOCT KbM (DOTOTEPATIHSI WM JIPYTH CUCTEMHH TEPaInu, WK
KOraToO T€3U JICUCHHsSI HE JICHCTBAT.

I[lcopuaruyen apTput

[copuarudeH apTpHT € Bh3MAINTEITHO 3a00IIIBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO Iie Bu nekyBar ¢ Apyru JiekapcTBa. AKO
HE ce MOBJIMsETE JOCTaThUHO JT0Ope OT Te3u JieKapcTBa, Moxe J1a Bu ce nmpennume Pyzchiva, 3a na ce:

o HaMaJIT PU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nonoopu guznyeckoto Bu cherosiaue;
J 3a0aBu yBpeKIaHEeTO Ha Bamure craBw.

Boaect na Kpon

Bonecrra Ha KpoH e Bp3nmanurenno 3abonsBane Ha yepBara. Ako nMare 6osrect Ha KpoH mbpBo 1m1e
Bu ce magar npyru nekapcTBa. AKO HE ¢€ IOBJIHUSACTE JOCTATHYHO WIIM UMATE HEMTOHOCUMOCT KbM TE3U
nekapcTBa, Moxe aa Bu ce naje Pyzchiva 3a HamansiBaHe Ha NPU3HAIMTE U CAMIITOMUTE HA
3a00sBaHeTo BH.

2. KakBo TpadBa na 3Haere, npeau Aa uznouassarte Pyzchiva

He uznoassaiite Pyzchiva

o AKO cTe aJIepru4Hu KbM YCTeKHHYMAa0 MK HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JISKapCcTBO (M30pOSHU B TOUKA 6).
o AKo UMaTe aKTHBHA MH(}peKIHsA, KoATO Bamusr jekap HaMupa 3a 3HaUMMa.

AKO He cTe CUTypHU JIajiil HAKOe OT M30pOCHUTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
Jiekap win papmarieBT, npeau Ja usnoispare Pyzchiva.

IpenynpesxieHus U NpeanasHu MepPKH

I'oBopete ¢ Bamust nexap win ¢apmaneBT npenu aa usnonssate Pyzchiva. Bammsr nexap me
IpOBEpU ChCTOSHUETO BU npenu Besko jedeHne. YBeIoMeTe cBOs JIeKap 3a Besika Bara Gonect
npenu Besiko nedenne. Crio Taka nHpopMupaiiTe Bamms nekap, ako HACKOPO CTe OMIIM B KOHTAKT C
YOBEK, KOWTO MOXKE /1a UMa TyOepKyJo3a. Bamsit nexap me Bu npernena u mie HanpaBu n3cieBaHe
3a TyOepKyJi03a, mpenu na uznonssate Pyzchiva. Ako Bamusr nekap cmsTa, ue cTe U3JI0KEHH Ha
pHCK OT TyOepKyo3a, Moxke 1a Bu npeanuine gekapcTsa 3a JICUCHUETO M.

Cienere 3a cepHO3HHU HeXKeJTaHU PeaKIHH

Pyzchiva Moske 1a mpeiu3BUKa CEPUO3HHI HEXXEIAHU PEAKIMHU, BKJIFOUUTEIHO AJIEPTUYHI PEAKIUU U
nHapexuu. TpsaodBa ga creauTe 3a OoNpeAeIICHN MTPU3HAIT Ha 3a00JIIBaHMS, TOKATO IMpHUeMaTe
Pyzchiva. Buxre ,,Cepno3nu HexelaHu peakuun” B TOUKa 4 3a IbJIHMS CIIUCHK HA T€3U HEKEJIaHH
peakuuu.

IIpenu na u3nousBate Pyzchiva undopmupaiite Bamus jiekap:

o AKO HSIKOTA CTe HMAJIN AJIePruYHa peakuuss KbM YCTeKHHYMa0. AKO HE CT€ CUT'YpPHH,
nonuraiTe Bammus nekap.

o AKO HSIKOTa CTe MMaJIN HAKAKbB BH/I PaK — TOBA €, 3aIll0TO UMYHOCYIIPECOPUTE KaTO
yCTeKuHyMab oTciabBaT 4acT OT MMyHHATa cucTemMa. ToBa MOKe Ja MOBHIIN PUCKA OT PaK.

. AKO cTe JIeKyBaHH 32 IICOPHA3HC C APYTH OMOJOTHYHH JIEKAPCTBA (JIeKapcTBo,

MPON3BeeHO OT OHOJIOTHYEH U3TOUYHUK U OOMKHOBEHO NMPHJIATAHO Ype3 HHKEKIUSI) -
PHUCKBT OT paK MOXKE J1a € MO-BHCOK.

. AKO MMaTe WJIH HACKOPO cTe UMaJiu uHdeKnus.
AKO MMaTe HOBH HJIY MPOMEHSIIIH ce Je3UM B yYaCTBIUTE C IICOPUA3UC UIIH IO
He3acerHaraTa Koxa.

. AKO moJiyyaBare ApPYro Je4yeHue 3a NCOPHA3MC U/ WM NICOPHATHYEH APTPHUT — KaTo IPyTu
UMYHOCYTIpecopH HitH (hoToTeparus (KOTaTo TSIOTO ce JeKyBa ¢ TUIl yaTpaBrosierosa (UV)
cBeTnuHA). Te3u JeueHus ChII0 MOXKE Aa OTCIA0ST 4acT OT UMyHHATa cucteMa. M3non3Banero
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Ha TE3W JICUCHHS 3a€IHO C YCTEKHMHYMa0 HE € H3CiIeIBaHo. Br3MoxkHO ¢ 0bade, TO Aa YBEITUIHN
pHUCKa OT 3a00JIIBaHMsI, CBEP3aHU C OTCIIA0BaHE HA IMYHHATa CHCTEMA.

o AKO moJiyuaBaTe WIH HAKOTa CTe MOJy4aBaji HHKEKIMH 32 JieYeHHue HA aJIeprum — He ©
W3BECTHO JIAJIH YCTEKMHYMa0 MOXKeE J1a OKaKE BIUSHUE BHPXY THAX.
o AKO cTe Ha M HaJl 65 rOIMHN — MOXKE J1a CTe TIO-CKIIOHHU KbM HH(DEKIINH.

AKO He cTe CUTYPHH Jalli HIKOE OT Topen30pOeHNTE ce OTHACS 3a Bac, mocksBeTBaiite ce ¢ Bamms
Jiekap win papmarieBT, mpeau j1a usnojssare Pyzchiva.

Hsikou manyeHTH moy4aBar JIymyc-ToJOOHU peakiliy, BKIIOUNUTEIHO KOXKEH JYITyC epUTEMaTOIEC U
JTymyc-nogo0eH CHHAPOM, II0 BpeMe Ha JICUeHHE ¢ yCTeKuHyMa0. ['oBopere BeaHara ¢ Bamms nekap,
aKo IMOJyYHUTE YEPBEH, HAJAUTHAT, JIOLIEI] ce 0OPUB, MOHAKOI'a C MO-ThMHH IPAHULIY, B U3JI0KCHUTE
Ha CITBHIIE yYaCThIM HA KOXKAaTa MM CTaBHU OOJIKH.

CbpaeyeH MHPAPKT M HHCYJITH

WHdapkT 1 HHCYNITH ca HaOII0AaBaHU B IPOYUBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBAHU C
ycTeKHHyMa0. BammsT nekap pesoBHO 1€ MpoBepsiBa PUCKOBUTE (PAKTOPH 3a ChP/IEUHO 3a00sIBaHE U
UHCYIT npu Bac, 3a 1a € curypHo, 4e Te ce JIeKyBaT 1o 1moaxo i1 HaunH. He3a6aBHO nmoTspcere
MEIMIMHCKA IIOMOL, aKO MOJTy4YuTe 00JKa B I'bPAUTE, cIab0CT MM HEOOMUYaiHO ycellaHe OT eqHaTa
CTpaHa Ha TsJI0TO, OTIIYCHATOCT HA JIMIETO UJIW I'OBOPHU WX 3PpUTCIIHU CMYIIICHUSA.

Jleua u roHOIIH

Ycreknaymal He ce TIpenopbuBa 3a yrmoTpeda MmpH Jera Ha Bh3pacT Mo 6 TOAMHY C IICOPHUA3HC, JIena
¢ 6onect Ha KpoH ¢ Terno nox 40 kg mnm nipu 1ena Ha Bb3pacT 1o 18 roguHu ¢ ncopuaTuycH
apTpUT, 3alI0TO HE € MPOYYBaH NPU Ta3u BH3PACTOBA IPyTa.

JApyru nexapcTBa, Bakcunu M Pyzchiva
TpsiOBa na kaxkeTe Ha Bamms jgexap win papmarieBt:

. AKo mpuemMaTte, HaCKOpO CTe MpUEeMalIi Wi € Bb3MOXKHO Ja IpUeMeTe IPYTH JIEKapCTBa.

. Axko Hackopo Bu e mpaBeHa nnu nanupare aa Bu ce npasu BakcuHanusi. JlokaTo U3M0I3BaTe
Pyzchiva, asxon BumoBe BakciHH (>KHBH BaKCHHH) HE TPAOBA /1a Ce TpUIIarar.

. Axo cte mommygaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TpsAOBa a KaKeTe Ha JeKaps Ha

0eOeto Bu 3a neuenuero ¢ Pyzchiva, npeau To 1a mony4n KakBaTo U Jla € BAKCHHA,
BKJTFOUUTEITHO KUBU BakcuHH, kaTto BIIJK BakcuHa (M3Mm0/13BaHa 3a Mpena3BaHe OT
TyOepKyno3a). JKuBuTe BakCHHU He ce MpernophuBar 3a Bamero 6ebe npe3 mppBUTE IBaHAAECET
Mecena cies paKIaHeTo, ako cTe moiay4yaBann Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
niekapsT Ha Bamrero 6ebe He mpenopbua Ipyro.

BpemenHocT n KbpMeHe

. AKo cTe OpeMeHHa, CMsATaTe, Ye MOJKe Jla CTe OpeMeHHa WIIH TIaHupaTe OPeMEHHOCT,
MOChBETBaAlTE ce ¢ Bamms nekap npean ymorpebara Ha TOBa JICKApCTRO.
° He ¢ HaGmronaBaH 0-BUCOK PUCK OT BpozcHH AedexTu mpu O0cOera, M3JI0KEHH Ha yCTEKHMHYMa0

B yTpobara. JlanHuTe OT ynotpedara Ha yCTEKMHYyMa0 pyu OpeMeHHH KeHU obade ca
orpanndenu. [Topanu ToBa e 3a mpemoynTane aa ce n30sArea ynorpebdara Ha yCTeKHHYyMa0 1o
BpeMe Ha OpEMEHHOCT.

J AKo cTe JKeHa ¢ IeTepoIeH MOTEeHINA, KEJIATETHO € ]a He 3a0peMeHsBaTe U Ja U3I0JI3BaTe
MOJXOAAM IPOTUBO3a4aThYCH METO/I, KOraTo W3IM0J3BaTe ycTeKnHyMal u rmoHe 15 ceaMunu
CJIe/l TOCIIeTHOTO NPUIaraHe Ha yCTEeKHHYMao.

o Pyzchiva Mosxe 1a npemMuHe npe3 IUtaleHTara B HepoaeHoTo 0ebe. AKo cTe moTydaBaliu
Pyzchiva o Bpeme Ha OpeMeHHOCTTa cH, 6e0eTo Bu MoXke Ja nMa Mmo-BUCOK PUCK OT
UHQEKIHA.

o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u 1pyrd MEIUIIMHCKH CIICIIHAIUCTH, aKO CTE

nony4asanu Pyzchiva o Bpeme Ha OpeMEHHOCTTA CH, TIpean 6e0eTo Ja MoTyYH KaKBaTo U Jia €
BakcuHa. JKuBu BakcuaH, kato BIJK BakcrHa (u3moi3BaHa 3a mpeana3BaHe oT TyOepKyino3a) He
ce mpenopbhuBaT 3a Bamrero 6ede mpe3 mepBUTE ABaHAIECET Mecela e/l paKIaHeTO, aKO CTe
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nosydaBaiu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JiekapsaT Ha Baiero 0ebe He
mpenopwYa Jpyro.

. YcerekuaymMa0 MOXKE J1a TIPEMHUHE B KbpMaTa B MHOTO MaJIKH KoyimdecTBa. [lockBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WK aKo TUTaHUpaTe Aa KbpMmute. Bue u BamusT nexap tpsOBa qa
pemmnTe xanu TpsoBa Ja KbPMUTE WM JIa U3M0I3BaTe YCTCKUHYMaO — He TIPaBeTe U JIBETe.

lodupane u padoTa ¢ MAIIMHU
YcTeknHyMal He MOBIIMSIBA WK TIOBIUSBA IPEHEOPE)KUMO CIIOCOOHOCTTA 3a modupaHe u padoTa ¢
MaITuHH.

Pyzchiva cbabpika nonucopoar 80 (E433)

Tosa nexapctBo cpabpika 0,02 mg nonucopdat 80 (E433) BbB Besika npenBapuTeTHO HAITbJIHEHA
cnpunnoBka (1 ml), kouto ca ekBuBanenTar Ha 0,02 mg/0,5 ml. [TonmucopbaTuTe Morar aa IPUIHUHAT
alepruuHy peakuuu. TpsOBa na kaxere Ha Bammms nekap, ako ©MaTe yCTaHOBEHH aJepIuu.

3. Kak na uznonssare Pyzchiva

Pyzchiva e npenHasHaveH 3a ynorpeba 1moJi pbKOBOJCTBOTO U KOHTPOJIA Ha JIEKap C OMHT B JIEYCHHUETO
Ha 3a00JIsIBaHMs, 32 KOUTO € Ioka3aH Pyzchiva.

Bunaru m3non3BaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bammsar iekap. AKo He cTe CUTYpHH B
Helo, nonutaiTe Bamus nekap. [loceeTBaliTe ce ¢ Bamms nekap 3a ToBa, kora e Bu ce nocrassar
WHXEKIIMUTE U KOTa I ca CIeIBAIIUTEe KOHTPOJHU MIPETIICAH.

Kaxkso koanuyectBo Pyzchiva ce npuiara
Bammsr niekap 1ie pemm kakBo KonudecTBo Pyzchiva TpssOBa qa monmy4nre u 3a KaKbB MEPHOJL OT
BpeMe.

Bo3pacTan Ha 18 roquHN WM No-rojieMu
IIcopuasuc niiu ncopuaTuveH apTPUT

. [Ipenopbuntennata HauaiHa g03a e 45 mg Pyzchiva. [Tanuentu ¢ Terio Hazg
100 xmorpama (kg) Moske ma 3amodHat ¢ 1o3a 90 mg BmecTo 45 mg.
o Cnen HauanHaTa 103a, ciiefiBamara Bu no3a me 0b1e 4 ceMHIM I0-KbCHO U CIIE] TOBA Ha

Bceku 12 ceaqmuiy. Creasammre 1031 OOMKHOBEHO ca ChIMTE, KATO HaYaIHaTa J1034.

Boaect na Kpon

o ITo Bpeme Ha neuenuero Bamwsr nekap e Bu npuinoxu mbpearta 103a 0T TPUOITH3UTEITHO
6 mg/kg Pyzchiva upe3 kankoBo BiMBaHe BB BeHa Ha phKaTa (MHTpaBeHO3Ha nH(Y3ms). Crex
HavajHaTa 71033, e MoJyJuTe ciensamiara 103a 90 mg Pyzchiva cnex 8 ceqmurnu, ciien ToBa
npe3 12 ceaMuiy Ype3 WHXKEKIHS MOJT KoXKaTa (IIOAKOXKHO).

o IIpu HAKOM MaIMEHTH, CIie] ITbpBaTa NOoAKoKHA HHKekius, 90 mg Pyzchiva moxe na ce
npuiara npe3 8§ ceaMuIld. BammsT gexap 1ie penrn Kora TpsoBa /1a TOJIy4IUTe CIeaBaIlaTa CH
J103a.

Jeua v 10HOIIM HA 6 TOAMHYU WM MO-T0JIEMH

IIcopuasuc

. Jlekapst TpsiOBa aa ompezeu npaBuiIHaTa 3a Bac 103a, BKIIFOUHUTEIIHO U KOJIMYECTBOTO (00ema)
Pyzchiva, koliTo TpssiOBa 1a ce MHXKEKTHUPA, 3a J1a € MpaBWIIHA Jo3ata. [[paBuiHaTa no3a 3a Bac
1Ie 3aBHCH OT BameTo TenecHo Terio mo BpeMe Ha BCsSKa J103a.

o ®nakoH ¢ 45 mg e HaJMYeH 3a Jiena, KOUTO TPsiOBa Ja MoJTydar II0-MaJiko OT IThJIHATA 71032 OT
45 mg.

. Axo texure on 60 kg, npenoppuntennara no3a e 0,75 mg Pyzchiva Ha kunorpam teiaecHo
TETJIO.

. Axo texure ot 60 kg 1o 100 kg, npenopruntennara no3a e 45 mg Pyzchiva.

. Axo texure noeue oT 100 kg, mpenoppunrtennara no3a € 90 mg Pyzchiva.
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) Cnen HavajiHaTa 1034, cieaBaara Bu qo3a e 0bae 4 ce AMHLIM ITO-KBCHO U CJIE TOBa Ha
BcekH 12 cenmurim.

Jena c TerJio Haii-manko 40 kg

Boaect na Kpon

o ITo Bpeme Ha nedeHueTo Bammsar ekap 1ie IpuaoXkKH ImspBara j03a ot npubnmsurenHo 6 mg/kg
Pyzchiva upe3 kankoBo BIuBaHE BHB BeHa Ha pbKkaTa Bu (mHTpaBeHo3Ha nHPY3Hs). Ciien
HavajHaTa 7034 IIe [oJIydnTe ciieapamiaTa 1o3a 90 mg Pyzchiva cnen 8 cenmuiy, a cien Tosa
Ha BCEKH 12 CeMUIIM Ype3 WHKEKIIH 101 Koxkata (,,II0KOKHO™).

o [Ipu HAKOM MaNMeHTH, CJIe] TbpBaTa MoAKOX)Ha nHxkekIus, 90 mg Pyzchiva moxe na ce
mpuiara nmpe3 8 ceaMuItd. BammsT nekap e pemnu kora TpsoBa /1a MoJIyIuTe claeaBaliara cu
J103a.

Kak ce npuiiara Pyzchiva

o Pyzchiva ce mpunara kaTo HHXEKIHMs MO KoxkaTa (TIOAKOXHO). B HawanoTo Ha Bamiero
nedenue, Pyzchiva Moxe 1a ce MHXXEKTHpa OT JISKap WM MEIUIIMHCKA CEeCTpa.

. Bue u Bammsit nexap, obaue moxe na pemure, ye Bue caMu Moke J1a CH MH)KEKTHpaTe
Pyzchiva. B TaksB cirydaii me npeMuHeTe 00y4eHue Kak Aa cu nHkektupare Pyzchiva
CaMOCTOSITEIIHO.

. 3a yka3aHMs Kak aa nmkekrupare Pyzchiva Buwxkre ,,YkazaHus 3a npuwiokeHue” B Kpasi Ha Ta3u
JIUCTOBKA.

I'oBopere ¢ Bamms siekap, ako uMarte BBIIPOCH OTHOCHO TOBA KaK CaMU JIa TIOCTaBSITE WHXKEKIUATA.

AKo cTe H3M10/13BaJIU NIOBevYe 0T HeoOXxoauMaTa 1o03a Pyzchiva

AKO cTe H3MoII3Bajy WK ca Bu npuinoxuny moseye or HeoOxoaumara fo3a Pyzchiva, HezabaBHO ce
MOChBETBaTE ¢ Jekap win dapmaneBT. Bunarn Hocete ¢ Bac kapToHeHarTa omakoBka Ha
JIEKapCTBOTO, JOPH H J1a € Tpa3Ha.

AKo cTe mponycHaJu 1a u3noJj3Bare Pyzchiva
AKO cTe mpoITycHaH 1033, CBhpKeTe ce ¢ Bamms nekap wnu dapmanieBT. He mpunaraiite noitaa
J1033, 3a J1a KOMIIEHCUpATe [IPOIlycHaTaTa 103a.

AKko cTe cnipesn ynorpedara Ha Pyzchiva
He e omacHo na cripere ynotpe6arta Ha ycTekuHyMma0. Ako obaue s cripete, Bammte cumnroMu Moxe
Jia ce Bb30OHOBSIT.

AKO UMaTe HIKaKBH JIOTTBJIHUTETHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MTOMUTANTE
Bamus nexap winu gapmarieBr.

4. Bb3MOKHI HexkeTaHU peaKIuu

KakTro Bcuukmu JICKapCTBaA, TOBA JICKAPCTBO MOXKE J1a IPEAMN3BHUKA HEXKECIaHNU p€aKIUH, BBIIPEKU Y€ HE
BCCKM I' ITIOJTy4aBa.

Cepnomn HE/KECJIAaHH peaKIuU
Hsxown mamueHTH MOXKe 1a UMaT CCPUO3HHU HEKEJIIaHN pCaKIU, IIPHU KOUTO Aa CE Hajlara Cri€lrio
JICUYCHUC.

AJlepruyHM peakunu — MOKe 1a U3UCKBAT cnemHo jJeyenue. Uudopmupaiite Bamus gexap win
He320aBHO NMOThpceTe CIElIHA MeIUIUHCKA IOMOIL, aK0 3a0e/iesKiuTe HAKOM 0T cJIeJHUTe
NMPU3HAIM.
° Cepuo3HHTE aJIePTUYHA PeakinH (,,aHadumakcus’”) ca peaKu Ipu Xopa, IpUeMaIi

ycreknHyMab (Moxke ia 3acerHar g0 1 Ha 1000 gymm). [Ipu3HanuTe BKIIOYBAT:

o) 3aTPyAHCHO JUIIAHE WU TPETThIaHe

o HHUCKO KPHBHO HaJISTaHEe, KOSTO MOXKE Ja MPUYUHY 3aMastHOCT MJIH CBETOBBPTEK

o) MOAyBaHE Ha JUIIETO, YCTHUTE, yCTaTa WIH I'BPIIOTO.
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o UYecTuTe MpU3HAIM HA AJICPTUYHA PEAKIIHS BKIIFOUBAT KOKEH OOPUB U YPTHKApUs (MOXKE
na 3acersat g0 1 Ha 100 mgyrmm).

B peaxu caydan ce cp001aBaT aJilepruyHu 0e10ApoOHN peakuuu 1 0e10Apo0HO
BBb3NaJleHHe NPH NAlHEeHTH, KOUTO MOJIy4YaBaT ycTeKMHyMa0. YBegomere Beqnara Bamms
JIeKap, aKo MOJIy4YuTe CUMIITOMH KaTo KallJIMIa, 3a4yX U BUCOKA TeMIlepaTypa.

AKXO moTyunTe cepruo3Ha alepruyHa peakuus, Bamusar nekap moxe ia pem, ye Bue He TpsiOBa 1a
ynotpebsBare Pyzchiva oTHOBO.

NHdexnnn — Moke 1a M3UCKBAT clielIHo JieyeHue. Undopmupaiite Bamms gekap, ako
3a0es1e:KUTe HAKOH OT CJIeIHUTE NPU3HALM.

o MH(EKIUNUTE HAa HOCA WK I'BPJIOTO M IPOCTyIaTa ca 4ecTH (MOXe Ja 3acerHart 1o 1 Ha
10 mymm)

o WHQEKIMUTE HA TOTHUTE TUXATESITHH MbTUINA (IPhAHU HHPEKINH) ca HedecTH (MOXKe Ja
3acerHat o 1 va 100 mymm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (IIEIYIUT) € HedecTo (MOoKe Ja 3acerHe 0 1 Ha
100 mymm)

o xepriec 30ctep (Buj O00Jle3HEH OOPHB ¢ MEXYpH) € HedecT (MoXe Ja 3acerHaT o 1 Ha
100 mymm)

Ycreknaymab Moxe J1a HaMaiu crmocoOHocTTa Bu fa ce 6opure ¢ nabeknmnu. Hiaxon nabexknnn
MOJKE J]a CTaHAT CEPHO3HH U MOXKE JIa BKIIFOUBAT MH(PEKINH, IPUUYUHEHU OT BUPYCH, THOMUKH,
OakTepuH (BKJIIOYUTEIHO TyOepKyI03a) WU Mapa3uTH, BKIIOYATETHO HH(EKIINU, KOUTO
BB3HUKBAT MIPEIMMHO MIPH XOpa ¢ oTciaadeHa IMyHHa cucTeMa (OTIOPTIOHUCTHYHN HH(EKITIH).
[Ipyn manmeHTy, MoTyYaBaliy yCTeKHHyMa0, ce ChoOIIaBaT OMIOPTIOHUCTUYHH NHOEKINN Ha
MO3bKa (eHIeaanT, MeHUHTHUT), OeuTe ApoOOBE U OUUTE.

Jlokarto u3noi3Bare yCTeKHHYMa0, TpIOBa Jja ciieiuTe 3a Mpu3HaI| Ha uHpekus. Te BKIovBar:
o BHCOKAa TEMITEPATypa, TPHUITONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Tero

yMOpa WK 3a]TyX, YIIOpUTA KalUTHIa

TOTIIIA, 3a4epBeHa U OOJIe3HeHa KOXKa WiTH 0OJIe3HEH KOXKEH OOpUB C MEXypH

napeHe Mpu ypUHUpPaHEe

Jaapust

3pHUTEITHO CMYIIICHUE WM 3ary0a Ha 3peHue

rJ1aBo0oIKe, CKOBAHOCT HAa BPaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, FaJICHE WK
00BPKaHOCT.

Hudopmupaiite Barms jgekap BeaHara, ako 3a0e/Ie)KUTe HAKOH OT Te3H MpU3HALKM Ha
nHpeknus. Te morat na ObAaT MpU3HANK HAa HH()EKIMK KaTO TPhIHU UH(PEKIINU, KOKHU
WHQEKINHU, XepIIeC 30CTeP WIH ONMOPTIOHUCTHYHYN HH(EKIIUN, KOUTO MOTAT J1a J0BEaT JI0
cepuo3Hu ycaoxHenus. Hpopmupaiite Baius ekap, ako uMaTe HAKaKBa YIOPUTA WITH
noBTapsIia ce nHPEKIMs. BamusT gekap Moxe J1a pelny, 4e He TpsiOBa J1a ynotpedspare
yCTeKMHYMa0, Nokato nH(pekusaTa He Ob/ie u3JIeKyBaHa. YBenomere Bammus nexap, u ako
HMaTe OTBOPCHU PAaHU WIN HapaHABaHUA, TBH KaTO MOXKE Ja ce I/IH(beKTI/IpaT.

JIromeHe Ha KOKaTa — HHTEH3NBHOTO 3a4epBsiBaHe U JIOMIEHE HA KOXKATa Ha MO-roJIaMa
VIO IO TSIJIOTO MOJKe /1a ca CHMIITOMM HA €PUTPOAEPMHUYEH NCOPHA3UC WIIH
eKc(oINaTHBEH JePMAaTHT, KOMTO €a CEPHO3HH KOKHHU 3200/1s1BaHUs. AKO 3a0eJie:KuTe
HSIKOM OT Te3W NMpHU3HALM, TPAOBa 1a nH(popMupare Bammus nexap He3abaBHO.

