HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 130 mg koHIIeHTpaT 3a nH(Y3UOHEH Pa3TBOP

2.  KAYECTBEH U KOJIMYECTBEH CBbCTAB
Bceku ¢nakon cpappka 130 mg ycrekunymad (ustekinumab) B 26 ml (5 mg/ml).

Ycereknnymab e usnsio 4oseniko 1gG 1Kk MOHOKIOHATIHO aHTHUTSIO, IIPOU3BEACHO B MUEJIOMHA
KJICThYHA JIMHKSI Ha MUILIKH ¢ TIoMoIiTa Ha pekomOuHanTHa JIHK texHomorus.

3a IIBJIHNSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDUKTE TOUuKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Konnenrpat 3a nH(pY31OHEH pa3TBOP

Pa3tBOpBT € OUCTBp, OE31BETEH 10 OJICAOXKBIT, ¢ 1ienieBo pH 6,0 ¥ mpUOIM3HUTENIeH OCMOIATUTET
288 mOsm/kg.

4. KINMHNYHAU JAHHUAU

4.1 TepaneBTH4YHHN NOKA3ZAHUS

Bonect Ha Crohn npu Bp3pacTHU

STELARA e mokasaH 3a JiedeHHE Ha Bb3PACTHHU MAIMEHTH C YMEPEHa JI0 TE)KKa aKTHBHA 0OJIeCT Ha
Crohn, KOHTO ca ce MOBIUSIIN HEAOCTATHYHO, BEUE HE CE MOBIMABAT WK NMAT HEITOHOCHUMOCT KBEM
KOHBEHIIMOHATHATA Tepanusi Wik KbM antaronuct Ha TNFa.

Bonect Ha Crohn npu nena

STELARA e noka3zas 3a jiedeHUe Ha yMepeHa J0 TeXKa akTuBHa 6osect Ha Crohn mpu nenuaTpuyHu
MAIMeHTH Ha Bb3pacT 2 U MMOBeYe TOANHU, KOUTO ca UMaJIM HeOCTaThueH OTIOBOP MIIM UMAT
HETIOHOCHUMOCT KbM KOHBEHIIMOHAIHA MM KbM OUOJIOTUYHA Teparusl.

Viepo3eH KOJIUT OpU BE3PaCTHU

STELARA e nokasaH 3a JIe4eHHE Ha Bb3PACTHU MAlMEHTH C YMEPEH 10 TEKbK aKTUBEH YJILEPO3EH
KOJIUT, KOUTO ca Cce MOBJIHSIIN HEJOCTAThUYHO, BeUe He Ce MOBJIHIBAT MM NMAT HEMMOHOCHMOCT KbM
KOHBEHIIMOHATHATA TePaIusl WIH KbM OUOJIOTHYCH JICKAPCTBEH MPOIYKT.

VYmeposeH KOJIUT OpH Aena

STELARA e noka3aH 3a JjeueHHe Ha yMEpeH 0 TEKbK aKTUBEH YJIIEPO3€H KOJIUT MPH MeANaTPHIHU
MAIMEeHTH Ha BB3PacT 2 ¥ NTOBEYE TOANHU, KOUTO Ca UMaJIM HEAOCTATHYEH OTTOBOP MIIM UMAT
HEMIOHOCHMOCT KbM KOHBEHIIMOHAIHATA TePaNHs UIH KbM OHOJIOTHYEH JIEKapCTBEH MPOAYKT.

4.2 Jl0o3MpOBKa M HAYMH HA NPUJIOKEHHE

STELARA konueHTpat 3a HH(pY3uOHEH Pa3TBOp € MpeJHa3HaYeH 3a yrnorpeda moj; ppKOBOJICTBOTO U
HaJ30pa Ha JIeKap C OIUT B JUArHOCTHLIUPAHETO U JiedeHneTo Ha Oosect Ha Crohn nin ynieposeH
kosuT. STELARA KoHuIeHTpaT 3a HH(Y3UOHEH pa3TBOp TpsOBa Ja ce U3IO0JI3Ba CaMo 3a
WHTpPaBEHO3HATa WHAYKIMOHHA J103a.



gOBH[)OBKa

bonecm na Crohn u yyeposen xoaum

Jleaenueto cbc STELARA Tpsi6Ba na ce 3amoyHe ¢ eJMHAYHA HHTPABEHO3HA /1033, OCHOBABAIIa CE Ha
TesiecHOTO Terio. Mu(y3nonHusT pa3TBop TpsiOBa aa ce mpuroTeu oT Hikojiko ¢makoHa STELARA
130 mg, kakTo e yka3zaHo B Ta0Omuiia 1 (Bxk. Touka 6.6 3a IPUTOTBAHETO).

Tabnuya 1: Hauanna unmpasenosnua 0oza na STELARA

Tes1eCHO TErJI0 HA MANMEHTA KbM IIpenopbunTeE/IHA Bpoii praxonn ot 130 mg
MOMEHTA HA NIpUJIaraHe ao3a?

<55kg 260 mg 2
>55kgno<85kg 390 mg 3

> 85 kg 520 mg 4

a

[Mpubnusurento 6 mg/kg

[IppBaTa mogkokHa 103a TPsIOBaA Aa ce MPUIIOXKK Ha CeIMHLA 8 clie MHTpaBeHO3HaTa 103a. 3a
JIO3WPOBKATA MPH MOCIEIBAIATa CXeMa Ha MOJIKOKHO IpuiiokeHue BwkTe Touka 4.2 or KXII Ha
STELARA unxexkuuoHeH pa3TBop (paakoH) U HHKEKIIHOHEH Pa3TBOP B MIPEABAPUTEIHO HAITbJIHEHA
CIPHUHIOBKA WX B IPEABAPUTEIIHO HAIIbJIHEHA MMHCANIKA.

Cmapuecka 6v3pacm
He e HeoOxomuMo agantrpane Ha J103aTa IPH MAIMEHTH B CTapyecka Bb3pacT (= 65 roauHn) (BXK.
Touka 4.4).

bvbpeuno u uepnodpobHo yepescoarne
He ca nposexxaann npoyuBanus ce¢ STELARA npu Te3n nomynanuu nanueHTd. He Moxke na ce naae

IperopbKa 3a J103ara.

HGZ[I/IaTDI/ILIHa nonmyjganusa

bonecm na Crohn u ynyeposen xonum npu deya (2 u nogeue 200utu)

Tlayuenmu c mezno noo 40 kg (0osupane 6v3 0cHO8A HA MeaeCHAMA NOBHPXHOCH)

JledenueTo TpsiOBa J1a ce 3al0YHE C CAMHUYHA UHTPABEHO3HA /103a (i.V.), OCHOBaBallla ce Ha TelecHaTa
NMoBBbpPXHOCT Ha nanuenTa (body surface area, BSA), Buxre Tadnuna 2. MHGY3HOHHUAT pa3TBOp
TpsiOBa J]a ce MPUTOTBY criope]] 00emMa Ha MH(PY3HOHHUS pa3TBOP OT ChOTBETHHSI Opoil urakoHN
STELARA 130 mg, kakto e ykazaHo B Tabnuma 2.

Tabnuya 2: Hauanna unmpasenosna 0oza na STELARA

JAuanazon Ha BSA IIpenopbunTenna Oo0eMm Ha Bpoii prakonn ot
(m?) Ha mManMeHTa KbM MOMEHTA no3a (mg) HH(Y3HOHHUA 130 mg

Ha NpuJjaraHe pa3teop (ml)

TenecHo TerJo < 40 kg

0,40 no <0,62 130 mg 26 ml 1 ¢pnakon
0,62 no <0,95 200 mg 40 ml 2 (makoHa
0,95 mo <1,25 260 mg 52 ml 2 axoHa
>1,25 325 mg 65 ml 3 dnakoHa

Hayuenmu ¢ meano naii-manko 40 kg (0ozupane 6v3 0cHo8a HA MeAECHOMO Me20)

Jleaenueto cbec STELARA Tpsi6Ba na ce 3amoyHe ¢ eMHAYHA HHTPABEHO3HA /1033, OCHOBABAIla CE Ha
TesiecHOTO Teryo. MH(y3nonHUT pa3TBOp TpsiOBa Aa ce mpuroTeu oT Hikojiko ¢akoHa STELARA
130 mg, kakTo e yka3zaHo B Ta0Omuiia 3 (BxK. Touka 6.6 3a IPUTOTBAHETO).

Tabnuya 3: Hauanna unmpasenosna 0osa na STELARA

TeJiecHO Terji0 Ha MANMEHTAa KbM IIpenopbunTenna Bpoii ¢prnakonn ot 130 mg
MOMEHTA Ha NPWIaraHe no3a?

>40 kg o <55 kg 260 mg 2




W

>55kgno<85kg 390 mg
>85kg 520 mg 4

a

[Mpubnusurenno 6 mg/kg

[IppBaTa nogkokHa 03a TPsIOBaA Aa ce MPUIIOXKU Ha CeIMHLA 8 clie MHTpaBeHO3HaTa 103a. 3a
JIO3MPOBKaTa MpH MOCJIEABAIIATA CXEMa Ha MTOJKOXKHO IpuiioxkeHne BuxkTe Touka 4.2 ot KXII Ha
STELARA unxekinoneH pa3tBop (prakoH) U MHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITbIIHEHA
CIIPUHIIOBKA.

Ileouampuuna nonynayus
besonacHocrra u epukacHoctra Ha STELARA nipu nequarpuynn nanueHTy ¢ 6onect Ha Crohn mim
yIepo3eH KonuT nof 2 ronuau U nox 10 kg Bee omie He ca yctaHoBeHu. JluncBaT qaHHU.

Hauun Ha npuniosxeHue

STELARA 130 mg e camo 3a HHTpaBeHO3HO NpriokeHue. Toii TpsiOBa Ja ce mpuiara B
MPOABIDKEHNE Ha Hall-MaJIKO €IUH 4ac.

3a yKazaHusl OTHOCHO pa3pekJaHeTo Ha JEKapCTBEHUS MPOIYKT NMPEeAN MPUIIOKEHHE BIKTE TOUKa 6.6.

4.3 IIporuBomokazaHus

CBp’I)X‘-IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HUJIM KBbM HIAKOC OT IIOMOITHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

KinHauyHO 3HauMMa, akTHBHA HHGEKIUS (HaIp. akTHBHA TYOEepKYJI03a, BXK. ToUKa 4.4).

4.4 CroenuajaHm npeaynpesxaeHust U NpeANa3sHl MEPKH IIPH ynoTpeda

IIpocnenumoct
3a 1a ce moo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JIEKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUAT

HOMCP Ha MMPUIIOKCHUA ITPOAYKT TpH6Ba SICHO Ja C€ 3aIlIMCBar.

Undeknmu

YcreknnyMad MoKe ja Ma MOTEHIMA Jja yBeJIndaBa prucka oT MH(PEKIUHU U 1a peaKTHBHPa
nareHTHU nHGeKnun. [Ipy KIMHUYHY POYYBAHUS U TOCTMAPKETHHTOBO 00CEPBAIIMOHHO MTPOYYBaHE
NPY TALUEHTH ¢ TICOPHUA3UC ce HaOII0]aBaT CEpHO3HU OaKTepHaTHH, THOUYHN U BUPYCHU HHDEKIIUH
npu nanuenty, npuemaimu STELARA (Bxk. Touka 4.8).

[Ipu nanyeHTy, TEKyBaHU ¢ YCTEKUHYMa0, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITFOUBAIIN
peaxkTHBHpaHe Ha TyOepKyJ03a, IpyTH ONOPTIOHUCTUYHN OaKTEepUAHU HHPEKINH (BKIIOUYUTEITHO
aTUIIMYHA MUKOOaKTepuaiHa HHPEKIHsI, MCHUHTUT, IPUYKMHEH OT Listeria, MTHEBMOHUSI, IPUYUHEHA OT
Legionella, u HOkapnno3a), OMOPTIOHUCTUYHNA MUKOTHYHHA UH(EKIINH, OTIOPTIOHUCTUYHU BHPYCHH
MH(EKINN (BKIIOYUTEIHO eHIE(PAIUT, MPUIUHEH OT XEPIIeC CUMIUIEKC 2) U apa3suTHU HH(EKIUH
(BKJIIOYUTETHO OYHA TOKCOIUIA3MO3a).

TpsiOBa 1a ce MOAX0Ka ¢ MOBHIIICHO BHUMAaHKE, KOTaTo ce 00Cchkaa mpuiokenuero Ha STELARA
TIPH MAIMEHTH C XPOHUYHN MH(EKITUN WIN aHaMHe3a 32 peluAnBrpaIia nHpeKus (Bx. Touka 4.3).

[penu 3amouBanero Ha neueHue chc STELARA nanuentute TpsaOBa 1a ce u3ciensar 3a
TyOepkyno3Ha undexuus. STELARA ne Tpsa0Ba aa ce mpuiara npy NalMeHTH C aKTUBHA
TyOepkyio3a (Bxk. Touka 4.3). JleueHnero Ha naTeHTHa TyOepKyJI03Ha HHPEKIHS TPAOBa Ja 3a1I0uHe
npeau npuinokeHrero Ha STELARA. AntutyOepKkyio3Hara Teparusi ChIo TpsaoBa Jia Oblie 00chaeHa
npeau HavanoTo Ha jJeueHne ch¢ STELARA mpu narueHTs ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTUBHA
TyOepKyJi03a, Ipy KOUTO HE MOXKeE Jia Ce MOTBBPAM afeKBaTeH Kypc Ha jedyenue. [lanuenture,
npueman STELARA, Tps0Ba na ce HaOM0AaBaT BHUMATEIHO 32 MPU3HAI U CHMIITOMH Ha aKTHBHA
TyOepKyJi03a 10 BpeMe Ha JIEYEHUETO U CIIEL] HEero.



[TaruenTure TpssOBa na ObJAT HHCTPYKTHUPAHU J1a IOTHPCAT JIEKAPCKU CHBET, aKO CE MOSBAT IMPU3HALIN
WA CUMIITOMH, TIPEATIoNaramny nH}peKys. AKO MalyueHT pa3Bue cepro3Ha HH(PEKIHsI, ChCTOSHHUETO
My TpsiO0Ba BHUMaTeNHO na ce ciead u STELARA He TpsiOBa na ce npuiiara, 10Kato nHGEKIUATa He
ObJIe OBJIagHA.

3nokayecTBEHH 3a00IIBAHUS

HNmyHOCynpecopu KaTo yCTeKHHYMa0 UMaT MOTEHIIHAN /1a YBETU4YaBaT PUCKA OT 3JI0Ka4eCTBEHU
3abomsBanus. Hakou nanmenTn, kouto ca npueman STELARA B KMTUHUYHM NPOYYBaHUS U B
MOCTMAapPKETHHIOBO 00CEPBALIMOHHO MTPOYYBAaHE NPH MALUEHTH C TICOPUA3HUC, Ca Pa3BIIIM KOXKHH U
HEKOXKHHM 3JI0Ka4eCTBEHHU 3a00IsiBaHusl (BK. ToUKa 4.8). PUCKBT OT 3710KadecTBEHH 3a00JIIBaHUS MOKE
Jla € TI0-BHCOK TIPH MAIMEHTH C IICOPHA3KC, KOUTO Ca JICKYBaHH C JPyTrd OMOJOTUYHU JIEKApPCTBA B
X072 Ha 3a00JISIBAHETO.

He ca npoBexxaanu mpoy4yBaHus, B KOUTO y4acTBaT MAIlUEHTH C aHAMHE3a 32 3JI0KaueCTBEHH
3a00IIIBaHUS WK B KOUTO MPOIBIDKABA JICICHUETO HA TAIIMESHTH, PAa3BUIIH 3]I0KAYeCTBEHO 3a00JIsIBaHe
o Bpeme Ha ipueMa Ha STELARA. 3aroBa TpsiOBa z1a ce Moaxoaa ¢ OBHUIIEHO BHUMAaHHUE, KOTaTo
ce oocwxkaa mpunoxxenuero Ha STELARA nipu te3u manueHTy.

Benukn nanuenTty, no-crenuanHo Te3u Haa 60 ToAuHY, MallMeHTH ¢ aHaMHe3a 3a MPOIbJDKUTETHA
UMYHOCYTIpECHBHA Tepamvsl WM TaKuBa ¢ aHamHe3a 3a [TYBA-tepanus, TpssOBa 1a ce HaOI0AaBar 3a
MOsIBa Ha pakK Ha Kokara (BXK. Touka 4.8).

CHCTEMHH ¥ PECIIMPATOPHHU PEAKIIUU Ha CBPhXYYBCTBUTEITHOCT

CepHo3HH PeaKIMK Ha CBPbXYYBCTBUTEIHOCT Ca JOKJIAJBaHU B IOCTMAPKETUHIOBU YCIOBHS, B HIKOU
CITIy4ad HSKOJIKO JHHU Cie] iedeHnero. Mima ciyyan Ha aHa(uIIakcus U aHTHOEZeM. AKO Ce TTOSIBH
aHaWIaKTHYHA WK Jpyra CEpUO3Ha peakiys Ha CBPhXUYBCTBUTEIHOCT, TPSOBA J1a Ce Ha3HAYH
noxosima Tepanus u npuwiokenuero Ha STELARA 1psiOBa na ce nmpeycTaHoBH (BK. TouKa 4.8).

B knmHMYHKTE H3MUTBaHUS ca HAOMIOJaBaH! peakiiy, CBbp3anu ¢ nHpy3uara (Bx. Touka 4.8). ITo
BpeMe Ha HOCTMapKeTHHIOBOTO HaOIIIOIeHNE ce ChOOIaBa 3a CEpUO3HH PEaKIUU, CBbP3aHU C
UHQY3UATA, BKIFOUYUTEITHO aHAQUIAKTHYHH PEaKIny KbM UHPY3usaTa. AKO ce HabJro1aBa cepro3Ha
WJIN JKMBOTO3acTpallaBalla peakus, Tpsa0Ba a ce 3amouHe MOAX0AAIIa Tepanys U MPUIOKEHUETO Ha
yCTEKHHYMab Ja ce MpeyCcTaHOBU.

Crnyvau Ha aJlepriueH anBeOoUT, CO3MHO(UITHA THEBMOHUS M HeMH(EKITMO3HA OTpaHU3UpaIia
MTHEBMOHHS ca ChOOIICHHU TI0 BpeMe Ha MOCTMapKETUHIoBaTta yrnoTpeda Ha ycrekunymad. KimuHuunure
TIPOSIBM BKJTIOYBAT KAIUINIA, AUCITHES W MHTEPCTHITHATHN HHOWITPATH CIIE €IHA 0 TPU J03H.
Cepro3HHTE MTOCIEANIM BKIIOYBAT AUXATEIHA HEAOCTATHYHOCT U MPOABDKATETHA XOCTIHTATH3ALIHS.
IMomobpenue e choOIaBaHo clie/l MPEYCTAHOBSIBAHE HA JICUYCHUETO C YCTEKUHYMA0 U B HIKOH CITydau
TPH TIPUITOKEHHUE Ha KOPTUKOCTEPOUIAN. AKO ObJie M3KITIOUeHa HH(EKIINS M JUarHo3aTa ce MOTBBP/IH,
NPUIIOKEHUETO Ha YCTEKHHYMa0 TpsiOBa Jia ce MPEeyCTaHOBH U Ja CE 3aIll0YHE MOAXOISIIO JCUCHUE
(Bk. Touka 4.8).

CBbpIICYHOCHIOBH CHOUTHUS

[Ipu naumentu ¢ ncopuasuc, ¢ excnozuus Ha STELARA, B HOCTMapKETHHIOBO 00CEPBAIIHOHHO
NpoyYBaHe ca HaOMI0JaBaH! ChPAECYHOCHA0BH CHOUTHS, BKIIOUUTETHO HH(PAPKT HA MUOKApAa U
MO3BYHO-CHJIOB HHIMJCHT. PHCKOBHTE (aKTOpH 32 ChPJCYHOCHI0BO 3a00IsIBaHE TPsOBA 1a ce
OILIEHABAT PEIOBHO MO Bpeme Ha jieuennero cbc STELARA.

Bakcunanuu
[IpenopbuBa ce 1a He ce MpuiIarat )KUBU BUPYCHU WM )KUBU OakTepuaHu BakcuHM (kaTo BIIK)

eanoBpeMeHHO cb¢ STELARA. He ca npoBexJaHi KOHKPETHH IPOYYBAHUS IPH MALIUEHTH, BEPXY
KOHMTO HACKOPO € MpujlaraHa >kiBa BUPYCHa WM )KMBa OakTepuanHa BakcuHa. Hsama nannu 3a
BTOPUYHO NpeaBaHe Ha HHQEKIHS Ype3 )KUBU BAKCUHU MPH NanyeHTH, nonydasamy STELARA.
Jleuenneto cbe STELARA TpsiOBa na ce mpeycTaHOBU Hall-MalKo 3a 15 ceIMUIM clies] mocieHaTa
J103a Tpeix TIOCTAaBSIHETO Ha )KKMBa BUPYCHA WJIM KHMBa OaKTepuaiHa BAKCHHA U MOXeE Ja ce Bb300HOBU
Hall-MaJKo 2 ceIMUIM ciell BakcuHupaneTo. Jlekapute, mpeanucBally JeKapcTBOTO, TpsOBa ga



HaIipaBsAT CIIpaBKa C KpaTKaTa XapPaKTCPUCTHUKA HA MIPOAYKTA 3a KOHKPCTHATA BAKCHUHA 34
JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/Iﬂ " yKa3aHusd 3a CAHOBPCMCHHATA yHOTpe6a Ha UMYHOCYIIPCCUBHU
JICKapCTBa CJIC BaKCHMHHUPAHE.

He ce npenopbuBa npuiarane Ha >kuBH BakcuuH (kato BLDK Bakcuna) mpu kbpmayera, ¢ €KCIO3UIINS
Ha yCTeKHHyMal in utero, B IPOABIDKEHHUE Ha IBAHAZECET Mecella CIIe]] PaykK1aHEeTO HIIH JOKaTo
CEpYMHHUTE HHMBa Ha YCTEKUHYMal MPU KbPMAUeTO CIaHAT [OJ] HUBOTO Ha JCTEKIHs (BXK. TOUKU 4.5 1
4.6). Axo e HaJIMIIe KaTeroprHyHa KIMHUYHA 110J13a 33 OT/ASIHOTO KbpMaye, MOXKe J1a c& OOMHUCITH
NpUIaraHe Ha )KUBa BaKCHHA B TIO-PaHEH MOMEHT, aKO HE C€ OTKpUBAT CEPyMHHU HUBA Ha
YCTEKHHYMAO.

[NanuenTure, kouto ynorpedsisar STELARA, Moxe aa nonydaT eJHOBPEMEHHO HHAKTUBUPAHU HITH
yOUTH BaKCHHHU.

Jsarocpounoto neuenne cb¢ STELARA He moTrcka XyMOpalHHs UMYHEH OTTOBOpP KbM
THEBMOKOKOBHUTE MOJIM3aXapyAHN BAKCUHHU MM KbM BAKCHHHUTE CpeEIly TeTaHyc (BX. Touka 5.1).

EnnoBpeMEHHa UMYHOCYIIPECUBHA TEpanys

[Ipu npoyuBanus npu Ncoprasuc He ca oueHsBaHu O6e3omacHocTTa U epukacHoctTa Ha STELARA B
KOMOUMHAIINST ¢ UMYHOCYTIPECOPH, BKIIFOUUTEITHO ONOJIOTHYHH TIPOLYKTH WK QoToTepanus. [Ipu
MIPOYyYBaHUs NP IICOPUATHUEH apTPHUT, eIHOBpeMeHHaTa yrnorpeda Ha MTX He nmoenusBa
6e3onacHoctTa u eduracHoctTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u yneposex
KOJIUT €IHOBPEMEHHATA yIOTpeda Ha UMYHOCYITPECOPH MITH KOPTHKOCTEPOUIN U3TTICKA HE
noBnusiBa 6e3onacHoctTa win egukacHoctra Ha STELARA. TpsiOBa 1a ce moxox/a ¢ IOBUIIIEHO
BHUMaHHUE, KOTaTo ce 00CHkKIa eTHOBPEeMEHHaTa ynotpeda Ha apyru umyHocynpecopu 1 STELARA
WIN TP [IPEMUHABAHETO KbM JICUCHUE C APYTH OMOJIIOTUYHU UMYHOCYTIPECOpH (BXK. TouKa 4.5).

HNmyHoTepanus
STELARA He € oneHsIBaH ITpH MALMEHTH, KOUTO ca MOJUIaraHy Ha UMyHoTepanus 3a anepruu. He e

u3BectHO nanu STELARA Moske fa ce 0Tpa3u Ha IMyHOTepanusaTa npy ajlepruu.

Cepro3HH KOXKHU 3a00JsIBaHUS

[Ipu nauueHTy C copuasuc ce cboOIIaBa 3a caydan Ha eKC(OIUATUBEH JEPMATUT CJe]l JICUCHHE C
ycTekuHyMao (Bx. Touka 4.8). [TalieHTUTE ¢ ICOpHa3uC ¢ MIaKH MOXKE Jla Pa3BUAT CPUTPOACPMHUCH
MICOPHUA3UC KAaTO YacT OT €CTECTBEHUsI X0 Ha 3a00JISIBAHETO ChC CUMIITOMH, KOUTO MOKE OT KIMHUYHA
IJIeIHA TOYKA Ja He Ce OTINYaBaT OT eKC(OoIraTUBHUA AepMaTuT. Jlekapure TpsiOBa 1a BHUMABAT 3a
CHUMIITOMH Ha €PUTPOJICPMHUUECH IICOPUAZHC WU eKC(HOTUATHBEH JEPMATUT KaTo 4acT OT
MOHHUTOPHUPAHETO Ha TICOpUa3uca MpH MalMeHTa. AKO Te3u CUMIITOMH Ce MOSIBST, TPsIOBa j1a ce
3anoyHe noaxonsmo neuenue. [Ipuemsr Ha STELARA TpsiOBa na ce npeycTaHOBH, aKO UMa
CHMHEHHS 32 JIEKapCTBEHa peaKIusl.

3abossiBaHuUs, CBBP3aHU C JIYITYC

Criyvan Ha 3a00JBaHus, CBBP3aHH C JYITyC, Ce ChOOIIAaBaT NPH NALIMEHTH, JIEKYBaHHU C YCTEKUHYMao,
BKIIIOYUTEITHO KOXKEH JIYIyC epuTeMaToiec U JIymyc-nogooeH cunapoMm. [Ipu Bb3HMKBaHe Ha JIE3UH,
0c0o0eHO Ha U3JT0KEHUTE Ha CITBHIIE yYacThIM Ha KOXKaTa, WM aKo T€ Ce ChITBTCTBAT OT apTpajrus,
NalMeHTHT TPsIOBa 1a MOTHPCU HEe3a0aBHO JIEKapcKa MOMOIIL. AKO ce MOTBBPISAT 3a00IBaHus,
CBBP3aHH C JIYIyC, yCTeKUHYMa0 TpsiOBa J1a ce MPEeyCTaHOBH U J]a C€ 3all0YHe TOAXOAAIIO JeUeHHe.

CrenmanHy nomyianuu

Cmapuecka 6v3pacm

B knmMHMYHATE N3MUTBAHUS IPH 0100pEHUTE TIOKa3aHUs HE ce HaOJII0/IaBaT ChIICCTBEHH PA3ITUYIMS B
epuKacHOCTTa WK 0€30MaCHOCTTA PU MALUEHTH Ha 65-TOAUIIHA B3PACT U IO-TOJIEMH, KOUTO
nonmydaBaT STELARA, B cpaBHEHME ¢ IO-MJIQAH MAUEHTH. bposT Ha MAIIMEHTUTE HA BB3pacT

65 roanHM ¥ M0-TrojeMH o0aue He € IOCTaThUeH, 3a /1a CE OIPEIeNH JalH Ce OBIUSABAT Pa3IndHO OT
MO-MJIaINTe MaMeHTH. Thil KaTo pa3npoCTpaHEHUETO Ha MH(EKIINU cpeJl cTapyecKaTa MOIyJIaIyst
KaTo IS0 € TO-TOJISIMO, JICYCHUETO MPH MALMEHTH B CTapuecKa Bb3pacT TpsiOBa a ce mpuiara
BHHUMATEIHO.




TTomoIIHK BeIecTBa ¢ U3BECTHO JIEWCTBUE

CvOovporcanue na Hampuil

STELARA cpabpxa no-manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, e
npakTHIecKu He chabpika HaTpuil. STELARA obaue ce paspexna ¢ HH(pY3HOHEH pa3TBOp Ha HATPHEB
xnopua 9 mg/ml (0,9%). Tosa TpsibBa na ce MMa NpeABH/I IPH MAIIMEHTH HA JIEeTa ¢ KOHTPOJIUPAH
npueM Ha HaTpui (BX. Touka 6.6).

Cwowpoicanue na noaucopoam 80
Stelara chawspika 10,8 mg nonmucopbat 80 (E433) BBB Besika 103a, KOSATO € CKBUBAJICHTHA HA
0,40 mg/ml. [TonucopbaruTe Morat Aa NPUUMHST ATEPTUUHHU PEAKLUH.

4.5 Bs3amMmopeiicTBHE ¢ IPYTH JeKaAPpCTBEHH MPOAYKTH M APYru (popMH Ha B3auMojeiicTBHe
JKusu BakcuHM He TpsiOBa n1a ce mpuiarat eqHoBpeMeHHo cs¢ STELARA.

He ce npenoppuBa npunarane Ha >kuBu BakcuHU (kato BIXK BakcuHa) mpu kppmadeTa, ¢ €KCIIO3HIINS
Ha YCTEeKUHYMaO0 in utero, B MPOIBIDKEHIE HA IBAHAJIECET MECeIa CIIe]l PaXK/TaHEeTO WIIH JJOKATO
CepyMHUTE HUBA HA YCTEKWHYMAO MPU KbPMAUETO CIIAJIHAT [10Jl HUBOTO Ha JETeKIHS (BX. TOUKH 4.4 U
4.6). Axo e HauIle KaTeropuyHa KIMHIYHA T0J13a 32 OTJETHOTO KbpMade, MOXKe Jla c€ 0OMUCIH
TpuUjiaraHe Ha )KUBa BAaKCHMHA B [TO-PAHEH MOMEHT, aKO HE C€ OTKpHBAT CEpyMHH HUBA Ha
yCTEKHHYMAO.

[Ipu papmakoKHMHETHYHY aHAJTM3H HA MOMyNALUITa, HAPAaBEHH B IpoyuBaHus (asa 3, e nzcnenBan
e(eKThT Ha Hal-4eCTO €JHOBPEMEHHO NMPHEMaHH JEKaPCTBEHH MPOAYKTH IIPH HALUEHTH C ICOPHA3HC
(BKJIIOUUTENHO U MapaneTamod, H0ynpodeH, aneTuacaluiuioBa KUCeInHa, METGOPMUH,
aTOpBACTaTHH, JEBOTHPOKCUH) BbpPXY (papMakoKkuHeTHKaTa Ha ycTeknHyMad. He ca HabnronaBanu
NPU3HAIM Ha B3aUMOJICHCTBUE C TE3U €AHOBPEMEHHO NIPUEMAaHH JIEKapCTBEHH NpoayKTH. OcHOBa Ha
TO3M aHaNu3 ¢ (HhakThT, ue Hall-Manko 100 mamuenTu (> 5% OT u3cnenBaHarTa MOMyJalus) ca JeKyBaHH
€HOBPEMEHHO C TEe3M JIEKAPCTBEHH MPOAYKTH Ipe3 nmoHe 90% ot mepruoaa Ha MPOyIBAHETO.
DapMaKOKHHETHKATa HA YCTEKMHYMal He ce € MOBIUsIA OT eJHOBpeMeHHaTa ynoTpeba na MTX,
HCIIBC, 6-mepkanTonypHH, a3aTHONPHH U IEPOPATTHA KOPTUKOCTEPOUIH NPH MALUEHTH C
TICOPUATHYEH apTpHUT, OojecT Ha Crohn Wiw ynIepo3eH KOJIHT, WK OT MpeIiecTBalla eKCIIO3UIHs Ha
antu-TNFa cpenctsa, mpy maueHTH ¢ IICOpHATUYEH apTpuT uiu 6onect Ha Crohn, unu oT
npeAecTBalIla eKCIO3UIH Ha OMOIOTMYHY JIEKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpeactsa u/mnu
BEI0JM3YyMal) MPH HALUEHTH C YIIEPO3eH KOJIHT.

Pesynrarute oT mpoyuBase in vitro u OT poy4Bane (aza 1 mpu y4acTHUIM ¢ aKTUBHA O0JIECT Ha
Crohn He nipe/noaraT HEOOXOIUMOCT OT aJalTUPAaHE Ha J03aTa IIPH MAI[UCHTH, KOUTO [OJIy4aBat
ennoBpemenHo CYP450 cy6ctpatu (Bk. Touka 5.2).

[Ipu npoy4uBanHus pu TICOPUA3UC HE ca OleHABaHU Oe3omacHocTTa U epukacHocTTa HAa STELARA B
KOMOUMHAIINS ¢ UMYHOCYTIPECOPH, BKIIOUUTEITHO OMOJIOTHYHY cpesicTBa i poToTepanus. [Tpu
NPOYYBaHUS MPH NICOPUATHUEH apTPUT, €AHOBpeMeHHaTa ynoTpeda na MTX He nosiusBa
6e3onacHoctTa U epuxacHocTTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u yneposex
KOJIUT €JIHOBPEMEHHATA yIOTpeda Ha UMYHOCYITPECOPH MITH KOPTHKOCTEPOUIN U3TTICKA HE
noBnusiBa Oe3onacHoctTa mwin eprukacHoctta Ha STELARA. (Bk. Touka 4.4).

4.6 @epTUaAUTET, O)PEMEHHOCT U KbpMeHe
Kenu c nerepojieH moTeHNHAT

JKenu ¢ neteposieH moTeHnuan TpsAOBa Ja U3MON3BAT €PEKTHBHA METOIU Ha KOHTPAIIETIIHS IO BpeMe
Ha JIeYeHUE U 10 15 ceaqMHUIH Clel JICYEHHETO.




Bpemennoct
[IpocnieKTUBHY JaHHU OT HEroJisiM Opoii ciayvan Ha 6pemenHHOCT cieq ekcrio3uuus Ha STELARA ¢

W3BECTEH M3XO/l, BKIIFOYUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT C eKCITO3UIIUS TPe3 MbPBUS
TPUMECTH, HE TIOKa3BAaT IMOBUILICH PUCK OT TOJIEMH BPOJCHU MaJI(QOpMaIiK IPH HOBOPOJCHOTO.

[IpoyuBaHusATA MPH )KUBOTHU HE TIOKA3BAT MPEKH WIIM HEMTPEKH BPESIHH €(EKTH, CBbP3aHU C
OpeMeHHOCTTa, eMOPHOHAIHOTO/PETAHOTO Pa3BUTHE, PAXKIAHETO MM ITOCTHATAIIHOTO Pa3BUTHE (BXK.
ToukKa 5.3).

HannuausT knmuHudeH onuT obave e orpannieH. Karo npesmasHa Msipka € 3a IpeAroynTane a ce
n30srea ynorpedara Ha STELARA 1o Bpeme Ha OpeMEHHOCT.

YcreknHyMab npeMuHaBa Mpe3 IJIalleHTaTa u ce OTKpUBa B cepyMa Ha KbpMadeTa, poJIeHH OT JKeHH,
JIEKyBaHH C YCTEeKHMHYMa0 10 Bpeme Ha OpeMeHHocTTa. KITMHUYHOTO BB3CHCTBIE HAa TO3H (DAKT HE €
M3BECTHO, HO PUCKBT OT MH(EKUUS IPH KbpPMadeTa ¢ EKCHO3ULMS Ha YCTEKUHYMAO0 in utero Moxe aa
Obe MoBHILIEH ciell paxaanero. He ce mpemnopbuBa npuiiarane Ha xuBH BakcuHH (kato BIDK
BaKCHHA) NMPH KbpMadeTa, ¢ eKCIIO3UIIHS Ha YCTEKUHYMAO in utero, B IPOIbIDKEHUE HA

JBaHaJeCceT Mecela ClIe PaKAaHeTO WK JOKATO CEPYMHHUTE HUBA Ha yCTEKUHYMaO MpH KbpPMadeTo
CHagHaT MO HUBOTO Ha JeTeKUus (BXK. TOUKH 4.4 u 4.5). AKO € HaJuIle KaTeropuyHa KIMHUYIHA T013a
3a OTZEJIHOTO KbpMaye, MOXe J1a ce OOMUCIH IpUIaraHe Ha KMBa BaKCHHA B TI0-PAaHEH MOMEHT, aKo
HE ce OTKPUBAT CEPYMHHU HHMBA HAa yCTEKHHYMaO.

Kopmene
OrpaHn4eHu JIaHHY, MyOJIMKYBaHH B JINTEpaTypaTa, IOKa3Bar, 4ye yCTeKHHyMab ce eKCKpeTupa B

YOBEIIIKaTa KbpMa B MHOTO MalIku KommdecTBa. He € n3BecTHO manu ycreknaymab ce abcopbupa
CUCTEMHO ciieq] norrbliane. [lopaau noTeHuana 3a nposiBa Ha HEXKEJIaHU JICKAPCTBEHH PEAKLUKU KbM
YCTEKMHYMa0 MpH KbpMaueTaTa, TpsOBa J1a ce B3eMe pPEIlICHUE TajIM Ja ¢e IPEyCTaHOBU KbPMEHETO
0 BpEME Ha JICUCHHE U A0 15 ceaMuIu ciies JICUeHHEeTO, Wi J1a Ce IPEYCTAaHOBH TepaIusiTa ChC
STELARA, karto ce B3eMar MpeaBuj Moi3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT TepanusiTa ChC
STELARA 3a xenara.

Peprunurer
EdexTsT Ha ycTekuHyMal BbpXyY (hepTHIIMTETa IPH XOpa HE € OLEHEH (BXK. ToUKa 5.3).

4.7 EdexTn BbpXy cioco0HOCTTA 32 moupaHe u padoTa ¢ MAIIUHA

STELARA He noBiusiBa WU MOBJIMBA MPESHEOPESIKUMO CITIOCOOHOCTTA 32 I1odupane u padoTa ¢
MalIuHHA.

4.8 Hexenanu JeKkapcTBeHH peaKINU

O606uienne Ha npoduna Ha Ge30MacHOCT

Haii-yecture HexxenaHu J1eKapCTBEHH PEAKLUU B KOHTPOJIMPAHUTE MEPUOIN OT KIMHUIHUTE
NPOYYBaHUS MPH BH3PACTHH ca HA30(apHHTHUT (BH3HUKBAIIN TIPU 6,9% OT MaleHTHTe, JICKYBaHU C
ycTekuHyMao, u npu 5,4% oT maumeHTuTe Ha miane6o) u rimaBodonue (Bp3HuKBam npu 7,0% ot
NalUeHTHTE, JEKYBaHH C YCTEeKHMHYMa0, U ripu 5,2% oT nauueHTuTe Ha miane6o). Haii-ceprosnara
HEXXeJaHa JIEKapCTBEeHa peakiys, KoaTo e chodmasana 3a STELARA, e ceprno3na peakius Ha
CBPBXYYBCTBUTEIIHOCT, BKJIFOUUTEITHO aHaduaakcus (BxK. Touka 4.4). O0ImuAT npodui Ha
0e3omacHOCT € MoJ00EH NPy MaLUEeHTH ¢ TICOPUA3UC, ICOPUATHUYCH apTPHUT, 6osecT Ha Crohn u
YJILIEPO3€eH KOJIHT.

TaOny4eH cnUChK HA HEXETAHUTE PeaKnu

JannuTe 3a 6€30MacHOCT, NPEAOCTaBEHH MO-/I0JTy, Ca MOJIYUYEHH clie]l eKCIIO3UIMS Ha yCTeKuHyMa0
npy BB3pacTHU B 14 npoyuBanus daza 2 u pasa 3 npu 6 710 marmentu (4 135 ¢ ncopuasuc u/uinm
nicopuaTHyeH apTpurt, 1 749 ¢ 6onect Ha Crohn u 826 nanueHTH ¢ yiepo3eH KouuT). ToBa BKITIOUBa
excrio3uiyst Ha STELARA B KOHTpoJIMpaHHUTE U HEKOHTPOJIMPAHUTE TIEPUOIN HA KITIMHUYHUTE
MPOYYBaHUS MPH MAIIMEHTH C TICOPUA3KC, IICOPUATHYEH apTpuT, 6osiecT Ha Crohn wiy yiuepo3eH




KOJIUT B IPOIBIDKEHUE Ha Hail-Manko 6 Mecena (4 577 manueHTH) win rmore 1 roquHa

(3 648 maruenTn). 2 194 nanuenTy ¢ rcopuasuc, bonect Ha Crohn wim ymepo3eH KOIUT ca ¢
EKCITO3UIIHS 3a MMOHE 4 roIuHU, 1oKaTo 1 148 manueHTH ¢ icopuasuc wim 6oject Ha Crohn ca ¢
€KCIIO3ULIMS 32 IIOHE 5 TOAVHM.

B tabmmia 4 e mokazaH CUCHK ¢ HEXETAaHHUTE JIEKAPCTBEHH PEAKIIMH OT KIIMHUYHU MPOYYBAHHS MTPH
BB3PACTHHU C IICOPHA3KC, TICOPHATUYCH apTPUT, 0ojiecT Ha Crohn M yiIepo3eH KOJIUT, KaKTO U
HEKETIaHUTE PEeaKIMK OT TOCTMAPKETHHIOBaTa yrorpeda. Hexxenanure peakunu ca KiacupHUITHpaHT
0 CHCTEMO-OpPTaHHH KJIACOBE W Y€CTOTAa CHhITIACHO CIIeIHATa KOHBeHIWs: MHoro uectu (> 1/10),
UYectn (> 1/100 no < 1/10), Hewectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 mo < 1/1 000), MHuoro
penku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HATMYHUTE TJAaHHU HE MOJXKe J1a ObJIc HallpaBeHa
orieHka). [Ipu Bcsiko rpymupaHe B 3aBUCUMOCT OT YECTOTaTa HEeXEIaHUTE JICKapCTBEHU PEaKIuu Ce
MU30pOsABAT B HU3XOAI P/l IT0 OTHOIICHHUE Ha TAXHATa CEPUO3HOCT.

Tabnuya 4: Cnucvk Ha HexCeraHu peaKyuu

CucremMo-opranHu
KJIAcoBe

Yecrora: Hexenann peakuum

Wndexnum u uapecraumn

YecTy: nHOEKIHA HA TOPHUATE JUXATEIHU ITBTHUINA, HA30(DapHHTHT,
CUHY3UT

Heuectn: nenynur, neHTanHu HHYEKLIUH, XepIec 30CTep, NHPEKIHS
Ha JIOJTHHUTE TUXATCITHH IBTUINA, BUPYCHH UH(EKIINN Ha TOPHUTE
IUXaTeHU ITBTHUILA, ByJTBOBArHHAIHA MUKOTHYHA HH(PEKINS

Hapyuenns Ha umyHHaTa
cucTeMa

Hedectn: peakiiuu Ha CBPbXYyBCTBUTEITHOCT (BKIFOUUTEITHO OOPHB,
YpTUKapus)

Penxu: cepno3nu peakiiuy Ha CBPbXUyBCTBUTEIHOCT (BKIIOUUTETHO
aHauIakcus, aHTHOEIEM)

IIcuxuynu HapyuIeHNs

Heuectu: nenpecus

Hapymenus Ha HepBHaATa
cucremMa

YecTu: 3aMaliBaHe, T1aBo0oIne
Heuectu: nuieBa napanusa

Pecniuparophu, rppaau u
MeANaCTUHAIHU
HapyIIeHUS

UYecrtu: opodapunreanna 60oika

Heuectu: Ha3aiHa KOHTeCTUS

Penku: aneprudeH anBeouT, €O3MHO(PUIIHA THEBMOHUS
MHoro penku: opraHu3upaIia MMeBMOHHS ™

CromanrHo-4peBHI
HapyIIeHUs

Yectu: nuapus, rajeHe, moBpbllaHe

Hapymenus Ha koxara u
MOJKOKHATA ThKaH

UYecrtu: cppoex

HedecTn: mycTynoseH ncopuasuc, ekchouaiys Ha KoXKaTa, akHe
Penxu: exconmaTuBeH qepMaTUT, XUIIEPCEH3UTUBEH BACKYIIUT
MHoro penku: 0yJ103¢H NeM(PUTONI, KOKEH JTYIyC ePUTEMATOIEC

Hapy1ienns Ha MyCKyJIHO-
CKEJIETHATa CHCTEMA U
ChEAVHUTEIIHATA ThKaH

Yectu: 601KH B Ibpba, MUAIITHS, APTPAITHS
MHoro peku: JIylyc-noJo0eH CHHIPOM

OOum HapymeHus u
e(eKTH Ha MACTOTO Ha
HPUIIOKCHUE

Yecru: yMopa, €puTeMa Ha MACTOTO HAa MHKCKTHUPAHC, 0oIlKa Ha
MSACTOTO Ha MHKCKTHUPAHE

HeuecTu: PCaKin Ha MACTOTO Ha MHKCKTUPAHE (BKJIIO‘II/ITCJIHO
KPBbBOM3JINB, XCMATOM, BTBBPAABAHC, TIOAYBAHC U C’Bp6€)l(), aCTCHUA

*

Bmxre Touka 4.4, CHCTEMHH U PECTUPATOPHU PEAKIMU HA CBPBXIYBCTBUTEIHOCT.




Onucanue Ha H36D8,HI/I HCXCIaHU JCKAPCTBCHHU PCAKIIMH

Ungpexyuu

B nmnane6o-koHTpoMpaHy pOyYBaHUs MPH MALMEHTH ¢ TICOPUA3UC, ICOPUATHYEH apTPUT, OOJIECT Ha
Crohn u ymiepo3eH KOJIUT MPONEHTHT Ha HH(PEKINUTE WK CEPUO3HUTE WHPEKIIUU € CXOJIEH MPH
MAIMEHTUTE, IEKYBaHH C YCTEKUHYMA0, U TIPH JIEKyBaHUTE C I1ane0o. B mranebo-koHTpomupanus
NepUO/] Ha Te3U KIMHUYHY MPOYYBaHMS YecToTara Ha HHeknuuTe e 1,36 3a manueHToroiuHa
MIPOCIIEIIBAHE TPH MMAUEHTH, JIEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu nmaryenTy, JISKyBaHH ¢
rwrane6o. [osBunmute ce cepruo3nu nHpeknuu ca ¢ yecrora ot 0,03 3a marueHToroAnHa NPOCIeAsIBaHe
NP TALMEHTH, JIEKyBaHH ¢ ycTekuaymab (30 cepro3nu nundeknnu 3a 930 nanueHToroAnHu
npocnenasane), U 0,03 npu manuMeHTH, JIeKyBaHu ¢ mianebo (15 cepuo3nu nHpEKIny 3a

434 manueHTOroIMHY MpociensBane) (BkK. Touka 4.4).

B xoHTponMpaHuTe U HEKOHTPOIHUPAHUTE IEPHUOIN Ha KIMHUYHUTE MPOYYBAHUS MIPH IICOPUA3HC,
NICOpPUATHYEH apTPHUT, 6osecT Ha Crohn u yepo3eH KOJIHT, MPEICTaBIIsIBALIT

15 227 maneHTOroMHN eKCIIO3ULHUs ¢ ycTeKnuHyMal npu 6 710 manueHTH, MeiuaHaTta Ha BpeMeTo Ha
npocnensBane e 1,2 ronunu; 1,7 roquHu 3a Npoy4BaHUATa Ipy ncopuasuc, 0,6 ToguH" 3a
npoyuBaHusTa npu 6onect Ha Crohn u 2,3 roguHy 3a MPOyYBaHUATA € YILEPO3€H KOIUT. [IponeHTsT
Ha nHpeknuute e 0,85 3a manueHToroArHa MpocieAsBaHe MPH NalUeHTH, JIEKYBaHU C yCTEKUHyMao, a
NPOIIEHTHT HAa CEpUO3HUTE MHPeKIU NpH TsX € 0,02 3a manueHToroInHa npocieIsBaHe

(289 cepuosnu uHpekyu 3a 15 227 NaMeHTOroAMHN IPOCIICAsSBaHe) U ca JOKJIaJABaHH CEPUO3HU
MH(EKINH, BKIIIOYUTEIHO THEBMOHMS, aHAJIEH a0cIiec, LeNyJIUT, AUBEPTUKYIIUT, TACTPOCHTEPUT U
BUPYCHU MH(DEKITUH.

B MPOBCACHU KIIMHUYHU IMPOYUBAHHUA [TAOUCHTHU C JIATCHTHA Ty6ep1<yno3a, KOMTO ca Ouiu
CAHOBPCMCHHO JICKYBAHU C U30HHUA3U, HC Ca PA3BUIIN Ty6ep1<yno3a.

3nokavecmeenu 3a6ona6anus

B mmane60-koHTpoMpaHus MepHo Ha KITMHWYHY IPOYYBaHUs [IPH IICOPUA3UC, ICOPUATHYECH apPTPHT,
6osect Ha Crohn ¥ yiIepo3eH KOJIUT Y€CTOTaTa Ha 3JI0KAUSCTBCHUTE 3a00JIIBaHUS, C U3KITIOUCHHE Ha
HEMEeJIaHOMEH pakK Ha Koxarta, € 0,11 3a 100 manmeHTOroAMHN MpocCiesiBaHe MPH MallueHTH,
JeKyBaHH ¢ ycTekuHyMma0 (1 manmeHT 3a 929 naunentroronuuu npociuenssane) B cpasaenue ¢ 0,23
IpY aLMEeHTUTE, JIEKyBaHu ¢ iane6o (1 nauuent 3a 434 mauueHTOroJUHN NPOCIeasIBaHe).
UecroTara Ha HEeMeNaHOMEH pak Ha koxara e 0,43 3a 100 manreHToroIMHu MpocieasBaHe 3a
NalUeHTHTE, JEKYBaHH ¢ YCTeKMHYMa0 (4 mauueHTy 3a 929 nanueHTOoroANHY MPOCIIEAsBaHE) B
cpaBHeHue ¢ 0,46 pu maueHTuTe, JeKyBaHu ¢ mianedo (2 nauneHTu 3a 433 nanueHToroAuHU
MIPOCIEIBaHE).

B xoHTpoNMpaHUTE U HEKOHTPOJIUPAHUTE TEPUOAN HA KIMHUYHUTE NPOYYBAHUS IPU IICOPUA3HC,
MICOpUATHYECH apTpuT, 6ojiecT Ha Crohn U yJIepo3eH KOJIKUT, IPEICTaBIIABAIIH

15 205 marueHToroAMHU eKCIO3ULMs ¢ YCTeKuHyMao rpu 6 710 manueHnTH, MeuaHata Ha BpEMeTO Ha
npocneasBane € 1,2 roauna; 1,7 roquHu 3a Mpoy4YBaHUsTa Ipu rcopuasuc, 0,6 ronuHu 3a
npoyuBaHusTa rmpu 6osect Ha Crohn u 2,3 rouHY 3a MPOyYBaHUATA C YIIEPO3EH KOINUT.
3510Ka4eCTBEHH 3a00IIBaHNs, C M3KJIFOUCHHE Ha HEMEJIAHOMEH PaK Ha KO)KaTa, ca JOKJIaJIBaHH MIPH

76 narmenty 3a 15 205 manuentoroauny Ha pocneasBane (decrora ot 0,50 Ha 100 manmeHTOrOTMHU
Ha TIPOCIIeAsIBaHe MPH MAIUSHTH JICKYBaHHU C YCTeKUHyMa0). Te3u ciayyan Ha 3710KauYeCTBEHH
3a00JIBaHus, ChOOIICHHM ITPH MAIUSHTH, JICKYBaHU C YCTCKUHYMa0, ca CpaBHUMH C OUaKBaHUTE
cily4ad B o0I1iaTa nmomyJiaius (ctanaapTu3upad koeduiueHt Ha yectota = 0,94 [95% nosepureneH
unrepsai: 0,73, 1,18], kopurupan 3a Bb3pacT, noia U paca). Haii-uecto HaOmronaBaHuTe
3JI0KAYE€CTBEHU 3a00IsIBAaHKS, PA3JIMYHA OT HEMEJIAHOMHHUS KapIIMHOM Ha KOoXarta, ca KapIMHOM Ha
MpocTaTaTa, MEJIaHOM, KOJIOPEKTAICH KapIIMHOM U KapIIMHOM Ha IrbpjaTa. CrydanTe Ha HEMEJIaHOMEH
KapUMUHOM Ha Koxkarta ca 0,46 Ha 100 nanueHTOroAMHN Ha MPOCEAsIBaHE PU MALUEHTH, JIEKYBaHH C
ycTekuHyMab (69 nanuenTH 3a 15 165 manuenTorouHn Ha npocieasBane). ChOTHOIICHHETO Ha
MAaIMEeHTH ¢ 0a3ajieH CIPSIMO CKBaMO3HOKJIEThUCH KaplMHOM Ha KokaTa (3:1) € CpaBHMMO ChC
CHOTHOIIICHUETO B 00IIaTa rmomnyJjamnus (Bx. Touka 4.4).
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Peaxyuu na cepvxuyscmseumennocm u peaxkyuu Koy un@ysuama

B nmpoyuBanusiTa ¢ HHTpaBEHO3HA MHAYKLUS MPH BB3pacTHH ¢ Oonect Ha Crohn u ynaiiepo3eH KOJUT
HE ce choO0IaBaT ChONTHS Ha aHAQUIIAKCHS WK IPYTH CEPHO3HU PEaKIiy KbM UHPY3UsITA Clie]
eIMHUYHA WHTPaBeHO3Ha J103a. B Te3n npoyusanus 2,2% ot 785 namnueHTH, JIeKyBaHU ¢ Tuianebo, u
1,9% ot 790 nauneHTH, IEKyBaHU C IPENOPBUUTEIIHATA 1032 YCTEKUHYMa0, ChOOIIaBaT HEeXXeJIaH!
CHOUTHS, BB3HUKHAIIU 110 BpEME Ha WM B pAMKUTE Ha €AMH Yac oT uHdy3uara. B nenuarpuuHoTo
npoyuBane ¢ 6ojiecT Ha Crohn e HaOJrO1aBaHa e/IHA CEPUO3HA U €IHA HECEPHO3HA PEAKIUSI KbM
uHQy3uATa. B mequaTpudHOTO MpoyyuBaHe MpH YILEPO3€H KOJIUT ca HaOMIoJaBaH! elHa CepUO3Ha U
JIBE HECEPHO3HHU pEeaklny, CBbp3aHu ¢ nHQpy3usaTa. Ilo Bpeme Ha MOCTMapKETHHIOBOTO HAOJIIOCHUE
ce chOoOIIaBaT CEPUO3HU PEaKIVH, CBbP3aHU C HHPY3HATA, BKIIOUATEIHO aHA(DUITAKTUYHN PEaKIN
KbM HHQYy3usATa (Bk. Touka 4.4).

IlequaTpuuna momyJaanus

Heouampuunu nayuenmu na 6 200uHYU U NO-201EMU C NIAKO8 NCOPUASUC

BezonacHocTTa Ha ycTeknHyMab € mpoy4yeHa B B€ poyuBaHus (aza 3 Ipu neAUaTpUIHHU MALUSHTH C
yMEpeH /10 TeXbK IITakoB ncopuasuc. I[IpBoTo npoyusane e npu 110 manuenTu Ha Bb3pacT oT 12 10
17 roguHy, IeKyBaHU B IPOIBIDKEHNE HA 60 ceaMUILIM, a BTOPOTO IPOYUYBAHE € MpH 44 nmalnyeHTy Ha
BB3pacT oT 6 10 11 roguHu, 1eKyBaHU B IpOAbJDKEHUE Ha 56 cenmunu. Karo usmo crolmenure
HEXXeJaHU CHOUTHS B TE3H JBE MPOYUYBAHUS C JJAHHU 32 0e30MacHOCT 0 1 roguHa ca moJo0Hu Ha
Te3U, HAOJI0IaBaH! B TIPEIUIITHU IPOYYBAHUSI ITPU BB3PACTHH C TUIAKOB IICOPHA3HC.

Tleouampuunu nayuenmu na 2 u nogeue 200unu ¢ 6orecm na Crohn

besomacHocTTa Ha ycTeknHyMmab e mpoydeHa B eqHO npoyuBaHe (aza 1 u egHo npoyuBane ¢asza 3 npu
neauaTpUYHH MAlMEeHTH ¢ yMepeHa J0 TexXKa akTuBHa Oosnect Ha Crohn. 34 manueHTy B POyYBaHETO
¢aza 1 u 101 nmaumeHTH B mpoyuBaHeTo (paza 3 ca mpociensBaHu cbOTBETHO A0 240 ceqmuiy u 68
ceamuny. KaTo 1510 mpoduinbT Ha 0€30MacHOCT € IMO00CH Ha TO3HU, HA0II01aBaH B IPEAUIITHU
NpOYYBaHUs MPH Bh3pacTHH ¢ Obonectra Ha Crohn.

Teouampuunu nayuenmu na 2 u nogeue 200UHU C YIYepo3eH KOaum

besonacHocTTa Ha ycTeknHyMab e mpoydyeHa B eHO TpoyuBaHe (asa 3 npu neauaTpuaHy MalUeHTH C
YMEPEH /10 TeXBK aKTHUBEH YJILIEPO3€H KOINT. B ToBa nmpoyuBaHe 112 manneHTH ca npocieasBaHu 10
68 ceqmunu. Kato 1510 npodunsT Ha 6e30macHOCT € MoJ00eH Ha TO3H, HAOMI0JaBaH B IPEAUIIHU
MIPOYYBaHUS MPU BH3PACTHH C YIIIEPO3EH KOJUT.

Cno0I1aBaHe Ha MOO3UPAHU HOWKEITAHHU PEAKITUH

CpoOI11aBaHeTO Ha MOI03UPAHH HEXKEIAHU PEAKIMK CIIe]] pa3peliaBaHe 3a yrnoTpeda Ha JeKapCTBEHUSI
HPOJIYKT € BaxkHO. ToBa M0O3BOJIsIBA J1a MPOABIKU HAOIIOICHUETO HA ChOTHOIICHHETO MOJI3a/PUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CICIUATTICTH CEe U3UCKBA J]a ChOOIIABAT BCSKA
M0JJ03UPaHa HeXellaHa Peakiusl Yype3 HAlMOHAIHA CHCTEMa 32 ChOOIIABaHE, TIOCOYCHA B .

4.9 TIlpeno3mpane
Ennanunn no3u 1o 6 mg/kg ca npuiaraHi HHTPaBEHO3HO B KJIMHUYHU MPOYYBaHHS 0e3
OorpaHv4aBalila 103aTa TOKCUYHOCT. B cnyqaﬁ Ha OpeA03UpPaHC CC NPCIOPHUBA MMAUCHTUTC J1a CC

HAOII0]aBaT 3a MMPU3HAIM WM CHMITOMHU Ha HEXEJIaHU PeaKui U He3a0aBHO Ja Ce TPUIIOKH
MOJAXOJISIIIIO0 CUMIITOMATUYHO JIEYECHHUE.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBOJCTBA

®dapmakoTepaneBTHUHA Tpymna: MmyHocynpecopu, nHXHOUTOpH Ha nHTepieBkuHa, ATC kox:
L04ACO05
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MexaHu3bM Ha IEWCTBUE

Yereknnymab e 3o yoBemko [gG 1k MOHOKIIOHATHO aHTUTSIIO, KOETO CE€ CBBP3Ba ChC
cnennpUIHOCT KBbM 0011aTa IpoTenHoBa cydeannuna p40 Ha YOBEIIKM ITUTOKMHN HHTepieBkuH (IL)-
12 n IL-23. Ycreknnymab notrucka OnoaktuBHOCTTa Ha woBemkute 1L-12 u [L-23, xato
npenoTBpaTsBa cBbp3BaHeTo Ha p40 ¢ IL-12RP1 peuentopeH npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha UMYHHUTE KJIETKU. ¥ CTeKMHYyMa0 He Moxke z1a ce cBbpike ¢ IL-12 nnm ¢ IL-23, kouTo Beue ca
cebp3an ¢ [L-12RB1 penentopu mo kineThyHaTa MOBHPXHOCT. CIEI0OBATEHO € MAJIKO BEPOSTHO
ycTeknHyMab Ja yyacTBa B KOMIUIEMEHT- WM aHTUTSIIO-MEIUMPaHaTa HUTOTOKCUYHOCT Ha KJIETKUTE
¢ peuentopu 3a IL-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoarMepHU IUTOKUHH, CEKPETUPAHH OT
AKTUBUPAHH aHTUTEH-TIPEICTABAIIN KIETKH, HapuMep Makpodaru U JSHIPUTHH KICTKA U J[BaTa
UTOKWHA y4yacTBaT B uMyHHHUTE QyHKIMH; [L-12 cTumynupa ecrectBenute kietku youiinu (NK) u
npenu3BukBa qudepennuanuata Ha CD4 + T knerkure kM T 1 xenmmepen (Thl) denorumn, 1L-23
unnynupa et Ha T 17 xemmepute (Th17). AGHopmHara perynarms Ha [L-12 u [L-23 obaue ce
CBBp3Ba C UMYHHOMEINUPAHH 3a00JSIBAHUS KaTO IICOPUA3KC, IICOPUATUICH apTpuT, 6osecT Ha Crohn
U YJILEpO3€H KOJIUT.

Upes cBpp3Bane Ha obmiata cybenanauma p40 na [L-12 u IL-23, ycTrekuHyMab MOKe J1a OKa3Ba CBOUTE
KJIMHAYHU e(eKTU IPH IICOPHA3UC, ICOPHATHIEH apTpHT, OonecT Ha Crohn  yiepo3eH KOJIUT Ype3
npexkbceBane Ha mpTuinaTa Ha Thl u Th17 uuToknHM, KOUTO ca B OCHOBATA HA MATOJOTHATA HA TE3H
3a00JIsIBaHUSI.

[Ipu nauuentu c 6oxect Ha Crohn JIeueHUETO ¢ YCTEKMHYMa0 BOIU 10 HAMaJIeHHUE Ha
BB3NATUTEITHUTE MapKepH, BKItounTenHo C-peaktuBeH npotenH (CRP) u ekanen kanmpoTeKTrH 1mo
BpeMe Ha MHIYKIMOHHATa (a3a, KOeTo CJIe/l TOBa ce MOIbprKa Ipe3 IsyIarta nojaabpskama daza. CRP
€ OLICHEH I10 BpeMe Ha MPOABIDKEHUETO Ha MPOYYBaHETO M HaMaJIeHUATa, HaOM0JaBaH! IO BpeMe Ha
nojabpxamara ¢asa, OOMKHOBEHO Ce 3ama3BaT 70 252 ceaMuua.

[Tpu manmeHTy ¢ ynuepo3eH KOJIUT JIEYEHHETO C yCTEeKUHYMal BOAU 10 HAMaJICHUE Ha
BB3NATUTEIHUTE MapKepH, BKIrounTeaHo CRP u exaneH kannpoTeKTHH 1O BpeMe Ha
MHIYKIMOHHATa (a3a, KOeTo ce MOoJIbprka Ipe3 IisiIaTa noaabprkaa $asa 1 mpoasIKeHHETO Ha
npoyuBaHeTo Ao cenmuria 200.

Umynnzanun
ITo BpeMe Ha ABATOCPOUHOTO MPOABIKEHUE HA MTpoyuBaHe npu rncopuasuc 2 (PHOENIX 2),

BB3PAaCTHUTE NMAUMEHTH, JIeKyBaHu cbC¢ STELARA 3a Hali-manko 3,5 roauHu, ca Aajld aHTUTSIIO-
OTTOBOPU Ha THEBMOKOKOBH IMOJIM3aXapUIHU BAKCUHU U BAKCUHU CPELLY TETaHYC, CXOJIHU C T€3U IpHU
KOHTpPOJTHATA TPYIIa MalUeHTH, TIOTydaBaild HECUCTEMHO JIeUeHNE Ha rcopra3uc. CXo/IeH IPOIEeHT OT
BB3PACTHUTE MAIMeHTH, JiekyBanu ¢h¢ STELARA u Te3u B KOHTpOJIHATA TPYTIa, Ca Pa3BUIIU 3alTUTHU
HUBA Ha aHTUITHEBMOKOKOBH U aHTUTETAHUYHU aHTUTENA, U TUTPUTE HAa AHTUTENATA UM Ca CXOJHHU.

Kinnnnuna edukacHocT

Bonecm na Crohn

bezonacHocTTa 1 ehuKacHOCTTa Ha YCTEKMHYMa0 ca OICHEHU B TPU PaHIOMHU3UPAHH, ABOWHOCIICIIH,
T1a1e00-KOHTPOIUPAaHU, MHOTOIICHTPOBH MTPOYYBaHUS IPY BH3PACTHU MAIIMEHTH C yMEepeHa JI0 TeXKKa
aktuBHa Oosect Ha Crohn, ¢ MHmekc Ha akTuBHOCTTA Ha OojiecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). [Iporpamara 3a KIMHUYHO pa3paOb0TBaHE cE€ ChCTOM OT JBE 8-
ceAMUYHH npoyuBaHus ¢ uHTpaBeHo3Ha HHAYKIuA (UNITI-1 u UNITI-2), nocnenBanu ot
44-ceMUYHO paHIOMHU3UPAHO POYYBaHE C TIOJKOKHO MPHIIOKEHUE Ha MOIbprkama 1o3a (IM-
UNITI), npeacrapnsBamm 52-ceIMUIHA TEPaTTHL.

[IpoyuBanusta ¢ uaaykuus BriaousaT 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuenTu.
[IppBHYHaTa KpaiiHa TOYKa 3a IBETC MHAYKIMOHHU POYYBAHHS € MPOLEHTHT HA YYaCTHULIUTE C
KIIMHUYEH O0TroBop (ompenenex kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JlanHuTe 32 ehpuKacHOCT ce chbOMpaT M aHATM3UPAT O CEAMUIIA 8 3a JIBETE MIPOYUBAHHUS.
EnHOBpeMEHHOTO MPUIIOKEHUE HA MIEPOPATHU KOPTUKOCTEPOUIN, UMYHOMOYJIATOPH,
aMHUHOCAJIMLIIIATH ¥ aHTHOMOTHIIH € pa3pemeHo u 75% OT NallMeHTHTe MPOIbIDKABaT J1a MoJydaBat

12



Half-MaJIko €HO OT Te3H JieKapcTBa. B 1BeTe mpoydyBaHus MalMeHTUTE ca PaHIOMHU3UPAHH Ja
NOJy4aT eTHOKPATHO MHTPABEHO3HO MPETNopbhUNTENHATa 103a OT NpuoausuTenHo 6 mg/kg B
3aBHCUMOCT OT TeJIECHOTO Teryo (Bk. Tabnwma 1, Touka 4.2), pukcupana no3a 130 mg ycrekuaymad
Wi 1ane6o Ha cenmuna 0.

ITauuenture B UNITI-1 ca nekyBaHu HEyCHENIHO WM UMAT HEIOHOCUMOCT KbM IpEALIECTBAA aHTH-
TNFa tepanus. [Tpubnusurenno 48% OT MallMEHTUTE ca JIEKyBaHU HEYCIICITHO ¢ 1 mpealiecTrala
anTu-TNFa Tepanus, a 52% ca nekyBaHM HeycHeIHO ¢ 2 WK 3 npeaniectsamy antu-TNFo Tepanum.
B toBa nmpoyusane 29,1% oT nanueHTHTE UMAT HEAOCTATHYCH HAYaJIeH OTTOBOP (ITbPBHYHHI
HepecnoHepn), 69,4% ca ce MOBIMIN, HO ca MIPECTaHANIN Ja Ce TOBIUSIBAT (BTOPUYHU
HepecToHepH), a 36,4% umaT HeMOHOCUMOCT KbM aHTh- T NFo Tepanun.

[Mammenture B UNITI-2 ca nexyBaHu HEyCIEIIHO Hali-MaJIKO C €JHa KOHBEHIIMOHAIHA TepaIus,
BKJIFOUYUTEITHO KOPTUKOCTEPOUIN MM IMYHOMOAYJIaTOpH, KaTO MJIM HE ca JIEKYBaHU JOCETa C aHTH-
TNF-a tepanus (68,6%), unu ca nosryyaBany npeau Tosa antu- T NFa Tepanust, HO Ts e Onna
Heycnemna (31,4%).

B neere UNITI-1 n UNITI-2 3HaunMO NO-roJisiM IPOLEHT OT MAllUEHTHUTE B rpymaTa, JeKyBaHa ¢
YCTEKHHYMa0, ca ¢ KIMHUYEH OTIOBOP M peMucHs B cpaBHeHue ¢ rianedo (Tabnuua 5). Knuanaausr
OTTOBOP U PEMUCHSTA Ca 3HAYMMH OIlle Ha ceMHUIa 3 MpH MallUueHTUTE, JIEKyBaHHU C yCTEKUHYyMaO, ’
Te MPOIBIDKBAT JIa ce Moxo0psBaT 10 ceaMuIia 8. B Te3u npoyuBaHus ¢ MHIYKINS €PUKACHOCTTA €
MO-BUCOKA U C€ MOJABpPKa M0-100pe B IpymaTa ¢ 103a B 3aBUCHMOCT OT TEJIECHOTO TETJIO0, B
CpaBHEHHE ¢ rpynara ¢ go3a 130 mg u mopaau ToBa Npu HHTPABEHO3HA HHAYKLMS Ce MPEnopbyBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 5: HUnoyxyusa na xrunuuen omeosop u pemucus ¢ UNITI-1 u UNITI-2

UNITI-1* UNITI-2**
IInanedo |IIpenopbumnrte| Ilnamedo |IlpemopbuuTe
N =247 JIHA 1032 N=209 JIHA 1032
YCTeKMHYMAa0 YCTeKMHYMa0
N =249 N=209
Kinnuuna pemucus, ceamuiia 8 18 (7,3%) 52(20,9%)* | 41(19,6%) | 84 (40,2%)*

Komumraen otrosop (100 Towim), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)

cenMuIla 6
Kamirien otrosop (100 Totw), 50 (20,2%) | 94 (37,8%)" | 67 (32,1%) | 121 (57,9%)
cenMuIa 8
70-TOYKOB OTrOBOp, ceamMuua 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTrOBOp, ceaMuLa 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

KmuangnaaTa pemucus e onpenenena kato CDAI ckop < 150; KnuHAYHUAT OTTOBOP € OIpeesicH KaTo HaMallCHHUE Ha
CDALI ckop ¢ Haii-manko 100 TOUKH UM ChCTOSHUE B KIIMHUYHA PEMHUCHS

70-TOUYKOBHAT OTTOBOP € omnpenaesieH karo Hamanenue Ha CDAI ckop ¢ Haii-manko 70 Touku

*  Heycnex Ha antu-TNFa Tepanus

** Heycriex Ha KOHBEHIIMOHAJHATA Teparusl

& p<0,001
® p<0,01

B npoyuaneto ¢ nogawspxkaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-TOYKOB KIMHUYEH OTTOBOP Ha ceAMUIIA 8§ OT MHAYKIHMATA ¢ ycTekuHyMao B mpoyusanust UNITI-1
u UNITI-2. [TaimenTrTe ca paHIOMHU3UPaHU HA CXEMa Ha MOABPIKAIIO JIEYEHNE C TOAKOXKHO
npuioxkenue Ha 90 mg ycreknunymab nipes 8 cenmunn, 90 mg ycrekunymab npe3 12 ceqMuIy uiu
wiane0o B Npoab/uKeHUE Ha 44 ceMUIHM (3a MPENOPbUYUTENHATA OJAbpPKAIIA 1032 BXK. Touka 4.2 OT
KXII na STELARA nmxekunoneH pa3tBop ((pJ1akoH) 1 MHKEKIIHOHEH Pa3TBOP B MPEIBAPUTEITHO
HaI'bJTHEHA CIIPUHIIOBKA WJIM B TIPEBAPUTEIHO HAIThIHEHA THCAJIKA).