JApyru HexeJIaHU peakuHu
Yectu HexeaaHu peaknun (Moxe Aa 3acerHar 7o 1 Ha 10 mymm):

o Anapusa
o raacHe
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HOBpPBILAHE
ymopa

3aMastHOCT

riaBo0osme

cbpOex (IpypHUTYC)

OoJika B I'bpOa, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJIEHO I'bPJIO

3auepBsBaHe M OOJIKA Ha MACTOTO Ha WH)KEKTHPAHE
UH(EKIs Ha CHHYCUTE

HeuecTu HexkenaHu peakuuu (Moxe jaa 3acernat g0 1 ma 100 gymm):

WHQEKIMH Ha 350HTE

BarMHaJIHA HHQEKIHS, TPUINHEHA OT I'bONYKH

JIeTpECHst

3aIyIIeH HOC WU Xpema

KBbPBCHE, IOCHMHABAHC, BTBbPAABAHC, IIOAYBAHC U c1,p6e>1< Ha MACTOTO Ha MHKCKTHUPAHC

ycelnaHe 3a ci1adbocT

CraJjaHe Ha KJiermaya U M3KpUBSIBaHEe Ha MyCKYJIMTE Ha elHaTa MOJOBHHA Ha JIMLIETO

(,,TuTieBa mapanusa” Wi ,,apann3a Ha bex’”), KosiTo OOMKHOBEHO € BpeMEeHHA

. MPOMsIHA Ha MICOpUA3UCa ChC 3aUCPBABAHE M HOBU MAJIKH, JXBJITH WK OCITH MEXYPH 110
KOXKaTa, TIOHAKOTra MPHUPYKEHH ¢ TeMIepaTypa (IIyCTyJI03eH ICOpUa3uc)
OeneHe Ha KoXkaTta (eKcQoranys Ha KOXKaTa)

. aKHe

Penku Hexxes1aHU JieKapCcTBeHH peakiuu (Moxke na 3acerrar a0 1 Ha 1 000 gymm)

. 3auepBsiBaHE U JIIOIICHE HA KOYKaTa Ha MO-ToJsiMa IUIOIL TI0 TAJI0TO, KOUTO MOXKeE /1
CBpOAT MK 11a ca 6os1e3HeHn (exchonmmaTuBeH nepMaTtuT). [1ogo0HN cUMITOMH
MOHSIKOTa CE Pa3BHBAT KaTO €CTECTBEHA MIPOMsIHA Ha BUAa HA CHMIITOMUTE Ha IICOPHA3HC
(epuTpoAEpMHYEH NICOPUA3HC)

. Brananenue Ha MankuTe KPbBOHOCHHU ChAOBE, KOSTO MOXKE J1a IOBEZE A0 KOKEH OOPHUB C
MAaJIKM YePBEHHU WU JIHIIABH MOy TUHH, TeMIIepaTypa Wi 00JiKa B cTaBuUTe (BACKYJIHT).

MHoro penku He;keJl1aHH JIeKapcTBeHU peakuuu (Moxe na 3acerHat 7o 1 Ha 10 000 mymm)

. O0pa3yBaHe Ha MEXYpH 110 KOXKaTa, KOATO MOXe Ja Ob/ie 3auepBeHa, Chposia u
0ose3HeHa (0yno3eH nemMQuron)
. KOYKEH JTYIyC epUTEMATOICC U JIYITyC-TIOA00EH CHHAPOM (YepBEH, HATUTHAT, JIFOIICI] Ce

00pYB B M3JI0KEHHUTE HA CIBHIIE YYACTHIU Ha KOXKAaTa, KOWUTO MOXKE Jia € MIPHIPYKEH OT
0OJIKU B CTABUTE).

Cho0maBaHe Ha HeKeJaAHHU peaKInu

AKO TIOITyYUTe HIKAKBU HEKEJIaHH JICKApCTBEHH PEakIiy, yBeaoMeTe Bamus nexap wiu gpapmarenT.
ToBa BKIIIOYBA ¥ BCHYKH BH3MOKHU HEOMTMCAHM B Ta3M JINCTOBKA HEXEJIAaHU peakunu. MokeTe ChIIo
Ja ChOOIIUTE HEXKENIaHU PeakLUK JUPEKTHO Yype3 HallMOHAIHATa CUCTEMA 3a ChOOILIaBaHe, MOCOYCHA B
IIpunoxenne V. Kato cro01maBare HeXXeIaHA PEaKIIMH, MOXKETE J1a TaJIeTe CBOSI IIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(PpOpManns OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Pyzchiva

o Ja ce cpxpaHsBa Ha MSCTO, HEOCTHITHO 32 JIETia.

. Ja ce cexpanssa B ximagmiauK (2 °C—8 °C). [la He ce 3ampassiba.

o ChbxpaHsBaliTe MPeIBAPUTEIHO HAIbJIHEHATA CIPUHI[OBKA B KAPTOHEHATA ONIAKOBKA, 3a JIa Ce
MpeJna3y OT CBETINHA.

o AKO € HeoO0X0IMMO, OTJEIHUTE MIPEIBAPUTEITHO HAITBITHEHH CIIPUHIIOBKU Pyzchiva Moxe chIio

Jla ce ChXpaHsIBaT IpH cTaiiHa Temmeparypa a0 30 °C eqHOKpaTHO 32 MAKCUMAJICH IIEPUO.T 110
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35 nHM B OpUTHHAIHATA KaPTOHEHA OTAKOBKa, 32 J]a Ce MPEena3siT OT CBETINHA. 3aluIieTe
JaTara, Ha KOSATO MPeIBapUTETHO HAITbIHEHATa CIIPUHIIOBKA € M3BaJIeHa 3a IbPBH BT OT
XJIaJIUTHAKA HAa 0003HAYSHOTO HA KapTOHEHATa OMAaKoOBKa MACTO. [1o Besko BpeMe npeau
W3TUYAHETO Ha TO3H MEPHOJ MPOAYKTHT STHOKPATHO MOXKE J1a ObJie BbpHAT OTHOBO B
XJIaUITHAKA, KBAETO JIa Ce ChXpaHsBa 10 U3THYaHE Ha CPOKA Ha TOAHOCT. M3XBBpIeTe
CIIPHUHIIOBKATa, aKO HE C€ M3I0JI3Ba CJIe]l ChbXpaHEeHHe MIPH CTaifHa TeMIlepaTypa B paMKHUTE Ha
MaKCHMAJTHUS TIEPUOJ OT 35 JTHU WK CJie]] M3THYaHe Ha OPUTHHAIHUS CPOK Ha TOJTHOCT, B
3aBUCUMOCT OT TOBa, KO€ OT JIBETE HACTHITH O-PAHO.

o He pazknamaiite mpenBaputeIHo HaITbIHEHUTE cIpuHIIOBKY Pyzchiva. [IpogbmkurenHoTo
SHEePTUYHO pa3KIIallaHe MOKE Jia TIOBPEIHU JIEKApCTBOTO.

He n3noJ3BaiiTe TOBa J1eKapCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €THKETa U KApTOHEHATa OMAaKOBKa CIIe]
»EXP“/,,Tonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPs Ha MOCICAHMS JCH OT IMOCOYCHHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT IUTyBAIU Yy>KIH YaCTHIINA
(BmxTe Touka 6 ,,Kak m3rnexaa Pyzchiva u kakBo chIbpika omakoBKaTa“);

o aKo 3HACTE WJIM CMATATE, Ye MOJKE Jia € Ouyla U3JI0’KeHa Ha EKCTPEMHHU TeMIieparypu (KaTo
WHIIMJICHTHO 3aMpPBh3BaHE MU 3arpsiBaHe);

° aKO MPOAYKTHT € O CHEPrHYHO Pa3KIIaTeH.

Pyzchiva e camo 3a eqHOKpaTHa yrioTpeda. Hem3non3BaHUAT MPOIyKT, OCTaHAI B CIIPUHIIOBKATA,
Tps0Ba 1a ce M3XBBPIH. He M3XBHPIIANTE TekapcTBaTa B KAHAIM3ANKATA MIIH B KOHTEHHepa 3a
JoMainiHu otnarbiy. [lonuraiite Bamus dapManieBT kak a U3XBBPIIATE JCKapCTBaTa, KOUTO BeUe HE
M3noa3Bare. Te3n MepKH Iie CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpeaa.

6. Ci,)n,p)lca}me Ha OIMaKOBKaTa U JO0NNbJIHHUTE/IHA PIH(l)OpMaIIPIﬂ

Kakso cbabp:xa Pyzchiva

. AKTHBHO BEILIECTBO: YCTEKHHYMa0. Besika npenBapuTeTHO HaITbJIHEHA CIIPUHLIOBKA ChABPKA
45 mg ycrekuayma6 B 0,5 ml.
. [pyrute cbcTaBKU ca XUCTUAMH, XUCTUAMHOB XUIPOXJIOPUI MOHOXUAPAT, monucopoat 80

(E 433), 3axapo3a, Boaa 32 WHXEKIIHH.

Kak nm3rnexna Pyzchiva u kakBo cbabpika onakoBkaTa

Pyzchiva e 6uctbp, 6e3uBeTeH 10 OJIeT0KBIAT HHKEKINOHEH pa3TBOp. Toi MOXe Aa ChIbpiKa
HSIKOJIKO JIpeOHHM TOIyIPO3pauHy WK Oeli YacTHIM NpoTerH. JlocTaBs ce B KapTOHEHA ONAaKOBKa,
ChABpIKAIIA e/THA CTHKJICHA ITPEBAPUTEIIHO HAITBIIHEHA CIIPUHIIOBKA OT | ml ¢ eanHuyHa 103a. Besika
Npe/IBapUTETHO HAITbJIHEHA CIIPHHIIOBKA ChAbpKa 45 mg ycreknnymad B 0,5 ml HHXeKIMOHEH
pasTBop.

IIpuTexkaTes Ha pa3penieHHeTO 3a yIOTPeda M MPOM3BOIUTE
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

3a JOITBJIHUTCIIHA I/IHQ)OpMaIH/ISI OTHOCHO TOBaA JIEKApCTBO, MOJIA, CBBPKETE CE C JIOKATTHUA
MNPpEACTABUTCII HA IPUTCIKATCIIA HAa pa3pCIICHUCTO 3a yrIOTpe6a:

Belgié/Belgique/Belgien

Sandoz nv/sa
Tél/Tel: +32 2 722 97 97
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Bbbarapus
Cannos bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.t.0.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

E\rada

SANDOZ HELLAS MONOITPOXQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 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 81280696

Kvmpog

SANDOZ HELLAS MONOIIPOZQIIH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocaeaumoct:

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romaénia
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

3a f1a ce moIo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SCHO J1a CE 3arMCBarT.
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JlaTa Ha mocJieaHo mpepasriexaade Ha aucropkata MM /I'TTT.
JApyru n3touyHunu Ha nHGoOpManus

IToapoOHa uHOpMaLKs 3a TOBA JIEKapCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
IO JIeKapcTBata https://www.ema.europa.eu/.
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Yka3anus 3a NMPUJI0KCHUE

B HawanoTo Ha J€4eHHMETO MENUIIMHCKH crienranuct e Bu nocraBu Bamara nepBa nrkekuus. Bue

u Bammsr nekap obaue moxe na pemmre, ye Bue camu Moske na cu umxektupare Pyzchiva. B takss

clIydJaii I1ie mpeMHHeTe 00yUYeHHe Kak Ja nHxektupare Pyzchiva. 'opopere ¢ Bamus niekap, ako

MMaTe BBIIPOCH OTHOCHO MOCTaBSIHETO HA MHXKEKLUATA.

. He cmecgaiite Pyzchiva ¢ aipyru Te4HOCTH 3a HHXKEKITUS.

. He pazknamaiite npeiBapuTeIHO HAITBJIHEHUTE CIIPUHIIOBKH Pyzchiva. [IpuunHara 3a ToBa e,
Yye CHJIHOTO pa3KIIalllaHe MOJKe J1a IOBPEAM JieKapcTBOTO. He ynoTpebsBaiite 1ekapcTBOTO, aKo
€ OWJIO CHITHO pa3KJIaTeHo.

Ha (I)Hrypa 1 e mokaszaHo Kak H3rjexKaa rnpeaABapuTCIIHO HAITBJIHCHATa CIIPUHIIOBKA.

Crobu Ha
npeanasuTena Ha

KoHutponHo  Kopnyc vrnata
nposop4e bytano
S |
il Gy DG *
N
Kanaye Ha urnata Wrna Etmker
Mhaea Ha
byTtanoto
Qurypa 1

1. IlpoBepeTe Oposi HA NPeABAPUTEIHO HAITBJIHEHUTE CHIPUHIOBKH U NOAT0TBETEe MaTepHaJInTe:

IToaroroBka 3a U3MoOI3BaHE Ha MPEABAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA

o W3Banere npeaBapuTEIIHO HAITBIHEHATA CIIPUHLOBKA/CIIPUHIIOBKY OT XJIaguinHuka. Ocrasere s
Jla TIPECTOU OKOJIO IIOJIOBHMH 4ac U3BBH KyTHATa. ToBa 1€ I03BOIM HA TEUHOCTTA J1a JOCTUTHE
NOJXO0IAIIa TeMIIepaTypa 3a MHXKEKTHpaHe (CTaliHa Temneparypa). He 3aToruisiite
NpeIBapUTEIHO HATbJIHEHATa CIPUHIIOBKA 110 HUKAKBB IPYT HAuUH (HaIpuMep He 5
3aTOIUISINTE B MUKPOBBJIHOBA MI€UKa WU B ropeia Bosa). He cBangiite kanaykara Ha UrJara,
JIOKaTO TEYHOCTTA HE JOCTUTHE CTaliHa TeMIIepaTypa.

o XBaHeTe KOpIyca Ha CIIPUHIIOBKATa TaKa, 4ye MOKPUTATa ¢ Kaladka Uriia ia COYH Harope.

o He xBamaiite riaBara Ha OyTanoTo, OyTaaoTo, CTPAaHULIUTE HA IpeIa3uTelIsl Ha Urjiarta uin
Karaykara Ha Wrjara.

o He uznppmBaiiTe OyTanoro.

o He cBansiiTe kanaukara Ha MTJaTa OT CIPHHIIOBKATA, TOKATO HE MPOYETETe B MHCTPYKIHATA 32
TOBA.

[IpoBepere mpeaBapUTEIHO HATBJIHEHATA CIPUHIIOBKA/CIIPUHLIOBKHY, 32 1a CE YBEPUTE, Ue

. OposT Ha MPEABAPUTEIHO HAITBITHEHUTE CIIPUHIIOBKU U KOJTMYECTBOTO Ha aKTHBHOTO BELIECTBO

B 1030Ba €AMHUIIA Ca BEPHU

o ako Bamara nosza e 45 mg, me nonyuure eaHa 45 mg npeaBapuUTEIHO HaIlbJIHEHA
crpuHIoBKka Pyzchiva;

o ako Bamrara noza e 90 mg, me noxyunre ABe 45 mg MpeaBapUTETHO HAITBITHEHN
cnpuHIoBKU Pyzchiva u me TpsOBa 1a cu moctaBute ABe MHKeKIuH. M30epere nBe
Pa3InYHU MeCTa Ha MHKEKTUpaHe (HanpuMep eAHaTa WHXKEKLUS B JSICHOTO Oenipo, a
JpyraTta — B JIIBOTO) U TU HallpaBeTe eHa Clel APYra;

TOBA € MPABUIIHOTO JIEKAPCTBO;

CPOKBT Ha FOAHOCT HE € U3TEKBJI;

IpeJBapUTEIHO HAITbJIHEHATA CIIPUHIIOBKA HE € [I0BPEJIeHa;

Pa3TBOPHT B CIPHHIIOBKATA € OMCTHP M Oe31BETEH 10 OIe10 KBIIT;
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L Pa3TBOPBHT B CIIPUHIOBKATA HE € C IPOMCHCH LBAT UJIKM MBTCH U HC CbABPiKA TYKAU YaCTULIA,
L4 Pa3TBOPHT B CIIPUHIIOBKATA HE € 3aMPBb3HAJ.

Cpbepere BCHUKH MaTepUalld, OT KOUTO C€ HY>KIAaeTe M TH IIOCTaBeTe BhPXY YMCTa MOBBPXHOCT. Te
BKIIFOYBAT aHTUCENTHYHHU KBPITUYKH, TAMYYHH TAMIIOHH HIJIM Mapiy U KOHTEWHEP 32 OCTPU MPEAMETH.

2. U36epeTe M MOATrOTBETE MACTOTO 32 HHIKEKTHPAHE:
H306epere mscTo 3a uHKeKTHpaHne (BXK. Gurypa 2)

o Pyzchiva ce npunara upe3 WHXEKIHUS 10/ KokaTa (TI0IKOXKHO).

. [Moxxoasamm MecTa 3a MHXEKTHpaHE ca TOpPHATa 4acT Ha OeIpOTO Wil 00J1acTTa OKOJIO KopeMa
Ha pa3CTOsIHUE HA-MaJKo 5 CM OT IbIIa.

. AKO € Bb3MOXKHO, HEe H3IOJI3BaiiTe 00IaCTH OT KOXKaTa C MPU3HAIM Ha TICOPHA3HC.

. Axo HsKO# Bu momara npu mocTaBsHETO Ha HHXEKIUATA, TOW/TS MOXKe J1a u30epe 1 ropHaTa

4acCT Ha pbKaTa KaTo MACTO 3a MHKXCKTHPAHEC.

*30HHTE B CHBO ca NPENOPBHYBAHUTE MECTA 3a MHIKEKTHPAHE.

Odurypa 2
[loaroreere MACTOTO 32 MH)KEKTHpaHE
o Uzmuiite ppiieTe cu MHOTO J00pe ChC CallyH M TOILIA BOJA.
o [TouncreTe KOXkaTa Ha MICTOTO 33 MHKEKTHPAHE C AHTUCENTHYHA KbpPITUYKA.
o He noxocBaiiTe noeue Ta3u 00JacT A0 MOCTABIHETO HA HHKEKIIMATA.
. HepneiiTe 1a BeeTe u He AyxaiTe BbpXy YMCTaTa 30Ha.

3. CBaJjieTe kanmauykaTa Ha urjara (B:x. ¢purypa 3):

° KanaukaTa Ha uriata He TpsiOBa Ja ce cBaJiA, JOKATO HE CTE TOTOBH Jla MHXKEKTUPATE J03aTa.
° Bzemere npeaBapuTenHo HabJIHEHATA CIIPUHIIOBKA U XBAHETE KOpPIIyca il ¢ eiHa pbKa.
° Ps3ko m3nppnaiite kanaykara Ha Urjiata B IpaBa MOCOKa U 5 U3XBbpJieTe. JlokaTto mpaBuTe

TOBA, HE HOKOCBaﬁTe 6yTaJ'IOTO.

Qurypa 3
o Moxe na 3a0enexuTe Bb3AYyIIeH MEXyp B MPeIBApUTETHO HAITbJIHEHATA CITPUHIIOBKA MITH
KaIlka TeYHOCT Ha BbpXa Ha uriata. ToBa € HOpMaJTHO M HE € HEOOX0AUMO J1a C€ OTCTPaHsBaT.
o He noxocaiite uriara u He s JONUpPaNTe B IPYTH HOBBPXHOCTH.
o He u3nosnsBaiite npeBapuTeIHO HATBIHEHATA CIIPHHIIOBKA, aKO 51 U3IIyCHETE C OTBOPEHA HIJIa.

Axo TOBa ce ciIyuH, ce CBhpKeTe ¢ Bamms nekap win GpapmarenT.
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L I/IH)KCKTHpaﬁTe Jo3aTta B€aHara, mom CBaJIMTC KalladKaTa Ha urjarta.

4. Un:kekTHpAaiiTe 103aTAa:

o XBaHEeTE MpeABapUTEITHO HAMTBJIHEHATA CIIPUHIIOBKA MEXKy CPEIHUS MPBCT U TIOKa3alera Ha
eIHaTa pbKa U IocTaBeTe Majiena CH BbpXY IJ1aBaTa Ha OyTanoTo, a ¢ Apyrara pbKa JEKO
CTHCHETE IIOYMCTEHAaTa KoXa MEXXAy najena u rnokasanena. He ctuckaiite cuiHo.

. He w3nbpnBaiite OyranoTo.

o C enHo OBP30 ABIKEHHE BKapalTe Urjiara B KOXKarta, JOKbAETO Moxe (BK. purypa 4).

Qurypa 4

. NmxexTupaiiTe UAI0TO KOJIMYECTBO OT JEKapCTBOTO, KaTO HaTHCKaTe OyTaloTo, JOKaTo
rJ1aBata My JOCTUTHE MEX/y CTPaHUIUTE Ha Tperna3uTens Ha uriata (Bx. gurypa 5).

®urypa 5

J KoraTo OyTanoTo cTuTHE 10 Kpas, He OTITyCcKaliTe HaTHCKa BbpXY IJIaBaTa My, U3BaJleTe UTiara
U IycHeTe Koxarta (Bxk. ¢purypa 6).

®@urypa 6

. baBHO oTcTpaHeTe majnena cu OT IJ1aBaTa Ha OyTayioTo, 3a Ja MO3BOJIMTE Ha Mpa3HaTa
CIIPHHIIOBKA Jla Ce MPUABMKU HArope, JOKATo IsIaTa Urjia ce MOKPHeE ¢ MPEIIa3suTesIs, KakTo €
MOKa3aHo Ha ¢urypa 7:
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5. Cnen nHxKeKTHpaHE:

[IputucHeTe aHTHCENTUYHA KBPIUYKA BbPXY MACTOTO HA MH)KEKTHPAHE B IPOJBIDKEHHE Ha
HSKOJIKO CEKYH/IH, CJIeJ] KaTO MOCTaBUTE WHKEKIMTA.

BB3MOXHO € Ha MACTOTO Ha MH)KEKTHPaHe Jja UMa MaJIKO KOJIMYECTBO KPBB MIIM TeUHOCT. ToBa
€ HOPMAaJIHO.

Moske aa MpUTHUCHETE MACTOTO Ha MH)KEKTHpaHE ¢ aMydeH TaMIIOH WX MapJis U Ja
3anbspxkute 10 cexyHan.

He pa3rbpkBaiite Ko’kaTa Ha MSICTOTO Ha MHXKEKTHpaHe. AKO € HEOOXOJIMO, MOXKE Ja CIIOKUTE
MaJIKa JIETIEHKa BbpXY MACTOTO Ha MHKEKTHPAHE.

6. U3xBbpJsine:

W3non3eaHuTe CIPUHIIOBKH TPSIOBA J]a CE MOCTABAT B HEMPOOMUBAEM KOHTEIHHEP, KaTO
KOHTelHepa 3a ocTpu npeameT (Bx. purypa 8). 3a Bamrara GezonacHoCT U 3apaBe U 3a
Oe3omacHOCTTa Ha IpyTryTe, HUKOra He W3I0J3BaiiTe HOBTOPHO CIIpUHIOBKUTE. V3XxBBHpIsiiTe
Banmst koHTeiHEp 3a OCTpH MPEIMETH B ChOTBETCTBHE C MECTHUTE Pa3NIOpeI0n.
AHTHCENTHYHNUTE KbPIMYKH U APYTH KOHCYMAaTHUBH MOXKE J1a C€ U3XBBPJIAT B OOLIMS OOKITYK.

Ourypa 8
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JlucroBka: undopmanus 3a norpeduTeNs

Pyzchiva 90 mg mH:KeKIMOHEeH Pa3TBOP B NPeABAPUTEIHO HAITBJIHEHA CIIPHHIOBKA
ycTekuHyMab (ustekinumab)

vTosn JICKApCTBEH MPOIYKT TOJICIKN HA JAOMBIHATEIHO HabmoaeHue. ToBa Iie mo3Boau ObP30TO
yCTaHOBSIBaHE HAa HOBa WHQOpPMAIHs OTHOCHO Oe3omacHocTTa. MoKeTe Jia Aajete cBOsl IPUHOC, KaTo
CHOOIIUTE BCSAKA HEXKENIaHa PEaKIUs, KOSATO CTe MOMYYHiId. 32 HaYWHA Ha ChOOI[aBaHEe HAa HEXKETaHH
peaxIu BIXKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMATEIHO LSIJIATA JUCTOBKA, IPEIHU 1A 3all0YHeTe Ja U3I10J13BaTe TOBA
JIEKapCTBO, Thil KATO TH ChABbP:Ka BajkHa 32 Bac nundopmanusi.

Ta3u JuCTOBKA € HANMCAHA 32 NMAllMeHTAa, KOITO MpueMa JIeKapCcTBOTO. AKO CTe POAUTE] UJIH
HACTOIHMK, KOWTO e npuaara Pyzchiva na nere, MoJisi npoyeTeTe BHUMATEIHO Ta3H
uH(popManmsi.

- 3amasere Ta3u JIMCTOBKA. MoOJKe /1a Ce HAJIOXKHU JIa s POYETETEe OTHORO.

- AKO UMaTe HIKAKBH JIOMBJIHUTEIHA BBIIPOCH, TTONUTaNTe Banius ekap ninu GpapmaresT.

- ToBa nexkapcTBO € mpeancaHo JInIHo Ha Bac. He ro npeoTcThnBaiite Ha Ipyru xopa. To Moxe
Jla UM HaBpeJIM, HE3aBUCHMO Ue MPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTto Baiure.

- AKO MONTyYuTe HIKAKBU HEeXKETaHU peakinu, yBeaomere Bammst nekap winu hapmarient. Toa
BKJTIOYBA U BCUYKH Bh3MOXKHH HEKENAHHM PEAKIIMU, HEOMUCAHU B Ta3W JTUCTOBKA. BrxkTe
Touka 4.

KakBo cbabpika Ta3H JHCTOBKA

Kaxso npencrasisBa Pyzchiva u 3a kakBo ce u3non3pa
Kakgro TpsiOBa 1a 3Haere, npeau Aa usnons3eare Pyzchiva
Kax ma nzmomssare Pyzchiva

BB3M0OXHN HEXEITaHN PEaKIIuH

Kak na cpxpansiBate Pyzchiva

CpbabpkaHye Ha ONIAaKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

AU R e

1. Kaxkso npeacraBassa Pyzchiva u 3a kakBo ce n3noJispa

Kakso npencrasiasBa Pyzchiva

Pyzchiva cpappika akTHBHOTO BEILIECTBO ,,yCTEKHUHYMa0™’, KOETO € MOHOKJIOHAJTHO aHTHUTSLIO.
MOHOKJIOHATHUTE aHTHTENA ca MPOTEHHHU, KOUTO pa3Mo3HaBaT U CBBP3BAT ONPEAEICHH crenudunanu
IPOTEHHH B OPTraHN3Ma.

Pyzchiva npunaanexxu kpM rpyIia JieKapcTBa, HapeueHH! ,,iMyHocympecopu”. Tesun nexkapcTBa
JefcTBaT, KATO HAMAJIABAT aKTUBHOCTTA HA YacT OT UMYHHATa CUCTEMA.

3a kakBo ce u3noJ3Ba Pyzchiva
Pyzchiva ce n3nomn3Ba 3a jieueHNE Ha CISAHUTE BH3MAIUTEIHN 3200 ISTBAaHU:

o [InakoB ncopuasuc - Npy Bb3pacTHU U A€Lia Ha B3pacT OT 6 TOAWHU U MO-TOJIEMHU
o IIcopuaTnueH apTpuT — Ipy Bb3pacTHU
. Ymepena 10 Texka 6onect Ha Kpon — npu Bb3pacTHu 1 Aena ¢ Terino Hai-manko 40 kg

IlnakoB ncopuasuc
,,I171TaK0OB TIcopra3nc’ € KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BH3MMAJICHUE, 3acsATaIlo KoKaTa U HOKTHUTE.
Pyzchiva HamajisiBa Bb3MAJICHUETO M IPYTUTE PU3HALIM Ha 3a00JIIBaHETO.

Pyzchiva CC MBIOJI3Ba IIPU Bb3PACTHU C YMCPCH [0 TCKBK IIJIAKOB IMICOPHUA3UC, KOUTO HC MOraT Ja
HM3I10JI3BAT HUKIIOCIIOPHUH, METOTPEKCAT UJIN Q)OTOTepaHI/ISI, MJIM KOIraTo TC3U JICUCHUA HE HeﬁCTBaT.
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Pyzchiva ce uzmon3Ba rpu fera 1 I0HOIIN Ha Bb3pacT 6 TOIWHU U MO-TOJIEMH C YMEPEH 10 TEXKBK
TUTAKOB IICOPHA3KC, KOUTO MMAT HETOHOCUMOCT KbM (DOTOTEPATIHSI WM JIPYTH CUCTEMHH TEPaInu, WK
KOraToO T€3U JICUCHHsSI HE JICHCTBAT.

I[lcopuaruyen apTput

[copuarudeH apTpHT € Bh3MAINTEITHO 3a00IIIBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO Iie Bu nekyBar ¢ Apyru JiekapcTBa. AKO
HE ce MOBJIMsETE JOCTaThUHO JT0Ope OT Te3u JieKapcTBa, Moxe J1a Bu ce nmpennume Pyzchiva, 3a na ce:

o HaMaJIT PU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nonoopu guznyeckoto Bu cherosiaue;
J 3a0aBu yBpeKIaHEeTO Ha Bamure craBw.

Boaect na Kpon

Bonecrra Ha KpoH e Bp3nmanurenno 3abonsBane Ha yepBara. Ako nMare 6osrect Ha KpoH mbpBo 1m1e
Bu ce magar npyru nekapcTBa. AKO HE ¢€ IOBJIHUSACTE JOCTATHYHO WIIM UMATE HEMTOHOCUMOCT KbM TE3U
nekapcTBa, Moxe aa Bu ce naje Pyzchiva 3a HamansiBaHe Ha NPU3HAIMTE U CAMIITOMUTE HA
3a00sBaHeTo BH.

2. Kakso TpsadBa na 3Haere, npeau aa uznouassare Pyzchiva

He uznoassaiite Pyzchiva

o AKO cTe aJIepruiHu KbM YCTEKHHYMAa0 TN HIKOS OT OCTaHAINTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKa 6).
o AKO MMaTe aKTHUBHA MHQEKIM, KOATO Bamusr iekap HaMupa 3a 3HaunMa.

AKO He CTe CUTypHU JIajli HIKOe OT U30POCHUTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexap win papmarieBT, mpeau na u3nonspare Pyzchiva.

Ipexynpesxnenns u NpeanasHu MepKU

I'oBopete ¢ Bamust nexap win ¢apmaneBT npenu aa usnonssate Pyzchiva. Bammusr nexap me
MIPOBEPH CHCTOSHUETO B mpen BCSKO JiedeHre. Y BeIOMETe CBOs Jiekap 3a Besika Barra 6omect
npeau Besiko Jeuenne. Coino Taka nHopmupaiite Bamus nexap, ako HACKOPO CTe OMIIM B KOHTAaKT C
YOBEK, KOWTO MOXKE /1a UMa TyOepKyJo3a. Bamust nexap me Bu npernena u mie HanpaBu n3cieBaHe
3a TyOepKyno3a, npenu aa usnonssare Pyzchiva. Axo BamusT nekap cMara, ge cTe U3JI0KeHH! Ha
PHCK OT TyOepKyJ103a, MOXKe 1a Bu npennuiie gexapcTsa 3a JICYEHUETO .

Crenere 32 cepHO3HU HEXKeJIAHHM PeaKIUU

Pyzchiva Moske 1a mpeu3BUKa CEPUO3HI HEXXEIAHU PEAKIMHU, BKJIFOUUTEIHO AJIEPTUYHI PEAKIUU U
uHexuu. TpsOBa a ciaequTe 3a ONpeAeIeHr NPU3HaLU Ha 3a00II1BaHMsL, JOKATO IpHEeMaTe
Pyzchiva. BmxTe ,,Cepno3Hu HexellaHu peakuuy’ B TOUKa 4 32 IBJIHMS CIIHCHK HA Te3U HEKEJIaHH
peaxuuu.

IIpenn na m3nonzeare Pyzchiva nndgopmupaiite Bammns nexap:

. AKO HAIKOra cTe UMAJIU AJIepruYHa peaKlusi KbM yCTeKMHYMa0. AKO HE CTe CUTYpHH,
nonuraiire Bamus nekap.

. AKO HAKOra cTe UMaJId HAKAKbB BHJ PaK — TOBA €, 3allI0TO UMYHOCYTIPECOPUTE KATO
yCTEeKHHYMa0 oTciaabBaT yacT OT UMyHHaTa cucTeMa. ToBa MOXKe Ja MIOBHIIK PHUCKA OT Pak.

. AKO cTe JIeKyBaHH 32 IICOPUA3HC C APYTH OMOJOTHYHH JIEKAPCTBa (JIeKapcTBo,

NMPOU3BEEeHO 0T OMOJI0rHYeH U3TOYHUK U O0MKHOBEHO NPUJIATAHO Ype3 HHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € II0-BUCOK.

. AKO UMaTe MJIH HACKOPO CTe NMaJIM MHpeKnmsi.

. AKO MMaTe HOBM MJIM IIPOMEHSIIIH Ce JIe3UH B YYaCTBLUTE C ICOPUA3UC WU 110
He3acerHaraTa Koa.

. AKO moJiy4yaBarte Jpyro jJedeHHe 3a NCOPUA3UC W/ MU NCOPUATHYEH AaPTPUT — KaTo IPYTH

UMYHOCYTpecopH uiH (oToTepamnus (KOraTo TSIOTO ce JeKyBa ¢ TUIl yaTpaBuosnerosa (UV)
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cBeTiMHA). Te3u JIedeHus ChIo MOYXKE JIa OTCIIA0AT YacT OT IMYHHATa cucTeMa. M3moimsBanero
Ha TE3U JICUCHHS 3a€THO C YCTEKHMHYMa0 HE € M3CiIeIBaHo. Br3MoxkHO ¢ 0bade, TO Aa YBEITUIHN
pHcKa oT 3a00JsIBaHUs, CBhP3aHH C 0TCIa0BaHE HA UMyHHATa CHCTEMA.

L Axko mojaydaBaTe WM HAKOra €Te nmojay4aBajii MH/KEKIUH 34 JICYCHUE HA AJICPTUH — HE €
HU3BCCTHO JaJIn yCTeKI/IHYMa6 MOKEC J1a OKa>XXC BJIMAHUC BbPXY TAX.
L4 AKo cTe Ha M HajJ 65 roguHM — MOXE J1a CTC IIO-CKJIOHHU KbM I/IH(l)eKI_II/II/I.

AKO He cTe CUTYPHH J1aiil HIKOE OT TOpen30pOeHNTE ce OTHACS 3a Bac, mocksBeTBaiite ce ¢ Bammus
nekap win papmarieBT, npeau na usnonspare Pyzchiva.

Hsikou marnmeHTH noyvaBart JyIyc-TIoA00HN peakiiy, BKIFOUYUTEITHO KOXKEH JIYITyC epuTeMaToieC 1
JyIyc-moA00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuaymal. ['oBopere Bennara ¢ Bamms sekap,
aKo IMOJyYHUTE YEPBEH, HAJAUTHAT, JIOLIEI] ce 0OPUB, MOHAKOI'a C MO-ThMHU IPAHULIU, B U3JI0KCHUTE
Ha CITBHIIC yYaCTBIM HA KOXKATa MIIM CTABHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HaOJI0aBaHu B ITPOYYBAHE TPH MAIEHTH C TICOPUA3UC, JIEKYBAHHU C
ycTeKHHyMa0. Barmst jekap peioBHO I1ie poBepsiBa PUCKOBUTE (PaKTOPH 3a Chp/ICUHO 3200 IsIBaHE U
uHCYNT pH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1Mo Moaxoasml HaunH. HezabaBHo noTbpcere
MEMIIMHCKA TTOMOIII, aKO MOJIy4nuTe 00JIKa B I'bPANTE, C1A00CT WM HEOOUYAMHO yCelllaHe OT eIHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT HaA JIMIETO UJIW T'OBOPHU WIX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIH

YcreknHymab He ce IpenopbyBa 3a yrnorpeda nmpu Jela Ha Bb3pacT oA 6 TOAMHYU ¢ TICOPHUA3NUC, Aena
¢ 6onect Ha Kpon ¢ Terno nox 40 kg nnm nipu fena Ha B3pacT 1o 18 roguHu ¢ ICOpHaTHIeH
apTpPUT, 3aL0TO HE € IPOYyYBaH IIPH Ta3H Bb3pacToBa Ipyna.

Jpyru nexkapcTBa, BakcuHu 1 Pyzchiva
TpsbBa ma kaxxeTe Ha Bamms jgexap wim (hapmareBT:

o AKo npuemMaTte, HaCKOpO CTe IIPUEMalI WK € Bb3MOXKHO A3 IPUEMETe IPyTH JIEKapCTBa.

. Axo Hackopo Bu e npaBena nnu mianupate n1a Bu ce npaBu BakcuHanus. JJokato nu3noaspare
Pyzchiva, Hskou BuioBe BakCUHM (KMBH BaKCHHH) HE TpsIOBa Ja ce mpuiarart.

o Axo cte momrydaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TpsOBa Jja KayKeTe Ha JeKaps Ha

0cbero Bu 3a neuenuero ¢ Pyzchiva, mpeau To 1a moiy4yu KakBaTo U Jia € BaKCHHa,
BKJTFOUMTEITHO JKUBY BakCcHHH, KaTo bI[JK BakcuHa (M3mo13BaHa 3a mpeana3Bade oT
TyOepKyno3a). JKuBuTe BakCHHU He ce MpernophyuBar 3a Bamero 6ebe mpe3 mppBUTE [BaHAAECET
Mecela ciiesl paXJaHeTo, ako cTe noinydaBanu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JeKkapAT Ha BameTo 6e6e He Tpenophyia IpyTo.

BpemMeHHOCT M KbpMeHe

. AKo cte OpeMeHHa, cMATaTe, 9¢ MOXKE J1a CTe OpeMeHHa WM IIaHupaTe OpeMEeHHOCT,
MOoChBETBalTE ce ¢ Bamms nekap npeau ynorpedarta Ha TOBa JEKapCTBO.
. He e HaOiroiaBaH o-BUCOK PUCK OT BpoAcHHU AedexTn mpu Oedera, H3II0KEHU Ha yCTEKHHYMa0

B yTpoOata. [lanHuTe oT ynorpedara Ha yCTeKMHYMa0 ipu OpeMeHHH JKeHH obade ca
orpanmnueHu. [lopaau ToBa e 3a mpeIoYnTaHe Ja ce U30srea ynorpedara Ha YyCTEKUHYMa0 1Mo
BpeMe Ha OpEMEHHOCT.

. AKO cTe JKeHa ¢ IeTepOJICH OTeHLMAI, KeJIaTeJIHO € Ja He 3a0peMeHsIBaTe U Ja U3I0I3BaTe
MOAXOIAIIL TPOTHBO3aYaThueH METO/I, KOTaTo M3I0JI3BaTe yCTeKMHYyMal U moHe 15 ceamuim
CJIe]] MOCTIeTHOTO NpUIIaraHe Ha YCTeKHHyMao.

. Pyzchiva Moxxe 51a mpemuHe mpe3 IuialeHTaTa B HepoJIeHoTo 6ede. AKO cTe ToTydaBaiiu
Pyzchiva no Bpeme Ha OpemeHHOCTTa cH, 6e6eTo Bu MoXke 1a uMa Mmo-BUCOK PUCK OT
UHQEKIHA.

. BaxHo e ga kaxxere Ha JiekapuTe Ha Bamero 6e6e u Apyri MEANLIMHCKH CIELUAIUCTH, aKO CTEe

nony4asaiu Pyzchiva o Bpeme Ha OpeMEHHOCTTA CH, TIpein 6e0eTo Ja MOTyYH KaKBaTo U Jia €
BakcuHa. )KuBu Bakcunu, kato BII)K BakcuHa (n3non3BaHa 3a npejmnasBaHe oT TyOepKyio3a) He
ce mpenopbyBar 3a Bamrero 6e0e npe3 mppBUTE IBaHAJECET Mecela CIe]] paXK1aHeTo, aKo CTe
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nosydaBaiu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JiekapsaT Ha Baiero 0ebe He
mpenopwYa Jpyro.

. YcerekuaymMa0 MOXKE J1a TIPEMHUHE B KbpMaTa B MHOTO MaJIKH KoyimdecTBa. [lockBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WK aKo TUTaHUpaTe Aa KbpMmute. Bue u BamusT nexap tpsOBa qa
pemmnTe xanu TpsoBa Ja KbPMUTE WM JIa U3M0I3BaTe YCTCKUHYMaO — He TIPaBeTe U JIBETe.

lodupane u padoTa ¢ MAIIMHU
YcTeknHyMa He MOBIIMSIBA WK TIOBIUSBA IPEHEOPE)KUMO CIIOCOOHOCTTA 3a modupaHe u padoTa ¢
MaITuHH.

Pyzchiva cbabpika nonucopoar 80 (E433)

Tosa nexapctBo cpappika 0,04 mg nonucopdat 80 (E433) BbB Besika npenBapuTeTHO HAITbJIHEHA
cnpunnoBka (1 ml), kouto ca exkBuBanenTHr Ha 0,04 mg/ml. [TonrcopbaTuTe Morar 1a IPUIUHST
alepruuHy peakuuu. TpsaOBa na kaxere Ha Bamus nekap, ako ©MaTe yCTaHOBEHH aJepruu.

3. Kak na uznoassarte Pyzchiva

Pyzchiva e npenHasHaveH 3a ynorpeba 1o/ pbKOBOJACTBOTO U KOHTPOJIA Ha JIEKap C OMHT B JICYSHHUETO
Ha 3a00JIsIBaHMs, 32 KOUTO € Ioka3aH Pyzchiva.

Bunaru n3non3saiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He cTe CUTYpHH B
Helno, nonuTaiTe Bamus nekap. [loceBeTBaliTe ce ¢ Bamms nekap 3a ToBa, kora e Bu ce nocrassar
WHXEKIIMUTE U KOTa I ca CIIeIBAIIUTEe KOHTPOJIHU MIPETIICIH.

Kakso koanuyectBo Pyzchiva ce npuiara
Bammsar nexap 1ie pemm kakBo KonudecTBo Pyzchiva TpssOBa qa monmy4nre u 3a KaKbB MEPHOI OT
BpeMe.

Bo3pacTan Ha 18 roquHN WM No-rojieMu
Ilcopuasuc niiu ncopuaTuveH apTpUT

. [Ipenopbuntennata HavaiHa g03a e 45 mg Pyzchiva. [Tanuentu ¢ Terio Hazg
100 xmorpama (kg) Mosxe ma 3amodHat ¢ 1o3a 90 mg BmecTo 45 mg.
o Cnen HauanHaTa 103a, ciiefiBamiara Bu no3a me 0b1e 4 ceMHIM I0-KbCHO U CIIE] TOBA Ha

Bceku 12 ceaqmuiy. Crneasammre 1031 OOMKHOBEHO ca ChIMTE, KATO HaYaIHaTa J034.

Boaect na Kpon

o ITo Bpeme Ha neuenuero Bamwsr iekap e Bu npuinoxu mbpearta 103a 0T TPUOITH3UTEITHO
6 mg/kg Pyzchiva upe3 kankoBo BiiMBaHe BB BeHa Ha phKaTa (MHTpaBeHO3Ha nH(Yy3ms). Crex
HavajHaTa 71033, e MoJyJuTe ciensamiara 103a 90 mg Pyzchiva cnex 8 ceqmurniu, ciien ToBa
npe3 12 ceamuiy Ype3 WHXKEKIHS MOJT KoXKaTa (IIOAKOXKHO).

o IIpu HAKOM MaIMEHTH, CIIe] ITbpBaTa NoAKoKHA HHkKekius, 90 mg Pyzchiva moxe na ce
mpuiara npe3 8§ ceaMuIld. BammsT gexap 1ie penru Kora TpsoBa /1a TOJIy4IUTe CIeaBaIlaTa CH
J103a.

Jeua v 10HOIIIM HA 6 TOAMHYU WM MO-T0JIeMH

IIcopuasuc

. Jlekapst TpsiOBa aa ompezesu npaBuiIHaTa 3a Bac 103a, BKIIFOUHUTEIIHO U KOJIMYECTBOTO (00ema)
Pyzchiva, koiiTo TpsiOBa 1a ce MHXKEKTHUPA, 3a J1a € MpaBWIIHA Jo3ata. [[paBuiHaTa no3a 3a Bac
1Ie 3aBHCH OT BameTo TenecHo Terio 1o BpeMe Ha BCsSKa J103a.

o ®nakoH ¢ 45 mg e HaJMYeH 3a Jiena, KOUTO TPsiOBa Ja MoJTydar II0-MaJiko OT IThJIHATA 71032 OT
45 mg.

. Axo texure on 60 kg, npernoppuntennara no3a e 0,75 mg Pyzchiva Ha kunorpam teiaecHo
TETJIO.

. Axo texure ot 60 kg 1o 100 kg, npenopruntennara no3a e 45 mg Pyzchiva.

. Axo texure noeue oT 100 kg, mpenoppunrtennara nqo3a e 90 mg Pyzchiva.
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) Cnen HavajiHaTa 1034, cieaBaara Bu qo3a e 0bae 4 ce AMHLIM ITO-KBCHO U CJIE TOBa Ha
BcekH 12 cenmurim.

Jena c TerJio Haili-manko 40 kg

Boaect na Kpon

o ITo Bpeme Ha nedeHueTo Bammsar ekap 1ie IpuaoXkKH ImspBara j03a ot npubnmsurenHo 6 mg/kg
Pyzchiva upe3 kankoBo BIuBaHE BHB BeHa Ha pbKkaTa Bu (mHTpaBeHo3Ha nHPY3Hs). Ciien
HavajHaTa 7034 IIe [oJIydnTe ciieapamiaTa 1o3a 90 mg Pyzchiva cnen 8 cenmuiy, a cien Tosa
Ha BCEKH 12 CeMUIIM Ype3 WHKEKIIH 101 Koxkata (,,II0KOKHO™).

o [Ipu HAKOM MaNMeHTH, CJIe] TbpBaTa MoAKOX)Ha nHxkekIus, 90 mg Pyzchiva moxe na ce
mpuiara nmpe3 8 ceaMuItd. BammsT nekap e pemnu kora TpsoBa /1a MoJIyIuTe claeaBaliara cu
J103a.

Kak ce npuiiara Pyzchiva

o Pyzchiva ce mpunara kaTo HHXEKIHMs MO KoxkaTa (TIOAKOXHO). B HawanoTo Ha Bamiero
nedenue, Pyzchiva Moxe 1a ce MHXXEKTHpa OT JISKap WM MEIUIIMHCKA CEeCTpa.

. Bue u Bammsit nexap obaue Moke Jia pemuTe, ue Buie camu Moxke Ja ci HHKEKTUpaTe
Pyzchiva. B TaksB cirydaii me npeMuHeTe 00y4eHue Kak Aa cu nHkektupare Pyzchiva
CaMOCTOSITEITHO.

o 3a yka3aHus Kak aa nxekrupare Pyzchiva Buwxkre ,,YkazaHus 3a npuiokeHue” B Kpasi Ha Ta3u
JIUCTOBKA.

I'oBopere ¢ Bamms siekap, ako uMarte BBIIPOCH OTHOCHO TOBA KaK CaMH JIa TIOCTaBSITE WHKEKIUITA.

AKO cTe H310J13BAJIH NTOBeYe 0T HeoOxoauMaTa no3a Pyzchiva

AKO cTe M3MO0JI3BajM WK ca Bu npuioxuny moseye or HeoOxoaumara fo3a Pyzchiva, HezabaBHO ce
MOCHBETBaMTE € Jekap i dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa omakoBka Ha
JIEKapCTBOTO, JIOPH U J1a € Ipa3Ha.

AKo cTe mponycHaJu 1a usnoJj3Bare Pyzchiva
AKO cTe TpoITyCcHaJH 1033, CBhpKeTe ce ¢ Bamms nekap wnm ¢apmanieBT. He mpunaraiite noitaa
J1033, 3a J1a KOMIIEHCUpATe [IPOIlycHaTaTa 103a.

AKko cTe cnipesin ynorpedara Ha Pyzchiva
He e omacHo na cripere ynotpe6arta Ha ycTekuHyMa0. Ako obaue s cripete, BammTe cumnroMu Moxe
Jia ce Bb30OHOBSIT.

AKO UMaTe HIKaKBH JIOTBIHUTETHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MTOMUTANTE
Bamus nexap winu gapmarieBr.

4. Bb3MOKHN HekeTaHU peaKkIuu

Kakrto Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPEAMN3BHUKA HEXKCIaHNU p€aKIUH, BBIIPEKU Y€ HEC
BCCKM I' ITOJTy4aBa.

Cepnoslm HEKECJIAaHH peaKIuU
Hsxou mammeHTH MOXKe 1a UMaT CCPUO3HHU HEKEIIaHN pCaKIU, IIPHU KOUTO Aa CE Hajiara Cri€lrio
JICUCHUC.

AJleprudHM peaknnu — MOKe 1a U3UCKBAT cnemHo jJeyenue. Uudopmupaiite Bamus gexap win
He320aBHO MOThpceTe CIElIHA MeIUINHCKA IOMOILL, aK0 3a0e/ieskuTe HAKOM 0T cJIeJHUTE
MPU3HAIM.
. Cepuo3HHTE aJIePrUYHA PeakinH (,,aHadumakcus’”) ca peaKu Ipu Xopa, IpUeMaIi
ycreknHyMab (Moxke ma 3acerHar g0 1 Ha 1000 gymm). [Ipu3HanuTe BKIIOYBAT:

o) 3aTpyAHEHO AUIIIAHE WU MPErTbIIaHe

o) HUCKO KPBBHO HaJsSITaHE, KOETO MOJKE JIa IPUYMHH 3aMasiHOCT WJIH CBETOBBPTEK

o) MOIyBaHE Ha JINIIETO, YCTHUTE, YCTaTa WIH I'bPIIOTO.
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o YecTuTe MpU3HAIM HA AJICPTUYHA PEAKIIHMS BKIIFOUBAT KOKEH OOPUB U YpTUKApUs (MOXKE Ja
3acersar o0 1 Ha 100 mymm).

B peaxu ciryyan ce cb00IIaBAT aJlepruvHy 0eJ10ApPOOHN peakuy 1 0e101po0HO Bh3NAJIeHUe
NPH NALAEHTH, KONTO MOJy4YaBaT yCTeKMHYyMa0. YBegomeTe BeqHara Bamms aekap, ako
NOJIy4YHMTe CHMITOMH KaTO KAllUIMIA, 3a1yX U BUCOKa TeMIepaTypa.

AXo noryunTe cepruo3Ha alepruyHa peakuus, Bammusar nekap moxe ia pemn, ye Bue He TpsiOBa 1a
ynotpebsBare Pyzchiva oTHOBO.

NHdexunn — Moke 1a M3UCKBAT clielIHo JieyeHue. Undopmupaiite Bamms gexap, ako
3a0es1e:KUTe HAKOH OT CJIeIHUTE NPU3HALH.

o MH(EKIUNUTE HAa HOCA WM I'BPJIOTO M IPOCTyIaTa ca 4YecTH (MOXe Ja 3acerHar 1o 1 Ha
10 mymm)

o WHQEKIMUTE HA TOTHUTE TUXATSITHH MbTUINA (IPBHAHU HHPEKINH) ca HedecTH (MOXKe Ja
3acerHat qo 1 va 100 mymm)

. BB3MAJICHUETO HA MOJKOXKHATA ThKaH (IIEIYIUT) € HedecTo (MoKe Ja 3acerHe 10 1 Ha
100 mymm)

o xeprrec 30ctep (Buj O00Jle3HEH OOPHB ¢ MEXYpH) € HedecT (MoXe Ja 3acerHaTt Jo 1 Ha
100 mymm)

Ycreknaymab Moxe J1a HaMaiu crmocoOHocTTa Bu na ce 6opure ¢ nHbekun. Hsaxon nabeknnn Moxe
Jla CTaHaT CEPHO3HHU U MOXKE /1a BKITFOUBAT MHPEKIMH, TPUYNHEHU OT BUPYCH, THOWUKH, OaKTEpUN
(BKITFOUUTENHO TyOEpKyII03a) WK Mapa3uTH, BKIFOUATETHO HH(PEKINH, KOUTO Bh3HUKBAT MIPEIUMHO
TIpH Xopa ¢ oTciabeHa IMyHHa cucTeMa (OTopTIOHUCTHYHN HH(eKun). [Ipn nammenTy, morydaBanii
YCTeKUHYMa0, ce ch0o0IIaBaT OMOPTIOHUCTUYHHA WHPEKITNN Ha MO3bKa (€HIe(annuT, MEHUHTHT),
OenuTe IPOOOBE U OUHTE.

Jlokarto u3noi3Bare yCTeKHHYMa0, TpIOBa Jia ciieuTe 3a Mpu3HaI| Ha uHpekus. Te BKIovBar:
BHCOKAa TEMITEPATypa, TPHUITONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Tero

yMOpa WK 3a]1yX, YIIOPUTA KalUTHIIa

TOTIIIA, 3a4epBeHa U OOJIe3HeHa KOXKa WiTH 0OJIe3HEH KOXKEH OOpUB C MEXypH

napeHe Mpu ypUHUpPaHEe

Jaapust

3pHUTETHO CMYIIICHUE WM 3ary0a Ha 3peHue

riaBo0oJIMe, CKOBAHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJICHE MITU O0BPKAHOCT.

Wudopmupaiite Bammms nekap BeHara, ako 3a0eie)kuTe HIKOW OT Te3u mpu3Hany Ha uHpeknus. Te
Morar fia Ob1aT Ipu3HAI Ha HHPEKITUN KaTo TPBIHA HH(EKITNH, KOKHA HH(PEKITNH, XepPIeC 30CTeP
WJIH OTIOPTIOHUCTUYHH WH(PEKITUH, KOUTO MOTAT JIa JIOBEAAT J0 CEPUO3HU YCIOKHEHHUS.
WNudopmupaiite Barmms jgekap, ako UMaTe HIKaKBa YIIOPUTA WU MOBTapAIa ce nHpeKnus. Bammst
JIeKap MOJKe Jia Pellid, ue He TpsOBa aa yrnoTpedsBaTe yCTeKHHyMa0, 10KaTo nH(pEKIUITa He 0bIe
u3JeKyBaHa. YBeqoMeTe Barmms jiekap, M ako IMaTe OTBOPSHH PaHU WM HapaHSIBAaHUS, Thil KaTO
MOXKe Ja ce MHPEKTUparT.

JliomeHe Ha KOKaTa — HHTEH3UBHOTO 3a4epPBsiBaHe U JIIOIeHe HA KOKaTa Ha NMO-ToJsiMa MJI0LI
10 TSJIOTO MO3Ke /1a ca CHMIITOMM HA EPUTPOAECPMHUYEH NICOPHA3ZHUC MIIN eKC(POoTHATHBEH
AEePMATHT, KOUTO €A CEPUO3HU KOKHU 3a00/19BaHus1. AKO 3a0e/ieskuTe HAKOM 0T Te3u NPU3HALM,
TpsAOBa 1a uHpopMupaTe Bammus nexap He3abaBHO.

Jlpyru HexelaH! peaKknuu

YecTu HexeJaHU peakunu (Moxe fa 3acertat no 1 Ha 10 gymm):

. nuapus
. rajieHe
. MOBPBIIIAHE
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ymopa
3aMastHOCT

riaBo0osme

cbpOex (IpypUTYC)

OoJika B I'bp0a, MyCKYJIUTE HJIH CTaBUTE
BB3IIAJICHO I'bPJIO

3ayepBsiBaHe M 0OJIKA HAa MACTOTO Ha MH)KEKTHPAHE
UH(EKIHs Ha CHHYCUTE

HeuecTun He:xkenaHu peakinuu (Moxe jaa 3acernat g0 1 ma 100 gymm):

WHQEKIMH Ha 350HTE

BarvHaJIHA HHQEKIHS, TPUINHEHA OT I'bONYKH

JIeTpECHst

3aIyIeH HOC WM Xpema

KbPBEHE, [TIOCHHSBAHE, BTBBP/IsBAHE, TIOyBaHE U ChPOEK Ha MICTOTO HA HHKCKTHPAHE
ycelase 3a ci1adbocT

craJjaHe Ha KJielaya U H3KpUBSBaHEe Ha MyCKYJIMTE Ha eTHaTa TIOJOBHHA Ha JULETO (,,JTHIIEeBa
napanuza” Wiu ,,1apann3a Ha bexr”), KoaTo 0OMKHOBEHO € BpeMeHHa

MPOMsIHA Ha TICOPHAa3Kca ChC 3a4epBSIBAHE U HOBH MAJIKH, JKBJITH WIH O€JH MEXypH IO KOXKaTa,
MOHSKOTa PUIPYKESHHU € TeMIrepaTypa (IyCTyJI03eH IICOprasmc)

OeneHe Ha Ko)kaTta (eKcdoaranys Ha KOXKaTa)

aKHe

Penku Hexkes1aHU JieKapCTBEHH peakiuu (Moxke na 3acersar a0 1 Ha 1 000 gymm)

3auepBsiBaHe U JIIOLICHE HA KOKaTa Ha MO-ToJsIMa IUIOII O TSUIOTO, KOUTO MOXKE Aa ChbpOAT WITH
na ca 6one3neHu (eKkchoMnaTuBeH aepMaTuT). [1oM00HN cHMITTOMY TTOHSKOTA Ce Pa3BUBAT KaTo
€CTECTBEHA NMPOMSIHA Ha BUJIA HA CUMIITOMHTE Ha ICOPUA3UC (EPUTPOICPMHUUECH IICOPUA3HC)
Br3nanenue Ha MaNKuTe KPHbBOHOCHU ChJIOBE, KOSTO MOXKE J]a TOBEZE 0 KOXKEH OOPUB C MAJIKH
YEPBEHU WJIY JIMJIABY MMOJAYTHHHU, TEMIIEPaTypa Wi 00JIKa B CTaBUTE (BaCKYJINT).