3HAYUMO TIO-TOJISIM TIPOIEHT MAIMEHTH B TPYTHTE, IEKYBAaHU C YCTEKHHYMa0, OIbPKAT KIMHUYHA
peMUCHS U OTIOBOD Ha ceaMmuiia 44 B CpaBHEHHE ¢ Ipyrnara Ha mianebo (Bx. Tabmuia 6).
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Tabnuya 6: Tlooovpocane Ha knunuunus omeosop u pemucus ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
om 3anousane ¢ UHOYKYUOHHAMA 0034

Ilnanedo* 90 mg 90 mg
ycTeKMHYMa0 | ycTeKHHyMad
npe3 npe3
8 cenmunm 12 ceamunu
N=131" N =129"
N =128
Kimnnyna pemucus 36% 53%° 49%°
KinnudeH otrosop 44% 59%° 58%°
Knuanana pemucus 6€3 KOPTUKOCTEPOU TN 30% 47%* 43%"

KnnaudHa peMucus npu mauyueHTH:

B pCMUCH B HAYAJIOTO HA NOAABPIKAIIATa

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

KOHUTO CC€ BKJIFOYBAT OT IPOYYBAHE

CRD30021 44% (31/70) | 63% (45/72)" 57% (41/72)

KOHUTO HC Ca JICKYyBaHHU JOCCTa C aHTU-

0, 0 B 0
TNFo, Tepanus 49% (25/51) | 65% (34/52) 57% (30/53)

KOHUTO C€ BKJIFOUBAT OT MPOYYBAHE

CRD3001¢ 26% (16/61) | 41% (23/56) | 39% (22/57)

Knunununara pemucus e onpenenena kato CDAI ckop < 150; KinMHUYHUAT OTTOBOD € OIpeieNieH KaTo HaMaJIeHue Ha
CDAI ckop ¢ Haii-manko 100 TOYKH WM ChCTOSHHUE B KIIMHUYHA PEMHCHUS

* I'pymara Ha mare6o ce ChCTOH OT MAIMEHTH, KOUTO €a Ce TMOBIISIN OT yCTEKHHYMal U ca paHIOMHU3HUPaHH

MOJTy4aBarT IIanebo B Ha4alIoTo Ha IMOIbprKalara Teparisl.

IManmenTn, xouro uMat 100-TOYKOB KIMHUYIEH OTTOBOP KBM YCTEKMHYMa0 B HA4AJIOTO HA MO IbprKalaTa TepamHs

HaHI/IeHTI/I, KOUTO HE Ca CC€ MOBJIMAIN OT KOHBCHIIMOHAJIHATA TEpANus, HO HE aaTu-TNFa Tepanus

A e

[ManmeHTH, KOUTO ca pepakTePHH UK UMAT HEMTOHOCUMOCT KbM aHTH-TNFo Teparmust
2 p<0,01

® p<0,05

HOMHUHaJIHO 3Hauuma (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MIpH NPUIIOKEHHE Tpe3
12 cenqmuLy ¥ € MO3BOJICHO KOPUTHPaHE Ha J03aTa Taka, 4e Ja MoIy4aBaT yCTEeKHHYMal mpes

8 cemmurtn. 3arybara Ha otroBop € onpeaeneHa karo CDAI ckop > 220 Touku u > 100 Toukn
nopuieHue crpsamo uzxoguust CDAI ckop. Ilpu Te3n nanueHTH KITMHUYHA PEMHUCHS c€ TOCTUTA MTPH
41,4% ot mauuenture 16 ceqMuLu cliell KOpUrMpaHe Ha J03aTa.

[TanmenTHTE, KOUTO HE Ca MOCTUTHAIN KJIMHUYEH OTTOBOP KbM MHIAYKIIMS C yCTEKHUHYyMal Ha
ceamuna 8 ot mpoyuBanusTa ¢ uHAYKIUs UNITI-1 u UNITI-2 (476 naruentn), ca BKIIOYCHU B
HEpaHJOMH3HpaHaTa 4acT OT mpoyuyBaHeTo ¢ noaabpxaima Tepanust (IM-UNITI) u ca nomyuwnu
MIOJIKOYKHA WHXKEKIHS ¢ yeTeknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIUEHTUTE ca MOCTUTHAIHN KIMHUYEH OTTOBOP U Ca MPOIBIDKHIIIN 1a OTydaBaT MOAIbpKaIla
Tepanud npe3 8 cenMuiy. [loBedeTo oT Te3n NaMEeHTH ¢ MPOABIDKUTEIHA MOAbpIKAIA Tepaus
moaIbpkat oTroBop (68,1%) u mocturat pemucus (50,2%) na ceamura 44, KaTo MPOLICHTHT UM €
1noJ00CH Ha TO3H NPH MALUEHTUTE, KOUTO ITBPBOHAYAIIHO €A CE MOBIMSIN OT MHIYKLIUS C
yCTEKHHYMao.

Ot 131 manmeHTH, KOUTO ca Ce MOBJIUSUIA OT HHAYKIUS ¢ YCTEKHHYMal U ca paHJOMU3UPAHH B
rpynara Ha rane6o B Ha4alloTo Ha IMMPOYYBaHETO ¢ MOJIbpIKalla Tepamnus, 51 BIocieacTBue ca
3aryOuiIM OTrOBOpa CU U ca nojyumnn 90 mg ycTekuHyMab moakokHo mpe3 8 cenmuiy. [loeedero oT
MAIUCHTUTE, 3aryOnIi OTTOBOPA CH U IMOAHOBUIIH JICUEHUETO C YCTEKMHYMa0, ca ro HalpaBUIH B
pamkuTe Ha 24 ceMuIM OT MHIYKIMoHHAaTa nHPYy3us. Ot Te3u 51 manuenTu 70,6% mocTurat
KJIIMHUYEH OTroBop U 39,2% mocTurar KIMHUYHA peMucus 16 cemMuL ciel MoIy4aBaHeTo Ha
I'bpBaTa MOKOXKHA J103a YCTEKUHYMa0.

B IM-UNITI nauuenTute, 3aBbPIINIMA MIPOYUBAHETO 10 ceaMuua 44, ca MOAXOAIMIM 1a TPOIBIIKAT
JICYCHHUETO B TIPOIBIDKEHNE HA TIpoyuBaHeTo. [Ipu Bcuukure 567 marueHTH, BKIIOYCHN HA U JICKyBaHU
C YCTEKHHYMa0 B MPOIBIDKCHUETO HA IPOYYBAHETO, KIIMHUYHATA PEMHUCHUS M OTTOBOPHT OOMKHOBEHO
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ce MoAIbpsKaT 0 ceamuua 252, kakto mpu donnure ¢ Heycnex Ha TNF-tepanuuTte, Taka u npu
MAIMEHTUTE C HEYCIIeX Ha KOHBEHIIHOHATHUTE TEPAITNH.

He ca ycTraHOBeHH HOBU ChOOpaKeHHUs 3a O€30MIACHOCT IPHU YIbJKaBaHEe Ha TOBA IPOYYBAHE JI0
5 TOMHM Ha JIeYeHne Tpy naruenT ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BUA Ha TUraBUIIAaTa € OLEHEH CHIOCKOIICKH MpU 252 MalueHTH ¢ NOAXO0 1A H3X0IHA
€HJIOCKOIICKa aKTUBHOCT Ha 3a00JIsIBaHETO B €IHO HoAnpoyyBaHe. IIbpBuyHaTa KpaifHa TOUKa €
MPOMSHA OT U3XOAHOTO HUBO Ha ONpOoCTEeHUs CHIOCKOIICKH cKop mipu 0osiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 UII€0-KOJIOHHU
CerMEHTa 3a HaNW4He/pa3Mep Ha sI3BUTE, IPOLICHT Ha JIMTABUYHATA MIOBBPXHOCT, TOKPUTA OT SI3BH,
NPOIICHT Ha JIMTaBUYHATA OBBPXHOCT, 3aCeTHATa OT JPYTH JIE3UH, U HAINYHE/BUJT HA
CTEeCHsIBaHHUATA/CTpUKTYypuTe. Ha cenmuna 8, ciien eAMHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 71034,
npomsiHaTta B SES-CD ckopa e mo-ronsiMa B rpynara Ha yctekuaymad (n = 155, cpenna

npoMsiHa = -2,8) OTKOJIKOTO B IpymnaTa Ha mianedo (n = 97, cpeana npomsna = -0,7, p = 0,012).

Tlosnuseane na pucmynume

B exna noarpyna naumeHTu ¢ qpeHupamy GucTyiIu Ha u3xoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot ieKyBaHUTE ¢ yCTEKMHYMa0 MAI[MCHTH CE IMOBIHUABAT B IPOABDKCHUE HA 44 CeIMUIU
(ompeneneno kato > 50% HaManeHHe OT U3XOHO HUBO B MIPOYYBAHETO C MHIYKIUS Ha Opost Ha
IOpenupamute ¢puctynn) B cpaBHenue ¢ 5/11 (45,5%) c mnanebo.

Kauecmeo na sorcusom, cevpsano cve 30pasemo

KauecTBOTO Ha )KHBOT, CBBP3aHO ChC 3/IPABETO, € OIICHEHO MOCPEACTBOM BBIIPOCHHK Mpu
BB3MAIUTETHH 3a00saBanHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeIpocHunr SF-36. Ha cenqmuria 8 manueHTrTe, MOdydaBailyd yCTeKUHyMa0, TOKa3BaT CTaTUCTHICCKU
3HAYUMO TMO-TOJISIMO M KIIMHUYHO 3HAYUMO roao0penue Ha obmms 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 cenmuiia 44 te3u noaoopeHust
O0OMKHOBEHO Ce MOUIBPKAT MO-100pe MPH JICKYBaHU ¢ YCTEKUHYMa0 IMallueHTH B CPaBHEHHE C
rrane6o. [logo6peHneTo Ha Ka4ecTBOTO Ha KUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO Ce
MOJUTBbPIKA MPE3 ISUTOTO MPOIBIDKEHHE JI0 ceamunia 252,

Yueposen xonum

BezonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMal ca OLIEHEHHU B JIBE€ paHIOMHU3UPAHHU, JBOWHOCIIEIIH,
1are00-KOHTPOIMPAaHH, MHOTOLICHTPOBH MPOYYBAHUS NIPU BB3PACTHH MAIUCHTH C YMEPEH JI0 TEXBK
aKTUBEH YJIIepo3eH KoiuT (ckop o Mayo 6 no 12; engockoncku nmoackop > 2). [lporpamara 3a
KJIMHAYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HapeueHO
UNIFI-I) ¢ nedenue q0 16 cemmuiiy, mocieaBaHo oT 44-CeIMUYHO MPOYYBAHE C TOITBPKAIIO0
JIeYEHUE C MOJKOXKHO MPUIIOKEHHE, C PAaHIOMHU3UPAHO criupaHe Ha JedeHueTo (HapeueHo UNIFI-M),
KOETO IMPEeCTaBIIsIBa Hall-MaJko 52 ceIMHILIN Ha Tepamnusl.

[pencraBenure pezynraru 3a epukacHoct ot UNIFI-I u UNIFI-M ce ocHoBaBaT Ha meHTpasieH
Iperyie]] Ha eHAOCKOINHTE.

UNIFI-I BxmrouBa 961 nmaruenTu. [IspBryHaTa KpaifHa TOYKa B IPOYYBAHETO C MHIYKIIHS €
MIPOILEHTHT Ha YUaCTHUIINTE B KIIMHUYHA peMHcHs Ha cenmuIa 8. [lanmenTuTte ca paHAoOMU3UpPaH 1a
NOJyYaT eHOKPAaTHO MHTPABEHO3HO MpenopbunTeNnHara audpepeHuupana no3a 6 mg/kg (Bx.
Tabmuna 1, Touka 4.2), pukcupana go3a 130 mg ycreknaymad uiu rianedo Ha ceamuia 0.

Pa3pemieHo e eqHOBpEMEHHO NMPHIIOKEHNE HA IEPOPATTHI KOPTHKOCTEPOUIN, IMYHOMOAYJIATOPU 1
aMUHOCaNuIuiIaTh, kKato 90% oT manueHTuTe NpoabJKaBaT Jja MoJIy4aBaT Hall-MaJIKo €HO OT TE3H
JekapcTBa. BriroueHuTe manueHTy TpsioBa Jia ca MPEeMHUHAIN HEeYyCIIeIIHA KOHBEHIIMOHAIHA TePaIus
(KOPTHKOCTEPOUIN WIT UMYHOMO/TYJIATOPH) WIIH JICUCHUE C HAM-MAaJIKO €IHO OMOJIOTUYHO
nexapcTBeHo cpeacTBo (antaronucT Ha TNFo u/unm Begonmzymab). [lpu 49% ot manuenture
KOHBEHIMOHAJIHATA Tepalus € HeYCIelHa, HO He U JIEUCHUETO C OMOIOTUYHO JIEKAPCTBEHO CPEICTBO
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(ot xouTO 94% He ca IeKyBaHU ocera ¢ OMOJIOTMYHH JIEKAPCTBEHH NPOAyKTH). 51% OT manuenTure
ca JIeKyBaHH HEYCIELIHO MM UMAaT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEACTBO.
[Ipudnausutento 50% oT MaMeHTUTE ¢a JICKYBaHU HEYCIICIIHO ¢ Hali-Majiko 1 mpealiecTpaila aHTH-
TNFa tepamust (ot kouto 48% MBEPBUYHO HE ca ce MOBIUSIIN), a 17% ca uManu Haii-Manko 1 Tepamms
¢ autu-TNFa cpeactBo u Benonusymad.

B UNIFI-I 31aunMo 1mo-roJiiM OpoOLEHT OT MallMeHTUTE ca B KIMHUYHA PEMUCHUSA B IpynaTa, JIeKyBaHa
C yCcTeKnHyMal, B cpaBHeHHe ¢ muare6o Ha cenmuna 8 (Tabmuma 7). Omie Ha cenMuIia 2, Haii-paHHATa
TUTAHMPaHa BU3HUTA B TIPOYYBAHETO, U TIPU BCSAKA BU3UTA CJIE]] TOBA TO-TOJISIM MIPOIICHT MAI[USHTH C
YCTEKMHYMa0 HAMAT PEKTAIHO KbPBEHE HJIM IIOCTUTAaT HOPMaJiHa YeCTOTa Ha JedeKaliysi B CpaBHEHHE
¢ mareHTuTe Ha riane6o. HabmoaBany ca 3HaYMMU pa3ivKu MEXIy YCTeKHHyMal U mianeo B
YaCTHYHHS CKOP 110 Mayo U CHMIITOMAaTHYHATa PEMHUCHS Ollle Ha CeIMuIa 2.

EdukacHocTTa € 1mo-BrucoKa B rpynata ¢ audepeHnupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢
1032 130 mg mo oTHOLICHHUE HA U30PaHU KPaHHU TOYKHU M TIOPAIH TOBa AU(EPEHIIMPAHOTO TO3UPAHE

CC MPCIOPBHYIBA KATO A03a 3a UHTPABCHO3HATA MHAYKIIUS.

Tabnuya 7: Pe3stome Ha ocnoguume pezyimamu 3a edpuxachocm ¢ UNIFI-I (ceomuya 8)

Ilnane6o IIpenopbunTenna
N =319 1032 yCTeKHHYMa6*
N =322
Knnanyna pemucus™ 5% 16%°
[Ipu nauyeHTy ¢ HEeycnenHa KOHBEHIMOHAIHA, HO 9% (15/158) 19% (29/156)°

He ¥ OMOJIOTHYHA Tepanvst

Ipy NalKMEHTH ¢ HEyCIenHa OMOJIOTMYHA Tepanus’ 1% (2/161) 13% (21/166)°

IIpu manmenTy ¢ HeycnemHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TakKa u ¢ BeoJau3ymMad

Kituauuen otrosop® 31% 62%°

IIpu marueHTH ¢ HEYCIEITHA KOHBEHITHOHATHA, HO 35% (56/158) 67% (104/156)°
He ¥ OMOJIOTHYHA Tepamnus

ITpu NAIMEHTH ¢ HEYCIENTHa GUOIOTUYHA Tepamus’ 27% (44/161) 57% (95/166)°

IIpn manmenTH ¢ HeycnemHa Tepanus kakto ¢ TNF, 28% (13/47) 52% (30/58)"
TaKa U ¢ Be0Ju3ymMad

JluraBuuno o3passiBane’ 14% 27%*

HpPI MalMeHTU C HCYCIICIIIHA KOHBCHIIMOHAJIHA, HO

21% (33/158) 33% (52/156)°

HE ¥ OMOJIOTHYHA Teparus

[Ipu manueHTH ¢ HEYyCIelHa OMOJIOTHYHA TEPaIus 7% (11/161) 21% (35/166)°
CHMMITOMaTHYHA PEMUCHS 23% 45%°
KoMOnHMpaHo CUMIITOMATHYHA PEMHCHS U TUTABUYIHO 89 2196
o3/IpaBsiBaHe* ° °
£ Jlo3a 3a uHbY3us Ha YCTCKMHYMa0 MPU M3IM0JI3BaHe HA CXeMa Ha MpHIaraHe Bb3 OCHOBA Ha TEIIECHOTO TEIJI0, YKa3aHa

B Tabnuya 1.

*  KiuHMYHATA peMHUCHS Ce OTPEAEIs KaTto cKop mo Mayo < 2 myHKTa, 03 HHIUBUIyalleH HOACKOop > 1.
KimmHUYHUAT OTroBOp ce onpeaess KaTo HaMaJisiBaHe CIIPSIMO U3XOJHOTO HUBO Ha ckopa o Mayo ¢ > 30% u >3
MyHKTa, C HAMAJISIBAHE CIPSMO M3XOMHOTO HHBO HA MOACKOPA 3a PEKTATHO KbpPBEHE > | WITH MOACKOP 33 PEKTAIHO
kbpBere 0 mm 1.

AmnTtaronuct Ha TNFo u/unu Benonuzymao.
T JluraBmanoro 0371paBsiBaHe ce OIpeens KaTo eHIO0CKOIICKH nojackop no Mayo 0 wnu 1.

! Cumnromarmunara peMucHs ce oIpeaes KaTo MoACKop o Mayo 3a yectoTa Ha fedekanusaTa 0 win 1 1 mojackop 3a
pekTamHo KbpBeHe 0.

KoMmOuHanusTa 0T CHMIITOMaTHYHA PEMHUCHS ¥ JIMTABUYHO 03/IpaBsiBaHE Ce ONPEIEsi KaTo MOJICKOp 3a YeCTOTa Ha
nedekanusta 0 win 1, moackop 3a pekraiaHo KbpBeHe 0 1 eHrockoncku noackop 0 miu 1.

& p<0,001

Homunanuo 3naunmo (p < 0,001)

Homunanno 3Hagmmo (p < 0,05)

B UNIFI-M ca oneHenu 523 naiueHTH, HOCTUTHAIM KIIMHUYEH OTIOBOP € €IHOKPATHO 1.V,
npunoxxenue Ha ycrekuayMad B UNIFI-I. [Taunenture ca pannomMu3upanu 3a nojiyyaBaHe Ha
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nojabspxama cxema ¢ 90 mg ycrekuHymMal MOAKOXKHO Ha BCekH 8 cenmunn, 90 mg ycTekuHyMad Ha
BCeKH 12 cenmuuy mim mianedo B MpoabKeHre Ha 44 ceaMuiy (3a mpenopbunuTeIHaTa
nojspxkama qo3a Bukre Touka 4.2 Ha KXI1 va STELARA umkekiponen pa3rBop ((raakoH) u
WH)KEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA WJIH B MIPEIBAPUTEIHO HAITbJIHEHA

MTUCAIIKA).

3HaYMMO TO-TOJISIM MPOIEHT TAlMeHTH ca B KIIMHUYHA PEMUCHSI B JIBETE TPYIIH, JIEKYBaHH C
yCcTeKnHyMa0, B CpaBHEHHE ¢ rpynara ¢ mianedo Ha ceamuna 44 (Bx. Tabnuua 8).

Tabnuya 8: Pe3ztome na ocnosnume usmepumenu 3a eqpuxacrocm ¢ UNIFI-M (ceomuya 44;

52 ceOmuyu om 3anoysane Ha UHOYKYUOHHAMA 0034)

JIMTaBUYHO O37paBsiBaHe*

Inanedo* 90 mg 90 mg
N=175 YCTeKMHYMa0 | yCTeKHMHyMa0
npe3 npe3
8 cenmunm 12 ceamunu
N=176 N=172
Kimnnuna pemMucus** 24% 44%° 38%°
IIpu nanueHTH ¢ HEycnenHa
KOHBEHIIMOHAIHA, HO HE M OMOJIOTHYHA 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
TIpH MALHCHTH ¢ HeycrenHa 17% (15/88) | 40% (36/91)® | 23% (16/70)"
OHMOJIOTHYHA Tepanus
[pu manmeHTH ¢ HeyCHenIHa Tepanus 0 0 B 0 "
kakto ¢ TNF, taka u ¢ Begonusymad 15% (4/27) 33% (7121) 23% (5/22)
Ho;[zmpmaﬂga Ha KJIMHUYEH OTTOBOP 110 45% 7193 68%
ceamuia 44
[pu manmeHTH ¢ HEyCHenHa
KOHBCHIIMOHATHA, HO HE M OMOJIOTMYHA 51% (44/87) 78% (66/85)* | 77% (78/102)*
Tepanus
Ipu naupentu ¢ neycnerina 39% (34/88) | 65% (59/91)" | 56% (39/70)
OMOJIOTHYHA Tepanus
TIpH MAMEHTH ¢ HeyCnemHa Tepanis 41% (1127) | 67% (1421)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Benonuzymad
Jlurasu4HO 03/1paBsBane’ 29% 51%* 44%,5
ToMbpkaHe Ha IHHHHA PEMHCHA 210 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Kinuan4Ha peMucus 6e3 KOPTHKOCTEPOHIS 23% 42%:? 38%°
[poaBbIKUTETHA PEMHUCHST 35% 57%:" 48%"
CuMITOMAaTHYHA pEMHUCHS* 45% 68%°* 62% "
KoMmOuHMpaHo cMMIITOMAaTHYHA PEMHCHS 1 8% 4894 ® 41%"
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*  Cnexn noBIHsABaHE OT 1.V. yCTEKUHYMaO0.

** KuMHMYHATa PEMHUCHS Ce OIIpeiesist KaTto ckop 1o Mayo < 2 myHkra, 6e3 HHIUBUyalleH noackop > 1.

Y Knnununust OTTOBOP C€ OIpeieNsl KaTO HaMaJsIBaHe CIIPSIMO M3XOAHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3
MYHKTa, ¢ HAMaJISIBaHE CIPSIMO W3XOAHOTO HUBO Ha MOJCKOPA 3@ PEKTAIHO KbPBEHE > | MM MOACKOP 33 PEKTAIHO
kbpBere 0 mwm 1.

AmnTtaronuct Ha TNFo u/unu Benonuzymao.
T Jurasmamoro 03/IpaBsiBaHE C€ OMIpeIeNs KaTo eHIOCKOIICKH moackop mo Mayo 0 wmu 1.

TonmweprxaHeTo Ha KIIMHIYHA PEMUCHS 0 ceAMUIa 44 ¢ onpeeeHo KaTo MAUeHTH B KIIMHUYHA PEMUCHS 10

cenmuna 44 cpe MaMEHTUTE B KIIMHUYHA PEMUCHS Ha U3XOIHOTO HUBO Ha MOAbpiKamiaTa dasza.

KnuangyaaTta pemucus 6€3 KOPTHKOCTEPOHI C€ OMPEAeysl KaTo MalUeHTH B KIMHUYHA PEMHUCHS, KOUTO HE MOTy4aBaT

KOPTHUKOCTEPOUAN Ha cenmuna 44.

[IpoabmkuTenHaTa peMUCHsI ce OIpeesl KaTo YacTHyHa pemucus 1o Mayo npu > 80% rnpu BCUYKW BU3UTH MIPEIn

cenmuna 44 1 yacTU4HA peMucHs o Mayo npu nocieaHaTa Bu3uTa (ceamuna 44).

! Cumnromarnunara PEMUCHSI Ce OTpeeNis KaTo moackop mo Mayo 3a yectora Ha nedekanuata 0 win 1 u moackop 3a
pekTanHo kbpaeHe 0.

+  KoMmOHHALWATA OT CHMIITOMATHYHA PEMHUCHS U JIMTaBUYHO O3[paBsBaHE CE OMPEeNs KaTo MOJCKOp 33 YeCTOTa Ha
nedexarusita 0 win 1, moJACKOp 3a peKTaaHo KbpBeHe 0 1 eHI0CKONCKHU moackop 0 wim 1.

& p<0,001

® p<0,05

Homunanuo 3naunmo (p < 0,001)

Homunanno 3Haunmo (p < 0,05)

Be3 craructudecka 3HAYMMOCT

bnaronpusatHUAT epeKT Ha YCTEKHHYMAa0 BbpPXY KIMHUYHUS OTTOBOP, JUTAaBUYHOTO O3/paBsSBaHE U
KIIMHUYHATA PEMICHS € HaOJIr0aBaH MpHU WHAYKIUS U MOAIBPIKAIIO JISYCHNE KaKTO MPH MAIUEHTHTE
C HEeyCIeIlIHA KOHBCHIIMOHAIHA, HO HE U OMOJIOTUYHA TepaIius, Taka U Py MallMeHTUTE ¢ Hall-MaJIKo
€JlHa MpEeIIECTRAIllA HEYCIICIIHA Tepanus ¢ aHTaroHUCT Ha TNFo, BKIIOUUTENIHO NTPU NAllUeHTH,
KOUTO IBPBUYHO HE Ca Ce MOBJIHSIN OT Tepanus ¢ aHTaronucT Ha TNFa. brnaronpusrten edexr e
HaOII0JaBaH CHIIO U IIPH WHIAYKIHS MPH MAIUSHTH ¢ Hali-MaJlKO €JIHA HeYCIelHa IpeIecTBaIna
Tepanus ¢ antaroHucT Ha TNFa u Begonn3yMal, HO OposT Ha MAIMEHTUTE B Ta3H MOATPYIa € TBBPIC
MAaJTbK, 3a Jia C€ HAMpPaBsAT KAaTETOPUYHU 3aKIFOYCHHUS OTHOCHO OJIAarONpUATHUS eeKT 1Mo BpeMe Ha
NoAAbprKallaTa Tepamnus B Ta3u rpymna.

Tayuenmu, nosiuseawu ce om UHOYKYUsL ¢ YCMeKUHymMao na ceomuya 16

Ha manmenTtute, 1eKyBaHu ¢ yCTeKUHYMa0, KOUTO HE ca MOTy4Yrin oTroBop Ha ceamuna 8 B UNIFI-I,
e npuinoxer 90 mg ycrekunymao s.c. Ha ceamuiia 8 (36% ot maruenture). OT 11X 9% oT
NaIMEHTHTE, KOUTO ITbPBOHAYAITHO Ca PaHJIOMH3UPAHH 32 MMOJyYyaBaHe Ha MPENopbYHTEIHATA
MHIYKIMOHHA /1033, HOCTUTaT KJIMHUYHA peMHCHs, a 58% MmocTUraT KIMHUYEH OTTOBOP Ha

ceamuna 16.

[TanuenTrTe 6€3 KIMHUYEH OTTOBOP KbM WHAYKIHUS C YCTEKHHYMa0 Ha CeIMUIIA 8 B TIPOYYBAHETO
UNFI-I, HO ¢ oTroBop Ha ceamuma 16 (157 manueHTH), ca BKIFOUYEHU B HEPaHIOMHI3UpaHaTa 4acT Ha
UNIFI-M 1 ca npoABsKUIM Ja MMoJTydaBat Mo Ibpikaliia 03a Ha BCEKU 8 CeMUILIN; TIOBEYETO OT Te3U
narnueHTu (62%) noaabppxkaT oTroBopa, a 30% nocturaTt peMucus Ha ceamuiia 44.

IIpoowoicenue na npoyusanemo

B UNIFI mannenTute, 3aBbPIIHINA IPOYIBAHETO 10 ceamuiia 44, ca MOaXOISAIIH /1a IPOIBIDKAT
JICYEHUETO B MPOABIDKEeHHE Ha ipoyuBaHeTo. Cpen 400-Te maIieH Ty, KOUTO ca BKIFOYSHH Ha U
JIEKyBaHH C YCTEKHWHYMa0 Ha Bceku 12 v 8 ceMHIIN B IPOABIDKEHUETO HA MTPOYYBAHETO,
CUMITOMAaTHYHATAa pEMHUCHs OOUKHOBEHO ce 3amna3Ba g0 200-Ta ceaMuIla IpH MAIlMSHTH, ¢ HEeyCIelTHa
KOHBEHI[MOHAIHA (HO HE ¥ OMOJIOrMYHA Teparnus) U Te3H ¢ HeyCIelHa ONOJIOTHYHA TepaIius,
BKITFOUUTEITHO TE3U C Heycnex KakTo ¢ aHTH-INF, Taka u ¢ Bemonuzymab. Cpe/ manueHTUTe, KOUTO ca
MOJIYYHIIH 4-TOUIITHO JICUCHUE ¢ YCTEKMHYMa0 1 ca OI[CHCHHU C IIOMOIITa Ha IIBJIHUS CKOp 1Mo Mayo 3a
nobppkane Ha ceamuiia 200, cbotBeTHO 74,2% (69/93) 1 68,3% (41/60) moaabpxkat 3a3apaBiBaHETO
HAa JIMTABHIIATa ¥ KIIMHUYHATA PEMUCHSL.

AHanmu3bT 32 0€30macHOCT, BKIroUBall 457 naruenTH (1289,9-nanmenToronnan), IpociaeIeHH 10
220 cenmuny, mokasa, 4ye npopuasT Ha 6e3onacHocT Mexay 44 u 220 cenmuia, € CpaBHUM € TO3H,
HaOJrogaBaH 10 44-ta ceaMuIia.
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He ca ycTranoBeHU HOBU ChOOpakeHUs 3a O€30MACHOCT IPHY TOBA MIPOABIKEHUE HA TPOYYBAHETO TPU
TIAIEHTH C YIIIEPO3CH KOJUT, IEKYBaHH 110 4 TOIUHHU.

Enoockoncko nopmanusupane

EHa0oCKONCKOTO HOpMaIM3UpaHe € ONPEENIEHO KaTo eHJOCKOIICKH oJcKop o Mayo O u e
HabmonaBano omie Ha cenMuna 8 B UNIFI-I. Ha ceqmuta 44 or UNIFI-M To ce moctura mipu 24% u
29% OT manMeHTHTE, JeKYyBaHH C YCTCKHHYMa0 ChOTBETHO HA BCEKH 12 WM § ceAMUIIM, B CpaBHEHHUE
¢ 18% ot mauuenrtuTe B rpymnata ¢ mianeoo.

Xucmono2uuho u Xucmo-eHOOCKONCKO TUSASUUHO 030PABABAHE

XUCTOJIOTUYHOTO 03/IpaBsiBaHe (OMpeneseHo KaTo HeyTpoduinHa nHuirpanus B < 5% OT KPUIITHTE,
0e3 paspylaBaHe Ha KPUIITUTE U 0€3 €pO3HH, YIIEpaIlK WK IpaHyJIallMOHHA ThKaH) € OIIeHsSBaHO Ha
ceamuna 8 B UNIFI-I u na cenmuna 44 B UNIFI-M. Ha cenmunia 8, cies; etHOKpaTHa HHTPaBEHO3HA
WHAYKLIMOHHA 7033, 3HAaYUMO MO-TOJISIM MPOLIEHT NalleHTH B rpylaTa ¢ IpenopbUYuTEIHATa 1032
NOCTHUraT XUCTOJIOIMYHO o37paBsiBane (36%) B cpaBHEHHE ¢ MALMEHTUTE B Tpynara c mianedo (22%).
Ha cenmunia 44 nognbprkaHe Ha TO3H e(EKT ce Ha0JII01aBa IPY 3HAYMMO TOBEYE MAIUCHTH C
XHCTOJIOTMYHO O3]paBsiBaHE B TPYIHUTE C ycTeKnHYMab Ha Beskal2-ta ceqmuua (54%) u Ha Besika 8-
Ma cenmutia (59%) B cpaBHenue ¢ miane6o (33%).

Kombunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABHYHO 03/[paBsBaHe, ONMPEIeNICHO KaTo
YYaCTHHUIH C €THOBPEMEHHO JIMTAaBUYHO U XMCTOJIOTUYHO O3/IpaBsIBaHE, € OLCHEHA Ha CEAMHLA 8 B
UNIFI-I u Ha cenmuiia 44 8 UNIFI-M. [TanpenTure, noiay4yaBaid yCTeKUHyMa0 B IPEMOPbUUTEIHATA
71032, TIOKa3BaT 3HAYMMO MOI00OpEHUE Ha KpaiiHaTa TOYKa, XHUCTO-CHIOCKOTICKO JIUTaBUYIHO
037IpaBsiBaHE Ha ceaMuIa 8, B rpynara ¢ ycrekuaymad (18%) B cpaBHeHue ¢ rpymnaTta ¢ mianedo (9%).
Ha cenqmuna 44 nognbpxane Ha To3u eeKT ce HabIroAaBa MpH 3HAYMMO MOBEYE MALMEHTH C XUCTO-
€H/I0CKOTICKO JIMTaBUYHO O3][paBsiBaHe B IPYIHTE C YCTeKHHYMa0 Ha Beska 12-ta ceamuna (39%) u Ha
Besika 8-Ma ceamuiia (46%) B cpaBHeHHE ¢ 1r1are6o (24%).

Kauecmeo na srcusom, cevpsano cvc 30pasemo

KauecTBOTO Ha )KHBOT, CBBP3aHO ChC 3/IPABETO, € OIICHIBAHO Ype3 BBIPOCHUK NMPHU Bb3MNATUTSIIHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u serpocuumure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceqmuna 8 8 UNIFI-1 naunenTuTe, noiay4aBain ycTeKUHyMa0, MOKa3BaT 3HAUMMO MO-TOJISIMO
KIIMHUYHO 3HaYUMO TiostoOpenue Ha oomust IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHEHHE C I1ane0o.
ToBa momoOpeHue ce MoAIbprKa MPH MaLUEHTUTE, JIEKyBaHu ¢ ycrekunyma0, B UNIFI-M no
cenmuna 44. ITogoOpeHneTo Ha Ka4eCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOJUTbpIKa Mpe3 IUT0TO MpoIbpKeHue 1o ceamuua 200.

[TanuenTHTe, MOTyYaBad YCTEKUHYMA0, MMAT 3HAYUMO IO-TOISIMO TTOJOOpEHHEe Ha TPOyKTHBHOCTTA
mpu paboTa, OLEHEHO Ype3 MO-TOJIIMO HaMalsiBaHe Ha OOIIOTO HapyIIeHue Ha paboTara U Ha
HapyIIaBaHEeTO Ha aKTUBHOCTTA, OIIcHeHH upe3 BhlpocHnka WPAI-GH, 0TKOTKOTO mManuenTure,
MOJTy4YaBay Iiamnedo.

Xocnumanuszayuu u onepayuu, cevbp3aru c yayepozer koaum (YK)

Ho cenvuria 8§ B8 UNIFI-I mporieHTHT Ha YIACTHUIIMTE C XOCMIUTATN3aINN, CBBp3anu ¢ YK, e 3HaunMo
MO-HUCHK MPH YYACTHULHUTE B rpyNaTta ¢ NpernopbunuTeHaTa 103a ycrekuunymao (1,6%, 5/322) B
CpPaBHEHHUE C YYaCTHHUIIMTE B Tpymarta ¢ miamneoo (4,4%, 14/319), kaTo HUKOH OT Y4aCTHHUIUTE,
MoJTy4aBalM yCTEeKMHyMal B PeMopbhUMTENHATA HHAYKIIMOHHA /1032, HE € MOJI0KEH Ha OIepartus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Tpymara C rmiamedo.

o cenmuna 44 8 UNIFI-M 3HaunMo 1o-HECHK Opoil XocnuTanu3amnuu, cBbp3anu ¢ YK, e

HaOJII0JaBaH NMPH YYACTHUIIMTE B KOMOMHUpPaHAaTa Tpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHeHUE ¢
y4acTHHUIUTE B Tpymara ¢ miamnebo (5,7%, 10/175). Unucneno mo-mManbk Opoi YyU4aCTHHIM B TpyIIaTa ¢
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ycrekuayMab (0,6%, 2/348) ca moaoxeHu Ha orepainus, cCBbp3aHa ¢ YK, B cpaBHeHHE C
y4acTHHUIMTE B Tpymara ¢ miamedo (1,7%, 3/175) no cenmuna 44.

HmyHorenHoct
ITo BpeMe Ha nedeHue ¢ ycTeKuHyMal MOTaT J1a e Pa3BUAT aHTUTEINA CPElly YyCTeKUHyMal 1

MOBEYETO OT TsIX ca HeyTpanuzupauy. OOpa3yBaHETO Ha aHTHTENA CPEIly YCTEeKHHYMab € CBBP3aHo ¢
TIOBHUIIIEH KIMPHHC HA YCTEeKHHYMa0 Mpu nanueHTu ¢ 6onect Ha Crohn nnm ynmeposeH koiut. He e
HaOronaBaHa HamasieHa edukacHocT. He ce HaOmogaBa oueBHIHA 3aBUCUMOCT MEXIY HAJTMYUETO HA
aHTHTeNa CPELly YCTeKMHYMa0 U MOsABaTa Ha PeakUry Ha MSICTOTO HAa MHKEKTUPAHE.

bonecm na Crohn npu deya

BbezomacHocTTa 1 ehrkacHOCTTa Ha yCTeKMHYMab ca oneHeHu 1ipu 101 menuaTpuyHy NaneHTy Ha 2 |
MOBeUe TOJAMHU U ¢ Terjio Haili-manko 10 kg B MHOrOIIeHTpOBO nipoyuBane ¢asza 3 (UNITI-Jr) 3a
NeAMATPUYHU MMALMEHTH ¢ YMEPEeHa JI0 Te)KKa akThBHA 0osiecT Ha Crohn (medunupana upe3 Mumeke
Ha akTHBHOCTTA Ha Oonectta Ha Crohn [PCDAI] >30) B npoxbmkenne Ha 48 ceqMUIIH JTedeHUE

(8 cemmuny nHAYKIMOHHO U 40 cenMuuy noaabp:xamio nedeHue). [IpoyuBanero Bkitousa 2
MAIMeHTH Ha BB3pacT MEXIy 2 ¥ 5 roauHu U 18 marueHT Ha Bb3pact Mexay 6 u 11 ronunu, 29
narenTty ¢ terno moxa 40 kg, sxmrountenno 11 manuentu ¢ terno mox 30 kg. [TanmenTure, BKIIOYEHN
B IIPOYYBAHETO, WM HE Ca UMAJIU 1OCTAThYCH OTIOBOP, WIIM Ca UMaJI HEIOHOCUMOCT KbM MPEIX0AHa
OMOJIOTUYHA WM KOHBEHITMOHAIIHA Tepanwst 3a 6osiectta Ha Crohn. [IpoyuBaneTo BKIIIOUBa OTKPHUTO
WHIyKIIMOHHO JICUCHHE C SMHUYHA MHTPABEHO3HA J103a ycTeKnHyMab npubnmsurenno 6 mg/kg
(marmenTy ¢ Terno Haii-mainko 40 kg) wim 250 mg/m? (naumentu ¢ terno nog 40 kg Bb3 ocHOBa Ha
BSA) (Bx. Touka 4.2), mocieiBaHO OT paHJAOMHU3UpPaHa ABOWHOCIATA MOAIbpPKAIIA CXEMA C
TIOJIKOXKHO TpuIIokeHne Ha 90 mg ycTekuHymMal (MauuenTH ¢ Terio Haii-manko 40 kg) wim 60 mg/m?
(mammenTu ¢ termo nmox 40 kg Bb3 ocHoBa Ha BSA) (Bxk. Touka 4.2 ot KXI1 na STELARA
WHXXEKIIMOHEH pa3TBOp ((PJIakoH) ¥ MHKEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAIThIHEHA
CIIPUHITIOBKA) Ha BCEKU 8 CEIMUIIM WM HA BCEKU 12 CEIMMUIIN.

Pesynmamu 3a epuxacrnocm

[IppBUYHATA KpaifHA TOYKA Ha IPOYYBAHETO € KIIMHUYHA PEMUCHS Ha CEIMUIIA 8 OT MHIYKIUATA
(nedunupana xaro ckop mo PCDAI < 10). [IporieHThT Ha MAIMEHTUTE, IOCTUTHAIA KJIMHUYHA
pemucus, e 46,5% (47/101) u e cpaBHUM ¢ TO3H, HAOIIOAABaH B MpOYy4BaHuUATA (pa3a 3 Ha
yCTeKHHYMab IpHu Bb3pacTHHU.

Knuanuen OTroBOp € Ha6JHOI[aBaH OII€ Ha CCAMHUIIA 3. HpOI.[eHT”bT Ha NManmMuEeHTUTE C KIMHUYCH
OTTOBOpP Ha CEaAMUILIA 8 (ILG(I)I/IHHpaH KaTO HAMAJICHUC CIIPAMO U3XOAHOTO HUBO Ha 06H_II/I$I CKOp 1o

PCDAI >12,5 touku ¢ 061 ckop mo PCDAI ue nosede ot 30) ¢ 84,2% (85/101).

Ot 101 nanmenTH, MoOTy4aBay JedeHue ¢ i.v. uaaykmus, 97 (96,0%) ce BKIIFOUBAT B MOAIBPIKAIIHS
MIEPHUO/I, KaTO 85 OT TAX C€ MOBIHIBAT OT HHIYKITUATA.

B tabmuna 9 ca npencraBeHN aHATH3UTE HA BTOPUYHUTE KpalHU TOYKH IO BpeMe Ha MOIbpKaIaTa
Tepanus A0 ceamuna 44.

Tabnuya 9: Pe3tome Ha 6mopuyHume KpatuHu MoKy no epeme Ha HOO0bPAICAULOMO JeYeHUe

ceomuya 44
90 mg nin 90 mg nan 00w opoit
60 mg/m’ 60 mg/m’ NANHEHTH
YCTeKMHYMAa0 YCTEeKHHYMA0 N=85
npe3 8 cexMunu npe3
N=41 12 ceqmMunu
N =44

Knuauuna pemucus 48,8% (20/41) 59,1% (26/44) 54,1% (46/85)
Komnuama penierst oes 46,3% (19/41) 59,1% (26/44) 52,9% (45/85)
KOPTUKOCTEPOUAN'

20



KimHu4YHa peMUCHS NIPY ALUEHTH,

KOMTO €@ GILII B IUIHHIT 112 73.9% (17/23) | 62,5% (15/24) 68,1% (32/47)
PEMUCHS TIPH MHIYKIUATA

cenmuna 8

Kiminangen otrosop ' 56,1% (23/41) 63,6% (28/44) 60,0% (51/85)
EHIOCKOIICKH OTrOBOp * 25,0% (10/40) 30,2% (13/43) 27,7% (23/83)

*  Knuaunvnara pemucus e nedunupana karo ckop mo PCDAI <10 Toukwu.
S Pemncus 6e3 KOpTHKOCTepouau e nedunupana karo ckop mo PCDAI <10 touku u 6e3 npueM Ha KOPTHKOCTEPOUIU B
npoAbbKeHUe Ha oHe 90 THU npean NoJAbPIKaHEeTO Ha ceamuLa -44.

KnuHUYHUAT OTrOBOp € AeMHUpPAH KaTo HaMaJICHHE CIpsSMO U3XOIHOTO HUBO Ha ckopa mo PCDAI >12,5 Touku ¢

00611 ckop mo PCDAI He nosede ot 30.
EnmockonckusT oTroBop ¢ Aedunupan kato HamaneHue Ha ckopa SES-CD >50% wimu ckop SES-CD <2 npu
MAIMEHTH ¢ u3xozaeH ckop SES-CD>3.

Kopueupane na wecmomama na npunoscenue

[TanuenTHTE, KOUTO MPEMIHABAT Ha MOIBPKAIIO JISYSHNE ¥ UMAT 3aryda Ha OTTOBOp Bh3 OCHOBA Ha
ckopa o PCDALI, oTroBapsT Ha yci0oBHsATa 32 KOpUTHpaHe Ha jo3ata. [lanmenTure wim npeMuHaBaT
OT JICUEHHME Ha BCeKH 12 ceMMIIM Ha BCEKU 8 CEIMMUIIM, MJIM OCTAaBaT Ha JICUCHHE Ha BCEKH 8 CEIMULIM
(nmare6o Kopekus). 2 ManrueHTH ca C KOPUTHPaHa 1033 KbM MO-KPATKHsI MHTEPBAJl Ha MPHIIOKEHHE.
[Ipu Te3u nanuieHTH KIMHUYHA pemucus e nocturaara nmpu 100% (2/2) ot naruenTute 8 cenMuIu
cJe KOpUTHpaHe Ha J103aTa.

[TanuenTuTe, TEKyBaHU C ABETE CXEMHU Ha JISUCHUE (JIeYeHHE HAa BCEKH 12 CeIMUIU WU Ha BCEKH

8 cemMuIIn), KOUTO HE CE MOBIUABAT OT MOIBPXKAIIOTO JICUCHHE IO CEIMHUIIA 8 I KOUTO MMaT
3ary0a Ha OTTOBOP M MMAaT HHCKM HMBA Ha YCTCKUHYMa0 (CTallMOHAPHO ChCTOSHUE HA CEAMMIIA 8 MPH
Hall-HUCKa KOHIICHTpaIus Ha ycTeknaymao <1,4 pg/ml), ca moaxomsmiy 3a BKIIFOUBaHE B TOOPOBOIHO
MOANPOYYBAHE 32 ONTUMHU3HPAHE Ha EKCIO3UINATA. ToBa € OTKPUTO MOANPOYUIBAHE C
MPOABDKATEITHOCT MUHUMYM 16 CEIMUIM ¢ MOIKOXHO MOAbPIKaIo JiedeHrne ¢ 90 mg ycrekunymad
win 60 mg/m? (B3 ocHoBa Ha BSA), npunaran Ha Bceku 4 ceqmuim. OG0 26 nanueHTu ca
BKJIIOUEHH B noAnpoyuBaHeto. OT yuactBammte nanueHty 11 (42,3%) npemMuHaBar ot npuiarate
BEeIIHBX Ha 12 cemMuIii KbM BeIHBXK Ha 4 ceamuid, a 15 (57,7%) npeMuHaBat OT MpUiIaraie BeIHBXK
Ha 8 ceIMULIM KbM BeIHBXK Ha 4-cenmuuin. Ha 16 ceqmuna ciien mpoMsiHa Ha 4ecToTaTa Ha
npunoxenue, 95,0% (19/20) ot manueHTHTE, TOAXOAAIIH 32 OIEHKA, IOKa3BaT KIIMHIUYEH OTTOBOP, a
50,0% (10/20) ca B KIIMHUYHA PEMHUCHSL.

[IpodunbT Ha O€30NMACHOCT HAa CXeMaTa Ha UHAYKIIMOHHO MPUIIOKEHUE U Ha JIBETEC CXEMHU Ha
MOAIbPIKAIATa CXEMa Ha JICUCHUE MIPU MeIMaTpUUHaTa MOMyJaus Ha 2 U IOBeY€e FOJIMHU € CPaBHUM
C TO3W, YCTAaHOBEH TP TOIyJIalKATa Ha Bh3pacTHU ¢ OonecT Ha Crohn (Bx. Touka 4.8).

Cepymnu u ghexannu buomapkepu Ha 6b3NANEHUETNO

Cpennara (SD) npomsiHa cpsiMO U3XOHOTO HUBO IPH MOIIBPIKAILO JeUeHre Ha ceamuna 44 Ha
koHneHTparuute Ha C-peaktuBeH npotend (CRP) u dekanen xanmpoTekTus e

CBOTBETHO - 6,65 (18,609) mg/l u -716,9 (2597,66) mg/kg (1271,33).

Kauecmeo na sicusom, cevp3ano cvc 30pasemo
Oo6mmre ckopose o IMPACT-III n Bcuuku nmoaaoMeiHu (YpeBHU CUMIITOMHU, CHCTEMHU CUMIITOMH,
CBBP3aHH C YMOpa, U 0JIArOCHCTOSHIE) MTOKA3BaT KIMHUYHO 3HAYUMH OAOOPEHHUS Clies 52 CeAMULIN.

Yayepozen konum npu deya

BbezonacHoctTa 1 epukacHOCTTa Ha ycTeKuHyMa0 ca oueHeH! npH 112 neauaTpuvHu MAaMeHTH Ha 2 1
NoBeYEe TOAMHHU B MHOTOLIEHTPOBO npoyuBane ¢aza 3 (UNIFI Jr) npu neguatpuyHy NauueHTy C
YMEpEeH 10 TeXbK aKTHBEH yJiepo3eH KoiauT. OleHKaTa Ha 3a00JISIBaHETO e OTpeIeiis Ha H3XOTHO
HuBO (cenmuua 0) kato Mayo ckop 6 10 12, BKITIOYUTETHO €HAOCKOIICKH MOACKOP >2, onpeesieH
ype3 LeHTpaJIeH Mperie]] Ha BUASOTO OT eHaockonusaTa. [IpoyuBaneTo BKiItouBa 3 maleHTH Ha
BB3pacT MeXIy 2 ¥ 5 ronAuWHU 1 27 MaIleHTy Ha Bb3pacT Mexay 6 u 11 rogunu; 34 manyeHTy ¢ Teryio
nox 40 kg, Bximtouutento 16 namuentu ¢ teryo mox 30 kg. IaruenTrTe, BKIFOUYEHU B MPOYYBAHETO,
ca IMaJId HEYyCIICIIHA Tepamnusi ¢ OMOJOTHYHH CPEACTBA, KOPTUKOCTEPOUIN MM UMYHOMOIYIaTOPH.
IIpoyuBaHeTO BKJIIOUBA OTKPUTO MHAYKIMOHHO JICYEHUE C €AMHUYHA HHTPABEHO3HA /1032
ycTekunymab npuonmsutenno 6 mg/kg (manuenty ¢ Terno Haii-manko 40 kg) wim 250 mg/m?
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(mammenTu ¢ Termo nmox 40 kg Bb3 ocHoBa Ha BSA) (Bxk. Touka 4.2), ocIeIBaHO OT paHJIOMHU3UpPaHa
JIBOMHOCIIATIA TIOJTHPIKalla CXeMa ¢ TIOJIKOKHO MpHitockeHue Ha 90 mg ycTekuHyMa0 (TarueHTy ¢
Terno Hail-manko 40 kg) mmm 60 mg/m? (manuentu ¢ Terno o 40 kg Bp3 ocHoBa Ha BSA) (Bik.
touka 4.2 ot KXIT nHa STELARA uHXeKnoHeH pa3TBop ((IakoH) M MHKEKIIUOHEH Pa3TBOp B
MIPEIBAPUTEITHO HAITBTHEHA CIIPUHIIOBKA) HA BCEKU 8 CEJIMUIIM WM Ha BceKu 12 cenMuIy.

Pesynmamu 3a eghuxacnocm

[IppBHYHATA KpaifHa TOUKa Ha MPOYYBAHETO € KIMHUYHA PEMHUCHS Ha CEIMUIIA 8§ OT MHAYKLUATA
(medunmpana upes MoJACKOPOBE IO Mayo KakTo cielBa: MOACKOp 3a yectora Ha Aedexanus 0 wim 1,
MOJICKOD 3a peKkTanHo KbpBeHe 0 u engockoncku noackop 0 win 1 6e3 Hamu4re Ha paHUMOCT TPU
€HJIOCKOTICKOITUTA, KaTo MOJICKOPHT 3a UecTOTa Ha Jedekalus He ce TIOBUIIIaBa CIPSIMO H3XOJHOTO
HHUBO NPH HHAYKLUATA). [IpOIeHTHT Ha MaMEHTHUTE, MOCTUTHAIN KIMHUYHA peMucus, € 25,0%
(28/112) u e cpaBHNM C TO3U, HAOIFOIaBaH B IPOYy4BaHUATA (a3a 3 Ha YCTEKMHYMAa0 MPH Bh3PACTHH.

KbM cenqmuna 8 oT MHAYKIMTA KITMHUYHA peMHCHs € iocTuruara npu 29,4% ot nanuenture (20/68)
C HeycrneX Ha HeOMOJOTHYHOTO JIedeHre B cpaBHeHUe ¢ 18,2% ot manuenture (8/44) ¢ Heycriex Ha
ounonoruyHoTO Jedenue. 54 (48,2%) or 112 nmarnueHT NOCTUTaT CUMIITOMATHYHA PEMUCHUS
(onpexnenena xato noackop mo Mayo 3a yectora Ha aedexanusa 0 win 1 ¥ MOACKOp 3a PEKTAIHO
kbpBeHe 0, MK KOEeTO MOJACKOPHT 3a YecToTa Ha AeeKalys He ce MOBUILIAaBa CIPSIMO U3XOAHOTO HUBO
MIPU UHAYKLUATA).

[IponeHThT Ha MALMEHTHTE ¢ KJIMHUYEH OTTOBOP Ha ceAMULa 8§ OT MHAYKIMATA (IerHupaH KaTo
HaMaJIeHUE CIIPSIMO U3XOJHOTO HUBO Ha MoauGuImpanus ckop mo Mayo ¢ >30% u >2 TOYKH Wi ¢
HaMaJICHHE CIPSMO M3XOAHOTO HUBO Ha MOJCKOpA 33 PEKTATHO KbPBEHE C >1, MM ¢ TIOACKOP 3a
pexranHo kppBeHe 0 nnu 1) e 67,0% (75/112).

Ot 112 nanueHTy, Mojy4aBajiy JeueHue ¢ i.v. uaaykuus, 97% (109/112) ce BkitouBaT B
TIOJTBPYKALITHS TIEPHOJ, KaTo 79 OT TAX ca Ce MOBIUSAINA OT HHIAYKITUATA.

B tabnuna 10 ca npeacTaBeHn aHAJIM3UTE HA BTOPUYHHUTE KPAHKU TOYKHU 10 BPeMe Ha IO IbpIKaIiara
Tepanus 10 ceamuiia 44.

Tabnuya 10: Pe3tome Ha 6mopuyHume KpauHu mo4ku no peme Ha nooowvpaicawama mepanus 00

ceomuya 44
90 mg uau 90 mg unu OO0 Opoit
60 mg/m’ 60 mg/m’ HANMEHTH
YCTEKHHYMAa0 HA | YCTeKHMHYMa0 N=179
8 cexmumnu Ha 12 cexMuuu
N=39 N =40

Knuanuna pemucus’ 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
CHMOTOMATUYHA PEMUCHUS 74,4% (29/39) 57,5% (23/40) 65,8% (52/79)
Knunnana pemucus 6e3 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
KOPTHKOCTEPOU M’
Knunnuna pemucus Ha cenmuua 44 56,3% (9/16) 63,6% (7/11) 59,3% (16/27)
MpY TMANUEHTH, KOUTO ca OUIIH B
KIMHAYHA PEMHUCHS TIPH
MHAYKIMATA Ha cenmuna SF
Enockoncko nogpodpenne* 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
XHCTOJIOTHIHO-CHIOCKOIICKO 46,2% (18/39) 27,5% (11/40) 36,7% (29/79)
OI00pEHME MO0 OTHOIICHUE Ha
JIMTaBUIIATa B3 OCHOBa Ha GS*

22




+ KimamunaTa pemucus e neuHIpaHa 9pe3 HoACKOopoBe o Mayo kaTo: mojckop 3a uectora Ha aedexanus 0 mm 1,
MIOZICKOP 32 peKTaIHO KbpBeHe 0 1 eHmpockoncky noackop 0 wim 1 6e3 Hamugre Ha paHUMOCT IIPU €HIOCKOIICKOIIHUATA,

[IPU KOETO IOJICKOPHT 3a 4eCToTa Ha JAeeKalyst He Ce MOBHIIABA CIIPSIMO H3XOAHOTO HUBO MPU MHIYKIHSATA.
k%
CuMnToMaTHYHATA PEMHCHS ¢ AeDUHUPaHa KaTo MOJACKOPOBe Mo Mayo KaTo MmoACKop 3a 4ecToTa Ha aedekarst 0

i 1 1 MoAcKop 3a peKTanHo KbpBeHe (), IpU KOeTo MOACKOPHT 3a 4eCTOTa Ha AedeKanust He ce TOBHIIABa CIIPSIMO
W3XOJHATE HHAYKINOHHU CTOIHOCTH.

Knunuynata pemucus 6e3 KOPTUKOCTEPOUAH € AerHIpaHa KaTo MoJcKop o Mayo 3a yecrora Ha nedexanus 0 wim
1, moxckop 3a pexTanHo KbpBeHe 0 U eHgockoncku nojckop 0 mim 1 6e3 Hanu4ue Ha PAHUMOCT TIPH €HAOCKOIICKOTO
H3CIeIBaHe, IIPH KOETO MOACKOPHT 33 UeCTOTa Ha Ae(eKalys He ce MOBHUIIAaBa CIPSMO N3XOJHUTE HHAYKINOHHA
CTOMHOCTH; 1 03 IpreM Ha KOPTUKOCTEPOUIH B IPOABIDKEHNE Ha ToHe 90 THU Ipeay NoAabpIKaIaTa Tepamnus 10
cenmuna 44.

Ennockonckoro mogobpenue e aeHHIPaHO KaTo €HJ0CKOICKHU Moackop mo Mayo 0 uim 1 6e3 Hamiune Ha paHIMOCT
IIPU €HIOCKOMHATA.

XHUCTOIOrMYHO-CHIOCKOIICKOTO MOA00PCHHME M0 OTHOIICHUE Ha JIMraBHIlaTa, OCHOBaHO Ha ckop mo Geboes (GS), e
neduHIpaHo KaTo MOCTHraHe Ha KOMOMHAIMSA OT XUCTOJIOTUYHO ogo0peHne (MHGUITpaus Ha HeyTpohum B <5%
OT KpHIITUTE, 03 pa3pylaBaHe Ha KPUNITHTE U 0€3 epo3uH, YIIepalny Wi TPaHyJalioOHHA ThKaH CIIOpe] CUcTeMaTa
3a Kiacudukanus Ha Geboes) U eHAOCKOINCKO Mog00peHue (€HI0CKOICKH moackop mo Mayo 0 wiu 1 6e3 Hanndue Ha
PaHUMOCT IIPU CHIOCKOMHUATA).

Kopueupane na wecmomama na npunosicenue

[NanuenTuTe, KOUTO MPEMUHABAT Ha MOUIHPIKAIIO JICUCHUE, UMAT 3aryda Ha OTTOBOP Bb3 OCHOBA Ha
YacTU4eH cKOp Mo Mayo 1 uMaT HOpMajlHa eKCIIO3UIMA Ha yCTeKHHYMa0, OTrOBapsT Ha YCIOBHATA 3a
KOpUTHpaHe Ha jo3ara. [[allueHTuTe WK MpeMHUHABAT OT JICYeHUE HA BCEKH 12 ceIMUIN KbM JIeUeHHUE
Ha Bceku 8 cenmunu (5/40), uiam octaBar Ha JieueHHE Ha BCEKHU 8 ceMHUITH (TIarie00 KOPEKITHsI)
(2/39). Cpen manyieHTUTE C KOPUTHPaHa 1032 KIMHUYHA PEMHUCHS € TocTUrHara npu 28,6% (2/7) koM
cenmuia 44 Ha MOATBPIKAIIOTO JICUCHHE.

[lanuenTuTe, TEKyBaHH C ABETE CXEMH Ha JICUCHHUE (JISUCHUE HA BCEKH |12 ceAMUIU WM Ha BCEKU

8 cenMHIIN), KOUTO HE CE TOBJIMABAT OT MOJABPKAIIOTO JEUCHHE 10 CeAMULA § WIM KOUTO UMt
3ary0a Ha OTTOBOpP M UMaT HUCKHM HUBA HA YCTEKHHYMa0 (CTallMOHAPHO ChCTOSIHUE HA CEAMHUIIA 8 TIPH
Half-HUCKa KOHIIEHTpaIMs Ha ycTeknayMab <1,4 pg/ml), ca momxoasiiy 3a BKIIOYBAHE B
HE3abJDKUTETHO OAIPOYYBaHE 3a ONTUMHU3MPAHE Ha EKCIIO3UIMATA. TOBA € OTKPUTO MOANIPOYIBAHE
C IPOIBIDKUTETHOCT MUHUMYM 16 ceqMUIM ¢ TIOJKOKHO MOAIBpKAIIo Jeuenue ¢ 90 mg
ycrekurymab nmm 60 mg/m? (863 ocHoBa Ha BSA), npunaran Ha Beeku 4 ceqmuny. O6110

22 manyeHTH ca BKIIIOYEHH, a 21 ca IeKyBaHHU B oAnpoy4BaHeTo. OT yyacTBaluTe NanueHTH 13
(59,1%) npemuHaBaT OT NMpUJIaraHe BeIHBXK Ha 12 ceAMUIM KbM BeIHBXK Ha 4 cenqmuumy, a 9 (40,9%)
MpeMUHABAT OT MPUJIaraHe BEIHHK Ha 8 ceMMUIIA KbM BeIHBXK Ha 4 cenmunu. Ha 16 cenqmuria cien
MpOMsHA Ha YecToTaTa Ha npuiokenue 84,6% (11/13) ot nanueHTUTe, MOIXOIAINN 33 OLICHKA,
MOKa3BaT KIMHUYEH OTTOBOP Bb3 OCHOBA HA YaCTHYEH cKop 1o Mayo, a 56,3% (9/16) ca B kmuHU4HA
pemucus Bb3 ocHOBa Ha ckopa mo PUCAL

[IpopunbT Ha Ge30MaCHOCT Ha cxeMaTa Ha HHAYKIHOHHO MPHJIOKEHUE U Ha JIBETE CXEMH Ha
NOJABPKAIIO JICUCHUE NTPH NIeIUaTpHUyHAaTa MOMyIalys Ha 2 ¥ oBeYe TOAUHH € CPaBHUM C TO3H,
YCTaHOBEH IPH MOMyJayITa Ha Bb3PACTHUTE C YIIIEPO3eH KOJUT (BX. Touka 4.8).

Cepymnu u ghexannu buomapkepu Ha 6b3NANEHUETNO

Cpen 26-te manuenTtu ¢ nopumienn HuBa Ha CRP Ha uzxonno aHuBo HuBata Ha CRP ce Hopmanmusupar
KbM ceamuiia 44 ot noaabpkamoTo jgedenue mpu 3 (21,4%) ot 14 marnueHTn B rpymara, JIeKyBaHa Ha
BcekH 12 cenmunn, u ipu 9 (75,0%) ot 12 maumeHTu B rpynara, JeKyBaHa Ha BCEKU 8 CEIMHUIIN.

Cpen 63-mMara malMeHTH C OTKJIOHEHHUS B HUBaTa Ha (peKaJIHUA KaIMPOTEKTHH Ha U3XOIHO HUBO,
NOBJIMSUTH C€ OT MHAYKIMOHHOTO JieueHue, npu & (25,0%) ot 32 manueHTy B rpynaTa Ha JieueHHe Ha
BcekH 12 cenmunu u 16 (51,6%) ot 31 naumenTy B rpynara Ha JIe4YeHHE Ha BCEKU 8 CeIMHULIM HUBATa
Ha (peKaNHHUS KAJIMPOTEKTHUH Ca € HOPMAJIM3UPAIU Ha ceAMHMIIA 44 OT TOIBPIKAIIOTO JICUCHHUE.

Kauecmeo na socueom, cewpzano cvc 30pagemo

[Ipu marmenTute Ha Bb3pacT =10 roguau, npu kouto e oreHen IMPACT-III, o6muTe ckopose u
BCUYKHU TOAIOMEHHH (BKIIFOUUTEITHO YPEBHU CUMIITOMH, CHCTEMHH CUMIITOMH, €EMOIIHOHATTHO
($yHKUMOHUpPaHe, COUMATHO (YHKIMOHUPAHE U 00pa3HH U IPYTU U3CIEABAHUS U JICUEHHUE) TIOKA3BAT
KJIMHUYHO 3HAYUMHU MOJA00pEHUS Ha ceaMunia 44,
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5.2 ®apmMakoKWHETHYHH CBOJCTBa

Cren npernopbUnTETHATA HHTPaBEHO3HA HHIYKIIMOHHA /1032 MeJIMaHaTa Ha MaKCHMallHaTa cepyMHa
KOHILIEHTpalMs Ha ycTeKnHyMa0, HabmogaBana 1 yac cien undysusra, e 126,1 pg/ml npu
nauueHTute ¢ 6onect Ha Crohn u 127,0 pg/ml npu nauueHTHTE € YAUEPO3EH KOIHUT.

Pasnpenenenue
Menunanara Ha oO6eMa Ha pasmnpe/esieHue B TepMuHanHara ¢aza (Vz) ciiel] eTHOKpaTHO HHTPAaBEHO3HO

MIPUJIOKEHHUE MTPY MAIUEHTH ¢ TICOpHa3uc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmarus
TOYHMAT BT HA METAOOJU3UPAHE HA YCTEKMHYMA0 HE € U3BECTEH.

Enumunupane
Menuanara Ha cuctemans kiupbsHC (CL) creq; eTHOKpaTHO MHTPABEHO3HO NPUIIOKEHHE TTPH

MAIMEHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuaHara Ha MonyXuBoTa (t1,2) Ha
YCTEKHHYMAO € MPUONIHU3UTEITHO 3 CEIMUIIM TP MAIUSHTH ¢ YIIePO3eH KOJIUT, bomnect Ha Crohn,
TICOPUA3UC /WK TICOPUATHYCH apTPUT U Bapupa oT 15 10 32 J1HU BHB BCUYKH MPOYYBAHHUS HA
TICOPHA3UC M TICOPUATHYCH aPTPHT.

JIuneWHOCT Ha 1o3aTa

CucremHara excrio3uiust Ha yeTeKuHYMao (Crmax 1 AUC) ce yBenruaBa 1o HauuH, MPUOITU3UTEITHO
MIPOMOPIIMOHANIEH Ha J103aTa, CJIe] €IHOKPATHO WHTPABEHO3HO MPUJIOKEHUE Ha 1031 B TpaHHIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg.

Crenyaiiy monyJaiun

Hsama nannyau GpapMaKoOKMHETUYHM JaHHU MIPH MAIMSHTH C YBpeaeHa ObOpevHa WK YepHOIpOoOHa
(dhynkus. He ca mpoBeieHN KOHKPETHH MTPOYYBaHUS C HHTPABEHO3HO MPHIIOKEHUE Ha yCTEKHHYMa0
IIPH MAI[UCHTH B CTap4ecka Bb3pacT.

[Ipu nauuentu ¢ 6oxect Ha Crohn u ynrepo3eH KOJIUT BapHaOMIIHOCTTa Ha KIIMPBhHCA Ha yCTEKUHYMaO
ce MOBIHUSBA OT TEJIECHOTO TEIJI0, HUBOTO HA CEPYMHHS aIOYMUH, I0J1a U CTaTyca Mo OTHOLICHUE Ha
aHTUTEJIaTa CpPelly YCTEKUHYMa0, 0KaTo TEIECHOTO TETJIO € Hal-3HaulMMaTa KoBapuaTa, Biuselna
BBpXY 00emMa Ha pasnpenencuue. OcBeH ToBa npu Oonectra Ha Crohn KIMPBHCHT ce moBnusABa oT C-
PeakTUBHUSA NPOTENH, CTaTyca 10 OTHOIIECHUE HA HEycIieX Ha JiedeHneTo ¢ TNF-anTaronuctu u
pacara (a3uaTcKH CIpsIMO Hea3HaTCKH MPou3xo/). Be3eicTBHeTo Ha Te€31 KOBapraTH € B paMKHUTE Ha
+20% OT TUIIMYHATa WU pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
HeoOXoaMMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynoTpeba Ha
MMYHOMOJYJIaTOPH HSAMA 3HAYUTENHO BIMSHUE BBPXY pasNpeieIeHUEeTO Ha YCTEKHHYMao.

Perynupane na CYP450 enzumu

Edexrure na IL-12 wnn IL-23 Bepxy perynupanero Ha CYP450 enzumure ca oLieHeHU B in Vitro
MPOYYBaHE C U3IMOJI3BAHE HA YOBCIIKM XCaTOIMTH, KOeTO 1moka3pa, ye 1L-12 u/wm IL-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOCTTa Ha YoBemkuTe CYP450 ensumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
ik 3A4; BX. Touka 4.5).