MHoro penku He:keJ1aHH JieKapcTBeHU peakuuu (Moxe 1a 3acerHat 7o 1 Ha 10 000 mymm)

OO6pa3yBaHe Ha MEXYPH IT0 KO’KaTa, KOSATO MOXE J1a Oblie 3auepBeHa, ChbpOsIIa 1 0oJIe3HEHA
(6ynosen nem¢uromnn)

KOXKEH JIyIyC epuTeMaToiec 1 JyImyc-nogo0eH CHHAPOM (YepBeH, HaIUTHAT, JIIOLIEI] ce OOpUB
B U3JIOKEHUTE Ha CIIBHIIC YYaCThIIM Ha KOXKaTa, KOWTO MOXKE Ja € IPUIPYKEH OT OOJIKH B
CTaBUTE).

Chol0maBaHe Ha HeKeJAHH peakINu

AKO MONTyYnTe HAKAKBU HEXEJIaH! JISKapCTBEHH peakliy, yBeaomeTe Bamus nexap unu gpapmanesT.
ToBa BKJII0OYBa M BCHYKU BE3MOKHU HEONHMCAHM B Ta3M JINCTOBKA HEXKEJIAHU peakiiy. MoxeTe ChIIo
Jla ChOOIIUTE HEXKENAHHU PEaKIMU JUPEKTHO Ype3 HAMOHAJIHATa CHCTEMa 32 ChOOIIaBaHe, IOCOYEHA B
[punoxenue V. Karo crobmaBare HexkenaHU PeakLul, MOXeETe J1a 1aJeTe CBOs IPUHOC 32
HOJTyJaBaHe Ha MOBeYe MH(POPMAIHS OTHOCHO 0€3011acCHOCTTa HA TOBA JICKAPCTBO.

5.

Kak na cexpansiBate Pyzchiva

Jla ce chxpaHsiBa Ha MSCTO, HEOCTHIIHO 3a JIela.

Ja ce cexpanssa B ximagmwiauK (2 °C—8 °C). [la He ce 3ampassiba.

ChbxpaHsBaliTe MPeIBAPUTEIHO HAIbJIHEHATA CIPHUHI[OBKA B KAPTOHEHATA ONIAKOBKA, 3a JIa Ce
MpeJnasu OT CBETINHA.

AKO € HEO0X0IMMO, OTJCITHUTE MIPEIBAPUTEIHO HAIIBJIHCHHU CIIPUHIIOBKH Pyzchiva MoXe chIlo
Jla ce ChXpaHsBarT Impu craiiHa temmneparypa 1o 30 °C eqHOKpaTHO 32 MaKCHMAJICH epUoT 0
35 nHM B OpUTHHAIIHATA KAPTOHEHA OMAaKOBKa, 33 Jla ¢€ MPEe/nas3saT OT CBETJINHA. 3aluIIeTe
JlaTaTa, Ha KOSTO MPEIBAPUTEIHO HAIIbIHCHATA CIIPUHIIOBKA € W3BaJIcHA 3a ITbPBH BT OT
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XJIAAWJIHKUKA Ha 0003HaYeHOTO HA KapTOHEHaTa onakoBka Msicto. I1o Bcsiko BpeMe npenu
W3THYAHETO Ha TO3M MEPUOJ NPOAYKTHT €IHOKPATHO MOKe J1a ObJie BBPHAT OTHOBO B
XJIaJWITHHKA, KBAETO JIa CE ChbXpaHsBa 10 U3THYaHE HA CpoKa Ha rogHocT. M3XBBpreTe
CIPHUHIIOBKATa, aKO HE C€ U3I0JI3Ba CIIE]l CbXpaHEHHUE NIPH CTaliHa TEMIIEpaTypa B paMKHUTE Ha
MaKCUMAJIHUS IIEPHOA OT 35 JHU WK Clle]l U3TUYaHe Ha OPUTMHATIHUA CPOK Ha TOJHOCT, B
3aBUCUMOCT OT TOBa, KO€ OT JBETE HACTBIIX I10-PaHO.

. He pasknamaiite npeiBapuTeIHO HAITBIHEHUTE CIIPUHIIOBKH Pyzchiva. IIpoqbikuTeTHOTO
EHEPrUYHO pa3KJlalllaHe MOXe J1a IIOBPEIHN JIEKAPCTBOTO.

He uznos3zBaiite ToBa JIEKaApCTBO:

° CJIe CpoKa Ha TOHOCT, OTOEISI3aH BhPXY €THKETa M KapTOHEHATA OMTAKOBKa CJIC]T
»EXP*“/,,T'onen no:*“. CpoKbT HA TOMHOCT OTTOBAPS Ha MOCIEAHHS JCH OT IOCOYCHUS MECEII,

° aKo TEYHOCTTA € C POMEHEH IBAT, MbTHA WJIHM B HEsl ce 3a0€IsI3BaT IUTYBaIH Ty>KIH YaCTHITH
(BmwxkTe Touka 6 ,,Kak nsrnexxaa Pyzchiva u kakBo chabpxa omakoBKaTa™);

. aKo 3HACTE WM CMATATE, Ye MOJKE Jia ¢ Onia N3Jio’KeHa Ha EKCTPEMHHU TeMIlepaTypu (KaTo
WHITAJCHTHO 3aMpBh3BaHe WIH 3arpsiBaHe);

. aKo TIPOIYKTHT € OMJI CHEPTHIHO Pa3KJIaTeH.

Pyzchiva e camo 3a eaHokpaTHa ynorpeda. Hen3nons3BaHusT MpoAyKT, OCTaHall B CIPUHIIOBKATA,
TpsiOBa Ja ce u3XBHPiH. He m3XBBHpIIsiiTe IekapcTBaTa B KaHAIM3ANKATA WK B KOHTEHepa 3a
nmomamrHu otnaabiy. [lonuraiite Bamms dapManieBT kKak Aa U3XBBPIATE JEKapCcTBaTa, KOUTO BeUe HE
uzrnoinsBare. Te3n MEepKH Iie CIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpeja.

6. Chbabp:kannue HAa OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

Kaxkso cbabp:xa Pyzchiva

. AKTHBHO BEIIECTBO: YCTEKHHYMa0. Besika npeiBapuTeTHO HAaITbJIHEHA CIIPUHIIOBKA ChABPKA
90 mg ycrexkuaymab B 1 ml.
. Jpyrute cbCTaBKU ca XUCTUMH, XUCTUAMHOB XUIPOXJIOPUI MOHOXHUIPAT, monucopoar 80

(E 433), 3axapo3a, Boaa 3a WHXEKIIHH.

Kak usrnexxna Pyzchiva u kakBo chbabpika onakoBKaTa

Pyzchiva e 6uctsp, 6e31BeTEeH A0 OJIETOKBAT HHKEKIIMOHEH pa3TBOp. Tol MoXe 1a Chabppxka
HSKOJIKO JPEOHHM MOJYPO3PaYHH WM OSJIM YaCcTUIM MPOoTeuH. JlocTaBs ce B KapTOHEHA OMaKOBKa,
ChABPIKAIIA €JHA CTHKJICHA TPEBAPUTEITHO HAIThJIHEHA CIPUHIIOBKA OT 1 ml ¢ equHMYHa 103a. Beska
MpeBAPUTEITHO HATBIIHEHA CIIPUHIIOBKA ChIbpika 90 mg ycTeknaymad B 1 ml HHKEKIIMOHEH
pasTBoOD.

IIpuTesxkaTes Ha pa3pelIeHUETO 32 YNOTpeda U MPOU3BOAUTE
Samsung Bioepis NL. B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

3a A0mbAHUTETHA HH(POPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE€ C JIOKATHHUS
MpEeJCTaBUTEN Ha MIPUTEXKATEIS Ha pa3pelleHIeTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

bnarapus Lietuva
Canno3s bearapus KUT Sandoz Pharmaceuticals d.d filialas
Temn.: +359 2 970 47 47 Tel: +370 5 2636 037
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Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +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 MONOIIPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 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 81280696

Kvnpog

SANDOZ HELLAS MONOITPOXQIIH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocnenumoct:

3a fma ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

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

HOMCP Ha MPUIIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIlrMcCBar.

JlaTa Ha mocJieaHo npepasriexaane Ha gucropkatra MM /I'TTT.

JIpyru N3TOYHUIM HA MH(pOpMAaLHs
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ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
1o JekapcrTBara https://www.ema.curopa.eu/.
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Yka3anus 3a NMPUJI0KCHUE

B HawanoTo Ha J€4eHHMETO MENUIIMHCKH crienranuct e Bu nocraBu Bamara nepBa nrkekuus. Bue

u Bammsr nekap obaue moxe na pemmre, ye Bue camu Moske na cu umxektupare Pyzchiva. B takss

clIydJaii I1ie mpeMHHeTe 00yUYeHHe Kak Ja nHxektupare Pyzchiva. 'opopere ¢ Bamus niekap, ako

MMaTe BBIIPOCH OTHOCHO MOCTaBSIHETO HA MHXKEKLUATA.

. He cmecgaiite Pyzchiva ¢ apyru Te4HOCTH 3a HHXKEKITUS.

. He pazknamaiite npeiBapuTeIHO HAITBJIHEHUTE CIIPUHIIOBKH Pyzchiva. [IpuunHara 3a ToBa e,
Yye CHJIHOTO pa3KIIalllaHe MOJKe J1a IOBPEAM JieKapcTBOTO. He ynoTpebsBaiite 1ekapcTBOTO, aKo
€ OWJIO CHITHO pa3KJIaTeHo.

Ha (I)Hrypa 1 e mokaszaHo Kak H3rjexKaa rnpeaABapuTCIIHO HAITBJIHCHATa CIIPUHIIOBKA.

Crobu Ha
npeanasuTena Ha

KoHutponHo  Kopnyc vrnata
nposop4e bytano
S |
il Gy DG *
N
Kanaye Ha urnata Wrna Etmker
Mhaea Ha
byTtanoto
Qurypa 1

1. IlpoBepeTe Oposi HA PeABAPUTEHO HAITBJIHEHUTE CHIPUHIOBKH U NOAT0TBETEe MaTepHaJInTe:

IToaroroBka 3a U3MOJI3BaHE HA MPEABAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA:

o W3Banere npeaBapUTEIIHO HAITBIHEHATA CIIPUHLIOBKA/CIIPUHIIOBKY OT XJIagunHuka. Ocrasete s
Jla TIPECTOU OKOJIO IIOJIOBHMH 4acC U3BBH KyTHATa. ToBa 1€ I03BOIM HA TEYHOCTTA J1a JOCTUTHE
MOJXO0AIIa TeMIIepaTypa 3a MHXKEKTHpaHe (CTaliHa Temneparypa). He 3aToruisiite
NpEeIBapUTEIHO HAITbJIHEHATA CIIPUHIIOBKA 110 HUKAKBB IPYT HAuYUH (HaIIpuMep He 5
3aTOIUISINTE B MUKPOBBIIHOBA ME€UKa MU B ropeia Boja). He cBansiiTe kanaukara Ha uriaTta
JIOKaTO TEYHOCTTA HE JOCTUTHE CTaliHa TeMIIepaTypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATA TAKa, Y€ [IOKPUTATa C Kallayka Uriia Ja CO4d Harope.

. He xBamaiite riaBara Ha OyTanoTo, OyTajaoTo, CTpAaHULIUTE HA Ipena3uTels Ha urjiarta uin
KaraykaTa Ha UrjaTa.

He m3gppnBaiite OyTranoTo.

. He cBassiiTe kanadkara Ha MIJIaTa OT CIIPUHIIOBKATa, JOKATO HE IMPOYETETE B MHCTPYKIUATA 3a

TOBA.

ITpoBepeTe mpeaABapUTEIHO HATbJIHEHATA CIIPUHIIOBKA/CIIPUHIIOBKH, 34 J1a CE YBEPUTE, Ue:

. OposT Ha MPEABAPUTEIHO HAITBITHEHUTE CIIPUHIIOBKU U KOJTUYECTBOTO Ha aKTHBHOTO BELIECTBO

B 1030Ba €AMHUIIA Ca BEPHU:

o ako Bamara noza e 90 mg, me nomyuure eana 90 mg npeaBapuUTENIHO HaITbJIHEHA
crpuHIoBKka Pyzchiva;

TOBA € MIPABHIIHOTO JIEKAPCTBO;

CPOKBT Ha FOJJHOCT HE € U3TEKBII;

MIpeIBapUTEITHO HallbJIHEHATa CIIPUHIIOBKA HE € MIOBPEJICHA;

Pa3TBOPBT B CIPUHIIOBKATA € OUCTHD U Oe31BETEH 10 OJIeA0 KBIT;

pa3TBOPBT B CIPUHIIOBKATA HE € C MPOMEHEH LBST WX MBTEH U HE ChABPIKA Uy KU YaCTHULIY;

pa3TBOPBT B CIPUHIIOBKATA HE € 3aMPb3HAI.
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Crbepere BCHUKH MaTepralid, OT KOUTO C€ HYXKIaeTe, ¥ TH MMOCTaBeTe BhPXY YMCTa MOBBPXHOCT. Te
BKJIFOYBAT AaHTUCENTHYHH KbPITUYKH, TAMYYHH TAMIIOHHU HJIM Mapiu U KOHTEWHEP 32 OCTPH MPEAMETH.

2. N30epete n moAroTBeTe MICTOTO 32 MHAKEKTHPAHE:
H30epere MsACTO 3a uHKeKkTHpaHe (Bx. Gurypa 2)

o Pyzchiva ce npunara upe3 nHXeKUus MO KoxkaTa (TIOAK0XKHO).

o [Moaxonsmm MecTa 3a HHXEKTUpaHE ca rOpHaTa yacT Ha OepoTo Wi 00JIacTTa OKOJIO KopeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT’bIIa.

o AKO € Bb3MOXKHO, HE M3II0JI3BaliTe 00JIACTH OT KOXKaTa C MPU3HAIY Ha TICOpUA3HC.

. AKxo HsK0# Bu momara npu mocTaBsSsHETO Ha MHXKCKIUATA, TOW/T MOXKeE J1a U30epe v ropHara

YacCT Ha pbKaTa KaTO MsCTO 3a MHKCKTHUPAHC.

*30HHTE B CHBO ca NPENOPBYBAHUTE MECTA 3a MHIKEKTHPAHE.

®durypa 2
IlonroTBere MICTOTO 3a MHXKEKTUPAHE
. M3muiiTe pplieTe Cu MHOTO TOOpE ChC CaITyH U TOILIa BOJIA.
° ITouncTeTe KOKaTa Ha MSCTOTO 33 HHKEKTUPAHE C AaHTUCENITHIHA KhPITHUIKA.
° He noxocBaiiTe moseue Ta3u 00JIaCT J0 IIOCTABIHETO HA MHXKEKIUATA.
° HepeiiTe 1a BeeTe U HE NyxaiiTe BbpXY UMCTaTa 30HA.

3. CpaJjieTe kanaykaTa Ha urjara (B:x. ¢purypa 3):

L4 Kanaukara Ha nriara e TpH6Ba Ja C€ CBaJid, AOKATO HC CTC I'OTOBU Ja MHXKXCKTUPATC A03aTa.
L4 Biemere OpCaABApUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTE KOpPITyCa Hc C¢IHa PBbKaA.
o Ps3ko H3,Z["praﬁTe Kala4ykKaTa Ha Uurjiata B IIpaBa IIOCOKA U s U3XBBHPJICTC. I[OKB,TO MpaBUTC

TOBa, HE JOKOCBaTE OyTaIOTO.

®urypa 3
. Moxe na 3a0enexuTe Bb3AyIIeH MEXyp B MPeIBapUTETHO HAITbJIHEHATA CIIPUHIIOBKA MITH
KaIlka TeYHOCT Ha BbpXa Ha uriata. ToBa € HOpMaJIHO U HE € HE0OXOIUMO J1a Ce OTCTPaHsBAaT.
. He nokocBaiiTe urnara u He 1 AONUPANTE B APYTY MOBBPXHOCTH.
. He n3nomnsaiite npeasapuTenHO HAITBIHEHATA CIPUHIIOBKA, aKO 5 U3IIyCHETE C OTBOPEHA UIJIA.
AKO TOBa ce CcITy4H, ce CBhpxKeTe ¢ Bammst gexap win hapmareBT.
. WnxexTupaiiTe 10o3aTa BeJHara, oM CBaJUTe KarnadykaTa Ha UIjarta.

4. UnxexTHpaiiTe 103aTa:
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XBaHeTe MpeABAPUTEITHO HAMIBJIHEHATA CITIPUHIIOBKA MEXTy CPEIHUS MPBCT U TIOKa3alIela Ha
e/IHaTa pPhbKa U [OCTaBeTe Majela CH BbpXY I1aBata Ha OyTaioTo, a ¢ Apyrara pbKa JIEKO
CTHCHETE MOYHMCTeHATa KOXKa MEeX/Iy Majena u rnokasanena. He cruckaiite cuinHo.

He m3nppmBatite 6yTanioro.

C enHo OBP30 NBIKCHHUE BKapalTe UTIaTa B KOXaTa, TOKBACTO MOXKe (BXK. ¢purypa 4).

Ourypa 4

NmxexTupaiiTe UsI0TO KOJMYECTBO OT JIEKAPCTBOTO, KATO HATUCKATE OyTalIOTO, JOKATO
rJ1aBata My JOCTUTHE MKy CTPaHUIIUTE Ha Nperna3uTess Ha uriiata (Bx. gurypa 5).

®urypa 5

KoraTo 0yTanoTo CTUTHE 10 Kpasi, He OTITyCKalTe HATHCKA BhpPXY IJIaBaTa My, U3BaJICTE UTJIaTa
U IyCHeTe Koxata (Bxk. ¢purypa 6).

Qurypa 6
baBHO oTcTpaHeTe majena cu OT TJIaBaTa Ha OyTayioTo, 3a Ja MO3BOJIMTE Ha Mpa3HaTa
CIPUHIIOBKA JIa CE MPUIABHKH HArope, JOKATO Is1aTa Uria ce MOKPUe ¢ MpeAna3uTens, KakTo e
MOKa3aHo Ha ¢urypa 7:
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@urypa 7

5. Cnen nHKeKTHpaHE:

[IputucHeTe aHTHCENTUYHA KbPIUYKA BbPXY MACTOTO HA MH)KEKTHPAHE B IPOIBIDKEHHE Ha
HSKOJIKO CEKYH]IH, CIIE/ KaTO TOCTAaBUTE MHIKEKIIMATA.

BB3MOXkHO € Ha MACTOTO Ha MH)KEKTHPaHe Jja UMa MaJIKO KOJIMYECTBO KPBB MIIM Te4HOCT. ToBa
€ HOPMAaJIHO.

Moske aa MpUTHUCHETE MACTOTO Ha MH)KEKTHpaHE ¢ aMy4eH TaMIIOH WX MapJis U Ja
3anbspxkute 10 cexyHan.

He pasrbpkBaiiTe KokaTa Ha MSICTOTO Ha MHXKEKTHPaHE. AKO € HEOOXOJIMO, MOXKE J]a CIIOKUTE
MaJIKa JIEIEHKa BbpXY MACTOTO Ha MHKEKTHPAHE.

6. U3xBbpJsine:

W3non3saHuTe CIPUHIIOBKH TPSIOBA J]a e MOCTaBAT B HEMPOOMBAaEM KOHTEHHEP KaTo
KOHTelHepa 3a ocTpu npeameT (Bx. purypa 8). 3a Bamrara GezonacHOCT U 3apaBe U 3a
0e3omacHOCTTa Ha IpyryTe, HUKOra He W3I0J3BaiiTe HOBTOPHO CIIpUHIOBKUTE. V3XBBpIsiiTe
Bammst koHTeiHEp 32 OCTpHU MPEIMETH B ChOTBETCTBHE C MECTHUTE PA3NIOpeI0H.
AHTHCENTHYHNUTE KbPIMYKH U APYTH KOHCYMAaTHUBH MOXKE J1a C€ U3XBBPJIAT B OOLIMS OOKITYK.

®urypa 8
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JlucroBka: undopmanus 3a norpeduTeNs

Pyzchiva 45 mg uH:KeKIMOHEeH Pa3TBOP B NPeABAPUTEJHO HANTBJIHEHA MHCAJIKA
ycTekuHyMab (ustekinumab)

vTosn JICKApCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEIHO HabmoeHre. ToBa 1ie mo3Bou 6bP30TO
yCTaHOBSIBaHE HA HOBA HH(POPMAIIUsS OTHOCHO Oe30macHocTTa. MoeTe Jia iajieTe CBOs PHHOC KaTo
CHOOIIUTE BCSKA HEXETaHa Peakilys, KOSATO CTE MOTYyYMIN. 3a HaYMHA Ha ChOOIIIaBaHe HA HEeXETaH!
peaxIiy BHXKTE Kpasi Ha Touka 4.

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, IIPEIH 1A 3alI0YHETE 1A U3I10J13BaTe TOBA
JIEKapCTBO, Thil KaTO TH ChABbP:Ka BaxkHa 32 Bac nundopmanusi.

Ta3u JUCTOBKA € HANKCAaHA 32 manmueHTa, KOWTO npuemMa JI€KapcTBoTo.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HANOXKU J1a s IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JIOMBJIHUTEIIHA BBIIPOCH, onuTaiTe Bamus nexap wiu GapmarieBT.

- ToBa nexapcTBO € mpeanucano TnYHo Ha Bac. He ro mpeoTcrriBaiite Ha Apyru xopa. To Moxe
Jla IM HaBpeIIy, He3aBUCHMO Y€ TPU3HAIMTE Ha TIXHOTO 3a00JsBaHe ca ChIUTe KaTo Bammre.

- AKO TIOJTyYHTE HAKAKBU HEXKEJIaHU Peakilnu, yBejoMeTe Bamus nekap wiu gpapmanert. Toa
BKJTFOYBA ¥ BCUYKHU BH3MOKHHU HEKEJIAHU PEaKINH, HEOMTMCAHU B Ta3W JIUCTOBKA. BuxkTe
ToukKa 4.

KakBo cbabpika Ta3u JUCTOBKA

1. Kaxso mpexacrasisBa Pyzchiva u 3a kakBo ce u3mon3pa
Kakgro TpsiOBa aa 3Haere, npeau Aa usnonseare Pyzchiva
Kax ma nzmomspare Pyzchiva
BB3MOXHU HEXETaHU peakun
Kak na cexpansiBare Pyzchiva
CpbabpkaHue Ha ONIAaKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

ARl el

1. Kaxkso npeacrasassa Pyzchiva u 3a kakBo ce n3noJispa

Kakso npencrasiasBa Pyzchiva

Pyzchiva cpappika akTHBHOTO BEILIECTBO ,,yCTEKHUHYMa0”’, KOETO € MOHOKJIIOHATTHO aHTHUTSLIO.
MOHOKIJIOHATHUTE aHTHUTEINA ca MPOTEUHH, KOUTO Pasllo3HaBaT U CBBP3BAT ONpEACIeHH ClieU)UIHN
NPOTEHHH B OPTraHU3Ma.

Pyzchiva npunaanexxu KpM rpyIia JeKapcTBa, HapeueHH! ,,uMyHocympecopu”. Tesun nexkapcTBa
JefcTBaT, KATO HAMAJIABAT aKTUBHOCTTA Ha YacT OT MMyHHATa CHUCTEMA.

3a kakBo ce usnoJ3sa Pyzchiva

Pyzchiva, nmpunosxeHa ¢ M3MOI3BAaHETO HA MTPEIBAPUTEITHO HAITBIHEHA MICAJKA, CE U3II0JI3BA 32
JIeYEeHUE HA CIIETHUTE BH3MAIUTEIHH 3a00JIBaHUS:

e [lmakoB mcopmasuc — npu Bb3pPacTHU

e [lcopmarnueH apTpuT — IpU BH3PACTHU

e VYmMepeHa a0 Texka 6omecT Ha KpoH — rmpu BB3pacTHH

IlnakoB ncopuasuc
,,I17TaKoB TIcopra3uc’ € KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BB3MAJICHHE, 3acATaIl0 Ko)KaTa U HOKTHTE.
Pyzchiva HamansBa Bb3NAJICHHETO U IPYTUTE IPU3HAITK Ha 3a00JIIBaHETO.

Pyzchiva, npunoxeHa ¢ U3M0I3BAHETO HA MTPEBAPUTEIHO HAITBIIHEHA ITHCAIIKA, CE M3TO0JI3Ba MPU
BB3PACTHU C YMEPEH J0 TeKBK IUTaKOB NICOPHA3UC, KOUTO HE MOTAT JIa U3IIOJI3BAT IUKIIOCIIOPHH,
METOTpEeKcaT Win (OTOTEPAIns, FIIU KOTAaTO TE3H JICUCHUS HE IeHCTBAT.
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I[lcopuaruyen apTput

[IcopuatuueH apTpHT € Bb3MAINTETHO 3a00IIsIBaHE Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopruasuc. AKO UMaTe aKTHBEH IICOPUATHYCH apTPUT, IbPBO 1€ Bu nexyBat ¢ apyru nekapcTa. AKO
HE Ce TIOBJIMAETE JOCTATHLIHO JOOPE OT Te3HU JIeKapCcTBa, MoXxe 1a Bu ce npeanumre Pyzchiva, 3a ga ce:
® HAMAaJAT MPU3HAIUTE U CUMIITOMHUTE Ha 3a00s1BaHeTO B

e noxo6pu ¢pusnueckoro Bu cberosnue;

e 3a0aBu yBpexaaHeTo Ha Bammre ctaBu.

Boaect na Kpon

Bonectra Ha KpoH e Bp3manuTenHo 3a0oisBane Ha yepBara. Ako nMate 6osect Ha KpoH mbpBo 111e
Bu ce nagat npyru nekapctBa. AKO HE C€ MOBIIUSETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TE3H
JeKapcTBa, Moxe aa Bu ce nane Pyzchiva 3a HamansBaHe Ha NpU3HAIMTE H CUMIITOMUTE Ha
3abonsaBanero Bu.

2. KaxBo TpadBa na 3Haete, npeau Aa uznouassarte Pyzchiva

He n3noissaiite Pyzchiva

e AKO CcTe aJ1epru4HU KbM YCTeKHHYMAO0 MM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(1306poenu B TouKa 6).

e Ako uMaTe akTMBHa HHeKuus, KoATO BamusT gexap Hamupa 3a 3Ha4uMa.

AKXO He CTe CUT'YpHH JIajld HAKOE OT H30pOEHHTE MMO-Tope ce oTHAcs 3a Bac, mocwBeTBaiite ce ¢ Bamrus
Jiexap win papmarieBT, npeau aa usnoispare Pyzchiva.

IIpexynpesxnenusi U NpeAnasHu MepKU

I'oBopere ¢ Bamus nekap nwim ¢papmanest npeau aa usnomnssare Pyzchiva. Bamust nekap mie
NPOBEPH CHCTOSHUETO BU Mpeu Besko NieueHre. Y BeAoMeTe CBOs Jiekap 3a Besika Barma 6omect
npeau Besiko JeueHne. Chino Taka nHopmupaiite Bamus nekap, ako HACKOPO CTe OMIIM B KOHTAaKT C
YOBEK, KOWTO MOXeE Ja uMa TyOepKyo3a. Bamust nekap me Bu nperiena v me HanpaBu u3cieiBaHe
3a TyOepKyJ03a, nmpeau fa usnonssate Pyzchiva. Ako Bamusar nekap cmsTa, de cTe U3JI0KEeHH Ha
PpHCK OoT TyOepKyi03a, Moxe 1a Bu npeanuiie rekapcTsa 3a JeUeHHETo .