[IposeneHo e oTkpuTo MpoyuBaHe (aza 1 3a nexkapcrBenn Bzaumoaeicteus CNTO1275CRD1003 3a
OLICHKA Ha e(eKTa Ha yCTeKUHyMal BbPXY €H3MMHATa aKTUBHOCT Ha IUTOXpoM P450 ciien nHayKms
U TIOJITBPIKAIIIO TTpHUJIaraHe Npy MaueHTy ¢ aktuBHa Oonect Ha Crohn (n=18). He ca HabmroaBanu
KJIMHAYHO 3HAYMMH TIPOMeHH B excriozuiusata Ha kopend (CYP1A2 cybetpart), Bapdapun

(CYP2C9 cyberpar) omenpaszon (CYP2C19 cy6erpar), aekcrpomeropdan (CYP2D6 cyOerpar) nim
munazonam (CYP3A cyGerpar), KoraTo ce U3MoiI3BaT ChIIbTCTBAILO C YCTEKMHYMa0 MpH oj00peHara
NpenophYHTENHA IO3UPOBKA NpH MaruenT ¢ 6osect Ha Crohn (Bk. Touka 4.5).
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lleanaTpuyna momymnanus

CepyMHHTE KOHIICHTPAIMH Ha YCTEKWHYMa0 Npy MeJUaTPUYHM HallMeHTH Ha BB3PACT 2 U IIOBEYE
rogunu ¢ 6onect Ha Crohn i ymmepo3eH KOoJHuT, ¢ Terio Haii-manko 10 kg, kaTo 1110 ca cpaBHUME
C Ha0JIOJJaBaHUTE TIPH BH3PACTHU MAI[UCHTH.

5.3 IIpeakJMHUYHU JaHHM 32 0e30MACHOCT

HexnuHuuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK (HAMp. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha 0a3ara
Ha M3MUTBAHUATA 32 TOKCHYHOCT P MHOTOKPATHO MpUilarane, TOKCHYHOCT 332 Pa3BUTHETO U
PENpPOAYKTUBHA TOKCHYHOCT, BKJIIFOUMTEIHO U ()apMaKOJIOTHIHUTE OIIEHKH 3a Oe3omnacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PENPOYKTHBHA TOKCHYHOCT TIPHU JBJITOOMNAIIATH MaKaIH
He ce Ha0oAaBaT HeXeNaHu ePeKTH BbpXY QepTUINTeTa IPU MBXXKHTE, KAKTO U BPOACHH Je(QEeKTH
WJIM TOKCUYHOCT 3a pa3BuTHETO. He ce HaOmonaBar HexenaHu eeKTH BbpXy QepTHINTETa MpU
YKEHCKHUTE MIPH yroTpedara Ha aHAJIOTHYHO aHTUTsIIO cpeity 1L-12/23 mpu Mutky.

I[O3OBI/ITG HHUBA B IPOYYBaHUsA IIPH KUBOTHU Ca 01130 45 IHTH MO-BUCOKH OT Hall-BUCOKATa
CKBUBAJICHTHA /1034, NPCABWIKIaHa 3a ITPUIIOKCHUEC ITPU MaIUCHTU C IICOpHUAa3ucC, U BOJAAT 10
MaKCUMAJIHU CCPYMHU KOHICHTPAIIUX IPpHU MaﬁMYHH, KOHMTO Ca Haza 100 bTH MO-BHUCOKH OT
KOHIOCHTPAIUUTC, Ha6J'IIO,I[aBaHI/I Ipu Xxopa.

He ca npoBexnanu mpoy4yBaHus 3a KapIIMHOTEHHOCT C YCTEKWHYMa0 MOpaJ JIUICaTa Ha MOIXO TSN
MOJIEIH 3a aHTUTSUIO Oe3 KphCTOCcaHa peakTUBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DOAPMAIIEBTUNYHHU JAHHU
6.1 Choucbk Ha NOMOIIHHUTE BElIECTBA

EDTA nunaTtpuesa con Juxuapar

L-xuctnauna

L-XUCTHIMHOB MOHOXHUIPOXJIOPU MOHOXUAPAT
L-meTnonun

IMomucopbar 80 (E433)

3axaposa

Bona 3a unxxekuuu

6.2 HecnBmMecTHMOCTH

[Ipu nunca Ha Mpoy4YBaHMS 32 HECHBMECTUMOCTH, TO3H JIEKapCTBEH MPOAYKT HE TPsOBa Ja ce cMecBa ¢
npyru jekapcteenu npoaykt. STELARA TpsiOBa aa ce paspeskia camo ¢ pa3TBOp Ha HaTPHUEB
xnopua 9 mg/ml (0,9%). STELARA He TpsiOBa 51a ce mpuiiara eTHOBpEMEHHO Upe3 elHa U ChIa
WHTPaBEHO3HA CUCTEMA C JAPYTH JICKAPCTBEHH MPOIYKTH.

6.3 Cpok Ha roAHOCT

3 roguHu
[a He ce 3ampa3siBa.

Jokazana e xumu4uHa 1 pU3NYHA CTAaOMIIHOCT 1O BpeMe Ha ynoTpeba 3a 8 yaca npu 15-25°C.
OT MUKPOOHOIOTHYHA TJIEIHA TOYKA MPOYKTHT TPIOBa Jia ce ynorpedu He3abaBHO, OCBEH aKo
METOABT Ha pa3pexkIaHe N3KIII0UBa PUCK OT MUKPOOHO 3aMbpcsiBaHe. AKO He ce ynoTpedu He3abaBHO,

NEepUOIbT Ha U3MOJI3BAHE U YCIOBUATA HA ChXpaHEHHUE MPeaH yrnoTpeda ca OTTOBOPHOCT Ha
noTpeduTens.
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6.4 Crhenuananm yca10BHs HAa CbXpaHeHHe

Ha ce cexpanssa B xmagmwiauK (2°C — 8°C). [la He ce 3ampassipa.
CexpansiBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa c€ MPe/Ia3u OT CBETIINHA.

3a yCclIoBHATA HA ChbXpaHEHUE CIeN pa3pexkaaHe Ha JEKapCTBEHUS MPOIYKT BIXKTE TOUKa 6.3.
6.5 Buau cbabpakaHue HA ONMAKOBKATA

26 ml pa3tBop BBB ¢uiakoH oT cThkJI0 Ul | 30 ml, 3aTBOpeH che 3amymianka oT OyTHIIOBA TyMa €
nokputue. STELARA ce pasnpocTpansiBa B onakoBka 1o 1 ¢iakoH.

6.6 CrnenuajaHu npeana3Hu MepKHU NPH U3XBbPJIsiHe U padoTa

®nakoHbT He TpsIOBa 11a ce paskiama. Pa3TBopbT TpsOBa Aa ce MPOBEpH BU3YAIHO 33 HATMYUETO HA
TBBPAM YaCTHLIY MU IPOMSIHA Ha LBETA, P J1a ce IPUIIOKHU. Pa3TBOPBT € OMCThp, OE3BETEH 110
One1oKBIIT. JIeKapCTBEHUSAT MPOAYKT He TpsiOBa J1a ce yrmoTpeosBa, ako pa3TBOPHT € C MPOMEHEH LBST
WIN MBTEH WJIM aKO B HETO ce 3a0esI3BaT BUANMU Yy>KAW YaCTHIIH.

Pazpexnane
STELARA koHIieHTpaT 3a nH()Y3UOHEH pa3TBOpP TPSOBa 1a ce pa3peu U Aa Ce MOATOTBH OT

MCIUIMHCKHU CIICHUAJIMCT C IIOMOIIITAa Ha aCCIITUYHA TCXHUKA.

1. 3a BB3pacTHU MALMEHTH ¥ MeANATPUYHU MAIIMEHTH ¢ Terio Haii-manko 40 kg, n3uncnere no3zara
u Opos Ha HeoOxoaumuTe ¢akonn STELARA BB3 0cHOBa Ha TErJI0TO HA HalMeHTa (BXK.
touka 4.2, Tabmuna 1 u Tabmuna 3) wiy 3a MeJUaTpUYHA NAIlMeHTH, KOUTO TEXAT M0-MaJIKO OT
40 kg, u3uuncere go03ara ¥ OposAT Ha HeoOXoAUMHUTE (HTAKOHU Bbh3 OCHOBA Ha TeJIeCHATa
noBbspxHOCT Ha nanuenta (BSA) (Bx. Touka 4.2, Tadbnuna 2). Beeku ¢uakon STELARA ot
26 ml ceabpka 130 mg ycrekunymao.

2. Uzrernere u cien ToBa u3xpbpiere ot vHGQY3HoHHHA cak oT 250 ml obeM oT pa3TBop Ha
HatpueB xyopun 9 mg/ml (0,9%), paBen Ha o6ema STELARA, koiito TpsibBa n1a ce 100aBu
(m3xBBpreTe 26 ml HaTpueB xyopun 3a Bceku HeoOxoauMm ¢utakon STELARA, 3a 2 ¢akona
u3xpbpiere 52 ml, 3a 3 ¢akoHa uzxeepiere 78 ml, 3a 4 daakona nzxsepiere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcekn HE0OX0auM (IIaKOH U TH Jo0aBeTe KbM HH(Y3HOHHHS
cak ot 250 ml. Kpaitnusat o0em B nHy31OHHUS cak TpAOBa qa 6bae 250 ml. Buumarenno
cMecere.

4, [Ipu neauarpuvHy NanKMeHTy ¢ 6ojiectra Ha Crohn wiu yirepo3eH Koaut ¢ Tero noj 40 kg

Jl03aTa € U34YKcicHa Bb3 OCHOBA Ha BSA Ha marienTa, KaTo ¢JIHOKpaTHa HHTpaBeHOo3Ha (1.V.)
no3a STELARA. Ot undyzuonen cak ot 100 ml ¢ pa3rBop Ha Hatpues xaopun 9 mg/ml (0,9%)
U3TeryeTe U U3XBhpiere ooeM, paBed Ha obema STELARA, koilito me ce nob6asu. M3rernere
Heooxoaumus o0eM STELARA ot Beeku (hiakoH U 1o 100aBeTe KbM UH(Y3UOHEH Cak OT

100 ml. Kpaiiaust o6em B nuapy3uonHus cak Tpsiosa aa 6bae 100 ml. CmeceTe BHUMATEIHO.

5. [Ipenu npuaokeHUETO MpOBEpeTe BU3yallHO paspeaeHus pa3top. He ro ynorpe0Ossaiite, ako ce
Ha0JI0]aBaT BU3YaJIHO HEMPO3payHH YaCTULM, POMSIHA Ha 1IBETA WIIM UY)KIW YaCTHUIIH.
6. [Ipunoxxere pazpeneHus pa3TBoOp 3a NEPHO OT Hal-ManKo exuH yac. Cies KaTo ce pa3peny,

NpUIaraHeTo Ha HHQY3UOHHUAIT Pa3TBOP TPsAOBaA Aa ce M3BBPIIM B pAMKUTE Ha OCEM daca Cief
paspekaanero B MH(QY3UOHHUS Cak.

7. W3nomn3eaiite camo HaOOp 3a UH(Y3UsA C BrpajicH, CTEPUIICH, allUPOreHeH GUITHP ChC CIIabo
CBBbp3BaHe Ha MPOTeHHU (pa3Mep Ha nopute 0,2 MEKpOMETpA).
8.  Bceku ¢uiakoH e caMmo 3a €IHOKPATHO MPHUIOKEHHE W HEU3MOI3BAHHAT JICKAPCTBEH MPOIYKT

TpH6Ba Ja €€ U3XBBHPJIU B CbOTBETCTBUC C MECTHUTE N3UCKBAHUA.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
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B-2340 Beerse
benarns

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

9. JATA HA TBbPBO PA3PEINIABAHE/IIOJJHOBABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

[Jara Ha mppBo pazpemanane: 16 auyapu 2009 r.
[ara na nocnenHo noxHoBsiBaHe: 19 cenremBpu 2013 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

IMoxpoOHa uHpopMans 3a TO3U JEKAPCTBEH MPOIYKT ¢ MPe0CTaBeHa Ha yebcaiiTa Ha EBporneiickata
areHIMs 10 JiekapcTBaTa https://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 45 mg uHXeKIIHOHEH Pa3TBOP

STELARA 45 mg uHXeKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HATBIIHEHA CITPUHIIOBKA
STELARA 90 mg MHXEKIMOHEH Pa3TBOP B IPENIBAPUTEITHO HAITBIIHEHA CIIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mg WHKEKIIMOHEH Pa3TBOP
Bceku duakon cpappika 45 mg yerekuaymab (ustekinumab) B 0,5 ml.

STELARA 45 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATBIHEHA CIPUHIIOBKA
Bcesika npeaBapuTeIIHO HaITbJIHEHA CIIPUHIIOBKA ChAbPiKa 45 mg ycrekunymad B 0,5 ml.

STELARA 90 mg MHXEKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
Bcesika npeiBapuTeHO HAITBIHEHA CITPUHIIOBKA Chabpika 90 mg ycreknaymab B 1 ml.

yCTeKI/IHYMa6 € U3LAJIO YOBCIIKO IgGlK MOHOKJIOHAJTHO aHTUTAIIO, TPOU3BECACHO B MUCIIOMHA
KJICThYHA JIMHHWA Ha MHUIIKU C IIOMOIITAa Ha peKOMGI/IHaHTHa JIHK TCXHOJIOTUA.

3a IIBJIHMUS CIIMCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTE TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA
MHxeKuoneH pa3TBop (MHKEKIINA)

Pa3TBOpBT € OHCTEHP A0 JIEKO OMaeceHTeH, Oe3UBETeH 0 OIeT0XKbBIT, ¢ 1enaeBo pH 6,0 u
npubnusuTencH ocmonanuret 314 mOsm/kg.

4. KJIMHUYHHU JAHHU
4.1 TepaneBTHYHHN NOKA3ZAHUS

I1iakoB micopuasuc

STELARA e nokasa 3a JIcdeHHE Ha YMEPEH 10 TEKbK IJIAKOB IICOPUA3UC NPU Bb3PACTHU, KOUTO HE
ca Ce TMOBIIUSIIN, IMAT MPOTHBOIIOKA3AHUS WIM HETIOHOCHUMOCT KbM JIPYTH CHCTEMHH TEpaIiH,
BKJIFOYBAIIN IuKIIocnoput, Metorpekcatr (MTX) mnu ITYBA (ricopanen u yaTpaBUOJIETOBU A IIbUH)
Tepanus (BX. Touka 5.1).

I11aKoB IcopHa3rc Ipy NSAUATPUIHN HAIIMSHTH

STELARA e noka3aH 3a Je4eHUE Ha yMEPEH 10 TEXBK IJIAKOB IICOPUA3ZHC TP A€lla U MALUEHTH B
IOHOIIIECKa Bh3pacT Ha 6 TOAMHU U MO-TOJIEMH, TTPU KOUTO UMa HEJOCTAThueH KOHTPOJ UIIH
HETIOHOCHMOCT KbM JIPYTH CUCTEMHH Teparuu Win GpoTorepanuu (Bx. Touka 5.1).

IIcopmnatnued aprpur (PsA)

STELARA, camocTosaTenHo uid B komOuHaius ¢ MTX, e moka3aH 3a JIeUeHHE HA aKTUBEH
TICOPUATHYEH apTPUT MPHU BH3PACTHU MAIUEHTH, IPU KOUTO OTTOBOPHT KM IPEIIIECTBAIIO JICUSHHE C
HeOnonornyHn MouduIpaniy 6onectta antupeBMaroniu iekapcrea (DMARD) e 6w
HeJocTaTh4eH (BK. Touka 5.1).
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Bomnect Ha Crohn nipu Be3pacTHH

STELARA e mokasaH 3a JiedeHHE Ha Bb3PACTHHU MAIMEHTH C YMEPEHa JI0 Te)KKa aKTHBHA 0OJIeCT Ha
Crohn, KOHTO ca ce TOBIUSIIN HEAOCTATHYHO, BEUE HE CE MOBIMABAT WIN NMAT HEITOHOCHMOCT KBEM
KOHBEHIIMOHATHATA Tepanusi Wik KbM antaronuct Ha TNFa.

Bonect Ha Crohn npu nena

STELARA e noka3zas 3a jiedeHUE Ha yMepeHa J0 TeXKa akTuBHa 6osect Ha Crohn mpu nenuaTpuyHu
MAI[MeHTH Ha Bb3pPacT 2 U MMOBeYe TOANHU, KOUTO ca UMaJIM HEIOCTaTh4eH OTIOBOP MIIM UMAT
HETIOHOCHUMOCT KbM KOHBEHIIMOHAHA MM KbM OUOJIOTUYHA Teparusl.

VYiepo3eH KOJIUT OpU BE3pPacTHU

STELARA e nokasaH 3a Jie4eHlE Ha Bb3PACTHU MAUEHTH C YMEPEH 10 TEKbK aKTUBEH YJILEPO3EH
KOJIUT, KOUTO ca Cce MOBJIHSIIN HEJOCTAaThUHO, BeUe HE Ce MOBJIHIBAT MM NMAT HEMMOHOCHMOCT KbM
KOHBEHIIMOHATHATA TePaIusl WIH KbM OUOJIOTHYCH JICKAPCTBEH MPOIYKT.

VYaueposeH KOJIUT OpH Aena

STELARA e noka3aH 3a JeueHHe Ha yMEPeH 0 TEKbK aKTHBEH YJIEPO3€H KOJIUT MPH MeANaTPHIHU
MAIMEeHTH Ha BB3PacT 2 ¥ NMOBEYE TOANHH, KOUTO Ca UMAJIM HEAOCTATHYEH OTTOBOP MIIM UMAT
HETIOHOCHMMOCT KbM KOHBEHIIMOHAIHATA TEPAIHS WA KbM OMOJIOTHYEH JIGKAPCTBEH MPOAYKT.

4.2 /l0o3MpOBKa M HAYMH HA IPUWJIOKEHHE

STELARA e nmpenna3HadeH 3a yrmoTpeda o1 pbKOBOJICTBOTO U HAJ30pa Ha JICKap ¢ OIUT B
JIMarHOCTUIIMPAHETO U JICYCHUETO Ha 3a0osBanus, 32 kouto STELARA e nokasas.

2 !O3I/I[QOBKa

Ilakos ncopuasuc
IIpenoppuntennara nqo3uposka Ha STELARA e HauanHa no3a 45 mg, IpuiIokKeHa MOJIK0XKHO,
mocJie/IBana oT 103a 45 mg 4 ceIMHUIIM MO-KBCHO U CJIET TOBA Ha BCEKU 12 ceMUIy.

[Ipu nauyeHTH, KOUTO HE ca ce MOBJIUSUIIN OT JICUEHHETO A0 28 ceIMUIM TpsAOBa a ce 0OMUCITU
IIPEKpaTsIBAaHE Ha TEpaInATA.

Tlayuenmu ¢ menecro mezno > 100 kg

3a manuenTu ¢ tesecHo terio > 100 kg mbpBoHavanHara 103a € 90 mg, MprUiIoKeHa MoIKOKHO,
nociueaBana ot 03a 90 mg 4 cenMuUIM O-KBCHO U cJiell TOBA Ha Bceku 12 ceamunu. [pu Te3u
NanyeHTH A03aTa oT 45 mg chlIo € epUKacHa, HO MOo-TosiMa epUKacHOCT uMa fo3ata otT 90 mg (Bx.
Touka 5.1, Tabiuima 5).

Tlcopuamuuen apmpum (PsA)

IIpenoppuBanara no3uposka Ha STELARA e Havanna no3a 45 mg, NpuiiokeHa NOJK0KHO,
rocie/iBana ot 703a 45 mg 4 ceIMUIM TO-KbCHO U CJell TOBA Ha BCeKH 12 ceamuun. AITEpHATUBHO,
IIPH MAIMEHTH ¢ TeaecHo Terio > 100 kg, Moxke na ce usnonssar 90 mg.

[Ipu manmeHTH, KOUTO HE ca Ce MOBIUSIHN OT JIEYEHNETO A0 28 ceaMUIIH TpsiOBa Ja ce 0OMUCIH
IPEYCTAHOBSIBAHE HA JICYCHHUETO.

Cmapuecka ev3pacm

He e HeoOxoquMo ajantupaHe Ha J103aTa MpH MAMeHTH B CTapuecka Bh3pacT (> 65 rogauHn) (BXK.
Touka 4.4).
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bvbpeuno u uepnodpobHo yepescoarne
He ca nposexxaann npoyuBanus ce¢ STELARA npu Te3n nomynanun nanueHTd. He Moxxe na ce naae
IPENopbKa 3a 103aTa.

IlennarpuyHa nomyJanus
BbezonacnocrTa n eduracHoctra Ha STELARA mpu aena ¢ ncopruasuc Ha Bb3pacT noj 6 TOOUHU HITH
MIpH Jie1ia ¢ TICOPUATUUeH apTpHT Mo 18-roauIiHa Be3pacT Bee Olle He ca YCTaHOBEHH.

[Tnaxos ncopuasuc npu neduampuynu nauuermu (6 200uHU U N0-201eMu)

IIpenopruntennara go3a Ha STELARA crniopes TenecHOTO TETyio € mokazaHa mo-aoiy (tTabmuiu 1 u
2).

STELARA Tps6Ba na ce npunara Ha ceqmuuy O u 4, cien ToBa Ha Bceku 12 cenMuny.

Tabnuya 1: Ipenopvuumenna 0oza STELARA npu neduampuqnu nayuenmu ¢ nCOpuasuc

TeJiecHO Terj10 KbM MOMEHTA HA NPUJIATaHe IIpenopbunTesiHa 1032
<60 kg 0,75 mg/kg
> 60-<100 kg 45 mg
> 100 kg 90 mg

3a u3uncnaBane Ha oOeMa Ha uxekTupane (ml) 3a nanuentu < 60 kg u3non3saiTte ciaegHara
dhopmyuia: TenecHo Terio (kg) x 0,0083 (ml/kg) nnu BuxkTe Tabauna 2. M3uucieHusat ooem TpsOBa na
ce 3akpbrim 70 0,01 ml 1 ga ce npunara ¢ rpagyupana cupuHiioBka ot 1 ml. Haivden e ¢utakoH ot
45 mg 3a nenuaTpUYHM MAIMEHTH, KOUTO TPAOBa Ja IMojTy4aBaT Mo-MaJKo OT Isara 103a 45 mg.

Tabnuya 2: Obemu na unsicekmupane na STELARA npu neduampuynu nayuenmu ¢ NCOpUA3UC
<60kg

Tenecn;ozslll*)gz:(()klgeme na Jo3a (mg) O06eM Ha uH:KeKkTHpaHe (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 31,5 0,35
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43 32,3 0,36
44 33,0 0,37
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

[Ipu manueHTH, KOUTO HE Ca Ce MOBIHSIN OT JICYCHUETO 70 28 ceaMuIly, TpsOBa aa ce 0OMHUCIN
MPEYCTaHOBSBAHE HA JICUCHUETO.

bonect Ha Crohn u yniepo3eH KonuT

B cxemara Ha nedyeHne nppBata 103a Ha STELARA ce npunara HHTpaBeHO3HO. 3a JO3UPOBKaTa pH
MHTPaBEHO3Ha cxema Ha npunarade BikTe Touka 4.2 ot KXII na STELARA 130 mg koHueHTpar 3a
WH(Y3UOHEH Pa3TBOP.

[IspBoTO MonKO)HO NpunoxeHne Ha 90 mg STELARA TtpsiOBa a ce U3BBPIIN HA CeIMHLA 8 Cliex
WHTpaBeHO3HaTa Jo3a. Cien ToBa, ce MpenopbyuBa NpUIIOKEHNE Tpe3 12 cenMuIy.

HaL[HCHTI/I, KOHUTO HE CC IIOBJIMABAT AOCTATHYHO JO 8 ceaAMuUIuM CJICA ITbpBaTa MMOJAKOXKHA 1034, MOXKC
Ja moJiydaT BTOpa MOAKOKHA 103a 110 TOBAa BPEME (B)K. TOYKa 5. 1)

[TanueHTH, IPKU KOUTO MMa 3ary0a Ha OTTOBOP MPH MpHUIaraHe mpe3 12 ceMuIm, MOXKe J1a UMart Ioji3a
OT MOBUINIEHUE HA YECTOTATa Ha MPIIIOKEHUE Mpe3 8 ceamuny (BK. Touka 5.1 u Touka 5.2).

BriocnencTBue mo3ata Moke a ce mpuiiara Ha HarMeHTUTe 1pe3 8 ceAMUIM Wi Tpe3 12 cenMuIu Bb3
OCHOBa Ha KJIMHWYHA NpeleHKa (BxX. Touka 5.1).

TpsabBa 1a ce 0OMUCTH IPEyCTaHOBSIBAHE HA JICYEHUETO MPH MAIlUEHTH, KOUTO HE MMOKa3BaT JaHHU 3a
TepaneBTHYHA Noi3a 16 ceqMuLu ciex i.v. MHAYKIMOHHA 1032 WK 16 ceaMuIu ciell TpeMUHaBaHe
KBM IpHJIaraHe Ha NoJAbpiKalia 103a Mpe3 8 CEAMHULIN.

[IpunoxeHneTo Ha IMyHOMOYJIATOPH W/UITH KOPTUKOCTEPOUIA MOKE JIa TIPOIBIKH 110 BpeMe Ha
nedenueto cbc STELARA. Ilpu manuenTure, KOUTO ca ce MoBausian oT aedeHneTo cbc STELARA,
MIPUIIOKEHUETO Ha KOPTUKOCTEPOHIN MOXKE JIa Ce HaMaJld MM Jia C€ TIPEyCTaHOBH B ChOTBETCTBUE CHC
CTaHJapTa Ha JEUCHHUE.

IIpu Gonect Ha Crohn mnm ynmepo3eH KOJUT, aKo TepanusaTa ce IpeKbCHE, MTOTHOBSIBAHETO HA
JICUCHUETO C MOAKOKHO MPHUIIOKEHHE ITPe3 8 ceAMUIIN € 0e30MacHO U e()eKTUBHO.

Cmapuecka ev3pacm

He e HeoOxoquMo KOpHTHpaHe Ha Ji03aTa [TPH NalueHTH B cTapyecka Bh3pacT (> 65 roanHu) (BK.
Touka 4.4).
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bvbpeuno u uepnodpobHo yepescoarne
STELARA He e npoy4BaH IIpH T€3U NOMyJIaluy NanueHTH. He Morat fa ce HalpaBsT NPENnoOpbKH 3a
JO3UpaHE.

HGZ[I/IaTDI/ILIHa nonmyjganusa

bonecm na Crohn u yyeposen xoaum npu deya (2 u nogeue 200uHu)

B cxemara Ha nedenune nepBaTa 1o3a STELARA ce mpunara mHTpaBeHO3HO. 3a J03UpOBKaTa MpH
cXeMara Ha MHTPaBeHO3HO NpuiokeHue BrkTe Touka 4.2 ot KXIT na STELARA 130 mg koHIeHTpat
3a HH(Y3UOHEH Pa3TBOP.

Tayuenmu ¢ mezno noo 40 kg (dosuparne 6v3 ocnosa na BSA)

[Ipu neauaTpuvHy NanMeHTy ¢ Terio moxa 40 kg npenopbunTenHaTa MOoAIbpIKaIlla 103a ce mpujiara
MOJIKOKHO BB3 OCHOBa Ha BSA Ha manmenta, Bmwkre Tabnuna 3. M3unciaenust obem TpsiOBa na ce
3aKpBINIM KbM Hali-0nmu3kara croitHocT ot 0,1 ml 1 1a ce mpuIoku ¢ MOMOIITa Ha rpaynpaHa
crpuHIIoBKa oT 1 ml.

Tabnuya 3: Unocexyuonnu obemu npu neouampuinu nayuenmu ¢ meano nood 40 kg

Junanazon Ha BSA (m2) no I[IpenopbunTenna (011]11 Bpoii prakonu ot
BpeMe Ha NPUJI0KEHHETO no3a (mg) MHKEKIIUOHEH 45 mg/0,5 ml
TenecHo Teryo < 40 kg 00em (ml)

0,40 mo <0,62 36 mg 0,4 1 pmakon
0,62 mo <0,95 45 mg 0,5 1 pmaxon*
0,95 mo <1,25 63 mg 0,7 2 axoHa
>1,25 90 mg 1,0 2 duakona*

*  IlpenBapurtenHo HambiHeHa cripuHuoBka (PFS) Moxe na ce u3non3sa karo antepHaTtuBa Ha ¢uakona ot 45 mg/0,5 ml

3a Inpujiaralie Ha HeoOxoaMMara J103a.

Tayuenmu ¢ mezno nai-manxo 40 kg (0ozupare 6v3 ocHosa Ha meaiomo)
[Ipu nmeauaTpuvHM NAIIMEHTH C Terio Hai-Manko 40 kg npenopbhunTeHATaA TOAABPIKAIIA 032 €
90 mg MoAKOKHO.

Yecmoma Ha npunodicenue npu neouampuyHu nayuenmu (2 u noseue 200UHuU)
[IppBoTO MONTKO)KHO TpHITokeHre Ha STELARA TpsiOBa 1a ce M3BBPIIN HA ceIMUIA 8 cie
UHTpaBeHo3HaTa 1o3a. Ciel ToBa ce NpenopbuBa NPHIOKEHNE Ha BCEKH 12 ceqmuiu.

BnocneacTeue narueHTUTe MOXKE J1a TOJTydaBaT 1032 Ha BCEKH 8 CeAMUITH WIIM Ha BCEKH 12 cemMuiiu
criopesi KITMHIUYHATA MpereHKa (Bx. Touka 5.1).

[Ipu manmeHTH, KOUTO Ca 3aryOWIIH OTTOBOP IO BpeMe Ha MPIIOKEHUE Ha BCEKU 12 cemMUIT, MOXe
Jla C€ YBEJIMYHM YeCcTOTaTa Ha MPUIOKEHUE Ha BCEKU 8 ceaMuIty (BuK. TOUkH 5.1 u 5.2). [laruenTture ¢
MIPUJIOKEHNE Ha BCEKU 12 Wil 8 CeIMUITN, KOUTO ca 3aryOusIi OTTOBOP M UMAT Hali-HUCKHW HHUBA Ha
ycrekuayMab (<1,4 pg/ml upe3 Banmuaupan tect Mmeton ECLIA unu ELISA unu cpaBHUM aHanu3),
MOJKE Jla UMAaT T10J13a OT HaMaJIABaHEe Ha MHTEpBaja Ha MPUJIOKEHUE Ha BEAHBK HA BCEKH 4 CEIMMIIH,
aKoO € KJIMHUYHO ITOKAa3aHo.

[ToBTOpHO TpsIOBa a ce M3MepH Ha-HUCKOTO HUBO Ha 12 wim 16 cenMuIia ciie aganTupaHeTo Ha
Jl03aTa ¢ puiiarane Ha BCeKH 4 ceIMUIA. AKO Hali-HHCKUTE HUBA ca >7,2 ng/ml v nanueHTsT e
MTOCTUTHAJI OTTOBOP U T'0 MOAbPKa, HHTEPBATHT HA MPIIOKEHUE MOXKE Ja C€ CMEHU Ha BCEKH

8 ceaMuII.

Tps0Ba 1a ce MOMHUCIHN 32 IPEyCTaHOBSIBAaHE Ha JICYCHUETO MPH MallMEeHTH, KOUTO He MMOKa3BaT JaHHU
3a TepaneBTUYHA MMo3a 16 ceIMUIM ciel MHTPaBeHO3HAaTa MHAYKLIMOHHA 103a WK 16 ceMuIu cnen
KOpPHUTHpaHe Ha J03aTa.

ITo Bpeme Ha neuenunero cbc STELARA Moke fa ce mpoabnku ynorpedaTa Ha UMYHOMOYJIaTOPH,

ChEUHEHU Ha S-aMuHOocanuuuiar (5-ASA), aHTHOMOTHLIM W/WIH KOPTHKOCTepouaun. [Ipu nanuenTw,
KOUTO ca ce MoBausuiu oT JedeHueTo cb¢ STELARA, Te3u nekapcTBa MOXKE Aa ce HaMaJsT WK Ja ce
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MNPCyCTAHOBAT B ChOTBETCTBUC CHC CTAHAAPTHOTO JICUCHUC.

Ileduampuuna nonynayus
bezomacHocTTa 1 epukacHoctta Ha STELARA nipu nequarpuyan nanueHTy ¢ 6onect Ha Crohn mim
yIepo3eH Konut nof 2 ronunu ¥ nox 10 kg Bee omie He ca yctaHoBeHu. JluncBaT qaHHU.

HauuH Ha npuniosxeHue

STELARA 45 mg ¢nakonu wium 45 mg u 90 mg npeABapUTENHO HAITBJIHEHHU CIIPUHIIOBKU ca CaMo 3a
MOJIKOKHO HHXEKTHpaHe. [10 Bb3MOKHOCT KOXKHUTE yYacThIM C U3SABEH IICOpHAa3MC TpsOBa 1a ce
U30sIrBaT KaTo MSICTO Ha MHXKEKTHPAHE.

Cren moaxozsmo o0ydeHue 3a TEXHUKATa Ha MOJKOKHO MHKEKTHPAHE TALMCHTUTE WM TEXHUTE
6oxnorneaun morar ga umxektupaT STELARA, ako jexapAr pemrn, de ToBa € ymecTHo. Bee mak
JIeKapsT TPAOBa J]a OCUTYPH TIOJXO/ISIIO MPOCIie/IsIBaHe Ha MalueHTUuTe. [[allueHTUTe WM TEXHUTE
OonHornenayn TpAOBa na ObJAT MHCTPYKTHUPAHH Aa HHXKEKTHPAT NPEANHUCAHOTO KOJMYECTBO
STELARA cobriacHo ykazaHusTa B TUCTOBKaTa. [loapoOHM yKka3aHus 3a MPUIOKEHHUE ca JaicHH B
JIMCTOBKATA.

3a mo-HaTaTHUIHY YKa3aHUS 3a PUTOTBSHE U CIICIIUAITHYU TPEATa3HI MEPKH MPU padoTa BIKTE
TO4YKa 6.6.

4.3 IIporuBomokazaHus

CBp’I)X‘-IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HUJIM KBbM HIAKOC OT IIOMOITHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

KinuauyHO 3HaunMMa, akTHBHA HH(EKIUs (Hap. akTUBHA TYOEpKYyJI03a, BXK. ToUKa 4.4).

4.4 CroenuajaHu npeaynpesxaeHust U NpeANa3Hil MePKH IIPH ynoTpeda

IIpocnenumoct
3a 1a ce moo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHIHUAT

HOMCP Ha MPUIIOKCHUA IPOAYKT TpSI6Ba SICHO Ja C€ 3aIlIMCBart.

Undeknmn

YcreknnyMad MoKe ja ©Ma MOTEHIMA Jja yBeJIndaBa prucKa oT MH(PEKLIUHU U 1a peaKTHBHPa
nareHTHU nHGeKnun. [Ipn KIMHUYHY POYYBAHUS U TOCTMAPKETHHTOBO 00CEPBAIIMOHHO ITPOYYBaHE
NPY MALMEHTH ¢ TICOPUA3UC ce HAOIII0IaBaT CEPHO3HU OaKTepHaTHU, I'bONYHU U BUPYCHU HH(DEKITUH
npu nanuenty, npuemamu STELARA (Bx. Touka 4.8).

[Ipu nanyeHTy, IEKyBaHU ¢ YCTEKUHYMa0, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITFOUBAIIN
peaxkTUBHpaHe Ha TyOepKyJ03a, IPyTH ONOPTIOHUCTUYHN OaKTEepUaTHU HHPEKINH (BKIIOUYUTEIHO
aTUIIMYHA MUKOOaKTepuaiHa HHPEKIHsI, MCHUHTUT, IpUYKMHEH oT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, u HOkapnno3a), OMOPTIOHUCTUYHNA MUKOTHYHH UH(EKIINH, OTIOPTIOHUCTUYHU BHPYCHH
MH(EKINN (BKIIOYUTEIHO eHIE(PAINT, MPUIUHEH OT XEPIeC CUMIUIEKC 2) U Mapa3suTHU HH(EKIUH
(BKJIIOYUTETHO OYHA TOKCOILIA3MO3a).

TpsiOBa 1a ce MoAX0Ka ¢ MOBMIIICHO BHUMaHKE, KOTaTo ce 00Cchkaa mpuiokenuero Ha STELARA
TIPH MAIMEHTH C XPOHUYHN MH(EKITUN UM aHaMHe3a 32 peluAnBHpaIia nHpeKus (BxK. Touka 4.3).

[penu 3amouBanero Ha neueHne cbc STELARA nanuentute TpsOBa Jia ce u3cuensar 3a
TyOepkyno3Ha nHpekmus. STELARA He TpsiOBa fa ce mpuiara npy NalMeHTy ¢ aKTHBHA
TyOepkyio3a (Bxk. Touka 4.3). JleueHnero Ha naTeHTHa TyOepKyJI03Ha HHPEKIHS TPAOBa Ja 3a1I0uHe
npeau npuinokeHrero Ha STELARA. AnTutyOepKyo3Hara Tepamnus chIio TpsiOBa Jia Ob/ie o0chaeHa
npeau HayanoTo Ha gedeHrne cb¢ STELARA npu narmenT ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTUBHA
TyOepKyJi03a, Ipy KOUTO HE MOXKeE Jia Ce MOTBBPIM afeKBaTeH Kypc Ha jedyenue. [lanuenTure,
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npueman STELARA, Tps6Ba na ce HabmoaaBaT BHUMATEIHO 3a MIPU3HALM U CHMITOMH Ha aKTHBHA
TyOepKyJi03a [0 BpeMe Ha JIEYCHUETO U CIIE HEeTO.

[ManuenTure TpsiOBa 1a OBAAT HHCTPYKTUPAHU JIa TIOTHPCAT JICKAPCKU CHBET, aKO CE MOSIBSIT MPU3HAIH
WIN CUMIITOMH, IpeAnoaramy HH}ekuus. AKO MaueHT pa3Bue cepro3Ha HHQPEKIUs, CbCTOSHUETO
My Tps6Ba BHUMaTesHo Aa ce cineqn 1 STELARA He TpsaOBa na ce npunara, 1okaTto HHQEKIUATa HE
ObJe oBIasHA.

3nokayecTBEHH 3a00IIBAHUS

HmyHOCynpecopu KaTo yCTeKHHYMa0 UMaT MOTEHIIHAN 1a YBETU4aBaT PUCKA OT 3JI0Ka4eCTBEHU
3abomsBanus. Hskoun narmenTn, kouto ca npuemand STELARA B KIIMHHYHH POYYBaHUS U B
NOCTMAaPKETHHIOBO 00CEPBAILIMOHHO MPOYYBAHE NPH MALUEHTH C TICOPUA3UC, Ca Pa3BUIIM KOXKHH U
HEKOXKHHM 3JI0Ka4eCTBEHHU 3a00Js1BaHus (BK. TOUKa 4.8). PUCKBT OT 3710KadecTBEHH 3a00JIIBaHUS MOXKE
JIa € TI0-BHCOK TPH MAIIMEHTH C IICOPHA3KC, KOUTO Ca JIGKYBaHH C IPyTH OMOJOTHYHH JIEKapCTBA B
X072 Ha 3a00JISIBAHETO.

He ca npoBexxaanu mpoy4yBaHus, B KOUTO y4acTBaT MallMEHTH C aHAMHE3a 33 3JI0Ka4eCTBEHU
3a00IIIBaHUS WK B KOUTO MPOIBIDKABA JICICHUETO HA TAIIMECHTH, Pa3BUIIH 3]I0KAYeCTBEHO 3a00IsIBaHe
o Bpeme Ha mpueMa Ha STELARA. 3aroBa Tpsi6Ba a ce moaxoxaa ¢ IOBHIIEHO BHUMAaHHUE, KOTaTO
ce oocwxkaa mpunoxxkenuero Ha STELARA nipu Te3u manueHTy.

Benukn nanyenty, no-crenuanHo Te3u Haja 60 ToAuHY, MalMeHTH ¢ aHaMHe3a 3a MPOAbIDKUTETHA
UMYHOCYTIPECHBHA TepaIvisl WM TaKuBa ¢ anamHe3a 3a [ITYBA-tepanus, TpsOBa 1a ce HaOI0AaBaT 3a
MOsIBa Ha pakK Ha Kokata (BK. Touka 4.8).

CHCTEMHH U PeCIIMPATOPHU PEaKIUU Ha CBPhXIYBCTBUTEITHOCT

CepHo3HH pPeaKIMK Ha CBPbXYYBCTBUTEIHOCT Ca JOKJIaJBaHU B IOCTMAPKETUHIOBU YCIOBHS, B HIKOU
CIIydad HSKOJIKO JTHU CJie]] TeueHneTo. MiMa ciydyan Ha aHa(uIakcHs U aHTHOeIeM. AKO ce MOSIBH
aHaWIaKTUYHA WK JpyTra CEpUO3Ha peakius Ha CBPhXUYBCTBUTEIHOCT, TPSOBA J1a ce Ha3HAYN
noxosia Tepanus u npuwioxkenuero Ha STELARA 1psiOBa na ce nmpeycTaHoBH (BK. Touka 4.8).

Crnyvau Ha alepruucH aaBeoJIuT, CO3MHO(UITHA THEBMOHHUS ¥ HEMH(DEKIIMO3HA OpraHu3upania
MTHEBMOHHMS ca ChOOIICHHU TI0 BpeMe Ha MOCTMapKEeTHHIoBaTta yrnoTpeda Ha yctekunymad. KmuHununure
TIPOSIBM BKJTFOYBAT KAIIUINIIA, JUCITHES W MHTEPCTHIIHATHE HHOUITPATH CIIE €IHA 10 TPU J03H.
CepHo3HHTE MOCIEAUIN BKIIOYBAT JUXATEIHA HEAOCTATHYHOCT U MPOBDKUTECITHA XOCTTUTATU3AIIHS.
IMomobpenue e choOIaBaHo clie/l MPEYCTAHOBSIBAHE HA JICUYCHUETO C YCTEKUHYMA0 U B HIKOM CITydau
TPH TIPHITOKEHHUE Ha KOPTUKOCTEPOUIN. AKO ObJie M3KITIOUeHa HH(PEKIMS M JUarHo3aTa ce MOTBBP/IH,
NPUIIOKESHUETO Ha YCTEKHHYMa0 TpsiOBa Jia ce MPEeyCTaHOBH U JIa CE 3all0YHE MOAXOISIIO JICUCHUE
(Bk. Touka 4.8).

CBbpIeuHO-ChIOBU CHOUTHS

[Ipu nauuentu ¢ ncopuasuc, ¢ excnozuus Ha STELARA, B HOCTMapKETHHIOBO 00CEPBAIHOHHO
Npoy4BaHe ca HaOMIOJaBaH! ChPAEYHO-CHJJOBU CHOUTHS, BKIIOUUTEIHO HH(APKT HA MUOKapAa U
MO3BYHO-CHJIOB HHIHJCHT. PHCKOBHTE (haKTOpH 32 ChPJCYHOCHIOBO 3a00IsIBaHEe TPsOBA 1a ce
OIICHSIBAT PEIOBHO MO BpeMe Ha jeueHueTo cb¢ STELARA.

YyBCTBUTEIHOCT KEM JIATEKC

IIpennazurensrt Ha urnata Ha STELARA npeaBapuTenHo HalrbJIHEHA CIPUHIIOBKA € TIPOU3BEACH OT
CYX €CTECTBEH Kay4dyK (IPOM3BOJHO HA JIATEKC), KOWTO MOXKE 1a IPEAN3BHUKA AIEPTHYHH PEaKLUH IIPH
XO0pa, 4YyBCTBUTEJIHU KbM JIATEKC.

Bakcunanuu

[IpenopbuBa ce 1a He ce mpuiIarat >KMUBU BUPYCHH WM )KMBU OakTepuainu BakcuHH (kato BLIK)
eanoBpemeHHO cb¢ STELARA. He ca npoBexgaHi KOHKPETHH MTPOYYBAHUS MPHU MALIUEHTH, BEPXY
KOUTO HAacCKOpO € TpuiiaraHa KuBa BUPYCHA WM KHUBa OakTepraiHa BakcuHa. Hsima naHHM 3a
BTOPHYHO NpenaBaHe Ha MHGEKIHS Ype3 )KMBU BAKCUHU IIPpH NaureHTH, nomyyasam STELARA.
Jleuenneto cbe STELARA TpsiOBa na ce mpeycTaHOBU Hall-MaKo 3a 15 ceIMUIM clie mocieHaTa
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J103a TIpeix TIOCTAaBSIHETO Ha )KKMBa BUPYCHA WJIM KHMBa OaKTepuaiHa BAKCHHA U MOXeE Ja ce Bb300HOBU
Hail-MaJko 2 CeAMHUIM cie]] BAKCUHUpaHeTo. JIekapuTe, MpeanucBaliy JIEKapcTBOTO, TPsIOBa Aa
HaIpaBsT cipaska ¢ KpaTkara XapakTepuCTHUKA Ha IPOLYKTa 32 KOHKpETHATa BAKCHHA 3a
JOITBITHUTETHA HH(MOpMAIIUS ¥ yKa3aHUs 33 €THOBPEMEHHATa YIOTpeba Ha UMYHOCYTIPECHBHU
JIEKapcTBa ClIe]] BAKCHHUPAHE.

He ce npenoppuBa npunarane Ha >kuBu Bakcunu (kato BL[XK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha YCTEKWHYMaO0 in utero, B MPOIbIDKEHIE HA IBAHAJIECET MECeIla CIIe]l PaXX/TaHEeTO WIIH JJOKATO
CEepyMHHTE HUBA Ha YCTEKHHYMa0 MpH KbPMAUETO CIa/IHAT I10J] HUBOTO Ha NETEKIUs (BXK. TOUKH 4.5 U
4.6). Ao e HaUIe KaTeropuyHa KIMHIYHA T0J13a 32 OTJIETHOTO KbpMade, MOXKe Jla C€ OOMUCIH
ImpujiaraHe Ha XMBa BaKCHHA B IMO-paHCH MOMCHT, aKO HE C€ OTKpUBAT CEPpYMHU HHUBA Ha
yCTEKHHYMao.

[Tanmenture, kouro ynorpedssat STELARA, Moxe 1a momy4at eIHOBPEMEHHO WHAKTUBUPAHU WIIN
yOUTH BaKCHHH.

Hsarocpounoto neuenne cb¢ STELARA He moTrcka XyMOpalnHUsS UMYHEH OTTOBOP KbM
THEBMOKOKOBUTE MOJIM3aXapuAHN BAKCUHHU MM KbM BaKCHHHUTE CpeEIly TeTaHyc (BX. Touka 5.1).

EnHoBpeMeHHa IMYHOCYNPECHBHA Tepanus

[Ipu npoy4BaHus pu Ncopuasuc He ca oleHsBaHu Oe3onacHocTTa U epukacHoctta Ha STELARA B
KOMOMHALUS C UMYHOCYTIPECOPH, BKIIFOUUTETHO OMOIOTHYHH MPOAYKTH WK GoTtoTepanus. [lpu
MIPOYyYBaHUS NP IICOPUATUUEH apTPHUT, eIHOBpeMeHHaTa yrnorpeda Ha MTX He nmoenusBa
6e3onacHoctTa U euracHocTTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u yniepo3eH
KOJIUT €AHOBPEMEHHATA yIOTpeOa Ha UMYHOCYIIPECOPH WIIM KOPTUKOCTEPOUAN U3IIICKAA HE
noBnMsBa O6e3omnacHocTTa K eukacHocTTa Ha STELARA. TpsiOBa fa ce moaxox/ia ¢ IOBUIICHO
BHUMaHHE, KOTaTo ce 00CHXk/1a eTHOBPEeMEHHAaTa yroTpeda Ha apyru umyHocynpecopu 1 STELARA
WM TP IPEMUHABAHETO KbM JICUCHHE C IPYT'H OHOJIOTHYHH UMYHOCYIpecopH (BK. Touka 4.5).

HmyHoTtepanus
STELARA He e olieHsIBaH IpHU MAIMEHTH, KOUTO ca MoJIJIaraHd Ha UMyHOTepanus 3a ainepruu. He e

n3BectHO Janm STELARA Moske fa ce 0Tpa3u Ha MMyHOTEpanusaTa Ipy aJlepruu.

CepHo3HH KOXHH 3a00JI9BaHUS

[Ipu manmeHTH ¢ ICOpHA3NC ce ChOOIIABa 3a CIIydan Ha eKc(poMaTUBEH NEPMATHUT CIIe] ICYCHHUE C
ycTekuHyMab (Bx. Touka 4.8). [lamuenTuTe ¢ icopuasuc ¢ miaku MOXKe Jia pa3BUAT epUTPOACPMHUUCH
MICOPHA3UC KaTO YaCT OT €CTECTBEHUS X0/ Ha 3a00JIIBAaHETO ChC CUMITTOMH, KOMTO MOXE OT KIIMHUYHA
IJIeJIHa TOYKa Jla He Ce OTJIMYaBaT OT eKc(oaraTuBHUA AepMaTuT. Jlekapute TpssOBa 1a BHUMaBarT 3a
CUMITOMH Ha EPUTPOJICPMUYCH IICOPUA3UC U €KCPOIUATUBEH JSPMATHUT KaTO YacT OT
MOHHMTOPHPAHETO Ha TICOPHA3KCa IIPH MAIlMeHTa. AKO TE€3U CUMIITOMH C€ TIOSBAT, TPsOBa J1a ce
3anouHe noaxozsio jJeuenue. [Ipuembt Ha STELARA TpsiOBa 1@ ce mpeycTaHOBH, aKO UMa
CBMHEHHUS 32 JICKAPCTBEHA PEAKIH.

3a00sBaHusl, CBEP3aHHU C JIVIIYC

Crnydvan Ha 3a00JIIBaHUs, CBBP3aHHU C JYIyC, Ce ChOOIIABAT MPH MAIIMECHTH, JICKYBaHHU C YCTEKUHYMaO,
BKJTIOUUTEITHO KOXKEH JIYIYC ePUTEMATO/ICC U JIyMyc-o00cH CHHIpoM. [Ipu Bb3HUKBAHE HA JIC3UH,
0C00EHO Ha U3JI0KEHUTE Ha CITBHIIE YJacThIM Ha KOYKaTa, HIIH aKo T€ Ce ChITBTCTBAT OT apTPajIrus,
MalMEHTHT TPSIOBA 1a MOTHPCH He3a0aBHO JIEKapCKa IIOMOIIL. AKO ce MMOTBBPIAT 3a00IIBaHuS,
CBBP3aHH C JIyMyC, YCTCKMHYMAa0 TpsiOBa J1a ce MPEYCTAHOBH U JIa CE 3aM0YHE TOAXOIAINO JCUCHHE.

Crenyaiiy monyJaiun

Cmapuecka ev3pacm

B knmMHUYHATE N3MUTBAHUS IPH 0100pEHUTE TIOKa3aHUs He ce HaOJII0/1aBaT ChIICCTBEHH PA3IINYIUS B
epUKacHOCTTa WIH 0€30MaCHOCTTA NP MAIUEHTH Ha 65-TOIUIIHA BB3PACT U MO-TOJIEMH, KOUTO
nonydaBaT STELARA, B cpaBHEHME ¢ IO-MJIaAH MAUEHTH. bposT Ha MAITUEHTUTE HA BB3pacT

65 roguHU U MO-ToJIeMH 00aue He € JOCTaThYCH, 3a /1a Ce ONPEIeNN Jalli CE MOBIUABAT PA3TUYHO OT
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NO-MJIaJUTEC MAIUCHTH. Twii KaTo pasnpoCTpaHCHUCTO Ha I/IH(I)CKI_II/II/I Cpea CTapycCKaTa noIyJianusa
KaToO I4JI0 € IO-TrOJIAIMO, JICUCHUCTO IIPU MAITUCHTU B CTapUCCKa Bb3pacT TpHGBa Ja c¢ npujara
BHHUMATCIIHO.

TTomoIIHK BEIeCcTBa ¢ U3BECTHO JIEWCTBUE

Cwowpoicanue na norucopoam 80Stelara ceabpxa 0,04 mg (90 mg/1,0 ml) wiu 0,02 mg
(45 mg/0,5 ml) momucopbar 80 (E433) BB Bcsika 1032, KosTo € ekBuBasieHTHa Ha (0,40 mg/ml.
IMomucopbaTnTe MOTaT Aa MPUYMHSAT ATCPTUYUHU PEAKIIH.

4.5 Bs3amMmopeiicTBHE ¢ IPYTrH JeKaApCTBEHH MPOAYKTH M APYru (popMH Ha B3auMojeiicTBHe
JKuBm BakcuHM He TpsiOBa na ce nmpwiiarat eqHoBpeMeHHo cbe STELARA.

He ce npenoppuBa npunarane Ha >kuBu BakcuHU (kato BIXK BakcuHa) mpu kppmadeTa, ¢ €KCIIO3HUIIUS
Ha YCTEeKUHYMaO0 in utero, B MPOIBIDKEHIE HA IBAHAJIECET MECeIla CIIe]l PaX/TaHeTO WIIH JJOKATO
CEpYMHHTE HHUBA HA YyCTEKUHYMAa0 MPH KbPMAUETO CIIaIHAT IIOJT HUBOTO Ha JAETEKINA (BXK. TOUKU 4.4 U
4.6). AKO e HaJWIle KaTeropruyHa KIMHUYHA M0J13a 33 OTJETHOTO KbpMade, MOXKE /1a C€ OOMUCITH
MpUJIaraHe Ha JKUBa BAKCHUHA B MO-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HHUBA HA
yCTEKHHYMAO.

[Ipu papMakoOKHMHETHYHH aHATU3HU HA MOMYIaLUATa, HAIPaBEeHH B poyuBaHus (asa 3, e nzcnensan
e(eKTHT Ha HAal-4eCTO eJHOBPEMEHHO NMPHEMaHH JIEKaPCTBEHH MPOAYKTH MTPH MAIUEHTH C ICOPHA3HC
(BKJIIOUUTENHO U MapaneTamod, H0ynpodeH, aneTuacaluiuiIoBa KUCeIHa, METGOPMUH,
aTOPBACTaTHH, JEBOTHPOKCHH) BbPXY (PpapMakOKWHETHKaTa Ha ycTeknHyMab. He ca nabmronaBanu
NPU3HAIM Ha B3aUMOJICHCTBUE C TE3W €AHOBPEMEHHO NTPUEMAaHH JIEKapCTBEHH NpoayKTH. OcHOBa Ha
TO31 aHaNu3 € (HhakThT, ue Hall-Manko 100 maruenTtu (> 5% oOT u3cnenBaHara MOMyJalys) ca JeKyBaHH
€HOBPEMEHHO C TE3H JIEKAPCTBEHH MPOAYKTH Ipe3 more 90% ot neprojaa Ha MPOyIBAHETO.
dapMaKOKMHETHKATa HAa YCTEKMHYMal He ce € MOBIUsIA OT eJHOBpeMeHHaTa ynoTpeba na MTX,
HCIIBC, 6-mepkanTomnypuH, a3aTHOIIPHUH U MIEPOPATHN KOPTUKOCTEPOUIH MIPH MAIUEHTH C
TICOPHATHUCH apTpHT, OojecT Ha Crohn WM ynepo3eH KOJIHT, WK OT MpEAIIecTBalla eKCIIO3UIHS Ha
antu-TNFa cpenctsa, mpy manueHTH ¢ IICOpHATUYEH apTpuT uiu 6onect Ha Crohn, umu ot
npeecTBalIla eKCIO3UIH Ha OMOJIOTMYHY JIEKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpeactsa u/mnu
BEI0JIM3yMal) MPpH HALUEHTH C YIIEPO3eH KOJIHT.

Pesynrarute oT mpoyuBase in vitro u OT poy4Bane (aza 1 mpu y4acTHUIM ¢ aKTUBHA O0JIECT Ha
Crohn He npemnoaraT HEOOXOIUMOCT OT aJalTUPAaHE Ha J03aTa IIPH MAI[UCHTH, KOUTO [0JTy4aBar
ennoBpemenHo CYP450 cyOctpartu (Bk. Touka 5.2).

[Ipu npoy4uBaHus pu NICOPHA3UC HE ca OlCHIBaHM Oe3omacHocTTa U eprukacHocTTa Ha STELARA B
KOMOUMHAIINS ¢ UMYHOCYTIPECOPH, BKIIOUUTEITHO OMOJIOTHYHY cpesicTBa i (poToTepanus. [Ipu
NPOYYBaHUS MPH NICOPUATHUEH apTPUT, €AHOBpeMeHHaTa ynoTpedba Ha MTX He nosiusBa
6e3onacHoctTa U euracHocTTa Ha STELARA B mpoyusanusita npu 6onect Ha Crohn u yneposex
KOJIUT €IHOBPEMEHHATA yIOTpeda Ha UMYHOCYITPECOPH MITH KOPTHKOCTEPOUIN U3TTICKAA HE
noBMsBa Oe3ormacHocTTa Wi eukacHocTTa HA STELARA. (Bk. Touka 4.4).

4.6 @epTUaAUTET, OPEMEHHOCT U KbpMeHe
Kenu c nerepojieH moTeHNHAT

JKenu ¢ netepojieH moTeHKal TPSOBA Ja U3MON3BAT €PEKTUBHU METOIU Ha KOHTPAIICIIIHS [0 BpeMe
Ha JIeYEeHUE U 10 15 ceaqMHUIH Clel IEYEHHETO.

Bpemennoct
[IpocriekTHBHY JaHHU OT HETroJIsIM Opoi ciiyvan Ha 6pemeHHOCT ciey ekcrio3unus Ha STELARA ¢

W3BECTEH M3XO]l, BKIIFOUHTEHO MoBede oT 450 ciyyast Ha OpeMEHHOCT C €KCITO3UIIUS TPe3 MTbPBUS
TPUMECTBP, HE TIOKa3BAaT MIOBHUILEH PHCK OT TOJIEMH BPOACHU MaJI(pOpMaIlK P HOBOPOACHOTO.
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[Ipoy4uBaHusTa IPH )KUBOTHH HE TIOKA3BAT MMPEKHU HITU HETIPEKHU BpeIHH e(DEeKTU, CBBP3aHU C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETaTHOTO Pa3BUTHE, PAKIAHETO HITH MIOCTHATATHOTO Pa3BUTHE (BXK.
ToYKa 5.3).

Hannunusat knuanyen onut obave e orpannueH. Karo npeamasna Mspka e 3a IpeAroynTaHe aa ce
n30srea ynorpedara Ha STELARA mno Bpeme Ha OpeMEHHOCT.

YcrexknHyMab nmpeMuHaBa Mpe3 IUIAeHTaTa i ce OTKPUBA B cepyMa Ha KbpMayveTa, POJICHH OT JKEHH,
JIEKyBaHH C YCTEKNHYMa0 1o BpeMe Ha OpeMeHHocTTa. KITMHMYHOTO BB3/IeiicTBrE HA TO3U (DaKT HE €
W3BECTHO, HO PUCKBT OT HH(EKIIUA PU KbPMadeTa, C €KCIIO3UIIMA Ha YCTEKUHYMAO in utero MOXe 1a
ObJle MOBUIIIEH ciie]l paxaaneTo. He ce mpenopbuBa mpuiiarane Ha xuBH BakcuHH (kaTto BIDK
BaKCHHA) MPH KbpMAYeTa, C EKCIIO3UIIN Ha YCTEKUHYMa0 in utero, B IPOABIDKEHUE Ha

JIBaHAJICCET Mecella CIe]] paKIaHETO WK JIOKATO CEPYMHHMTE HUBA Ha YCTEKMHYMa0 IIPpU KbPMayeTO
CIaJHAT O]l HUBOTO Ha JAETEKITHS (BX. TOUkH 4.4 u 4.5). AKo € HanmuIe KaTeropuyHa KIMHUYHA T10J13a
3a OTHETHOTO KbpMaue, MOXKe Jla ce OOMUCIIM IpujlaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKO
HE C€ OTKpUBAT CEPyMHU HUBA HA yCTEKUHYMao0.

Kopmene
OrpaHudeHu NaHHY, TyOJUKYBaHH B JIUTEPATypaTa, IOKa3BaT, 4e¢ yCTEeKNHyMal ce eKCKpeTupa B

YOBEIIIKaTa KbpMa B MHOTO MaJIki KondecTBa. He € n3BecTHO nanu ycreknnymab ce abcopOupa
CHUCTEMHO clie]] morrblane. [lopaau moTeHIMaNa 3a mposiBa Ha HEKEJIaH! JICKAPCTBEHU PEAKITHH KbM
YCTeKHMHYMab Mpu KbpMaueTaTa, TpsOBa J1a ce B3eMe pellIeHUe Naln Jia ce IPEyCTaHOBU KbPMEHETO
0 BpEME Ha JICUCHHE U A0 15 ceaMuIu ciies JICUeHHUETO, Wi J1a Ce TIPEYCTAaHOBH TEepaIusiTa ChC
STELARA, kato ce B3eMar IMpeaBHI [ToJ13aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT TepaIusiTa ChC
STELARA 3a xeHara.

DepTrIIUTET
EdexThT Ha ycTekuHyMad BBpXY (epTHIIUTETA [TPHU XOpa HE € OlleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTA 32 modupaHe u padoTa ¢ MAIIUHA

STELARA He noBnusiBa Wix HOBJIHABA NIPEHEOPEKUMO CIIOCOOHOCTTA 3a mo¢pupaHe U padboTa ¢
MaIIHHH.

4.8 Hexenanun JeKapCTBEHH PeaKINU

O06obmienune Ha mpodua Ha 6€300acCHOCT

Haii-yectute HexxenaHu JIeKapCTBEHHN PEAKIIMU B KOHTPOJIHPAHUTE MEPUOIH OT KIMHUIHUTE
NPOYYBaHUS MPH BB3PACTHH ca HA30(apHHTHUT (Bb3HUKBALI IpU 6,9% OT MalMeHTUTe, JIEKyBaHU C
yCTeKHMHyMao, u nipu 5,4% OT MalMeHTHTE Ha 1maie0o) u riaaBodosue (Bb3HuKBamo mpu 7,0% ot
NAIMEHTHTE, JIEKYBaHH C YCTEeKHHYMa0, U ripu 5,2% OT nanueHTuTe Ha rmane6o). Haii-ceprioznara
He)KeJlaHa JIeKapcTBeHa peakius, KosATo ¢ crodmanana 3a STELARA, e cepuo3na peakiust Ha
CBPBXUYYBCTBUTEIHOCT, BKIIIOYUTEIHO aHaunakcus (Bx. Touka 4.4). O0must npodui Ha
0e30macHOCT € MoJ00CH NPH MAIUEHTH ¢ TICOPUA3UC, ICOPUATHYECH apTPHUT, OojecT Ha Crohn u
YIILEPO3€H KOJUT.

TabnuyeH ciUChK Ha HEXEIAHUTE PEaKIUN

JanHuTte 3a 6€30MacHOCT, MPEAOCTaBEHH MO-/I0JTy, Ca MOJTYYCHH clie]l eKCIIO3UIHS Ha yCTeKnHyMa0
npu Bb3pacTHU B 14 npoyuBanus ¢asa 2 u ¢aza 3 npu 6 710 mauuentu (4 135 ¢ ncopuasuc u/umm
ricopuaTHyeH apTpurt, 1 749 ¢ 6onect Ha Crohn u 826 marpeHTH ¢ yiepo3eH KoiuT). ToBa BKITIOUBa
excriozuiust Ha STELARA B KOHTpONMpaHHUTE U HEKOHTPOJIMPAHHUTE IEPHOIN HA KITMHUIHUTE
NPOYYBaHUS MPH NALMEHTH C IICOPHA3HC, IICOPHATUIEH apTpuT, 6osiecT Ha Crohn mim ynuepo3ex
KOJIUT B IPOIBIDKEHUE Ha Hail-Manko 6 mecena (4 577 manueHTH) win more 1 roquHa

(3 648 manuenTn). 2 194 narueHTy ¢ ncopuasuc, 6onect Ha Crohn WM yJepo3eH KOJIUT ca ¢
EKCITO3UIIMS 3a MOHE 4 rouHu, 1oKaTo 1 148 manueHTH ¢ icopuaszuc wim 6osect Ha Crohn ca ¢
€KCITO3UIIM 32 IOHE 5 TOIMHH.
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B tabnmiia 4 e mokazaH CUCHK ¢ HEXEJTAaHNUTE JIGKAPCTBEHH PEAKIIMH OT KIMHUYHU MPOYYBAHHS MTPH
BB3PACTHU C TICOPHA3HC, ICOPHATHYCH apTPUT, OojecT Ha Crohn U ¢ ynIiepo3eH KOJIUT, KakTo U
HEKEJIaHUTE PEaKIMK OT MOCTMapKETHHIoBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacuuIupaHu
M0 CHCTEMO-OPTaHHH KJIACOBE M YECTOTa ChITIACHO ClIeJIHATa KOHBeHIUs: MHoro dectr (> 1/10),
Yecru (> 1/100 go < 1/10), Heuectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuor0
peaxu (< 1/10 000), ¢ Hew3BecTHA YecTOTa (OT HAIMYHHUTE JTaHHU HE MOXKe Ja ObJie HarmpaBeHa
orieHka). [Ipu BCsKO rpynupaHe B 3aBUCHMOCT OT YECTOTaTa HEXKEJIAaHUTE JICKApCTBEHU PEaKIIUHU Ce
M30pOSBaT B HU3XOAI pejl IT0 OTHOIIICHHE Ha TAXHATA CEPUO3HOCT.

Tabnuya 4: Cnucvk Ha Hexceranu peakyuu

CucremMo-opranHu
KJIacOBe

Yecrora: Hexkesranu peakuuu

WNudexkunn u nadecranumn

Yectu: nHGEKIHUS HA TOPHUTE JUXATEIHNU IbTUILA, HA30()apHHTHT,
CHHY3UT

Hedectn: nenynur, neHTanan HHQEKIINH, XepIiec 30CTep, NHPEKIHS
Ha TOJTHUTE TUXATEeIHHU MIbTUILA, BUPYCHH MH(EKINN Ha TOPHUTE
JIMXaTEHU ITHTHIA, ByIBOBArHAIIHA MUKOTHYHA WHEKIIHS

Hapymenus Ha umyHHarta
cucTemMa

Heuectn: peakiuy Ha CBpbXYyBCTBUTEIHOCT (BKIIOYHTEITHO 00OPUB,
ypTHUKapus)

Penku: ceprno3Hu peakiiy Ha CBPbXUYBCTBUTEIHOCT (BKIFOUHTEIIHO
aHa(pUIIAKCUs, aHTHOEIEM )

[lcuxuunu HapyILIEHUS

Heuectu: nenpecus

Hapyenus Ha HepBHaTa
cucremMa

Yecru: 3aMaiiBane, 1i1aBodone
Heuectu: nuieBa napanusa

PecnivparopHu, rpbaHu U
MEANACTUHAIHU
HapyIIeHUs

UYecrtu: opodapunreanna 6ojka

HeuecTn: Ha3aHa KOHTECTHS

Penku: anepruueH aaBeoUT, CO3MHOPHUIHA THEBMOHHUS
MHOTO0 peiKi: OpraHu3Mparia MHEBMOHHUS

CromamHo-4peBHI
HapyIIeHUs

Yectu: Auapus, raicHE, IMOBPBHIIAHC

Hapyienus Ha xoxara u
MOJIKOYXKHATA ThKaH

UYectn: cppoex

Hedectu: mycTynoseH ncopuasuc, ekconuanys Ha KoxaTa, akHe
Penxu: exchonmuaTiuBeH qepMaTHT, XUIIEPCEH3UTUBEH BACKYIIUT
MHoro penku: 6yi103eH NeM(pUronI, KOKEH JIYIyC epUTEMATOJIEC

Hapymenus Ha MycKyJHO-
CKeJIETHATA CUCTEMA U
CheIMHUTETHATA ThKaH

Yectu: 6071KH B rbpOa, MUANTHS, apTPaAITHs
MHOro peaKku: Iymmyc-noJo0eH CHHAPOM

OOuwm HapymeHus 1
e(eKTH Ha MACTOTO Ha
HPUIIOKECHUE

YecTu: ymopa, epureMa Ha MCTOTO Ha MHXKEKTHpaHe, 00Jka Ha
MSCTOTO Ha WH)XKEKTHpaHe

Heuectn: peakiuu Ha MACTOTO Ha MH)KEKTHpaHE (BKIIOYUTEITHO
KPBBOU3JIMB, XEMaTOM, BTBBPJISIBaHE, TIOJYBaHE U ChPOEIK), ACTCHUS

*

Buxre Touka 4.4, CCTEMHH U PECIIMPATOPHU PEAKIMU HAa CBPBXUYBCTBUTEIIHOCT.

Onucanue Ha H36D8,HI/I HCXCIaHU JCKAPCTBCHHU PCAKIIMH

Ungpexyuu

B mmane60-koHTpoIMpanu NpoyYBaHUS MPU MALUEHTH ¢ ICOPUA3UC, ICOPHATHYEH apTPUT, OOJIECT Ha
Crohn 1 ¢ yimepo3eH KOJUT MPOIEHTHT Ha HHPEKIMHUTE HIIH CEPUO3HUTE WHPEKIHU € CXO/ICH TPH
NAIMEHTHTE, JEKYBaHH C YCTEeKHHYMa0, U MpH JIeKyBaHHTE ¢ Tuiane0o. B miane6o-KoHTpoIrpanus
NEepUOJ] HA Te3W KIMHUYHY MPOYYBaHMA YecToTaTra Ha MHpekuuuTe € 1,36 3a nauueHToroquHa
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MIPOCIIEIIBAHE TPH MMAIUEHTH, JIEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu naryenTy, JISKyBaHH ¢
wrane6o. [osBunmute ce cepuo3nn nHpeknuu ca ¢ yecrora ot (0,03 3a marpieHTOroAnHA MPOCIeAsIBaHe
NP TALMEeHTH, JIEKyBaHH ¢ ycTekuaymab (30 cepro3nu nundeknnu 3a 930 nanueHToroAnHu
npocnenasane), u 0,03 — npu nayMeHTy, JIeKyBaHH ¢ Tuiane6o (15 cepro3Hu HHPEKIUH 3a

434 manueHTOroIMHY TpociensBane) (BK. Touka 4.4).

B xoHTponMpaHuTe U HEKOHTPOIUPAHUTE NIEPHUOIN Ha KIMHUYHUATE POYIBAHUS MIPH [ICOPUA3HC,
NICOpPUATHYEH apTPHUT, 6osecT Ha Crohn u yJepo3eH KOJIHT, MPeICTaBIIsIBAILIT

15 227 manmeHTOroJMHN eKCIIO3ULHUs ¢ ycTeKuHyMal npu 6 710 manueHTH, MeiMaHaTta Ha BpeMeTo Ha
npocnensBane e 1,2 rogunu; 1,7 roquHM 3a Npoy4BaHUATa Ipu ncopuasuc, 0,6 ToauH" 3a
npoyuBanusiTa npu 6onect Ha Crohn u 2,3 rouHM 3a MPOYYBAHUSATA C YIIIEPO3€H KOIHT. [IpOIeHTHT
Ha nHpeknuute e 0,85 3a manreHToroArHa MpocieAsBaHe MPH NALMEHTH, JIEKYBaHU C yCTEKUHYMao, a
NPOIIEHTHT Ha CEpUO3HNTE MHPeKIHU NpH TsX € 0,02 3a manueHToroInHa npocieIsBaHe

(289 ceproznm nHdpekmy 32 15 227 NanueHTOroIMHA NpOCIeIsIBaHe) 1 ca TOKJIaJABaH! CEPUO3HH
MH(EKINH, BKIIIOYUTEIHO THEBMOHHMS, aHAJIEH a0CIec, LeNyJIUT, AUBEPTUKYIIUT, TACTPOCHTEPUT U
BUPYCHU HH()EKLIUH.

B MPOBCACHU KIIMHUYHU IIPOYUBAHHUA MAUCHTHU C JIATCHTHA Ty6epKyJ103a, KOMTO ca Ouiu
CAHOBPCMCHHO JICKYBAHU C U30HHUA3U, HC Ca PA3BUIIN Ty6ep1<yno3a.

3noxauecmeenu 3abonsiganus

B mmane60-koHTpoIMpaHus MepHo Ha KIMHUYHY IPOYYBaHUs [IPH IICOPUA3UC, ICOPUATHYECH aPTPHT,
6osect Ha Crohn ¥ yJIepo3eH KOJIUT Y€CTOTaTa Ha 3JI0KAUeCTBCHUTE 3a00JIIBaHUS, C U3KIIOUCHHE Ha
HEMEeJIaHOMEH pakK Ha Koxarta, € 0,11 3a 100 manmeHTOroAMHN MpoCIIesiBaHe MPH MallUeHTH,
JIeKyBaHH ¢ ycTekuHyMma0 (1 manueHT 3a 929 naunentroronuuu npocienssane) B cpasaenue ¢ 0,23
IpY aLMEeHTHUTE, JIEKyBaHu ¢ 1anedo (1 nauueHt 3a 434 mauueHTOroJUHN NPOCIeasIBaHe).
UecroTara Ha HEMeIaHOMEH pak Ha koxara e 0,43 3a 100 manreHToroIMHu MpocieasBaHe 3a
MAI[UCHTUTE, JICKYBaHH C YCTeKUHYMa0 (4 manueHTH 3a 929 nanueHTOroJuHM MPOCieIiBaHe) B
cpaBaeHue ¢ 0,46 pu manueHTHTe, JIEKyBaHH ¢ Tuiane6o (2 naruenTy 3a 433 nanueHToroIMHI
MIPOCIEBaHE).

B xoHTpoNMpaHUTE U HEKOHTPOJIUPAHUTE TEPUOAN HA KIMHUYHUTE NPOYYBAHUS IPU IICOPUA3HC,
TICOpUATHYEH apTpuT, 6osecT Ha Crohn U yJIiepo3eH KOJIHT, IpeCTaBIIIBaIIH

15 205 marnueHToroAMHU eKCIO3ULMs C YCTeKHHyMao rpu 6 710 manueHnTH, MeuaHaTa Ha BpeMeTO Ha
npocneasBane € 1,2 roguna; 1,7 roquHu 3a Mpoy4YBaHUsTa Ipu rcopuasuc, 0,6 ronuHu 3a
npoyuBaHusTa rnpu 6onect Ha Crohn u 2,3 roguHM 3a MPOyYBaHUATA C YIIIEPO3EH KOIUT.
3nokadyecTBEeHH 3a00NSIBaHUs, C M3KIIOUCHNE Ha HEMETAaHOMEH paK Ha KoKaTa, ca JIOKJIaJBaH! TIpU

76 manmenty 3a 15 205 maunentoroaunu Ha npocneasBade (decrtora ot 0,50 va 100 manuenTOrOIMHU
Ha TpOCIeIsIBaHe MPH MAIMSHTH JISKYBaHU C YCTeKMHyMa0). Te3u ciaydyan Ha 370Ka4YeCTBEHH
3a00JIBaHus, ChOOIICHH ITPH MAIUSHTH, JICKYBaHU C YCTCKUHYMa0, ca CpaBHUMH C OUaKBAHUTE
cily4ad B o0I1iaTa nomyJiaius (ctanaapTu3upan koedumueHt Ha yectota = 0,94 [95% nosepureneH
unrepsai: 0,73, 1,18], kopurupan 3a Bb3pacT, noia u paca). Haii-uecto HabGmronaBanutTe
3JI0KAYe€CTBEHU 3a00ISIBAaHHS, PA3IMYHA OT HEMEIIAHOMHHS KapIIMHOM Ha KOXaTa, ca KapIMHOM Ha
MpocTarara, MeJIaHOM, KOJIOPEKTaJIeH KaplIMHOM U KapIIMHOM Ha rbpara. Cirydante Ha HEMEIaHOMEH
KapuuHOM Ha koxata ca 0,46 Ha 100 nanueHTOroAMHU Ha IPOCeAsIBAaHE NPU MAUEHTH, JICKYBAHHU C
ycTekuHyMab (69 nmanuenTH 3a 15 165 manueHToroquHn Ha npocieasBane). ChOTHOIICHHETO Ha
MAIMEeHTH ¢ 0a3ajieH CIPSIMO CKBaMO3HOKJIEThUCH KaplIMHOM Ha KokaTa (3:1) € CpaBHMMO ChC
CHOTHOIIICHUETO B 00IIIaTa moIyarus (BX. Touka 4.4).

Peakyuu na cepvxuyscmeumensnocm
B koHTpONHpaHUTE NMEPUOIN HA KIMHIYHY MPOYYBAHUS MPH MICOPHAZKC U TICOPHATHYCH apTPUT Ha
ycTeknHyMab oOpuB M ypTHKapus ca HabmogaBanu npu < 1% ot nauueHtute (BX. Touka 4.4).
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HGZ[I/IaTDI/ILIHa nonmyjaanusa

IHeduampuunu nayuenmu Ha 6 200uUHU U NO-20J1eMU_C NAAKOE NCOPUASUC

be3omnacHocTTa Ha ycTeknHyMab e mpoydeHa B JIBe MpoyuBaHus (aza 3 mpH neAHaTpUIHH MaIUCHTH C
YMEPEH 10 TeXbK IIaKoB ncopuasuc. IIspBoTo npoyusane e npu 110 manuenTn Ha Bb3pacT oT 12 10
17 roguHu, IeKyBaHU B IPOIBIDKEHNE HA 60 ceaMUIIM, a BTOPOTO IPOYUYBAHE € MpH 44 nmalyeHTy Ha
BB3pact ot 6 10 11 roguHy, TekyBaHu B MPOIbDKeHUE HA 56 ceamuIti. KaTo 1s1o crobmennTe
HE)KeJIaHU ChOUTHS B TE3H JBE MPOYUBAHUS C JaHHU 3a Oe30macHoCT A0 1 roguHa ca mogoOHu Ha
Te3H, HAOJII0AaBaHH B IPEAUIIIHU IPOYYBAHMS IPU BB3PACTHU C TUIAKOB IICOPHA3HLC.

Heouampuunu nayuenmu na 2 u nogeye 200unu ¢ borecm na Crohn

BezomacHocTTa Ha ycTeknHyMab e mpoydeHa B eIHO npoyuBaHe (asza 1 u eqHo npoyuBane (aza 3 mpu
NeAMATPUYHU MMAMEHTH ¢ YMEpeHa /10 TeKKa akThBHA 0ojiecT Ha Crohn. 34 malMeHTH B IPOYYBAHETO
(daza 1 u 101 marueHTH B IpOy4YBaHeTO (ha3a 3 ca mpocieasBaHu ChOTBETHO A0 240 ceamuiy u 68
ceamuny. KaTo 1510 mpodunbT Ha 6€30MacHOCT € MoI00eH Ha TO3HW, HaOI01aBaH B TPEAUIITHU
MIPOYyYBaHUs MPH BB3pacTHU ¢ Oonectra Ha Crohn.

Tleouampuunu nayuenmu Ha 2 u nogeye 200UHU C YIYepO3eH KOAUM

BbeszomacHocTTa Ha ycTeknHyMab € mpoydeHa B €IHO Mpoy4BaHe (aza 3 Mpu MeauaTprudHu MalueHTH C
YMEpEH JI0 TSKBK aKTUBEH YIIIepo3eH KoIUT. B ToBa mpoyuBane 112 mamueHTH ca mpocieasiBaHu 110
68 cenmuitu. Karo 110 npoduabT Ha 0€30IaCHOCT € 10100€H Ha TO3H, HA0JI0JaBaH B MPEAUIITHH
MPOYYBaHUS MPU BH3PACTHH C yIIIEPO3EH KOINUT.

Cro011aBane Ha MOJI03MPAHU HEWKEIIAaHH PEaAKITUH

Cpo01aBaHeTo Ha IMOIO3UPAHN HEKEJIAaHU PEaKLUH CJIe]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
NPOLYKT € BaykHO. ToBa M03BOIISABA A2 MPOIBIDKH HAOMIOACHUETO Ha ChOTHOILICHUETO MOI3a/PHUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEMIIMHCKHUTE CIICIHAIICTH C€ U3MCKBA Jla ChOOIIaBaT BCSIKA
HO03MpaHa HeXXEeJIaHA PeaKlys uype3 Hal[MoHalHa CHCTeMa 3a ChoOIIaBaHe, IOCOYEHa B
[Ipunoxxenue V.

4.9 Ilpeno3upane

Enunnuanu no3u no 6 mg/kg ca mpunaranu MHTPaBEHO3HO B KIMHUYHU POYYBaHUs 0e3
orpaHMYaBalla J103aTa TOKCHYHOCT. B ciryuaii Ha npeo3upane ce npenopbhiBa NaueHTUTE Ja ce
HaOII01aBaT 3a NPU3HALK WM CUMITOMH Ha HEXXEJIaHU PeaKkMu U He3a0aBHO Aa ce MPUII0KU
NOJXOSIIO CHMITOMATHYHO JICUCHHE.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: UMmyHocynpecopu, naxubutopu Ha natepieBkuHa, ATC kox:
L04ACO05

MexaHnU3bM Ha JICHCTBHE

Ycreknnymab e m3isuio 4oBemko [gG 1k MOHOKIOHATHO aHTUTSIIIO, KOETO CE CBBP3Ba ChC
cnennUIHOCT KBbM 0011aTa IpoTenHoBa cybeannua p40 Ha YOBEIIKY [TUTOKMHN HHTepieBkuH (IL)-
12 u IL-23. Ycrekunymad notucka 6noakTuBHOCTTa Ha yoBemkute [L-12 u [L-23, kato
npenoTBpaTsBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 penenTopen npoTerH, pa3noiokKeH Ha MOBLPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKHHYyMal He Moe Jia ce cBbpike ¢ 1L-12 mnu ¢ IL-23, kouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu mo kieTbyHaTa moBbpXHOCT. CIEI0BATEIHO € MAJIKO BEPOSATHO
yCTEKHHYMab Ja yyacTBa B KOMIUIEMEHT- WM aHTUTSIIO-MEIUMPaHaTa HUTOTOKCUYHOCT Ha KJIETKUTE
¢ peuentopu 3a [L-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoArMepHU IMTOKUHHU, CEKPETUPAHH OT
AKTHUBUPAHH aHTUTEH-TIPEICTABAIIN KICTKH, HApUMep Makpodaru U NSHIPUTHH KICTKU U J[BaTa
LUTOKUHA yyacTBaT B UMyHHHUTE QyHKIMH; IL-12 cTumynupa ecrectBenute kietku youiinu (NK) u
npean3sukBa qudepennuanusata Ha CD4 + T xnerkute kM T 1 xenmepen (Thl) penornm, 1L-23
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unnyuupa et Ha T 17 xennepute (Th17). AGHopmHara perynanus Ha [L-12 u IL-23 obaue ce
CBBP3Ba C UMYHHOMEIUUPAHH 3200 SIBAHUS KaTo IICOPHA3HC, IICOPHATUUEH apTpuT, 6onect Ha Crohn
U yJIIIEpO3€eH KOJHT.

Upes cBpp3Bane Ha obmaTa cyoenuanna p40 Ha IL-12 u IL-23, ycreknnymab Moxe Jja OKa3Ba CBOUTE
KJIMHUYHU e(eKTU NPH IICOPHA3NC, ICOPHUATHIEH apTpHT, OosecT Ha Crohn U yiepo3eH KOJIUT Ype3
npekbcBaHe Ha nmbTuinata Ha Thl u Th17 nuToKMHM, KOMTO ca B OCHOBaTa Ha MATOJIOTHATA HA TE3U
3a00JsIBaHuUSl.

[Ipu manmenTu ¢ 6onect Ha Crohn Jie4eHUETO ¢ YCTEKHHYMAa0 BOJIH 10 HAMAJICHUE Ha
BB3NATUTEITHUTE MapKepH, BKItounTenHo C-peaktuBeH npotenH (CRP) u ekanen kanmpoTeKTrH 1mo
BpeMe Ha MHIYKIHOHHATA (ha3za, KOETo ciiell TOBa ce MOAIbprKa Mpe3 Isiarta noaabpxkamia ¢aza. CRP
€ OIICHEH I10 BpeMe Ha MPOIBIDKEHUETO Ha IPOYYBAHETO M HAMAaJICHUsATa, HAOII0IaBaH! TI0 BpeMe Ha
noJIbpxkamara ¢asza, OOMKHOBEHO Ce 3ama3Bat 70 252 ceJIMHIIA.

[Ipu nauyeHTH € yaepo3eH KOJUT JIEYCHUETO ¢ yCTEKUHyMal BOAH 10 HaMaJIEHHE Ha
BB3NATUTEIHATE MapkepH, BKIrounTenHo CRP u (hekaneH KanmpoTeKTHH MO BpeMe Ha
MHIYKIIMOHHATA (ha3a, KOeTO ce MOAIbpiKa Ipe3 Isu1aTa noAabpxaiia (haza 1 MpOABIKCHUETO Ha
npoyuBaHeTo A0 cenmuna 200.

Nmynuzanmmn
ITo BpeMe Ha IBITOCPOYHOTO IPOABIKEHUE HA MTpoyuBaHe mpu rncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE MAIUEHTH, JIekyBanu ¢h¢ STELARA 3a Haii-manko 3,5 roauHu, ca gaad aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH ITOJIM3aXapUIHN BAKCUHH U BAKCHHU CPEIIy TETaHYyC, CXOIHHU C T€3U IpHU
KOHTpOJIHATa rpyna MalueHTH, ody4yaBalld HECUCTEMHO JeUeHUe Ha Iicoprasuc. CXoJIeH MPOLEHT OT
BB3pPAcCTHUTE MAaLMEHTH, JeKyBaHH ¢b¢ STELARA 1 Te3u B KOHTpOIHATa IpyMa, ca pa3BUiIN 3allUTHH
HUBA Ha aHTUITHEBMOKOKOBH M aHTUTETAaHUYHU aHTHUTENA, M TUTPUTE HA aHTUTENaTa UM ca CXOHHU.

Kinnanuna edukacHoCT

Ilnaxoe ncopuazuc (6v3pacmuu nayuenmu)

BbezonacHoctTa 1 epukacHOCTTa Ha ycTeKUHyMa0 ca oueHeHu npH 1 996 nanuenTu B

JIBE paHIOMU3UPAHH, ABOHHO-CIIEIH, TUIale00 KOHTPOIMPAHU POYUBaHUs IPU HALUEHTH C YMEPEH
JI0 TeXKBK IUTAKOB TICOPUA3UC, KaHIUAATH 3a (hoTOTeparus uiin cucreMHa Tepanus. OCBeH TOBa B €IHO
PaHAOMU3UPAHO, AaKTUBHO KOHTPOJIMPAHO MPOYUYBAHE CHC 3aCJIECIIEH OLEHUTEN € CPABHEHO IEHCTBUETO
Ha YCTEKWHYMab U eTaHEepLEeNT NPH NAlMEeHTH C YMEPEH J0 TeXbK IUIaKOB IICOpHA3HC, KOUTO HE ca ce
TIOBJIMSLITH, TIPOSIBUJIM Ca HETIOHOCUMOCT WJIM Ca MMaJIi MIPOTUBOINOKa3aHue KbM mukiiocnopu, MTX
i [TYBA Tepammwst.

B npoyusane npu ncopuaszuc 1 (PHOENIX 1) ca ouenenn 766 naunentu. 53% ot TX He ca ce
TIOBJIMSLITH, TIPOSIBUJIM Ca HETIOHOCUMOCT WJIM Ca UMaJIi MPOTHUBOIOKAa3aHUEe KbM JIpyra CUCTEMHA
tepanus. [lannenTure, paHAOMHU3UpaHH 32 JICUEHHE C YCTEKHHYMa0, ca mpuenu 1034 oT 45 mg uiu
90 mg B cenmuny 0 1 4 ¥ ca NPOABILKWIM Ja MPUEMAT ChIllaTa J03a Ha BCEKU 12 ceaAMUIIN.
[MarnenTuTe, paHIOMU3UpPaHH 3a JiedeHue ¢ Tuare6o B ceqmuny 0 1 4, ca MpeMUHATH KbM JICUECHHE C
ycrekuHyMao (45 mg uinu 90 mg) B ceamun 12 u 16, cinen KoeTo ca MpOABIKIIN J1a IPHeMaT
ChILlaTa 103a Ha BcekH 12 cenmuiy. [lanmeHTH, TbpBOHAYAIHO paHAOMHU3UPAHU 32 JICUEHHE C
yCTEKMHYMa0, KOUTO ca JJOCTUTHAJIM HUBO Ha MOBIHUsIBaHE 75 MO WHJIEKCA 32 00J1aCT U Te)KECT Ha
nicopuasuc (PASI) (momodpenne no PASI ot munumym 75% B cpaBHEHHE C U3XOIHUTE CTOMHOCTH) B
cenmuim 28 u 40, ca MOBTOPHO paHAOMHU3HPAHH 32 JICUEHUE C YCTEKMHYMa0 Ha Bceku 12 ceamuiu
WIH ¢ TIane6o (T.e. OTTerIsAHe OT TepanusiTa). [lanrenTuTe, TOBTOPHO paHAOMHU3UPAHH 3a JIEUSCHHE C
iane6o B cenmuiia 40, ca Bp300HOBIH Tepanusita cb¢ STELARA B mbpBOHaUa HaTa CH cXeMa Ha
Jo3upaHe, cien kato nmoxodpenuero uM o PASI B cemmuna 40 e Hamansuio ¢ Muaumym 50%. Benaku
MAIMEHTH ca MPOCIENEHH 3a IepHo 10 76 CEAMHLIN CIIe TEPBOTO MPHJIOKEHUE HA U3CIIEIBAHOTO
JIeYeHue.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca onenenn 1 230 nanuentu. 61% oT TsX He ca ce
TIOBJIMSLITH, TIPOSIBUJIM Ca HETIOHOCUMOCT WJIM Ca UMaJIi MPOTHUBONOKAa3aHWEe KbM JIpyTra CHCTEMHA
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Tepanus. [lanmenTUTe, paHIOMHU3UPAHH 32 JICYCHUE C YCTEKHHYMa0, ca MpUeNu 1031 OT 45 mg nin
90 mg B cenmunu 0 u 4, mociaeaBaH OT ACIIBIHUTENHA J03a B cenmuua 16. [lanuenTure,
paHIOMH3UPaHU 3a JiedeHue ¢ miaredo B ceamuim 0 u 4, ca MPEMUHAIN KbM JICUCHUE ¢ YCTEKUHYyMa0
(45 mg nmm 90 mg) B cenmunu 12 u 16. Becuuky manueHTy ca IpociieIeH: 3a IEPUoI 0 52 ceaMUIu
ciel MbPBOTO NPUIIOKEHHUE Ha U3CIEABAHOTO JICUCHUE.

B npoyusane npu ncopuasuc 3 (ACCEPT) ca onenenn 903 nmanmeHTH ¢ yMepeH J0 TeXbK COPHA3UC,
KOHTO HE ca CE MOBJIHUIN, IPOSIBUIM Ca HEMOHOCUMOCT HMJIM Ca UMAJIM IPOTHUBOIIOKA3aHUE KbM JIpyTa
cucrteMHa Tepanusi. CpaBHeHa € e()UKAaCHOCTTA Ha YCTEKUHYMal C Ta3u HA €TaHEPLENT U € OLlCHEeHa
0e3omacHOCTTa HA YCTeKHMHYMab u etaHepent. [1o Bpeme Ha 12-cegMUYHATa aKTUBHO KOHTPOJIUpaHa
YacT OT MPOYYBAHETO MAI[MEHTUTE ca PaHIOMU3MpPAHH Ja mpuemar eradepuent (50 mg 18a IbTH
CeIMHUYHO), ycTeknuHyMab 45 mg B ceaqmunu 0 u 4 wn ycrekunymad 90 mg B cenmunu 0 u 4.

M3xonHuTe XapaKTepUCTUKH Ha 3a00IsIBAHETO ca MPUHLIUITHO MOCTIEI0BATEIHN BHB BCUUKU TPYNH Ha
JIeYEeHUE B Mpoy4BaHe NpHu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHo HUBO OT 17 10 18,
¢ MeJMaHa Ha TeJecHa noBbpxHocT (BSA) Ha m3xonHo HUBO > 20 ¥ ¢ MeHaHa HA IEPMATOIOTUICH
uHEKC 3a kauecTBo Ha kUBOT (DLQI) B rparunute ot 10 10 12. banso eana tpera (mpoydBane npu
ncopuasuc 1) u eqHa 4eTBBPT (IPOYUBAHE MPH IICOPHAZUC 2) OT MALMEHTUTE UMaT IICOPHUATUICH
aptput (PsA). I[Tonobna Texkect Ha 3a00IABaHETO ce HAOMI0AaBa U MPH MIPOyUBaHE IPH IICOPHA3HC 3.

IIspBUYHATA KpaifHa TOYKA B TE3U MPOYIBAHUS € CHOTHOIICHUETO HA MAIIUEHTUTE, TOCTUTHAIA HUBO
Ha noBiusiBaHe 1o PASI 75 cipsMo n3xomHuTe CTOMHOCTH B ceamunia 12 (Bxk. Tabmunu 5 u 6).

Tabnuya 5: Obobwenue na KIuHUYHOMO nosiuseane 6 npoyusane npu ncopuasuc 1 (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cenmuna 12 Cenmmuna 28
2 nosu (ceamuna 0 u ceamua 4) 3 nmo3u (ceamuria 0,
ceamuna 4 u ceamura 16)
[Tnane6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoit
paHaOMU3UPaHU 255 255 256 250 243
MAIMCHTH

IloBnusBane o

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

TToBausaBane mo

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

IloBnusBane 1o

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

OOJI° 3a u34ncTEHN
WM MUHUMAITHU, Op. 10 (4%) 151 (59%)% | 156 (61%)* 146 (58%) 160 (66%)
(%0)

Bpoit nanyenTu

< 100 ke 166 168 164 164 153
TlopnusiBane mo o o 0 0 0
PASI 75, 6p. (%) 6 (4%) 124 (74%) 107 (65%) 130 (79%) 124 (81%)

Bbpoit nanuentu

> 100 ke 89 87 92 86 90
ITonusiBaHe MO 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)

PASI 75, 6p. (%)
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IIpoyyBane npu
Ncopuasuc 2

Bpoii
paHIOMHU3UpPAHU
MaEeHTH

410

409

411

397

400

TToBausaBane mo
PASI 50, 6p. (%)

41 (10%)

342 (84%)°

367 (89

%) | 369 (93%)

380 (95%)

IloBnusBane o
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

(%)

WIN MUHUMAIHH, Op.

18(4%)

277 (68%)*

300 (73

%)o | 241 (61%)

279 (70%)

Bpoit nanyenTu
<100 kg

290

297

289

287

280

TToBausaBane mo
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bpoit nanyenTu
> 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 ycreknnymab 45 mg wim 90 mg B cpaBHenue ¢ miatebo (PBO)

6

OOJI = O61a oreHKa Ha JieKapst

Tabnuya 6: OboOwenue na KIUHUYHOMO nosauasare 6 npoyueane npu ncopuasuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBane npu ncopuasuc 3
Eranepuent Ycrekunymab
24 no3u 2 nos3u (ceammuria 0 u cenmuia 4)
(50 mg nBa IBTH 45 mg 90 mg
CEIIMUIHO)
Bpoii panomMu3upaHu NaMEHTH 347 209 347
[osmusiBane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[Tornuseane o PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)*
[osmusiBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a n3uncTeny wim o 0/ a o/ \a
MuHIMATHH, Op. (%) 170 (49%) 136 (65%) 245 (71%)
bpoii marmentu < 100 kg 251 151 244
(r,f/";‘““"BaHe no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
()
Bpoii mauuentu > 100 kg 96 58 103
[Tornuseane o PASI 75, 0p. 43 (45%) 32 (55%) 67 (65%)

(%)

p < 0,001 3a ycreknaymab 45 mg i 90 mg B cpaBHEHHE C €TaHEPLIENT.

0

p = 0,012 3a ycrekuayMab 45 mg B cpaBHEHHE C €TAHEPIICTIT.

B npoyusane npu ncopuasuc 1 nogaspkaneto Ha PASI 75 € 3HaunTENTHO MO-BUCOKO MPH
MPOABIDKUTEITHO JISYCHNE, B CPaBHEHHE ¢ TOBa Ipu oTTerisHe oT Jiederuero (p < 0,001). [TomoOun
pe3ynTaTH ce HaOIroAaBaT IpHu BesAka 103a yerekunymad. Ha 1% roauna (cenmuna 52) 89% ot
MAIMEeHTHTE, TIOBTOPHO PaHIOMU3UPAHHU 3a MOAIBPIKAIIO JIeUueHue, ca ce moBnusin no PASI 75, B
cpaBHEeHUE ¢ 63% OT MalMeHTHTE, IOBTOPHO PAHIOMH3HUPAHH 32 Marne0o (OTTErsTHE OT JISYSHUETO)
(p <0,001). Ha 18™" mecer (ceamuma 76) 84% OT manueHTHTE, IOBTOPHO PaHIOMH3UPAHU 32
MOTBPIKaIIo JiedeHue, ca ce moiusuiy mo PASI 75, B cpaBaenue ¢ 19% oT nmarueHTuTe, MOBTOPHO
pasgoMu3MpanHy 3a mianedo (oTTeryisHe oT JedeHueTo). Ha 3™ roguna (cenmumna 148), 82% ot
MAlUEHTUTE, MOBTOPHO PAHIOMU3HUPAHU 32 MOABPKAILO JIeueHue, ca ce moBiusuiu no PASI 75. Ha
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5-ta roquHa (cenmuna 244) 80% OT manyueHTUTe, TOBTOPHO PaHIOMHU3UPAHU Ha MOABPIKAIIO JICUCHHE,
ca ce nosiusuiu o PASI 75.

[Ipu manueHTHTE, MIOBTOPHO PAHIOMH3UPAHU 3a IU1alie00, KOUTO OTHOBO Ca MPEMHUHAIU KbM
IbpBOHAYATHATA CH CXeMa Ha JISYeHHEe C YCTeKUHYMa0 cien 3arybaTa Ha > 50% mogoOpeHue mo
PASI, 85% ca Bb3cTanoBmIM NoBAUsiBaHETO 10 PASI 75 B pamkute Ha 12 ceamuiu ciex
Bb300HOBSIBaHE Ha TEPAITUATA.

B npoyuBane npu nicopuaszuc 1 B cemmunia 2 u ceamuia 12 ce HaOMo1aBa 3HAYUTEITHO OJ00peHNe
crpsiMo u3xoanute croitnoct Ha DLQI BBB BCsika OT rpynuTe Ha JieueHWe C YCTEKHHYMao B
cpaBHeHue ¢ miane6o. [TomoOpennero ce 3amaspa A0 ceamuiia 28. [10100HO 3HAYUTEIIHO [TOI00pEHHE
ce Ha0Ir0/1aBa B POyYBaHe MpH 1coprasuc 2 B ceamuny 4 u 12, koeTo ce 3amna3sa 1o ceamuiia 24. B
MPOyYBaHe MPH Icopruazuc 1 momoOpeHusITa B HOKBTHHUS TICOPHA3UC (MHACKC 33 TEHKECTTa Ha HOKBTEH
MICOPHA3UC), B 00IIIaTa OLICHKA Ha (PU3UIECKOTO U €MOIIMOHAIIHOTO ChcTOsiHUE 10 SF-36 1 BBB
BH3YaJTHO-aHAJIOTOBaTa CKalla 3a OIpeleNsTHe Ha CTOMHOCTTa Ha Oonkara mipu cbpoex (VAS) cpimo ca
3HAYUTENHU TP BCSKA TPyIa Ha JieueHue ¢ yCTeKnHyMal B CpaBHEHUe ¢ uianebo. B mpoyuBane npu
TICOpHa3nc 2 KIMHUYHATA cKasia 3a TpeBOKHOCT u aenpecust (HADS) u BbIpoCcHUKET 3a paboTHH
orpaanyenust (WLQ) chIllo moka3BaT 3HAYUTEIHO MTOI00pEHNE BBB BCAKA OT TPYMHTE Ha JICYCHUE C
YCTeKHMHYMab B CpaBHEHUE C IIaredo.

Icopuamuyuen apmpum (PsA) (6v3pacmuu nayuenmu)

JlokazaHo e, 4ye yCTeKUHYMa0 1mo1o0psABa MpU3HALUTE U CUMITOMUTE, (DM3UYECKOTO CHCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA KHMBOT M HAMaJIsIBa CTEIICHTA Ha MPOrPecus Ha MepUPEpHOTO
CTaBHO YBPEXJaHE MPU Bh3PACTHH MALMCHTH C aKTUBEH PsA.

BezonacHocTTa 1 eukacHOCTTa Ha ycTeKMHYMa0 ca oueHeH! Ipyu 927 NanueHTH B ABE
PaHIOMU3UPaHH, IBOHHOCIIEIH, TUIAIe00-KOHTPOIUPAHH IPOYIBAHHUS MPH MAIIMEHTH C aKTUBEH PsA
(= 5 noxytu cTaBu U > 5 60NE3HEHU CTaBHM) BBIIPEKH yIoTpebaTa Ha HECTEPOUIHU
nporuBoBb3nanutesnu cpeacrsa (HCIIBC) wim moandunupany 6oaectTa aHTHPEBMAaTOUIHN
nekapctBa (DMARD). IaruenTuTe B T€3U MPOyUBAHMS Ca UMaJld TIOCTaBeHa quarHos3a PsA Haii-
MaJko oT 6 Mecena. BkiroueHu ca ManeHTy ¢ BCSIKAaKbB MOATHII Ha PSA, BKIIOUUTETHO
NOJMAPTUKYJIAPEH apTpHUT Oe3 JaHHU 3a peBMaTOUAHU BB3IH (39%), CHOHAMIHUT ¢ iepudepeH apTpuT
(28%), acumerpuyen nepudepen aptpurt (21%), ¢ yuactue Ha AucTanHa HHTEpdanaHreaaHa cTaBa
(12%) u unBanuausupau aptpur (0,5%). Hag 70% u 40% ot nanuentuTe B ABETE IPOYUYBAHUS Ca
MMaJi CbOTBETHO €HTE3UT M JaKTUINT Ha U3XOAHO HUBO. [lanmeHTuTe ca paHIOMU3UpaHH Ja
MOJyYarT JieueHne ¢ ycrekunymad 45 mg, 90 mg, nim riane0o noakoxHo Ha cenmuim 0 u 4,
MoCTIeIBaHU OT Tpuiiarane Ha Bceku 12 cenmuru (q12w). [Ipubmmusurento 50% ot nanueHTuTe ca
MPOABDKAIN Ha ocTostHHa 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT II), crorBeTHO 80% 1 86% OT
namueHTure, ca omnu nekysanu ¢ DMARD. B npoyuBane 1 He € OWIIO TO3BOJICHO MPEIUIITHO JICYEHUE
C aHTaroHUCT Ha TyMop-HekpoTuzupai ¢aktop anda (TNF)a. B npoyusane 2, moBedeTo nauueHTu
(58%, n = 180) ca Ownu JtlekyBaHU ¢ eqHO WK oBeue aHnTu-1TNFo cpenctBo(a), kato ot Tsx Hag 70%
ca npeycraHoBmIM cBoeTo anTu-TNFa siedenue, nopau nurca Ha eUKaCHOCT MM HEMTOHOCUMOCT,
TI0 BCSIKO BpPEME.

Ipusnayu u cumnmomu

JleyenueTo ¢ ycTeKMHyMal BOJM 10 3HAYUTEITHH TTIOI00PEHHS B U3MEPHUTEIIUTE 32 aKTHBHOCT HA
3a00JIIBaHETO B CpaBHEHUE C Iuiare0o Ha ceamuna 24. [IppBuyHaTa KpaiiHa TOYKa € MPOLEHTHT Ha
MAIMEeHTUTE, TIOCTUTHAIN OTroBop 20 M0 KpUTepUUTE Ha AMEPUKAHCKHUS KOJIEXK 110 PEBMATOJIOTHS
(American College of Rheumatology, ACR) Ha cenqmuiia 24. OCHOBHUTE Pe3yiTaTH 3a e(PUKACHOCT ca
IpEICTaBEeHH B Ta0IHIa 7 MO-0Iy.
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Tabnuya 7: Bpou Ha nayuenmume, NOCMUSHAU KIUHUYEH OME080p NPU NCOPUAMUYEH aPMPUM
Hpoyusane 1 (PSUMMIT 1) u llpoyusane 2 (PSUMMIT II) na ceomuya 24

IIpoyuBaHe npu NcopuaTHYEH IIpoyuBaHe npu NcopuaTHYEH
aprpur 1 apTpur 2
IInanedo 45 mg 90 mg IInanedo 45 mg 90 mg
Bpoii
PaHAOMU3MPAHU 206 205 204 104 103 105
NanUeHTH
ACR 20 47 (23%) | 87 (42%)" | 101 (50%) | 21 (20%) | 45 (44%)* | 46 (44%)"
otrosop, N (%)
ACR 50 18 (9%) | 51(25%) | 57 (28%)* | 7(7%) | 18 (17%)° | 24 (23%)*
orrosop, N (%)
ACR 70

0 0 a 0/\a V] 0/\B 0/\B
otrosop, N (%) 52%) 25 (12%) 29 (14%) 3 (3%) 7 (7%) 9 (9%)

bpoii nayuenmu c

> 3% BSA® 146 145 149 80 80 81
gﬁiigs, N () | 16(11%) | 83(57%)" | 93(62%)" | 4(5%) | 41(51%)" | 45 (56%)
Efriigg N | 23%) | 60(41%)" | 65(44%)" | 3(4%) | 24(30%)" | 36 (44%)’
Kom6unupan
llzéikl 273 ! 8(5%) | 40(28%)" | 62 (42%)" 2 (3%) 24 (30%)* | 31 (38%)*

otrosop, N (%)

Bpoii nannenTu

<100 kg 154 153 154 74 74 73

ACR 20

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

bpoii nayuenmu c

> 39 BSA' 105 105 111 54 58 57

PASI 75

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

Bpoii nannenTu

> 100 kg 52 52 50 30 29 31

ACR 20

o 0 0 0 0 o
otrosop, N (%) 8 (15%) | 20(38%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoii nayuenmu c

> 304 BSA™ 41 40 38 26 22 24
PASI 75 . o . . o
orronop. N (%) | 2(%) | 19(48%) | 20(53%) 0 10 (45%) | 13 (54%)

& p<0,001

® p<0,05

® p=NS

Bpoii mammentu ¢ > 3% BSA 3acernara ncopuaTiyHa Koka Ha H3XOJHO HUBO

ACR 20, 50 u 70 oTTOBOpHY IIPOIBIDKABAT Ja CE MOAOOPSIBAT WIIM C€ TTOAIBPKAT A0 ceamuiia 52 (PsA
[Ipoyusane 1 u 2) u ceqmuua 100 (PsA IIpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca mocturnatu npu 57% u 64%, cbotBeTHO 32 45 mg u 90 mg. B PsA [Ipoyusane 2,
ACR 20 otroBopu Ha ceamuiia 52 ca mocturHatu npu 47% u 48%, crotBeTHO 32 45 mg u 90 mg.

[IpouieHTHT Ha MAIMEHTHUTE, IOCTUTHAIM OTTOBOP 10 MoAuduupanu PsA kputepun Ha OTTOBOP
(PsARC) cbI110 € 3HAYUTEIHO MO-TOJISIM TIPH IPYNUTE HA YCTEeKHHYMa0, B CpaBHEHHUE ¢ Tuiane0o Ha
ceqmuua 24. OtroBopu PsARC ce nogabp:xat no Bpeme Ha cenmuuu 52 u 100. [To-romnsim opoueHT ot
MAIMEHTUTE, IEKYBaHH C YCTEKNHYMAa0, KOUTO Ca MMall CIIOHAWIUT ¢ IepudepeH apTpUT KaTto
OCHOBHA JIMarHo3a, nokaseat 50 u 70 nporueHTHO ogo0peHne B cKopa 1o baT uHIeKe 3a aKTHBHOCT
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Ha 3a0oJsiBaHeTo Npyu aHkwio3upam cnonanwnt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDALI) B cpaBHeHme ¢ Tutane6o Ha ceamuiia 24.

OTtroBopuTe, HabII0JaBaHU [IPH TPYIHTE, JIEKYBaHU C YCTEKHMHYMa0, ca CXOJHH MPH MallUeHTHTE,
KOUTO NOJy4yaBaT UJIM He Nony4aBaT eqHoBpeMeHHO MTX u ce monabpkatr o BpeMe Ha ceIMULH 52
u 100. [TaumenTure, 1eKyBaHu npeau Tosa ¢ anTH- I NFo cpencTsa, KOUTO ca MOMyYHIN YCTEKHUHYMAao,
ca MOCTUTHAJIM MO-TOJISIM OTTOBOP Ha ceAMuIa 24 B CpaBHEHHE € MAIlMEHTUTE, OTy4YaBaly Miane6o
(ACR 20 otrosop Ha ceqmuua 24 3a 45 mg u 90 mg e crorBeTHO 37% U 34% B cpaBHEeHuE ¢ TIAEe0o0
15%; p < 0,05) u oTroBOpUTE CE MOAABPKAT IO BpeMe Ha ceaMuLa 52.

[Ipu manueHTH ¢ SHTE3UT W/WIIM AaKTHIUT Ha U3X0HO HUBO, Ipu PsA Ilpoyusane 1 ce HaOmomaBa
3HAYUMO TTOIOOPEHHE B CKOPOBETE 32 EHTE3UT U JAKTHIIUT IPHU TPYIUTE HA YCTEKHHYMa0 B CpaBHEHHE
¢ mane6o Ha cenmuna 24. B PsA TIpoyuBane 2 ce Habro1aBa 3HAYUMO TTOI00pPEHUE B CKOpa 32
EHTE3UT U YHCJICHO MoJ00peHre (He € CTAaTUCTHYSCKU 3HAYMMO) B CKOPa 3a JaKTHJIUT IIPY Ipyrara Ha
ycrekuayMabd 90 mg B cpaBHeHUe ¢ Tuiane6o Ha ceamuia 24. [logoOpeHusTa B ckopa 3a EHTE3UT U B
CKOpa 3a JaKTWINT ca NOAIbPKaHu 1o BpeMe Ha ceamuiu 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpeXKIaHE B ABETE PBLIE U KpaKaTa ce u3passiBa KaTo MPOMSHA CIIPSIMO U3XOAHOTO HUBO
B 00must van der Heijde-Sharp ckop (vdH-S ckop), Mmoaudunmpan 3a PsA upe3 nodaBsiHe Ha
JUCTATHUTE UHTepdaTaHrea Iy cTaBu Ha poiiere. [IpoBejieH e mpeaBapuTenHo qeQUHUPaH
MHTETpUpaH aHAJIM3 Ha KOMOMHMpaHu AaHHH oT 927 mauuentu B aBete PsA IIpoyuBanus 1 u 2.
YcreknnyMab mokas3Ba CTaTUCTHYSCKH 3HAYMMO HaMalleHUE B CTETIEHTa Ha MPOrpecusl Ha
CTPYKTYPHOTO yBpEXJaHE B CpaBHEHUE C TUIae00, H3MEPEHO Ype3 POMsIHA CITPSIMO U3XOHOTO HUBO
10 24 ceamuna B o0mus moaudunupan vdH-S ckop (cpeaen + SD ckop e 0,97 + 3,85 B rpynara Ha
iane6o, B cpapaenue ¢ 0,40 + 2,11 u 0,39 + 2,40 npu cbOTBETHO ycTeKuHYMab rpynu 45 mg

(p <0,05) 190 mg (p < 0,001). To3u edekr ce nbxku Ha PsA Tlpoyuane 1. EdQekTsT ce cumra 3a
JIoKa3aH, HE3aBUCHUMO OT eJHOBpeMeHHaTa ynoTpeda Ha MTX u ce momabpika rmo Bpeme Ha

cenmuim 52 (uaterpupad ananus) u 100 (PsA Ilpoyusane 1).

Du3zuyecko cbecmosanue U C8bP3AHO CbC 30PABEMO KA4eCmB0 Ha HCUBOM

[TanuenTw, TeKyBaHU C YCTEKUHYMAaO, ca MOKa3alld 3HAYUTEIHO MO00peHNe Ha (PU3NIECKOTO
CBhCTOSTHUE, KaKTO € OIICHEHO 110 MH/IEKCa 33 MHBAIMAHOCT OT BBIIPOCHUKA 32 OIlIEHKA Ha 3/IpaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) Ha cenmuiia 24. IIporieHTHT Ha
MAIMEeHTUTE, IOCTUTHAIN KITHHUYIHO 3HaunMo > 0,3 momobpenne Ha HAQ-DI ckopa cipsimo
W3XOJHUTE CTOWHOCTH, CHIIO € 3HAYUTEIHO ITO-TOJISIM TIPU TPYIIUTE Ha yCTEKMHYyMa0, B CpaBHEHHE C
mane6o. [Togoopenne Ha HAQ-DI ckop cnpsiMo M3X0AHOTO HUBO CE TMOABPIKa 10 BpeMe Ha
cenmura 52 u 100.

Wwma 3HaumtenHo nogoopenue B DLQI ckopoBeTe npu rpynuTe Ha yCTEKHMHYMa0, B CpaBHEHHUE C
rutane6o Ha ceamuiia 24, KoeTo ce moaabpxa mo Bpeme Ha ceamuud 52 u 100. B PsA Ipoyusane 2
MMa 3HAYUTEIIHO NOA0OpEeHNE B CKOPOBETE 32 (PyHKIMOHATHA OLIEHKA HA TepanusiTa 3a XpOHUIHO
3abomsiBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
IpynuTe HA YCTEKMHYMa0, B CpaBHEHHUE ¢ Tuiane6o Ha ceamuiia 24. [IporieHThT Ha AllMeHTHTE,
JOCTUTHAJIN KIMHUYHO 3HaYMMO nonoOpenue Ha ymopara (4 touku no FACIT-F) cpiio e 3HaunTenHo
MO-TOJISIM IIPH TPYIIUTE Ha ycTeKnHyMao, B cpaBHeHHe ¢ manedo. [lonoopenusta Ha FACIT-F ckop
ce MOoAABpPIKaT 1o BpeMe Ha ceamuia 52.

Bonect na Crohn

be3omacHocTTa M e(hUKACHOCTTA HAa YCTEKMHYMAa0 ca OlEHEH! B TPH PaHAOMH3HPAHU, IBOMHO-CIICTIH,
1are00-KOHTPOIMPAHU, MHOTOIIEHTPOBY MPOYYBAHHS IIPU BH3PACTHU MAIEHTH C YMEpEHa JI0 TeXKa
aktuBHa Oonect Ha Crohn, ¢ MHmekc Ha akTuBHOCTTA Ha OojecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KJINHUYHO pa3padOTBaHE CE ChCTOH OT ABE §-
ceaAMUYHH npoy4uBaHus ¢ uHTpaBeHo3Ha HHAYKIUSA (UNITI-1 u UNITI-2), nocnenBanu ot 44-
CeIMMYHO PaHIOMU3MPAHO MPOYYBaHE C MOJIKOKHO MPUIIOKEHHE Ha moaabpxkamia no3a (IM-UNITI),
NpeAcTaBIABaLIN 52-CeIMUYHA TEPAIIusl.
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[IpoyuBanusta ¢ uagykuus Brmoysat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuenTu.
[IppBHYHATA KpaiiHa TOUKa 3a IBETEC MHIYKIIMOHHU NPOYYBAHUS € MPOLEHTHT HA YYACTHULIUTE C
KIIMHIYEH O0TroBop (ompenenex kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JanHuTe 3a eUKACHOCT ce ChOMpAT U aHAIM3UPAT JI0 CeIMHUIIA § 3a JBETE MPOYYBAHHS.
EnHOBpeMEeHHOTO MPUIIOKEHUE HA MIEPOPATHU KOPTUKOCTEPOUIN, UMYHOMO/LYJIATOPH,
AMHHOCAJMLMIATH U aHTUOMOTHUIH € pa3penieHo u 75% OT mauueHTUTe NPOABKABAT Aa MOTy4aBaT
Half-MaJIko €IHO OT Te3H JIeKapcTBa. B 1BeTe MpoyyBaHus MAMEHTUTE ca PAaHJOMU3UPaHH Ja
NOJy4aT eTHOKPaTHO MHTPABEHO3HO MPeNopbhunuTeNHAaTa 103a OT Npubau3uTenHo 6 mg/kg B
3aBHCHUMOCT OT TeJIECHOTO Teryo (k. Tabnuua 1, Touka 4.2), pukcupana go3a 130 mg ycrekunymad
niy ane6o Ha ceamuna 0.

ITauuenture B UNITI-1 ca nekyBaHu HEyCHEIHO WM UMAT HEMMOHOCUMOCT KbM IpEALIECTBAIA aHTH-
TNFa tepanus. [Tpubnusurenno 48% OT MallMEHTHTE ca JIEKyBaHU HEYCIICITHO ¢ 1 mpeiecTraia
autu-TNFa Tepanus, a 52% ca nexyBaHu HeycnemHo ¢ 2 win 3 npeaniectsany antu-1 NFo Tepanum.
B toBa mpoyuBane 29,1% oT nanueHTHTE UMAT HEAOCTATHYCH HAYaJIeH OTTOBOP (ITbPBUYHHI
HepecoHepn), 69,4% ca ce MOBIUSIIN, HO Ca NMPECTaHAIH Ja Ce TIOBIUSIBAT (BTOPUYHH
HepecTnoHepH), a 36,4% uMaT HeMOHOCUMOCT KbM aHTh- T NFo Tepanun.

[TamenTture B UNITI-2 ca nexyBaHM HEYCIEIIHO Hali-MaJIKO C €JHa KOHBEHIIMOHAIHA TEpaIus,
BKJIFOUUTEITHO KOPTUKOCTEPOUIN HIIM IMYHOMOAYJIaTOpH, KaTO MIJIM HE ca JIEKYBaHHU JOCETa C aHTH-
TNF-a tepanust (68,6%), uiu ca mosrydaBaiy npeau Topa aHTu-TNFa Tepanst, HO Ts e Onna
Heycnemna (31,4%).

B nBere UNITI-1 u UNITI-2 3Ha41iMO 1TO-TOJISIM MPOIICHT OT MAIlMEHTHUTE B TPyIIaTa, JICKyBaHa C
YCTeKHMHYMa0, ca ¢ KIIMHUYEH OTTOBOP U peMUcHs B cpaBHeHue ¢ muare6o (Tadnuma 8). Knuanuuausat
OTTOBOP M PEMHCHSTA Ca 3HAYMMH OIIle Ha CeMMUIIA 3 IIPH MaIUEHTHTE, JIEKyBaHU C yCTEKUHYyMa0, ’
T€ IPOJBIDKBAT JIa Ce MOoA00psABar a0 ceamuiia 8. B Te3u nmpoyuBaHus ¢ MHAYKINS e(hUKACHOCTTA €
M0-BHCOKA M Ce TOJAbprKa M0-100pe B rpymnaTa ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHUE C rpymnara ¢ go3a 130 mg u nopaau ToBa Mpu UHTPABEHO3HA UHAYKIIMS CE€ MPENOpPHUBA
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TEIJIO.

Tabnuya 8: Unoyxyus na xrunuuen omeosop u pemucus ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2 **
IInanedo |IIpenopbumnrte| Ilnamedo |IIpemopbuute
N =247 JIHA 1032 N=209 JIHA 1032
YCTeKMHYMAa0 YCTeKMHYMAa0
N=249 N=209
Kinnuuna pemucus, ceamuiia 8 18 (7,3%) 52(20,9%)* | 41(19,6%) | 84 (40,2%)*

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

ceMHuIa 6
Kammirien otrosop (100 o), 50 (202%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)"
cenMuIa 8
70-TOYKOB OTTOBOD, CEAMHIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTrOBOp, ceaMuLa 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Knunununara pemucus e onpenenena kato CDAI ckop < 150; KinMHUUHUAT OTrOBOD € OIpesieNieH KaTo HaMaJIeHue Ha
CDALI cxop ¢ Haii-manko 100 TOUKH WM ChCTOSHUE B KIIMHUYHA PEMHUCHS

70-TOYKOBHAT OTTOBOP € ornpeneneH karo Hamasienue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex Ha antu-TNFo Tepamus

** Heycrex Ha KOHBEHIIMOHATHATA TEPaIus

& p<0,001
® p<0,01

B npoyuanero ¢ nogabpixaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-TOYKOB KIMHUYEH OTTOBOP HA CEAMMUIIA 8 OT MHAYKLHUATA ¢ ycTeknuHyMa0 B mpoyuBaHust UNITI-1
u UNITI-2. [TaimenTrTe ca paHIOMHU3UpPaHU HA CXEMa Ha MOAIBPIKAIIO JIEYEHNE C TOAKOXKHO
npuinoxkenue Ha 90 mg ycreknunymab nipes 8 cenmunn, 90 mg ycrekunymab npe3 12 ceqMuIuy uiu
1ane0o B NpoabDKEHUE Ha 44 ceMUIM (3a MPENOphYUTEIHATA TOIBPIKAIIA 032 BXK. Touka 4.2).
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3HaYMMO MO-TOJISIM MPOLIEHT NAlMEHTH B IPYIHTE, JEKYBAaHH C YCTCKHHYMa0, MOJAbPKAT KIMHUYHA
pemucus 1 0OTroBOp Ha ceamuua 44 B cpaBHEHHUE C TpymaTa Ha mianedo (Bx. Tabmuna 9).

Tabnuya 9: Todovporcane Ha knunuunus omeosop u pemucust ¢ IM-UNITI (ceomuya 44; 52 ceOomuyu
om 3anousane ¢ UHOYKYUOHHAMA 0034

Inanedo* 90 mg 90 mg
ycTeKMHYyMa0 | ycTeKHHyMad
npe3s npe3
8 cenmunu 12 ceamunu
N=131" N =129"
N =128
Kimnanyna pemucus 36% 53%° 49%°
KinnudeH otrosop 44% 59%° 58%°
Knuanana pemucus 6€3 KOPTUKOCTEPOU TN 30% 47%* 43%"

KnnaudHa peMucus npu manyueHTH:

B PEMUCHS B HAYAJIOTO Ha MOAIBPIKaIaTa

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

KOUTO CC BKJIFOYBAT OT IPOYYBAHC

CRD3002t 44% (31/70) | 63% (45/72)" 57% (41/72)

KOHMTO HEC Ca JICKYBaHHU JOoC€ra C aHTU-

0, 0 B 0
TNFo, Tepanus 49% (25/51) | 65% (34/52) 57% (30/53)

KOUTO CC BKJIFOYBAT OT IPOYYBAHC

CRD3001¢ 26% (16/61) | 41% (23/56) 39% (22/57)

KrmuananaaTa pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOP € OIpeAesIcH KaTo HaMaJleHHE Ha
CDAI cxop ¢ Haii-manko 100 TOYKH WM ChCTOSHHE B KIIMHUYHA PEMHCHUS

* I'pymara Ha miarne6o ce ChCTOH OT MAIUEHTH, KOUTO ca Ce HOBIISIIN OT yCTeKHHYMa0 U ca paHIOMHU3HPaHH 12

MOJTy4aBarT IuIanebo B Ha4aIoTo Ha IMOIbprKalaTa Teparis.

ITanuentu, xouto umat 100-TOUKOB KIIMHUYEH OTTOBOP KbM YCTEKMHYMAa0 B HAYaJIOTO Ha MOJIbpIKAIIATA TePAIIHS

HaHI/IeHTI/I, KOUTO HE Ca CC€ MOBJIMAIN OT KOHBCHIITMOHAJIHATA TEPANus, HO HE aaTu-TNFa Tepanust

w0 A e

[ManmeHTH, KOUTO ca pepakTePHH UK UMAT HETOHOCUMOCT KbM aHTH-TNFo Tepamust
2 p<0,01
® p<0,05

HoMuHaIHO 3HaynMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MpH NPUIIOKEHHE Tpe3
12 cenqmuLy U € TIO3BOJICHO KOPUTHPaHEe Ha J03aTa Taka, 4e Ja MoJIydaBaT yCTEeKHHyMal mpes

8 cemmurtn. 3arybara Ha otroBop e onpeaeneHa karo CDAI ckop > 220 Touku u > 100 Toukn
nopuieHue crpsmo uzxogaust CDAI ckop.Ilpu Te3u manneHTH KINHUYHA PEMUCHS CE MTOCTUTA MIPH
41,4% ot mauuenture 16 ceqMuLu ciiell KOpUrMpaHe Ha J03aTa.

[TanmenTHTE, KOUTO HE Ca MOCTUTHANIN KJIMHUYEH OTTOBOP KbM MHIYKIMS C yCTEKHHYyMal Ha
ceamuna 8 ot mpoyuBanusTa ¢ uHAyKIUs UNITI-1 u UNITI-2 (476 naruentn), ca BKIIOYCHU B
HEepaHIOMHU3MpaHaTa 4acT OT npoyusaHeTo ¢ noaabpxkama tepanust (IM-UNITI) u ca noxyunim
MIOJIKOYKHA WHXKEKIHUS ¢ yeteknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIMEHTUTE ca MOCTUTHAIHN KJIMHUYEH OTTOBOP U ca MPOIBIDKHIIIN 1a OTydaBaT MoAIbpKaIla
Tepanud npe3 8 cenMuiy. [loBedeTo OT Te3n NalMeHTH ¢ MPOABILKUTEIHA MOAIbpIKAIA Teparus
moaIbpkat oTroBop (68,1%) u mocturart pemucus (50,2%) Ha ceamua 44, KaTo MPOLICHTHT UM €
NoJJ00CH Ha TO3H NPH MAIUEHTUTE, KOUTO ITEPBOHAYAIHO €A CE TIOBJIUSIIA OT HHIYKIIUS C
yCTEKHHYMao.

Ot 131 manmeHTH, KOUTO ca Ce MOBJIUSUIA OT HHAYKIUS ¢ YCTEKUHYMal U ca PaHJOMU3UPAHH B
rpymnara Ha 1miane0o B Ha4aJoTO Ha MPOYYBAHETO C MOJAbprKalla Tepanus, 51 BnocieacTBue ca
3aryOuiIM OTroBopa cu M ca nomyymin 90 mg ycreknnyMmad noakokHo npe3 8 ceqmunu. [lopeuero ot
MaIMEeHTUTE, 3aryOniIi OTTOBOPa CH M TIOAHOBMIIN JICUEHHETO C YCTEeKHMHYyMa0, ca ro HalpaBUiIH B
paMkwuTe Ha 24 ceMUIM OT UHIYKIMOHHATa UHPY3us. Ot Te3u 51 mammentn 70,6% mocturar
KIIMHUYEH OTroBop U 39,2% mocTuraT KNMHUYHA peMHcHs 16 ceIMUIM el Moy4aBaHETO Ha
IbpBaTa MOJAKOXKHA 1033 YCTEKHHYMa0.
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B IM-UNITI nauuenture, 3aBbpUININA MIPOYYBAHETO 10 ceaMuua 44, ca MOAXOSAIIM 1a TPOIBIIKAT
JICYCHUETO B IPOABIDKEHUE Ha TIpoy4yBaHeTo. [Ipu BcuukuTe 567 malieHTyH, BKIIFOUYSHU Ha U JIEKYBaHU
C YCTEKHHYMa0 B MPOIBIDKCHUETO HA IPOYYBAHETO, KIIMHUYHATA PEMHUCHUS ¥ OTTOBOPHT OOMKHOBEHO
ce MOAABPIKAT 10 ceamuIa 252, kakto npu OonHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MAUEHTUTE C HEYCIIEX Ha KOHBEHLIMOHATHUTE TePauu.

He ca ycTraHoBeHH HOBU ChOOpakeHHUs 3a O€30MIaCHOCT IPHU YIbJKaBaHEe Ha TOBA IPOYYBAHE JI0
5 ToMHM Ha JIeYeHre Tpy naruenTu ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BU HA TUTAaBUIIATA € OLIEHEH SHIIOCKOTICKH MpHU 252 MaIllUeHTH ¢ TIOJXOISIIa U3XO0THA
€HJIOCKOIICKa aKTUBHOCT Ha 3a00JIsIBaHETO B €1HO HoAnpoyyBaHe. IIbpBuyHaTa KpaifHa TOUKa €
MPOMSHA OT U3XOAHOTO HUBO Ha ONpOCTEeHUs CHIOCKOIICKH cKop mipu 0ojiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 UII€0-KOJIOHHHU
CerMEHTa 3a HAIW4He/pa3Mep Ha sI3BUTE, IPOLICHT Ha JIUTAaBUYHATA MIOBBPXHOCT, TOKPUTA OT SI3BH,
NPOLIEHT Ha JIMTaBUYHATa MOBBPXHOCT, 3aCerHaTa OT APYTH JIE3UH, 1 HAUINYKME/BUI Ha
CTeCHsIBaHHUATA/CTpUKTYypUTe. Ha cenmuna 8, ciien eAMHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 7034,
npomsiHata B SES-CD ckopa e mo-ronsiMa B rpynara Ha yctekuaymad (n = 155, cpenna

npoMsiHa = -2,8) OTKOJIKOTO B IpymnaTa Ha mianedo (n = 97, cpeana npomsna = -0,7, p = 0,012).

Ilosnussane na ucmynume

B exna noarpyna naumeHTu ¢ ApeHupamy GucTyiu Ha u3XxoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot ieKyBaHUTE ¢ yCTEKMHYMa0 MAI[MCHTH CE MTOBIMUIBAT B IPOABDKCHUE HA 44 CeIMUIU
(onpeneneno karo > 50% HamalieHHE OT U3XO0JJHO HUBO B IPOYYBAHETO C MHAYKIMSI Ha Opost Ha
IOpenupamute ¢puctynn) B cpaBHenue ¢ 5/11 (45,5%) c mnanebo.

Kauecmeo na sorcusom, cevpszano cve 30pasemo

KauecTBOTO Ha ’KHBOT, CBBP3aHO CHC 3/IPABETO, € OIICHEHO MOCPEACTBOM BBIpOoCHUK Mpu
BB3MAIUTETHH 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoeIpocHunr SF-36. Ha ceqmuria 8 manueHTrTe, ModydaBaiiyd yCTeKHHyMa0, TOKa3BaT CTaTUCTHICCKU
3HAYUMO MO-TOJISIMO M KIIMHUYHO 3HAYUMO roao0penue Ha obmms 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 c mane6o. B npoyusanetro IM-UNITI no cenmuna 44 te3u nonoOpeHust
O0OMKHOBEHO Ce MOUIBPKAT NO-100pe TPH JICKYBaHU ¢ YCTEKUHYMal MallMeHTH B CPAaBHEHHE C
wiane0o. [logobperneTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3APaBETO, OOMKHOBEHO Ce
NOJABbpXKa MpPe3 ISUIOTO MPOABIKEHHE 10 ceaMuna 252.

Yaueposen xoaum

BezonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMal ca OLIEHEHHU B JIBE€ paHIOMHU3UPAHHU, JBOWHOCIIEIIH,
T1a11e60-KOHTPOJTUPAHU, MHOTOIIEHTPOBH MTPOYUBaHUS MPU BB3PACTHHU MALIUEHTH C YMEPEH JI0 TE€XKbK
aKTUBEH yJIiepo3eH KoiuT (ckop o Mayo 6 o 12; engockoncku nmoackop > 2). [Iporpamara 3a
KJIMHUYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HapeueHO
UNIFI-]) ¢ neyenue no 16 ceaqmuiy, nocieaBato oT 44-ceqMUYHO POYYBAHE C MOATBPIKAIIO
JIeYEHHUE C MOJIKOXKHO MPUIIOKEHHE, C PAaHIOMHU3UPAHO cliupaHe Ha JedeHueTo (HapeueHo UNIFI-M),
KOETO MPECTaBIsIBa Hal-MaJiko 52 ceIMHILIN Ha Tepamnusl.

[pencraBenure pezynraru 3a epukacHoct ot UNIFI-I u UNIFI-M ce ocHoBaBaT Ha meHTpasieH
Iperies Ha eHI0CKOIINUTE.

UNIFI-I BxmrouBa 961 naruenTu. [IspBryHaTa KpaifHa TOYKa B IPOYYBAHETO C MHIYKIIHS €
NPOIIEHTHT HA YYACTHUIIUTE B KIIMHUYHA peMucHs Ha cenmuna 8. [TaruenTuTe ca paHIoMU3UpaHH 1a
NOJy4aT eTHOKPATHO MHTPABEHO3HO MpenopbhunTenHara audpepeHnupana go3a 6 mg/kg (Bx.
Tabmuua 1, Touka 4.2), puxcupana go3a 130 mg ycrekunymad uin ranedo Ha ceamuua 0.

Paspernieno e eqHOBpEeMEHHO NMPHIIOKEHUE HA IEPOPATTHH KOPTUKOCTEPOUIN, IMYHOMOAYJIATOPH U

aMHUHOCAJIMIWJIaTH, KaTO 90% ot MAalMCHTUTEC NPOABJIKABAT 1A MMOJIy4aBaT Hali-MaJIko €IHO OT TC3H
JICKapCTBa. Bxmarouenure MManuCHTHU Tps[613a Jla ca MpE€MHHAJIN HCYCIICIIIHA KOHBCHIIMOHAJIHA Tepanunsd
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(KOPTHKOCTEPOUIN WM HMYHOMO/YJIATOPHU) WM JICUCHUE C HAl-MaJIKO €HO OMOJIOTUYHO
nexapcTBeHO cpeacTBo (antaroHuct Ha TNFo u/nnm Begonmzymab). [lpu 49% ot manuenture
KOHBEHIMOHAIHATA Tepanus € HeYCIelIHa, HO He U JICYEHHETO ¢ OHMOJIOTHYHO JIEKapCTBEHO CPENICTBO
(ot xouto 94% He ca eKyBaHH Jocera ¢ OMOJIOTMYHH JIEKapCTBEHU MPOAYKTH). 51% oT maruenTuTe
ca JIeKyBaHH HEYCIELIHO MM UMAaT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEACTBO.
[Ipubnusurtento 50% oT ManMeHTHTe ca JEKyBaHU HEYCIIEIIHO ¢ Hali-Manko | mpeamiecTpama aHTh-
TNFa tepamust (ot kouto 48% MBEPBUYHO HE ca ce MOBIUSIN), a 17% ca umanu Haii-Mainko 1 Tepams

c aatu-TNFa cpencTBo u Beponmmzymao.

B UNIFI-I 31aunmo 1mo-roJisM OpoLEHT OT MallMeHTUTE ca B KIMHUYHA PEMUCHA B IpynaTa, JIEKyBaHa
C YCTEeKMHYMa0, B cpaBHeHHME ¢ muiare0o Ha cenmunia 8 (Tabmuma 10). Ouie Ha ceamuna 2, Hak-
paHHaTa IUTAHUpaHa BU3UTA B MPOYYBAHETO, U MIPHU BCSAKA BU3UTA CJIE]] TOBA MO-TOJISIM MPOLECHT
MAIUCHTH C YCTEKUHYMa0 HAMAT PEKTaIHO KbPBEHE WM IIOCTUIAT HOPMAaJIHA YeCTOTa Ha JaedeKarus
B CpaBHEHHE C MAIMCHTHUTE Ha Iiane6o. Habmonapanu ca 3HAUMMU Pa3IuKi MEXIY YCTEKHMHYMa0 1
TTane0o B YaCTUYHHS CKOP 1o Mayo ¥ CHMITOMaTHYHATA PEMUCHS OIlle Ha ceMuIa 2.

EdukacHocTTa € 1mo-Brucoka B rpynara ¢ audepeHinupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢
1032 130 mg mo oTHOLICHHE HA U30PAHU KPalHHU TOYKHU M TIOPAIH TOBa AU(EPEHIMPAHOTO TO3UPAHE

CC MPCIOPBHYIBA KATO A03a 3a UHTPABCHO3HATA MHAYKIIUS.

Tabnuya 10: Pestome na ocnosuume pesyamamu 3a egpuxacnocm ¢ UNIFI-I (ceomuya 8)

o3/1paBsiBaHe*

Ilnane6o IIpenopbunTena
N=319 1032 ycTeKuHyma6*
N =322
Knuanyna pemucus™ 5% 16%*
[Ipu naumenTy ¢ HeycnenHa KOHBEHIMOHAIHA, HO He 9% (15/158) 19% (29/156)°
1 OMOJIOTMYHA Tepanus
ITpy MaMEHTH ¢ HeyCIenHa OMOJIOTMYHA Tepanus® 1% (2/161) 13% (21/166)°
IIpu nanuenTu ¢ HeycnenHa tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa 1 ¢ Be0JIN3yMad
Kiauuen otroop® 31% 62%°
[Tpu nanmeHTy ¢ HEeycnenHa KOHBEHIIMOHAIHA, HO He 35% (56/158) 67% (104/156)°
1 OMOJIOTHYHA Teparus
I[Ipy manyeHTH ¢ HEyCnenHa OMOJOTMYHA TEPANUs 27% (44/161) 57% (95/166)°
[Ipu nanuenTtu ¢ HeycnemHa Tepanus kakto ¢ TNF, 28% (13/47) 52% (30/58)"
Taka M ¢ Beom3ymad
JluraBuuHo 03/1paBsiBaHe’ 14% 27%*
[Ipu naumenTy ¢ HeycnemHa KOHBEHIMOHAIHA, HO HE 21% (33/158) 33% (52/156)°
1 OMOJIOTMYHA Tepanus
[Ipu marueHTy ¢ HeyCnenrHa OHOJIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHMMOTOMATUYHA PEMHCHS" 23% 45%°
KomOuHMpaHo cHMITOMATHYHA PEMHCHS M JINTABHIHO 89 2198
0 ()

£

Tabnuya 1.

Ho3a 3a I/IHq)y3I/I$I Ha yCTCKI/IHyMa6 IIpH U3I0JI3BAHE HA CXEMa Ha NIpWj1araie Bb3 OCHOBA Ha TCJICCHOTO TErJ10, YKa3aHa B

KiuaudHaTa peMucus ce ompeaess Karto ckop mo Mayo < 2 myHKTa, 6e3 HHAUBUIYalleH ITOICKop > 1.
KiMHUYHUAT OTroBOp ce onpeaess KaTo HaMallsiBaHE CIIPSIMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3

ITIYHKTa, C HAaMaJIIBaHE CIIPSIMO MU3XOJHOTO HMBO Ha IMMOJACKOPA 3a PEKTAJIHO KbPBCHE > 1 unmn NOJACKOP 3a pEKTAJIHO

kbpBeHe 0 mwin 1.
Awnrtaronuct Ha TNFa n/unu Benonuzymao.

pekTanHo kbpBeHe 0.

* p<0,001
Homunanno 3naunmo (p < 0,001)
Homunanno 3naunmo (p < 0,05)
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JIuraBuuHOTO O37paBsiBaHE Ce ONpeess KaTo eHI0CKOICKU oackop no Mayo 0 uiu 1.

CuMIToMaTHYHATA peMucus ce onpeaeiid Kato moJACKop 1o Mayo 3a 4€CTOoTa Ha ae(beKauI/mTa Owmm 1 u IIOZACKODP 3a

KomOunamusTa OT cCMHMITOMaTHYHA PEMUCHS M JIMTABUYHO O3/IPABSIBAHE CE OMPEAENs KaTo IIOACKOp 32 YeCcToTa Ha
nedexanusata 0 w1, moaCKOp 3a peKTalmHo KbpBeHe 0 1 eHI0CKOICKH moackop 0 wn 1.




B UNIFI-M ca ouenenu 523 mauumeHTH, IOCTUTHAIN KIMHUYEH OTTOBOP C €AHOKPATHO 1.v.
npuinoxkenne Ha yecreknayMad B UNIFI-I. [TanuenTure ca paHmoMHU3HpaHy 3a MojyyaBaHe Ha
nojyIepxkama cxema ¢ 90 mg ycrekuHyma0 1moIKOKHO Ha BcekH 8 cenmuin, 90 mg ycTekuHyMal Ha
BCEKH 12 cenmuuy wim mianedo B MpoabKeHrne Ha 44 ceaMuiy (3a mpenopbuuTeIHaTa
noTbpokaiia mo3a Brkre Touka 4.2 Ha KXI1 va STELARA unxekimoneH pa3TBop (¢rakoH) u
WH)KEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA WM B MIPEIBAPUTEIHO HAITbJIHEHA

MHCAlIKa).

3HAYMMO IT0-TOJISIM IMPOUCHT MallMCHTHU Ca B KIIMHUYHA PEMHUCHA B ABETC I'PYIIN, JICKYBAaHU C

YCTeKMHYMa0, B CpaBHEHHE C rpynara ¢ manedo Ha ceamuna 44 (k. Tadmuna 11).