Cuienere 3a cepHO3HHU HelKeJIaHH peaKUuu

Pyzchiva moxe 1a npenn3Brka CepruoO3HU HEXKEJaH! Peakiy, BKIIOUYUTEIHO aJepTUIHU PEaKkiuy 1
nHpeknuu. TpsadBa ga cuenuTe 3a onpe/esieHH IPU3HAIN Ha 3a00JIIBaHUS, IOKATO IIpUEMATe
Pyzchiva. Bmxre ,,Ceprno3Hn HexelnaHu peakiny’” B TOYKa 4 3a ITBIHHS CITUCHK HA Te3W HEeXKEIaH!
peakuum.

Ipenn n1a n3noa3Barte Pyzchiva undgopmupaiite Bamus nexap:

e AKO HIKOra CTe HMAJIM aJIepIUYHa peaklusi KbM yCTeKMHYyMa0. AKO HE CT€ CUTYPHH,
nonuraiite Bamug nekap.

e AKO HAKOra cTe HMaJU HAKAKbB BH/ PaK — TOBA €, 3all10TO UMYyHOCYIIPECOPUTE KaTo
yCTeKHHYMab 0TCIa0dBaT 4acT OT MMyHHaTa cuctemMa. ToBa MOYKe Jja MOBHIIHN PUCKA OT pak.

e AKO CTe JIeKyBaHH 32 NICOPHA3HUC ¢ APYrH OMOJIOTHYHH JIeKAPCTBA (JIeKapCTBO, POU3BEICHO
0T 0M0JIOrHYeH U3TOYHHMK M OOMKHOBEHO NPHJIATraHO Ype3 HHAKEKIHUs) — PUCKBT OT PaK MOXeE
Jla € II0-BHCOK.

e AKo HMaTe WU HACKOPO CTe MMAJIM MH(peKIHs.

e AKoO MMaTe HOBU WJIM NPOMeEHSIIIHU ce JIe3MH B y4acThIUTE C ICOPUA3UC UIIH 10 He3acerHarara
KOXa.

e AKO moJyyaBate ApPyro JedeHHe 3a MCOPHA3UC W/ MM MICOPHATHYEH APTPHUT — KaTo Ipyru
MMYHOCYIIpECOpH WK (hoToTepanus (KoraTo TsUIOTO ce JeKyBa ¢ THN yiaTpaBuosierosa (UV)
cBeT/IUHA). Te3u JeueHus ChII0 MOXKE Aa OTCJIA0AT 4acT OT UMyHHaTa cucTeMa. M3non3BaHeTo Ha
TE3U JICUCHUsI 3a€JHO ¢ YyCTeKMHyMal He € u3cieaBaHo. Be3MokHO € obade, TO J1a yBEINYM pUCKa
oT 3a00JIBaHus, CBBP3aHH C OTcIabBaHe HA UIMyHHATa CHCTEMA.
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e AKoO moJiyyaBaTte Wil HAKOra CTe 1nmoJjy4aBajii HHKCKIUUA 34 JICUYCHUE HA aJICPIruM — HE €
HU3BCCTHO OaJIk YCTeKI/IHYMa6 MOXKE J1a OKaXX€ BIIMAHUEC BHPXY TAX.
e AKO cTe HA H HAJ 65 roaMHu — MOXXe J]a CTE HO-CKIIOHHH KbM I/IH(l)CKI_II/II/I.

AKO He CTe CUT'YPHH JaJlH HsKOe OT ropen3OpoeHuTe ce oTHacs 3a Bac, moceBeTBaiite ce ¢ Bamms
nexap win (apManeBT, npeau aa usnonssare Pyzchiva.

Hsikou marneHTH nmosTyvaBart JyImyc-loA00HN peakiiy, BKIIOUUTEITHO KOXKEH JIyIyC epuTeMaTojiec U
JyIyc-o00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuaymal. ['oBopere Bennara ¢ Bamms siekap,
aKo IMOJYYHTE YePBEH, HAJUTHAT, JIFOIIEI ce 0OPUB, MIOHAKOT'a C MO-THhMHU IPaHUIIN, B U3JI0KCHUTE
Ha CI'BHIIE YYaCThIIM HAa KOXKaTa UM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HaOI0aBaHu B TPOYYBAHE TIPH MAIEHTH C TICOPUA3UC, JIEKYBAHHU C
yCTeKnHYMa0. Baiust jgekap peioBHO Ie MPOBepsiBa pUCKOBUTE (HDAKTOPH 33 CHPACUYHO 3200 sIBAHE U
UHCYNT npH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT Mo MoaXxoasm| HaunH. HezabaBHO moTbpceTe
MEMIIMHCKA TTOMOIII, aKO MOJIy4nuTe 00JIKa B I'bPANTE, C1A00CT MM HEOOWYAMHO yCelllaHe OT eIHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT HA JIMIETO UJIX T'OBOPHU WX 3PUTCIIHU CMYIICHUS.

Jeuna v roHOIIN

YcreknHymab mpeBapUTeIHO HAITbIIHEHA MHCcAIKa He ce MperopbyBa 3a ynorpeba npu Jena Ha
BB3pacT nox 18 rogunu ¢ ncopuasuc uim 6onect Ha KpoH, 3a10To He € MpoydBaH NpH Ta3u
BB3pacToBa rpyna. Bmecto ToBa npu nema Ha Bb3pacT 6 MM [oBeYe FOAMHHU U IOHOLIN C IICOPHA3HC
TpsiOBa J1a ce M3MOJI3Ba MPEABAPUTEIHO HATBIIHEHA CIIPUHIIOBKA WK (rakoH. BmecTo ToBa mpu nena
¢ 6onect Ha KpoH ¢ Terno Hait-manko 40 kg TpsiOBa na ce nsnonssa nH(OY3UOHEH Pa3TBOD,
NpeIBapUTETHO HATBJIHEHA CIIPUHIIOBKA WIIH (JIAKOH.

VYcreknnymab He ce IpenopbuBa 3a yrnoTpeda mpu Jera U IOHOIIN Ha Bh3pacT moj 18 roaunu ¢
TICOpUATHYEH apTPUT wWiH Jena ¢ 6onect Ha Kpon ¢ termo mox 40 kg, 3amoTo He € mpoy4BaH MpH Tazu
BB3pacToBa Ipyrma.

Jpyru nexkapcrBa, Bakcunu u Pyzchiva

TpsbBa ma kaxete Ha Bamms jgexap wim (hapmareBT:

e AKO mpuemare, HacCKOpO CTe MpHeMalli MU € Bb3MOXKHO J1a IpreMeTe IPYTH JeKapCTBa.

e Axo Hackopo Bu e mpaBeHa unu raHupate ga Bu ce npaBu BakcuHaius. JlokaTo U3nosi3Bare
Pyzchiva, Hsikon BuzoBe BakcHHU (’KMBU BaKCHHHU) He TPsiOBa J1a ce mpuiiarar.

e Ako cte noiy4aBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TpsiOBa /1a KayKeTe Ha JieKaps Ha
6ebero Bu 3a neuenuero ¢ Pyzchiva, mpenu To 1a momy4un KakBaTo U 1a € BaKCHHA, BKIIFOUHUTEITHO
KUBU BakcuHH, kaTo BIDK BakcuHa (M3I013BaHa 3a Mpeana3Bane oT TyOepKyio3a). JKusure
BaKCHMHH HE ce penopbuBaT 3a Bamero 6e0e npe3 mbpBUTE ABaHAAECET MECela Clie/l PaXIaHeTo,
ako cre nmony4asaiu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JiekapsT Ha Bamero 6ebe He
mpernopbya Jpyro.

BpemMeHHOCT M KbpMeHe

e AKko cTe OpeMeHHa, cMATaTe, Y€ MOKe J1a CTe OpeMEeHHa WM IUTaHUpaTe OPEeMEHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenu ynorpebara Ha TOBa JIEKapPCTBO.

e He e HabmroiaBaH MO-BUCOK PUCK OT BPOJCHU JeekTH pHu OeOeTa, N3JI0KEHN Ha YCTEKMHYMal B
yTpobara. /lanHuTe OT yrorpebaTa Ha ycTeKnHyMab Npu OpeMeHHH jKeHH 00ade ca OrpaHHYeHH.
[Topaau ToBa € 3a MpeaoYnTaHe 1a ce U30sArBa ynorpedara Ha yCTeKUHyMa0 1o BpeMe Ha
OpeMeHHOCT.

e AKO CTe j)K€Ha C JIeTepO/ICH IMOTEHIINAII, )KEJIAaTeIIHO € Jla He 3a0peMeHsIBaTe U Jla N3I0JI3BaTe
MOJIXOJISI MPOTUBO3aYaThYeH METO]I, KOTaTo U3MOJ3BaTe yCTEKUHyMal 1 roHe 15 cenMulm cien
HOCJICTHOTO TPHJIaraHe Ha yCTEeKHHYMao.

e Pyzchiva Moxe Jja mpeMuHe npe3 IIIalleHTaTa B HepoaeHoTo 0ebe. Ako cte mony4aBanu Pyzchiva
10 BpeMe Ha OpeMeHHOCTTa cH, 6e0eTo Bu Moxke 1a Ma O-BUCOK PUCK OT HH(DEKIIHS.

e BaxHo e 1a kakeTe Ha JiekapuTe Ha Bamero 6e0e 1 Apyru MEAUIIMHCKH CIEIHAINCTH, aKO CTe
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nojydaBaiu Pyzchiva o Bpeme Ha OpeMeHHOCTTa CcH, mpean 6e0eTo 1a Moy4r KaKBaTo U J1a €
BakcuHa. JKuBu BakcwaH, Kato bIJK BakcuHa (M3mo3BaHa 3a Ipeana3BaHe oT TyOepKyo3a), He
ce IpenopbhuBart 3a Bamrero 6e6e mpe3 mppBUTE ABaHAIECET Mecela Cle/I PaKIaHeTo, aKo CTe
nonyuaBanu Pyzchiva o Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JiekapsT Ha Bamero Oebe He
npenopbsya JApyro.

e YcTekuHyMab MOXe Ja MPEeMUHE B KbpMaTa B MHOTO Mallku KomdecTBa. [lockBeTBaiiTe ce ¢
Bamus nekap, ako KbpMHTE HITH aKo TUTaHUpaTe Aa KbpMmurte. Bue u BamusaT nexap tpsOBa ga
pemmTe xanu TpsAoBa 1a KbPMUTE WITH J1a U3I0JI3BaTe YCTEKHHYMa0 — He MIPaBeTe U JIBETe.

lodupane u padora ¢ MalIMHK
YcreknHymab He MOBJIMSBA WK TOBIIKABA IMPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u pabora ¢
MaIIHHH.

Pyzchiva cbabpika moamcopoar 80 (E433)

Toga nekapctBo chabpka 0,02 mg mommcopbar 80 (E433) BBB Besika IpeIBapyUTEITHO HAITBITHEHA
nucaika (1 ml), koeto e ekBuBasienTHO Ha 0,02 mg/0,5 ml. [ToxucopbaTure Morar 1a IPUUUHST
allepruuHy peakuuu. TpsOBa na kaxere Ha Bamus nekap, ako ©MaTe yCTaHOBEHH aJepruu.

3. Kak na nznossBare Pyzchiva

Pyzchiva e nmpenna3HadeH 3a yrnorpeda 1o pbKOBOJICTBOTO M KOHTPOJIA Ha JIEKap C OMUT B JICYCHUETO
Ha 3a00JsBaHU, 32 KOUTO € mokas3aH Pyzchiva.

Bunaru uznos3BaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3an Bammusar nekap. Ako He cTe CUTypHU B
Heulo, nonutaiite Bamus nekap. IloceBerBaiite ce ¢ Bamus gexap 3a ToBa, kora e Bu ce noctaBst
MHXEKIMUTE U KOra 1IE ca CIEABAIIUTE KOHTPOJIHU MPETICAHU.

KaxBo xoaudectBo Pyzchiva ce mpunara
BamusT nekap me pemm kakBo KonudecTBo Pyzchiva TpsiOBa na moiy4ure u 3a KakbB IEPUOJT OT
BpeMe.

Bb3pacTHu Ha 18 roaMHu niam no-roJjieMu

IIcopuasuc wiu ncopuaTuyeH apTpPUT

e [Ipenoprunrtennara HadanHa 032 € 45 mg Pyzchiva. [lamuentu c terno man 100 xunorpama (kg)
MOJKe Jla 3armovHar ¢ go3a 90 mg smecto 45 mg.

e (Cnen HavanHaTa 1032, cienBamarta Bu go3a me 0b1e 4 ceqMULIM TO-KBCHO U CJIE] TOBAa Ha BCEKU
12 ceqmuru. CrieBaiuTe 1031 OOMKHOBEHO Ca CHIUTE, KATO HAYaJIHATA J034.

Boaect na Kpon

¢ [lo Bpeme Ha neueHneTo Bammst ekap me Bu npunoxxu mbpBarta 103a OT IPUOIU3UTETHO
6 mg/kg Pyzchiva upes karkoBo BirMBaHe BbB BeHa Ha pbkaTa (MHTpaBeHO3HA MHDY3Us). Crien
HavaHaTa 71034, e moyJuTe cienpamiara go3a 90 mg Pyzchiva ciieq 8 cemmury, cien ToBa mpes
12 cemMuIy Upe3 HHXKEKITHS IO KoxkaTa (TTOIKOIKHO).

o [Ipu HAKOM MaMEHTH, CIIe] TbpBaTa MoAKOXHa WHKeKIws, 90 mg Pyzchiva moxe na ce mpuara
npe3 8 cenMuly. BammsT aekap 1e pemy kora TpsioBa 1a MOJIy4uTe cileBaliaTa CH 103a.

Kak ce npuiara Pyzchiva

e Pyzchiva ce mpmrara kaTo HHXKEKITHS 0] KoXkaTa (IToaKoKHO). B Havanoro Ha Bamrero neucHue,
Pyzchiva Mmoxxe 1a ce MH)KEKTHpa OT JeKap MM MEAUIMHCKA CeCcTpa.

e Bue u Bamusr nekap obade moxe na pemure, ye Bue camu Moxe na cu umkektupare Pyzchiva. B
TaKbB CIy4al Ie npeMuHeTe o0y4deHue Kak J1a cu nkekTupare Pyzchiva camocrosrenHo.

¢ 3a yka3zaHus Kak J1a nHkekrupate Pyzchiva Bmkre ,,Yka3anus 3a npuiaokeHue” B Kpasi Ha Ta3u
JIMCTOBKA.

T'oBopete ¢ Bamus nekap, ako nmare BBIIPOCH OTHOCHO TOBA KaK CaMH J1a TIOCTaBATe WHXKEKLIUSATA.
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AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXoauMaTa ao03a Pyzchiva

AKO cTe M3MoI3Bany WK ca Bu npunoxunm mosede ot Heobxoanmara no3a Pyzchiva, HezabasHo ce
MOCHBETBaTE ¢ Jiekap win apmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa ommakoBka Ha
JICKapCTBOTO, JIOPH U JIa € Ipa3Ha.

AKo cTe mponycHaau aa usnojssare Pyzchiva
AKO CTe MpoITyCHaIH /1032, CBhPKeTe ce ¢ Bamms nekap wiu dapmaneBt. He npunaraiite qoitna
J103a, 3a ]a KOMIIEHCUPATe MPOITyCHATAaTa /103a.

AKo cTe cripesin ynorpebara Ha Pyzchiva

He e omacHo na cripere ynorpebara Ha ycTekuHymMa0. Ako o0aue s cripere, Bamure cumnromu Moxe
Jla ce Bb30OHOBAT. AKO MMaTe HAKAKBH JOIBIHUTEIHN BBIIPOCH, CBBP3aHH C yroTpebaTa Ha TOBa
JIeKapCTBO, monuTaite Bamms nexap uinn papManesr.

4. Bb3MOKHH HeKeJIaHU peakuuun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU pE€aKIIuH, BHIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

CepHoO3HH HexKeTTaH! PeaKIuu
Hsikou manyeHTH Moke Jja UMaT CEpUO3HM HEXKeJIaHW PeaKI|y, IPHU KOUTO J1a Ce Hajara CreurHo
JICYCHHE.

AJIepruYHH peakiuu — MO’Ke /1a U3HCKBAT cielHo jJeyenue. Mudopmupaiite Bamus jgexap wim
He320aBHO NOTBHPCeTe CHeIIHA MeJUIHHCKA OMOIII, KO0 3a0e/1e:KuTe HAKOM 0T ciIeIHHTe
NMPU3HALN.
o CepHO3HHTE AIEPTUIHU Peakiny (,,aHaduIaKcus’’) ca peAaKH IPH Xopa, MpHUeMaIi YCTeKHHYyMa0
(mosxe ma 3acernar a0 1 va 1000 gymm). [TpuszHanmTe BKIIOYBAT:
O  3aTPyAHEHO JUIIAHE WU NPErIblIaHe
O  HHCKO KPBBHO HAJIITaHE, KOETO MOXKE J1a IIPHYMHU 3aMassHOCT WJIM CBETOBBPTEK
O  TOAyBaHE Ha JHLETO, YCTHUTE, YCTATa WM I'bPIIOTO.
e UecTnTe NpU3HAIM Ha AJIEPTUYHA PEAKIHs BKIIOYBAT KOXKEH OOpUB M YPTHUKApHs (MOXKe 1a
3acersar go 1 Ha 100 gymm).

B penku ciiyuau ce ch00IIaBaT aJieprudHu 0eJ10ApPoOGHN peakuuu H 0eJIopoOHO Bh3NaleHne
NMpH NMANUEHTH, KOUTO MOJYy4aBaT ycTeKHHyMa0. YBeqoMeTe Bennara Bammus jiekap, ako
NOJIy4YHTe CHMIITOMHU KATO KANILIMIA, 3ayX U BUCOKA TeMIepaTypa.

AKO TIOTyYuTE CeprO3Ha ajlepruvHa peaknus, Bamusar nexap Moxe aa pem, ue Bue He TpsaoBa qa
ynotpebsaBate Pyzchiva oTHOBoO.

Nudexunu — MosKe 1a M3UCKBAT clielHO JevyeHue. UHopmupaiite Bamusa gekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE MPU3HALN.

e yH(EKUUUTE Ha HOCA WJIH I'bPJIOTO U MPOCTyAATa ca 4ecTH (Moke Aa 3acerrat a0 1 Ha 10 gymm)

e yH()EKUUUTE Ha JONHUTE AUXATEIHU IbTHIIA (TPbIHA HH(EKINHN) ca HeUeCTH (MOXKe /1a 3acerHat
nmo 1 na 100 myrm)

e BB3MAJICHUETO HA MOAKOXHATa ThKaH (LEeTyIuT) € HeuecTo (Moxe aa 3acerHe 7o 1 Ha 100 gymm)

e xeprmec 3o0cTep (Bua Oone3HeH 0OpUB ¢ MEXypH) € HedecT (Moke Aa 3acerrar a0 1 Ha 100 mgymm)

Ycerekuaymad MoXKe J1a HaMasid CImocoOHOCTTa Bu na ce 6opute ¢ napekimu. Hsakon nHbeKImm Moxe
Jla CTaHAT CEPHO3HH U MOXKE JIa BKITFOUBAT WHPEKIMH, IPUYUHEHU OT BUPYCH, ThOWYKH, OaKTepUn
(BKITIOUHUTETHO TYOCpKYII032a) HITH ITapa3uTH, BKIFOYUTEITHO HHPEKIINU, KOUTO BE3HUKBAT MIPEIUMHO
TP XOpa ¢ OTClIa0eHa IMYHHA crcTeMa (OTMOPTIOHUCTHYHH NHpeKInn). [Ipy marueHTH, moryJaBanti
YCTEeKHHYMa0, ce ChoOIIaBaT OMOPTIOHUCTUYHHN HH(PEKIIMN Ha MO3bKa (€HIe(aNIuT, MCHUHIHT),
OenuTe TPOOOBE U OUHTE.
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JlokaTto u3non3Bare yCTeKHHyMa0, TpIOBa Ja cieiuTe 3a Mpu3HaIy Ha uHekius. Te BKIouBar:
BHCOKAa TEMITEPaTypa, TPHUITONOI00HN CHMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

yMOpa UK 3a]1yX, YIIOpUTA KallTHIa

TOILTA, 3a4epBEHA U O0JIe3HEHA KOXKa WM OOJIE3HEH KOXKEH OOPHUB C MEXYPH

napeHe npu ypuHUpaHe

Juapus

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHue

riaBo0OIHe, CKOBAHOCT Ha Bpara, YyBCTBUTEIHOCT KbM CBETJIMHA, TaJICHE MM OOBPKaHOCT.

Wudopmupaiite Bamust nexap BegHara, ako 3a0elie)uTe HIKOH OT Te3u npu3Haiy Ha nHdekus. Te
MoraT J1a ObJaT MpU3HaIK Ha HHPEKIMK KaTo IPbIHN HH(EKIIMY, KOKHU HH(EKIMH, XePIeC 30CTep
WM OMOPTIOHUCTHYHY WH(EKIIMH, KOUTO MOTAT Ja IOBEAT IO CEPUO3HH YCIOKHCHHUS.
WNudopmupaiite Bamus nekap, ako nMate HIKakBa yIopUTa WK TOBTapsIa ce nHekius. Bammust
JIEKap MOJKe Jia Pellid, ue He TpsOBa Ja ynoTpedsBaTe yCTeKUHYMa0, 10KkaTo nH(EKIUITa He ObIe
u3jeKyBaHa. YBeaomeTe Bamus jiekap, 1 ako UMaTe OTBOPEHH paHH WM HapaHSIBaHUS, Thi KaTO
MOXe Jia ce MH(DEKTUPAT.

JlromeHe Ha KokaTa — HHTEH3UBHOTO 3a4ePBsIBaHE U JIIOIIECHE HA KOXKATA HA MO-T0JIsIMA IIOLL
10 TAJIOTO MOKe A2 ca CHMIITOMM HA epUTPOAePMHUYEH NICOPHA3HMC WM eKc(]oIuaTuBeH
AEPMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHusi. AKO 3a0e/ie;kuTe HAKOM 0T Te3u NPU3HALM,
TpsadBa 1a nHpopmuparte Bamus gexap He3abaBHO.

JApyru HexxeJIaHM peaKkuuu

YecTu HexeTaHU peakum (MOxe Ja 3acerrar a0 1 Ha 10 qymm):
Juapus

rajgeHe

MOBPBIIIAHE

ymopa

3aMastHOCT

rIaBo0oIIHe

cbpOex (IpypUTYC)

0oJKa B rbpOa, MyCKYJIUTE WIH CTABUTE
BB3MAJICHO THPIIO

3auepBsiBaHe U 0OJIKa Ha MSCTOTO HAa WHKCKTHPAHE
WHQEKIUS HA CHHYCHUTE

Heuectu Hexke1anu peakuuu (Moxxe fa 3acersar 10 1 Ha 100 gymm):

uHGEKINU Ha 3b0UTE

BarvHajHa HHPEKINS, MPUIUHECHA OT I'EOMYKHU

Jenpecus

3aIyIleH HOC UK XpeMa

KbPBEHE, TOCHHIBAHE, BTBBP/ISIBAHE, IOlyBaHE M ChPOEK HA MSICTOTO HA HHKEKTUPAHE

yceImlage 3a ciadoct

criaJilaHe Ha Kiieraya v U3KpUBSBaHE HAa MYyCKYJIMTE Ha eIHATa MOJOBUHA Ha JIMIETO (,,JIUIIeBa

napanusa’ Wil ,,japann3a Ha ben”), KosTo 0OMKHOBEHO € BpeMEeHHa

e TpOMSHA Ha TICOpHA3Kca ChC 3aU4EPBSIBAHE M HOBH MAJIKH, KBJITH WK OCIM MEXypH IO KOXKaTa,
MTOHSKOTa MPUAPYKEHH C TeMIiepaTypa (IIyCTyJI03€H IICOPHUA3UC)

e OeneHe HA KOXKaTa (eKCQoIramnus Ha KOXKaTa)

® aKHe

Penxu HexxeJIaHM JeKapcTBeHHN peakunu (Moxke aa 3acerrat 10 1 #Ha 1000 gymm)
e 3auepBsiBaHE U JIIOIICHE HA KOXKAaTa Ha MMO-TOJIsMa ILUION] 110 TSUIOTO, KOUTO MOXKE JIa ChbpOST HITH Ja
ca 6onesnenu (exconmaTuBeH aepMatut). [1oq00HN CHMIITOMH ITOHSKOTA CE pa3BUBAT KaTO

158



€CTeCTBEeHa MPOMSHA Ha BHa HAa CUMIITOMHUTE Ha IICOPUA3UC (EpUTPOIECPMHIYUEH IICOPHA3HC)
Br3nanenue Ha MaJIKUTE KPHBOHOCHHU CHIIOBE, KOETO MOXKE J1a JIOBEC 10 KOXKESH OOPUB ¢ MaJIKU
YepBEHU WY JINJIABU MOAYTHHH, TeMIIepaTypa Wik 00JKa B CTaBUTE (BaCKYJIHT).

MHoro peaxu He:keJaHU JIeKapcTBeHU peakumnu (Moxe fa 3acersat 1o 1 Ha 10 000 mymm)

O0pa3yBaHe Ha MEXypH 10 KOXKaTa, KOATO MOXe Ja Objie 3aUepBeHa, ChpOsiia u 00Jie3HeHA
(Oyno3en nemdurounn).

KOXKEH JIYTTyC epUTEMATO/IeC U JYIyCc-Mo00eH CHHAPOM (UepPBEH, HAUTHAT, JIFOIICI ce OOPHB B
W3JI0)KEHUTE Ha CITBHIIC YYacThIM Ha KOXKaTa, KOWTO MOXeE Jla € TIPUIIPYKEH OT OOJIKH B CTABHTE).

Cpo0maBaHe HA HesKeJIAHU peaKIun

AKO TIOTyYUTe HAKAKBU HEXEJIaHU JIEKAPCTBCHH PEAKIIMU, YBeoMeTe Barms nekap win hapMaieBT.
ToBa BKJIIOUBA U BCHUKH BH3MOKHH HEOITMCAHM B Ta3W JIMCTOBKA HEXeJIaHU peakuuu. MoXKeTe ChIIo
Jla ChOOIIUTE HEXKEJIaHU PEaKIMK JTUPEKTHO Ype3 HallHOHAJHATa CUCTEMa 3a ChOOIaBaHe, IOCOYCHA B
[punoxxenue V. Kato cho0I11aBare HexXETaHU PEaKIMH, MOXETE Ja JaJIeTe CBOS IMTPUHOC 3a
MoJTyJaBaHe Ha MoBeue MH(POpPMAIIHS OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5.

Kak na cexpansiBate Pyzchiva

[la ce cpxpaHsBa Ha MACTO, HEJJOCTBIIHO 32 JCLA.

Ja ce cpxpanspa B xnamuHuk (2°C-8°C). Jla He ce 3ampazsBa.

CexpaHsBaiiTe IpeABAPUTETHO HAITBJIHEHATA MTUCAJIKA B KAPTOHEHATa OMAKOBKa, 3a Jja ce IMpenasu
OT CBETJIMHA.

AKO € HeoOXO0IMO, OTJICITHUTE MPEIBAPUTEITHO HAITBITHEHN HCANKH Pyzchiva Moxe cbiIo aa ce
ChXpaHsBaT IpH cTaiiHa TemnepaTtypa 10 30°C 3a MakCUMyM €IMH niepuoa A0 35 THU B
OpUTHHAJHAaTa KapTOHEHa OMaKOBKa, 3a JIa C€ MPEeAnasaT OT CBeTJIMHA. 3alHIlIeTe JaTaTa, Ha KOsSTO
NpEeBAPUTETHO HATBIIHEHATA MIcaJKa € U3BaJ/ICHA 3a IBPBH IIBT OT XJIAIMIIHUKA HA 0003HAYCHUTE
Ha BBHIIHATA KAPTOHEHA OIMakoBKa MecTa. [1o Bcsiko BpeMe mpenu U3THYaHeTo Ha TO3U CPOK,
NPOAYKTHT MOXKE /14 CE TIOCTaBH OTHOBO B XJIQJIMJITHUKA €THOKPATHO U J1a CE ChbXPaHsIBa TaM 10
M3TUYaHEe Ha CpoKa Ha TOAHOCT. M3XBBbpieTe mucaikara, ako He sl U3M0I3BaTe ciesl KaTo € MUHaI
MaKCHUMAaJHUAT MIEPUOJ Ha ChbXpaHEHUE OT 35 JIHU Ha CTaiiHa TeMIlepaTypa WK clie]l U3THYaHe Ha
OpPUTMHAJIHUS CPOK Ha TOIHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT ABETE HACTHITH I10-PAHO.

He pasknamaiite npenBapuTeTHo HamrbJIHEHUTE nucainku Pyzchiva. IIpoabmkuTenHOTO eHeprudHo
pa3KJaliane MoxXe J1a IIOBpPeIn JIEKapCTBOTO.

He u3nosnzBaiite ToBa JIeKAPCTBO:

CJIe]l CpOKa Ha TOJTHOCT, OTOENSA3aH BhPXY €THKETa U KapTOHEHATa onakoBka cien ,,EXP“/, . ['onen
110:*“. CpOKbT Ha TOJHOCT OTTOBApPS Ha MOCJICTHMSI IEH OT ITOCOYCHUS MECEIT;

aKO TEYHOCTTA € C MPOMEHEH IBAT, MbTHA WJIHM B HEsI ce 3a0€IsI3BaT IUTYBaIH Iy>KIH JaCTHITH
(BmwxkTe Touka 6 ,,Kak nzrnexxaa Pyzchiva u kakBo chabpxa omakoBKaTa™);

aKo 3HAETE WJIM CMATATEe, Ye MOKe Jia € Oria N3JIo’KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITAJCHTHO 3aMpB3BaHE WIIN 3arpsiBaHe);

aKO TPOIYKTHT € OWJI €eHePTUYHO Pa3KIIATEH.

Pyzchiva e camo 3a egHOKpaTHa yrioTpeda. Hensmon3BaHusAT NpOAYKT, OCTaHAN B MHACAIKaTa, TPSIOBa
Jla ce u3XBbpau. He n3xBbpisiiTe IekapcTBaTa B KaHAIM3AIMUATA WK B KOHTEHHEpA 3a JOMAaLIHU
ormaxbiy. [Tonuraiite Bamus gapmMalieBT Kak 1a U3XBBPIIATE JICKapcTBaTa, KOUTO BeUe HE
u3noa3Bare. Te3n MepKU i€ CIIOMOTHAT 3a OMa3BaHe Ha OKOJIHATA cpeaa.

6.

C'bl]'bp)l(aHI/Ie Ha onmaKoBKaTa M 1O0IIbJHHUTEC/IHA I/IH(l)OpMaIII/IH

Kakso cpabp:ka Pyzchiva

AKTHBHO BEIIECTBO: YCTEKUHYMa0. Besika npeiBapUTEIIHO HAITBIHEHA THCAIKa ChIbpika 45 mg
ycTekuHyMao B 0,5 ml.
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e Jlpyrure chCTaBKU Ca XHUCTHIUH, XUCTHAUHOB XUAPOXIOPHI MOHOXHApaT, nomucopdat 80 (E 433),

3axapo3sa, BoJia 3a MHXKXCKIWHU.

Kaxk m3rnexxna Pyzchiva m kakBo cbaBbpka onmaKoBKaTa

Pyzchiva e 6uctop, Oe31uBeTeH 10 O6Je10KBIAT HHKEKIHMOHEH pa3TBop. Toil MoXke 1a Chabpka
HSIKOJIKO JpeOHU MOJIyNpo3pauHy WK OeIy 4acTHLX IpoTerH. JlocTaBs ce B KapTOHEHA ONIaKOBKa,
ChIbpIKaIlla e/{Ha CTHKJICHA PEIBAPUTEIIHO HAITbIHEHA THcaika oT 1 ml ¢ equHnYHa 103a. Besika
NpeBapUTEIHO HATBJIHEHA MMUcalka Chabpika 45 mg ycreknnyMad B 0,5 ml HHKEKIMOHEH pa3TBOP.

IIpuTtexaTes Ha pa3pelIeHHETO 3a yIOTPeda M MPOU3BOIAUTE

Samsung Bioepis NL. B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaI_II/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsL, CBBPKETC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA NPUTCIKATECIIA Ha pa3pClICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Bbbarapus
Canpno3 bearapus KUT
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EArGoo
SANDOZ HELLAS MONOIIPOZQIIH A.E.
TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 64 48 00

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungéria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

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
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Hrvatska Romania

Sandoz d.o.o. Sandoz Pharmaceuticals SRL
Tel: +385 123 53 111 Tel: +40 21 407 51 60

Ireland Slovenija

Rowex Ltd. Sandoz farmacevtska druzba d.d.
Tel: + 353 27 50077 Tel: +386 1 580 29 02

Italia Slovenska republika

Sandoz S.p.A. Sandoz d.d. - organizacna zlozka
Tel: +39 02 81280696 Tel: +421 2 48 200 600

Kvmpog Suomi/Finland

SANDOZ HELLAS MONOITPOXQITH A.E. Sandoz A/S

TnA: +30 216 600 5000 Puh/Tel: +358 10 6133 400
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocaenumoct:

3a 1a ce moI00pH MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSOBA SCHO JIa CE 3aIMCBaT.

JlaTa Ha mocJieaHo npepasriexaade Ha aucropkata MM/I'TTT
JApyru n3rouyHunu Ha nHpopmanus

[TonpoGHa nHOpMaIKs 3a TOBA JICKapCTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
o JexapcrTBara: https://www.ema.europa.eu/.
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YKA3AHMA 3A YIIOTPEBA
Pyzchiva
(ycTeknHymMao)

HHKEKIHA 32 MOJAKO0KHO NPHUJI0KEeHHe
IIpeaBapuTe/IHO HATbJIHEHA MU CATKA

Yxka3zanus 3a mHkekTHpaHe Ha Pyzchiva ¢ momomTa Ha npexgBapuTeHO HATBJIHEHA MMHCAJIKA.
IIpoyeTeTe Te3u HHCTPYKIMHM 3a YIIOTPeda, peaAH 1a 3an04HeTe Aa u3nojssare Pyzchiva.
BamuAT MeAMIMHCKH CTIeNUAIUCT TPsAOBa A1a Bu nokaske Kak 1a NPUroTBUTE M MOCTABHUTE
nHKeknuATa Pyzchiva no npaBuiHusa Ha4YuH.
AKO HE MOXKETE 1a CU TIOCTABUTE CaMU MHXKEKLUATA:

. nomMouneTe Bammus MeTUIIUHCKY cieyanicT 1a Bu momorue minm

*  [IOMOJIETE HAKOM, KOWTO € 00yUeH OT MEAUIMHCKH CIIEUaNCT, 1a Bu nmocrass

WHXEKIIHTE.

He ce onutBaiiTe na cu umxekTupate Pyzchiva camu, nokato BammsaT MeUIIMHCKH CIICTIHAITUCT HE
Bu mokaxe kak ce nmxekTupa Pyzchiva.

HNmarte Hyxk1a OT oMo ?

ObaneTte ce Ha Bamms jgekap, 3a 1a 00ChIuTe BCUIKH BBIIPOCH, KOUTO MOXKE Jla UMaTe. 3a
JIOITBITHUTEITHA TIOMOIII WJIK 32 JIa CIIOJINTUTe MHEHUETO CH, BHKTE JINCTOBKATA 32 MHQOpMAIHSI 32
KOHTAKT C JIOKAJTHUS MPEICTABUTEIL.

YnbTBaHe 32 4acTUTE:

IMpexu ynorpeda
— WMBAT UHAWKATOP
= = EXP:XXXXXX \
Kanauyka Ha | MNpo3opye 3a | CpoK Ha
urnara HabnoaeHue | rogHocT (Exp:)
(nocTaBeHa)
Caen ynorpeba

— WKbAaT nHaukaTtop
(MHXXEeKTUpaHeTOo e 3aBbPLLEHO)

= = EXP:XXXXXX \\\

(I ® 4] )

W

Kanauka Ha | MpeagnasuTen 3a urnata
nrnaTa (vrnata e ckpuTa BbTpE)

(cBaneHa) Ourypa A

Baxxna nndgopmanusi, KOATO TPAOBA 1a 3HaeTe, Mpean Aa HH:KeKTHpaTe Pyzchiva
*  Camo 32 NOAKO0KHO MHKEKTHPaHe (MHKEKTHpaTe TUPEKTHO MO KOXKaTa)
*  He cBansiite kamaykaTa Ha Urjara, Ipeau fa cTe TOTOBU 3a MH)KEKTHPaHe.
*  Huxora He paskiaiaiiTe npegBapuTeIHO HalbJIHEHATA NUCANKA. Pa3kiamiaseTo Ha
Bamara npenBapuTenHO HarrbJIHEHA MUCajIKa MOXe 1a moBpean Baieto nekapctBo Pyzchiva.

ChbxpaHeHHe HA IPeABAPUTETHO HalbJIHeHa nucajka Pyzchiva:
*  CoxpansBaiire Pyzchiva B xnmagumauk mexay 2°C o 8°C.
*  Coxpansaiite Pyzchiva B opurnHanHaTa KapToOHEHa OIAKOBKa, 3a [a S NPEANa3uTe OT CBETIMHA
WK (QU3MYECKO YBPESKIAHE.
*  Axo ¢ He00X0MMO, OTACTHUTE NIPEIBAPUTEITHO HAITBIHCHHU MHCATKU Pyzchiva MoXe ChIIo 1a
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Ce ChXpaHABAT MPH cTaifHa TeMriepaTypa a0 30°C 3a MaKCUMyM €IUH TIEPHOA 10 35 THU B
OpWTHHAJHATa KapTOHEHa OTaKOBKa, 3a JIa C€ MPEeAna3saT OT CBETINHA. 3alnIleTe aTara, Ha
KOSTO MpeIBapUTEIHO HATbJIHEHATA MHICAJKa € U3BaJIcHa 3a IIbPBU ITBT OT XJIaJWIHHUKA Ha
0003HaYeHNTE HAa BHHIIHATA KAPTOHEHA OMaKkoBKa mecTa. [1o Bcsiko BpeMe npenn u3TH4aHeTo Ha
TO3U CPOK, MMPOTYKTHT MOXKE JIa Ce TIOCTaBH OTHOBO B XJIAJMIIHUKA €THOKPATHO U Ja ce
ChXpaHsBa TaM JI0 U3THYaHEe Ha CPOKa Ha TOJHOCT. MI3XBBpIieTe nucankara, ako He 5 H3M0J3BaTe
clie]l MAaKCUMAaITHUS TIEpUoJ OT 35 THU cle/l ChbXpaHEeHNE Ha CTaliHa TeMIepaTypa Uil e
M3TUYaHE Ha OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBUCHMOCT OT TOBAa, KO€ OT JIBETE HACTBITH I10-
pano. He cbxpansiBaiite Pyzchiva npu ekcTpeMHU FOPENIHH HITH CTYJIOBE.

Ja He ce 3ampa3siBa.

IloaroroBka 3a HHKCKTHUPAHE HA MIPEABAPUTE/IHO HAITBJIHEHA IMTUCAJTIKA PyZChiVﬁ

Crpnka 1 Ipenu 1a 3amovyHeTe, MpoBepeTe KAPTOHEHATA ONMAKOBKA, 32 1a Ce YBEPUTE, Y€ TOBA €
npaBujHaTta go3a. llle pasmonarare ¢ 45 mg wimm 90 mg, B 3aBUCUMOCT OT IIPEIIMUCAHUETO HA
Bamusr nekap.

Axo Bamiara no3a e 45 mg, 1ie noiy4ure €JHa NpeBapuUTeIHO HATbJIHEHA MUcanka oT 45 mg.
Axko Bamara no3a e 90 mg, e mosyuuTe WK €Ha MIPeIBapUTETHO HAITbJIHEHA MUCcAKa OT

90 mg, WK aABe MPEABAPUTEITHO HAMBITHEHHU MUCAJKH OT 45 mg. AKO ToIydnTe ABe
NpeABapUTEIHO HAITBJIHEHH MUCANKU OT 45 mg 3a 1o03a 90 mg, e TpsaoBa 1a Cu MOCTaBUTE JBE
WH)KEKLUH, e1Ha CJIe] IpyTa.

Crbnka 2 Ilpurorsere KOHCyMaTUBHTE

Crpnka 2.1: U36epere noOpe ocBeTeHa, YncTa U paBHa pabOTHA MOBBPXHOCT.
Crpnka 2.2: Cr0epeTe HeOOXOJUMHUTE KOHCYMATHBH, 32 Jia MIOJATOTBUTE U IIOCTABUTE
umxeknusTa (Purypa b).

IIle nmaTe Hyza OT CIEIHUTE KOHCYMAaTHBH.

°  BritoyeHH B KapTOHEHATa OIMAKOBKa!

- [IpenBapurenno HambiHeHa nucanka Pyzchiva

°  HeBkiroueHH B KapTOHEHATa ONAKOBKA!
- TamnoH, HanOEH CbC COUPT
- HaMy‘-IHI/I HJIN MapJICHU TaMIIOHU
- Jleenka
- Konteiinep 3a U3XBbpisSHE HA OCTPU NMpeaMeTH (BUKTE ,,A3XBBpIIsiHe Ha
NpeaBapUTEJHO HAITbJIHeHA mucanka Pyzchiva®)

o

®urypa b

Crenka 3 IIposepere npeaBapuTe/JIHO HATBJIHEHATA NUcaaKa (Purypa B)

Crpnka 3.1: [IpoBepere cpoka Ha TOAHOCT BbPXY NMPEABAPUTEIHO HATBIHEHATA MUCAIIKA HITH

KapTOHEHATa OIaKOBKa.

Crbnka 3.2: [IpoBepere JIeKapCTBOTO NPe3 MPO30PUETO 38 HAIMYHE HA YACTHIIN MM TPOMSIHA B

uBeTa. JlekapcTBoTO TpAOBa Ja U3rIexkaa OMCTPO U OE3LBETHO 10 CBETIIOKBITO C MAJIKO Oenn

YaCTHIIH.

Crpnka 3.3: [IpoBepere manm nmucajgkara He € IOBpecHA.

He nznonssaiite Pyzchiva ako:

°  CPOKbBT Ha TOJHOCT € U3TEKBJI WK aKO IPESABAPUTEITHO HATBIIHEHATA MTUCATTKA €
ChXpaHsBaHa €IHOKPATHO MPH cTaiiHa TemriepaTtypa a0 30°C B mpoapDKeHHE Ha TIOBEUE OT
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MaKCHUMAJICH TIEPUOJ OT 35 JTHU WIIM aKo NPEABAPUTEITHO HAITBIHEHATA TIHCANKA €
chxpansBana Hax 30°C.
° ¢ 3aMpb3HANA, C MPOMEHEH IIBAT, MbTHA WJIH ChIbPKa TOJICMU YaCTHIIH.
° ¢ IOBpeacHa.
° e W3MycHATa M U3TJIeXK/a HAITyKaHa WK CUyIIeHa.
*  HopmaiHo e na Bugute 1 wim moBeue MeXypyera B MPO30PUETO.

 lpo3pauHa? be3zysemHa?
u? v CpoKbm Ha 200HOCM He
e UusmeKkvn?

M Co Gy

v/ Hama nospeda?

v be3 yacmuy,

®urypa B

Crenka 4 OcraBete JIeKapCcTBOTO 1a JOCTHTHE CTallHA TeMIepaTypa
*  3a no-koM$pOpPTHO MHKEKTHPAHE, CJIe/ KaTO U3BaAUTE OT XJIaAWIHUKA
npeBApUTEIHO HATBbIHEeHaTa nicanka Pyzchiva, ocraBere s Ha craiiHa
TeMmneparypa 3a okono 30 MUHYTH IIpeI MHKEKTHPAHETO.
*  He 3aromuisiiTe npeaBapuUTETHO HAITbJIHEHATA MTUCAJIKA IO HUKAKBB JPYT
HauuH (HarpuMep He s 3aTOIUIIHTE B MUKPOBBIHOBA (hypHA WM B
roperia Boja).

Crbnka S U3muiite cu pbuere
*  H3wmuiiTe 100pe phlieTe CH ChC callyH u Toria Boja (Purypa I).

N

\.

®@urypa I’

Crbnka 6 M36epete MACTOTO HAa HHIKEKTHPAHe

*  H3Gepere MsACTO 32 MHKEKTUPaHE B TOPHATA YacT Ha Kpakara (OeIpaTta) WK IOJTHATA YacT Ha
KOp€Ma, ¢ U3KIIIOYCHHE Ha 5—CaHTI/IMCTpOBaTa 30Ha TOYHO OKOJIO I'bIa. AKO HNHXCKIUATA CC
II0CTaBsA OT 6OJ'IH01"J'IG,I[3H, MOJKE a C€ M3I10JI3Ba U BbHIIIHATA YaCT Ha ropHaTa 4aCT Ha PBLECTE.
(Purypa JI)

d HM3noa3BaiTe PA3JINYIHO MACTO 3a MHIKCKTHPAHEC IIPU BCAKO HHKEKTHPAHE.

d He mocraBsiite NHXCKIUA B obnact ot KoOXXara, KOSATO € YyBCTBUTEIHA, HATbPTCHA, 3a4€PBECHA
WJIN TBbpJa WK IMOKa3Ba NpHU3HAIU Ha IICOpHUAa3UC.
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®urypa /I

Crenka 7 Ilouncrere KokaTa Ha MAICTOTO HA HHXKEeKTHPaHe
* Ilouncrere kKokaTa ¢ HOB TAMIIOH, HAIIOEH ChC CIIUPT, KBIAECTO IUIAHUPATE 1 TIOCTABUTE
uHxekusTa cu. (Purypa E)
*  He nokocBaiiTe OTHOBO Ta3u 001acT, Mpeau Aa MOCTaBUTE HHXKeKnusaTa. OcTaBeTe KoXkaTta 1a
U3CBHXHE MIPEIU HHKEKTUPAHE.
*  He npaseTte BATHp U HE TyXalTe BbPXY YUCTATA 30HA.

4 )

/

®urypa E
HNHKeKTHpPaHe ¢ MOMOINTA HA NMPeABAPUTETHO HaTbJIHeHaTa nucajika Pyzchiva

Crbnka 8 U3nbpnajiiTe HAPaBO KANMAYKATA HA UIJIATa, KOTaTO CTe TOTOBHU Ja MH:KEKTHpaTe
Pyzchiva (®urypa K).
*  U3xBbpreTe kamaukaTa Ha UriaTa.
*  HopwmanHo € 1a BUANTE, Y€ OT UTJIaTa U3IM3aT HAKOIKO KalKd TE€YHOCT.
*  He 3aBbpraiiTe U HE Or'bBANTE KalaykaTa Ha UIJIaTa, IOKaTo 1 OTCTpaHABATE, Thil KATO TOBA
MOX€E J]a TOBPEAU UIJIATa.

He u3mnosnsBaiiTe mpeIBapuTEITHO HAITBIHEHATA MTUCAJIKA, aKO € M3ITyCKaHa Clie]] OTCTpaHsIBaHe
Ha Karnaydkara Ha uriara. Obajere ce Ha Barius MEAUIIMHCKY CISIIUATUCT 32 HHCTPYKITUH.

N

il

@urypa XK

Crpnka 9 I[NocTaBeTe MpeABApUTETHO HATBJIHEHATA MUCAJKA HATIPABO BHPXY KOKATA CH O/
bIba oT 90 rpanyca (@urypa 3).
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®urypa 3

Crenka 10 IIpuTHCcHeTe ITBTHO NPEIBAPUTETHO HAITbJIHEHATA MUCATKA HAZ0JIY KbM KOXKaTa,
3a Ja 3ano4HeTe HH:KekTHpaHeto (Purypa N).
*  Moxe a yyeTe IbpBO IIPaKBaHE, KOraTo MHXEKTUPAHETO 3allOYHE.

- N

®urypa U

Crbnka 11 Ilpoabixere 1a HATUCKATE MUCAJIKATA BBPXY KO0KaTa, JOKATO KbJITUIT UHIAUKATOP
cnpe 1a ce aBuKH. (Purypa ).
Hnxextupanero moxe aa Bu otneme 10 10 cexynam.
* Moxe na gyyere BTOpO IpakBaHe. ToBa 03HauaBa, ye HHKEKTUPAHETO € MPUKITFOUHIIO.
* He HamansBaiiTe HaTUCKa BbPXY MICTOTO Ha HHXEKTHUPAHE, MPEAU HUHKEKTUPAHETO J1a
MPUKITIOYH.
* He MecTeTe IpeABapUTEITHO HAITBIHEHATA MMHUCATKA MO BpEME Ha HHKEKTUPAHETO.

4 )

®urypa M

Crpnka 12 IIposepere 1ajiM IPO30p4eTo 32 HAGIIOJCHHE € CTAHAJIO JKbJIT, 32 [1a Ce yBepHTe, 4e ¢
HHKeKTHPaHa ITbJIHATA 1034, cJIeJl KOeTO OTCTPaHeTe MPa3HATA MHCAIKA 0T KOXKaTa
(Purypa K).
» Ilpeana3urtensT Ha Urjara Iie MOKpHUE HATBIHO UTJaTa.
* Kakro Ha ®@urypa K, Bb3M0XKHO € B Ip030pUeTO 3a HAOJII0AEHUE BCE OILE /1A CE BIDKIA MaJIKa
CHBa JICHTA.
* I3BaxzaHeTo Ha WIJIaTa OT KOJKaTa MOKE J]a MPEIU3BHKA JIEKO KbPBEHE WM 00pa3yBaHe Ha
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HAKOJIKO KaIllK KPpbB Ha MACTOTO Ha HHXXCKTHUPAHE. ToBa e HOPMAJIHO. MoxeTte na IIPUTHUCHETE
IMaMy4€H TaMIIOH WJIN MapJisd KbM MACTOTO Ha MHXCEKTHpPAHE, aKo € HCOGXOI[I/IMO. He
paBTpHBafITC MSCTOTO HAa MHIKCKTHUPAHEC. MoxeTe 1a MOKPUCTE MACTOTO HAa MHIKCKTHUPAHEC C
MaJiKka JICIICHKa, aKo € HCO6XOI[I/IMO.

4 N\
v

®urypa K

Axo Bamara n03a e 90 mg, e moJiyduTe WM e{HA NPeABAPUTESTHO HAITBJIHEHA MUCAIKA OT
90 mg, nM ABe NpeABAPUTE]HO HAITbJIHECHU MUCAJIKH OT 45 mg. AKO IOJIy4YHTe ABe
NMpeIBAPUTETHO HATbJIHEHU MUCATKH 0T 45 mg 3a 103a 90 mg, e TpsidOBAa a CH NMOCTABUTE
BTOpPa MHKEKIMS BegHAara cjex mbpsata. [loBropere cTbnkm 1 — 12 32 BTOpaTa MHKEKIUSA €
HOBa nucaJika. U30epeTe Apyro MscTo 3a BTOpaTa MHKEKIUS.

H3xBBpJIsiHe HA NPeABAPUTEHO HANTBJIHeHAaTa nucayika Pyzchiva

Crbnka 13 ITocTaBeTe H3M0/I3BAHATA MU CAJIKA B KOHTEliHEP 32 0CTPU NPeIMETH BeaHAra cJie/
ynorpeoda (®urypa JI).

*  He u3xBbpidiiTe HEHY)KHUTE MHCAJIKN B KOHTEHHEPA 3a TOMAIIHU OTHaJbIH.

* He penukiupaiite U3M0JA3BaHUS KOHTEHHED 3a U3XBBPIISIHE HA OCTPU MPEAMETH.

/ N

®urypa J

C’bXpaHﬂBaﬁTe Pyzchiva U BCUIKH JICKApPCTBa HA MACTO, HCAOCTHITHO 3a Jiena.
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JlucroBka: undopmanus 3a norpeduTeNs

Pyzchiva 90 mg uH:KeKIMOHEeH Pa3TBOP B NPeABAPUTE]HO HANTBJIHEHA MMHCAJIKA
ycTekuHyMab (ustekinumab)

vTosn JICKapCTBEH MPOIYKT MOJICKH Ha JOMBIHUTEIHO HabmoaeHre. ToBa 1ie mo3Bou 6bp30TO
yCTaHOBSIBaHE HA HOBA HH(POPMAIIUsS OTHOCHO Oe30macHocTTa. MoXeTe Jia iajieTe CBOs PHHOC KaTo
CHOOIIUTE BCSKA HEXETaHa Peakilvs, KOSATO CTE MOJTYyYMIN. 3a HAYMHA Ha ChOOIIIaBaHEe HA HEXKETaH!
peaxIiy BIKTE Kpasi Ha Touka 4.

IIpoyeTreTe BHUMATEIHO LAJIATA JUCTOBKA, IIPEAH 1A 3all04YHETe 1A U3I10J13BaTe TOBA
JIEKapCTBO, Thil KaTO TH ChABbP:Ka BaxkHa 32 Bac nundopmanusi.

Ta3u JUCTOBKA € HANMCAHA 32 MaleHTa, KOITO MpueMa JIeKapcTBOTO.

- 3anazere Ta3u JUCTOBKA. MOXke /1a ce HANOXKU J1a 5 IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTETHA BBIIPOCH, TTonuTaiiTe Bamus nekap wiu gapmarieBt.

- ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro npeotcTbnBaiite Ha npyru xopa. To Mmoxe
Jla M HaBpeIy, He3aBUCHMO Y€ TPU3HAIMTE Ha TAXHOTO 3a00JsIBaHe ca ChIUTe KaTo Bammre.

- AKO TIONTyYuTe HAKAKBU HEeXEJaHU Peaklluy, yBeroMeTe Bamus nekap wiu dpapmanesT. Toa
BKJIFOYBA U BCUYKHW Bb3MOXXHH HEXKCJIIaHU p€aKlIMU, HCOIMMCAaH! B Ta3W JIMCTOBKA. Buxre
TOYKa 4.

KakBo cbabpika Ta3u JUCTOBKA

1. Kakso npenctapnsBa Pyzchiva u 3a kakBo ce M3M0JI3Ba
Kaxso Tps6Ba na 3Haere, npeau na m3non3sate Pyzchiva
Kak na usnonssare Pyzchiva
BBb3MOXHU HEeKETaH! Peakiiu
Kak na cexpansBare Pyzchiva
ChappikaHue Ha ONIAKOBKAaTA U AOMBJIHUTEIHA HH(POpMALUs

AN ol

Kakso npencrasiassa Pyzchiva u 3a kakBo ce H3moJ13Ba

Kakso npencrasiasBa Pyzchiva

Pyzchiva, mpunokeHa ¢ TOMOIITA Ha PEIBAPUTEITHO HAITBIHEHA MHCANIKA, ChABPXKa aKTUBHOTO
BEIIECTBO ,,yCTEKHHYMa0 ", KOETO € MOHOKJIOHAJTHO aHTHTsUI0. MOHOKIIOHATHUTE aHTUTeNa ca
NPOTEWHH, KOUTO Pa3MO3HABAT M CBBP3BAT ONPEACICHHU CIEHU(PUYHHA TPOTEHHH B OpraHU3Ma.

Pyzchiva npunaanexxu kbM rpyma JeKapcTBa, HapeueHH ,,iMyHocympecopu”. Tesun nexapcTBa
JeiicTBaT, KATO HAMANIABAT aKTUBHOCTTA HA YacT OT MIMyHHATa CHCTEMa.