Tabnuya 11: Pestome na ocnosnume usmepumenu 3a egpuxacrocm ¢ UNIFI-M (ceomuya 44;

52 ceOmuyu om 3anoysane Ha UHOYKYUOHHAMA 0034)

JIMTaBUYHO 03;[paB$[BaHe*

Inanedo* 90 mg 90 mg
N=175 YCTeKMHYMa0 | yCTeKHMHyMa0
npe3 npe3
8 cenmunm 12 ceamunu
N=176 N=172
Knnanyna pemucus** 24% 44%? 38%5
IIpu nanueHTH ¢ HEycnenHa
KOHBEHI[MOHAIHA, HO HE M OMOJIOrMYHa 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
Ipu naupentu ¢ neycnena 17% (15/88) | 40% (36/91)® | 23% (16/70)"
OHMOJIOTHYHA Tepanus
[pu manueHTH ¢ HeYyCHelHa Teparus 0 0 B 0 B
kakto ¢ TNF, taka u ¢ Begonusymad 15% (4/27) 33% (7121) 23% (5/22)
HO,Z[,Z[’Bp)KaHf Ha KJIMHUYEH OTTOBOP JI0 45% 7193 68% ¢
ceamuna 44
[pu manmeHTH ¢ HEyCHenHa
KOHBCHIIMOHATHA, HO HE M OMOJIOTMYHA 51% (44/87) 78% (66/85)* | 77% (78/102)*
Tepanus
Ipu naupentu ¢ neycnerima 39% (34/88) | 65% (59/91)* | 56% (39/70)"
OMOJIOTHYHA Tepanus
Tpu mauyentu ¢ HeyCnewHa Tepanus 41% (1127) | 67% (14/21)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Beonuzymad
Jlurasu4HO 03/1paBsBane’ 29% 51%* 44%,5
ToMbpkaHe Ha ITHHHH PEMHCHA 210 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Kinuan4Ha peMucus 6e3 KOPTHKOCTEPOHIS 23% 42%:? 38%°
[poaBbIKUTETHA PEMHUCHST 35% 57%:" 48%"
CHMMITOMaTHYHA PEMUCHS 45% 68%" 62%"
KoMmOuHMpaHo cMMIITOMAaTHYHA PEMHCHS 1 8% 4894 ® 41%"
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*  Cnexn noBIHsABaHE OT 1.V. yCTEKUHYMaO0.

** KuMHMYHATa PEMHUCHS Ce OIIpeiesist KaTto ckop 1o Mayo < 2 myHkra, 6e3 HHIUBUyalleH noackop > 1.

Y Knnununust OTTOBOP C€ OIpeieNsl KaTO HaMaJsIBaHe CIIPSIMO M3XOAHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3
MYHKTa, ¢ HAMAJISIBaHE CIPSIMO W3XOAHOTO HUBO Ha MOJCKOPA 3@ PEKTAJIHO KbPBEHE > | MM MOACKOP 32 PEKTAIHO
kbpBere 0 mwm 1.

AmnTtaronuct Ha TNFo u/unu Benonuzymao.
T Jurasmamoro 03/IpaBsiBaHE C€ OMIpeIeNs KaTo eHIOCKOIICKH moackop mo Mayo 0 wmu 1.

TonawpprxaHeTo Ha KIIMHUYHA PEMHUCHS 10 ceAMuIla 44 e ompeaeseHo KaTo MAUeHTH B KIIMHUYHA PEMUCHS 10

Cenmuna 44 cpen MaieHTHTE B KITMHUYHA PEMICHS Ha H3XOJHOTO HABO Ha MOJABpXKamara ¢asa.

KnuangyaaTta pemucus 6€3 KOPTHKOCTEPOHI C€ OMPEAeysl KaTo MalUeHTH B KIMHUYHA PEMHUCHS, KOUTO HE MOTy4aBaT

KOPTHUKOCTEPOUAN Ha cenmuna 44.

[IpoabmkuTenHaTa peMUCHS ce OTpeIesl KaTo YacTHuHa pemucus 1o Mayo npu > 80% rnpu BCUYKW BU3UTH MIPEIn

cenmuna 44 1 yacTU4HA peMuCHs 1o Mayo mpu nocieqHata BuzuTa (ceqmuua 44).

! Cumnromarnunara PEMUCHSI Ce OTpeeNis KaTo moackop mo Mayo 3a yectora Ha nedekanuata 0 win 1 u moackop 3a
pekTanHo kbpaeHe 0.

+  KoMOMHALWATA OT CUMIITOMATHYHA PEMHUCHSI U TATAaBUYHO O3JpaBsBaHE CE OMPEeNs KaTo MOJCKOP 33 YeCTOTa Ha
nedexarusita 0 win 1, moJACKOp 3a peKTaaHo KbpBeHe 0 1 eHI0CKONCKHU moackop 0 wim 1.

& p<0,001

® p<0,05

Homunanuo 3naunmo (p < 0,001)

Homunanno 3Haunmo (p < 0,05)

Be3 craructudecka 3HAYMMOCT

bnaronpusatHUAT epeKT Ha YCTEKHHYMAa0 BbpPXY KIMHUYHUS OTTOBOP, JUTAaBUYHOTO O3/paBsSBaHE U
KIIMHUYHATA PEMICHS € HaOJIr0aBaH MpHU WHAYKIUS U MOAIBPIKAIIO JISYCHNE KaKTO MPH MAIUEHTHTE
C HEeYCIICIIHA KOHBCHIIMOHAJIHA, HO HEe U OMOJIOTHYHA TepaIius, Taka U IPHU HallMEHTUTE ¢ Hal-MaJIKo
€JlHa MpEeIIECTRAIllA HEYCIICIIHA Tepanus ¢ aHTaroHUCT Ha TNFo, BKIIOUUTENIHO NTPU NAllUeHTH,
KOUTO TBPBUYHO HE Ca Ce MOBJIHSIN OT Tepanwus ¢ aHTaronucT Ha TNFa. brnaronpusrten edexr e
HAOII0JaBaH CHIIO ¥ IIPU UHAYKIHS MTPH MAIUSHTH C Hali-MallKO €/lHA HeYCIelHa peAIecTBalna
Tepanus ¢ antaroHucT Ha TNFa u Begonn3yMal, HO OposT Ha MAIMEHTUTE B Ta3H MOATPYIa € TBBPIC
MAaJTbK, 3a Jia C€ HAMpPaBsAT KAaTETOPUYHH 3aKIFOYCHHUS OTHOCHO OJIAarONpUSATHUS eEeKT 1Mo BpeMe Ha
NoAAbprKallaTa Tepamnus B Ta3u rpymna.

Tayuenmu, nosiuseawu ce om UHOYKYUsL ¢ YCMeKUHyMab na ceomuya 16

Ha manmenTtute, 1eKyBaHu ¢ yCTeKUHYMa0, KOUTO HE ca MOTy4Yrin oTroBop Ha ceamuna 8 B UNIFI-I,
e npuinoxer 90 mg ycrekunymao s.c. Ha ceamuiia 8 (36% ot naruerture). OT 11X 9% oT
NAIMEHTHUTE, KOUTO IIbPBOHAYAIIHO ca paHJIOMHU3HPAHU 32 [OJTy4aBaHEe Ha MPENOpPhUYUTEIIHATA
MHIYKIMOHHA /1033, HOCTUTaT KJIMHUYHA peMHCHs, a 58% MmocTUraT KIMHUYEH OTTOBOP Ha

ceamuna 16.

[TanuenTrTe 6€3 KIMHUYEH OTTOBOP KbM WHAYKIHUS C YCTEKHHYMa0O Ha CeIMUIIA 8 B TIPOYYBAHETO
UNFI-I, HO ¢ oTroBop Ha ceamuma 16 (157 manueHTH), ca BKIFOUEHU B HEPaHIOMI3UpaHaTa 4acT Ha
UNIFI-M 1 ca npoABsKUIM Ja MMoJTydaBat Mo Ibpikaliia 03a Ha BCEKU 8 CeMUILIN; TIOBEYETO OT Te3U
narnueHTu (62%) noaabppxkaT oTroBopa, a 30% nocturaTt peMucus Ha ceamuria 44.

TIpoowdicenue na npoyysanemo

B UNIFI mannenTute, 3aBbPIIHINA IPOYIBAHETO 10 ceamuiia 44, ca MOaXOISAIIH /1a IPOIBIDKAT
JICYEHUETO B MPOABIDKEeHHE Ha ipoyuBaHeTo. Cpen 400-Te maIieH Ty, KOUTO ca BKIFOYSHH Ha U
JIEKyBaHH C YCTEKHMHYMAa0 Ha BcekH 12 win 8 ceMHIIN B IPOABIKEHUETO Ha MTPOYYBAHETO,
CUMITOMAaTHYHATAa pEMHUCHs OOUKHOBEHO ce 3amna3Ba g0 200-Ta ceaMuIla IpH MAIlMSHTH, ¢ HEeyCIelTHa
KOHBEHI[MOHAIHA (HO HE ¥ OMOJIOrMYHA Teparnus) U Te3H ¢ HeyCIelHa ONOJIOTHYHA TepaIius,
BKITFOUUTEITHO TE3U C Heycmex KakTo ¢ aHTH-INF, Taka u ¢ Bemonuzymab. Cpe/ manueHTUuTe, KOUTO ca
MOJTYYHIIHA 4-TOUIITHO JICUCHUE ¢ YCTEKMHYMa0 1 ca OI[CHEHHU C IIOMOIITa Ha IIBJIHUS CKOp 1o Mayo 3a
nobppkane Ha ceamuiia 200, cbotBeTHO 74,2% (69/93) 1 68,3% (41/60) moaabpxkat 3a3apaBiBaHETO
HA JIMTaBUIIaTa ¥ KIIMHUYHATA PEMUCHSL.

AHanu3bT 3a Oe30macHoCT, BKIrouBanl 457 nanuenty (1289,9-naliieHTOroAMHN), MPOCIICACHH 10
220 cenmuny, mokasa, 4ye npopuasT Ha 6e3onacHocT Mexay 44 u 220 cenmuia, € CpaBHUM € TO3H,
HaOJrogaBaH 10 44-ta ceaMuIia.
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He ca ycTanoBeHU HOBU ChOOpakeHHUs 3a O€30IMIACHOCT PU TOBA MPOABIDKEHUE HA TIPOYUYBAHETO TIPH
TIAIEHTH C YIIIEPO3CH KOJUT, IEKYBaHH 110 4 TOIUHHU.

Enoockoncko nopmanusupane

EHa0oCKONCKOTO HOpMaIM3UpaHe € ONPEENIEHO KaTo eHJOCKOIICKH oJcKop o Mayo O u e
HabmonaBano omle Ha cenMuna 8 B UNIFI-I. Ha ceqmuta 44 or UNIFI-M To ce moctura mipu 24% u
29% OT manMeHTHTE, JeKYyBaHH C YCTCKHHYMa0 ChOTBETHO HA BCEKH 12 WM § ceAMUIIM, B CpaBHEHHUE
¢ 18% ot mauuenrtuTe B rpymnata ¢ mianeoo.

Xucmono2uuho u Xucmo-eHOOCKONCKO TUSASUUHO 030PABABAHE

XUCTOJIOTHYHOTO 03/paBsiBaHe (OmpenesieHo KaTo HeyTpoduinHa uapuiTpanus B < 5% OT KPUIITHTE,
0e3 paspylaBaHe Ha KPUIITUTE U 0€3 €pO3HH, YIIEpaIlK WK IpaHyJIallMOHHA ThKaH) € OIIeHsSBaHO Ha
ceamuna 8 B UNIFI-I u Ha cenmuna 44 B UNIFI-M. Ha cenmunia 8, cies etHOKpaTHa HHTPaBEHO3HA
WHAYKLIMOHHA 7033, 3HAYUMO MO-TOJISIM MPOLIEHT NallMeHTH B rpylaTa ¢ IpenopbUuTEIHATa 1032
NOCTHUraT XUCTOJIOIMYHO o37paBsiBane (36%) B cpaBHEHHE ¢ MALMEHTUTE B Tpynara c mianedo (22%).
Ha cenmunia 44 nognbprkaHe Ha TO3H €(EKT ce Ha0JII01aBa IPY 3HAYMMO TOBEYE MAIUCHTH C
XHCTOJIOTMYHO O37paBsiBaHE B TPYNUTE C ycTeKHHyMab Ha Beskal2-ta ceqmuua (54%) u Ha Besika 8-
Ma cenmutia (59%) B cpaBHenue ¢ miane6o (33%).

Kombunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABHYHO 03/[paBsBaHe, ONMPEIeNICHO KaTo
YYaCTHHUIM C €THOBPEMEHHO JINTAaBUYHO U XUCTOJIOTUYHO O3/IpaBsIBAHE, € OLCHEHA HA CeAMHLIA 8 B
UNIFI-I u Ha cenmuiia 44 8 UNIFI-M. [TanpenTure, noiay4yaBaid yCTeKUHyMa0 B IPEMOPbUUTEIHATA
71032, TIOKa3BaT 3HAYMMO MOI00OpEHUE Ha KpaiiHaTa TOYKa, XHUCTO-CHIOCKOTICKO JIUTaBUYIHO
037IpaBsiBaHE Ha ceaMuIa 8, B rpynara ¢ ycrekuaymad (18%) B cpaBHeHHe ¢ rpynaTa ¢ mianedo (9%).
Ha cenqmuna 44 nognbpxane Ha To3u eeKT ce HabIroAaBa MpH 3HAYMMO MOBEYE MALMEHTH C XUCTO-
€H/I0CKOTICKO JIMTaBUYHO O3][paBsiBaHe B IPYIHTE C YCTeKHHYMa0 Ha Beska 12-ta ceamuna (39%) u Ha
Besika 8-Ma ceamuiia (46%) B cpaBHeHHE ¢ 1r1are6o (24%).

Kauecmeo na sicusom, cevpsano cvc 30pasemo

KauecTBOTO Ha )KHBOT, CBBP3aHO ChC 3/IPABETO, € OIICHIBAHO Ype3 BBIPOCHUK NMPHU Bb3MNATUTSIIHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u serpocuumure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceqmuna 8 8 UNIFI-1 naunenTuTe, noiay4aBain ycTeKUHyMa0, MOKa3BaT 3HAUMMO MO-TOJISIMO
KIIMHUYHO 3HaYUMO TiostoOpenue Ha oomust IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHEeHHE C I1are0o.
ToBa momoOpeHue ce MoAIbprKa MPH MaLUEHTUTE, JIEKyBaHu ¢ ycrekunyma0, B UNIFI-M no
cenmuna 44. ITogoOpeHneTo Ha Ka4eCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOJUTbpIKa Mpe3 IUT0TO MpoIbpKeHue 1o ceamuua 200.

[TanuenTHTe, MOTyYaBad YCTEKUHYMAa0, IMAT 3HAYUMO IO-TOJISIMO TIOJOOpPEHHEe Ha TPOTyKTHBHOCTTA
mpu paboTa, OLEHEHO Ype3 MO-TOJIIMO HaMalsiBaHe Ha OOIIOTO HapyIIeHue Ha paboTara U Ha
HapyIIaBaHEeTO Ha aKTUBHOCTTA, OIlcHEHH upe3 BhlpocHnka WPAI-GH, 0TKOJTKOTO mManuenTure,
MOJTy4YaBay Iiamnedo.

Xocnumanusayuu u onepayuu, cevbpanu c yayepozer koaum (YK)

Ho cenvuria 8§ B8 UNIFI-I mporieHTHT Ha YIACTHUIIMTE C XOCMIUTATN3aINN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NMPH YYACTHULUTE B Ipylara ¢ NpenopbyuTeNnHaTa go03a ycrekunymao (1,6%, 5/322) B
CPaBHEHHUE C YUAaCTHUIIMTE B Ipymnara ¢ miamnebo (4,4%, 14/319), karo HUKOH OT YYaCTHHUIUTE,
MoJTy4aBalM yCTEeKMHyMal B PeMopbhUMTENHATA HHAYKIIMOHHA /1032, HE € MOJI0KEH Ha OIepartus,
cBbp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Tpymara C rmiamedo.

o cenmuna 44 8 UNIFI-M 3HaunMo 1o-HHCHK Opoil XocnuTanu3amnuu, cBbp3anu ¢ YK, e

HaOJII0JaBaH NMPH YYACTHUIIMTE B KOMOMHUpPaHAaTa Tpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHeHUE ¢
YYacTHHUIINTE B Tpymarta ¢ miamnedo (5,7%, 10/175). Uncneno mo-mManbk Opol YYaCTHHIM B TpyIIaTa ¢
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ycrexkunyMmab (0,6%, 2/348) ca monnoxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHE C
y4acTHHUIMTE B Tpymara ¢ miamedo (1,7%, 3/175) no cenmuna 44.

HmyHorenHoct
ITo BpeMe Ha nedeHune ¢ ycTeKHHyMab MOTaT J1a Ce Pa3BUAT aHTUTENA CPElly yCTeKuHyMal 1

MOBEYETO OT TsIX ca HeyTpanuzupauy. OOpa3yBaHETO Ha aHTHTENA CPEIly YCTEeKHHYMab € CBBP3aHo ¢
TIOBHUIIIEH KIMPBHHC HA YCTEeKHHYMa0 Mpu nanueHTu ¢ 6onect Ha Crohn nnm ynmeposeH koiut. He e
HaOronaBaHa HamajeHa eukacHocT. He ce HabmogaBa oueBrIHA 3aBUCUMOCT MEKIY HAJTMYUETO HA
aHTHTeNa CPELly YCTeKMHYMa0 U MOsABaTa Ha PeakUry Ha MSICTOTO HAa MHKEKTUPAHE.

Ilnaxos ncopuaszuc npu ()eua
I[OKa3aHO €, U YCTCKI/IHYM8.6 no;[06p$[Ba OPU3HAIUTC U CUMIITOMUTC U CBBP3aHOTO CHC 3APABCTO
Ka4€CTBO HaA XUBOT IIPU IIEAUATPUYHHA ITAIIUCHTHU Ha 6 TOAVWHHU U 1TO-T'OJIEMHU C IIaKOB IICOpPUAa3ucC.

Tlayuenmu 6 ronowecka ev3pacm (12-17 200unu)

Eduxacnocrra Ha ycTtekunymab e npoydeHa npu 110 neguatpuyay nauMeHTy Ha BB3pacT oT 12 1o
17 ronuHu ¢ yMEpEH /10 TeXbK IIAKOB TICOPHA3HC B MHOTOLIEHTPOBO, PAHIOMU3UPAHO, ABOWHO-
cIiAno, manedo-KoHTpoaupano npoyusane daza 3 (CADMUS). [Tanuentute ca paHIOMU3UPAHH Ja
noiry4daBat rare0o (n = 37), mpenopbuuTenHaTa 103a yecTekuayMab (Bxk. Touka 4.2; n = 36) win
MOJIOBMHATA OT MPETOPhUUTENHATA /1032 yeTeKUHyMab (n = 37) upe3 MOAKOKHO HHKEKTUPaHE Ha
ceamuttu 0 u 4, cnex ToBa mpriiarane Ha Bceku 12 ceamuru (q12w). Ha cemmuna 12 manueHTure,
JIeKyBaHH ¢ 11anedo, ca IpeMHUHANN Ha JICYCHUE ¢ YCTEKUHYyMao.

ITammuentu ¢ PASI > 12, PGA > 3 u 3acernara BSA none 10%, KkouTo ca KaHIWJaTH 32 CUCTEMHA
Tepanus win (HOToTeparnus, OTTOBapAT Ha YCIOBUATA Ha ipoyuBaHeTo. [Ipubmuznrtenno 60% ot
MAIMEHTUTE ca OWITH TOJIOKEHH Ha MpeIIiecTBalla KOHBEHIIMOHAIHA CUCTEMHA TepaIus WU
(dhotorepanus. [Ipudausutento 11% OT marueHTHTE UMAT MPE/IISCTBAIIA TEPAIUs ¢ OUOJOTHYHU
CpeJICTRa.

IIspBUYHATA KpaifHa TOYKA € CHOTHOIICHWETO Ha MAUEHTUTE, KOUTO ca gocturHaimi PGA orenka Ha
n3uncrenu (0) unn muanmanau (1) mmaku Ha ceamuna 12. BropuuHuTe KpaitHU TOYKH BKJIIOUBAT
PASI 75, PASI 90, npoMsaHa cipAMo U3XOAHOTO HUBO Ha J[epMaToIOrH4eH HHAEKC 3a Ka4eCTBO Ha
xwuBoT npu geua (Children’s Dermatology Life Quality Index, CDLQI), npoMsiHa cipsMo U3XOAHOTO
HUBO Ha 00II1aTa OlLIEHKa 110 CKajiaTa Ha BBIpoCHUK 3a KauecTBO Ha KUBOT IpH Jeia (Paediatric
Quality of Life Inventory, PedsQL) Ha ceqmuma 12. Ha ceqmuna 12 manueHTHTe, JIEKyBaHU C
yCTeKHHYMa0, IMOKa3BaT 3HAYMMO MO-TOJIIMO NTOJOOpEeHHEe Ha NICOpPHAa3Kca U CBBP3aHOTO ChC 3APABETO
KaueCTBO Ha KUBOT B CpaBHEHUE C 1uiare0o (Tabiuia 12).

Bcenuku narueHTy ca mpociensBaHu 3a ePUKACHOCT 10 52 CEeAMMIIU CJIe]] ITHPBOTO MPHIIOKEHUE HA
M3IIMTBaHUS JIeKapcTBeH MpoAyKT. [IporenTsT Ha nanuentute ¢ PGA ouenka Ha n3unctenu (0) min
MuHUMaHY (1) TuTaky u mporeHThT Ha nocturHanmute PASI 75 mokasBa paznuka MexIy Tpymara,
JIEKyBaHa C YCTEKMHYMa0, U Tpymara ¢ rarne0o Ha TbpBaTa BU3UTA Ha cenqMuIia 4 clief] U3X0IHOTO
HUBO, JOCTUTalku MakcuMyM 1o cenmuna 12. [Tomoopenusita B PGA, PASI, CDLQI u PedsQL ce
MOJTBPIKAT 0 ceamuria 52 (tadmuma 12).

Tabnuya 12: 0b0bwenue Ha NvpsUHUmME U 8MOPUYHUME KPAUHU mouku Ha ceomuya 12 u ceomuya 52

IleguaTpuyHo npoyuBaHe npu ncopuaszuc (CADMUS) (Bs3pact 12-17 1.)

Cenmuna 12 Cenmuna 52
Inane6o IIpenoppunrenna IIpenoppuntenna
J103a YCTEeKUHYMao J1032 YCTeKUHYMao
N (%) N (%) N (%)

PannomMusnpanu narueHTH 37 36 35
PGA
PGA na m3uncrenu (0) wim 2 (5.4%) 25 (69.4%)" 20 (57,1%)
MuHEMAITHH (1)
PGA Ha uzuncrenu (0) 1(2,7%) 17 (47,2%)* 13 (37,1%)
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PASI

PASI 75 pecnionaepu 4 (10,8%) 29 (80,6%)* 28 (80,0%)
PASI 90 pecnionaepu 2 (5,4%) 22 (61,1%)* 23 (65,7%)
PASI 100 pecrionaepu 1 (2,7%) 14 (38,9%)* 13 (37,1%)
CDLQI

CDLQI ot 0 i 1° | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
PedsQL

IIpomsiHa crpsAMO U3XOTHO

HHBO 3,35 (10,04) 8,03 (10,44)" 7,26 (10,92)
Cpemno (SD)"

2 p<0,001

0 CDLQI: CDLQI e nepmaTosiornyeH HHCTPYMEHT 3a M3MepBaHe Ha eekTa Ha KOXKHUsI IPOOJIeM BbPXY CBBP3aHOTO

ChC 3[[paBETO KAueCTBO HA XKUBOT npu neaunarpudnara nomynamus. CDLQI ot 0 wiu 1 mokasBa, 4e HiMa eeKT BbpXy
Ka4eCTBOTO Ha J)KUBOT Ha JIETETO.
' p=0,002
PedsQL: PedsQL e o6iiia ckaja 3a i3MepBaHe Ha CBP3aHOTO ChC 37PABETO KAYECTBO Ha )KUBOT, pa3paboTeHa 3a
ynotpeba B NOMyJIAMKUTE HA Aela U IoHOIIN. 3a rianedo rpynara Ha ceamuna 12, N =36
~ p=0,028

[To Bpeme Ha TuIa1Ie00-KOHTPOIMPAHUS TIEPHUOJ 10 ceMUIa 12 eUKacHOCTTA Ha JIBETE JI030BH
TpyIH, IPENOPHUNTEIHATA U OJIOBUHATA OT MPENOPhUYUTENHATA, KATO I[SJI0 € CPaBHUMA B
IbpPBUYHATA KpaliHa Touka (ChOTBETHO 69,4% 1 67,6%), BIPEKH Ye UMa JaHHU Ha JO30B OTTOBOD 32
MO-BUCOKHU CTOMHOCTH Ha KpuTepuute 3a epukacHoct (Hanp. PGA na uzunctenu (0), PASI 90). Cien
cenmulia 12 eukacHOCTTa KaTo ISJI0 € MTO-BUCOKA M MO-TPOJIBIDKUTEINHA IIPH TpyIIaTa ¢
MIPENOPBUYNTENHA 033 B CPABHEHUE C TPpyIaTa Ha MOJIOBUHATA OT IPENOPBYUTENHATA 033, IIPU KOSTO
ce HabJI01aBa MO-4ecTo yMepeHa 3ary0a Ha eUKacHOCT B Kpasi Ha BCEKH 12-ceIMUYEH 1030B
untepsai. [Ipodunure Ha Ge30MacHOCT HAa MPENOPHYUTENHATA 1032 U Ha ITOJIOBUHATA OT
MIPETOPHUYUTETHATA 1032 Ca CPABHUMHU.

Heya (6-11 2o0unu)

EdukacHocTTa Ha ycTeknHyMab e npoydeHa npu 44 neauaTpudHH MAIMeHTH Ha Bb3pacT OT 6 J10

11 ronuHm ¢ yMepeH A0 TeXbK IUIaKOB IICOPHA3HC B OTKPUTO, MHOTOLIGHTPOBO MpoyyBaHe (aza 3 ¢
exno pamo (CADMUS Jr.). [lanuenTure ca NeKyBaHH C IPEIOPHUUTETHATA 1032 YCTEKUHYMa0 (BXK.
Touka 4.2; n = 44) upe3 moaKokHa HHKEKIHs B cenmuiin 0 u 4, IocaeABaHO OT MpUJIaraHe BEIHBX Ha
Bceku 12 cenmuru (q12w).

ITammuentn ¢ PASI > 12, PGA > 3 u ¢be 3acernara BSA nHaii-manko 10%, KOUTO ca KaHAWIATH 3a
CHUCTEMHa Tepanus Win (poToTeparnus, ca MOAXOIAIIM 3a MpoyuBaHeTo. [Tpubnuszurenno 43% ot
MAIMEHTUTE UMAT TPEIIIeCTBAIA SKCITO3UIHS HA KOHBEHIIMOHATHA CHCTEMHA TEePaIys WK
(dhototepanus. [IpudausutenHo 5% OT HallMEHTUTE UMAT MPEAIISCTRAIA CKCIIO3UIIUS Ha OUOJIOTHYHU
CpeJICTRa.

[IppBHYHaTa KpaifHa TOYKa € MPOLECHTHT NalUeHTH, MocTUrHanu ckop Ha PGA usuunctenu (0) unu
muHuManHu (1) Ha cenmuna 12. Bropuunure kpaiinn Touku BkiarouBat PASI 75, PASI 90 u mpomsina
CHPSIMO U3XOJHOTO HUBO Ha JlepMaToNOruyHus HHIEKC 3a KayecTBO Ha >KUBOT npH fena (Children’s
Dermatology Life Quality Index, CDLQI) na ceaqmuna 12. Ha cenmunia 12 manueHTHTE, IEKYBAaHH C
YCTeKHMHYMab, OKa3BaT KIMHUYHO 3HAYNMO MTOA00pEHHE Ha TICOPHa3uca U CBBP3aHOTO ChC 3/IPABETO
Ka4yeCTBO Ha JXUBOT (Tabmura 13).

Bceuuky nargeHTy ca mpociesaBaHu 3a ePUKACHOCT 10 52 CEAMMIIU CJIe]] TbPBOTO MPHIIOKEHUE HA
MPOYYIBAHOTO JIEKapCcTBO. [IponeHTHT Ha manueHTuTe che ckop Ha PGA m3uncrenun (0) nmm
muHuManHu (1) Ha cemmuna 12 e 77,3%. Edukacroct (onpeneneHa karo PGA 0 wmu 1) e
HaOII0JaBaHa OIlle IPY IBPBOTO TMOCEIICHUE CIIE/] U3XOIHOTO HUBO Ha ceMuIa 4, a MPOIEHTHT Ha
MaIUeHTUTe, ToCTUrHamu ckop Ha PGA 0 wu 1, ce moBumasa g0 ceamuria 16, kaTo ciex ToBa ocTaBa
OTHOCHUTEIHO cTabuieH a0 cenmuiia 52. [Tonoopenusra Ha PGA, PASI u CDLQI ce nogaspxar 10
ceamuria 52 (tabmuima 13).
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Tabruya 13 Obobwenue na nbpsuuHama u 6MOpuYHUmMe KpaHu moyku Ha ceomuya 12 u na
ceomuya 52

HeauaTpuyno npoyusane npu ncopuaszuc (CADMUS Jr.) (Bb3pact 6-111.)

Ceamuna 12 Ceamuna 52
[Ipenopruntenta go3a IIpenoprunTenna g03a
YCTEKUHYMa0 YCTEKUHYMAaO
N (%) N (%)
BxiroueHr manueHTH 44 41
PGA
PGA na uzuncrenu (0) nnu 34 (77.3%) 31 (75.6%)
MHUHAMAaTHH (1)
PGA na nzuncrenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pecnionepu 37 (84,1%) 36 (87,8%)
PASI 90 pecionepu 28 (63,6%) 29 (70,7%)
PASI 100 pecionnepu 15 (34,1%) 22 (53,7%)
CDLQI*
ITammmentn ¢ CDLQI > 1 Ha (N=39) (N=36)
M3X0JIHO HUBO
CDLQI 0 st 1 24 (61,5%) 21 (58,3%)

#  CDLQI: CDLQI e aepMaToIorudeH HHCTPYMEHT 3a OLCHKA Ha e()eKTa Ha KOXKHHUS IPoOJIeM BEPXY CBEP3aHOTO ChC

3][paBETO KaueCTBO Ha XKUBOT IpH neauarpudHara nomynanus. CDLQI 0 nnu 1 mokassa, ue HIMa e(heKT BBPXY
Ka4ueCTBOTO Ha JKUBOT Ha JIETETO.

bonecm na Crohn npu oeya

bezonacHocTTa M eukacHOCTTA Ha yCTeKMHYMa0 ca orieHeHH mpu 101 meauaTpuyHy HallMeHTH Ha
BB3PACT 2 U NIOBEYE TOAWHM U C Terio Hai-manko 10 kg B MHOoroueHTpoBo npoyusane ¢aza 3 (UNITI-
Jr) 3a nennaTpuyHM NAMEHTH C YMEpPEeHa A0 TeXKa akTuBHa OonecT Ha Crohn (nedpunupana upes
Wupekc Ha aktuBHOCTTa Ha OGostectTa Ha Crohn [PCDAI] >30) B npoabinkenue Ha 48 cenmMunu
neuyenue (§ ceAMULM HHAYKIMOHHO 1 40 ceaMUIU moaabpskaino jedenue). IlpoyuBanero Bimoysa 2
MalMEHTa Ha BB3PacT OT 2 10 5 roguHu U 18 mauuentu Ha Bb3pacT ot 6 10 11 rogunu; 29 nanueHTu ¢
teryo mox 40 kg, prmountenno 11 namuentu ¢ tero nmoxa 30 kg. [TaiuenTrure, BKIOYESHU B
MIPOYYBaHETO, WJIM HE Ca UMaJIK I0CTaTh4Y€H OTTOBOP, WIIM Ca MMaJI HETOHOCUMOCT KBbM MPEAX0IHA
OuosoruuHa WM KOHBEHIIMOHANIHA Tepanus 3a 6osnectra Ha Crohn. [IpoyuBaHeTo BKIIIOUBa OTKPHUTO
WHIyKIIMOHHO JICUCHHE C eIMHUYHA HHTPABEHO3HA /1032 ycTeKUHyMab npubiamsurenno 6 mg/kg
(manmenty ¢ Terno Haii-manko 40 kg) mim 250 mg/m? (naumentu ¢ terno nog 40 kg Bb3 ocHOBa Ha
BSA) (Bx. Touka 4.2), mocie1BaHO OT paHJAOMHU3UpPaHA ABOWHOCITIA IOIbpPKAIIA CXEMa C
OJIKOXKHO TpuiiokeHne Ha 90 mg ycrekuHyMal (maruenTy ¢ Terio Haii-manko 40 kg) win 60 mg/m?
(nmaumenTu ¢ teryo mox 40 kg Bb3 ocHoBa Ha BSA) (Bxk. Touka 4.2 ot KXIT Ha STELARA
MHXEKIUOHEH Pa3TBOp ((PpIaKoH) ¥ MHKEKIMOHEH Pa3TBOP B MIPEABAPUTEIIHO HAITbJIHEHA
CIPUHIIOBKA) HA BCEKU 8 CEIMUIIM WJIM Ha BCEKH 12 ceamMuLu.

Peszynmamu 3a epuxacnocm

[IspBuYHaTa KpaiiHa TOYKA HA TIPOYYBAHETO € KIIMHUYHA PEMHUCHS Ha CEAMHMIIA 8 OT MHAYKIUATA
(medunupana kato ckop mo PCDAI < 10). [TporieHTHT Ha MAIUSHTUTE, IOCTUTHAIN KIIMHUYHA
pemucus, ¢ 46,5% (47/101) u e cpaBHUM ¢ TO3H, HA0JIO/IaBaH B MPOy4BaHUATa (a3a 3 Ha
YCTEKHMHYMab MpH B3PaCTHH.

Knunandgen otroBop € HabmroaBan omie Ha ceamuiia 3. [IponeHThT Ha MAIIMEHTHUTE C KITMHUYICH
OTTOBOp Ha cenMuIia 8 (nehMHUpPaH KaTO HAMAJIGHUE CTIPSMO W3XOTHOTO HUBO HA OOIIHS CKOP 10

PCDAI >12,5 touku ¢ o6mr ckop mo PCDAI ue moseue ot 30) e 84,2% (85/10145).

Ot 101 nanueHTy, MONYYUIH JICUeHHUE ¢ 1.v. uHAyKuus, 97 (96,0%) ce BKIIOUBAT B HOAbPKAIIHS
MIEPUO/, KaTo 85 OT TAX ca ce MOBJIUSIN OT HHIYKIIHSTA.
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B tabmuna 14 ca nmpencraBeHn aHAIM3UTE HA BTOPUYHHUTE KPAifHU TOYKM IO BpeMe Ha MO IbpIKaIiara
Tepanus A0 ceamuna 44.

Tabnuya 14: Pe3tome Ha 6mopuyHume KpauHu moyKku no epeme Ha no00bpuCAujomo jedeHue

ceomuya 44
90 mg nn 90 mg nin 00w opoit
60 mg/m’ 60 mg/m’ NANHEHTH
YCTeKMHYMa0 yCTeKMHYMa0 N=85
npe3 8 cenmMunm npe3
N=41 12 ceqmMunu
N =44

Knuauuna pemucus 48,8% (20/41) 59,1% (26/44) 54,1% (46/85)
fgg‘;ﬁﬁgﬁ;ﬁ” 0es 46,3% (19/41) | 59,1% (26/44) 52,9% (45/85)
Knuanana peMucus npu manveHTH,
KOHTO Ca OUIIH B KIHHIT'IHa 73,9% (17/23) | 62,5% (15/24) 68,1% (32/47)
peMucHs P MHAYKIUSTA
ceamuna 8
Kiminangen otrosop 56,1% (23/41) 63,6% (28/44) 60,0% (51/85)
EHI0CKOTICKH OTFOBOD * 25,0% (10/40) | 30.2% (13/43) 27,7% (23/83)

*  Knuauvnata pemucus e nedunupana karo ckop mo PCDAI <10 Toukwu.

S Pemmucus 6e3 KOpTHKOCTepouu e neduuupana karo ckop o PCDAI <10 Touku u 0e3 nmpueM Ha KOPTUKOCTEPOUIH B

npoabbKeHue Ha noHe 90 IHU npeau Noabp KaHeTo Ha ceamuiia 44.
KnuHu4HUAT 0TroBOp € AeUHHUPaH KaTo HaMaJIeHHue CIPSMO U3X0AHOTO HUBO Ha ckop o PCDAI >12,5 Touku ¢ o0y
ckop no PCDAI ne noseue ot 30.

Ennockonckust otroBop ¢ aedunnpan kato Hamanenue Ha ckopa SES-CD >50% umm ckop SES-CD <2 npu
MAIMEHTH ¢ u3xozaeH ckop SES-CD>3.

Kopueupane na vecmomama na npunosicenue

[TanueHTHTE, KOUTO MPEMUHABAT Ha MOIBPXKAIIO JICYSHHUE ¥ UMAT 3ary0a Ha OTTOBOp Bh3 OCHOBA Ha
ckopa no PCDALI, oTroBapst Ha yclnoBusTa 32 KOpUTHpaHe Ha fo3ata. [lanuenTuTe uiv npeMuHaBaT
OT JICYCHHME Ha BCeKH 12 ceMMIIM Ha BCEKU 8 CEIMUIIM, WJIM OCTaBaT Ha JICUCHHE Ha BCEKH 8 CEIMULIM
(nmare60 Kopekius). 2 MarueHTH ca C KOPUTupaHa A03a KbM MO-KPAaTKUsI HHTEPBAJl Ha MPUIIOKEHHE.
[Ipu Te3u nanueHTH KIMHUYHA pemucus € nocturaara mpu 100% (2/2) ot nanuenTute 8 cenMuIu
cJe KOpUTHpaHe Ha J103aTa.

[TanuenTuTe, TEKyBaHU C ABETE CXEMHU Ha JISYCHUE (JICUCHUE HA BCEKH 12 CeMUIN HITH Ha BCEKU 8
CE/IMHIIN ), KOUTO HE CE MOBJIUSABAT OT MOIHPKAIIOTO JCUSHHUE /IO CEAMHUIIA 8 WIM KOUTO UMar 3aryda
Ha OTrOBOP ¥ MMAaT HUCKU HMBA HA YCTEKUHYMa0 (CTAIl[MOHAPHO ChCTOSIHUE Ha CEAMMIIA 8 MTPH Hal-
HUCKa KOHIIEHTpANUs Ha ycTekuHyMao <1,4 pg/ml), ca moaxoasmu 3a BKIFOYBaHE B JOOPOBOITHO
MOANPOYYBAHE 32 ONTUMU3HUPAHE HAa €KCIO3ULUATa. ToBa € OTKPUTO MOANPOYUYBAHE C
MPOABDKUTEITHOCT MUHUMYM 16 CEIMUIM ¢ MOJKOXKHO HOABPIKAIIo JiedeHue ¢ 90 mg ycrekunymad
wim 60 mg/m? (Bb3 ocHoBa Ha BSA), mpunaran Ha Bceku 4 cenmunu. O61o 26 IMalueHTy ca
BKJIIOUEHH B noAnpoyusanero. OT yuactBauure nanuenty, 11 (42,3%) npeMuHaBaT OT mpujiarase
BEJHBXK Ha 12 ceIMHIIM KbM BeIHBXK Ha 4 cenmuity, a 15 (57,7%) npemuHaBat OT npuiaraHe BeIHBK
Ha 8 ceIMHUIIM KbM BelHBKE Ha 4 cenmui. Crex 16 ceamuiy, cies mpoMsiHa Ha YecToTaTa Ha
npuioxkenue, 95,0% (19/20) ot manueHTHTE, OIXOASINM 32 OllEHKa, TOKa3BaT KIIMHIUYEH OTTOBOD, a
50,0% (10/20) ca B KITMHAYHA PEMUCHSL.

[IpodunbT Ha O€30MaCHOCT Ha CXeMaTa Ha UHAYKIIMOHHO MPUIOKEHUE ¥ Ha JIBETEC CXEMHU Ha
noJaAbpXKalaTa cxemMa Ha JIeUeHHE IPH MeAnaTpUIHaTa NOoMyJanys Ha 2 ¥ MoBeye TOJUHN € CPABHUM
C TO3W, yCTAaHOBEH IpH MOMyJanusATa Ha Bb3pacTHH ¢ Oosect Ha Crohn (Bk. Touka 4.8).

Cepymnu u ghexannu buomapkepu Ha 6b3NANEHUETNO

Cpennara npomsiHa (SD) cipsiMO H3XOIHOTO HUBO IPH MOIABPKAILO JeUeHrne Ha ceamuna 44 Ha
koHneHTpanuute Ha C-peaktuBeH npotend (CRP) u dekanen xanmpoTekTus e

CBHOTBETHO - 6,65 (18,609) mg/l u -716,9 (2597,66) mg/kg.
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Kauecmeo na socueom, cewpszano cvc 30pagemo
O6muTte ckopose mo IMPACT-III u Bcuuku moagoMedHu (UpeBHA CUMIITOMH, CHCTEMHH CUMIITOMH,
CBBP3aHH C YMOPA, ¥ 0J1aroChCTOSHUE) ITOKA3BAT KJIMHUYHO 3HAYMMHM MTOJTOOPEHHMS Ciel 52 CeIMUIIH.

Yaueposen koaum npu deya

BbezonacHoctTa 1 eukacHOCTTa Ha ycTeKuHyMa0 ca oueHeHH npH 112 neauaTpuvHu MaMeHTH Ha 2 1
NoBeYe TOAWHU B MHOTOLIEHTPOBO npoyuBane ¢gaza 3 (UNIFI Jr) npu neguatpuyHy NauyueHTH C
yYMepeH 0 TeXbK aKTHBEH yJiepo3eH KoauT. OeHkaTa Ha 3a00JIsIBaHETO ce ONpeesst Ha U3X0THO
HuBO (ceamuna 0) kaTo ckop o Mayo 6 10 12, BKIIIOUUTETHO €HAO0CKOIICKH MOACKOP >2, onpezesieH
ype3 LEHTpaJIEH Mperyie] Ha BUJIEOTO OT eHaockonuATa. [IpoyuBaneTo BKIItouBa 3 MaleHTH Ha
BB3pacT MeXIy 2 ¥ 5 ronMHU 1 27 MalMeHTy Ha Bb3pacT Mexay 6 u 11 roguau, 34 manyueHTH ¢ TerIo
nof 40 kg, BkmounTenHo 16 nanuentu ¢ terno noj 30 kg. [NanuenTure, BKIIOYEHH B IPOYYBAHETO,
ca UMaJIi HeyCIIeIIHA Tepamnusl ¢ OMOJOTHYHH CPEACTBA, KOPTUKOCTEPOUIN MIM UMYHOMOIYIaTOPH.
[IpoyuBaHeTo BKJIIOUBA OTKPUTO MHIYKIIMOHHO JICYCHHE C €AMHUYHA HHTPABEHO3HA J103a
ycTekunymab npuonmsuTenno 6 mg/kg (manuenty ¢ Terno Haii-manko 40 kg) wim 250 mg/m?
(maumentu ¢ Terno nox 40 kg b3 ocHoBa Ha BSA) (k. Touka 4.2 ot KXII na STELARA 130 mg
KOHILIEHTpAT 32 HH(Y3MOHEH Pa3TBOP), IOCIECIBAHO OT PaHIOMHU3UPaHa IBOWHOCIISNA OAIbpIKAIIA
cXeMma ¢ TIOAKOXHO npuiioxkenne Ha 90 mg ycreknnymab (manueHTy ¢ Terino Hai-manko 40 kg) nim
60 mg/m? (manuenTu ¢ Terso noxa 40 kg Bb3 ocHoa Ha BSA) (Bxk. Touka 4.2) Ha BCeKu 8 ceMUIM
WM Ha BCEKH 12 ceqmuuy.

Pesynmamu 3a eghuxacnocm

IIspBuuHaTa KpaiiHa TOYKa HA MPOYYBAHETO € KIIMHUYHA PEMUCHS Ha CEAMMIA 8 OT MHAYKLUATA
(medunupana upes MoJACKOPOBE IO Mayo KakTo cielBa: MOACKOp 3a yectoTa Ha Aedekanus 0 wim 1,
MOJICKOP 32 peKkTanHo KbpBeHe 0 u enaockoncku noackop 0 win 1 6e3 Hamuure Ha paHUMOCT TPH
€HJIOCKOTICKOITUTA, KaTo MOJICKOPHT 32 UecTOTa Ha Jedekalus He ce IOBUIIIaBa CIPSIMO H3XOJHOTO
HHUBO NPH UHAYKIUATA). [IpOIEeHTHT HA MAaMEHTHUTE, OCTUTHAM KIMHUYHA peMucus, € 25,0%
(28/112) m e cpaBHUM C TO3H, HAOIO/IaBaH B IPOy4BaHUATA (a3a 3 Ha YCTEKMHYMAaO0 MPH Bh3PACTHH.

KbM cenqmuna 8 oT MHAYKIUATA KITMHAYHA peMHCHs € iocTuruara npu 29,4% ot nanuenture (20/68)
C HeycreX Ha HeOMOJOTHYHOTO JiedeHne B cpaBHeHue ¢ 18,2% ot manuenture (8/44) ¢ Heycriex Ha
ouonornyHoTO Nedenue. 54 (48,2%) ot 112 nanueHTH MOCTUraT CUMIITOMAaTHYHA PEMUCHS
(onpexnenena xato noackop mo Mayo 3a yectora Ha nedexanus 0 win 1 ¥ MOACKOP 3a PEKTAIHO
KkbpBeHe 0, MK KOEeTO MOJCKOPHT 3a YeCToTa Ha AeeKalys He ce MOBHUILIABa CIPSIMO U3XOAHOTO HUBO
MIPU UHAYKLUATA).

[IponeHThT Ha MALMEHTHTE ¢ KJIMHUYEH OTTOBOP Ha ceAMULa 8§ OT MHAYKIMATA (IerHupaH KaTo
HaMaJIeHUE CIIPSIMO U3XOJHOTO HUBO Ha MoauGuimpanus ckop mo Mayo ¢ >30% u >2 TOYKH HITH ¢
HaMaJICHHE CIPSMO M3XOAHOTO HUBO Ha MOJCKOpA 33 PEKTATHO KbPBEHE C >1, MM ¢ TIOACKOP 3a
pexranHo kppBeHe 0 unu 1) e 67,0% (75/112).

Ot 112 nanueHTy, Mojy4aBajiy JeueHue ¢ i.v. uaaykuus, 97% (109/112) ce BkitouBaT B
MOJTBPKAIIHS IEPUOJT, KaTO 79 OT TAX ca ce MOBJIUSIN OT HHAYKIUATA.

B tabnuna 15 ca npeacTaBeH aHAJIM3UTE HA BTOPUYHKUTE KPAHU TOYKHU 10 BPeMe Ha IO IbpIKaIiara
Tepanus 10 ceamuiia 44.

Tabnuya 15: Pe3tome na émopuyHume KpauHu mo4ku no epeme Ha nodowbpicaujama mepanus 00

ceomuya 44
90 mg uau 90 mg unu OO0 Opoit
60 mg/m’ 60 mg/m’ HANMEHTH
YCTeKMHYMa0 Ha | yCTeKHHYMad N=179
8 cenmunu Ha 12 ceqMuuu
N=39 N=40
Knuanuna pemucus’ 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
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CHMITOMaTUYHA PEMUCHS 74,4% (29/39) 57,5% (23/40) 65,8% (52/79)

Knuanana pemucus 6e3 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
KOPTHKOCTEPOU M’
Knuandna pemucus Ha cenmuna 44 56,3% (9/16) 63,6% (7/11) 59,3% (16/27)

MpY TMalMEeHTH, KOUTO ca OHIIH B
KITMHAYHA PEMHUCHS TIPU
MHAYKIMATA Ha cenmuia 8F
Enockoncko nogodpenne® 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
XHCTOJOTUYHO-EHIOCKOIICKO 46,2% (18/39) 27,5% (11/40) 36,7% (29/79)
mo1o0peHwe Mo OTHOIICHHE Ha
JIMTaBUIIaTa B3 OCHOBa Ha GS*
+ KumanuHara pemucus e nepUHApaHa Ype3 MOACKOpoBe 0 Mayo KaTo: MOACKOp 3a yectora Ha aedexanus 0 win 1,

MOJICKOP 32 PEKTaTHO KbpBeHe 0 v eHI0CKONCKHU moackop 0 wiau 1 6e3 Han4ne Ha PAHUMOCT MPH €HIO0CKOTICKOIHATA,
IPH KOETO MOJCKOPHT 3a YeCTOTa Ha AedeKalus He Ce MOBHUINABa CIIPSIMO U3XOIHOTO HUBO MPH UHIYKIHITA.

e
CuMITOMaTHYHATA pemMucus € ﬂeq)I/IHI/IpaHa KaTo IMOACKOPOBE 110 Mayo KaTo IMOACKOP 3a 4Y€CTOTa Ha IIerCKaHI/I}I 0

Wik | ¥ IOACKOp 3a peKTanHo KbpBeHe 0, MpH KOETO MOACKOPHT 3a YeCTOTa Ha AeeKaliys He Ce MOBUIIIABA CIIPSIMO
U3XOJHUTE MHIYKIIHOHHH CTOMHOCTH.

S Knnununara pemucus 6e3 KOPTUKOCTEpOuar € qerHIpana KaTo moackop mo Mayo 3a gyecrora Ha aedexamnus 0 wiu

1, moxckop 3a pexraiHo kbpBeHe 0 u eHgockorcku nojackop 0 mium 1 6e3 Hainuuue Ha PAHUMOCT IIPH €HAO0CKOIICKOTO

U3CIIe/IBaHe, IIPU KOCTO MOJCKOPHT 3a YECTOTA Ha Je(eKalis He ce MOBHIIAaBa CIPAMO U3XOJHUTE HHIAYKIIMOHHU

CTOMHOCTH; U 0€3 NPHEeM Ha KOPTUKOCTEPOUAM B IPOABIDKEHUE Ha TIoHe 90 THU npeau noabpikaniara Tepanus 10

ceamuua 44.

EnnmockornckoTo monobpenue e qeuHUpaHo KaTo eHA0CKOICKH Noackop o Mayo 0 mwiu 1 6e3 Hamnuue Ha paHUMOCT

IPH CHAOCKOIHUSITA.

*  XHCTONOTHYHO-EHI0CKOTICKOTO moIo0peHne 110 OTHOIIICHUE Ha INraBHIaTa, OCHOBaHO Ha ckop o Geboes (GS), e
neuHIpaHO KaTo MOCTUraHe Ha KOMOMHAIMS OT XUCTOJIOTHYHO ojo0penne (MHGUATpays Ha HeyTpoduan B <5%
OT KpHIITHTE, 63 paspyliaBaHe Ha KPUITUTE U O€3 epO3uH, yJIepallii WK TPaHyJallMOHHA ThKaH CIIOpE CHCTeMaTa
3a kiaacudukanusa Ha Geboes) U eHIOCKOICKO MoA00peHne (€HI0CKONCKHU moackop mo Mayo 0 win 1 6e3 Hanuyme Ha
PAHUMOCT IIPU €HJOCKOIHUSATA).

Kopueupane na wecmomama na npunosicenue

[ManuenTyTe, KOUTO MPEMHUHABAT HA MOJIBPIKAIIO JIEYCHNE, UMAT 3ary0a Ha OTTOBOP Bb3 OCHOBA Ha
YacTU4EH CKOp Mo Mayo 1 uMaT HOpMajlHa eKCIIO3UIMA Ha yCTeKHHYMa0, OTrOBapsT Ha YCIOBHATA 3a
KOpUTHpaHe Ha go3ara. [lalueHTuTe Win npeMuHaBaT OT JISYEHHE HA BCEKH 12 ceAMUIN KbM JIeUeHHE
Ha Bceku 8 cenmunu (5/40), uiam ocTaBar Ha JieueHHE Ha BCEKHU 8 ceMHUIH (T1are0o KOpeKITus)
(2/39). Cpen manyieHTUTE C KOPUTHPaHa 1032 KIMHUYHA PEMHUCHS € TocTUrHaTa pu 28,6% (2/7) xpM
cenmuia 44 Ha MOATBPIKAIIOTO JICUCHHE.

[TanmenTute, TeKyBaHH C ABETE CXEMH Ha JIedeHHE (JIedeHre Ha BCeKH 12 ceIMULIM MIIM Ha BCEKH

8 cenMuIN), KOUTO HE CE TOBJIMABAT OT MOJABPKAIIOTO JCUCHHE 10 CEAMULA § WIM KOUTO UMt
3ary0a Ha OTTOBOpP M UMaT HUCKHM HUBA HA YCTEKHHYMa0 (CTallMOHAPHO ChCTOSIHUE HA CEAMHUIIA 8 TIPH
Half-HUCKa KOHIIEHTpaIys Ha ycreknHyMab <1,4 pg/ml), ca moxxoasiy 3a BKIIOYBAHE B
HE3abJDKUTEITHO OANPOYYBaHE 3a ONTHMHU3MPAHE Ha EKCIO3UIMATA. TOBa € OTKPUTO MOANIPOYYBAHE
C IPOJBIDKUTETHOCT MUHUMYM 16 ceqMUIM ¢ TIOJKOKHO NMOAIBpKAIO JedeHue ¢ 90 mg
ycTekuayMa6 mimm 60 mg/m? (B3 ocHoBa Ha BSA), npuiiaran Ha Bceku 4 ceaqmunu. O6mmo 22
MAIMEHTH ca BKJIIOYEHH, a 21 ca JexyBaHH B moanpoyuyBaHeTo. OT yyacTBaIIUTE MalMEHTH 13
(59,1%) npemuHaBaT OT NpUJIaraHe BeIHBXK Ha 12 ceAMUIM KbM BeIHBXK Ha 4 ceqmuny, a 9 (40,9%)
MIpeMUHABAT OT MPUJIaraHe BEAHHXK Ha 8 CeIMUIIM KbM BeIHBXK Ha 4 cenmuny. Ha 16 cenqmurtu cien
NpOMSIHA Ha YecToTara Ha npuinoxkeHune 84,6% (11/13) ot manueHTHTEe, OAXOISINH 32 OIICHKA,
MOKa3BaT KJIMHUYEH OTTOBOP B3 OCHOBA Ha YaCTHYEH CKOp 1o Mayo, a 56,3% (9/16) ca B kmuHHYHA
pemucus Bb3 ocHOBa Ha ckopa o PUCAL

HpO(I)I/IJ'I’BT Ha 0e30MacHOCT Ha cXemaTa Ha UHAYKIOUOHHO MPUJIOKCHUEC U Ha ABCTC CXCMU Ha

TIOUTBPIKAIIO JICUEHHE MIPH TTeNaTPUIHATA ITOMyJIaus Ha 2 ¥ MOBeYe TOJJUHH € CPaBHUM C TO3H,
YCTaHOBEH MPH MOMYJIAIUATA Ha BB3PACTHUTE C YIIIEPO3eH KOIHT (BXK. Touka 4.8).
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Cepymnu u ghexannu buomapkepu Ha 6b3NANEHUETNO

Cpen 26-te nauuenty ¢ nopuiienu HuBa Ha CRP Ha uzxonHo HuBo HuBaTta Ha CRP ce HopManuzupat
KbM ceamuiia 44 ot nmoaabpkamoTo jgedenue mpu 3 (21,4%) ot 14 marueHTn B rpymara, JIeKyBaHa Ha
Bceku 12 cenmuny, u ipu 9 (75,0%) ot 12 maupeHTH B rpynara, JiekyBaHa Ha BCEKH 8 CEMHUIIH.

Cpen 63-mara manyeHTy ¢ OTKJIOHEHHUS B HUBATa Ha (PEKATHUS KAIMPOTEKTHH Ha U3XOTHO HUBO,
TIOBJIMSIIH C€ OT MHIYKIIMOHHOTO JiedeHue, npu 8 (25,0%) ot 32 manueHTy B TpyraTa Ha Je4eHHe Ha
Bceku 12 cenvuru u 16 (51,6%) ot 31 manueHTH B Tpynara Ha JeUeHUE Ha BCEKU 8 CEJMHIIM HUBATa
Ha (peKANHUS KaJIIMPOTEKTHH Ca c€ HOpMaIM3Upalid Ha ceaMuiia 44 oT MO IbPKAIIOTO JIeUeHHE.

Kauecmeo na sicueom, cevpszano cvc 30pagemo

[Ipu marmenTrTe Ha BB3pacT >10 roguan, npu kouto € oreHed IMPACT-IIL, oOmmre ckopoBe u
BCUYKH MOAOMEHHH (BKIIFOUUTEITHO YPEBHU CUMIITOMHU, CACTEMHH CUMIITOMH, EMOIIIOHATTHO
(hyHKIIMOHUPAHE, COIMAITHO (PYHKIIMOHUPAHE U 00Pa3HH U APYTH M3CIICABAHMS U JICUCHHE) TIOKAa3BaT
KITMHUYHO 3HAYUMHU MTO00peHNs Ha ceamuna 44,

IlennaTpuyna nonyJanus

EBpornelickaTta areHys 1o JekapcTpara oTiiara 3aJbDKEHUETO 3a IPEAOCTaBsSIHE Ha PE3YIATATUTE OT
NPOYYBaHUATA C YCTEKHMHYMa0 B €1HA WJIM NIOBEYE NOATrPYIH Ha MEAUATPUYHATA MOMyJIauus Ipu
IOBEHUWJICH WAMOMATHYEH apTpHT (BK. Touka 4.2 3a uH(OopMaIrs OTHOCHO yroTpeda B eIuaTpusTa).

5.2 ®apmMakoKWHETHYHH CBOJCTBa

AOGcopOuus
Menuanara Ha BpeMe 3a JOCTHIaHE Ha MAKCHMMAJTHA CEPYMHA KOHIICHTPAIHS (tmax) € 8,5 JHU crien

€HOKPATHO IpuiiockeHue Ha 90 mg MOAK0XKHO MPU 3ApaBU MalUEeHTU. Meananarta tmax Ha
YCTEKMHYMaO CjIell €IHOKPATHO MPHIIOKeHUE Ha 45 mg uin 90 mg 1OIKOKHO MPH MALUEHTH C
TICOPHA3UC ca CXOAHU C HAOIIOaBaHUTE MPH 3APABU MAIIUEHTH.

AbcomoTHaTa OMOHATMYHOCT Ha YCTEKMHYMA0 clie]] €HOKPATHO MOAKOKHO NPUIOKEHUE €
u3ymcieHa Ha 57,2% mpu nanueHT! ¢ Icopuasuc.

Pasnpenenenue
Menauanata Ha oOeMa Ha pasnpe/eliecHue B TepMuHaiHara ¢asa (Vz) ciies] eTHOKpaTHO HHTPABEHO3HO

NPUIOKEHHUE NIPY MAaLMEeHTH C IIcoprasuc Bapupa ot 57 no 83 ml/kg.

Buorpaucdhopmarus
ToYHHUAT BT Ha METa0OIM3UPAHE HA YCTEKUHYMAa0 HE € U3BECTCH.

Enumunupane
Menauanara Ha cucteMHus KinupbHC (CL) cieq eqTHOKpaTHO MHTPABEHO3HO MPUIIOKEHHE TTPH

MAIMEeHTH C Tcoprasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha oy xuBoTa (ti2) Ha
yCTEKHHYMab € MpHONU3UTENHO 3 CeIMHUIHM IPH NMALKEHTH ¢ TICOPUa3HC, IICOPUATUICH apTPUT, O0IecT
Ha Crohn nnm ynmepo3eH KOJUT 1 Bapupa oT 15 10 32 1HHM BbB BCUYKH MTPOYYBAHUS HA TICOPUA3UC H
ncopuatuyeH apTput. ChrilacHO MpoBeAeH (PapMaKOKWHETUYEH aHAIN3 Ha MOIYJIAUATa IPUBUIHHUAT
kiaupbHC (CL/F) 1 npuBunnust o6em Ha pasnpeznenenue (V/F) ca cpotBetno 0,465 1/d u 15,7 | npu
nanueHTH ¢ rncopuazuc. CL/F Ha ycreknHyMa0 He € 3aBHcHM OT moJia. Pe3ynTaru oT nomynanuoHeH
(hapMaKOKMHETHYEH aHAIIN3 TIOKA3BaT, Ye UMa TEHJICHIINS KbM MO-BHCOK KIMPHHC HA YCTEKHHYMa0
NpY TALMEHTUTE, AaJIH HOJI0XKUTENICH Pe3YITaT Ha U3CIEABAHETO 3a AHTHUTEIIA CPEIy YCTeKHHYyMao.

JInHeWHOCT Ha 103aTa

CuctemHara excrio3uiust Ha ycTeKUHYMao (Cmax 1 AUC) ce yBennuaBa 1o HauuH, NPUOTU3UTETTHO
MIPONOPIIMOHANIEH Ha J103aTa, CJIe] €THOKPATHO MHTPABEHO3HO MPHUIIOKEHUE Ha 103U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg unu cies; eJHOKPaTHO MOAKOKHO MPHUIIOKEHUE Ha JI03H B TPaHUIATA
Mexny 24 mg u 240 mg npu NalMeHTH ¢ COpHa3uc.
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Exvnuyna cpenty MHOTOKpaTHa 1032

[Ipodunute Ha cepyMHa KOHLEHTpALUA-BpEeMe Ha yCTEKHHYMa0 ca MPUHIHUITHO MPEABUIUMH CIICH
MIOJIKOYKHOTO TIPUIIO’KEHHE Ha €IHOKPATHU M MHOTOKPATHU J1031. [Ipu ManyeHTH ¢ Icopruasuc
CTallMOHAPHUTE CEPYMHU KOHIICHTPAIMH Ha yCTeKWHYMal ca JJOCTHTHATH B ceMUIa 28 cien
I'bPBOHAYAIHU TTOAKOXHHU 103U B ceamuiiy 0 u 4, mocnenBaHu OT A03U Ha BCekH 12 ceamuiu.
Menunanara Ha cTaliOHapHaTa cepyMHa KOHIIEHTpalys € B rpaHuuute Mexay 0,21 pg/ml u

0,26 pg/ml (45 mg) u mexny 0,47 pg/ml u 0,49 pg/ml (90 mg). Hama oueBUIHO KyMyJIupaHe B
cepyMHaTa KOHLEHTpalMs Ha yCTeKHHYMab ¢ BpeMEeTo, KOraTo ce Ipuiiara oAKOKHO Ha BCEKH

12 cenmunm.

[Ipu manmenTH ¢ 6omect Ha Crohn u yIIIEpO3eH KOJIUT ClIe] HHTPaBEHO3HA J103a OT ~6 mg/kg ce
npuiIara NoJKOXKHa MoJabpxamia tepanust oT 90 mg ycrekuaymad npe3 8 uin 12 ceqmunu, KosTo
3aroyBa Ha ceamuia 8. KoHIeHTpalus Ha yCTeKHHYMa0 B CTAllMOHAPHO ChCTOSTHUE CE€ JIOCTUTA KbM
HAYaJIOTO Ha BTOpaTa MoJyrbpiKaiia no3a. [Ipu nanuentu ¢ 6onect Ha Crohn MenuanaTta Ha Haid-
HHUCKHUTE KOHLEHTPALWH B CTALIMOHAPHO ChCTOSIHUE Bapupa oT 1,97 ng/ml o 2,24 pg/ml u ot

0,61 pg/ml mo 0,76 pg/ml 3a ycrekunymad 90 mg chOTBETHO Mpe3 § ceaMHLN WK mpe3 12 ceamunu.
[Ipu nanyeHTH ¢ yIIepo3eH KOJIUT MeInaHaTa Ha Hai-HUCKUATE KOHIICHTPAIH B CTAIlHOHAPHO
cbcTosHuE Bapupa oT 2,69 pug/ml no 3,09 pg/ml u ot 0,92 pg/ml no 1,19 pg/ml 3a 90 mg ycrekunymad
Ha BCEKU 8 ceaMUIHU MU Ha Bceku 12 ceqmuiy. Hail-HuckuTe HUBA HAa YCTEKMHYMal B CTAlIMOHAPHO
ChCTOsTHUE, TToNydeHH npu 90 mg ycreknnymad npe3 8 ceaMUIlM, ca CBbP3aHH C M0-BUCOKA YECTOTa
Ha KIIMHAYHA PEMHUCHS B CPAaBHEHHUE C HAi-HUCKUTE HUBA B CTAIIMOHAPHO ChCeTOsTHUE clie 90 mg mpe3
12 cenmunm.

BrinsiHue Ha TErIOTO BPXY (hapMaKOKHHETHKATA

B npoBenen nonynanuoneH ¢papMaKOKMHETHYEH aHAIHN3, KbAETO ca W3IOI3BAHU JaHHU OT MAllMEHTH
C TCOpHAa3KC € KOHCTaTUPAHO, Y€ TEJIECHOTO TETJIO € Hali-3HaunMaTa KOBapuarTa, BIUseIa BbPXY
KIMpbHCa Ha ycTeknHyma0. Menuanara Ha CL/F nipu nanumentu ¢ terino > 100 kg e npubmu3uTenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terio < 100 kg. Mennanara va V/F npu nanueHTH ¢ Teriao
> 100 kg e npubnusurento ¢ 37% no-BUCOK B cpaBHeHue ¢ nanueHTtu ¢ tero < 100 kg. Mennanara
Ha MUHUMAJIHUA CEPYMHH KOHIICHTPAIMX Ha YCTEKUHYMa0 MPH MAIMEeHTH C ITO-T'OJISIMO TETJI0

(> 100 kg) B rpynara ¢ g03a 90 mg ca no00HU Ha TE3U MPH MAIMEHTUTE ¢ To-Maiko Tero (< 100 kg)
B rpynara c 1o3a 45 mg. [logoOHu pe3yaTaTi ca moyueHu OT HOTBbPAUTENCH HhapMaKOKHHETHUEH
MOITyJIAIIMOHEH aHANIN3, KBJETO ca U3MOI3BaHM JaHHH OT HALMEHTHU C ICOPUATHYCH apTPHUT.

Kopurupasne Ha yectoTaTa Ha IPHI0KECHHIE

BB3 ocHOBa Ha HaOMrOaBaHWTE MaHHY U nomynanuonanTe K ananm3u rpu nanueHTH ¢ 60JIeCT HA
Crohn u ¢ y/1iepo3eH KOJIUT PaHI0OMHU3UPAHUTE YUACTHUIIM, KOMTO MPECTAHAT Ja CE MOBJIMIBAT OT
JICYCHUETO, UMAT MO-HUCKU CEPYMHH KOHIICHTPAIINH Ha YCTEKMHYMa0 BHB BPEMETO B CpaBHEHHUE C
YYaCTHUIINTE, KOUTO HE ca 3aryounu otroBop. [Ipu 6omectra Ha Crohn KopurupaHeTo Ha J03ara OT
90 mg Ha Bcexku 12 cenmunm Ha 90 mg Ha BCEKH 8 CEAMUITH € CBBP3aHO C TIOBUINIABAHE HA Hal-
HUCKHUTE KOHIIEHTPAIIMU Ha YCTEKMHYyMa0, KaTO TOBA C€ ChIIBTCTBA C MOBUIIIABAHE HA €PUKACHOCTTA.
IIpu ynueposen xonut nonyianuonen ®K monen mokassa, ue KOPUrHpaHETO HA Jo3aTa oT 90 mg Ha
BcekH 12 cenMuiM Ha § ceIMUIIM MOXKE J1a C€ OYAKBA J1a JOBEJAE 0 3-KpaTHO yBEJIMYCHUE HA Hall-
HUCKUTE KOHIICHTPAIIMU Ha YCTEKMHYMa0 B CTallMOHAPHO ChcTOosiHUE. OCBEH TOBA, Bb3 OCHOBA Ha
JIAHHU OT KIIMHUYHUTE U3MUTBAHUS, IPU NALIUEHTH C YJILEPO3EH KOJUT € YCTAHOBEHA MOJOXKUTEIHA
BpPB3Ka EKCIO3ULUA-OTTOBOP MEXKAY HAa-HUCKUTE KOHUEHTPALMH U KIMHUYHATA PEMUCHUS U
JUTABUIHOTO O3]IPaBsSBAHE.

CrenmanHy nomyianuu
Hsima Hannyan apMakoKMHETHYHH JaHHU MTPH NAMEHTH C yBpeaeHa ObOpeyHa Uit yepHopoOHa
¢ysknus. He ca npoBe/ieHH KOHKPETHU MPOYYBAHUSI ITPU MAIIMEHTH B CTapYeCcKa Bh3PACT.

(DapMaKOKI/IHCTI/IKaTa Ha YCTCKI/IHYMa6 KaTO [AJIO € CpaBHUMA MCKIY MAIMCHTH C IICOPHUA3UC U
YIOEPO3€H KOJUT OT a3UATCKHU 1 HCA3UATCKU ITPONU3XOI.

[Ipu nauuentu ¢ 6oxect Ha Crohn u ynrepo3eH KOJIUT BapHaOMIIHOCTTa Ha KIIMPBhHCA HA yCTEKUHYMaO
Cce MOBJIUABA OT TEJIECHOTO TETJI0, HUBOTO HAa CEPyMHUS alOyMHUH, [10J1a ¥ CTaTyca [0 OTHOIICHUE Ha
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aHTHTeJNaTa CPelly YCTEeKHHYMa0, JOKaToO TEIECHOTO TErJIO € Hali-3HauMMaTa KoBapHaTa, BIHseIIa
BBpXY 00emMa Ha pasnpenencuue. OcBeH ToBa npu Oonectra Ha Crohn KIMPBHCHT ce nmoBnusBa oT C-
pEaKTUBHUS MPOTENH, CTaTyca M0 OTHOIIIEHUE Ha HeycleX Ha Jiedennero ¢ TNF-antaronuctu u
pacara (a3uaTcKH CIpsIMO Hea3uaTCKH MPou3xo/). Be3eiicTBHeTo Ha Te€31 KOBapraTH € B paMKHUTE Ha
+20% OT TUNIMYHATa WU pedepeHTHaTa CToMHOCT Ha choTBeTHUS DK mapameTsp, Hopagu ToBa He €
HeoOXoaMMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynoTpeba Ha
UMYHOMOTyJIATOPH HAMA 3HAYUTEITHO BIMSHUAE BHPXY PAa3NpeieIeHHETO Ha yCTeKHHyMao.

Pesyntatu oT papMakOKWHETHYEH aHAJIM3 HA MOIYJIalsITa He TOKa3BaT BIMSHUE Ha TIOTIOH WM
AJIKOXOJI BbpPXY (papMakoKMHETHKATa Ha YCTEKHHYMAO.

buonammunocTTa Ha yCTeKI/IHyMa6 CJICea MPUIIOKCHUEC CbC CIIPUHIIOBKA WKW NPCABAPUTCIIHO
HaIlTbJIHCHA MMM CaJIKa € CpaBHUMaA.