3a kakBo ce u3noassa Pyzchiva

Pyzchiva, npusnoskeHa c moMouITa Ha MpeJBAPUTEIHO HAITBJIHEHA MHCAJIKa, CE M3II0JI3BA 3a JICYEHUE Ha
CIICTHUTE BB3MAIUTEIHH 3a00IIIBaHUS:

e JInakoB ncopuasuc — Npu Bb3pacTHH

e JlcopmaTtudeH apTpuT — IIPU Bb3PACTHU

e YmMepeHa 1o Texkka Oonect Ha KpoH — npu Be3pacTHH

IlnakoB ncopuasuc
,»L LITAKOB TIcopua3uc” € KOXKHO 3a00JIsIBaHe, KOSTO BOJIU JI0 BB3MAJICHHE, 3aCATaI0 KOXKaTa U HOKTUTE.
Pyzchiva HamansBa Bb3NAJICHHETO U IPYTUTE IPU3HAITN HA 3200 IIBaHETO.

Pyzchiva, MPUJIIOKCHA € U3IO0JI3BAHCTO HA NPCABAPUTCIIHO HAIIBbJIHCHA MM CAJIKA, CC U3II0JI3Ba IIPU

BB3PAaCTHHU C YMEPEH 10 TEKBK IUIAKOB IICOPUA3UC, KOUTO HE MOTaT 1a U3IIOJI3BAT LIMKIIOCIIOPHH,
MEeTOTpeKcaT win (GOTOTepanus, WM KOraTo TE3H JICUCHHS He JeHCTBAT.
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I[lcopuaruyen apTput

[IcopuatuueH apTpHT € Bb3MAINTETHO 3a00IIsIBaHE Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopruasuc. AKO UMaTe aKTHBEH IICOPUATHYCH apTPUT, IbPBO 1€ Bu nexyBat ¢ apyru nekapcTa. AKO
HE Ce TIOBJIMAETE JOCTATHLIHO JOOPE OT Te3HU JIeKapCcTBa, MoXxe 1a Bu ce npeanumre Pyzchiva, 3a ga ce:
® HAMAaJAT MPU3HAIUTE U CUMIITOMHUTE Ha 3a00s1BaHeTO B

e noxo6pu ¢pusnueckoro Bu cberosnue;

e 3a0aBu yBpexaaHeTo Ha Bammre ctaBu.

Boaect na Kpon

Bonectra Ha KpoH e Bp3manuTenHo 3a0oisBane Ha yepBara. Ako nMate 6osect Ha KpoH mbpBo 111e
Bu ce nagat npyru nekapctBa. AKO HE C€ MOBIIUSETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TE3H
JekapcTBa, Moxe aa Bu ce nane Pyzchiva 3a HamansBaHe Ha NIpU3HAIMTE U CUMIITOMUTE Ha
3abonsaBanero Bu.

Kakso Tps0Ba na 3Haete, npeau Aa usnoassare Pyzchiva

He n3nosssaiite Pyzchiva

e AKO CcTe ajJlepru4HU KbM YCTeKHHYMAO0 HJIH HIKOS OT OCTAHAJIMTE ChbCTABKH Ha TOBA JIEKAPCTBO
(136poenu B ToUKa 6).

e Ako uMaTe akTMBHa HHeKUus, KoATO BamusT gekap Hamupa 3a 3Ha4nMa.

AKO He CTe CUT'YpHH JIajld HAKOE OT H30pOEHHTE MO-Tope ce oTHAcs 3a Bac, mocwBeTBaiite ce ¢ Bamrus
niekap win papmarieBT, npeau aa usnoissare Pyzchiva.

IpexynpexaeHust ¥ MpeanasHu MePKH

T'oBopeTe ¢ Barmus jekap win hapmareBT npeau aa usnonssate Pyzchiva. Bamust iekap mie
HPOBEPU CHCTOSIHUETO BU mpesin BCsKO JiedeHre. Y BeqoMeTe CBOsI Jiekap 3a Besika Baria 6osect
npenu Besiko sieuenue. Chino Taka uHpopMupaiite Barms ekap, ako HACKOPO CTe OMIM B KOHTAKT C
YOBEK, KOWTO MO’Ke J1a MMa TyOepKyJ103a. Bamust siekap mie Bu npersiena u e HarpaBy W3clieiBaHe
3a TyOepKyJ03a, npeau Ja u3nonssare Pyzchiva. Ako Bamusr jgekap cMmsTa, 4e cTe U3JI0KCHU Ha
pHCK OT TyOepKyJs103a, MOXke 1a Bu npe/nuiie gekapcTsa 3a JICUSHUETO M.

Cuieere 3a cepHO3HU HelKeJIaHH peaKuu

Pyzchiva moxe 1a npenn3Brka CeproO3HU HEXKETaH! PeakIiy, BKIIOUYUTEIHO aJepTUYHU PEaKkuy 1
nHbpeknnu. TpsadBa ga cienuTe 3a onpe/esieHH PU3HAIN Ha 3a00JIIBaHUS, IOKATO IIPUEMATe
Pyzchiva. Bmxre ,,Cepro3Hn HexelnaHu peakiiny’” B TOYKA 4 3a ITBJIHHS CITUCHK HA Te3W HEeXKEIaH!
peaxuum.

Mpenn n1a n3noaszBarte Pyzchiva undgopmupaiite Bamus nexap:

e AKO HIKOIa cTe HMAJIU AJIePrUYHA Peakuusi KbM YCTeKHHYMa0. AKO HE CT€ CUT'YPHU,
nonuraite Bamug nekap.

e AKO HIKOra cTe HMaJU HAKAKbB BH/ PaK — TOBA €, 3aIl10TO UMYHOCYIIPECOPUTE KaTo
yCTeKHHYMab 0TCIa0dBaT 4acT OT MMyHHaTa cuctemMa. ToBa MOYe Jja MOBHIIHN PUCKA OT pax.

e AKO CTe JIeKyBaHH 32 NICOPHA3HUC ¢ APYrH OMOJIOTHYHH JIeKAPCTBA (JIeKaApCTBO, MPOU3BEICHO
0T 0H0JIOrHYeH U3TOYHHMK M OOMKHOBEHO NPHJIATaHO Ype3 HHAKEKIUs) — PUCKBT OT PaK MOXeE
Jla € II0-BHCOK.

e AKoO HMaTe WU HACKOPO CTe MMAJIM MH(peKLHs.

e AKO MMaTe HOBU WJIM NPOMeEHSIIIHU ce JIe3MH B y4acThIUTE C ICOPUA3UC UM 10 He3acerHarara
KOXa.

e AKO moJiy4yaBate Apyro Je4deHHe 3a MCOPHA3UC W/HIN NCOPHATHYEH APTPHUT — KaTo Ipyru
MMYHOCYIIpECOpH WH (hoToTepanus (KoraTto TsUIOTO ce JeKyBa ¢ Tu yiaTpaBuosierosa (UV)
cBeT/INHA). Te3H JeueHus ChII0 MOXKE 1a OTCJIA0AT 4acT OT UMyHHaTa cucTemMa. M3mnon3BaHeTo Ha
TE3H JICUCHUsI 3a€JHO ¢ yCTeKUHyMal He € u3cienBaHo. Bp3MoxkHO € 0bade, TO 1a yBEIN4M pUcKa
OT 3a00JIBaHus, CBBP3aHH C OTcIa0BaHe HA UIMyHHATa CHCTEMA.
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e AKoO moJiyyaBaTte Wil HAKOra C€Te 1moJjy4yaBajd HHXKCKIUUA 34 JICYCHUE HA aJICPIrUuM — HE €
HU3BCCTHO OaJIk YCTeKI/IHYMa6 MOXKE J1a OKaXX€ BIIMAHUEC BHPXY TAX.
e AKO cTe HA H HAJ 65 roaMHu — MOXXe J]a CTE HO-CKIIOHHH KbM I/IH(l)CKI_II/II/I.

AKO He CTe CUT'YPHH JaJlH HsKOe OT ropen3OpoeHuTe ce oTHacs 3a Bac, moceBeTBaiite ce ¢ Bamms
nexap win (apManeBT, npeau aa usnonssare Pyzchiva.

Hsikou marneHTH nmosTyvaBart JyImyc-loA00HN peakiiy, BKIIOUUTEITHO KOXKEH JIyIyC epuTeMaTojiec U
JyIyc-o00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuaymal. ['oBopere Bennara ¢ Bamms siekap,
aKo IMOJYYHTE YePBEH, HAJUTHAT, JIFOIIEI ce 0OPUB, MIOHAKOT'a C MO-THhMHU IPaHUIIN, B U3JI0KCHUTE
Ha CI'BHIIE YYaCThIIM HAa KOXKaTa UM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HaOI0aBaHu B TPOYYBAHE TIPH MAIEHTH C TICOPUA3UC, JIEKYBAHHU C
yCTeKnHYMa0. Baiust jgekap peioBHO Ie MPOBepsiBa pUCKOBUTE (HDAKTOPH 33 CHPACUYHO 3200 sIBAHE U
UHCYNT npH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT Mo MoaXxoasm| HaunH. HezabaBHO moTbpceTe
MEMIIMHCKA TTOMOIII, aKO MOJIy4nuTe 00JIKa B I'bPANTE, C1A00CT MM HEOOWYAMHO yCelllaHe OT eIHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT HA JIMIETO UJIX T'OBOPHU WX 3PUTCIIHU CMYIICHUS.

Jeuna v roHOIIN

YcreknHymab mpeBapUTeIHO HAITbIIHEHA MHCcAIKa He ce MperopbyBa 3a ynorpeba npu Jena Ha
BB3pacT nox 18 rogunu ¢ ncopuasuc uim 6onect Ha KpoH, 3a10To He € MpoydBaH NpH Ta3u
BB3pacToBa rpyna. Bmecto ToBa npu nema Ha Bb3pacT 6 MM [oBeYe FOAMHHU U IOHOLIN C IICOPHA3HC
TpsiOBa J1a ce M3MOJI3Ba MPEABAPUTEIHO HATBIIHEHA CIIPUHIIOBKA WK (rakoH. BmecTo ToBa mpu nena
¢ 6onect Ha KpoH ¢ Terno Hait-manko 40 kg TpsiOBa na ce nsnonssa nH(OY3UOHEH Pa3TBOD,
NpeIBapUTETHO HATBJIHEHA CIIPUHIIOBKA WIIH (JIAKOH.

VYcreknnymab He ce IpenopbuBa 3a yrnoTpeda mpu Jera U IOHOIIN Ha Bh3pacT moj 18 roaunu ¢
TICOpUATHYEH apTPUT wWiH jena ¢ 6onect Ha Kpon ¢ termo mox 40 kg, 3amoTo He e mpoy4BaH MpH Tazu
BB3pacToBa Ipyrma.

Jpyru nexkapcrBa, Bakcunu u Pyzchiva

TpsbBa ma kaxete Ha Bamms jgexap wim (hapmareBT:

e AKO mpuemare, HacCKOpO CTe MpHeMalli MU € Bb3MOXKHO J1a IpreMeTe IPYTH JeKapCTBa.

e Axo Hackopo Bu e mpaBeHa unu raHupate ga Bu ce npaBu BakcuHaius. JlokaTo U3nosi3Bare
Pyzchiva, Hsikon BuzoBe BakcHHU (’KMBU BaKCHHHU) He TPsiOBa J1a ce mpuiiarar.

e Ako cte noiy4aBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TpsiOBa /1a KayKeTe Ha JieKaps Ha
6ebero Bu 3a neuenuero ¢ Pyzchiva, mpenu To 1a momy4un KakBaTo U 1a € BaKCHHA, BKIIFOUHUTEITHO
KUBU BakcuHH, kaTo BIDK BakcuHa (M3I013BaHa 3a Mpeana3Bane oT TyOepKyio3a). JKusure
BaKCHMHH HE ce penopbuBaT 3a Bamero 6e0e npe3 mbpBUTE ABaHAAECET MECela Clie/l PaXIaHeTo,
ako cre nmony4asaiu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JiekapsT Ha Bamero 6ebe He
mpernopbya Jpyro.

BpemMeHHOCT M KbpMeHe

e AKko cTe OpeMeHHa, cMATaTe, Y€ MOKe J1a CTe OpeMEeHHa WM IUTaHUpaTe OPEeMEHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenu ynorpebara Ha TOBa JIEKapPCTBO.

e He e HabmroiaBaH MO-BUCOK PUCK OT BPOJCHU JeekTH pHu OeOeTa, N3JI0KEHN Ha YCTEKMHYMal B
yTpobara. /lanHuTe OT yrorpebaTa Ha ycTeKnHyMab Npu OpeMeHHH jKeHH 00ade ca OrpaHHYeHH.
[Topaau ToBa € 3a MpeaoYnTaHe 1a ce U30sArBa ynorpedara Ha yCTeKUHyMa0 1o BpeMe Ha
OpeMeHHOCT.

e AKO CTe j)K€Ha C JIeTepO/ICH IMOTEHIINAII, )KEJIAaTeIIHO € Jla He 3a0peMeHsIBaTe U Jla N3I0JI3BaTe
MOJIXOJISI MPOTUBO3aYaThYeH METO]I, KOTaTo U3MOJ3BaTe yCTEKUHyMal 1 roHe 15 cenMulm cien
HOCJICTHOTO TPHJIaraHe Ha yCTEeKHHYMao.

e Pyzchiva Moxe Jja mpeMuHe npe3 IIIalleHTaTa B HepoaeHoTo 0ebe. Ako cte mony4aBanu Pyzchiva
10 BpeMe Ha OpeMeHHOCTTa cH, 6e0eTo Bu Moxke 1a Ma O-BUCOK PUCK OT HH(DEKIIHS.

e BaxHo e 1a kaxere Ha JiekapuTe Ha Bamero 6e0e 1 Apyru MEAUIIMHCKH CIEIHAINCTH, aKO CTe
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nojydaBaiu Pyzchiva o Bpeme Ha OpeMeHHOCTTa CcH, mpean 6e0eTo 1a Moy4r KaKBaTo U J1a €
BakcuHa. JKuBu BakcwaH, Kato bIJK BakcuHa (M3mo3BaHa 3a Ipeana3BaHe oT TyOepKyo3a), He
ce IpenopbhuBart 3a Bamrero 6e6e mpe3 mppBUTE ABaHAIECET Mecela Cle/I PaKIaHeTo, aKo CTe
nonyuaBanu Pyzchiva o Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JiekapsT Ha Bamero Oebe He
npenopbsya JApyro.

e YcTekuHyMab MOXe Ja MPEeMUHE B KbpMaTa B MHOTO Mallku KomdecTBa. [lockBeTBaiiTe ce ¢
Bamus nekap, ako KbpMHTE HITH aKo TUTaHUpaTe Aa KbpMmurte. Bue u BamusaT nexap tpsOBa ga
pemmTe xanu TpsAoBa 1a KbPMUTE WITH J1a U3I0JI3BaTe YCTEKHHYMa0 — He MIPaBeTe U JIBETe.

lodupane u padora ¢ MalIMHK
YcreknHymab He MOBJIMSBA WK TOBIIKABA IMPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u pabora ¢
MaIIHHH.

Pyzchiva chabpixa moaucopoart 80 (E433)

Tosa nexapctBo cbabpika 0,04 mg nonucopdat 80 (E433) BbB Besika mpeBapuTeTHO HAITbJIHEHA
nucaika (1 ml), koeto e exkBuBasnienTHO Ha 0,04 ml. [TonucopbaTuTe Morar 1a IPUUUHST AJIEPTHYHH
peakiu. TpsOBa na kaxere Ha Bamms nekap, ako ©UMaTe yCTaHOBEHH aJIeprHu.

Kak na uznoassare Pyzchiva

Pyzchiva e mpenna3zHadeH 3a yrnorpeda 1mo1 pbKOBOJICTBOTO M KOHTPOJIA HA JIEKApP C OIHUT B JICYCHUETO
Ha 3a00JsIBaHMS, 32 KOUTO € MoKasaH Pyzchiva.

BuHaru u3nosnzBaiite ToBa JIEKapCcTBO TOUHO KakTo Bu e kazan Bamusar nekap. AKO HE CT€ CUTYPHU B
Heulo, nonuTtaiite Bamus nekap. I[lockBetBaiiTe ce ¢ Bamus nexap 3a ToBa, kora e Bu ce moctassr
MHXEKIMUTE U KOra IIe ca CIEABAIIUTE KOHTPOJIHU MIPETICAN.

Kakspo kosmuectBo Pyzchiva ce mpunara
Bammsr nexap mie pemu kakBo konudecTBo Pyzchiva TpsOBa na momy4ure u 3a KaKbB IEPHOL OT
BpEMeE.

Bnb3pacTHu Ha 18 roniMHU WM MO-TOJ1€MH

Ilcopua3uc uiu ncopuaTudeH apTpuT

o [IpenoprunrtenHara HadaiHa f03a € 45 mg Pyzchiva. [Tanuentu ¢ terno nang 100 kunorpama (kg)
MO3Ke J1a 3armovHar ¢ go3a 90 mg smecto 45 mg.

e Cnen HavanmHaTa 7033, cieaBaiiara Bu no3a me 0b/1e 4 ceIMUIIM Mo-KbCHO H CJIE]] TOBA Ha BCEKH
12 ceamuiu. CaeaBaiiuTe 1031 OOMKHOBEHO ca ChIUTE, KATO HaYaIHATa J103a.

Boaect na Kpon

o [Ilo Bpeme Ha nedenueTo Bamusar nexap me Bu npunoxu mepBarta 103a OT IPHOIU3UTETHO
6 mg/kg Pyzchiva upe3 kankoBo BIMBaHE BbB BeHa Ha pbKaTa (MHTpaBeHO3HA nHY3us). Crex
HavajgHaTa 71034, IIe MoJyduTe ciaenpaiiara 103a 90 mg Pyzchiva ciieq 8 cenmMuiy, cien ToBa npes
12 ceqmuny upe3 WHKEKLU O] KoXKaTa (TIOIKOXKHO).

e [Ipu HKOM MAIMEHTH, CIIC]l TbpBaTa NoAKoxHa HHkekus, 90 mg Pyzchiva moxe na ce nmpuiara
npe3 8 cenMuIy. BamusT nekap mie pemm kora TpsOBa J1a oIyYuTe cieBaiiara Ci 103a.

Kak ce npuiara Pyzchiva

e Pyzchiva ce mpuiara KaTo HHXEKLU 110]1 Koxata (oIKokHO). B HauanoTo Ha BameTo neuenue,
Pyzchiva Moske J1a ce MHKEKTHpa OT JIeKap WK METUIIMHCKA CeCTpa.

e Bue u Bammsr nekap obade Moxe na permmre, ue Bue camu Moske 1a cu nrkektupare Pyzchiva. B
TaKbB cIydai Ile MpeMruHeTe 00ydeHue Kak Ja cu umkektupare Pyzchiva camocrosTenHo.

e 3a ykaszaHus Kak Ja uHxektupate Pyzchiva Bmxkre ,,YKa3aHus 3a MpuiokeHue” B Kpas Ha Ta3u
JIMCTOBKA.

T'oBopete ¢ Bamus nekap, ako nmate BBIIPOCH OTHOCHO TOBA KaK CaMH J1a TIOCTABATE MH)KEKLUATA.
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AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXoauMaTa ao03a Pyzchiva

AKO cTe M3MoI3Bany WK ca Bu npunoxunm mosede ot Heobxoanmara no3a Pyzchiva, HezabasHo ce
MOCHBETBaTE ¢ Jiekap win apmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa ommakoBka Ha
JICKapCTBOTO, JIOPH U JIa € Ipa3Ha.

AKo cTe mponycHaau aa usnojssare Pyzchiva
AKO CTe MpoITyCHaIH /1032, CBhPKeTe ce ¢ Bamms nekap wiu dapmaneBt. He npunaraiite qoitna
J103a, 3a ]a KOMIIEHCUPATe MPOITyCHATAaTa /103a.

AKo cTe cripesin ynorpebara Ha Pyzchiva

He e omacHo na cripere ynorpebara Ha ycTekuHymMa0. Ako o0aue s cripere, Bamure cumnromu Moxe
Jla ce Bb30OHOBAT. AKO MMaTe HAKAKBH JOIBIHUTEIHN BBIIPOCH, CBBP3aHH C yroTpebaTa Ha TOBa
JIeKapCTBO, monuTaite Bamms nexap uinn papManesr.

Bb3MOKHH HeKeJTaHH Pe€aKkumumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU pE€aKIIuH, BHIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

CepHoO3HH HexKeTTaH! PeaKIuu
Hsikou manyeHTH Moke Jja UMaT CEpUO3HM HEXKeJIaHW PeaKI|y, IPHU KOUTO J1a Ce Hajara CreurHo
JICYCHHE.

AJIepruYHH peakiuu — MO’Ke /1a U3HCKBAT cielHo jJeyenue. Mudopmupaiite Bamus jgexap wim
He320aBHO NOTBHPCeTe CHeIIHA MeJUIHHCKA OMOIII, KO0 3a0e/1e:KuTe HAKOM 0T ciIeIHHTe
NMPU3HALN.
o CepHO3HHTE AIEPTUIHU Peakiny (,,aHaduIaKcus’’) ca peAaKH IPH Xopa, MpHUeMaIi YCTeKHHYyMa0
(mosxe ma 3acernar a0 1 va 1000 gymm). [TpuszHanmTe BKIIOYBAT:
O  3aTPyAHEHO JUIIAHE WU NPErIblIaHe
O  HHCKO KPBBHO HAJIITaHE, KOETO MOXKE J1a IIPHYMHU 3aMassHOCT WJIM CBETOBBPTEK
O  TOAyBaHE Ha JHLETO, YCTHUTE, YCTATa WM I'bPIIOTO.
e UecTnTe NpU3HAIM Ha AJIEPTUYHA PEAKIHs BKIIOYBAT KOXKEH OOpUB M YPTHUKApHs (MOXKe 1a
3acersar go 1 Ha 100 gymm).

B peaku ciyuyau ce ch001aBaT aJiepruyHu 0e10Apo0HM peakuuu U 0e10ApodHO Bb3NajeHne
MPH NAIHEHTH, KONUTO MOJIy4YaBaT YCTeKHHYMa0. YBeqomeTe BeqHara Bammus iekap, ako
MOJIyYHTEe CHMIITOMH KAaTO KalUINIA, 3ayX U BUCOKA TeMIlepaTypa.

AKO TIONTyYHuTe CepHro3Ha allepruvHa peaknus, Bammst nexap Moxe na pemnu, 4ye Bue He TpsOBa na
ynotpebsaBate Pyzchiva otHoBo.

Nndexunu — Mo:Ke 1a M3UCKBAT cliellIHO JedyeHue. UHopmupaiite Bamusa jekap, ako

3ales1e;KUTe HAKOH OT CJIeIHUTE NPU3HALH.

e uyHGpEKIUUTE Ha HOCA HIIK T'BPJIOTO M MIPOCTYAaTa ca 4ecTH (Moke aa 3acerHar a0 1 Ha 10 ayrmu)

e yHGpEKIUUTE HA JOJTHUTE AUXATEIHH IIbTHUIIA (TPhIHN HHPEKIINN) ca HeueCTH (MOJKE J1a 3aCEerHaT
mo 1 ma 100 mymmm)

e BB3MAJICHHUETO HA TMOJKOKHATA ThKaH (IEeTyJIUT) € HeuecTo (Moxke aa 3acerHe o 1 Ha 100 gymrm)

e xeprec 3ocTep (Bua Oone3HeH 0OpUB C MEXYpH) € HedecT (Moke Aa 3acersar a0 1 Ha 100 mgymim)

YcreknHymad Moske 1a Hamanu criocoOHocTTa Bu na ce 6opute ¢ nndexunn. Hiaxon nadexunn Moxe
Jla CTaHaT CEPHO3HHU U MOXKE 1a BKIIOUBAT MHPEKIMH, TPUYUHEHU OT BUPYCH, T'BONYKH, OaKTepun
(BKJIFOUUTETHO TyOEpKyJI03a) UK IMapa3uTH, BKIFOUUTEHO HH(EKIINU, KOUTO Bh3HUKBAT MTPETUMHO
NpY X0pa ¢ oTciIadeHa IMyHHA cUCTeMa (OTIOPTIOHUCTUYHH nHpeKwn). [Ipu nanuenTy, momydyasanu
YCTEKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHH HH(EKLINU HA MO3bKa

(eHuedanuT, MEHUHTUT), OenuTe qpoOOBE U OUHUTE.

JlokaTo n3non3Bate ycTeKMHyMa0, TpsOBa 1a cleauTe 3a MpU3Hany Ha nHeknus. Te BKIoYBar:
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BHCOKa TEMIIEpaTypa, TPUIIONOT00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio

yMOpa WK 3a1lyX, YIOpUTa KallIina

TOIJIa, 3a4epBEHA U OOJIE3HEHA KOXKa WM 0O0JIE3HEH KOKEeH 00pUB C MEXypHu

napeHe Mpy ypUHUpaHe

IUapusl.

3pUTETHO CMYILEHHUE WU 3ary0a Ha 3peHHe

r11aB000JIMe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, raJleHe WK O0bPKaHOCT.

Wndopmupaiite Bamms ekap BeqHara, ako 3a0eexuTe HIKOW OT Te3W Npu3Hany Ha uHdeknus. Te
Morar Aa 0bAaT NpU3Haly Ha HHPEKIHUN KaTo TPbAHN HHPEKIUH, KOKHI WHPEKIHNHU, XepIec 30CTep
WM ONOPTIOHUCTHYHH MH(EKLINHU, KOUTO MOTaT Jja JOBEAAT 10 CEPUO3HH yCIOKHEHHSL.
Wndopmupaiite Bamms ekap, ako nMarte HsIKakBa yIoOpuTa WIK TOBTapsia ce nHQeKus. Bammst
JIeKap MOXKe J1a PelIn, 4ye He TpsOBa aa ynorpedsBare yCTeKHHyMa0, JoKaTo HHpeKkuusaTa He Ob1e
U3IEKyBaHa. ¥YBenomeTe Bamms nekap, 1 ako UMaTe OTBOPEHH paHH WM HApaHABAHUSA, ThI KaToO
MO J1a ce MH(EKTHpaT.

JloueHe Ha KOkaTa — MHTEH3UBHOTO 3a4YepBsiBaHe U JIOLIEHe HA KOKATa HA MO-roJisiMa MIow|
M0 TAJIOTO MO3Ke /1a ca CHMIITOMM HA ePUTPOAePMHUYEH NMCOPHUA3HUC WM eKc(]oaTuaTuBeH
AepMATHT, KOUTO CA CEPHO3HU KOKHM 3a00JIsIBaHMsA. AKO 3a0es1eKUTe HAKOM OT Te3u NMPU3HALM,
TpsiOBa 1a nngopmupare Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIUU

YecTu HexeIaHU peakuun (Moxke aa 3acerrar o 1 Ha 10 mymm):
Japus

rajeHe

HOBpPBILAHE

ymopa

3aMastHOCT

riraBobosnme

chpOex (IpypuTycC)

00JKa B rppba, MyCKyJTUTE WA CTAaBUTE
BB3IIAJIEHO T'bPIIO

3ayepBsBaHe M OOJIKA HAa MACTOTO Ha HH)KEKTHPaHEe
WH(QEKITNS Ha CHHYCHUTE

HeuecTu He:xkesanu peaknuu (Moxe 1a 3acerHat 10 1 va 100 qymm):

WHQEKIUH Ha 350HUTe

BarMHasHa HHQEKIHs, MPUYUHEHA OT 'bONYKHU

JeTpeCHs

3aIlyIIeH HOC UM XpeMa

KbpBEHE, TOCHHSBAaHE, BTBBPSIBaHE, OyBaHE U ChPOEK Ha MACTOTO Ha WHKEKTUPAHE

ycemiase 3a caadoct

criajiaHe Ha KJieravya v U3KPUBSBAHE Ha MYCKYJIUTE Ha €IHATA ITOJIOBMHA Ha JIUIETO (,,JTUIEBa

napanmsa’ Wi ,,napanmn3a Ha bexr’”), KosTo 0OMKHOBEHO € BpeMEHHA

e TIpOMsiHA HA TICOpHA3Kca ChC 3aUePBSIBaHE M HOBU MAJIKH, BJITH WU OEITM MEXYpH 10 KOXKaTa,
MOHSIKOTA TPUIPYIKEHH € TeMIepaTypa (IyCTyI03eH IICOPHUa3HC)

e (clieHe Ha KOXKaTa (eKCQoralys Ha KoyKaTa)
aKHe

Penxu Hexxe1aHu JieKapcTBEHH peaknuu (Moxe j1a 3acerHart 1o 1 Ha 1000 gymm)

e 3auepBsBaHE M JIIOIIECHE HAa KOXAaTa Ha MO-TOJIsIMA IUION] IO TSUIOTO, KOMTO MOXKE J1a ChpOST WK J1a
ca Oone3Henu (ekcdoauatuBeH AepMaTut). [log00HN CHMITOMU MOHSAKOTa CE pa3BUBAT KAaTO
€CTeCTBEHA NMPOMSIHA HA BHA HA CHMITOMHUTE Ha TICOPHA3UC (€pPUTPOIEPMHUYCH TICOPHA3HC)

e BrpsnaneHne Ha MaJKUTE KPHBOHOCHHU ChJIOBE, KOETO MOXKE J1a JOBEJIE 10 KOXKEH 0OpHB C MaJIKH
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YepBEHU WY JINJIABU MOAYTHHH, TeMIIepaTypa Wik 00JKa B CTaBUTE (BaCKYJIHT).