Perynupane na CYP450 enzumu

Edexrure na IL-12 wm IL-23 Bbpxy perynupanero Ha CYP450 enzumure ca oLeHeHU B in Vitro
MPOYyYBaHE C U3IMOJI3BaHE HA YOBEIIKH XEHaTOI[MTH, KOeTO nmokasea, 4e IL-12 u/wm 1L-23 ¢ HuBa ot
10 ng/ml ve npomensT aktuBHOCTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
ik 3A4; BX. Touka 4.5).

[IpoBeneHo e oTkpuTO MpoyuBaHe (aza 1 3a B3aMMOJICHCTBHUS OT TUIA ,,JIEKAPCTBO-JIEKAPCTBO
CNTO1275CRD1003 3a ouenka Ha edekTa Ha ycTeKuHyMal BbPXyY €H3MMHATa aKTUBHOCT Ha
utToxpoM P450 cien HHAYKIHS U TOABPIKAIIO MPUIIOKECHUE TIPH NAIIMEHTH C aKTUBHA 00JIecT Ha
Crohn (n=18). He ca nabironaBaHu KJIMHAYHO 3HAYMMH MPOMEHH B €KCITO3UIHATA HA KopenH
(cyocrpat nHa CYP1A2), Bapdapun (cyoctpaTt Ha CYP2C9), omenpason (cydctpat nHa CYP2C19),
nexcrtpomeropdan (cyocrpat Ha CYP2D6) mmu munazonam (cyocrpar Ha CYP3A) npu ceripTcTBaIma
ynorpeba ¢ ycTeKMHyMa0 B 0100peHaTa nIpernopbhbunuTeIHa 1032 IIPH NalkeHTu ¢ bonectra Ha Crohn
(Bk. Touka 4.5).

IlennarpuyHa nomyJsanus

CepyMHHTE KOHIICHTPALH Ha YCTEKWHYMa0 NpHU MeJUaTPUIHN HalUeHTH C ICOPHA3UC, HA Bb3pacT OT
6 1o 17 roguHy, JIEKyBaHU C MIPENOPBUUTETHATA A03a CIIOPEN TEIECHOTO TETIIO, Ca CPABHUMMU C TE3U
IIpU Bb3pacTHaTa MOIyJIallks C ICOPUA3UC, JIEKYBaHa C /103a 3a Bb3pacTHU. CepyMHUTE KOHLIEHTpaluu
Ha YyCTEKWHYMab Npu MeJUaTpUIHM NalueHTH Ha Bb3pacT 12-17 roaunn ¢ ncopuasuc (CADMUS),
JIEKYyBaHH C TIOJIOBUHATA OT MPENOPBbUUTENHATA J03a CIIOPE TEINECHOTO TETJIO, Ca 3HAYUTEIHO T0-
HUCKH OT T€3H MPHU BH3PACTHH MALUEHTH.

CepyMHHUTE KOHIIEHTPAIIUN HAa yCTEKHHYyMa0 NpY TieuaTpuIHu naruenTu ¢ 6onect Ha Crohn umm
YJILIEPO3EH KOJIMUT Ha BB3PacT 2 ¥ MMOBEYEe I'OAMHHU C TerIo Hak-Manko 10 kg kato 15110 ca CpaBHUMHU C
TE3H MPHU BH3PACTHUTE MAICHTH.

[Ipu manmenTH che 3aryda Ha OTTOBOP M HUCKY HUBA HA yCTEKHHYyMa0l J03aTa € KOPUTupaHa 0
MOTHPIKAIIO JISUeHUE Ha BCeKH 4 ceqmuitu. CepyMHHUTE KOHIICHTPAIMH Ha YCTEKUHYyMao ce
TIOBUINIABAT CIIE/] yBEIIMYaBaHE HA J103aTa U Ca B pAMKUTE Ha KOHIICHTPAIMHUTE TIpU 0J00peHara
MPEeNopPBUUTENHA 1032 MIPU BB3PACTHH, IEKYBaHU HA BCEKU 8 CEAMMUIIN.

5.3 IlpeakJMHUYHU AAaHHM 32 0€30MACHOCT

HexnuHUYHUTE JaHHU HE MTOKa3BaT 0COOEH PUCK (HAIp. TOKCHYHOCT Ha OpraHUTe) 3a Xopa Ha Oa3zara
Ha M3MUTBAHUATA 32 TOKCHYHOCT TP MHOTOKPATHO MpUiIarane, TOKCHYHOCT 332 Pa3BUTUETO U
PENpPOOYKTUBHA TOKCHYHOCT, BKIIOUUTETHO U (apMaKoJOTMYHHUTE OLEHKH 3a Oe3omacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 32 PAa3BUTHETO U PENPOIYKTHBHA TOKCHYHOCT MPHU JBJITOOMAIIATH MAKALH
He ce Ha0III0IaBaT HeXxellaHu ePeKTH BbpXY QepTUINTETa IPU MBXKKHUTE, KAKTO H BPOJICHU JIeEeKTH
WJIM TOKCUYHOCT 3a pa3BuTHETO. He ce HabmonaBar HexenaHu eeKTH BbpXy QepTHINTETa MpU
JKEHCKHUTE MpH yroTpedaTa Ha aHAJIOTHYHO aHTUTsUIO cpeiny 1L-12/23 mpu mMumku.
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Jlo30oBUTE HUBA B IPOYYBAHMS IIPU )KUBOTHH ca 01130 45 MBTU MO-BUCOKH OT Hal-BUCOKATa
€KBUBAJICHTHA 1034, IIPEIBWK/aHa 3a IIPWIOKECHHE IIPU MALUEHTH C ICOPUA3UC, U BOJAT 0
MaKCHMAaJTHA CEPYMHH KOHIEHTPAIMH MTPH MaiMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKU OT
KOHIICHTpAIMUTE, HAOIIOITaBaHH TIPH XOpa.

He ca npoBexnanu mpoy4BaHus 3a KApLIUHOTEHHOCT C YCTEKHHYMa0 MopaIy JIUIcaTa Ha MOIXOASAIH
MOJIEITU 33 aHTHUTSUIO 03 KphCTOCaHa peakTUBHOCT KbM [L-12/23 p40 Ha rpuzaun.

6. DODAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBA

L-xuctnauna

L-xucTuInHOB MOHOXUAPOXIOPU MOHOXUAPAT
IMomucopbar 80 (E433)

3axaposa

Bona 3a urxexumn

6.2 HecbBMEeCTHMOCTH

[Ipu munca Ha IpoyYBaHUs 32 HECHBMECTHUMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPIOBa /1a CE CMecBa C
JIPYTU JIEKapCTBEHU MPOAYKTH.

6.3 Cpok Ha rogHOCT

STELARA 45 mg nHXeKINOHEH pa3TBOP
2 TOINHU

STELARA 45 mg nHXeKIHOHEeH pa3TBOp B MPEABAPUTEIHO HAIIBJIHEHA CIIPUHIIOBKA
3 roguHU

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAIIBJIHEHA CIIPUHIIOBKA
3 roguHu

OTnenHuTe NpeABAPUTEIHO HAITBJIHEHHU CIIPUHIIOBKY MOXKE Ja Ce ChbXPaHsIBaT MPU CTaiiHa
temrepaTtypa a0 30°C 3a MakcumMyMm enuH nepuoy 10 30 THU B OpUTHHATHATA KAPTOHEHA OTIAKOBKA,
3a J1a ce Mpeanas3saT OT CBeTJIHHA. 3alulIeTe JaTaTa, Ha KOsSTO IPeIBapUTEIHO HAIThIHEHATa
CIPUHIIOBKA € U3BaJICHA 3a IBPBU IIBT OT XJIAJAWIHUKA U AaTaTa Ha U3XBBPJIIHE HA 0003HAUYCHHUTE Ha
BBHHIITHATA KApPTOHEHA OMaKOBKa MecTa. JlaTara Ha U3XBBHPISHE HE TPAOBA Jla € Clie/l OPUTUHATTHHS
CPOK Ha FOJIHOCT, OTII€YaTaH BbpXY KapToOHeHaTa onakoBka. Cien KaTo BeJHBK CIPUHIIOBKATa € Onina
ChXpaHsABaHa NpH cTaitna Temnepatypa (1o 30°C), Ts1 He TpsAOBa Aa ce BPbLIA B XJIaJUIHUKA.
WzxBBpIieTe COpUHIIOBKATA, aKO HE C€ M3II0JI3BA CJICA ChbXPaHEHHE NIPH CTaiHa TeMIepaTypa B
pamkute Ha 30 THU WK Clle]] U3TUYaHe Ha OPUTHHAIHUSA CPOK Ha TOHOCT, B 3aBUCUMOCT OT TOBa, KOE€
OT JBETE HACTHIIN IO-PaHO.

6.4 Crhenuananm yca0oBHs HA ChbXpaHeHHe

Ja ce cpxpanssa B xnammHuK (2°C — 8°C). la He ce 3ampa3sBa.

CroxpaHnsiBaiiTe (1akoHa WIK TIPEIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA B KAPTOHEHATA OMAaKOBKA, 32 Ja
ce MpeArnas3u OT CBETIHHA.

AKO € He0OXO0MMO, OTACTHHUTE NMPEIBAPUTEITHO HAITBJIHEHN CIIPHHLIOBKH MOKE [1a C€ ChXPaHsABaT MPH
ctaiina temneparypa 10 30°C (Bx. Touka 6.3).
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6.5 Buau cbabpakaHue HA ONMAKOBKATA

STELARA 45 mg uHXEeKIIMOHEH Pa3TBOP
0,5 ml pa3rBop BBB priakoH OT cThKIIO TUH | 2 ml, 3aTBOpEH chC 3amymalnka oT OyTHIIOBa ryma ¢
MIOKpPHUTHE.

STELARA 45 mg MH)XEKIIHOHEH PAa3TBOP B IPEABAPUTEIHO HATBJIHEHA COPHUHIIOBKA

0,5 ml pa3TBOp B cripuHIIOBKa OT CTHKIIO TUI | 1 ml ¢ Ppukcupana urina or HepbXkKaaeMa CTOMaHa U
Mpena3uTell Ha UIJIaTa, ChIbPIKaIl CyX eCTECTBEH KaydyK (IPOU3BOIHO Ha JaTekc). CIpUHIIOBKATA €
cHab/IeHa ¢ YCTPOUCTBO 3a ITaCHBHA 3alllUTa.

STELARA 90 mg nHKeKIIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HATbJIHEHA CIPUHIIOBKA

1 ml pa3TBop B cripuHIIOBKa OT CTHKJIO THI | 1 ml ¢ ¢pukcupana uria ot HepbXKIaeMa CTOMaHa 1
MIpeAMa3uTell Ha UTJIaTa, ChIbPIKAIll CyX €CTECTBEH Kaydyk (TpOoU3BOAHO Ha jaTekc). CpHHITOBKATA €
cHabJieHa ¢ yCTPOWCTBO 3a ITacCHBHA 3aIlNTa.

STELARA ce pa3npocrpaHsiBa B OITaKOBKa 110 1 ()JIakoH MM OMaKoBKa 10 | TpeIBapuTEIIHO
HaI'bJIHEHA CIIPUHLIOBKA.

6.6 CrnenuajaHu nNpeana3Hu MepKHU NPH U3XBbPJIsiHe U padoTa

®DakoHBT WM MIPEIBAPUTEIHO HAITBITHEHATA CIIPUHIIOBKA HE TPSAOBa Jla ce pa3kiama. Pa3TBopsT
Tpfl6Ba Ja C€ MIPOBEPHU BU3YAJIHO 3a HAJIMYMUETO HA TBBPAN YaCTULW WK ITPOMAHA Ha LBETA, PN Oa
ce MPHJIIOKH TOJKOXKHO. Pa3TBOPBT € OUCTBP JI0 JIEKO OTANECIICHTeH, OE3LBETEH 10 OJIEI0KBIT U
MOJKE J1a ChABPIKA HAKOIKO APEOHU MOIYIPO3pavYHU WM OETTH YaCTHIIA IPOTeHH. 1031 BHHIIIEH BUJI
He € HeoOWYaeH 3a MPOTEHMHOBUTE Pa3TBOPH. JIekapCTBEHUST MPOIYKT HE TPAOBa /1a ce ynoTpeOsiBa,
aKO pa3TBOPBHT € C MPOMEHCH LBAT WJIKW MBTCH UJIK aKO B HET'O CC 3a0es13BaT TBBPAN YYXKAHU YaCTHUIH.
IIpenn npunarane STELARA tps6Ba na nocturae craiina temmneparypa (MpruOIU3UTEITHO 32 OKOJIO
nosioBHH 4ac). [logpoOHu yka3anus 3a ynorpeba ca IpeIoCTaBeH! B JINCTOBKATA 3a MAI[UCHTA.

STELARA He cbabpiKa KOHCEPBAaHTH, 3aTOBAa HEM3MOI3BAHUAT JIEKAPCTBEH MPOAYKT, OCTaHAT BB
(hmakoHa M CTIpUHLIOBKATA, He TpsiOBa na ce u3noisBa. STELARA ce nocraBs kato crepuiieH QpiaakoH
3a eIHOKpaTHA ynoTpeda WK NpeABapUTEIHO HAITBIHEHATA CIIPUHIIOBKA 33 €IHOKpaTHA yHnoTpeoa.
CrpuHIOBKAaTa, UTNaTa 1 (hIakoHbT He TPsAOBa Jia ce U3IMOJI3BaT MOBTOPHO. Hensmnon3paHust
JIEKapCTBEH NPOIYKT WM OTIAaJbYHUTE MaTepHUAIU OT HETO TPAOBa J1a c€ U3XBBPIAT B CbOTBETCTBUE C
MECTHHUTE U3NCKBAHUS.

Koraro ce n3nosnsea e1H0/1030B (bj1aKoH, IPernophyiBa ¢e U3MO0JA3BaHETO HA CIPUHIIOBKA OT 1 ml ¢ uria
27G, Y2 uH4 (13 mm).

7. MHMPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

STELARA 45 mg uHXEKIIMOHEH Pa3TBOP
EU/1/08/494/001

STELARA 45 mg HHXEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
EU/1/08/494/003
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STELARA 90 mg MHXEKIIMOHEH pa3TBOP B MPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
EU/1/08/494/004

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

[ata Ha mBpBO paspemasane: 16 aayapu 2009 r.
Hata na nocienno nonHossiBane: 19 cenremspu 2013 .

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

ITonpoGHa uHOpMaLKs 3a TO3M JICKApCTBEH MPOAYKT € NMPEI0CTaBeHa Ha yeOcalita Ha EBponeiickaTta
areHIus 1o JIeKapcTBaTa https://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 45 mg uHXeKIIMOHEH pa3TBOP B MIPEIBAPUTEITHO HAITBIIHEHA MTHCAJIKA
STELARA 90 mg uH>XeKIIMOHEH pa3TBOP B MIPEIBAPUTEITHO HATBIIHEHA MTHCAJIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mg uHXEKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HATbIHEHA ITHUCATKA
Bcesika npeBapuTeNIHO HAITbJIHEHA NMUCANKa ChAbPKa 45 mg ycrekunymad B 0,5 ml.

STELARA 90 mg MHXEKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HAITbIHEHA THUCATKA
Bcesika npeaBapuTeHO HaTbTHEHA MUcaNKa chabpka 90 mg ycreknaymad B 1 ml.

yCTeKI/IHYMa6 € U3LAJIO YOBCIIKO IgGlK MOHOKJIOHAJITHO aHTUTSJIO, TPOU3BCACHO B MUCIIOMHA
KJICTbYHA JIMHHUA Ha MHUIIKH C IIOMOIITA Ha p€KOM6I/IHaHTHa I[HK TCXHOJIOTHA.

3a IIBJIHKUS CIIMCHK Ha IIOMOIIMHHUTEC BCIICCTBA BHXXTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxeKuoneH pa3TBop (MHKEKIINSA)

Pa3TBOpBT € OHCTEHP A0 JIEKO OManeceHTeH, Oe31BEeTeH 0 OIeT0KbIT, ¢ ereBo pH 6,0 u
npubnusuTeneH ocMonanutet 314 mOsm/kg.

4. KJIIMHUYHU JAHHHU
4.1 TepaneBTHYHHN NOKA3ZAHUS

IliakoB micopuasuc

STELARA e nokasa 3a JIcdeHHE Ha YMEPEH 10 TEKbK IJIAKOB IICOPUA3UC NPU Bb3PACTHU, KOUTO HE
ca Ce TMOBIUSIN, IMAT MPOTHBOIIOKA3AHHUS WIM HETIOHOCUMOCT KbM JIPYTH CHCTEMHH TEPaIuH,
BKJIFOYBAIIN IuKIIocniopuH, MerorpekcaT (MTX) win ITYBA (ricopanen u yaTpaBUOJIETOBU A IIb4H)
Tepanus (Bxk. Touka 5.1).

IIcopmnatnued aprpur (PsA)

STELARA, camocTosaTenHo uid B komOuHaius ¢ MTX, e moka3aH 3a JIeUeHHE HA aKTHBEH
MICOPHATHYCH apTPUT MPHU BB3PACTHH MMAIUEHTH, IPU KOUTO OTITOBOPHT KBbM IMPEIIICCTBAIIO JICUYCHHUE C
HeOnonornyHu Moauduuupaiy o6onecrra antupeBMaronau jgekapcrsa (DMARD) e 6un
HEeJOoCTaThYeH (BK. Touka 5.1).

Bonecrt Ha Crohn

STELARA e mokasaH 3a JiedeHHE Ha Bb3PACTHHU MAIMEHTH C YMEpEHa JI0 Te)KKa aKTHBHA 0OJIeCT Ha
Crohn, KOHTO ca ce MOBIUSIIN HEAOCTATHUYHO, BEUE HE CE MOBIMABAT WK NMAT HEITOHOCUMOCT KBEM
KOHBEHIIMOHATHATA Tepanusi Wik KbM antaronuct Ha TNFa.

Yanepos3eH KOJIUT

STELARA e nmokasa 3a Jie4eH’e Ha Bb3PACTHU MALMEHTH C YMEPEH 10 TEKbK aKTUBEH YJILEPO3CH
KOJIMT, KOUTO ca Ce IOBJIMSIN HEAOCTAThYHO, BeUe HE CE MOBIUIBAT HJIM KMAT HEIIOHOCUMOCT KbM
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KOHBCHIIMOHAJIHATA TCpanunsd WJIN KbM OHONIOrNYEH JICKApCTBCH MPOAYKT.
4.2 I[osnpomca W HAYYMH HA NPUWIOKEHUE

STELARA e npenna3HaueH 3a ynorpeda 1moJi pbKOBOACTBOTO M HAJ30pa Ha JieKap C ONHUT B
JUATHOCTUIIMPAHETO U JICYCHUETO Ha 3a00msaBanysl, 32 kouto STELARA e nokazas.

gOBH[)OBKa

IImakoB ncopuaszuc
[Ipenopbuntennara nqo3uposka Ha STELARA e nHauanHa no3a 45 mg, mpuiiokeHa MoIK0KHO,
nocJeBana oT 1o3a 45 mg 4 cenMUIIM MO-KBCHO U CJEJ TOBa Ha BCeku 12 ceamunuy.

[Ipu mammeHTH, KOUTO HE ca Ce MOBIUSAIHN OT JIEYEHHUETO A0 28 ceaMUIIH TpsiOBa 1a ce 0OMUCIH
NpeKpaTsBaHe Ha TepaIusTa.

Hayuenmu ¢ menecno meano > 100 kg

3a mauuenTu c tenecHo terio > 100 kg mppBoHavanHarta no3a € 90 mg, npuiIokKeHa MoIK0XKHO,
nocienBana ot n1o3a 90 mg 4 cenMuIIM MO-KBCHO U ciel ToBa Ha Bceku 12 ceaqmuuu. [Ipu te3u
MaIMeHTH 103ata 45 mg chIo € ehuKkacHa, HO MO-rojisaMa eprUKacHOCT uMa Jo3ata 90 mg. (Bx.
touka 5.1, Tabmurma 2)

Hcopuamuuen apmpum (PsA)

[IpenoppuBanara go3uposka Ha STELARA e navanna n03a 45 mg, mpuiiokeHa o JK0KHO,
noclieBana oT n1o3a 45 mg 4 ceIMUIIM NMO-KBCHO U CJEM TOBA Ha BCEKU 12 ceqmuuu. AITepHAaTUBHO,
IpU MaUMeHTH ¢ TenecHo Terao > 100 kg, moxe aa ce uznonzsat 90 mg.

[Ipu mammeHTH, KOUTO HE ca Ce MOBIUSAIHN OT JIEYEHNETO A0 28 ceaMUIIH TpsiOBa Ja ce 0OMUCIH
NpeyCcTaHOBSBAaHE Ha JICUCHHUETO.

Cmapuecka év3pacm
He e HeoOX0quMO afanTupaHe Ha 103aTa MPH MalMeHTH B CTapuecka Bh3pacT (> 65 rofauHun) (BXK.
Touka 4.4).

bvbpeuno u uepnodpobHo yepescoarne
He ca nposexxaann npoyuBanus cb¢ STELARA npu Te3u nomynanun nanueHTd. He Moxke na ce nane
IPENopbKa 3a 103aTa.

Tleouampuuna nonyrayus

bezonacHocTTa u epukacHoctra Ha STELARA mipu sena ¢ icopra3suc Ha Bb3pact Mo 6 TOIMHU HITH
MIpU Jie1ia ¢ TICOPUATHYeH apTpHT Mo 18-roauIiHa Be3pacT BCe Olle He ca YCTaHOBEHH.
IIpenBapuTenHo HabJIHEHATA IUCATIKA HE € IPOYyYBaHa MpH MeIuaTpUIHATA TIOITyJIAlHs U HE ce
npenopbyBa 3a yrnorpeda npu nexuaTpuyHy nanueHTH. Biskre Touka 4.2 ot KXII Ha npegBaputenHo
HaIlTbJIHCHATa CIIPHUHIIOBKA 3a JO3WMPOBKATAa U HAYWHA HA IMPUIJIOKCHUC ITPU NICTUATPUYHU IMTAOUCHTHU Ha
6 1 oBeue roIMHU C IICOPUA3NUC.

bonecm na Crohn u ynyeposen xoaum

B cxemara Ha neuenue mppBata 103a Ha STELARA ce npuiara uHTpaBeHO3HO. 3a T03UpOBKaTa MpU
MHTPaBEHO3Ha cxema Ha npunarade BikTe Touka 4.2 ot KXII na STELARA 130 mg koHueHTpar 3a
WH(Y3UOHEH pa3TBOP.

[IspBoTO MonK0xHO npunoxeHre Ha 90 mg STELARA Ttps6Ba a ce U3BBPIIN HA CeIMHLA 8 Cliex
MHTpaBeHO3HaTa fo3a. Cien ToBa ce npenopbyuBa NpUIIokKeHHe pe3 12 ceamuny.

ITanmenTH, KOUTO HE CE TOBIHBAT JOCTATHYHO J0 8 CEIMUITH CJIE]T IIbpBaTa MOAKOKHA /1033, MOXKE
Jla TIOJTy9aT BTOpa IMOAKOXKHA J103a 110 TOBa BpeMe (BK. Touka 5.1).
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[TanuenTH, mpu KOUTO MMa 3aryba Ha OTTOBOP MPH MpHiIaraHe mpe3 12 ceaMuim, MoXe J1a IMat moj3a
OT MOBUINIEHUE HA YECTOTATa Ha MPHUIIOKEHUE Mpe3 8 ceaAMuI (BK. Touka 5.1 u Touka 5.2).

BriocnencTue no3aTta Moke a ce mpuiiara Ha HalMeHTUTe 1pe3 8 ceAMUIM Wi Tpe3 12 cenMuIu Bb3
OCHOBa Ha KJIMHWYHA NpeleHKa (BxX. Touka 5.1).

TpsbBa 1a ce 0OMUCTU IPEyCTAaHOBSIBAHE HA JICYEHUETO MPH MAIlMEHTH, KOUTO HE MOKa3BaT JaHHU 3a
TepaneBTHYHA Noi3a 16 ceqMuLu cien i.v. MHAYKIMOHHA 1032 WK 16 ceaMuIu ciell TpeMUHaBaHe
KBM IpHJIaraHe Ha NoJAbpiKalia 103a Mpe3 8 CeAMHULIN.

[IpunoxeHneTo Ha IMyHOMOJIYJIATOPH W/UITH KOPTUKOCTEPOUTA MOKE J1a TIPOJIBIKH 110 BpeMe Ha
nedenueto cbc STELARA. IIpu manuenTure, KOUTO ca ce MoBausian oT aedeHneTo cbc STELARA,
MIPUIIOKEHUETO Ha KOPTUKOCTEPOUIM MOXKeE JIa Ce HaMaJld WK Jia Ce TIPEyCTaHOBH B ChOTBETCTBUE CHC
CTaHJapTa Ha JECUCHHUE.

ITpu Gonect Ha Crohn mnm ynmepo3eH KOJIUT, aKO TepanusaTa ce IpeKbCHE, MTOTHOBIBAHETO HA
JICUSHHUETO C MOJIKOKHO TPUIIOKEHHE TIpe3 8 ceMUIY € Oe30TacHo U epeKTHBHO.

Cmapuecka ev3pacm
He e HeoOxoquMo KOpHUTHpaHe Ha Ji03aTa [TPH NalueHTH B cTapyecka Bh3pacT (> 65 roanHu) (BXK.
Touka 4.4).

bvopeuno u uepnoopobno yepescoane
STELARA He e nmpoyuBaH Ipy Te3U MOMyJAINK MarueHTd. He Morat ia ce HalpaBsT MPEenopbKy 3a

A03HpaHe.

He()uampulma nonyaayus

Bbezonacnocrra n eduxacHoctra Ha STELARA mpu neyenune Ha 6onect Ha Crohn npu neauaTpuaHu
MAI[MeHTH Ha Bb3PacT MOA 2 TOIMHU WU YIIIEPO3eH KOJINUT IPH Jella Ha Bb3PacT Mo 2 TOIMHU BCe
ole He ca yctaHoBeHH. JlunicBat nannu. [IpenBapurenHo HambIHEHATa MHUCAIKa HE € POoyYBaHa MpH
nefuaTpuyHaTa MOMyJIalus U He ce MPEenopbyBa 3a ynoTpeda npu neAuaTpuiHu ManueHTu. Brxre
touka 4.2 ot KXII Ha koHIEeHTpaTa 3a MH(Y3HOHEH Pa3TBOP U HA NMPEIBAPUTEIHO HAITbJIHEHATA
CTIIPUHIIOBKA 32 JO3MPOBKATa U HAYMHA Ha MIPUIIOKEHHUE MTPU TIeTUaTPHYHH TAIUEHTH ¢ 00JIecT Ha
Crohn nnu ynepo3eH KOJUT Ha Bb3pacT 2 U [oBeYe FOANHH.

Hauun Ha npuniosxeHue

STELARA 45 mg u 90 mg npeaBapuTeIHO HAITBIHEHHU MHCAJIKU ca CaMo 3a MOJIKOXHO MH)KEKTHPaHe.
[1o BE3MOKHOCT KOXKHUTE yYacThIIM C U3SIBEH IICOpUA3UC TPAOBa 1a ce u30ArBar KaTo MsICTO Ha
WH)XEKTHpaHe.

Cren moaxozsmo o0ydeHue 3a TEXHUKATa Ha MOJKOKHO MHKEKTHPAHE ALMCHTUTE WK TEXHUTE
Oonnornenaun morat Aa umxektupaTr STELARA, ako gekapsT peiiy, 4e ToBa € yMecTHO. Bee mak
JIeKapsT TPAOBa Jla OCUTYPH TOJIXOISIIO MTPOCIIE/IIBaHe Ha TallMeHTUTE. [[allueHTUTe WM TEXHUTE
OonHornenayn TpAOBa na ObJAT MHCTPYKTHUPAHH Aa MHXKEKTHPAT NPEANHUCAHOTO KOJTHMYECTBO
STELARA cpriacHo ykazaHusTa B TUCTOBKaTa. [loapoOHM yKa3aHus 3a MPUIOKEHHUE ca JaicHH B
JIMCTOBKATA.

3a Mo-HATATHIIHA YKa3aHUS 32 TIPUTOTBSHE U CIISIUAITHY MPEATa3HA MEPKH MPHU padoTa BIKTE
TO4Ka 6.6.

4.3 IIporuBomokaszaHus

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

KinHauvHO 3HauMMa, akTHBHA HHGEKIUs (HaIp. aKTHBHA TYOEpKYJI03a, BXK. TOUKa 4.4).
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4.4 CroenuajaHu npeaynpesxaeHust U NpeANa3Hl MEPKH IIPH ynoTpeda

IIpocnenumoct
3a 1a ce moo0pH MPOCIETUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MMAPTHIHUAT

HOMCP Ha MPUIJIOKCHUA IPOAYKT TpSI6Ba SICHO Ja C€ 3aIlIMCBart.

Undeknmn

YcreknHyMab MoXe J]a iMa TIOTEHITHAN J1a yBeJIM4aBa prcka OT MH()EKINY U J1a peaKTUBUpa
naTeHTHU uH(eKyK. [Tpu KIMHUYHU TPOYYBaHHS U IOCTMAPKETUHIOBO 00CEPBAIIMOHHO MTPOYUYBaHE
IIPH MAIMEHTH C IICOPUA3UC Ce HA0JII0IaBaT CEPUO3HH OaKTepUAIHU, TbOMYHN U BUPYCHU HH(DEKIIMH
npu nanuenTty, npuemamu STELARA (Bx. Touka 4.8).

[Ipu nanyeHTy, TEKyBaHU ¢ YCTEKUHYMa0, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITFOUBAIIN
peaxkTHBHpaHe Ha TyOEepKyJI03a, IPyTu ONOPTIOHUCTHYHN OaKTEpHUATHU HH(EKIUH (BKIIOUYUTETHO
aTUIIMYHA MUKOOaKTepuaiHa HHPEKIHsI, MCHUHTUT, IPUYMHEH OT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, u HOkapnno3a), OMOPTIOHUCTUYHNA MUKOTHYHH UH(EKIINH, OTIOPTIOHUCTUYHU BHPYCHH
MH(EKINU (BKIIOYUTEIHO eHIE(PAINT, MPUIUHEH OT XEPIIeC CUMIUIEKC 2) U apa3suTHU HH(EKIUH
(BKJIIOYUTEIHO OYHA TOKCOIUIA3MO3a).

TpsiOBa 1a ce MoAX0KIa ¢ MOBHIIICHO BHUMAaHKE, KOTaTo ce 00Cchkaa mpuiokenuero Ha STELARA
TIPH MAIMEHTH C XPOHUYHN MH(EKIIUN UIIN aHaMHe3a 32 peluAnBrpaIia nHpeKkus (Bx. Touka 4.3).

[penu 3amouBanero Ha neueHue chc STELARA nanuentuTe TpsaOBa 1a ce u3ciensar 3a
TyOepkyno3Ha nndexuus. STELARA ne Tps0Ba 1a ce nmpuiara npy NauyueHTy C aKTUBHA
TyOepkyio3a (Bxk. Touka 4.3). JleueHnero Ha nareHTHa TyOepKyJI03HA HH(DEKIUS TPIOBa J1a 3ar0uHe
npeau npuinokeHrero Ha STELARA. AntutyOepKyio3Hara Teparusi ChIo TpsaoBa Jia Oblie 00chaeHa
npeau HayanoTo Ha gedeHune cb¢ STELARA npu narueHT ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTUBHA
TyOepKyJi03a, Ipy KOUTO HE MOXKeE Jja c€ MOTBBPIU aJeKBaTeH Kypc Ha jJeueHue. [lanuenTure,
npueman STELARA, Tps0Ba na ce HaOM0AaBaT BHUMATEIHO 32 MPU3HAIM U CHMIITOMH Ha aKTHBHA
TyOepKyJi03a 10 BpeMe Ha JIEYEHUETO U CIIEL] HEero.

[NanenTure TpsiOBa 1a OBbAAT MHCTPYKTUPAHH [1a TOTHPCAT JICKAPCKU CHBET, aKO CE MOSABAT NPU3HALN
WJIM CHMITTOMH, TIpEAToaramy HH}eKus. AKo MaueHT pa3Bue cepro3Ha HHQPEKIUs, ChCTOSTHHETO
My Tps6Ba BHUMatenHo Aa ce cieqn u STELARA He Tpa6Ba na ce npuiara, 1okato HHQEKIUATa He
ObJie OBJIA/AHA.

3nokadyecTBEHH 3a00ISIBAHUS

HmyHocynpecopu KaTo yCTEKMHYMad UMaT NOTEHLIUAI 1a YBEINYaBaT PUCKa OT 3JI0KaYECTBECHH
3abomsiBanus. Hakon narmenTn, kouto ca npuemMan STELARA B KITUHHYHH TIPOYYBaHUS U B
MOCTMAapPKETHHTOBO 00CEPBAIIMOHHO MTPOYYBaHEe MPH MAIUSHTH C TICOPUA3HUC, Ca Pa3BUIU KOXHU U
HEKOXHHM 3JI0Ka4eCTBEHHU 3a00Is1BaHus (BK. Touka 4.8). PUCKBT OT 3710KadecTBEHH 3a00IABaHUS MOXKE
Jia € TI0-BHCOK NPH NAaIMEHTH C IICOPHA3HC, KOUTO Ca JIEKYBaHU C APYTd OMOJIOTUYHH JIEKApPCTBA B
X07Jla Ha 3a00JIsIBaHETO.

He ca nposexxaaHu mpoy4yBaHus, B KOUTO y4acTBaT MAallMEHTH ¢ aHAMHE3A 32 3JI0Ka4eCTBEHU
3a00JISIBaHMS WU B KOUTO NMPOABIDKABA JICUCHUETO Ha MAIMEHTH, Pa3BUIIN 3TI0KAYECTBEHO 3200 IsIBaHE
o Bpeme Ha puema Ha STELARA. 3aroBa TpsiOBa n1a ce moaxoxKaa ¢ MOBUIIEHO BHUMaHUE, KOTaTO
ce 0o0cwxaa npunoxxkeHrnero Ha STELARA npu Te3u manueHTy.

Bcuuku narnumenTH, mo-cnenuaiio Te3u Haa 60 roauHy, TAIMeHTH ¢ aHaMHE3a 33 ITPOIBIDKUTEITHA

MMYHOCYIIPECHBHA TepaIus WiId TakuBa ¢ aHamHe3a 3a [ITYBA-Tepanus, Tpsa6Ba na ce HaOmogaBar 3a
MosiBa Ha paK Ha Kokara (BXK. Touka 4.8).
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CucreMHH u peCIrpaTOpH pCaKiii Ha CBPBbXYYBCTBUTCIHOCT

Cepuno3Hu peakiiy Ha CBPbXYyBCTBUTEIHOCT Ca JOKJIAJBAHN B IOCTMAPKETUHTOBU YCIIOBHS, B HIKOH
Cllydan HAKOJIKO JHU ciefl jedeHueTo. Mima cimydan Ha aHadumakcus 1 aHruoesneM. AKO ce MosiBU
aHa(UIAKTUYHA WU Opyra CEpHO3Ha PEaKUus Ha CBPbXUyBCTBUTEIHOCT, TPSIOBA J1a c€ Ha3HAYH
noaxozsma Tepanus u npuinoxxennero Ha STELARA tpsiOBa na ce npeycraHoBH (Bx. Touka 4.8).

CrnydJau Ha aJiepriueH anBeOJIUT, CO3MHO(UITHA TTHEBMOHHUS M HeMH(EKITMO3HA OpraHu3upania
MTHEBMOHHMS ca ChOOIICHHU TI0 BpeMe Ha MOCTMapKEeTUHIoBaTa yrnoTpeda Ha yctekunymad. KimuHununure
TIPOSIBH BKJTIOYBAT KAIIINIIA, JUCITHES W MHTEPCTHIIHATHN HHPUITPATH CIIE/ €HA 10 TPU J03H.
Cepro3HHTE TTOCIEANIM BKIIOYBAT AUXATEIHA HEAOCTATHYHOCT U MPOABDKUTETHA XOCTTHTATH3ALIHS.
IMomobpenue e choOIaBaHo clie/l MPEYCTAHOBSIBAHE HA JICUYCHUETO C YCTEKUHYMA0 U B HIKOM CITydau
TPH TIPHITOKEHHUE Ha KOPTHKOCTEPOUIN. AKO Obie M3KITIOUeHa HH(EKIIHS M JUarHo3aTa e MOTBBP/IH,
NPUIIOKEHUETO Ha YCTEKHHYMa0 TpsiOBa Jia ce MPEeyCTaHOBH U Ja CE 3all0YHE MOAXOISIIO JCUCHUE
(Bk. Touka 4.8).

CBbpIeuHO-ChIOBU CHOUTHS

[Ipu nauuentu c ncopuasuc, ¢ excnozuiust Ha STELARA, B mocTMapKEeTHHIOBO 00CEPBAIIMOHHO
Npoy4BaHe ca HaOMIOJaBaH! ChPAEYHO-CHJJOBU CHOUTHS, BKIIOUUTEIHO HH(APKT HA MUOKapAa U
MO3BYHO-CHJIOB HHIIMJCHT. PHCKOBHTE (aKTOPH 32 CHPJCUYHOCHIOBO 3a00IsIBaHEe TPsOBA 1a ce
OILIEHABAT PEIOBHO MO Bpeme Ha jiedennero cbc STELARA.

YyBCTBUTEIHOCT KEM JIATEKC

Ilpennasurensart Ha UriaTta B JOJIHATA Kaladka Ha IPeABAPUTEIHO HATbJIHEHATA MTUCAJIKa €
MIPOU3BEJICH OT CYX €CTECTBEH Kay4yK (TIPOM3BOIHO HA JIATEKC), KOWTO MOKE J1a TIPeIU3BUKA
aJIEPTUYHM PEAKLWHU IIPU XOPa, YyBCTBUTEIHU KbM JIATEKC.

Bakcunanuu

[IpenopbuBa ce na He ce mpuiIarat >KMUBU BUPYCHH WM )KHMBU OakTepuainu BakcuHH (kato BLIK)
eanoBpemeHHO cb¢ STELARA. He ca npoBexgaHu KOHKPETHH MTPOYYBAHUS PHU MALIUEHTH, BEPXY
KOUTO HAacCKOpO € TpuiiaraHa KuBa BUPYCHA WM KUBa OakTeprainHa BakcuHa. Hsma naHHM 3a
BTOPUYHO NpenaBaHe Ha HHGEKIHS Ype3 )KMBU BAKCHHU IIPpH NauueHTH, nomyyasamy STELARA.
Jleuenneto cbc STELARA Tpsi0Ba 1a ce mpeycTaHOBM Haii-ManKo 3a 15 ceIMUIM ciie nmociaegHara
J103a TIpe/IM TIOCTABSHETO Ha )KMBa BUPYCHA HMJIM KHMBa OaKTEpPHUATHA BAKCHHA M MOXeE J]a C€ Bhb30OHOBH
Hail-MaJko 2 CeAMHUIM cie]] BAKCUHUpaHeTo. JIekapuTe, MpeanucBaliy JIEKapcTBOTO, TPsIOBa Aa
HampaBAT crpaBka ¢ KpaTkaTta xapakTepUcTHKa Ha MPOAYKTA 32 KOHKPETHATA BaKCHHA 3a
JOTIBITHUTENTHA HH(MOpMAIIWS ¥ yKa3aHUs 32 €THOBPEMEHHATa YIOTpeda Ha MMYHOCYTIPECHBHU
JIeKapCTBa Clle/l BAKCUHUPAHE.

He ce npenoppuBa npunarane Ha >kuBu Bakcunu (kato LXK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha yCTeKHHYMal in utero, B IPOABIDKEHHE Ha IBAaHAZECET Mecella Clie]] paXk1aHeTO HIIH JOKaTo
CepyMHHUTE HUBA Ha YCTEKHHYMAa0 MPU KbpPMaueTO CIIaAHAT MO HUBOTO HA ACTEKIHS (BX. TOUKH 4.5 U
4.6). AKo e HanuIe KaTeropu4Ha KIMHIUYHA [T0J13a 32 OTACIHOTO KbpPMaue, MOXKE /1a c€ OOMHCIIH
IIpWJIaraHe Ha KUBa BAKCHUHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HHUBA HA
yCTEKHHYMao.

[Tanmenture, kouto ynorpedssat STELARA, Moxe 1a mony4ar eTHOBPEMEHHO WHAKTUBUPAHU WIIN
yOUTH BaKCHHHU.

Jsarocpounoto neuenne cbc STELARA He moTrcka XyMOpalHHsS UMYHEH OTTOBOP KbM
MTHEBMOKOKOBHTE TIOJIM3aXapy/IHU BaKCUHH UM KbM BaKCHHHUTE CpEIlly TeTaHyc (BXK. Touka 5.1).

ExHoBpemMeHHa MIMYHOCYNPECHBHA Tepanus

[Ipu npoy4uBaHus pu ICOPHA3UC HE ca OlCHIBaHM Oe3omacHocTTa U eprukacHocTTa Ha STELARA B
KOMOUMHAIINST ¢ UMYHOCYTIPECOPH, BKIIFOUUTEITHO ONOJIOTHYHH TIPOLYKTH WK QoToTepanus. [Ipu
NPOYYBaHUS MPH NICOPUATHUEH apTPUT, €AHOBpeMeHHaTa ynoTpeba Ha MTX He nosiusBa
6e3onacHoctTa u euracHoctTa HAa STELARA. B npoyuBanusita npu 6onect Ha Crohn u yniepo3eH
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KOJIUT €THOBPEMEHHaTa yrnoTpeda Ha UMyHOCYIIPECOPH WIIH KOPTUKOCTEPOU TN M3TIISK 1A He
noBnMsBa O6e3omnacHocTTa K eukacHocTTa HAa STELARA. TpsiOBa fa ce moaxox/ia ¢ IOBUIIICHO
BHUMaHHE, KOTaTo ce 00CHXk/1a eTHOBPEMEHHAaTa yroTpeda Ha npyru umyHocynpecopu 1 STELARA
WM TIPY TTPEMUHABAHETO KBbM JICUCHHUE C IPYTH OMOJIOTUIHA UMYHOCYIIPECOpH (BK. ToUKa 4.5).

HUmyHoTepanus
STELARA He e olleHsIBaH MpHY MAIMEHTH, KOUTO ca MoJjlaraHyd Ha UMyHOTepanus 3a aneprun. He e

n3BectHO Ja STELARA Moske fa ce 0Tpa3u Ha MMyHOTEpanusaTa Ipy aJepruu.

Cepro3Hu KOXKHHU 3a00/1sIBaHKS

[Ipu manueHTH ¢ ICOPHA3UC ce ChOOIABa 3a ClIydyan Ha eKc(OoIMaTUBEH IEPMATHUT CIIC JICUCHHUE C
ycTekuHyMab (Bx. Touka 4.8). [lanuenTuTe ¢ mcopuasuc ¢ miakd MOXKe Jia pa3BUAT epUTPOACPMHUYCH
MICOPHA3UC KaTO YaCT OT €CTECTBEHUS X0/ Ha 3a00JIIBaHETO ChC CUMIITOMH, KOMTO MOXE OT KIIMHUYHA
IJIeJIHa TOYKa Jla He Ce OTJIMYaBaT OT ekc(oaraTuBHUA AepMaTuT. Jlekapute TpssOBa 1a BHUMaBarT 3a
CUMIITOMH Ha EPUTPOJICPMUYCH IICOPUA3UC WITH €KCHOIUATHBEH JEPMATHUT KaTO YacT OT
MOHHTOPHPAHETO Ha TICOPHA3KCa MPH MaIeHTa. AKO TE€3U CUMIITOMH C€ TIOSIBSIT, TPIOBa /1a ce
3amouHe noaxozsimo jgeuenue. [Ipuembt Ha STELARA TpsiOBa 1@ ce mpeycTaHOBH, aKO UMa
CBMHEHHUS 32 JICKaPCTBEHA PEaKIH.

3a00sBaHusl, CBEP3aHHU C JIYIIYC

Cryuan Ha 3a00JIIBaHus, CBBP3aHHM C JIYITyC, C€ ChOOIIaBaT MPH MAIllMEHTH, IEKyBaHU C YCTEKUHYMao0,
BKJTIOUUTEITHO KOXKEH JIYIYC ePUTEMATO/ICC U JIyyc-o00eH CHHIpoM. [Ipu Bb3HUKBAHE HA JIC3UH,
0C00EHO Ha M3JI0KEHUTE Ha CITBHIIE YYaCThIM Ha KOYKaTa, UIIH aKo T€ Ce ChITBTCTBAT OT apTPajrus,
MAalMEHTHT TPSIOBA 1a MOThPCH He3a0aBHO JIEKapCKa IIOMOIIL. AKO ce MMOTBBPIAT 3a00IIBaHuUs,
CBBP3aHH C JIyMyC, YCTCKMHYMAa0 TpsiOBa J1a ce MPEYCTAHOBH U JIa CE 3aM0YHE TOAXOIAINO JCUCHHE.

Crenyaiiy monyJaiun

Cmapuecka ev3pacm

B knmMHMYHKTE M3MUTBAHUS IPH 0I00pPEHUTE TIOKAa3aHUs HE ce HAOII0IaBaT ChIICCTBEHH PA3ITUYIMS B
e(pUKacHOCTTa WIH 030MaCHOCTTA NPH MAIUEHTH Ha 65-TOIUIIHA BB3PACT U MO-TOJIEMH, KOUTO
nonydaBaT STELARA, B cpaBHEHME ¢ IO-MJIaAH MAUEHTH. bposAT Ha MAIIMEHTUTE HA BB3pacT

65 ronuHM U O-TOJIEMH 00ave He € IOCTAaThUCH, 3a J1a C€ ONPEAEIH Al Ce MOBJIUABAT Pa3IMUIHO OT
MO-MJIaINTe MaMeHTH. Thil KaTo pa3npoCTpaHEHUETO Ha MH(EKIINYU cpeJ| cTapyecKaTa MOy JIaIyst
KaTo IS0 € TO-TOJISIMO, JICYCHUETO MPH MAILMEHTH B CTapuecKa Bb3pacT TpsOBa Ja ce mpuiara
BHUMATEIHO.

IToMoMIHO BEIIECTBO C U3BECTHO JCHCTBUE

Cwovpoicanue na noaucopoam 80

Stelara cpawspika 0,04 mg (90 mg/1,0 ml) wu 0,02 mg (45 mg/0,5 ml) monmucop6ar 80 (E433) BbB
BCSKA J103a, KOITO ¢ ekBuBasieHTHA Ha 0,40 mg/ml. [TonucopOaTHTe MOTAT 1a MPHUUUHST AJICPTHYHH
peaxIyy.

4.5 Bs3amMmopeiicTBHe ¢ IPYIH JeKAPCTBEHH NPOAYKTH M APYrd (popMH Ha B3auMojelicTBHe
JKuBu BakcuHM He TpsiOBa na ce nmpuiiarat eqHoBpeMeHHo cb¢ STELARA.

He ce npenoppuBa npunarane Ha >kuBu BakcuHU (kato BIXK BakcuHa) mpu kppmaueTa, ¢ €KCIIO3HUIINS
Ha yCTEKUHYMAO in utero, B IPOIBIDKCHUE HA JIBAHAJIECET Mecela cie]] paKIaHeTO MU IOKATO
CEpYMHHTE HHBA HAa yCTEKUHYMAab MPH KbPMAUeTO CIaHAT IIOJI HUBOTO HA JETeKIUA (BXK. TOUKU 4.4 U
4.6). AKO e HaJWIle KaTeropruyHa KIMHUYHA M0J13a 33 OTJEITHOTO KbpMade, MOXKe /1a C€ OOMUCITH
MpUJIaraHe Ha JKUBa BAKCHHA B MO-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HHUBA HA
YCTEKHHYMAO.

[Ipu dpapmakoKHMHETHYHY aHATU3H HA MOMYyaLUITa, HAIPaBEeHH B Ipoy4BaHus (asa 3, e nzcienBan
e(eKTHT Ha Hal-4eCTO eJHOBPEMEHHO MPHEMaHH JICKAPCTBEHH MPOIAYKTH MPU TAUMEHTH C ICOPHA3HC
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(BKJIIOYUTENHO U Tapaneramo1, H0ynpodeH, aneTHICATUINIOBA KUCEINHA, METQOPMUH,
aTOPBACTaTUH, JEBOTHPOKCHH) BbPXY (papMakoKMHeTHKaTa Ha ycTeknHyMab. He ca nabmronaBaHu
NPU3HAIM Ha B3aUMO/JICHCTBHUE C TE3H €HOBPEMEHHO PUEMAaHH JIeKapCTBeHN poayKkTu. OCcHOBa Ha
TO3M aHaNu3 ¢ (HhakThT, ue Hall-Manko 100 mauenTu (> 5% oOT u3cnenBaHara MOMyalus) ca JeKyBaHH!
€IHOBPEMEHHO C T€3H JIEKapCTBECHH NPOLYKTH Tpe3 moHe 90% oT neproa Ha MPOyUBaAHETO.
DapMaKOKMHETHKATa HAa YCTEKMHYMal He ce € MOBIUsIA OT eJHOBpEeMeHHaTa ynoTpeba Ha MTX,
HCIIBC, 6-mepkanTomnypuH, a3aTHOIIPUH U IIEPOPATHN KOPTUKOCTEPOUIH MPH MAIUEHTH C
NICOpPUATHYEH apTPHUT, 6ojecT Ha Crohn Wiy ynaepo3eH KOJIHUT, Wik OT MpeALecTBaIla eKCIIO3UIH Ha
antu-TNFa cpenctsa, mpy naueHTH ¢ IICOpHATUYEH apTpUT uiu 6onect Ha Crohn, uinu ot
TpeIecTBaIla eKCIo3uIHs Ha OMOJIOTUYHH JIEKapCTBEHN POIYKTH (T.¢. anTH-TNFa cpencrsa n/mnm
BEI0JM3YyMal) MPH NALUEHTH C YIIEPO3eH KOJIHT.

Pesynrarute ot poydBaHe in vitro v oT ipoyuBane ¢asa | mpu yJacTHHIIY C akTUBHA OOJecT Ha
Crohn He nipemnoaraT HEOOXOIUMOCT OT aJalTUPAaHE Ha J03aTa IIPH MAI[UCHTH, KOUTO MOJTy4aBar
enroBpemenHo CYP450 cybctparu (Bxk. Touka 5.2).

[Ipu npoy4BaHus pH NICOPHA3UC HE ca OlicHABaHU Oe3omacHOCTTa U eukacHocTTa HAa STELARA B
KOMOWHAIUS C IMYHOCYTIPECOPH, BKIIFOUUTEITHO OMOJIOTHYHU cpeacTBa wim (oTtoTepanus. [Ipu
MPOYyYBaHUs MPHU TICOPUATUYCH apTPUT, eTHOBpeMeHHaTa ynorpeda Ha MTX He moBnusBa
6e3onacHoctTa U euracHoctra HAa STELARA B npoyuBanusita npu 6osect Ha Crohn u ynmeposeH
KOJIUT €IHOBPEMEHHATA yIOTpeda Ha UMYHOCYITPECOPH MITH KOPTHKOCTEPOUIN U3TTICKA HE
noBiMsiBa Oe3oracHocTTa Wi eukacHocTTa HA STELARA. (Bk. TOuka 4.4).

4.6 @epTUaAUTET, OPEMEHHOCT U KbpMeHe
Kenu c nerepojieH moTeHNHAT

JKenu ¢ netepojieH moTeHKal TPSAOBa Ja U3MOI3BAT €PEKTUBHU METOIU Ha KOHTPAIICIILIHS [0 BpeMe
Ha JIeYeHUE U 10 15 ceaqMHUIH Clel JICYEHHETO.

BpemeHHOCT
[IpocrieKTHBHY JaHHU OT HEToJIsIM Opoii cirydan Ha 6pemeHHOCT cien ekcrio3unus Ha STELARA ¢

HN3BCCTCH U3XO/[, BKIIFOUUTCIIHO IIOBCYC OT 450 CJIydad Ha 6p€MeHHOCT C CKCIIO3ULMA MPE3 IIbPBUA
TPUMECTBP, HC ITOKAa3BAT MOBUILICH PUCK OT I'OJICMHU BPOJACHU Maﬂ(l)OpMaI_II/II/I IIp1 HOBOPOACHOTO.

[Ipoy4BaHusTa P )KUBOTHH HE TIOKA3BaT IIPEKU HITU HETIPEKU BpeIHU e(DEeKTU, CBBP3aHU C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETaTHOTO Pa3BUTHE, PAKIAHETO HITH MIOCTHATATHOTO Pa3BUTHE (BIK.
ToYKa 5.3).

Hannunusat knuanyen onut obave e orpannueH. Karo npeamasna Mspka e 3a IpeAroynTaHe aa ce
n30srea ynorpedara Ha STELARA 1o Bpeme Ha OpeMEHHOCT.

YcreknHyMab nmpeMuHaBa Mpe3 IUIAeHTaTa i ce OTKPUBA B cepyMa Ha KbpMaydeTa, POJIEHH OT JKEHH,
JIEKyBaHH C YCTEKNHYMa0 10 BpeMe Ha OpeMeHHoCTTa. KITMHMYHOTO BB3IeiicTBrE HA TO3U (DaKT HE €
W3BECTHO, HO PUCKBT OT HH(EKIIUSA IPU KbpPMadeTa, C eKCIIO3UIIUA Ha YCTEKUHYMAO in utero MOXe 1a
ObJle OBUIIIECH cie]| paxaaneTo. He ce mpenoppuBa mpuiarane Ha »uBH BakcuHH (kaTto BIDK
BaKCHHA) MPH KbpMAYeTa, C EKCIIO3UIIN Ha YCTEKUHYMa0 in utero, B IPOABIDKEHUE Ha

JTIBaHAIECET MECeIa ClIe] paKIaHETO WIH IOKATO CEpyMHUTE HUBA Ha YCTEKMHYMaO MpU KbpMadeTo
CIaJHAT 1MOJ] HUBOTO Ha JAETEKIUS (BX. TOUKH 4.4 u 4.5). AKO € HaluIle KaTeropuyHa KIMHIYHA T0J13a
3a OTHETHOTO KbpMaue, MOXKe Jla ce OOMUCIIM IpujlaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKO
HE CE€ OTKPUBAT CEPYMHU HUBA Ha yCTEKHHYMa0.

Kopmene
OrpaHudeHu NaHHY, TyOJUKYBaHH B JIUTEPATypaTa, IOKa3BaT, 4e¢ yCTEeKNHyMal ce eKCKpeTupa B

YOBENIKaTa KbpMa B MHOTO MaJIKi KoJindecTBa. He e u3BecTHO ganu ycrekuaymab ce abcopOupa
CUCTEeMHO ciies1 orimpliane. [lopaan noteHuana 3a mposiBa Ha HEXKEJaHH JIEKApCTBEHU PEeakluu KbM
YCTeKHMHYyMab Mpu KbpMadeTaTa, Tp0Ba Jia ce B3eMe pellIeHne Naju J]a ce IPEyCTaHOBU KbPMEHETO
10 BpeMe Ha JIeYeHHE U 10 15 ceaMuIu cies JISYeHUETOo, WK Ja Ce TIPEyCTaHOBH TEPaIusATa ChbC
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STELARA, karto ce B3eMar MpeaBuj [oji3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT TepanusiTa CheC
STELARA 3a xeHara.

DepTHIIUTET
EdexTsT Ha ycTeknHyMal BbpXY (QEepTHIIMTETA IPH XOpa HE € OLIeHEH (BXK. ToUKa 5.3).

4.7 Ed¢exTn BbpXy cnoco0HOCTTA 32 modupaHe u padoTa ¢ MAIIUHA

STELARA He noBnusiBa Wix HOBJIHABA NIPEHEOPEKUMO CIOCOOHOCTTA 3a mogupaHe U paboTa ¢
MaIIHHH.

4.8 Hexenanun JeKapCTBEHH PeaKINU

O06o06uieHne Ha poduna Ha Ge30MacHOCT

Haii-gyecTute HeXXenaHu JICKApCTBEHU PEAKIIMU B KOHTPOJIHPAHUTE TIEPUON OT KIMHHIHUTE
MPOYYBaHUS MPH BH3PACTHU ca HA30(apuHTUT (BB3HHUKBAII ITpH 6,9% OT NMaIMeHTUTe, JIeKyBaHU C
yCTeKHMHyMao, u nipu 5,4% OT malMeHTHTe Ha 1ane0o) u riapodosue (Bb3HuKBamo mpu 7,0% ot
MAIMEHTUTE, IEKyBaHH C YCTEKUHYMa0, u ripu 5,2% oT narueHTuTe Ha Tuiane6o). Haii-ceprosnara
HE)KeJlaHa JIeKapcTBeHa peakius, KoaTo e crobmanana 3a STELARA, e cepuo3na peakiust Ha
CBPBXYYBCTBUTEIIHOCT, BKIFOUYUTEITHO aHaduaakcus (BxK. Touka 4.4). O0muAT npodui Ha
0e30MacHOCT € MOA0OCH MPH MAIMSHTH C IICOPHUA3KC, TICOPUATHICH apTpHT, 0osiecT Ha Crohn u
YJILIEPO3€EH KOJIHT.

TabauyeH CMChK HA HEKEITAHUTE PEAKIIUU

JlanauTe 32 6€30MaCHOCT, MPEIOCTABEHHU TI0-/I0TY, Ca TIOTYUYSHH CJIe]l eKCIIO3HIINS Ha YCTEKUHYMa0
npu Bb3pacTHU B 14 npoyuBanus ¢asa 2 u ¢asa 3 npu 6 710 mauuentu (4 135 ¢ ncopuasuc u/umm
nicopuaTHyeH apTpur, 1 749 ¢ 6onect Ha Crohn u 826 marueHTH ¢ yiepo3eH KoiuT). ToBa BKITIOUBa
excriozunusa Ha STELARA B koHTponHpaHuTe U HEKOHTPOJIMPAHUTE TIEPUOIN HA KIIMHUIHUTE
MPOYYBaHUS MPH MAIMEHTH C TICOPUA3HC, ICOPUATHYEH apTpuT, 6osiecT Ha Crohn mnm yneposeH
KOJIUT B MIPOABIDKCHUE HAa Hall-Mako 6 Mecena (4 577 manueHTH) win nmoune 1 roguHa

(3 648 manuenTn). 2 194 narueHTy ¢ ncopuasuc, 6onect Ha Crohn WM yJepo3eH KOJIUT ca ¢
EKCITO3UIHA 32 MoHe 4 ToauHy, MokaTo 1 148 manuenTn ¢ ncopuasuc wim 6osect Ha Crohn ca ¢
€KCIIO3UIIMS 32 IOHE 5 TOAUHH.

B tabauua 1 e mokasaH CIIMCHK ¢ HEXKEJIAHUTE JIEKAPCTBECHH PEAKLUH OT KIMHUYHH NIPOYYBaHUS IPU
BB3PACTHHU C IICOPHA3HC, IICOPUATUIEH apTpuUT, 6osiecT Ha Crohn u ¢ ynrepo3eH KOJIHT, KaKTO U
HEKEJIaHUTE PEaKIMK OT MOCTMapKETHHIoBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacuuIupaHu
M0 CHCTEMO-OPTaHHH KJIACOBE M YECTOTa ChITIACHO CIIeJHATa KOHBeHIUs: MHoro vecta (> 1/10),
Yecru (> 1/100 go < 1/10), Hewectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuoro
penku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HATMUHUTE TJAHHU HE MOJXKe J1a ObJIc HallpaBeHa
orieHka). [Ipu BcAKo rpynupane B 3aBUCUMOCT OT YECTOTATa HEXKEIAHUTE JIEKAPCTBEHH PEaKIUK ce
n30pOsBaT B HU3XOAAI] peJl TI0 OTHOIIEHHE Ha TAXHATa CEPUO3HOCT.

Tabnuya 1: Cnucvk Ha Hexceranu peakyuu

CucreMo-opranau Yecrora: Hexenanu peakuum

KJIacOBe

Undexnuu u ungecrammn ~ Yectu: nHGEKIMSI HA TOPHUTE JUXATEIHHU IbTUILA, HA30()apHHTHT,
CHHY3UT

Heuectu: LEJIYyJINT, ACHTAJTHA I/IH(I)eKLU(II/I, Xepmec 30CTep, I/IH(l)eKLII/IH
Ha JOJTHUTC AUXATCIHU IIBTHUILA, BUDYCHU I/IH(i)eKL[I/II/I Ha TOPHUTC
ANXaTCJIHU ITbTUIA, BYJIBOBAarnHaJlHa MUKOTUYHA I/IH(i)eKHI/ISI

Hapymenus Ha umynHata ~ HewecTu: peakuyu Ha CBPBXUYBCTBUTEIHOCT (BKJIIOYUTEIHO OOPUB,
cucTemMa YpTHKapHsi)
Penku: ceprno3Hu peakiiui Ha CBPbX4yBCTBUTEITHOCT (BKIIOUUTEIHO
aHauIakcus, aHTHOEIEM)
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IIcuxuynu HapyuIeHNs

Heuectu: nenpecus

Hapymenus Ha HepBHaATa
cucremMa

YecTu: 3aMaliBaHe, T1aBo0oIne
Heuectu: nuieBa napanusa

Pecniuparophu, rppaau u
MeANaCTUHAIHU
HapyIIeHUS

Uecrtu: opodapunreanna 60ika

Heuectu: Ha3aiHa KOHTeCTUS

Penku: aneprudeH anBeonT, €O3MHO(PHUIIHA THEBMOHUS
MHoro penku: opraHu3upalia MHeBMOHUS ™

CromamrHo-4peBHI
HapyIIeHUs

Yectu: nuapus, rajieHe, moBpblaHe

Hapymenus Ha koxara u
MOJKOKHATA ThKaH

UYecrtu: cppoex

HedecTn: mycTynoseH rncopuasuc, ekchouaims Ha KoXKaTa, akHe
Penxu: exconmatuBeH JepMaTUT, XUIIEPCEH3UTUBEH BACKYIIUT
MHoro penku: 0yJ103¢H NeM(PUTONI, KOKEH JTYIyC ePUTEMATOIEC

Hapy1ienns Ha MyCcKyJIHO-
CKEJIETHATa CHCTEMA U
ChEAVHUTEIIHATA ThKaH

UYectu: 6051KH B rbpOa, MUANTHS, apTPANITHS
MHoro peku: JIylyc-noJo0eH CHHIPOM

OOum HapymeHus u
e(eKTH Ha MACTOTO Ha
HPUIIOKCHUES

Yecru: yMopa, €puTeMa Ha MACTOTO HAa MHKCKTHUPAHC, 0oIlKa Ha
MACTOTO Ha MHKCKTHUPAHE
HeuecTu: PCaKkiun Ha MACTOTO Ha MHKCKTUPAHEC (BKJIIO‘II/ITGJIHO

KPBbBOM3JINB, XEMATOM, BTBBPASABAHC, TIOAYBAHC U C’Bp6€)l(), aCTCHUA

*  Bmxre Touka 4.4, CHCTEMHH U PECTTUPATOPHU PEAKIMU Ha CBPBXIYBCTBUTEITHOCT.

Omnucanue Ha I/I36DaHI/I HCXKCIaHU JICKAPpCTBCHHU PCAKITUN

Ungpexyuu

B mrarie60-koHTpOIMpaHu MPOyYBaHUS NPU TALMEHTH ¢ TICOPUA3HUC, ICOPHATHYEH apTPHT, OOJIeCT Ha
Crohn u ¢ ynriepo3eH KOJIHUT MPOIEHTHT Ha MH(EKIUUTE WU CEPUO3HUTE HHPEKITUH € CXOACH MPH
MAIMEHTUTE, ICKYBaHH C YCTEKWHYMAa0, U TIPH JIEKYBaHUTE C IrIane0o. B rurane6o-KoHTpoaupaHus
NepUO/] Ha Te3U KIMHUYHY MPOYYBaHMS YecToTara Ha HHeknuuTe e 1,36 3a manueHToroiuHa
npociensBaHe MPpU MalUeHTH, JIEKYBaHH C YCTeKHHYMa0, U 1,34 — mpu nanueHTH, JISKyBaHU ¢
wtane6o. [osBunmure ce cepuo3nn nHpeknuu ca ¢ yecrora ot (0,03 3a marpieHTOroAnHA MPOCIeAsIBaHe
NP TALMEHTH, JIEKyBaHH ¢ ycTekuaymab (30 cepro3nu nundeknnu 3a 930 nanueHToroAuHu
npocnenasane), u 0,03 — npu nayMeHTy, JIeKyBaHH ¢ Tiane6o (15 cepro3Hu HHPEKIUH 3a

434 manueHTOroIMHY MpociensBane) (BkK. Touka 4.4).

B xoHTponMpaHuTe U HEKOHTPOJIHUPAHHUTE IEPHUOIN Ha KIMHUYHUTE MPOYYBAHUS MIPH IICOPUA3HC,
NICOpPUATHYEH apTPHUT, 6ojecT Ha Crohn u yJmepo3eH KOJIHT, MPEICTaBIIsIBALLIT

15 227 manmeHTOroJMHN eKCIIO3ULHUs ¢ ycTeknHyMal npu 6 710 manueHTH, MeiuaHaTta Ha BpeMeTo Ha
npocnensBane e 1,2 rogunu; 1,7 roquHu 3a Npoy4YBaHUATa Ipu ncopuasuc, 0,6 roguHu 3a
npoyuBanusTa npu 6onect Ha Crohn u 2,3 rouHM 3a MPOYYBAHUSATA C YIIIEPO3€H KOIHT. [IpOIeHTHT
Ha nHpeknuute e 0,85 3a manreHToroArHa MpocieAsBaHe MPH NALMEHTH, JIEKyBaHU C yCTEKUHyMa0, a
NPOIIEHTHT Ha CEpUO3HUTE MHPeKIMU TpH TsX € 0,02 3a manueHToroInHa npocie/IsaBaHe

(289 ceproznu nHdpekMy 3a 15 227 NanueHTOroIMHA NpOCIeIsIBaHe) 1 ca TOKJIaJABaH! CEPUO3HH
MH(EKINH, BKIIIOYUTEIHO THEBMOHHMS, aHAJIEH a0cIiec, LeNyJIUT, AUBEPTUKYIIUT, TACTPOCHTEPUT U
BUPYCHU HH()EKLIUH.

B MPOBCACHU KIIMHUYHU IMPOYUBAHUA ITAOUCHTHU C JIATCHTHA TY6epKYJ'IO3a, KOMTO ca Ouiu
CAHOBPCMCHHO JICKYBAHU C U30HHUA3U, HC Ca PA3BUIIN Ty6ep1<yno3a.

3noxauecmeenu 3abonsiganus
B mnane6o-koHTpoIMpanus eprol Ha KIIMHUYHH MTPOYYBaHUS TIPU TICOPHA3KC, TICOPHATUYCH apTPUT,
6osect Ha Crohn H yJIEpO3eH KOJIUT Y€CTOTaTa Ha 3JI0KAUSCTBCHUTE 3a00JIIBaHUS, C U3KITIOUCHHE Ha
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HEMEJIAHOMEH pak Ha KoxaTa, € 0,11 3a 100 nanueHToroquuu npocieasBaHe npy NauueHTH,
JIeKyBaHH ¢ ycTekuHyMma0 (1 manmeHT 3a 929 naunentroronunu npocienssane) B cpaBaenue ¢ 0,23
MIpH MAMCHTHTE, JIeKyBaHH C Tuiane6o (1 mamuent 3a 434 manueHTOTOANHY MPOCIICSIBAHE).
UecroTara Ha HEeMeTaHOMEH pak Ha koxara e 0,43 3a 100 manueHToroIMHu nMpocieasBaHe 3a
MAIMEHTUTE, IEKyBaHH ¢ ycTeKnHyMa0 (4 manueHTH 3a 929 manueHTOroJuHY MPOCieIBaHe) B
cpaBaeHue ¢ 0,46 npu manueHTHTe, IEKyBaHH ¢ Tuiane6o (2 naruenTy 3a 433 nanueHToroIMHu
MIPOCIEIBaHE).

B xoHTponHMpaHUTE U HEKOHTPOJIUPAHUTE TEPUOAN HA KIMHUYHUTE NPOYUBAHUS IPU IICOPUA3HC,
NICOpHATHYECH apTpuT, 6osiecT Ha Crohn U yJIepo3eH KOJIKUT, IPEICTaBIIABAIIH

15 205 narnueHToroAnHu eKCIO3ULMs ¢ YCTeKuHyMao rpu 6 710 manueHTH, MeuaHaTa Ha BpeMeTo Ha
npocneasBane € 1,2 roguna; 1,7 roquHu 3a Mpoy4YBaHUsITa Ipu rcopuasuc, 0,6 ronuHu 3a
npoyuBaHusTa npu 6osiect Ha Crohn 1 2,3 rouHu 3a MPOYYBAHUATA C YIIICPO3EH KOJIUT.
3510Ka4eCTBEHH 3a00IsIBaHNS, C M3K/IFOUCHHE Ha HEMEJIAHOMEH PaK Ha K0)KaTa, ca JOKJIaJIBaHH IIPH

76 nanmenty 3a 15 205 manuentoroauHy Ha pocneasBane (decrora ot 0,50 Ha 100 manmeHTOrOTMHU
Ha TPOCIeIsIBaHe MIPH MAIMSHTH JICKYBaHHU C YCTeKHHyMa0). Te3u ciaydyan Ha 370Ka4YeCTBEHH
3a00JIBaHMs, CHOOIICHH ITPY MAIUEHTH, JICKYBaHU C YCTCKUHYMa0, ca CpaBHUMH C OUaKBaHUTE
cirydad B oO1miaTa nomynanus (cranaaptuzupad koepunueHT Ha yectora = 0,94 [95% nosepureneH
unrepsai: 0,73, 1,18], kopurupan 3a Bb3pacT, noia u paca). Haii-uecto HaOmronaBaHuTe
3JI0KAYE€CTBEHU 3a00ISIBAaHKS, PA3JIMYHA OT HEMEJIAHOMHHUS KapI[MHOM Ha KOXarta, ca KapIMHOM Ha
MpocTaTaTa, MEJIaHOM, KOJIOPEKTAICH KapIIMHOM U KapIIMHOM Ha IbpjaTta. CrydanTe Ha HEMEJIaHOMEH
KapUuHOM Ha Koxkara ca 0,46 Ha 100 nanueHTOroAMHU Ha IPOCieAsiBaHE NPU MAUEHTH, JICKYBAHHU C
ycreknayMab (69 manmenTn 3a 15 165 nanueHTOroAnHM Ha npocieasBane). ChOTHOIIEHHETO Ha
MAIMEeHTH ¢ 0a3ajieH CIPSIMO CKBaAMO3HOKIIEThUCH KaplIMHOM Ha KokaTa (3:1) € CpaBHMMO ChC
CHOTHOIIIEHUETO B 00MIaTa rmomyiamnus (Bx. Touka 4.4).

Peakinu Ha CBPBEXYYBCTBUTEITHOCT
B koHTpONHMpaHuTE NMEPUOIU HA KIMHUYHY MTPOYYBAHUS TP IICOPUAZHC U TICOPHATHYEH apTPHT C
ycTeknuHyMab ca HabaronaBaHu oOpuB M ypTUKapus npu <1% oT nauueHTHTe (BX. Touka 4.4).

Cro011aBane Ha MMOJI03MPAHN HEXKEIIAaHH PEaAKIIUH

Cro01aBaHeTo Ha [MOJI03MPaHU HEKEJIaHU PEeaKLUH cJIe]] pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
NPOLYKT € BaskHO. ToBa Mo3BOIIsABA Aa MPOIBIDKH HAOMIOACHUETO Ha ChOTHOILICHUETO MOJI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICITUATTICTH Ce U3UCKBA J]a ChOOIABAT BCSIKa
N0JJ03MpaHa HeXeJlaHa Peakysl Ype3 HallMOHAIHA CHCTeMa 3a ChOOIaBaHe, IIOCOYEHA B
IIpunoxxenue V.

4.9 Ilpeno3upane

Ennanunn no3u 1o 6 mg/kg ca npuiaraHi HHTPaBEHO3HO B KJIMHUYHU MPOYYBaHHS 0e3
OorpaHuy4aBalla 103aTa TOKCUYHOCT. B citydail Ha mpego3upaHe ce npenopbyuBa MalUEHTUTE Aa CE
HaOIr01aBaT 3a MPU3HALM WM CHMITOMH Ha HEXXEJIaHU PEakMu U He3a0aBHO Aa ce MPUII0KU
MOIXOSIIO0 CHMIITOMATUYHO JICUEHHE.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOWCTBA

®apmakoTepaneBTHUHA Tpymna: UmyHocynpecopu, naxudburopu Ha nntepiaeBkuH, ATC kox:
L04ACO05

MexaHnU3bM Ha JICHCTBHE

Ycreknnymab e m3isuio 4oBemko [gG 1k MOHOKIIOHATHO aHTUTSIIIO, KOETO CE CBBP3Ba ChC
cnennpUIHOCT KBbM 0011aTa NpoTenHoBa cybeannua p40 Ha YOBEIIKY ITUTOKMHN HHTepieBkuH (IL)-
12 u IL-23. Ycrekunymal notucka 6noaktuBHocTTa Ha yoBemmkure 1L-12 u [L-23, kato
npenoTBpaTsBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 pemenTopeH npoTerH, pa3noioXKeH Ha MOBLPXHOCTTA
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Ha IMYHHUTE KJIETKU. ¥ CTeKMHYyMa0 He Moxke f1a ce cBbpike ¢ IL-12 nnm ¢ IL-23, kouTo Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no kinerpbyHaTa moBbpXHOCT. CIEI0BATEIHO € MAJIKO BEPOSATHO
yCTEKMHYMaO Ja ydacTBa B KOMIUIEMEHT- WIIA aHTUTSIIO-METUMPaHaTa IIUTOTOKCUYHOCT Ha KIIETKHTE
¢ peuentopu 3a [L-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoArMEpHU IMTOKUHHU, CEKPETUPAHH OT
AaKTUBHPAHM aHTUTEH-TIPECTABAIIN KIETKU, HAIpUMep Makpodaru U NISHIPUTHH KIETKU U JBaTa
LUTOKMHA yyacTBaT B UMyHHHUTE QyHKIMH; IL-12 cTumynupa ecrectBenute kietku youiinu (NK) u
npean3sukBa qudepennuanusita Ha CD4 + T xnerkute kM T 1 xenmepen (Thl) penorum, 1L-23
unnyuupa et Ha T 17 xemmepute (Th17). AGHopmHara perynanus Ha [L-12 u IL-23 obaue ce
CBBP3Ba C UMYHHOMEINUPAHH 3200 sIBAHUS KaTo IICOPHA3KC, IICOPHATUUEH apTpuT, Oosect Ha Crohn
U YJILEPO3€H KOJIHUT.

Upes cBpp3Bane Ha obmaTa cyoenuanna p40 Ha IL-12 u IL-23, ycreknnymab Moxe Jja OKa3Ba CBOUTE
KJIMHAYHU eeKTH IPH IICOPHA3HC, ICOPHUATUICH apTpHT, OonecT Ha Crohn M yIepo3eH KOJIUT Ype3
npekbcBaHe Ha nmbTuinata Ha Thl u Th17 nuTOoKMHM, KOMTO ca B OCHOBAaTa Ha MAaTOJIOTHATA HA TE3U
3a00JsIBaHuUsl.

[Ipu manmenTu ¢ 6onect Ha Crohn Jie4eHUETO ¢ YCTEKHHYMAa0 BOJH 10 HAMAJICHUE Ha
BB3NATUTEIHUTE MapKepH, BKiItounTenHo C-peaktuBeH npotenH (CRP) u dekanen kanmpoTeKTHH 1o
BpeMe Ha MHIYKIHOHHATA (ha3za, KOeTo ciiell TOBa ce MOALbprKa Mpe3 Is1arta noaabpxkamia ¢aza. CRP
€ OIICHEH I10 BpeMe Ha MTPOIBIDKEHUETO Ha IPOYYBAHETO M HAMAaJICHUsATa, HAOII0IaBaH! TI0 BpeMe Ha
nojIbpxkamara ¢asza, OOMKHOBEHO Ce 3ama3BaT 70 252 ceJMHIIA.

ITpu manmeHTy ¢ ynuepo3eH KOJIUT JIEYEHHETO C yCTEeKUHYMal BOAU 10 HaMaJIeHHE Ha
BB3NATUTEIHATE MapkepH, BKIrounTenHo CRP u (hekaneH kanmpoTeKTHH MO BpeMe Ha
MHIYKIMOHHATA (ha3a, KOeTO ce MOAIbpiKa Ipe3 Isu1aTa noAabpxaiia (haza 1 MpOABIDKCHUETO Ha
npoyuBaHeTo A0 ceamuna 200.

NmyHuzanmu
[To BpeMe Ha ABATOCPOUHOTO MPOABIKEHHE Ha poyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE MAIUEHTH, JIekyBanu ¢h¢ STELARA 3a Haii-manko 3,5 roaunu, ca Jaayd aHTUTSIIO-
OTTOBOPH Ha ITHEBMOKOKOBH ITOJIM3aXapUIHN BAKCUHH U BAKCHHU CPEIy TETaHyC, CXOIHHU C T€3U IpHU
KOHTpOJIHATa rpyna NalueHTH, ody4yaBalld HECUCTEMHO JeUeHHe Ha Iicoprasuc. CXoJIeH MPOLEHT OT
BB3pPAcCTHUTE MaLMEHTH, JeKyBaHH ¢bCc STELARA 1 Te3u B KOHTpOIHATa Ipyma, ca pa3BUiIN 3allUTHH
HUBA Ha aHTUITHEBMOKOKOBH M aHTUTETAaHUYHU aHTHUTENA, U TUTPUTE HA aHTUTENIaTa UM ca CXOIHHU.

Kinanuna edukacHoCT

IInaxoe ncopuasuc (6v3pacmuu nayuenmu)

BbezonacHoctTa 1 epukacHOCTTa Ha ycTeKuHyMa0 ca oueHeHu npH 1 996 manuenTu B

JIBE paHIOMHU3HUPAHHU, TBOWHO-CIIEIH, MJIarie00 KOHTPOIUPAHH MTPOYyUBAaHUS IPHU TMAIIMEHTH C yMEepeH
JI0 TeXKBK IUTAKOB TICOPUA3UC, KaHIUAATH 3a (hOTOTEeparus uin cucreMHa Tepanus. OCBEeH TOBa B €IHO
PaHAOMU3UPAHO, AaKTUBHO KOHTPOJIMPAHO MPOYUYBAHE CHC 3aCIJIECIIEH OLEHUTEN € CPABHEHO IEHCTBUETO
Ha YyCTEKWHYMab U eTaHEepLEeNT NPH NAlMEHTH C YMEPEH J0 TeXbK IUIaKOB IICOpHA3HC, KOUTO HE ca ce
TIOBJIMSLITH, TIPOSIBUJIM Ca HETIOHOCHMOCT WJIM €a MMaJIi MPOTHUBONOKa3aHue KbM 1ukiocnopu, MTX
uu [TYBA Tepanus.

B npoyusane npu ncopuaszuc 1 (PHOENIX 1) ca ouenenu 766 naunentu. 53% ot TX He ca ce
TIOBJIMSLITH, TIPOSIBUJIM Ca HETIOHOCUMOCT WJIM Ca UMaJIi MMPOTHUBOIOKAa3aHUEe KbM JIpyra CHCTEMHA
tepanus. [lannenture, panAOMHU3UpaHH 3a JICUEHHE C YCTEKHHYMa0, ca mpuenu 1034 oT 45 mg uiu
90 mg B cemmunu 0 1 4 1 ca MPOIBDKIIIN Ja MPHUEMAaT ChIllaTa J03a Ha BCEKU 12 CeaAMUITH.
[NanenTure, paHIOMU3UpPaHH 3a JiedeHue ¢ Tare6o B ceqmuny 0 1 4, ca MpeMUHATH KbM JICUEHHE C
ycrekuHyMao (45 mg uinu 90 mg) B ceamui 12 u 16, cinen KoeTo ca MpOABIKIIN J1a IPHeMaT
ChIlaTa 103a Ha BcekH 12 cenmuiy. [lanmeHTH, MbpBOHAYAIHO PaHAOMHU3UPAHN 32 JICUEHHE C
yCTEKMHYMa0, KOUTO ca JJOCTUTHAJIM HUBO Ha MOBIHUsIBaHE 75 MO WHJIEKCA 32 00J1aCT U TeKECT Ha
nicopuasuc (PASI) (momodpenne o PASI ot Mmunumym 75% B cpaBHEHHE C U3XOIHUTE CTOMHOCTH) B
cenmuim 28 u 40, ca MOBTOPHO paHAOMHU3HPAHH 32 JICUEHUE C YCTEKMHYMa0 Ha Bceku 12 ceamuiu
WK ¢ TIane6o (T.e. OTTerIsAHe OT TepanusiTa). [lanneHTuTe, TOBTOPHO paHAOMHU3UPAHH 3a JIEUCHHE C
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rrane6o B cenmunia 40, ca Bp300HOBIIHN TepanuaTa cb¢c STELARA B mppBoHavanHaTa cu cxema Ha
Jo3upaHe, cien kato nmoxpodpenuero uM o PASI B cenmmuna 40 e Hamansuio ¢ Muaumym 50%. Benaku
MAIEHTH Ca MPOCJIECICHHU 3a IEPUOT A0 76 CEAMUITH CJIe]] IPBOTO MPUIIOKEHUE Ha H3CIICABAHOTO
JIEYCHHE.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca onenenn 1 230 nanuentu. 61% oT TsX He ca ce
TIOBJIVSUTH, TIPOSIBIJIA Ca HETTOHOCHMOCT HJIM Ca UMAJIM MMPOTHBOIIOKA3aHUE KBM JAPyTa CHCTEMHA
Tepanus. [lanmenTuTe, paHIOMHU3UPAHH 32 JICYCHUE C YCTEKHHYMa0, ca MpUeNu 1031 OT 45 mg nin
90 mg B cenmuuu 0 u 4, mociaeaBaHu OT AOIIBIHUTENHA J03a B cenmuua 16. [lanuenTure,
paHIOMM3UPaHU 3a JiedeHue ¢ miaredo B ceamuim 0 u 4, ca MPEMUHAIN KbM JICUCHUE ¢ YCTEKUHYyMa0
(45 mg nmm 90 mg) B cenmunu 12 u 16. Bcuuku manueHTy ca IpocieIeHH 3a IIEPUOI 10 52 ceaMUITn
ciel MbPBOTO NPUIIOKEHHUE Ha U3CIEABAHOTO JICUCHUE.

B npoyusane npu ncopuasuc 3 (ACCEPT) ca onenenn 903 nmainueHTH ¢ yMepeH J0 TeXbK ICOpHa3uC,
KOHTO HE ca CE MOBJIHUIN, IPOSIBUIM Ca HEMOHOCUMOCT HMJIM Ca UMaJI MPOTHUBOIIOKA3aHUE KbM JIpyTa
cucreMHa tepanusi. CpaBHeHa € e(UKACHOCTTA Ha YCTEKMHYMal C Ta3u Ha €TaHEPLENT U € OLICHEHa
0e3omacHOCTTa HA YCTeKHMHYMab u etaHepent. [1o Bpeme Ha 12-cegMUYHATa aKTUBHO KOHTPOJIUpaHa
4acT OT NPOYYBAHETO MAllMEHTHUTE ca paHAOMHU3HMPAHU J1a mpueMaT etanepuent (50 mg ABa IbTH
CeIMHUYHO), ycTeknHyMab 45 mg B ceaqmunu 0 u 4 win ycrekunymad 90 mg B cenmuim 0 u 4.

W3xonHuTe XapaKTepUCTUKH Ha 3a00JISIBAHETO ca MIPUHLIMITHO MTOCIeI0BAaTeTHU BbB BCUYKU TPYIH Ha
JIEYEeHUE B Mpoy4BaHe NpHu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHo HUBO OT 17 110 18,
¢ MeaaHa Ha TeJecHa moBbpXHOCT (BSA) Ha m3xomHo HUBO > 20 U ¢ MeMaHa Ha IepMaTOJIOTHICH
MHEKC 3a kauecTBo Ha kUBOT (DLQI) B rpanunute ot 10 10 12. banso eana tpera (mpoydBaHe npu
ncopuasuc 1) u eqHa 4eTBBPT (MIPOYUBAHE MPH IICOPHAZUC 2) OT MALMEHTUTE UMAT IICOPHATUICH
aptput (PsA). I[Tono6na Texect Ha 3a001ABaHETO ce HAOMI0JaBa U PH MIPOyUBaHE IPH MICOPHA3ZHC 3.

IIspBHUYHATA KpaifHa TOYKA B TE3U MPOYIBAHUS € CHOTHOIICHUETO HA MAIIUEHTUTE, JOCTUTHAIA HUBO
Ha noBiusiBaHe 1o PASI 75 cipssiMo u3xomHUTE CTOMHOCTH B ceamumia 12 (Bxk. Tabmunu 4 u 5).

Tabnuya 2: Obobwenue na KIUHUYHOMO nosiuseane é npoyusane npu ncopuasuc 1 (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cenmuna 12 Cenmmura 28
2 no3u (ceamuna 0 u ceamura 4) 3 nmo3u (ceamuria 0,
ceamuna 4 u ceamura 16)
[Tnane6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoit
paHaOMU3UPaHU 255 255 256 250 243
MAIMEeHTH

TToBausBane nmo
PASI 50, 6p. (%)
TToBnusaBane Mo
PASI 75, 6p. (%)
TToBausBane nmo
PASI 90, 6p. (%)
OOJI® 3a u3uncTeHn
WM MUHUMAJTHH, Op. 10 (4%) 151 (59%)* | 156 (61%)* 146 (58%) 160 (66%)
(%)

Bpoit manmenTn

26 (10%) | 213 (84%)° | 220 (86%) | 228 (91%) | 234 (96%)

8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) | 191 (79%)

5(2%) 106 (42%) | 94 (37%)* | 123 (49%) | 135 (56%)

< 100 ke 166 168 164 164 153
TToBausaBane nmo o o 0 0 0
PASI 75, 6p. (%) 6 (4%) 124 (74%) 107 (65%) 130 (79%) 124 (81%)

bpoii manuenTn 89 87 9 86 90

> 100 kg
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IloBnusBaue o

0
PASI 75, 6p. (%) | 2 G7)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyyBane npu
ncopuasuc 2

Bpoii
paHaOMU3UPaHU 410
MAIeHTH

409

411

400

IloBnusBane o

0
PASI 50, 6p. (%) 41 (10%)

342 (84%)°

367 (89%)®

369 (93%)

380 (95%)

TToBausaBane mo

0
PASI 75, 6p. (%) 15 (4%)

273 (67%)*

311 (76%)°

276 (70%)

314 (79%)

IloBnusiBane 1o

0
PASI 90, 6p. (%) 3 (1%)

173 (42%)*

209 (51%)®

178 (45%)

217 (54%)

OOJI° 3a u34ncTEHN
WM MUHUMAITHU, Op.

(%)

18(4%)

277 (68%)®

300 (73%)®

241 (61%)

279 (70%)

Bbpoit nanuentu

<100 ke 290

297

289

280

IloBnusBane o

0
PASI 75, 6p. (%) | 12 (4%

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bpoit nanuentu

> 100 ke 120

112

121

119

IloBnusBane o

0
PASI 75.6p. (%) | > G

55 (49%)

86 (71%)

59 (54%)

88 (74%)

a

®  0O0JI = O6ma oucHka Ha JeKaps

p < 0,001 3a ycrekuaymab 45 mg i 90 mg B cpaBHenue ¢ mianedo (PBO)

Tabnuya 3: Obobwenue na KIUHUYHOMO nosauasare 6 npoyugane npu ncopuasuc 3 (ACCEPT) na

ceomuya 12

IIpoyuBane npu ncopuasuc 3

(%)

Etanepnent Ycrexknnymad
24 no3n 2 nosu (ceaqmunia 0 u ceamuia 4)
(50 mg nBa IBTH 45 mg 90 mg
CEIMUTIHO)
Bpoii pantoMu3upaHu NalMEHTH 347 209 347
[Tosmusasane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[Tosmusasane o PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)*
[osmusiBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a U3YUCTEHU WU o 0/ a o/ \a
MuHIMATHH, Op. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii manuentu < 100 kg 251 151 244
(r,f/";‘““"BaHe no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
0
Bpoit mauuentu > 100 kg 96 58 103
[osnusiBane o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

p <0,001 3a ycrekunymab 45 mg unu 90 mg B cpaBHEHHE C €TaHEPLENT.

0

p = 0,012 3a ycrekuayMab 45 mg B cpaBHEHHE C €TaHEPIIETIT.

B npoyusane npu ncopuasuc 1 nogaspxaneto Ha PASI 75 e 3HaYUTETHO MO-BUCOKO MPH
MPOABIDKUTEITHO JISYCHNE, B CPaBHEHHE ¢ TOBa Ipu oTTerisHe oT Jiederunero (p < 0,001). [TomoOun
pe3ynraTtu ce HabIIOAaBat MpH BCsKa o3a yeTekuayMab. Ha 1% roquna (ceamuna 52) 89% ot
MAIMEeHTHTE, TIOBTOPHO PaHIOMHU3UPAHHU 3a MOAIBPIKAIIO JIeUeHue, ca ce moBnusin no PASI 75, B
cpaBHEHHUE ¢ 63% OT MalMEHTHTE, IOBTOPHO PAHIOMU3MPAHH 3a M1ae0o0 (OTTErJIAHE OT JICYCHHUETO)
(p <0,001). Ha 18™" mecer (ceamuma 76) 84% oT manueHTHTE, IOBTOPHO PAHIOMH3UPAHU 32
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MOAIBPIKAILO JieueHue, ca ce nopnusiii mo PASI 75, B cpaBHenue ¢ 19% oT nanueHTuTe, MOBTOPHO
pagoMu3MpanHy 3a mianedo (oTTerssHe oT JedeHueTo). Ha 3™ roguna (cemmuna 148), 82% ot
MAIUEHTUTE, IIOBTOPHO PaHIOMHU3HMPAHH 32 MOIIBPIKAIIO JIeUeHHE, ca ce moBmmsun mo PASI 75. Ha
5-ta roguHa (ceqmuria 244) 80% oT marueHTUTE, MOBTOPHO PAHIOMHU3HPAHHU Ha TOIBPKAIIO
JIedeHue, ca ce noBiausiu mo PASI 75.

[Ipu manueHTHTE, IOBTOPHO PAHIOMH3UPAHU 3a IJ1ae00, KOUTO OTHOBO ca MPEMUHAIIN KbM
IbpBOHAYATHATA CH CXeMa Ha JISYeHHEe C YCTeKUHYMa0 cien 3arybaTa Ha > 50% momgoOpeHue mo
PASI, 85% ca Bb3cTanoBmIM noBiausiBaHeTo o PASI 75 B pamkute Ha 12 ceamuiu cuex
Bb300HOBSIBaHE HA TEPAITUATA.

B npoyusane npu ncopuazuc 1 B ceqmuna 2 u ceamuia 12 ce HaOmo1aBa 3HaYUTEIHO OJ00peHHE
crpsiMo u3xoanute croitHoct Ha DLQI BBB BCsika OT rpynuTe Ha JieueHWe C YCTEKUHYMao B
cpaBHeHue ¢ miarne6o. [TomoOpennero ce 3amaspa 10 ceamuiia 28. [10100HO 3HAYUTEIIHO [TOI00PEHHE
ce Ha0JIr0/1aBa B IPOyYBaHe MpH 1copuasnc 2 B ceamuny 4 u 12, koeTo ce 3amna3sa 1o ceamuiia 24. B
NpOyYBaHe MpH Mcoprazuc 1 mogoOpeHusTa B HOKbTHUS TICOpUA3UC (MHICKC 3a TEKECTTa Ha HOKBTEH
MICOPHA3KUC), B 00IIIaTa OLICHKA Ha (PU3UIECKOTO U €MOIIMOHAIIHOTO ChcTOsiHUE 10 SF-36 U BBB
BU3yaJIHO-aHAJIOTOBATa CKajla 3a OllpeelisiHe Ha CTOWHOCTTA Ha Ooskara npH chpoex (VAS) cpiro ca
3HAYUTEJIHU MIPH BCSKA IpyIa Ha JIeUeHHE C yCTeKHHyMab B cpaBHeHuE ¢ manebo. B npoyusane npu
TICOpHa3nc 2 KIMHUYHATA CKasia 3a TpeBOKHOCT U aenpecust (HADS) u BbIpoCHUKET 32 paboTHH
orpannueHus (WLQ) chIo moka3Bar 3HaYUTETHO TIOA00pEHNE BEB BCSKA OT IPYIUTE HA JICYCHHUE C
yCTeKnHyMab B cpaBHEHHE ¢ T1a1eo.

Hcopuamuyuen apmpum (PsA) (6v3pacmuu nayuenmu)

JlokazaHo e, 4ye yCTeKuHyMa0 1mo100psBa MpU3HALUTE U CUMITOMUTE, (DM3UYECKOTO CHCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAYECTBO HA KHUBOT M HAMaJIsIBa CTENICHTA HA MPOTpecus Ha MeprupepHOTO
CTaBHO YBPEXJaHe MPU Bh3PACTHH MALMECHTH C aKTUBEH PsA.

BezonacHocTTa 1 eukacHOCTTa Ha ycTeKMHYMa0 ca oueHeH! Ipyu 927 ManueHTH B ABE
PaHIOMU3UPAHH, IBOHHOCIIEIH, TUIAe00-KOHTPOIUPAHH IPOYYBAHHUS MPH MAIIMEHTH ¢ aKTUBEH PsA
(= 5 noxytu cTaBu 1 > 5 60NE3HEHU CTaBHM) BBIIPEKH yIOTpebaTa Ha HECTEPOUIHU
nporuBoBb3nanutesnu cpeacrsa (HCIIBC) wim moandunupany 6oaectTa aHTHPEBMAaTOUIHN
nexapctBa (DMARD). [TanmentuTe B Te3u NpOYYBaHUS ca UMAJIH [TOCTaBeHa Auarnosa PsA Haii-
MaJko oT 6 Mecena. BkiroueHu ca ManeHTy ¢ BCSIKAaKbB MOATHII Ha PSA, BKITIOUUTETHO
NOJMAPTUKYJIAPEH apTpHUT Oe3 JaHHU 3a peBMaTOUAHU Bb31H (39%), CHOHAMIUT ¢ epudepeH apTpuT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha AucTanHa HHTEpdanaHreaaHa cTaBa
(12%) u unBanuauzupau aptpur (0,5%). Hag 70% u 40% ot nanueHtuTe B ABETE IPOYUYBAHUS Ca
MMaJld ChOTBETHO €HTE3UT U JAKTUIUT Ha U3XOAHO HUBO. [lanenTuTe ca paHgoMU3upaHu aa
NOJyYarT JieueHue ¢ ycrekunymad 45 mg, 90 mg, nim riane0o noakoxHo Ha cenmuin 0 u 4,
MoCcJIeIBaHU OT Ipuiiarane Ha Bceku 12 cenmunu (q12w). [Ipubmmusurento 50% ot nanueHTuTe ca
MPOAB/DKUIN Ha ocTostHHa 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT II), crotBeTHO 80% 1 86% OT
narueHTure, ca omnu nexkysanu ¢ DMARD. B npoyuBane 1 He € OWIIO MO3BOJICHO MPEUIITHO JICYEHUE
C aHTaroHUCT Ha TyMop-HekpoTuzupai ¢paktop anda (TNF)a. B npoyusane 2, moBedeTo nauueHTu
(58%, n = 180) ca 6wy JtlekyBaHU ¢ eqHO WM oBedye anTu-1TNFo cpenctBo(a), kato ot Tsx Hag 70%
ca npeycraHoBmWIM cBoeTo anTu-TNFa iedenue, nopau nurca Ha eUKaCHOCT MM HEMTOHOCUMOCT,
0 BCSIKO BpPEMeE.

Ilpusnayu u cumnmomu

JleyenuneTo ¢ ycTeKMHyMal BOJM 10 3HAYUTEITHH TTOI00PEHHS B U3MEPHUTEIIUTE 32 aKTHBHOCT Ha
3a00JIIBaHETO B CpaBHEHUE C Iuiare0o Ha ceamuia 24. [IppBuyHaTa KpaiiHa TOYKa € MPOLEHTHT Ha
NalMEeHTHTE, TOCTUTHAIH OTroBOp 20 MO KpUTEpUUTE Ha AMEPUKAHCKUS KOJIEK 110 PEBMATOIOTUS
(American College of Rheumatology, ACR) Ha cenqmuiia 24. OCHOBHUTE Pe3yiTaTH 3a e(PUKACHOCT ca
MIpeICTaBeHH B Ta0OIHIIa 6 TIO-70TTy.
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Tabnuya 4: Bpou Ha nayuenmume, NOCMUSHAU KIUHUYEH OM2080p NPU NCOPUAMUYEH APMPUM
Hpoyusane 1 (PSUMMIT 1) u llpoyusane 2 (PSUMMIT II) na ceomuya 24

IIpoyuBaHe npu NcopuaTHYEH IIpoyuBaHe npu NcopuaTHYEH
aprpur 1 apTpur 2
IInanedo 45 mg 90 mg IInanedo 45 mg 90 mg
Bpoii
PaHAOMU3MPAHU 206 205 204 104 103 105
NanUeHTH
ACR 20 47 (23%) | 87 (42%)" | 101 (50%) | 21 (20%) | 45 (44%)* | 46 (44%)"
otrosop, N (%)
ACR 50 18 (9%) | 51(25%) | 57 (28%)* | 7(7%) | 18 (17%)° | 24 (23%)*
orrosop, N (%)
ACR 70

0 0 a 0/\a V] 0/\B 0/\B
otrosop, N (%) 52%) 25 (12%) 29 (14%) 3 (3%) 7 (7%) 9 (9%)

bpoii nayuenmu c

> 3% BSA® 146 145 149 80 80 81
gﬁiigs, N () | 16(11%) | 83(57%)" | 93(62%)" | 4(5%) | 41(51%)" | 45 (56%)
Efriigg N | 23%) | 60(41%)" | 65(44%)" | 3(4%) | 24(30%)" | 36 (44%)’
Kom6unupan
llzéikl 273 ! 8(5%) | 40(28%)" | 62 (42%)" 2 (3%) 24 (30%)* | 31 (38%)*

otrosop, N (%)

Bpoii nannenTu

<100 kg 154 153 154 74 74 73

ACR 20

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

bpoii nayuenmu c

> 39 BSA' 105 105 111 54 58 57

PASI 75

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

Bpoii nannenTu

> 100 kg 52 52 50 30 29 31

ACR 20

o 0 0 0 0 o
otrosop, N (%) 8 (15%) | 20(38%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoii nayuenmu c

> 304 BSA™ 41 40 38 26 22 24
PASI 75 . o . . o
orronop. N (%) | 2(%) | 19(48%) | 20(53%) 0 10 (45%) | 13 (54%)

& p<0,001

® p<0,05

® p=NS

Bpoii mammentu ¢ > 3% BSA 3acernara ncopuaTiyHa Koka Ha H3XOJHO HUBO

ACR 20, 50 u 70 oTTOBOpHY IIPOIBIDKABAT Ja CE MOAOOPSIBAT WIIM C€ TTOAIBPKAT A0 ceamuiia 52 (PsA
[Ipoyusane 1 u 2) u ceqmuua 100 (PsA IIpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca mocturnatu npu 57% u 64%, cbotBeTHO 32 45 mg u 90 mg. B PsA [Ipoyusane 2,
ACR 20 otroBopu Ha ceamuiia 52 ca mocturHatu npu 47% u 48%, crotBeTHO 32 45 mg u 90 mg.

[IpouieHTHT Ha MAIMEHTHUTE, IOCTUTHAIM OTTOBOP 10 MoAuduupanu PsA kputepun Ha OTTOBOP
(PsARC) cbI110 € 3HAYUTEIHO MO-TOJISIM TIPH IPYNUTE HA YCTEeKHHYMa0, B CpaBHEHHUE ¢ Tuiane0o Ha
ceqmuua 24. OtroBopu PsARC ce nogabp:xat no Bpeme Ha cenmuuu 52 u 100. [To-romnsim opoueHT ot
MAIMEHTUTE, IEKYBaHH C YCTEKNHYMAa0, KOUTO Ca MMall CIIOHAWIUT ¢ IepudepeH apTpUT KaTto
OCHOBHA JIMarHo3a, nokaseat 50 u 70 nporueHTHO ogo0peHne B cKopa 1o baT uHIeKe 3a aKTHBHOCT
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Ha 3a0oJsiBaHeTo Npyu aHkwioszupamy cnonannt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDALI) B cpaBHeHme ¢ Tutane6o Ha ceamuiia 24.

OTtroBopuTe, HabII0JaBaHU [IPH TPYIHTE, JIEKYBaHU C YCTEKHMHYMa0, ca CXOJHH MPH MallUeHTHTE,
KOUTO NOJy4yaBaT UJIM He Nony4aBaT eqHoBpeMeHHO MTX u ce monabpkatr o BpeMe Ha ceIMULH 52
u 100. [TaumenTure, 1eKyBaHu npeau Tosa ¢ anTH- I NFo cpencTsa, KOUTO ca MOMyYHIN YCTEKHUHYMAao,
ca MOCTUTHAJIM MO-TOJISIM OTTOBOP Ha ceAMuIa 24 B CpaBHEHHE € MAIlMEHTUTE, OTy4YaBaly Miane6o
(ACR 20 otrosop Ha ceqmuua 24 3a 45 mg u 90 mg e crorBeTHO 37% U 34% B cpaBHEeHuE ¢ TIAEe0o0
15%; p < 0,05) u oTroBOpUTE CE MOAABPKAT IO BpeMe Ha ceaMuLa 52.

[Ipu manueHTH ¢ SHTE3UT W/WIIM AaKTHIUT Ha U3X0HO HUBO, Ipu PsA Ilpoyusane 1 ce HaOmomaBa
3HAYUMO TTOIOOPEHHE B CKOPOBETE 32 EHTE3UT U JAKTHIIUT IPHU TPYIUTE HA YCTEKHHYMa0 B CpaBHEHHE
¢ mane6o Ha cenmuna 24. B PsA TIpoyuBane 2 ce Habro1aBa 3HAYUMO TTOI00pPEHUE B CKOpa 32
EHTE3UT U YHCJICHO MoJ00peHre (He € CTAaTUCTHYSCKU 3HAYMMO) B CKOPa 3a JaKTHJIUT IIPY Ipyrara Ha
ycrekuayMabd 90 mg B cpaBHeHUe ¢ Tuiane6o Ha ceamuia 24. [logoOpeHusTa B ckopa 3a EHTE3UT U B
CKOpa 3a JaKTWINT ca NOAIbPKaHu 1o BpeMe Ha ceamuiu 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpeXKIaHE B ABETE PBLIE U KpaKaTa ce u3passiBa KaTo MPOMSHA CIIPSIMO U3XOAHOTO HUBO
B 00must van der Heijde-Sharp ckop (vdH-S ckop), Mmoaudunmpan 3a PsA upe3 nodaBsiHe Ha
JUCTATHUTE UHTepdaTaHrea Iy cTaBu Ha poiiere. [IpoBejieH e mpeaBapuTenHo qeQUHUPaH
MHTETpUpaH aHAJIM3 Ha KOMOMHMpaHu AaHHH oT 927 mauuentu B aBete PsA IIpoyuBanus 1 u 2.
YcreknnyMab mokas3Ba CTaTUCTHYSCKH 3HAYMMO HaMalleHUE B CTETIEHTa Ha MPOrpecusl Ha
CTPYKTYPHOTO yBpEXJaHE B CpaBHEHUE C TUIae00, H3MEPEHO Ype3 POMsIHA CITPSIMO U3XOHOTO HUBO
10 24 ceamuna B o0mus moaudunupan vdH-S ckop (cpeaen + SD ckop e 0,97 + 3,85 B rpynara Ha
iane6o, B cpapaenue ¢ 0,40 + 2,11 u 0,39 + 2,40 npu cbOTBETHO ycTeKuHYMab rpynu 45 mg

(p <0,05) 190 mg (p < 0,001). To3u edekr ce nbxku Ha PsA Tlpoyuane 1. EdQekTsT ce cumra 3a
JIoKa3aH, HE3aBUCHUMO OT eJHOBpeMeHHaTa ynoTpeda Ha MTX u ce momabpika rmo Bpeme Ha

cenmuim 52 (uaterpupad ananus) u 100 (PsA Ilpoyusane 1).

Du3zuyecko cbecmosanue U C8bP3AHO CbC 30PABEMO KA4eCmB0 Ha HCUBOM

[TanuenTw, TeKyBaHU C YCTEKUHYMAaO, ca MOKa3alld 3HAYUTEIHO MO00peHNe Ha (PU3NIECKOTO
CBCTOSIHUE, KAKTO € OLICHEHO [0 MHAEKCA 32 MHBAJIUAHOCT OT BBIIPOCHHKA 32 OLICHKA Ha 3[PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) Ha cenmuiia 24. IIporieHTHT Ha
MAIMEeHTUTE, IOCTUTHAIN KITHHUYIHO 3HaunMo > 0,3 momobpenne Ha HAQ-DI ckopa cipsimo
W3XOJHUTE CTOWHOCTH, CHIIO € 3HAYUTEIHO ITO-TOJISIM TIPU TPYIIUTE Ha yCTEKMHYyMa0, B CpaBHEHHE C
mane6o. [Togoopenne Ha HAQ-DI ckop cnpsiMo M3X0AHOTO HUBO CE TMOABPIKa 10 BpeMe Ha
cenmura 52 u 100.

Wwma 3HaumtenHo nogoopenue B DLQI ckopoBeTe npu rpynuTe Ha yCTEKHMHYMa0, B CpaBHEHHUE C
rutane6o Ha ceamuiia 24, KoeTo ce moaabpxa mo Bpeme Ha ceamuud 52 u 100. B PsA Ipoyusane 2
MMa 3HAYUTEIIHO NOA0OpEeHNE B CKOPOBETE 32 (PyHKIMOHATHA OLIEHKA HA TepanusiTa 3a XpOHUIHO
3abomsiBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
IpynuTe HA YCTEKMHYMa0, B CpaBHEHHUE ¢ Tuiane6o Ha ceamuiia 24. [IporieHThT Ha AllMeHTHTE,
JOCTUTHAJIN KIMHUYHO 3HaYMMO nonoOpenue Ha ymopara (4 touku no FACIT-F) cpiio e 3HaunTenHo
MO-TOJISIM IIPH TPYIIUTE Ha ycTeKnHyMao, B cpaBHeHHe ¢ manedo. [lonoopenusta Ha FACIT-F ckop
ce MOoAABpPIKaT 1o BpeMe Ha ceamuia 52.

bonecm na Crohn

be3omacHocTTa M e(hUKACHOCTTA HAa YCTEKMHYMAa0 ca OlEHEH! B TPH PaHAOMH3HPAHU, IBOMHO-CIICTIH,
1are00-KOHTPOIMPAHU, MHOTOIIEHTPOBY MPOYYBAHHS IIPU BH3PACTHU MAIEHTH C YMEpEHa JI0 TeXKa
aktuBHa Oosect Ha Crohn, ¢ MHAekc Ha akTuBHOCTTA Ha OojiecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KJINHUYHO pa3padOTBaHE CE ChCTOH OT ABE §-
ceaAMUYHH npoy4uBaHus ¢ uHTpaBeHo3Ha HHAYKIUSA (UNITI-1 u UNITI-2), nocnenBanu ot 44-
CEeIMUYHO PaHIOMHU3MPAHO MPOYYBAHE C MOJKOKHO MPUIIOKEHHE Ha oaabpxama go3a (IM-UNITI),
NpeAcTaBIABaLIN 52-CeIMUYHA TEPAIIusl.
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[IpoyuBanusta ¢ uagykuus Brmoysat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuenTu.
[IppBHYHATa KpaiiHa TOYKa 3a IBETC MHAYKIMOHHU POYYBAHHS € MPOLEHTHT HA YUaCTHULIUTE C
KIIMHUYEH O0TroBop (ompeneneH kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JlanHuTe 3a ehpuKacHOCT ce chOMpaT M aHATM3UPAT O CEAMUIIA 8 3a JIBETE MIPOYUBAHHUS.
EnHOBpeMEHHOTO MPUIIOKEHUE HA MIEPOPATHU KOPTUKOCTEPOUIN, UMYHOMOYJIaTOPH,
AMHHOCAJIMLMIATH U aHTUOMOTHUIH € pa3penieHo U 75% OT NauueHTUTE MPOABIKABaT Aa MOTy4aBaT
Half-MaJIko €IHO OT Te3H JIeKapcTBa. B 1BeTe MpoyyBaHus MAMEHTUTE ca PAaHJOMU3UPaHH Ja
NOJyYaT eTHOKPaTHO MHTPABEHO3HO MPeNopbhUnuTeNHaTa 103a npudun3ntento 6 mg/kg B 3aBUCHMOCT
OT TeJIeCHOTO Tero (Bxk. Tabnuua 1, Touka 4.2), pukcupana go3a 130 mg ycrekunymad uin mianedo
Ha ceamuna 0.

ITauuenture B UNITI-1 ca nekyBaHu HEyCHEIHO WM UMAT HEMMOHOCUMOCT KbM IpEALIECTBAIA aHTH-
TNFa tepanus. [Tpubnusurenno 48% OT MallMEHTUTE ca JIEKyBaHU HEYCIICITHO ¢ 1 mpealiecTrala
auTu-TNFa Tepanus, a 52% ca nexyBanu HeycnemHo ¢ 2 win 3 npeamiectsamy antu- 1 NFo Tepanum.
B toBa mpoyuBane 29,1% oT nanueHTHTE UMAT HEAOCTATHYCH HAYaJIeH OTTOBOP (ITbPBUYHHI
HepecnoHepn), 69,4% ca ce MOBIUIIN, HO ca IMMPECTaHAIH! Ja Ce TOBIUABAT (BTOPUYHH
HepecToHepH), a 36,4% umaT HemoHOCUMOCT KbM aHTh- T NFo Tepanmn.

[TamenTture B UNITI-2 ca nexyBaHM HEYCIEIIHO Hali-MaJIKO C €JHa KOHBEHIIMOHAIHA TEpaIus,
BKJIFOUUTEITHO KOPTUKOCTEPOUIN HIIM MMYHOMOAYJIaTOpH, KaTO MIJIM HE ca JIEeKYBaHU JOCETa C aHTH-
TNF-a Tepanus (68,6%), wnu ca nony4asanu npeau Topa antu-TNFo Tepanus, HO Ts ¢ Ouia
Heycnemna (31,4%).

B nBere UNITI-1 u UNITI-2 3Ha41iMO 1TO-TOJISIM MPOIICHT OT MAIlMEHTHUTE B TPyIIaTa, JICKyBaHa C
YCTeKHMHYMa0, ca ¢ KIIMHUYEH OTTOBOP U peMUcHs B cpaBHeHue ¢ muare6o (Tadnuma 9). Knuanauausat
OTTOBOP M PEMHCHSTA Ca 3HAYMMH OIle Ha CeMUIIA 3 IIPH MAIUEHTHTE, JIEKyBaHU C yCTEKUHYyMa0, ’
T€ IPOABIDKABAT JIa Ce MOoA00psABaT 10 ceamuiia 8. B Te3u nmpoyuBaHus ¢ HHAYKIHS e(h)UKACHOCTTA €
M0-BHCOKA U Ce TOAABpPIKa M0-100pe B rpymnaTa ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHUE ¢ rpymara ¢ go3a 130 mg u nopaau ToBa Mpu UHTPABEHO3HA UHAYKIIMS CE€ MPENOPHUBA
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TEIJIO.

Tabnuya 5: HUnoyxyus na xrunuuen omeosop u pemucus ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2 **
IInanedo |IIpenopbumnrte| Ilnamedo |IIpemopbuute
N =247 JIHA 1032 N=209 JIHA 1032
YCTeKMHYMAa0 YCTeKMHYMAa0
N=249 N=209
Kinnuuna pemucus, ceamuiia 8 18 (7,3%) 52(20,9%)* | 41(19,6%) | 84 (40,2%)*

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

ceMHuIa 6
Kammirien otrosop (100 o), 50 (202%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)"
cenMuIa 8
70-TOYKOB OTTOBOD, CEAMHIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTrOBOp, ceaMuLa 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Knunununara pemucus e onpezenena kato CDAI ckop < 150; KinMHUUHUAT OTrOBOD € OIpesieNieH KaTo HaMaJIeHue Ha
CDALI cxop ¢ Haii-manko 100 TOUKH WM ChCTOSHUE B KIIMHUYHA PEMHUCHS

70-TOYKOBHAT OTTOBOP € omnpenaesieH karo Hamanenue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex Ha antu-TNFao Tepamus

** Heycrex Ha KOHBEHIIMOHATHATA TEPaIus

& p<0,001
® p<0,01

B npoyuanero ¢ nogabpixaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-TOYKOB KIMHUYEH OTTOBOP HA CEAMMUIIA 8 OT MHAYKLHUATA ¢ ycTeknHyMa0 B mpoyuBauust UNITI-1
u UNITI-2. [TaimenTrTe ca paHIOMHU3UpPaHU HA CXEMa Ha MOAIBPIKAIIO JIEYEHNE C TOAKOXKHO
npuinoxkenue Ha 90 mg ycreknunymab nipes 8 cenmunn, 90 mg ycrekunymab npe3 12 ceqMuIuy uiu
1ane0o B NpoabDKeHUE Ha 44 ceMUIM (32 MPENOPhYMTEIHATA TOIbPIKaIIA 032 BXK. Touka 4.2).
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3HAYUMO TIO-TOJISIM MIPOIEHT MAIMEHTH B TPYTHTE, IEKYBAaHU C YCTEKHHYMa0, OIbPKAT KIHHUYHA
peMucwHs 1 0TTOBOp Ha cenmmuIia 44 B cpaBHEHHUE C rpynara Ha manebo (Bx. Tadmuma 10).

Tabnuya 6: Tlodovpocane na knunuunus omeosop u pemucust ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
om 3anousane ¢ UHOYKYUOHHAMA 0034

Inanedo* 90 mg 90 mg
ycTeKMHYyMa0 | ycTeKHHyMad
npe3s npe3
8 cenmunu 12 ceamunu
N=131" N =129"
N =128
Kimnanyna pemucus 36% 53%° 49%°
KinnudeH otrosop 44% 59%° 58%°
Knuanana pemucus 6€3 KOPTUKOCTEPOU TN 30% 47%* 43%"

KnnaudHa peMucus npu manyueHTH:

B PEMUCHS B HAYAJIOTO Ha MOAIBPIKaIaTa

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

KOUTO CC BKJIFOYBAT OT IPOYYBAHC

CRD3002t 44% (31/70) | 63% (45/72)" 57% (41/72)

KOHMTO HE Ca JICKyBaHHU JJOoC€Tra C aHTU-

0, 0 B 0
TNFo, Tepanus 49% (25/51) | 65% (34/52) 57% (30/53)

KOUTO CC BKJIFOYBAT OT IPOYYBAHC

CRD3001¢ 26% (16/61) | 41% (23/56) 39% (22/57)

KrmuananaaTa pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOP € OIpeAesIcH KaTo HaMaJleHHE Ha
CDAI cxop ¢ Haii-manko 100 TOYKH WM ChCTOSHHE B KIIMHUYHA PEMHCHUS

* I'pymara Ha miarne6o ce ChCTOH OT MAIUEHTH, KOUTO ca Ce HOBIISIIN OT yCTeKHHYMa0 U ca paHIOMHU3HPaHH 12

MOJTy4aBarT IuIanebo B Ha4aIoTo Ha IMOIbprKalaTa Teparis.

ITanuentu, xouto umat 100-TOUKOB KIIMHUYEH OTTOBOP KbM YCTEKMHYMAa0 B HAYaJIOTO Ha MOJIbpIKAIIATA TePAIIHS

HaHI/IeHTI/I, KOUTO HE Ca CC€ MOBJIMAIN OT KOHBCHIITMOHAJIHATA TEPANus, HO HE aaTu-TNFa Tepanust

w0 A e

[ManmeHTH, KOUTO ca pepakTePHH UK UMAT HETOHOCUMOCT KbM aHTH-TNFo Tepamust
2 p<0,01
® p<0,05

HoMuHaIHO 3HaynMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MpH NPUIIOKEHHE Tpe3
12 cenqmuLy U € TIO3BOJICHO KOPUTHPaHEe Ha J03aTa Taka, 4e Ja MoJIydaBaT yCTEeKHHyMal mpes

8 cemmurtn. 3arybara Ha otroBop e onpeaeneHa karo CDAI ckop > 220 Touku u > 100 Toukn
nopuieHue crpsmo uzxogaust CDAI ckop.Ilpu Te3u manneHTH KINHUYHA PEMUCHS CE MTOCTUTA MIPH
41,4% ot mauuenture 16 ceqMuLu ciiell KOpUrMpaHe Ha J03aTa.

[TanmenTHTE, KOUTO HE Ca MOCTUTHANIN KJIMHUYEH OTTOBOP KbM MHIYKIMS C yCTEKHHYyMal Ha
ceamuna 8 ot mpoyuBanusTa ¢ uHAyKIUs UNITI-1 u UNITI-2 (476 naruentn), ca BKIIOYCHU B
HEepaHIOMHU3MpaHaTa 4acT OT npoyusaHeTo ¢ noaabpxkama tepanust (IM-UNITI) u ca noxyunim
MIOJIKOYKHA WHXKEKIHUS ¢ yeteknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIMEHTUTE ca MOCTUTHAIHN KJIMHUYEH OTTOBOP U ca MPOIBIDKHIIIN 1a OTydaBaT MoAIbpKaIla
Tepanud npe3 8 cenMuiy. [loBedeTo OT Te3n NalMeHTH ¢ MPOABILKUTEIHA MOAIbpIKAIA Teparus
moaIbpkat oTroBop (68,1%) u mocturart pemucus (50,2%) Ha ceamua 44, KaTo MPOLICHTHT UM €
NoJJ00CH Ha TO3H NPH MAIUEHTUTE, KOUTO ITEPBOHAYAIHO €A CE TIOBJIUSIIA OT HHIYKIIUS C
yCTEKHHYMao.

Ot 131 manmeHTH, KOUTO ca Ce MOBJIUSUIA OT HHAYKIUS ¢ YCTEKUHYMal U ca PaHJOMU3UPAHH B
rpymnara Ha 1mjane0o B Ha4aJoTO Ha MPOYYBAHETO C MOJAbprKalla Tepamnus, 51 BnocneacTsue ca
3aryOuiIM OTroBopa cu M ca nomyymin 90 mg ycreknnyMmad noakokHo npe3 8 ceqmunu. [lopeuero ot
MaIMEeHTUTE, 3aryOniIi OTTOBOPa CH M TIOAHOBMIIN JICUEHHETO C YCTEeKHMHYyMa0, ca ro HalpaBUiIH B
paMkwuTe Ha 24 ceMUIM OT UHIYKIMOHHATa UHPY3us. Ot Te3u 51 nammenTn 70,6% mocturar
KIIMHUYEH OTroBop U 39,2% mocTuraT KNMHUYHA peMHcHs 16 ceIMUIM el Moy4aBaHETO Ha
IbpBaTa MOJAKOXKHA 1033 YCTEKHHYMa0.
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B IM-UNITI nauuenture, 3aBbpUININA MIPOYYBAHETO 10 ceaMuua 44, ca mOAXOAIIM 12 TPOIBIIKAT
JICYCHUETO B IPOABIDKEHUE Ha TIpoy4yBaHeTo. [Ipu BcuukuTe 567 malieHTyH, BKIIFOUYSHU Ha U JIEKYBaHU
C YCTEKHHYMa0 B MPOIBIDKCHUETO HA IPOYYBAHETO, KIIMHUYHATA PEMHUCHUS ¥ OTTOBOPHT OOMKHOBEHO
ce MOAABPIKAT 10 ceamuIia 252, kakto npu OonHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MAUEHTUTE C HEYCIIEX Ha KOHBEHLIMOHATHUTE TePauu.

He ca ycTraHoBeHH HOBU ChOOpakeHHUs 3a O€30MIaCHOCT IPHU YIbJKaBaHEe Ha TOBA IPOYYBAHE JI0
5 ToMHM Ha JIeYeHre Tpy naruenTu ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BU HA TUTABUIIATA € OLIEHEH SHIOCKOTICKH MPHU 252 MaIlUeHTH ¢ TIOJXO0ISIIa U3XO0THA
€HJIOCKOIICKa aKTUBHOCT Ha 3a00JIsIBaHETO B €1HO HoAnpoyyBaHe. IIbpBuyHaTa KpaifHa TOUKa €
MPOMSHA OT U3XOAHOTO HUBO Ha ONpOCTEeHUs CHIOCKOIICKH cKop mipu 0ojiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 UII€0-KOJIOHHHU
CerMEHTa 3a HAIW4He/pa3Mep Ha sI3BUTE, IPOLICHT Ha JIUTAaBUYHATA MIOBBPXHOCT, TOKPUTA OT SI3BH,
NPOLIEHT Ha JIMTaBUYHATa MOBBPXHOCT, 3aCerHaTa OT APYTH JIE3UH, 1 HAUINYKME/BUI Ha
CTeCHsIBaHHUATA/CTpUKTYypuUTe. Ha cenmuna 8, ciien eAMHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 71034,
npomsiHata B SES-CD ckopa e mo-ronsiMa B rpynara Ha yctekuaymad (n = 155, cpenna

npoMsiHa = -2,8) OTKOJIKOTO B IpymnaTa Ha mianedo (n = 97, cpeana npomsna = -0,7, p = 0,012).

Iloenussane na ucmynume

B exna noarpyna naumeHTu ¢ ApeHupamy GucTyiu Ha u3XxoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot ieKyBaHUTE ¢ yCTEKMHYMa0 MAI[MCHTH CE MTOBIMUIBAT B IPOABDKCHUE HA 44 CeIMUIU
(onpeneneno karo > 50% HamalieHHE OT U3XO0JJHO HUBO B IPOYYBAHETO C MHAYKIHMS Ha Opost Ha
IOpenupamute ¢puctynn) B cpaBHenue ¢ 5/11 (45,5%) c mnanebo.

Kauecmeo na sorcusom, cevpszano cve 30pasemo

KauecTBOTO Ha ’KHBOT, CBBP3aHO CHC 3/IPABETO, € OIICHEHO MOCPEACTBOM BBIpOoCHUK Mpu
BB3MAIUTEIHH 3a00saBanHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoeIpocHunr SF-36. Ha ceqmuria 8 manueHTrTe, ModydaBaiiyd yCTeKHHyMa0, TOKa3BaT CTaTUCTHICCKU
3HAYUMO MO-TOJISIMO M KIIMHUYHO 3HAYUMO roao0penue Ha obmms 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 ¢ mane6o. B npoyusanero IM-UNITI no cenmuna 44 te3u nonoOpeHust
O0OMKHOBEHO Ce MOUIBPKAT NO-100pe TPH JICKYBaHU ¢ YCTEKUHYMal MallMeHTH B CPAaBHEHHE C
wiane0o. [logobperneTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3APaBETO, OOMKHOBEHO C€
NOJABbpXKa MpPe3 ISUIOTO MPOABIKEHHE 10 ceaMuna 252.

Yaueposen xoaum

BezonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMal ca OLIEHEHHU B JIBE€ paHIOMHU3UPAaHHU, JBOHHOCIIEIIH,
T1a11e60-KOHTPOTUPAHU, MHOTOIIEHTPOBH MTPOYUBAaHUS MPU BB3PACTHHU MALIUEHTH C YMEPEH JI0 TEXKBK
aKTUBEH yJIiepo3eH KoiuT (ckop o Mayo 6 o 12; engockoncku nmoackop > 2). [Iporpamara 3a
KJIMHAYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HApeueHO
UNIFI-]) ¢ neyenue no 16 ceaqmuiy, nocieaBato oT 44-ceqMUIHO MPOYYBAHE C MOATIBPIKAIIO
JIeYEHHUE C MOJIKOXKHO MPUIIOKEHHE, C PAaHIOMHU3UPAHO cliupaHe Ha JedeHueTo (HapeueHo UNIFI-M),
KOETO MPECTaBIsIBa Hal-MaJko 52 CeIMHILIN Ha Tepamnusl.

[pencraBenure pezynraru 3a epukacHoct ot UNIFI-I u UNIFI-M ce ocHoBaBaT Ha meHTpasieH
Iperies Ha eHI0CKOIINUTE.

UNIFI-I BxmrouBa 961 naruenTu. [IspBryHaTa KpaifHa TOYKa B IPOYYBAHETO C MHIYKIIHS €
MIPOLEHTHT Ha YUYACTHUIINTE B KJIMHUYHA peMucHs Ha cenmuna 8. [lanmenTure ca paHAoMU3UpaHu 1a
MOJTy4YaT €THOKPATHO MHTPABEHO3HO NperopbhunTeNnHaTa nudepernupana no3a 6 mg/kg (Bxk.
Tabmuma 1, Touka 4.2 B KXI1 na STELARA 130 mg koHIIeHTpaT 3a nH(Y3UOHEH pa3TBOp),
¢ukcupana noza 130 mg ycrekunymab winu riare6o Ha ceamuna 0.

PazpermieHo e eqHOBpEMEHHO MPUIIOKEHUE HA TIEPOPATHH KOPTHKOCTEPOUIN, HMYHOMOIYJIATOPH 1
aMUHOCAHMIIIATH, KaTo 90% OT MarueHTUTe MpoAbIKaBaT Ja MoTy4JaBaT Hail-Mallko €HO OT T€3U

84



JeKapcTBa. BkiroueHnTe manueHTy TpsiOBa 1a ca MpEeMHUHANN HEYCIIEIIHA KOHBEHIIMOHAIHA Tepanus
(KOPTHKOCTEPOUIN MM HMYHOMO/YJIATOPHU) WX JICUCHUE C HAl-MaJIKO €HO OMOJIOTUYHO
nekapcTBeHo cpeacTBo (antaronuct Ha TNFo w/unm Bemonmzymab). [Ipu 49% ot marueHTure
KOHBCHI[MOHAITHATA TEpaIus € HEYCIelHa, HO He ¥ JICUSHHETO C OMOJIOTUYHO JICKAPCTBEHO CPECTBO
(ot xouTO 94% He ca eKyBaHU 0cera ¢ OMOJIOTUYHH JIEKAPCTBEHH NPOAyKTH). 51% OT manuenTure
ca JIeKyBaHH HEYCIHELIHO MM UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEACTBO.
[Ipudnausutento 50% oT MarMeHTUTE ¢a JICKYBaHU HEYCIICIIHO ¢ Hali-Majiko 1 mpealiecTpaila aHTH-
TNFa Tepanus (oT kouto 48% mbpBUYHO HE ca ce MOBIUUIN), a 17% ca umanu Hail-manko 1 Tepamus
¢ aatu-TNFa cpencTBo u Beponmmzymao.

B UNIFI-I 31aunMo 1mo-roJiiM OpoLEHT OT MallMeHTUTE ca B KIMHUYHA PEMUCHUSA B IpynaTa, JICKyBaHa
C yCTeKnHyMal, B cpaBHeHHe ¢ muiane6o Ha cenmuna 8 (Tadmuma 11). Omie Ha ceqmuna 2, Hall-
paHHAaTa IIaHUpaHa BU3UTA B MPOYYBAHETO, U MPH BCSIKA BU3UTA CJIS] TOBA MO-TOJISIM MPOLICHT
MAIUCHTH C YCTEKUHYMa0 HAMAT PEKTaIHO KbPBEHE WM MIOCTUIAT HOPMAJIHA YeCTOTa Ha JAedeKalus
B CpaBHEHHE C MAIMEHTHTE Ha Iiane6o. HabmogaBanu ca 3HAaYMMU pa3iiuKy MEXy YCTEKHHYMab 1
TTane0o B YaCTUYHUSA CKOP 1o Mayo ¥ CHMITOMaTHYHATA PEMHUCHS OIlle Ha ceaMuIa 2.

Eduxacnocrtra e no-sucoka B rpymnata ¢ nudepeHurpanata go3a (6 mg/kg) B cpaBHeHHE C TpymnaTa ¢
no3a 130 mg mo oTHOWIEHNE HAa N30paHK KpallHU TOYKH U TIOPaJy TOBa AU(EPEHIMPAHOTO TO3UPaAHE

CC MPEIOpPBYBA KAaTO 103a 3a MHTPABCHO3HATA UHIAYKIIWA.

Tabnuya 7: Pesome na ocnosnume pesynmamu 3a epuxacrhocm 8 UNIFI-I (ceomuya §)

Ilnane6o IIpenopbunTena
N =319 1032 yCTeKHHYMa6®
N =322
Knuanyna pemucusg™ 5% 16%°
[Ipu naumenTy ¢ HeycnenHa KOHBEHIMOHAIHA, HO He 9% (15/158) 19% (29/156)"

1 OMOJIOTHYHA Teparus

ITpy MalMEHTH C HeyCIenHa OMOJIOTMYHA TEparus® 1% (2/161) 13% (21/166)°

[Ipu nmanuenTtu ¢ HeycnemHa Tepanus kakto ¢ TNF,

0% (0/47) 10% (6/58)"
TaKa M C BEI0IM3yMad
Knununuen otrosop® 31% 62%"
TIpu NAIMEHTH ¢ HEYCTICIHA KOHBEHIMOHANHA, HO HE| 35, (56/158) 67% (104/156)°

¥ OMOJIOTUYHA TCparus

[Ipyu NalMEHTH ¢ HeyCrenHa OUOIOrUYHA TEparus 27% (44/161) 57% (95/166)°

IIpu manmenTy ¢ HeycnenHa Tepanus kakto ¢ TNF, 28% (13/47) 52% (30/58)"
Taka M ¢ Benom3ymad

JlurauuHo o3/1paBsiBane’ 14% 27%*

HpI/I MNanyeHTH C HCYCIICIIIHA KOHBCHIIMOHAJIHA, HO HE

21% (33/158) 33% (52/156)°
1 OMOJIOTHYHA Teparus
[Tpu narueHTy ¢ HeyCnenHa OHOJIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHUMIITOMAaTUYHA pEMHUCHS* 23% 45%°
KOM6I/IHI/IpaI-iO CHMITOMaTHYHA PEMUCHS ¥ JIUTaBUIHO 8% 2196
03/1paBsiBaHE
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Tabnuya 1 6 KXIT na STELARA 130 mg konyenmpam 3a ung)y3uonen pasmeop.
*  KnuHM4HaTa peMHUcHs ce Oompeaess Kato ckop nmo Mayo < 2 myHkTa, 6e3 HHAUBHUyaJleH IToICcKop > 1.

Jlo3a 3a uHOY3ust Ha YCTEeKMHyMa0 MpH M3IM0JI3BaHe Ha CXeMa Ha [PUJIaraHe Bb3 OCHOBA Ha TEJIECHOTO TETJIO, yKa3aHa B

S Knnuuannsr OTrOBOP C€ ONpEeysl KaTO HaMaJIsiBaHe CIIPSIMO U3XOAHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3
IYHKTa, C HAMQJISIBAHE CIPSIMO U3XOJHOTO HHMBO Ha IOJCKOPA 33 PEKTAIHO KbPBEHE > | MM HOACKOP 32 PEKTAITHO

kbpBeHe 0 win 1.
Amntaronuct Ha TNFo u/nnu Benonusymao0.

JInraBU4HOTO 037paBsiBaHE C€ OIPECACIIA KaTO CHAOCKOIICKHU ITOACKOP I10 Mayo 0w 1.

! Cumnromarnunara pEMHUCHS ce OmpeIes KaTo moackop mo Mayo 3a yectota Ha aedekanusata 0 win 1 u moackop 3a

pexranHo kppBene 0.

+ KoMmOMHALMATA OT CHMIITOMATHYHA PEMHCHS 1 JTMIABUMHO O3PABIBAHE Ce OpPENeNs KaTO IIOACKOP 32 4eCTOTa Ha
nedekanusata 0 wiu 1, moacKop 3a peKTanHo KbpBeHe 0 v eHI0CKONCKHU moackop 0 wiu 1.

* p<0,001
Homunanuo 3uaunmo (p < 0,001)
Homunanno 3naunmo (p < 0,05)

B UNIFI-M ca ouenenu 523 nauueHTH, IOCTUTHAIN KIMHUYEH OTTOBOP C €AHOKPATHO 1.v.
npunoxxenne Ha ycrekuayMad B UNIFI-I. [TauuenTture ca pannoMu3upanu 3a nojiyyaBaHe Ha
nojIspxkama cxema ¢ 90 mg ycrekuHyma0 1MoIKOKHO Ha Bcekd 8 cenmuin, 90 mg ycTekuHyMal Ha
BCeKH 12 cenmuuy mim mianedo B MpoabKeHre Ha 44 ceaMuiy (3a mpenopbunuTeIHaTa
noTbpokaiia mo3a Brkre Touka 4.2 Ha KXI1 va STELARA unxekimoneH pa3TBop (¢rakoH) u
WH)KEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA WM B MIPEIBAPUTEIHO HAITbJIHEHA

MHcajKa).

3HAYMMO ITO-TOJISIM IMPOLCHT MallMCHTHU Ca B KIIMHUYHA PEMHUCHA B ABETC I'PYIIN, JICKYBAaHU C

YCTeKHMHYMa0, B CpaBHEHHE ¢ rpyrnara ¢ mianedo Ha ceamuna 44 (k. Tadnuna 12).

Tabnuya 8: Pestome na ocnosnume uzmepumenu 3a egpuxacnocm ¢ UNIFI-M (ceomuya 44;

52 ceOmuyu om 3anoysane Ha UHOYKYUOHHAMA 0034)

Ilnanedo* 90 mg 90 mg
N=175 YCTeKMHYMa0 | yCTeKHMHyMa0
npe3 npe3
8 cenmunm 12 ceamunu
N=176 N=172
Knnanyna pemucus** 24% 44%? 38%5
IIpu nanueHTH ¢ HEycnenHa
KOHBEHI[MOHAIHA, HO HE M OMOJIOrHYHa 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
Ipu naupentu ¢ neycnena 17% (15/88) | 40% (36/91)* | 23% (16/70)"
OHMOJIOTHYHA Tepanus
coctoe TNE. race € nesomsgus. | 10 @) | 3321 | 23% (522
[Monnbprxane Ha KIMHAYEH OTTOBOP 110 45% 719 68% 3
cenmuna 44°
IIpu nanueHTH ¢ HEycnenHa
KOHBCHIIMOHATHA, HO HE M OMOJIOTMYHA 51% (44/87) 78% (66/85)* | 77% (78/102)*
Tepanus
Ipu naupent ¢ neycnerima 39% (34/88) | 65% (59/91)* | 56% (39/70)"
OHMOJIOTHYHA Tepanus
Tpu nauyentu ¢ HeycnerHa Tepanus 41% (1127) | 67% (14/21)* | 50% (11/22)"
kakto ¢ TNF, taka u c Bemonuzymad
JlurasudHO 03/1paBsBane’ 29% 51%* 449,
TobpikaHe Ha KIMHH'HA PEMHCHS 210 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Kitnnuuna pemucus 6€3 KOPTHKOCTEPOU® 23% 42%°? 38%°
[poaBbIKUTETHA PEMHUCHST 35% 57%:" 48%"
CHMMITOMaTHYHA PEMUCHS 45% 68%" 62%"
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KOM6I/IHI/IpaHO CUMIITOMaTU4YHa pEMHUCHUA U

‘ 28% 48%" 41%"
JIMTABUYHO O3ApPAaBsABAHC

*  Crnea nOBIMSBAHE OT 1.V. YCTEKUHYMaO0.

** KnuHHUYHATA PEMUCHSI Ce OTPEIeIis KaTo cKop o Mayo < 2 myHKTa, 6e3 HHAUBHUIyaJIeH MOACKOp > 1.

Y Knuawunust OTrOBOP C€ OIpeAeNs KaTo HaMalsIBaHe CIIPSIMO M3XOAHOTO HUBO Ha ckopa o Mayo ¢ > 30% u >3

IyHKTa, C HAMAJIABAHE CIIPSMO M3XOIHOTO HUBO Ha IOJCKOPA 32 PEKTAIHO KbPBEHE > 1 MIIM MOJCKOP 32 PEKTAIHO
kbpBeHe 0 iy 1.

AmnTtaronuct Ha TNFo n/wnmm Benonuzymao.

T JluraBmanoro 03/1paBsiBaHe ce OIpeeNs KaTo eHIO0CKOIICKY nojackop no Mayo 0 wnu 1.

[TonabprkaHeTo HA KIMHUYHA PEMUCHS 10 ceaMulia 44 e onpeesieHo KaTo MalueHTH B KIMHUYHA PEMHUCHS 110
Cenmuna 44 cpen MaIMEHTHTE B KIMHUYHA PEMHCHS Ha M3XOHOTO HUBO Ha MOAbpxKaiiara dasa.

KnuangynaaTta pemucus 6€3 KOPTHKOCTEPOHI C€ ONPEAeysl KaTO MalUeHTH B KIMHUYHA PEMHUCHSI, KOUTO HE MOTy4aBaT
KOPTUKOCTEPOUIM Ha cenmuna 44.

IIpoxsmxuTeHaTa peMHCHS ce ONpeAeis KaTo YacTUIHa peMucus o Mayo npu > 80% mpu BCHYKH BU3UTH IPEAN
ceamuua 44 v yacTUYHa peMucus 1o Mayo rpu nocieanara Busuta (ceamuua 44).

! Cummromarnunara peMucHs ce OIpeess KaTo MoaAcKop o Mayo 3a decrora Ha nedekarmsita 0 win 1 u moackop 3a
pekranHo KbpBene 0.

+  KoM6HHALMATA OT CUMIITOMATHYHA pPEMUCHS U IMTABUYHO O3/IpaBsiBAHE CE OIPEIelisi KaTo MMOJCKOp 3a YeCToTa Ha
nedexanusita 0 wimu 1, moackop 3a pexraiano KbpBeHe 0 u eHIoCKoncKH moackop 0 wiu 1.

2 p<0,001

® p<0,05

Homunanno 3Haunmo (p < 0,001)

Homunanuo 3naunmo (p < 0,05)

bes craTucruyecka 3HaYUUMOCT

BrnaronpuaTHUAT edeKT Ha YCTEKHHYMAa0 BbPXY KIMHUYHUS OTTOBOP, JUTaBUYHOTO O3/IPABSIBAHE U
KJIMHAYHATA PEMUCHSI € HaOIIt0JaBaH IPU WHAYKIHS U IO IbPIKAIIO JIeUeHHE KaKTO TIPH MAI[HCHTHTE
C HeycIIelIHa KOHBEHIIMOHAIHA, HO HE ¥ OMOJIOTHYHA Tepalys, TaKa U MPHU NalMEHTUTE ¢ Hal-MaJIKo
€IHa IpeJIIIecTBalla HeyclenIHa Tepanus ¢ aHTaroHucT Ha TNFo, BKIIOYUTETHO IpH NallueHTH,
KOHTO ITbPBUYHO HE ca ce MOBIHSIM OT Teparus ¢ anTaronuct Ha TNFa. briaronpusiten edekr e
HaOJI0]aBaH CHIIO U MIPH UHAYKIMA MIPH MAIlUeHTH C Hali-MaJIKo e/lHa HeyCIellHa MpeiiecTBala
Tepanus ¢ antaronucT Ha TNFo u Benonmsymad, HO OposIT Ha MAMEHTUTE B Ta3K NOATPYyNa € TBhPIE
MalIbK, 32 J]a CE HApaBsIT KATETOPUYHU 3aKIIFOYCHUSI OTHOCHO OJIaronpusiTHUS €eKT 1o BpeMe Ha
MOJIbprKaIlaTa TepaIrs B Ta3u rpyla.

Tlayuenmu, nogrussawu ce om uHOyKyus ¢ ycmekuHymao Ha ceomuya 16

Ha nanuenTuTe, JeKyBaHU C YCTCKUHYMa0, KOUTO HE ca oay4yrin otroBop Ha ceamuiia 8 B UNIFI-I,
e npuioxeH 90 mg ycrekunymao s.c. Ha cenmuna 8 (36% ot nauuenture). Ot T1x 9% oT
MAMEeHTUTE, KOUTO MIbPBOHAYAIHO Ca PAaHIOMHM3UPAHU 32 IT0Iy4YaBaHe Ha MPENOPbUUTETHATA
WHAYKLIMOHHA J103a, IOCTUTAT KIMHUYHA peMucHs, a 58% mocTuraT KIMHUYEH OTTOBOP Ha

Cenmua 16.