MHoro peaxu He:keJaHU JIeKapcTBeHU peakunu (Moxe 1a 3acersat 1o 1 Ha 10 000 mymm)

e (OOpa3syBaHe Ha MEXYpH I10 KOxKaTa, KOATO MOXKe Ja Obje 3auepBeHa, ChpOsia 1 601e3HeHA
(6ynozen nemduronn).

® KOKEH JIYIyC €pUTEMaTO/IeC U JIyIyC-10J00eH CHHAPOM (YepBEH, HAAUTHAT, JIOLIEI ce 00pUB B
W3JI0)KEHUTE Ha CITBHIIC YYacThIIM Ha KOXKaTa, KOWTO MOXeE Jla € TIPUJIPYKEH OT OOJIKH B CTABHTE).

Cho01aBaHe HA He:KeJIAHH PeaKIUU

AKO TIOITyYUTe HIKAKBU HEKEJaHH JICKApCTBEHH PEaKIiy, yBeaoMeTe Bamus nekap wiu gpapmarnesnT.
ToBa BKIIIOYBA ¥ BCHYKH BH3MOKHU HEOMTHUCAHH B Ta3W JIMCTOBKA HEXEJIAaHU peakuuu. MokeTe ChIIo
Jla ChOOITUTE HEXKENIaHU PEaKINK TUPEKTHO Ype3 HallMOHATHATA CUCTEMA 33 ChOOIIaBaHe, IIOCOYCHA B
[punoxxenne V. Kato cho0Im1aBare HexXETaHU PEAKIMH, MOXETE Ja JaJIeTe CBOS IMTPHHOC 3a
MoJTydaBaHe Ha MoBeue HH(POpMannsa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

Kak n1a coxpansiBate Pyzchiva

e Jla ce cpxpaHsBa Ha MSICTO, HEAOCTHITHO 32 JIela.

e Jla ce cexpanssa B xuagmiHuK (2°C—8°C). Jla He ce 3ampa3sBa.

o (CpxpaHsBalTe NMPeABAPUTEITHO HAITHLIHEHATA MMUCATTKA B KAPTOHEHATA OMAKOBKa, 3a JIa Ce TpeIna3n
OT CBETJIMHA.

e Axko € He00X0IMMO, OTACITHUTE MIPEIBAPUTEITHO HAITBIHEHU THcalku Pyzchiva Moxe chIlo aa ce
CBhXpaHsBAT MpH cTaitHa Temrepatypa a0 30°C 3a MakKCUMyM €WH TIEPHUOJ 10 35 THU B
OpUTHMHAJHAaTa KapTOHEHa OMaKOBKa, 3a JIa C€ MPEena3aT OT CBeTJINHA. 3alHIlIeTe JaTaTa, Ha KOsATO
MpeIBapUTETHO HAIThTHEHATA MHCAJKa € U3BaJIeHa 3a ITbPBU BT OT XJIaIMTHUKA Ha 0003HAUCHUTE
Ha BBHIITHATA KAPTOHEHA OMakoBKa MecTa. [1o BCAko BpeMe nper H3THYaHeTO Ha TO3H CPOK
MPOIYKTHT MOXKE Jla C€ MOCTaBU OTHOBO B XJIQJMIHUKA €THOKPATHO U Jla CE ChXPaHsBa TaM JI0
W3TUYaHEe Ha CPOKa Ha TOAHOCT. V3XBBpIeTe mucaikara, ako He S M3T0I3BaTe Cliel KaTo € MUHAI
MaKCHMAJTHUS TIEPHUOJT HA ChXpaHeHHUe OT 35 JHM Ha cTalfHa TeMIlepaTypa WIH Clie]] H3THYaHe Ha
OPUTHHATHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBETE HACTHIIH IO-PAHO.

e He paskianiaiite peBapuTEHO HAITbIHEHUTe rucanku Pyzchiva. [IpoabmkuTenHOTO eHeprudHO
pasKIiaiiane Moke J1a OBpPEAH JeKapCTBOTO.

He u3nosn3zBaiiTe ToBa JIeKAPCTBO:

® Clle]l CpOKa Ha TOAHOCT, OTOEIsI3aH BbPXY €THKETa M KapTOHeHaTa onakoBka cien ,,EXP/, onex
110:*“. CpOKbT Ha TOJHOCT OTTOBAps Ha MOCIEAHUS IEH OT ITOCOUYCHUS MECell;

® aKO TEYHOCTTA € C IPOMEHEH IIBAT, MbTHA WJIM B Hesl ce 3a0es13BaT ILTyBAIX Ty>K/IU YACTHUIIH
(BwxkTe Touka 6 ,,Kak nsrnexaa Pyzchiva u kakBo chIbpika onakoBKaTa‘);

® aKO 3HACTE WJIM CMsATaTe, Y€ MOXKe Jia € Onia n3JioKeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHINIEHTHO 3aMPb3BaHe WM 3arpsiBaHe);

® aKO MPOIYKTHT € OWJI CHEPTUIHO PA3KIIATEH.

Pyzchiva e camo 3a egHOKpaTHa yniorpeda. Hen3non3BaHusIT MPOAYKT, OCTAHAJ B ITUCAIKATA, TPSIOBa
Jla ce U3XBBpau. He N3XBBpIIANTE JIeKapcTBaTa B KAHAIM3AIMATA WM B KOHTEHHEPa 3a JOMAIIHA
ormaapiu. [lonuraiite Bamust gapmarieBT kak 1a U3XBBPIIATE JIEKapCTBaTa, KOUTO Bede HE
u3non3eare. Te3n MEpKH Ie CIOMOTHAT 3a OlNa3BaHe Ha OKOJHATA cpejia.

CL}Imea}me HAa OMaKOBKaTa U J0IIbJHUTEC/IHA HH(l)OpMaIIHﬂ

Kakso ceabpxa Pyzchiva

e AKTHBHO BEIIECTBO: yCTeKMHYyMa0. Besika peiBapuTeHO HaITbJIHEHA MTUcajKa chabpxka 90 mg
ycreknayMab B 1 ml.

e Jlpyrure cbCTaBKU Ca XMUCTHIUH, XUCTHAUHOB XUAPOXIOPHI MOHOXHApAT, nonmucopdat 80 (E 433),
3axapo3a, BoJa 32 HHKEKLUH.
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Kak u3raexna Pyzchiva u kakBo cbabp:ka onaKoBKaTa

Pyzchiva e 6uctsp, 6€31BETCH 0 OJICA0KBIAT HHXKEKITMOHEH pa3TBOp. Tol MOXke Jla ChIIbpxKa
HSIKOJIKO APSOHM MOTYIPO3paYHH WIIH OEJIM 4aCcTUIlM MPOTerH. JlocTaBs ce B KapTOHEHA OMaKOBKa,
ChIIbpIKallla eJIHA CTHKJICHA MTPE/IBAPUTEITHO HAIBIIHEHA nucaiika ot 1 ml ¢ eauHuyHa n03a. Besika
MpeIBapUTEIHO HAITbIHEHA IIUcaiKa Chabpika 90 mg ycrekunymal B 1 ml HHXKEKIIMOHEH Pa3TBOp.

[puTexaTes HA pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTEI

Samsung Bioepis NL. B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaIII/ISI OTHOCHO TOBa JICKApPCTBO, MOJIA, CBBPIKETE CE C JIOKAJTHUSA
MNPpEACTABUTCII HA IPUTCIKATECIIA Ha pa3pClICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Bbbarapus
Canpno3 bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.1.0.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EArGoo
SANDOZ HELLAS MONOITPOXQIIH A.E.
TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 149 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385123 53 111

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o0.0.
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
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Ireland Slovenija

Rowex Ltd. Sandoz farmacevtska druzba d.d.
Tel: + 353 27 50077 Tel: +386 1 580 29 02

Italia Slovenska republika

Sandoz S.p.A. Sandoz d.d. - organiza¢na zlozka
Tel: +39 02 81280696 Tel: +421 2 48 200 600

Kvmpog Suomi/Finland

SANDOZ HELLAS MONOITPOZQIIH A.E. Sandoz A/S

TnA: +30 216 600 5000 Puh/Tel: +358 10 6133 400
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocneaumoct:

3a 1a ce moI00pH MPOCIEAUMOCTTA HA OUOJIOTHYHUTE JICKAPCTBEHU MPOJAYKTH, UMETO U TTAPTHIHUSAT
HOMEp Ha MPIIIOKEHUS MPOIYKT TPSOBaA SICHO J1a CE 3arMCBarT.

Jara Ha mocyienHo npepasrie;xkgade Ha gucropkara MM/ITTT
JApyru u3rouHunm Ha uHGopMmanus

IMompoOHa nH(popMarrs 3a TOBa JEKapCTBO € MpeA0CTaBeHa Ha yeOcaiita Ha EBpornelickara areHims
1o JieKkapcTBara: https:// www.ema.europa.eu/.
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YKA3AHMA 3A YIIOTPEBA
Pyzchiva
(ycTeknHymMao)

HHKEKIHA 32 MOJAKO0KHO NPHUJI0KEeHHe
IIpeaBapuTe/IHO HATbJIHEHA MU CATKA

Yxka3zanus 3a mHkekTHpaHe Ha Pyzchiva ¢ momomTa Ha npexgBapuTeHO HATBJIHEHA MMHCAJIKA.
IIpoyeTeTe Te3u HHCTPYKIMHM 3a YIIOTPeda, peaAH 1a 3an04HeTe Aa u3nojssare Pyzchiva.
BamuAT MeAMIMHCKH CTIeNUAIUCT TPsAOBa A1a Bu nokaske Kak 1a NPUroTBUTE M MOCTABHUTE
nHKeknuATa Pyzchiva no npaBuiHusa Ha4YuH.
AKO HE MOXKETE 1a CU TIOCTABUTE CaMU MHXKEKLUATA:

. nomMouneTe Bammus MeTUIIUHCKY cieyanicT 1a Bu momorue minm

*  [IOMOJIETE HAKOM, KOWTO € 00yUeH OT MEAUIMHCKH CIIEUaNCT, 1a Bu nmocrass

WHXEKIIHTE.

He ce onutBaiiTe na cu umxekTupate Pyzchiva camu, mokato BamusT MeUIIMHCKY CIICTIHATTUCT HE
Bu mokaxe kak ce nmxekTupa Pyzchiva.

Hmarte Hyxk1a OT moMon?

ObaneTte ce Ha Bamms jekap, 3a 1a 00ChIuTe BCUYKH BBIIPOCH, KOUTO MOXKE Jla UMaTe. 3a
JIOTIBITHUTEITHA TIOMOIII WJIK 32 JIa CIIOJICNTNTe MHEHUETO CH, BIKTE JINCTOBKATA 32 MHQOpMAIHsI 32
KOHTAKT C JIOKAJTHUS MPEICTABUTEIL.

YnbTBaHe 32 4acTUTE:

IIpenn ynorpeda

EXP:XXXXXX )
Kanayka Ha | Mpo3opye 3a | CpoK Ha
urnara HabnoaeHune | rogHocT (Exp:)
(nocTaBeHa)

Caen ynorpeda
__ WMbAT nHAMKaTop

(MHXKEKTMPaAHETO e 3aBBbPLLEHO)

T <5 EXP: >
Kanauka Ha | lMpeanasnten 3a urnara
urnaTa (urnata e ckputa BbTPE)
(cBaneHa)

durypa A

Baxna nndgopmanusi, KOATO TPAOBA 1a 3HaeTe, Ipean Aa HH:xKeKTHpaTe Pyzchiva
*  Camo 32 NOAKO0KHO MHKEKTHPaHe (MHKEKTHpaTe TUPEKTHO MO KOXKaTa)
*  He cBansiite kamaykaTa Ha Urjara, Ipeau fa cTe TOTOBU 32 MH)KEKTHPaHe.
* Huxora He pa3kianiaiiTe npegBapuTeIHO HATbJIHEHATAa NMHUCANKA. Pa3kiamiaseTo Ha
Bamara npenBapuTenHO HalrbJIHEHA MTUCajIKa MOXKe J1a moBpean Baiero nekapetBo Pyzchiva.

ChbXxpaHeHHe HA IPeABAPUTETHO HaTbJHeHa nucajka Pyzchiva:
*  Cexpanssaiite Pyzchiva B xmagumank mexmay 2°C mo 8°C.
*  Coxpansaiite Pyzchiva B opurnHanHaTa KapToHEHa OIaKOBKa, 3a [ S NPEANa3uTe OT CBETINHA
WK (QU3MYECKO YBPESIKIAHE.
*  AKO e He00X0IMMO, OTIEIIHUTE IIPEABAPUTEIIHO HAITbJIHEHN NHcaiku Pyzchiva Moske chino na
ce ChXpaHsBAT MpH cTaiiHa TeMiepaTypa a0 30°C 3a MaKCUMYM €UH NepuoA 10 35 1HU B
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OpHUrMHaJHaTa KapTOHEHA OIIAaKOBKa, 3a /1a CE MPEANa3arT OT CBeTIMHA. 3alluIleTe AaTaTa, Ha
KOSTO IIPEIBapUTEIHO HAITBJIHEHATA MMCAJIKA € U3Ba/ICHa 3a ITBPBU ITBT OT XJIAJWIHHUKA Ha
0003HaYeHNTE HA BHHIIHATA KAPTOHEHA OMaKkoBKa mecTa. [1o Bcsiko BpeMe mpenn u3TH4aHeTo Ha
TO3U CPOK IPOAYKTHT MOXKE J1a CE€ IIOCTaBU OTHOBO B XJIAJUIHUKA €AHOKPATHO U Ja CE
ChXpaHsBa TaM 0 U3THYaHE HAa CPOKA Ha FOJHOCT. M3XBBpIIEeTE NHUCANKaTa, ako He 5 M3I0I3BaTe
cJIe]l MAaKCUMAJIHUA IIepuoA OT 35 THU cllell ChbXpaHeHHE Ha CTaliHa TeMIIepaTypa WK Clle]
U3THYaHE HA OPUTMHAIIHUA CPOK Ha FOAHOCT, B 3aBUCUMOCT OT TOBA, KOE OT IBETE HACTBIIU I10-
pano. He cbxpansBaiite Pyzchiva npu ekcTpeMHM TOPEIIMHYU HIH CTY/IOBE.

Jla He ce 3aMmpa3sBa.

IMoaroroBka 3a MHKEKTHPAaHe HA NPeJIBAPUTEHO HAITbJIHEeHA Mucaiaka Pyzchiva

Crenka 1 Ilpeau na 3ano4yHere, NpoBepeTe KAPTOHEHATA ONMAKOBKA, 32 1a ce YBepHTe, Ye TOBA e
npaBuiIHata no3a. llle pasnonarare ¢ 45 mg win 90 mg, B 3aBUCHUMOCT OT IIPEINUCAHUETO HA
Bamusar nekap.

Axo Bamrara no3a e 45 mg, mie moyryanTe eHa mpeIBapuTeIIHO HaTbJIHEHA MTUcaKa oT 45 mg.
Axko Bamara no3a e 90 mg, nie mosyquTe Wi €Ha MPeIBapUTEITHO HAITBITHEHA MUCAIIKA OT

90 mg, win nBe MPeABAPUTEITHO HAMTBIHEHU MUCAJKH OT 45 mg. AKO ToydnTe aBe
MIpEeIBAPUTEITHO HAMMBIHEHN MUCAIKH OT 45 mg 3a 103a 90 mg, me TpsOBa 1a Cu IOCTABUTE JIBE
WHXKEKINH, €IHa CJIe]] IpyTa.

Crpnka 2 IIpurorBere KOHCyMaTHBHTE

Crpnka 2.1: U36epere nodpe ocBeTeHa, YrcTa U paBHa pabOTHA MOBBPXHOCT.
Crpnka 2.2: CrOepere HeOOXOUMHUTE KOHCYMAaTHBH, 32 Ja TIOATOTBUTE W IIOCTABUTE
umxeknusITa (Purypa b).
Ile umaTe Hy>kIa OT CIEIHUTE KOHCYMAaTHUBH.
°  BriroueHu B KapTOHEHATa OMAKOBKA!
- [IpenBaputento HampHEHA Ucanka Pyzchiva
o  HeBkiro4eHH B KapTOHEHATa OMAKOBKA:
- TamnoH, HanOEH CbC COUPT
- [Jamy4HM MM MapieHU TAMIIOHU
- JleneHnka
- KonTeitnep 3a U3XBbpIIsIHE HA OCTPU NpeaMETH (BHAKTE ,, U3XBBpJIsiHE Ha
NnpeaBapUTEHO HANTbJIHeHA mucaiaka Pyzchiva®)

®urypa b

Crenka 3 IIpoBepere npeaBapuTe/JIHO HATBJIHEHATA NUcaaka (Purypa B)

Crpbnka 3.1: [IpoBepere cpoka Ha TOJHOCT BBPXY IIPEABAPUTEITHO HAITBIHEHATA MHACATKA HITH

KapTOHEHaTa OMAaKOBKa.

Crbnka 3.2: [IpoBepere JIeKapCTBOTO Mpe3 MPO30PUETO 38 HAINYKE HAa YaCTHILIN WM TPOMSIHA B

nBeta. JIekapcTBOTO TpssOBa 1@ M3MIIEKIa OUCTPO M OE3IBETHO IO CBETIOKBITO C MAIKO O€TH

YaCTHIIH.

Crenka 3.3: [IpoBepere ganu nucaikaTa He € MOBpEICHA.

He usnonssaiite Pyzchiva ako:

°  CpPOKBT Ha TOAHOCT € U3TEKBJI WIH aKO IPEABAPUTEIHO HAThIIHEHATA MTHCAIIKA €
ChXpaHsABaHa eHOKPATHO MpHU cTaiiHa Temmeparypa 10 30°C B mpoabibKeHHe Ha OBEYE OT
MaKCUMaJIeH epuo OT 35 THU WK aKo NPEABAPUTEIHO HAITbJIHEHATA IHCANIKA €
cpxpansBana Hazg 30°C.
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° e 3aMpbh3Hala, C IPOMEHEH I[BST, MbTHA WJIH ChIbPKa FOJIEMH YaCTHIIH.
° ¢ TOBpe/cHa.
° ¢ W3MyCHATa M U3TJIeXK/a HAyKaHa WK CUyTeHa.

*  HopmainHo e ma Bugute | WK moBeue MeXypuera B MPO30pUETO.

 [lpo3payHa? besysemHa?
 bezuacmuyu?  CPOKemM Ha 200HOCM He

e UusmeKvn?
Vo P~ |
@« D) (Exp: %xxxx i
p— —

v/ Hama nospeda?
®urypa B

Crenka 4 OcraBeTe JIeKapcTBOTO 1a JOCTHTHe CTAallHA TeMIepaTypa
*  3a mo-koM$pOPTHO WHKEKTHPAHE, CJIe/ KaTO U3BaAUTE OT XJIaAWIHUKA
MpeIBapUTEITHO HalTblTHeHaTa mucanka Pyzchiva, octaBete s Ha cTaliHa
TeMneparypa 3a okono 30 MUHYTH IIpeId MHKEKTHPAHETO.
*  He 3aromusiiTe npeaBapuTENHO HAITBJIHEHATA MTUCAJIKA IO HUKAKbB
JpyT HaYMH (HarpuMep He s 3aTOIUISTe B MUKPOBBIIHOBA (hypHA WK B
ropeiia Boja).

Crbnka S U3muiite cu pbuere
*  M3muiiTe mo0Ope phlieTe CH ChC calyH u Toria Boja (Purypa I).

N

®urypa I’

Crbnka 6 U36epete MACTOTO HAa HHIKEKTHPaHe

*  I3bepere MsACTO 3a MHKEKTUPAHE B TOPHATA YacT Ha Kpakara (OepaTa) WK JTOJTHATA YacT Ha
KOpeMa, ¢ U3KIII0UYeHHE Ha 5-CAaHTUMETPOBaTa 30Ha TOYHO OKOJIO ITbIa. AKO MHXKEKIUSTA Ce
mocTassi OT OOJHOTIIe a4, MOJKE J1a C€ M3IOJI3Ba U BHHIIIHATA YacT Ha TOpHATa 4acT Ha phLETe.
(®urypa JI)

e M3znmosa3BaiiTe pa3jaM4HO MSICTO 32 HHKEKTHPAaHE MPH BCSIKO HHXKEKTHPAaHe.

*  He nocrassiiTe HHKEKIMSI B 00JIACT OT KOXKaTa, KOATO € UyBCTBUTEIIHA, HATHPTCHA, 3aUepBeHa
WM TBBPJA WM [TOKa3Ba MPU3HALM Ha IICOPUA3HC.

=

g

“\““I,

o In" - I."I'
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®urypa /I

Crenka 7 Ilouncrere KokaTa Ha MAICTOTO HA HHXKEKTHPaHe
* Ilouncrere KokaTa ¢ HOB TaMIIOH, HallOEH ChC CIHUPT, KBJAETO IUIAHUPATE /1a TIOCTaBUTE

umxeknusTa cu. (Purypa E)

*  He ngokocBaiiTe 0OTHOBO Ta3u 00JIACT, IPEIN JTa MMOCTAaBUTE MHKEKITuATa. OcTaBeTe KoXkara 1a

H3CBHXHC IPEAN NHIKCKTUPAHE.

*  He npaBere BATHp U HE 1yXalTe BbPXY YUCTATA 30HA.

-

N

/

®urypa E

HNHkeKkTHpaHe C TOMOIITa HA NPeABApPUTEIHO HabJHeHaTa nucajika Pyzchiva

Crenka 8 M3nbpnaiiTe HanpaBo Kanaykara Ha MIVIaTa, KOraTo CTe TOTOBU 1a HHKeKTHpaTe

Pyzchiva (®urypa K).
*  U3xBbpreTe kamaukaTa Ha UrjiaTa.

*  HopwmanHo e na BuguTe, 4e OT UIJIaTa U3NIMU3AT HIKOJIKO KAllKU TEUHOCT.
. He 3aBbpTaiiTe U HE OrbBaliTE KallaukaTa Ha UrjaTa, J0KaTo sl OTCTpaHsIBaTe, Thi KaTO TOBA

MOJX€ J1a TOBpE€AN Urjiarta.

*  He u3non3BaiiTe mpeBapuTEIHO HAITBTHEHATA IMHCAJKa, aKO € M3ITyCKaHa CIIel OTCTPaHsIBaHe
Ha Karnadkara Ha uriara. Obajere ce Ha Barust MEAMIIMHCKY CISIIMATUCT 32 HHCTPYKITUH.

.
- =

™\

1 (?O\ I

-

/

®urypa K

Crbnka 9 ITocraBere NpeaABapuTe/IHO HAITBJIHCHATA MMUCAJKA HAIIPAaBO BbPXY KOKaTa CH 1Mo

bI'ba oT 90 rpanyca (@urypa 3).
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®urypa 3

Crpnka 10 IIpuTHCcHeTe MIBTHO NMPeIBAPUTETHO HAbJIHEHATA MUCATKA HAJ0JIY KbM KOKaTa,
3a J1a 3anmo4yHeTe HHKekTHpaHeTo (Durypa N).
*  Moxe na yyere IbpBO LIPAKBAHE, KOTaTO MHXXEKTUPAHETO 3all0YHE.

@urypa U

Crenka 11 IIpoabixeTe 1a HATHCKATE MUCATKATA BbPXY KOKATA, JOKATO KBJITUAT HHANKATOP
cnpe aa ce ABmkn. (Gurypa M).
Wuxextupaneto moxe na Bu otaeme 1o 10 cexkynam.
*  Moxe na gyyere BTOpo IipakBaHe. ToBa 03HauaBa, Ye HHKEKTUPAHETO € MPUKITFOUHIIO.
¢ He namangBaiiTe HaTHCKa BBPXY MACTOTO Ha MHKXCKTHUPAHEC, P WHXCKTUPAHETO Aa
MIPUKITIOYH.
* He mecTeTe npeaBapuUTETHO HATBJIHEHATA MTUCANIKA [TO BpEME Ha MHKEKTHPAHETO.

Crenka 12 IIpoBeperte 1aau nNpo3op4ero 3a Ha0/II0AeHHE € CTAHAJIO KbJIT, 32 [1a Ce YBepHuTe, Je e
HHJKEKTHPaHA IbJHATA /1032, cj1e]l KOeTO OTCTPAaHeTe MPa3HaTa MHCAJIKA 0T KOKATa
(®urypa K).
* Ilpeamasurensar Ha UriaTa e NOKPHE HAITBJIHO UIJIATa.
* Kakro Ha ®@urypa K, Bb3M0XKHO € B Ip030pUeTO 3a HAOJII0AEHUE BCE OILE J1a C€ BIDKIA MaJIKa
cHBa JIEHTa.
* M3BaxzaHeTo Ha MIJIaTa OT KOXKaTa MOXe Ja MPEAU3BHKa JEKO KbpBEHE WM 00pa3yBaHe Ha
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HAKOJIKO KaIllK KpPpbB Ha MACTOTO Ha HHXXCKTHUPAHE. ToBa e HOPMAJIHO. MoxeTte n1a IIPUTHUCHETE
INaMy4€H TaMIIOH WJIN MapJisd KbM MACTOTO Ha MHXCKTHpPAHE, aKo € HCOGXO,Z[I/IMO. He
paBTpHBafITC MSCTOTO HAa MHIKCKTHUPAHEC. MoxeTe 1a MOKPUCTE MACTOTO HAa MHIKCKTHUPAHEC C
MaJiKa JCIICHKa, aKo € HCO6XOI[I/IMO.

4 N
v

®urypa K

Axo Bamara n03a e 90 mg, e moJiy4uTe WM e{HA NPeABAPUTETHO HAITBJIHEHA MUCAJIKA OT
90 mg, wiIn 1Be MpeABAPUTETHO HATBJIHEH! NMUCAJIKH OT 45 mg. AKO NOJIy4HTe JBe
NpeABAPUTE]HO HAITbJIHEHU MUCAJIKH OT 45 mg 3a 103a 90 mg, mie TpsidBa 1a cH NOCTABUTE
BTOpa MHKeKIMs BegHara cjea nbpBata. [loBTopere cTbiiku 1 — 12 3a BTOpaTa MHKEKIUA €
HOBa nucajika. U30epere Apyro MsicTo 3a BTOPATa MHKEKIHUS.

H3xBBpJIsiHE HA MPeABAPUTEJHO HANTbJIHeHaTa nucajaka Pyzchiva

Crenka 13 ITocTtaBeTe M3MO0I3BAHATA MUCAJIKA B KOHTEITHEP 32 OCTPH NPeJIMeTH BeAHAara cies
ynorpeoda (Purypa JI).

* He u3xBbpidiiTe HEHY)KHUTE NTUCATIKU B KOHTEMHEPA 3a JOMAIIIHU OTIAaIbIIH.

* He penuknupaiitTe H3MON3BaHUSA KOHTEHHED 3a U3XBBPIISIHE HA OCTPH MIPEIMETH.

®urypa J

C’bXpaHﬂBaﬁTe Pyzchiva U BCUYIKH JICKApPCTBa HA MACTO, HCAOCTHITHO 3a Jiena.
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