[TanuenTrTe 6€3 KIMHUYCH OTTOBOP KbM HHAYKIHUSA C YCTCKUHYMa0 Ha ceIMuUIla 8 B MPOYYBAHETO
UNFI-I, HO Cc oTroBop Ha ceamuma 16 (157 mauuenTH), ca BKIIOUEHH B HEPaHIOMHU3UpaHaTa yacT Ha
UNIFI-M u ca npoIbKUIM Aa MOTy4YaBaT HOIbpKaIla 1032 Ha BCEKU 8 CEAMMUIIN; IOBEUETO OT TE3U
naruenTtu (62%) momappkat oTroBopa, a 30% mocTuraT peMucHs Ha cenMuia 44.

IIpoovaoicenue na npoyueanemo

B UNIFI manuenTuTe, 3aBbpIIMIN IPOYYBAHETO 10 ceAMUIA 44, ca MOAXOAIIHN Aa MPOABIKAT
JICYCHHUETO B IPOIBDKEHNE Ha poyuBaneTo. Cpen 400-Te manueHTy, KOUTO ca BKIIOYCHH HA U
JIEKyBaHM C YCTEKHHYMa0 Ha BcekH 12 iy 8 ceMHIIM B IPOABIDKEHHUETO Ha TPOYUBAHETO,
CHUMIITOMaTHYHATa PEMHCHSI OOMKHOBEHO ce 3ana3Ba 70 200-ta ceqMuLa Npy NalUeHTH, C HEYCIelHa
KOHBEHIIMOHAJIHA (HO HE M OMOJIOrMYHA Tepamnusi) U Te3H ¢ HeyCIelHa OMOJI0rnYHa Tepanus,
BKJIIOYUTEITHO TE3U C Heycnex KakTo ¢ aHTH- INF, Taka u ¢ Bemonuzymab. Cpes manueHTUuTe, KOUTO ca
NOJTYYMIH 4-TOAUIIHO JICUCHHUE C YCTEKNHYMab U ca OLCHEHHU ¢ IOMOILITA Ha IBJIHUS CKOp 1o Mayo 3a
norbppikane Ha ceqmuiia 200, crorBeTHO 74,2% (69/93) 1 68,3% (41/60) moxabpxat 3a3apaBsiBaHETO
Ha JIMTaBHIIaTa ¥ KIIMHUYHATA PEMUCHSL.

87



AHanu3bT 3a Oe3omacHoCT, BKIouBan 457 nanuenty (1289,9-narueHToroAnHm), MPOCieIeH: 10
220 cenmuny, mokasa, 4ye npopuasT Ha 6e3onacHocT Mexay 44 u 220 cenMuia, € CpaBHUM € TO3H,
Hab01aBaH 110 44-Ta ceaMuIIa.

He ca YCTaHOBCHH HOBU C’BO6pa)KeHI/I$[ 3a 0E30IMaCHOCT IIpU TOBA NPOABIDKCHUC Ha IIPOYUBAHCTO IIPU
MalreHTHU C YJILCPO3CH KOJIUT, JICKYBAHU N0 4 TOAWHHA.

Enoockoncko nopmanusupane

EHA0CKONICKOTO HOPMANM3UPAHE € ONPEIENICHO KaTo €HJOCKOIICKH oAcKop o Mayo O u e
HabmonaBano omre Ha cenMuna 8 B UNIFI-I. Ha ceqmuta 44 or UNIFI-M To ce moctura mipu 24% u
29% OT MaIMeHTHTe, JeKyBaHH C YCTCKHHYMa0 ChOTBETHO Ha BCEKH 12 MM 8 CeIMUIIM, B CPaBHEHHUE
¢ 18% ot nauuenrtuTe B rpymnata ¢ mianeoo.

Xucmono2uuHo u Xucmo-eHOOCKONCKO AUSA8UYHO 030PaABABAHE

XHCTONOTUYHOTO O3/IpaBsiBaHe (OmpeaeNieHo kKaTo HeyTpodunHa nHdmiaTparms B < 5% OT KpUNTHTE,
0e3 paspymaBaHe Ha KPUITUTE U 0€3 €pO3UH, YIIIIepalliy WIH TpaHyJIalliOHHA ThKaH) € OIICHSIBaHO Ha
ceamuna 8 B UNIFI-I u na cenmuna 44 8 UNIFI-M. Ha cenmunia 8, cieq etHOKpaTHa HHTPaBEHO3HA
WHIYKIIMOHHA 7033, 3HAYMMO ITTO-TOJISIM TPOIIEHT NMAIMEeHTH B rpyIaTa ¢ MpernophbYuTeIHATa 1032
MOCTUTAT XUCTOJIIOTUYHO O31ipaBsaBaHe (36%) B cpaBHEHHE ¢ AIIMEHTUTE B rpynara c mianebo (22%).
Ha cenmuna 44 nogabprkaHe Ha TO3H €(EKT ce Ha0JII01aBa IPY 3HAYMMO TOBEYE MAIUCHTH C
XHUCTOJIOTHYHO O3/[paBsiBaHE B TPYIUTE C yCTeKHHYMab Ha Besikal2-ta ceqmunia (54%) v Ha Besika 8-
Ma cenmutia (59%) B cpaBHenue ¢ mrane6o (33%).

KomOunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABHYHO 03/[paBsBaHe, ONMPEIeNICHO KaTo
YYaCTHHUIH C €THOBPEMEHHO JIMTABUYHO U XMUCTOJIOTHYHO O3/IpaBsIBaHeE, € OLCHEHA Ha CeaAMHLA 8 B
UNIFI-1 u Ha cenmuna 44 8 UNIFI-M. [launenture, noiayvyaBain ycTeKuHyMal B penopbunTeTHATA
71032, TIOKa3BaT 3HAYMMO MMOI00pEeHUe Ha KpaiiHaTa TOYKa, XMCTO-CHIOCKOTICKO JIMTaBUIHO
037paBsBaHE Ha ceJMHuIa 8, B rpynara ¢ yctekuayMao (18%) B cpaBHeHuMeE ¢ TpymaTa ¢ miane6o (9%).
Ha cenqmuna 44 nognbpxane Ha To3U eeKT ce HabIroAaBa MPH 3HAYMMO MOBEYE MALMEHTH C XHUCTO-
€H/I0CKOTICKO JIMTaBUYHO O3][paBsiBaHe B IPYIHTE C YCTeKHHYMal0 Ha Beska 12-ta ceamuna (39%) u Ha
Besika 8-Ma ceamutia (46%) B cpaBHeHHE ¢ 1r1are6o (24%).

Kauecmeo na socueom, céwpzano cwvc 30pagemo

KauecTBOTO Ha )KHMBOT, CBBP3aHO ChC 3PABETO, € OILICHSIBAHO Ype3 BhIPOCHHUK MPHU Bh3NATUTSIIHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u serpocuumure SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I naruenTrTe, mony4aBaiy YyCTEKUHYMa0, MOKa3BaT 3HAYMMO IO-TOJIIMO U
KITMHUYHO 3HaYUMO Tiostodpenne Ha oomus IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHEeHHUE C I11are0o.
ToBa momoOpeHue ce moAIbpIKa MpH MaIlMeHTHTE, JeKyBaHu ¢ ycTrekuaymad, B UNIFI-M no
cenmua 44. ITogoOpeHneTo Ha Ka4eCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBEHO ce
MOAIBPIKA MPE3 LSI0TO NpoAabikeHue a0 ceamuia 200.

[TanuenTHTe, MOTyYaBad YCTEKUHYMAa0, IMAT 3HAYUMO IO-TOJISIMO TIOJOOpPEHrEe Ha MPOyKTHBHOCTTA
mpu paboTa, OLEHEHO Ype3 MO-TOJIIMO HaMalsiBaHe Ha 00IOTO HapyIIeHne Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OIlcHeHH upe3 BhlipocHnka WPAI-GH, 0TKOTKOTO mManuenTure,
NOJTyYaBajn rianeoo.

Xocnumanusayuu u onepayuu, cevpanu c yayepozer koaum (YK)

Ho cenvuria 8§ 8 UNIFI-I mporieHTHT Ha YIaCTHHUIIMTE C XOCIIUTATN3allNY, CBBp3aHu ¢ YK, e 3HaunMo
NO-HUCHK MPH YYACTHULUTE B rpyNarta ¢ IpenopbunuTeHaTa 103a ycrekuunymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIINTE B Tpymara c rmiamnedo (4,4%, 14/319), kaTo HUKOH OT y4aCTHUITUTE,
MoJTy4aBall yCTEKMHyMal B MPEOpbhUMUTEIHATA HHIYKIIMOHHA /1033, HE € MOJI0KEH Ha Orepartus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipymara ¢ miamnedo.
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Jo cenmuna 44 8 UNIFI-M 3HaunMo no-HECHK Opoil xocnuTanu3anuu, cBbp3anu ¢ YK, e
HaOJII01aBaH MPU yYacTHULUTE B KOMOMHHpaHaTa rpymna ¢ ycrekuaymao (2,0%, 7/348) B cpaBHeHHE C
YYacTHHUIIMTE B rpymnara ¢ miamnebo (5,7%, 10/175). UucneHo nmo-mMaabk Opoii YyY4aCTHHUIIM B TpyIiaTa ¢
ycrekunymabo (0,6%, 2/348) ca nmoaiokeHu Ha orneparus, cCBbp3aHa ¢ YK, B cpaBHEHUE C
y4acTHHUIMTE B Tpymara ¢ miamedo (1,7%, 3/175) no cenmuna 44.

HmyHorenHoct
ITo BpeMe Ha nedeHue ¢ ycTeKuHyMal MOTaT J1a e Pa3BUAT aHTUTEINA CPElly yCTeKUHyMal 1

MOBEYETO OT TsX ca HeyTpanu3upauy. OOpa3yBaHETO Ha aHTHTENA CPEIly YCTEeKUHYMab € CBBP3aHo €
TIOBHUIIIEH KIMPBHHC HA YCTEKHHYMa0 MpH nanueHTu ¢ 6onect Ha Crohn nnwm ynmeposeH koiut. He e
HaOJro1aBaHa HamasieHa eukacHocT. He ce HaOmonaBa oueBH/IHA 3aBUCHMOCT MEX/Iy HAIMYUETO Ha
aHTHTeNa CPELLy YCTeKMHYMa0 U MOsBaTa Ha PeakUUy Ha MSICTOTO HAa HHKEKTUPAHE.

IleguaTpuyHa IOMyJIAIIHS

EBponeiickarta areHuusi 1o JekapcTpara 0Tjiara 3aJbJDKEHUETO 3a MPEJOCTaBsIHE HA PE3YATATUTE OT
MPOyYBaHUsATA C yCTEeKMHYyMa0 B €/IHA WIIK TIOBEYE MOATPYITH Ha TIeAUaTpUYHATA TIOIYJIAIUs TIPH
IOBEHWJICH UJIUOTIaTUYEH apTpuT. [IpeaBapuTenHo HabIHEHATA MTMCAJIKA HE € IPOYyYBaHa MpU
nieAMaTpUYHATA MOMYJIANKs U HE Ce TIPENopbhuBa 3a yroTpeda mpu MeAnaTpHIHU MalueHTH.

5.2 ®apmakokMHETHYHHU CBOWCTBA

AOGcopbuus
MenuanaTta Ha BpeMe 3a IOCTUTaHe Ha MaKCHUMAaJTHA CEPYMHA KOHIIEHTPAHS (tmax) € 8,5 AHU criex

€ITHOKPATHO IpIIoKeHue Ha 90 mg MOAK0KHO MPH 3APaBH MAlUEHTH. MearanaTta tmax Ha
YCTeKHMHYMaOb cie]l eTHOKPATHO MprIokeHue Ha 45 mg wiu 90 mg MOIKOKHO MPU IMAIUEHTH C
TICOPUA3UC ca CXOJHU C HAOIIOJaBaHUTE MPH 3APABU HAIIMCHTH.

AOcooTHaTa OMOHAIMYHOCT HAa YCTEKMHYMa0 ClIe]] €IHOKPATHO MOIKOKHO IPUIIOKCHHE €
u3uucieHa Ha 57,2% npu naiueHTH ¢ Copuasuc.

PasnpeneneHue
Menunanara Ha oO6eMa Ha pa3npe/elieHue B TepMuHanHara ¢aza (Vz) ciiel] eTHOKpaTHO HHTPAaBEHO3HO

NPUIOKEHHUE NIPY MAaLMEeHTH C IIcoprasuc Bapupa ot 57 no 83 ml/kg.

Buorpanchopmarus
ToYHUAT BT HA META0OTU3UPAHE HA YCTEKUHYMA0 HE € U3BECTEH.

EnumMunupane
Menuanara Ha cuctemans kinupbsHC (CL) cieq; eTHOKpaTHO MHTPABEHO3HO NPUIIOKEHHE TTPH

MAIMEeHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuaHara Ha Moy »XuBOTa (t1,2) Ha
YCTEeKHMHYMA0 € MPUOIU3UTETHO 3 CEIMHUI NPH MAIMEHTH C TICOPHA3UC, TICOPHATHYCH apTPHT, OOJIECT
Ha Crohn nim ynmepo3eH KOJIHT u Bapupa oT 15 10 32 1HH BbB BCHYKH NPOYYBaHUS HA ICOPHUA3UC U
nicopuatuueH apTputT. ChIIacHO MPOBeeH (hapMaKOKHHETHYEH aHAIH3 Ha MOMYJIAHsATa MPUBHIHHUSAT
kupbHC (CL/F) n npuBunausT o6em Ha pasnpeaeinenue (V/F) ca crorBetHO 0,465 1/d 1 15,7 1 ipu
nanuenTH ¢ ncopuasuc. CL/F Ha ycTeknHyMa0 He € 3aBUCHM OT Tosia. Pe3ynraTu oT momysaiioHeH
(apMaKOKMHETHYEH aHAJM3 [TOKa3BaT, Y€ MMa TCHJCHIIUS KbM IT0-BUCOK KIIMPBHC HA YCTCKHHYMa0
NPY MAIMSHTUTE, AT TOJIOKHUTEIICH PE3yITaT Ha U3CIICABAHETO 3a aHTUTENA CPEILy YCTEKUHYMa0.

JIuneWHOCT Ha 1o3aTa

CucremHara excrio3uiust Ha yeTeKuHYyMao (Crmax 1 AUC) ce yBenruasa 1o HauuH, MPUOITU3UTEITHO
MIPOMOPIIMOHAJIEH Ha JI03aTa, Cle]] eIHOKPATHO MHTPABEHO3HO MPUJIOKEHHIE Ha 1031 B TpaHHIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg unu cnes eAHOKPaTHO MOAKOKHO MPUIIOKEHUE HA 103 B TPaHULIATA
Mexny 24 mg u 240 mg npyu NaMEeHTH ¢ ICOpUa3uC.

Ennnundnga cpenry MHOTrOKpaTHa J103a
[Ipodunure Ha cepymMHa KOHIICHTpaUSI-BpeMe Ha YCTEKHHYMAa0 ca MPUHIIAITHO MPEIBUIUMHU CIE]T
IIOOKOXXHOTO HpI/UIO)KeHI/Ie Ha eI[HOKpaTHI/I nu MHOFOKpaTHI/I JO3U. HpI/I IIAIIUCHTHU C HCOpI/IaSI/IC
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CTaLlMOHAPHUTE CEPYMHH KOHIICHTPALH Ha yCTEeKMHYMal ca JOCTUIHATH B ceaMula 28 ciexn
I'bPBOHAYAIHU TTOAKOXHHU 103U B ceaMuiy 0 u 4, mocnenBaHu OT A03U HA BCekH 12 ceamuiu.
Menunanara Ha cTalfiOHapHaTa cepyMHa KOHIIEHTpaIys € B rpaHunute Mexay 0,21 pg/ml u
0,26 pg/ml (45 mg) u mexay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hiaima odeBUIHO KyMyIUpaHe B
cepyMHaTa KOHLIEHTpalMs Ha yCTeKHHYMab ¢ BpeMeTo, KOraTo ce Ipuiiara oAKOKHO Ha BCEKH
12 ceqmunn.

[Ipu nauuentu ¢ 6oxect Ha Crohn u yn1epo3eH KOJIMUT ciel HHTpaBeHo3Ha 103a ~6 mg/kg ce mpuiara
MOJKOXKHA MoAbpKaia Tepanus or 90 mg ycrekunymab npes 8 uian 12 ceamuiy, KOsSTO 3ao4Ba Ha
ceamuiia 8. KoHIleHTpalys Ha YCTEKHHYMa0 B CTallHOHAPHO ChCTOSIHUE CE€ JIOCTHra KbM HA4aJloTO Ha
BTOpAaTa Mojaxbprkaina a03a. [Ipu nanuenty ¢ 6onect Ha Crohn MearaHaTa Ha Hall-HUCKUTE
KOHLIEHTPAIUU B CTAlIMOHAPHO ChCTOsIHME Bapupa oT 1,97 pg/ml o 2,24 pg/ml u ot 0,61 pg/ml no
0,76 pg/ml 3a ycrekunymab 90 mg choTBeTHO Mpe3 8 cenMuity wiu npe3 12 cenmury. [Ipu narueHTn
C yJIIEepo3eH KOJIUT MeJIMaHaTa Ha Hall-HUCKUTE KOHIICHTPAILIUK B CTAIIMOHAPHO CHCTOSTHUE BapHpa OT
2,69 pg/ml no 3,09 pg/ml u ot 0,92 pg/ml no 1,19 pg/ml 3a 90 mg ycreknaymad Ha Bceku 8 ceqMHLIN
win Ha BcekH 12 cenmuuu. Hali-Huckute HUBa Ha ycTeKMHYMal B CTAllHOHAPHO CHCTOSTHUE, TOJTyUYCHH
npu 90 mg ycrekuHyMab rmpe3 8§ ceZIMHUITH, ca CBbP3aHU C TI0-BHCOKA YECTOTA Ha KIIMHUYHA PEMHCHS B
CpaBHEHHUE C Hal-HUCKUTE HUBA B CTALIMOHAPHO cheTostHUE cieq 90 mg npe3 12 cenmuin.

BrinsiHue Ha TErIOTo BEPXY (hapMaKOKHHETHKATA

B nipoBeneH momynanuoHeH papMaKOKHHETHICH aHAJIH3, KBICTO ca W3MON3BaHU JaHHU OT MAIlHeHTH
C TCOpHAa3KC € KOHCTaTUPAHO, Y€ TEJIECHOTO TETJIO € Hal-3HaYMMaTa KOBapuarta, BIUseIa BbpPXY
KIMpbhHCa Ha ycTeknHyma0. Menuanara Ha CL/F npu nanuentu ¢ terino > 100 kg e npubIu3uTenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terao < 100 kg. Mennanara va V/F npu nanueHTH ¢ Teriao
> 100 kg e npubnmusurenno ¢ 37% mo-BUCOK B cpaBHeHHe ¢ nmanueHTu ¢ tero < 100 kg. Menunanara
Ha MUHHMAJIHU CEPYMHH KOHLIEHTPALMK HAa yCTEKUHYMa0 MPH MALUEHTH C IO-TOJISIMO TErJIo

(> 100 kg) B rpynara ¢ g03a 90 mg ca no00HU Ha TE3U MPH MAIMEHTUTE ¢ To-Maiko Tero (< 100 kg)
B rpynara c 1o3a 45 mg. [TogoOHu pe3yaTaTH ca MolyuYeHH OT OTBBPAUTENCH (hapMaKOKHHETHYCH
NOIyJIAIIMOHEH aHANIN3, KBJETO ca U3MOI3BaHM JaHHH OT HALMEHTHU C ICOPUATHYCH apTPHUT.

Kopurupase Ha yecToTaTa Ha IPUIOKEHHE

B®3 ocHoBa Ha HabOromaBaHUTE NaHHM U nomynanuoHauTe K aHanmus3u npu maueHTy ¢ 60IecT Ha
Crohn 1 ¢ yauepo3eH KOIUT paHIOMU3UPAHUTE YYaCTHHUIM, KOUTO MPECTaHAaT Aa Ce MOBIHUSBAT OT
JICYEHUETO, UMAT TIO-HUCKH CEPYMHHU KOHIIEHTPALMK Ha YCTEKHHYMab BB BPEMETO B CPaBHEHHE C
YYaCTHULUTE, KOUTO HE ca 3aryousu otroBop. [Ipu 6onectra Ha Crohn KOpUrupaHeTo Ha 103aTa OT
90 mg Ha Bceku 12 cenmuim Ha 90 mg Ha BCEKH 8 CEMUIIM € CBBP3aHO C NOBHILIABAaHE HA Hail-
HUCKHTE KOHIICHTPAIIMU Ha YCTEKHMHYMa0, KaTo TOBA C€ ChIIBTCTBA C MIOBUINIABAHE HA e(hUKACHOCTTA.
[Tpu ynueposen xonut nonyinauuoned K mMozen nokassa, ye KOpUrupaHeTo Ha go3ara ot 90 mg Ha
BCEKH 12 cenMuIM Ha 8§ ceqMUIIM MOKE A C€ 0YaKBa J1a AOBEE N0 3-KpaTHO YBEJIMYEHUE Ha Hal-
HUCKHTE KOHI[CHTPAILIMN HA YCTEKUHYMa0 B CTallMOHApHO chcTosiHue. OCBEH TOBA, Bb3 OCHOBA Ha
JAHHY OT KIIMHUYHUTE U3MUTBAHUA, TIPY TAIIMEHTH C YJILEPO3EH KOJIUT € YCTAaHOBEHA MOJI0KUTETHA
BpPB3Ka EKCIO3UIMSI-OTIOBOP MEXy Hali-HUCKUTE KOHLEHTPAMK U KIMHUYHATA PEMHUCHS U
JUTaBUYHOTO O37paBABAHE.

CrenmanHy nomyianuu
Hsma Hannyan ¢papMakOKMHETHYHH JaHHH MIPU MALUEHTHU C yBpeAeHa ObOpedyHa UM YepHOApoOHa
¢ysknus. He ca npoBe/ieHH KOHKPETHU MPOYYBAHUSI ITPU TAIIMEHTH B CTapYeCKa BH3PACT.

(DapMaKOKI/IHCTI/IKaTa Ha YCTCKI/IHYMa6 KaTO [AJIO € CpaBHUMA MCKAY MAIMCHTH C IICOPHUA3UC U
YIOEPO3€H KOJUT OT a3UATCKH XU HEA3UATCKU ITPONU3XOI.

[Mpu narmentu ¢ 6onect Ha Crohn u yJmepo3eH KOIUT BapuaOMITHOCTTa Ha KJIMPBHCA Ha YCTEKUHYMao
Ce MOBJIMSBA OT TEJIECHOTO TETJIO, HUBOTO HAa CEPYMHUS aIOYMHUH, IT0JIa ¥ CTaTyca M0 OTHOILICHUE Ha
aHTHTEJaTa Cpelly yCTeKUHyMa0, JOKAaTO TEIECHOTO TETJIO € Hail-3HaunMaTa KoBapHaTa, BIusela
BBpXY 00eMa Ha pasnpenencHue. OcBeH ToBa npu Oonectra Ha Crohn KIMPBHCHT ce nmoBusBa ot C-
pPEaKTUBHUS MMPOTEHH, CTaTyca [0 OTHOIICHHE HA HeycneX Ha jedeHnero ¢ TNF-antaronucTu u
pacara (a3MaTCKH CIPSIMO Hea3HaTCKU MPOU3X0o/). Bb3aelcTBHETO HAa Te3W KOBApHUATH € B PAMKHTE HA
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+20% OT TUNMYHATa WU pedepeHTHaTa CToMHOCT Ha choTBeTHUS DK mapameTsp, Hopaau ToBa He €
HeoOXoaMMa KOPEKIHsI Ha [103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynoTpeba Ha
MMYHOMOJYJIaTOPH HSAMA 3HAUYUTENHO BIMSHUE BbPXY paslpeie]IeHHeTO Ha YCTEKHHYMao.

Pesyntatu oT papMakOKWHETHYEH aHAJIU3 HA MOIYJIAlUsITa He TOKa3BaT BIMSHUE Ha TIOTIOH WM
AJIKOXOJI BBPXY (papMakOKMHETHKATa Ha YCTEKUHYMao.

buonammynocTTa Ha YCTCKI/IHYM8.6 CJIeq IpUIIOXKCHUEC CbC CIIPUHIIOBKA WX NPCABAPUTCIIHO
HaITbJIHCHA IMHUCAJIKa € CpaBHUMA.

Hpez[BapHTenHo HaIlTbJIHCHATA MMHCAJIKa HE € IpOYyYBaHa IIpyu nneJuaTpuiHaTra rnomyjaainusa 1 HE CC
Mnperopbp4Ba 3a yHOTpe6a Ipu NCAUATPUIHU MAITUCHTU.

Perynupane na CYP450 en3umu

Edexrure na IL-12 wnn IL-23 Bepxy perynupanero Ha CYP450 enzumure ca oLieHeHU B in Vitro
MPOYyYBaHe C M3IOJI3BaHE HA YOBEIIKY XETaTOINTH, KOeTO 1mokassa, ye 1L.-12 w/wmm IL-23 ¢ HuBa ot
10 ng/ml He npomeHsaT akTuBHOCTTa Ha YoBeikuTe CYP450 ensumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
ik 3A4; BX. Touka 4.5).

[IposeneHo e oTkpuTo MpoyuBaHe (aza 1 3a nexapcrBenn Bzaumoxericteus CNTO1275CRD1003 3a
OIICHKA Ha e()eKTa Ha yCTEKUHyMal BbPXY €H3UMHATA aKTUBHOCT Ha IIUTOXpoM P450 criex nHmykims
¥ TIOJTBPIKAIIO TIPHJIaraHe MpH MaueHTH ¢ akTuBHa Oostect Ha Crohn (n=18). He ca HaGmonaBanu
KJIMHAYHO 3HAYMMH TIPOMeHH B excriozutusata Ha kopend (CYP1A2 cyberpart), Bapdapun

(CYP2C9 cybcerpar) omenpazon (CYP2C19 cy6erpart), aekcrpomeropdan (CYP2D6 cyGerpar) wnu
mugazonam (CYP3A cy0ctpar), korato ce N3Moi3BaT ChIIBTCTBAIIO ¢ YCTEKUHYMa0 NpU o100peHaTa
HpETOphYHTENTHA JO3UPOBKA MPH MareHTH ¢ 6osect Ha Crohn (Bxk. Touka 4.5).

5.3 IlpeakJMHUYHU AAHHM 32 0€30MACHOCT

HexnuHUYHUTE JaHHU HE TMTOKa3BaT 0COOCH PUCK (HAIp. TOKCHYHOCT Ha OpraHUTe) 3a Xopa Ha Oa3zara
Ha M3MUTBAHUATA 32 TOKCUYHOCT MPU MHOTOKPATHO MpUiIaraHe, TOKCHYHOCT 3a Pa3BUTHETO U
PENpOOYKTUBHA TOKCHYHOCT, BKIIOUUTETHO U (hapMaKoJOTMYHHUTE OLEHKH 3a Oe3omacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOIYKTHBHA TOKCHYHOCT MPHU JABJITOOMNAIIATH MAKALH
HE ce Ha0III0IaBaT HeXellaHu eeKTH BbPXY QepTUINTETa IPHU MBXKKHUTE, KAKTO H BPOJICHU JeEeKTH
WJIN TOKCUYHOCT 3a pa3BuTueTo. He ce HabmonaBat Hexxenanu epeKTH BbpXy QepTUinTeTa npu
JKEHCKHUTE MpU yroTpedaTa Ha aHAJIOTHYHO aHTUTsUIO cpeity 1L-12/23 mpu mMumku.

Jlo30BHUTE HHBA B POYYBAHUS MIPU )KUBOTHU ca 01130 45 MBTH MO-BUCOKH OT Hali-BUCOKATa
€KBUBAJICHTHA 1034, IIPEIBWK/aHa 3a IIPWIOKECHHE IIPU MALUEHTH C IICOPUA3UC, U BOJAT 0
MaKCHMAaJIHUA CEPyMHH KOHIEHTPAIMH MTPH MatMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKU OT
KOHIICHTpAIMUTE, HAOIIOIaBaHH TIPH XOpa.

He ca npoBexnanu mpoy4Banusi 3a KApIUHOTEHHOCT C YCTEKHHYMa0 MopaIy JIUIcaTa Ha MOIXOAAIIH
MOJIEITU 33 aHTHUTSUIO 03 KPhCTOCaHa peakTUBHOCT KbM [L-12/23 p40 Ha rpuzaun.

6. DODAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBA

L-xuctnauna

L-xucTuInHOB MOHOXUAPOXIOPUJ MOHOXUAPAT
[Momucopbar 80 (E433)

3axaposa

Bona 3a unxeknuu
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6.2 HecbBMEeCTHMOCTH

IIpu nurca Ha Mpoy4IBaHUS 32 HECHBMECTUMOCTH, TO3U JICKAPCTBEH MPOAYKT HE TPSOBa J1a ce CMecBa ¢
JIPYTH JICKAPCTBEHH MTPOTYKTH.

6.3 Cpok Ha rogHOCT

STELARA 45 mg MHXeKIMOHEH Pa3TBOpP B MPEABAPUTEIHO HAITBIIHEHA MTUCAJIKA
3 ronuHU

STELARA 90 mg nHXeKIIMOHEeH pa3TBOpP B MPEABAPUTEITHO HAIIBIIHEHA MTHCAJIKA
3 ronuHU

OtnenHuTe MIPEABAPUTEITHO HAITBLIHCHH MUCATTKA MOXKE J1a C€ ChXpaHsIBaT IIPH CTalfHa TeMIleparypa
1o 30°C 3a makcuMyM eauH nepuoa 10 30 THU B OpUTrMHANIHATA KapTOHEHA OMAKOBKa, 3a /1a ce
MPEAnassT OT CBETIANHA. 3alUIIeTe 1aTaTa, Ha KOATO IPEIBAPUTEIHO HAIIBIHEHATA MTUCAJIKA €
W3BaJicHa 3a MbPBH IIBT OT XJIaIUIHUKA U JaTaTa Ha U3XBBPJISHE Ha 0003HAUCHUTE HA BHHIITHATA
KapTOHEHa ONaKoBKa MecTa. J[aTata Ha U3XBBPIIIHE HE TPSAOBA Ja € Ciie]] OPUTHHAIHUS CPOK Ha
TOJTHOCT, OTIeYaTaH BEPXY KapTOHEeHaTa onakoBka. Clie/ KaTo BEAHBXK MMHUcalKaTa ¢ ouina
ChXpaHsABaHa Npu craitHa Temmnepatypa (o 30°C), Ts He TpsOBa Aa ce BPbIIa B XJIaIUITHUKA.
M3xBbpieTe nmucankara, ako He Ce M3I0JI3Ba ClIe]] ChXpaHEHHUE MPHU CTaliHa TeMIepaTypa B paMKHUTE Ha
30 nHU WK cael U3TUYaHe HA OPUTHHAIIHUS CPOK HAa TOAHOCT, B 3aBUCHUMOCT OT TOBA, KOE OT ABETE
HACTBIIU TIO-PAHO.

6.4 Crhenuananm yca10BHs HAa CbXpaHeHHe

Ha ce cexpanssa B xmagmwiauK (2°C — 8°C). [la He ce 3ampassiba.

CroxpaHsiBaliTe IpeABAPUTEIHO HATBITHEHATA MICaIKa B KAPTOHEHATa ONIAKOBKA, 32 Jia Ce MPEATNasu OT
CBETJIMHA.

Axo e HCOGXOIII/IMO, OTACIIHUTE MPCABAPUTCIIHO HAIIBJIHCHH! IMUCAJIKU MOKE 1a CC ChbXpaHABAT IIpU
craitna Temneparypa o 30°C (Bx. Touka 6.3).

6.5 Buau cbabpakaHue HA OMMAKOBKATA

STELARA 45 mg WHXEKIIMOHEH Pa3TBOP B IPEABAPHUTESIHO HAITBIHCHA ITHCAIKA

0,5 ml pa3TBOp B cripuHIIOBKA OT cTHKIIO THII [ 1 ml ¢ Qpukcupana urina oT HepbxKIAaeMa CTOMaHa,
MOHTHpaHa B MIPEABAPUTEITHO HAIMBIHEHA MHCANIKA C TACUBEH MPEANa3uTeN Ha UTJIaTa.
IIpennasurensaT Ha UrIaTa B JOJIHATA Kalmayka Ha MIPeIBapUTEITHO HAITBIHEHATA MTHCATKa ChAbPKA CYX
€CTECTBEH Kay4dyK (IIPOU3BOHO HA JIATEKC).

STELARA 90 mg MH)XEKIIHOHEH PA3TBOP B IPEABAPUTEIHO HANBIHECHA THCAIKA

1 ml pa3TBOp B cripuHIIOBKa OT CTHKIIO TUI | 1 ml ¢ Ppukcupana urina ot HepHKIaeMa CTOMaHa,
MOHTHpaHa B IPEABAPUTEIHO HAITbJIHEHA MHCAJIKA C MAaCUBEH MpEeANa3uTeN Ha UIJiaTa.
IIpennasurensaT Ha UITaTa B JOJIHATA Kalayka Ha MIPeIBapUTEITHO HATBIHEHATA MTHCATKa ChABPKA CYX
€CTECTBEH Kay4dyK (MIPOU3BOTHO HA JIATEKC).

STELARA ce pasnpocTpaHsaBa B OITakoBKa 1Mo 1 TpeiBapUTEIHO HAIThJIHEHA THCAJIKA.
6.6 CrnenuajaHu nNpeana3Hu MepKH NMPH U3XBbPJIsiHEe H padoTa

[IpenBapuTenHo HaTbITHEHATA MTUCATIKA HE TPsIOBa Ja ce pa3kiania. Pa3TBopbT TpssOBa 1a ce nmposepu
BHU3YaJIHO 32 HAJIMYUETO HA TBHPAU YACTHUIIM WM IPOMSHA Ha [[BETA, IPEIU Aa CE MPUIOKHU
MOJKOKHO. Pa3TBOPBT € OUCTBP A0 JIEKO ONANecleHTeH, Oe31BETeH A0 OIeJ0XKBIT U MOXKE J1a
CHIIbpKa HAKOJIKO APEOHU MOTYIPO3PaYHU MITH OSIIM YaCTUIM MTPOTEHH. T03H BHHIIICH BUJI HE €
HEoOWYaeH 3a MPOTEHHOBHUTE Pa3TBOPH. JIEKapCTBEHHAT MPOJYKT HE TPsAOBa Ja ce yIoTpedsBa, ako
Pa3TBOPHT € C MPOMEHEH LIBST WJIM MBTEH WJIM aKO B HETO ce 3a0eTs13BaT TBbPAN UyKIH YaCTHIIH.
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[Ipenu npunarane STELARA Tpsi6Ba na nocturue craiiHa temmeparypa (IpuOJIU3UTEIHO 3a OKOJIO
nojoBuH 4ac). [lonpoOuu ykazanus 3a ynotpe0a ca IpeoCTaBeHH B IMCTOBKATA 33 MAUEHTA.

STELARA He chabp:ka KOHCEPBAaHTH, 3aTOBA HEU3IIOI3BAHUAT JIEKAPCTBEH MPOIYKT, OCTaHAT B
NpeABapUTEIHO HATbJIHEHATa NHcaiKa, He TpsOBa na ce n3non3sa. STELARA ce noctass kato
CTEepHJIHA [IPEJBAPUTEIHO HATbJIHEHATA MUCAJKa 3a eAHOKpaTHa ynorpeba. [Ipeasapurenno
HaIThJIHEHATa TIHCANKA He TPIOBa Jla ce M3II0JI3Ba TOBTOPHO. Hen3Nom3BaHUsAT IEKapCTBEH MPOTYKT
WIN OTHAaIbYHUTE MaTEePUAIIU OT HETO TPIOBa J1a c€ U3XBBPIIAT B ChOTBETCTBUE C MECTHUTE
W3HACKBAaHMS.

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

STELARA 45 mg MHXEKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HAITbIHEHA TUCATKA
EU/1/08/494/006

STELARA 90 mg MHXEKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HATbIHEHA TUCATKA
EU/1/08/494/007

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

[ata Ha ibpBO pazpemasane: 16 aayapu 2009 r.
Hata Ha nocienno nonHoBsBane: 19 cenremspu 2013 .

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

ITonpoOHa uHpOpMaLKs 3a TO3M JICKApCTBEH MPOAYKT € NMPEI0CTaBeHa Ha yeOcalita Ha EBponeiickaTta
areHIus 1o JiekapcTBaTa https://www.ema.europa.eu.
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HNPUJIOKEHUE 11
MMPON3BOJAUTEJIN HA BUOJIOI'MYHO AKTUBHOTO
BEIIECTBO U INTPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXKJIABAHE HA ITAPTUIHN
YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

APYI'UN YCJIIOBUA U UBNCKBAHUSA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIOBUA NJIN OTPAHUYEHUA 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT
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A. TIPOM3BOJIUTEJIM HA BUOJOTNYHO AKTUBHOTO BEIIIECTBO U
MNNPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOKIJABAHE HA ITAPTUIN

Nme n aapeC HAa MPOU3BOJAUTCIIUTC HA OMOJIOrHYHO aKTUBHOTO BCIICCTBO

Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
Hunepnannus

Janssen Sciences Ireland UC
Barnahely

Ringaskiddy

Co. Cork

Upnanaus

HMe m aapec HA MPOU3BOJMTENS, OTTOBOPEH 3a 0CBOOOIK/IaBaHE HAa MAPTHIAUTE

Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
Hunepnannus

b. YCJI0OBHMA NN OIT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexkapcTBEHUSAT MPOIYKT C€ OTITyCKa 110 OTPaHUYEHO JieKapcko npeanucanue (Bx. [punoxenne I:
Kpatka xapakTepucTika Ha MPOAYKTa, Touka 4.2).

B. JAPYI'U YCJIOBUS U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoauyHu aKTyaJu3upaHu aokjaaau 3a oezonacuoct (ITA/IB)

M3uckpanusTa 3a nogasane Ha [TAJIb 3a To3u TeKapcTBEH MPOAYKT ca MMOCOYEHU B CIIUCHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD crnmcbk), npenBuzaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, u BbB BCHUKHU CIICABAIIN aKTyaIU3alllH, ITyOJIUKYBaH! HA €BPOICHCKUS
yeOropTal 3a JeKapcTBa.

I'.  YCJIOBUA U OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEGA HA
JIEKAPCTBEHMUS TIPOAYKT

. ILnan 3a ynpasJjienue Ha pucka (ITYP)

[purexarensT Ha pa3pemienuero 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIIBa N3UCKBAHHUTE JICHHOCTH U
JEeHCTBUS, CBBP3aHH C IPOCIIEsIBaHEe Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHu B ogoopenus I[TYP,
npezacraBed B Moayi 1.8.2 Ha pa3perieHHeTo 3a yrnorpeda KakTo U BbB BCUUKH CIIEBALIN 0100pEHI
akryanu3auuu Ha ITYP.

Axrtyammsupan [IYP tpsa6Ba na ce nonasa:

o o MckaHe Ha EBporelickaTta areHIus 1o JeKapcTBara;

o BUHArd, KOraTo ce U3MEHS CHCTeMaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B Pe3yiTaT Ha
NoJy4yaBaHe Ha HOBa HH(POpPMaIIUs, KOSTO MOXKeE Ja JOBEJIE 10 3HAYHMU POMEHU B
CHOTHOIIIEHUETO M0J13a/PHCK, MIIM CIIe]] IOCTUI'aHe Ha Ba)KEH eTall (BbB Bpb3Ka C IPOCIIeAsIBaHe
Ha JIeKapcTBeHaTa 0E30MacHOCT WM CBEXJaHE Ha PUCKA 10 MUHUMYM).
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HPUJIOKEHMUE 111

JAHHU BBbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

BBHHIIHA KAPTOHEHA KYTHS (130 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 130 mg KoHIIEHTpaT 3a HH(PY3UOHEH Pa3TBOP
ycTekuHyMa0

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

Bceku ¢nakon cpappxka 130 mg ycrekuaymad B 26 ml.

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

ITomomnu BemectBa: EDTA aunaTpueBa con auxuapart, L-xuctunu, L-XucTuanHOB
MOHOXH/IPOXJIOPUI MOHOXHIpAT, L-MeTHOHUH, ToyincopOar 80, 3axapo3a, Bojia 3a HHKCKIIUU

‘ 4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

Konnenrpat 3a nHy3n0HEH pa3TBoOp
130 mg/26 ml
1 dhnaxkon

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBT(UIIA) HA BBBEXJIAHE

[la He ce pa3kama.

[Ipenn ynotpeba npoyerere IMCTOBKATA.

Camo 3a eTHOKPaTHO MPUIIOKEHHE.
WHTpaBeHO3HO NPUIIOKEHHE CIIEH Pa3peKIaHe.

6. CHEHUAJIHO NPEAYIPEXIEHUE, YE JJEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELNA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a [ICLA.

‘ 7. APYI'U CHEHOUAJIHUA HPEAYIIPEXKXKIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE

[a ce cbxpaHsiBa B XJIaIMJIHUK.
[a He ce 3ampa3siBa.
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CBXpaHﬂBaﬁTe q)HaKOHa BBB BBHIIIHATA KAPTOHCHA OIIAKOBKA, 3a 1a CC MPCAIa3n OT CBCTIMNHA.

10. CHENUWAJHHU INPEAITA3SHU MEPKHU ITPU N3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA ITIPUTEKATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

13. HNAPTUJIEH HOMEP<, KOAJOBE HA JAPEHUETO U HA TIPOAYKTA>

ITapTupa:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Ipuero € ocHOBaHUe J1a He ce BKIOYM nH(popMalus Ha bpaiioBa a30yka.

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

JIByr3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHMU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

STELARA 130 mg koHIIeHTpaT 3a HHPY3UOHEH pa3TBOP
yCTeKHHyMa0
3a i.v. IpUIIOKEHHE CIIe]] pa3peskiaHe.

‘ 2. HAYYH HA ITPUJIOKEHUME

Ja He ce pa3kiaina.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

130 mg/26 ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA ®JIAKOHA (45 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 45 mg UHXEKIIMOHEH Pa3TBOP
ycTekuHyMa0

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

Bceku ¢uakon cpappixa 45 mg ycrekunymab B 0,5 ml.

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

ITomorHu BeniecTBa: 3axapo3a, L-XucTuauH, L-XuCTHIMHOB MOHOXHIPOXJIOPHI MOHOXHU/IPAT,
nosiucopoar 80, Boza 32 HHKEKIIUH.

‘ 4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

MHxek1noHeH pa3TBOP
45 mg/0,5 ml
1 dhnaxkon

‘ 5. HAYMH HA ITPUJIOKEHUE U II'BT(MLIA) HA BBBEXJIAHE

[la He ce pa3kama.
IToakoxHO MpUIOKEHHNE
ITpenn ynorpeba mpoyeTeTe JINCTOBKATA.

6. CIHIEHUAJIHO IMIPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT NOTJIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACLA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

‘ 9. CIHHELHUAJIHM YCJIOBUSI HA CbXPAHEHUE

Ha ce cbxpansiBa B XJIaJUITHUK.
[a He ce 3ampa3siBa.
CoxpansiBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa c€ MPe/Ia3u OT CBETIINHA.
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10. CHENUWAJHH NPEAITA3SHU MEPKU ITPU NU3XBBPJIIAAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA ITIPUTEKATEJIA HA PASPEIIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/001

13. HNAPTHUIAEH HOMEP

ITapTupa:

‘ 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHUJ 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

STELARA 45 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByr3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTUOPUKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (45 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

STELARA 45 mg UH>XEKIIMOHEH Pa3TBOP
yCTeKHHyMa0
s.C.

‘ 2. HAYYH HA ITPNJIOKEHHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABbP/KAHUE KATO MACA, OBEM WJIHN EJUHULIN

45 mg/0,5 ml

6. JIPYTO
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IPEJABAPUTEJIHO HAIT'BJIHEHATA CIIPUHIIOBKA (45 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 45 mg nHXeKIHOHEH pa3TBOP B MPEABAPUTEIHO HAIIBJIHEHA CIIPUHIIOBKA
ycTekuHyMa0

2. OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHO HaTbJIHEHA CIIPUHIIOBKA Chabpika 45 mg ycrekunymab B 0,5 ml.

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

[TomomHm BemiecTBa: 3axapo3a, L-xuctTuans, L-XucTHINHOB MOHOXHAPOXJIOPUA MOHOXHUPAT,
nonucop6ar 80, Boja 3a nHxekiuu. OmakoBKaTa, B KOATO C€ HAMHUPA TO3H JICKAPCTBEH MPOYKT,
ChIbpIKa JIaATEKCOBA TyMa. 3a IONBJIHUTEIHA HH(OPMAIHs BIKTE JIMCTOBKATA.

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJTHA OITAKOBKA

MHxek1noHeH pa3TBOp
45 mg/0,5 ml
1 npenBapuTeNHO HATbJIHEHA CIIPUHIIOBKA

‘ 5. HAYMH HA ITPUJIOKEHUE U I'bT(MLIA) HA BBBEXJIAHE

[la He ce pa3kama.
TlonkoHO NpUIIOKEHUE
[Ipenun ynotpeba npoyerere IMCTOBKATA.

6. CHEHUAJIHO NPEAYIPEXIEHUE, YE JJEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELNA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a [ICLA.

‘ 7. APYI'U CHELOUAJIHUA HNPEAYIPEXIEHUSN, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
Jata Ha U3XBbpIsSHE, IPU ChXPAaHEHUE HA CTallHA TeMIlepaTypa:

‘ 9. CIIEHUAJIHHM YCJIOBUSI HA CbXPAHEHUE

[a ce cbxpaHsiBa B XJIaIWJIHUK.

104



Jla He ce 3ampa3sBa.

ChxpaHsBaiiTe MpeIBapUTEITHO HAITBITHEHATA CIIPUHI[OBKA B KAPTOHEHATA OMAKOBKA, 3a J1a Ce
TpeArasy OT CBETJINHA.

Mosxe na ce chxpaHsBa Ipu craiina temmeparypa (1o 30°C) 3a enqun nepuoy 1o 30 aHH, HO HE MMO-
JUBJITO OT OPUTHHAIHHS CPOK HA TOJTHOCT.

10. CHELOUAJIHU NPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/003

13. NMAPTHUIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAMJIOBA A3BBYKA

STELARA 45 mg

‘ 17. YHHUKAJIEH WIEHTUO®PUKATOP — IBYU3MEPEH BAPKO/]

JIByr3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA ITIPEJIBAPUTEJIHO HAITBJIHEHATA CITPUHIIOBKA (45 mg)

1. HNME HA JIEKAPCTBEHUSA INTPOAYKT U IIbT(MLIA) HA BBBEXK/JIAHE

STELARA 45 mg uH>xeKius
yCTeKHHyMa0
s.C.

‘ 2. HAYYH HA ITPNJIOKEHHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABbP/KAHUE KATO MACA, OBEM WJIHN EJUHULIN

45 mg/0,5 ml

6. JIPYTO
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA HPEJABAPUTEJIHO HAIIT'BJIHEHATA CIIPUHIIOBKA (90 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 90 mg nHXeKIIMOHEH Pa3TBOpP B MPEABAPUTEIHO HAIIBJIHEHA CIIPUHIIOBKA
ycTekuHyMa0

2.  OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika npeaBapuTenHO HaTbJIHEHA CIIPUHIOBKA chabpika 90 mg ycreknnymad B 1 ml.

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

[TomomHm BemiecTBa: 3axapo3a, L-xuctTuans, L-XucTHINHOB MOHOXHAPOXJIOPUA MOHOXHUPAT,
nonucop6ar 80, Boja 3a nHxekiuu. OmakoBKaTa, B KOATO C€ HaMHpa TO3H JICKapCTBEH MPOYKT,
ChIbPIKa JIATEKCOBA r'yMa. 3a JOIbJIHUTEIHA HH()OPMALIUS BUXKTE JTUCTOBKATA.

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJTHA OITAKOBKA

MHxek1noHeH pa3TBOp
90 mg/1 ml
1 npenBapuTeNHO HATbJIHEHA CIIPUHIIOBKA

‘ 5. HAYMYH HA ITPUJIOKEHUE U II'BT(MLIA) HA BBBEXJIAHE

[la He ce pa3kama.
TlonkoHO NpUIIOKEHUE
[Ipenun ynotpeba npoyerere IMCTOBKATA.

6. CHEHUAJIHO NPEAYIPEXIEHUE, YE JJEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELNA

I[a CC CbXpaHABa Ha MACTO, HCAOCTBHIIHO 3a [ACLaA.

‘ 7. APYI'U CHEHOUAJIHUA HPEAYIIPEXKXKIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
Jata Ha U3XBbpIsSHE, IPU ChXPAaHEHUE HA CTallHA TeMIlepaTypa:

‘ 9. CIIEHUAJIHHM YCJIOBUSI HA CbXPAHEHUE

[a ce cbxpaHsBa B XJIaIMJIHUK.
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Jla He ce 3ampa3sBa.

ChxpaHsBaiiTe MpeIBapUTEITHO HAITBITHEHATA CIIPUHI[OBKA B KAPTOHEHATA OMAKOBKA, 3a J1a Ce
TpeArasy OT CBETJINHA.

Mosxe na ce chxpaHsBa Ipu craiina temmeparypa (1o 30°C) 3a enqun nepuoy 1o 30 aHH, HO HE MMO-
JUBJITO OT OPUTHHAIHHS CPOK Ha TOJHOCT.

10. CHELOUAJIHU NPEAITAZHUA MEPKWU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/004

13. NMAPTHUIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAMJIOBA A3BBYKA

STELARA 90 mg

‘ 17. YHHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIByr3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA ITIPEJIBAPUTEJIHO HAITBJIHEHATA CITPUHIIOBKA (90 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

STELARA 90 mg uH>xeK1us
yCTeKHHyMa0
s.C.

‘ 2. HAYYH HA ITPNJIOKEHHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIHU EJUHULIN

90 mg/1 ml

6. JIPYTO
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IPEJABAPUTEJIHO HAITBJIHEHATA ITNCAJIKA (45 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 45 mg MHXeKIMOHEH Pa3TBOpP B MPEABAPUTEIHO HAITBIIHEHA MTUCAJIKA
ycTekuHyMa0

2. OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHo HaTbJIHEHA MMUCANKa ChAbpKa 45 mg ycreknuaymad B 0,5 ml.

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

[TomomHu BemecTBa: 3axapo3a, L-xuctTuans, L-XucTHINHOB MOHOXHAPOXJIOPUA MOHOXHUIPAT,
nonucop6ar 80, Boja 3a nHxekiuu. OmakoBKaTa, B KOATO C€ HAMHUPA TO3H JICKAPCTBEH MPOYKT,
ChIbpIKa JIaATEKCOBA TyMa. 3a IONBbJIHUTEIHA HH(OPMAIHs BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxek1noHeH pa3TBOp

45 mg/0,5 ml

1 npenBapuTENHO HATBJIHEHA MTUCANKA

[IpenBapuTenHo HabJTHEHA MTUCANIKA 32 €JHOKPATHO TMPUIIOKEHHE

‘ 5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/IAHE

OTBOPETE TYK

[la He ce paskiama.

IToakoxHO MpHUIOKEHHE

IIpenu ynorpeba npouerere IMCTOBKATA.

6. CIHEHUAJIHO ITPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT NOTJIEJA U TOCEI'A HA TELITA

Ja ce cexpaHsBa Ha MSCTO, HEJOCTHITHO 3a JeTa.

‘ 7. APYI'U CHEIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

Tl'onen no:
Jara Ha U3XBBPIISIHE, IPU ChbXPAaHEHHE Ha CTaliHa TeMIleparypa:
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‘ 9. CIHHEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

[la ce cbxpaHsaBa B XJIQAWIHUK.

[la He ce 3ampa3sBa.

CoxpaHnsBaiiTe IpeABAPUTEIHO HAIIbJIHEHATa II1calka B KAPTOHEHATa OlIaKOBKa, 3a J1a ce IIpeAnasu oT
CBETJIMHA.

Moxe na ce cbxpaHnsiBa pH craifna remneparypa (1o 30°C) 3a eaun nepuoa o 30 aHH, HO HE TO-
JIBJITO OT OPUTHHAIHHS CPOK HA TOAHOCT.

10. CHEINUWAJHH NPEAITASHU MEPKU ITPU NU3XBBPJIISAAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA ITIPUTE/KATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/006

13. HNAPTHUIEH HOMEP

ITapTupa:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAMJIOBA A3BBYKA

STELARA 45 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKo ¢ BKJIIOYECH YHUKAIECH HACHTU(DUKATOD
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

OT BBTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3rsIo "YkazaHusTa 3a yrnorpebda" npenu ynorpeoda.
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MUHHUMYM JAHHU, KOUTO TPABBA JIA CbABPXKAT MAJIKUTE EANVHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPEJIBAPUTEJIHO HAITBJIHEHATA IIMCAJIKA (45 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

STELARA 45 mg uH>xeKius
yCTeKHHyMa0
s.C.

‘ 2. HAYYH HA ITPNJIOKEHHUE

‘ 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJAEH HOMEP

Lot

5. CBbABbPKAHUE KATO MACA, OBEM WJIHN EJUHULIN

45 mg/0,5 ml

6. JIPYTO
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IPEJABAPUTEJIHO HAITBJIHEHATA ITNCAJIKA (90 mg)

1. NME HA JJEKAPCTBEHUSA ITPOAYKT

STELARA 90 mg MHXeKIIMOHEH Pa3TBOpP B MPEABAPUTEIHO HATBIIHEHA MTUCAJIKA
ycTekuHyMa0

2. OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHo HabJIHEHA MUcaika cbabpka 90 mg ycrekuaymad B 1 ml

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

[TomomHm BemiecTBa: 3axapo3a, L-xuctTuans, L-XucTHINHOB MOHOXHAPOXJIOPUA MOHOXHUPAT,
nonucop6ar 80, Boja 3a nHxekiuu. OmakoBKaTa, B KOATO C€ HaMHpa TO3H JICKapCTBEH MPOYKT,
ChIbpIKa JIaATEKCOBA TyMa. 3a IONBbJIHUTEIHA HH(OPMAIHs BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

MHxek1noHeH pa3TBOp

90 mg/1 ml

1 npenBapuTENHO HATBJIHEHA MTUCANKA

[IpenBapuTenHo HabJTHEHA MTUCANIKA 32 €JHOKPATHO TMPUIIOKEHHE

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/IAHE

OTBOPETE TYK

[la He ce paskiama.

IToakoxHO MpUIIOKEHHNE

ITpenn ynorpeba mpoyereTe JINCTOBKATA.

6. CIHEHUAJIHO ITPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT NOTJIEJA U TOCEI'A HA TELITA

Ja ce cexpaHsBa Ha MSCTO, HEJOCTHITHO 3a JeTa.

‘ 7. JAPYI'U CHEIIUAJIHUA NPEAYIIPEXXKIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
Jara Ha U3XBBPIISIHE, IPU ChbXPAaHEHHE Ha CTaliHa TeMIleparypa:

115



‘ 9. CIHHEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

[la ce cbxpaHsaBa B XJIQAWIHUK.

[la He ce 3ampa3sBa.

CoxpaHnsBaiiTe IpeABapUTEIHO HAIbJIHEHATA I1cajlka B KApTOHEHATa OIIaKOBKa, 3a /1a Ce IIPeAnasy oT
CBETJIMHA.

Moxe na ce cbxpaHnsiBa pH craifna remneparypa (1o 30°C) 3a eaun nepuoa o 30 aHH, HO HE TO-
JIBJITO OT OPUTHHAIHHS CPOK HA TOAHOCT.

10. CHENUWAJHH NPEAITA3SHU MEPKU ITPU NU3XBBPJIIAAHE HA HENU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA ITIPUTE/KATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/007

13. HNAPTHUIEH HOMEP

ITapTupa:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAMJIOBA A3BBYKA

STELARA 90 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKo ¢ BKJIIOYEH YHUKAIECH HACHTU(UKATOD
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

OT BBTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3rsIo "YkazaHusTa 3a yrnorpebda" npenu ynorpeoda.
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MUHHUMYM JAHHU, KOUTO TPABBA JJIA CbABPXKAT MAJIKUTE EANHUYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA IIMCAJIKA (90 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

STELARA 90 mg uH>xeK1us
yCTeKHHyMa0
s.C.

‘ 2. HAYYH HA ITPNJIOKEHHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. IMAPTUJAEH HOMEP

Lot

5. CBbABbPKAHUE KATO MACA, OBEM WJIHN EJUHULIN

90 mg/1 ml

6. JIPYTO
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b. IUCTOBKA
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 130 mg koHueHTPAT 32 HH(Y3UOHEH PAa3TBOP
ycrekunyMab0 (ustekinumab)

HqueTeTe BHUMATEJHO OslJIaTa JTUCTOBKA, IIPEeIH Ja 3alI0OYHETE 1a U3110J13BaTe TOBAa
JIEKaApCTBO, ThH KaTO TH CbABbpPiKa BaxKHa 3a Bac I/IHQ)OpMal[I/IH.

Ta3u JUCTOBKA € HANKCAHA 32 nmanMeHTa, KOHTO npuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 TPOUYETETE OTHOBO.

- AKO UMare HIKaKBH JOMBIHUTEIHA BBIPOCH, TonuTaiite Bamms nexkap uinn gapmarieBt.

- AKO TIOJTyYuTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gpapmarert. ToBa
BKJIFOYBA ¥ BCHYKHU BH3MOKHHU HEXKETIAaHU PEaKINH, HEOMMMCAHU B Ta3U JIUCTOBKA. BuxkTe
Touka 4.

KakBo cbabpska Ta3u JUCTOBKA

Kaxkso npencrasmisiBa Stelara v 3a KakBo ce U3IMOJI3BA

Kaxkso Tpsa6Ba na 3Haere, mpeau na u3noi3Bate Stelara

Kak mie ce npuiara Stelara

BBb3MOXKHM HEXKEJIaHU peaKIIuu

Kak na cexpansBare Stelara

ChappikaHue Ha ONAKOBKAaTa U AOIBJIHUTEIHA HH(pOpMaLIKs

SN A LN

1. Kakso npencraBisiBa Stelara u 3a KakBo ce H3M0JI3Ba

Kaxkso npeacraBasBa Stelara

Stelara cbaBpKa aKTUBHOTO BEILIECTBO ,,yCTEKUHYMa0’, KOETO € MOHOKJIOHAJHO aHTHTSLIO.
MOHOKIIOHATHUTE aHTHUTEIA ca IPOTEHHH, KOUTO pa3lo3HaBaT M CBBP3BAT ONpeIeNieHH CrielinGUIHN
NPOTEWHH B OpTaHU3Ma.

Stelara npuHaanexu KbM Ipyna JeKapcTBa, HAPEUCHH ,,iMyHOcynpecopu”. Te3un nekapcTBa aeicTBar,
KaTo HaMaJIsIBaT akKTHBHOCTTA Ha YacT OT UMyHHATa CHCTEMa.

3a xkakBo ce n3nmoji3Ba Stelara

Stelara ce u3mnoi3Ba 3a JieueHUE Ha CIIEIHATE BH3MAIUTEIHN 3a00JIIBaHUS

. YmMmepeHa 1o Texxka 6osect Ha KpoH — nipy BB3pacTHU | Je1ia Ha BB3pacT 2 U IOBeYe TOJTUHI
° YMepeH 10 TeXBK yIIEpOo3eH KOJIUT — IIPU Bh3PACTHH U Jella Ha Bh3PAcT 2 U MOBEYE T'OJUHH

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTeliHO 3a00JI1BaHe Ha yepBaTa. Ako nmate 6ojiecT Ha KpoH mbpBo 1ie
Bu ce nagat apyru jgekapctBa. AKO HE C€ MOBJIMAETE TOCTAThUHO MM UMATe HETOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIIUTE U CUMITTOMUTE Ha
3abonsBaneTo Bu.

Yiauepo3eH KoauT

VYIIepo3HUT KOJUT € BE3MATUTEIIHO 3a00JIIBaHe Ha uepBaTa. AKO UMAaTe YiIepo3eH KOIUT, TbPBO
e Bu ce magar apyru ekapceTBa. AKO He Ce TOBIMBATe 100pe WK UMaTe HEMOHOCMMOCT KbM TE3U
JeKapcTBa, MoXe 1a Bu ce maze Stelara 3a HamansBaHe Ha MPU3HAIIMTE M CHMIITOMUTE Ha Barreto
3a00J1BaHe.
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2. Kakso Tpsa6Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJa3saiite Stelara

o AKO CcTe aJIepruyHu KbM YCTEKHHYMA0 WM HIKOS OT OCTaHAINTE ChCTaBKHM Ha TOBa
JIEKapcTBO (M30POCHH B TOUKA 6).
o AKO UIMaTe aKTUBHA MH(peKIus, KoATo Bamusr nekap HaMupa 3a 3HaUnMa.

AKO He CTe CHT'YPHH JIaH HIKOE OT M30pPOSHHTE MO-rope ce oTHacs 3a Bac, mochBeTBaiiTe ce ¢ Barms
Jekap win apmarieBT, Ipeau aa u3noissare Stelara.

Ipexynpe:xkaeHust U NpeANa3sHU MePKH

I'oBopere ¢ Baius nekap win dapmaltieBT npeau aa u3non3sate Stelara. Bamusar nekap 1ie npopepu
ChcTOSIHUETO By nipesin neyeHneTo. YBegpomere cBos Jiekap 3a Besika Barra Gosiect nipesu iedeHneTo.
Crmo Taka nH(popMupaiite Bammis nekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOWTO MOXE Ja
uMa TyOepKyIo3a. BamusT nekap me Bu npernena u 1ie HarpaBu U3clieIBaHe 3a TyOepKyIio3a, Ipean
na nsnon3sate Stelara. Ako BamusiT jgekap cMsiTa, 4e cTe U3JI0KEHH Ha PUCK OT TyOepKyIio3a, MOXe
Ja Bu npeanuiie nekapcTsa 3a JICUSHUETO H.

Cuenere 3a cepro3HU HeKeJIaHU pPeakIuu

Stelara Mo>xe 1a Mpeu3BUKa CEPHO3HU HEKEIaHH PEAKIINH, BKIIOYUTETHO AIEPTUYHH PEAKINH U
uHpeknuu. TpsaOBa ga caenuTe 3a ONpe/IesIeH! IPU3HAIY Ha 3a00JsIBaHus, IOKaTo puemMate Stelara.
Bwxre ,,Cepro3nn HeXXeNaHU peKaluu’ B TOUKA 4 3a MBIHUS CIIUCHK Ha TE3U HEXKEIIAaH! PEaKITUH.

IIpenn na n3nosasBare Stelara mngopmupaiite Bamms Jiekap:

. AKO HSIKOT2a CTe HMAJIM aJIepruyHa peakuusi kbM Stelara. Ao He cTe CUTypHH, TONTUTANTE
Bamus nekap.

o AKO HSIKOTa CTe HMAJIN HAKAKbB BUJ PaK — TOBA €, 3aIl10TO UMyHOCYyIpecopuTe kato Stelara
0TCITabBaT 4acT OT UMyHHATa cucTteMa. ToBa MOJKe J]a MOBHIIH PHCKA OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHHM JIEKAPCTBa (JIEKapCTBO,

NMPOU3BeeHO OT 0M0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT pak MOXKE J1a € MO-BHCOK.

. AKO MMaTe MJIM HACKOPO CTe NMAJH MH(EeKIHsI WM aKO NMaTe HAKAKBH HeoOn4aiHn
OTBOPH 110 KokaTa (pucryn).

o AKO UMaTe HOBU WJIM POMEHSIIIM ce JIe3NU B yJaCThLHUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKo mosy4yaBare Jpyro JeyeHue 3a COPUA3UC U/UJIU MCOPUATHYEH apTPUT — KaTo APYTH

MMYHOCYTIpECOpH WK (oToTeparusi (KoraTo TAJIOTO ce JeKyBa ¢ Tl yaTpasuonerosa (UV)
cBeTNnHA). Te3u JeUeHus ChII0 MOXKE JIa OTCIA0AT YacT OT UMyHHaTa cucteMa. M3mon3BaHero
Ha Te3U JICUeHUs 3aeHO che Stelara He e m3cnenBaHo. Be3MoxkHO € obade, To J1a yBeTUIH
pHCKa OT 3a00sABaHus, CBBP3aHH C OTCIa0BaHE HA UIMyHHATa CUCTEMA.

. AKO 1osTry4aBaTe WM HIKOI'a CTe MOJIy4YaBaJu MHKEKINH 32 JJedeHHe HA aJIepruu — He €
W3BECTHO Jany Stelara Moxe Jja OKake BIUSHHUE BBPXY THX.
. AKO cTe Ha M HaJ1 65 roIMHN — MOXXKE 12 CTE IO-CKJIOHHU KbM HH(EKLIUH.

AKO He CTe CUTYPHH JIaly HIKOE OT ropen30poeHuTe ce oTHacs 3a Bac, moceBeTBaiite ce ¢ Bamms
nexap win apManeBT, Ipeau aa usnonssare Stelara.

Hsikon manmeHTH noiy4aBaT JyMyc-IIOA00OHU pEaKkiMy, BKIFOYUTEIHO KOXKEH JIYITyC epuTeMaToiec U
Iymyc-nono0eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuaymal. ['oBopere Bennara ¢ Bamms nekap,
aKo MOJYYHTE YePBEH, HAJIUTHAT, JIFOIIEI ce OOPUB, TOHSKOTa C MO-THbMHU IPAaHUIIY, B U3JIOKCHUTE
Ha CII'BHIIE YYacThIIM Ha KOKaTa UM CTaBHU OOJIKH.

ChbpaeyeH MHPAPKT U HHCYJITH

Wnudapkr 1 vHCYNTH ca HaOI0JaBaH! B IPOYYBaHE MPH MAIUEHTH C TICOPUA3HUC, JIEKYBAHH ChC
Stelara. Bammsar nexap peoBHO i€ IpoBepsiBa PUCKOBUTE (aKTOPH 3a ChPACUHO 3a00NsABaHe U
uHCyNT npu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonsl Haund. HezabaBHo moTbpcere
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MCIUIMHCKA ITOMOII], aKO IMOJIYIUTC Oolka B r'bpaUTE, ¢1a00CT WK HEOOMYAHHO yceliaHe OT €aHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIECTO WJIX T'OBOPHU WJIN 3PUTCIIHA CMYIIICHUS.

Jlena u roHOIIM
Stelara He ce mpemoprYBa 3a ynorpeba mpu aena ¢ 6onect Ha KpoH wim yimepo3eH KOJIuT mox 2
TOJIMHH, 3aI0TO HE € MPOYYBaH MPH Ta3u Bb3pacTOBa IpyIa.

JApyru nexapcTBa, Bakcunu u Stelara
Tps6Ba ga kaxere Ha Bamus nexap wiu GpapmanesT:

o AKo npremaTte, HaCKOpO CTe€ MPUEMAIN WM € Bb3MOXKHO Ja MIPUEMETE IPYTH JIEKAPCTBA.

o Axo Hackopo Bu e npaBena unu miaHupate 1a Bu ce mpaBu BakcuHanus. /JokaTto nsnonspare
Stelara, Hsikou BUIOBE BakcHHU (’KUBU BaKCHHH) He TpsiOBa Jla ce Impuiiarar.

o Axko cre nomyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha

0ebeto Bu 3a neuenuero cwe Stelara, mpenu To J1a MOMy4YH KaKBaTo U J1a € BAKCUHA,
BKJIIOUMTENTHO XHUBHU BakcuHH, kaTto BIDK BakcuHa (M3no13Bana 3a npennasBaHe OT
TyOepkyo3a). JKuBuTe BakCHHH HeE ce MpernophuBaT 3a Barero 6e0e mpe3 mbpBUTE JBaHAAECCET
Mecella ciell pakJJaHeTo, aKo CTe TorydaBany Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nexapsT Ha Bamero 6e6e He mpenopbya Ipyro.

BpemeHHOCT M KbpMeHe

o Axo cte OpeMeHHa, CMATATe, Ye MOJKe J1a cTe OpeMEeHHa WM TUIaHupaTe OPEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms gekap npenu ynorpebara Ha TOBa JICKapCTBO.
o He e nabxironaBaH 1mo-BUCOK PHUCK OT BpoJieHH JedekTu npu OedeTa, n3noxeHn Ha Stelara B

yrpobara. [lannute ot ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00aue ca OrpaHUYCHH.
ITopaau ToBa € 3a npennovnTane aa ce u3dArasa ynorpedara Ha Stelara mo Bpeme Ha
OpEeMEeHHOCT.

o AKo cTe jkeHa ¢ AeTepoeH MOTSHINAN, )KEJIATETHO € Ja He 3a0peMeHsBaTe U Jja U3I0JI3BaTe
MOJXOIAII IPOTHBO3auaTh4eH METOI, Korato u3noissare Stelara u mone 15 cenmunu ciex
HOCJICTHOTO Npuiiarane Ha Stelara.

o Stelara Mo>xe 1a mpeMuHe Mpe3 IUIaleHTaTa B HepoaeHoTo Oebe. Ako cre nomydaBanu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo By Moke /1a iMa TI0-BHCOK PHCK OT WH(EKIHS.
o BaxxHo e 1a kaxeTe Ha JiekapuTe Ha Bamero 6ede u Apyru MEANIIMHCKH CIIEIHAINCTH, aKO CTe

noiy4aBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, Ipeau 0e0eTo 1a MoMyYH KaKBaTo U J1a €
BakcuHa. JKuBu Bakcunu, kato BIXK Bakcuna (n3mon3BaHa 3a npeana3zBaHe OT TyOepKyJi03a),
He ce npernopbuBar 3a Bamero 6e6e mpe3 mbpBUTE ABAaHAZECET MECeIa clie]] paskAaHeTo, aKo
cTe noiy4aBaiu Stelara mo Bpeme Ha OPEMEHHOCTTa, OCBEH aKo JiekapAat Ha Bamiero 6ebe He
npenopbya Apyro.

o YcreknHymad MoKe Jla MpeMUHe B KbpMaTa B MHOTO MaJIKi KosmdecTBa. [locbBeTBaiiTe ce ¢
Bamms nekap, ako KbpMHUTE WX aKo TUIaHUpare jJa Kbpmute. Bue u Bamwsr sekap TpsoBa na
pelmTe ganu TpsOBa Aa KbpPMUTE WK Jla H3Mo3Bare Stelara - He npaBeTe u JABETe.

Ilodupane u padoTa ¢ MAIIUHU
Stelara He MOBNKSBA WITH MTOBIUSBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IoQHpaHe 1 padoTa ¢ MAITUHH.

Stelara ceabp:ka HaTpHit

Stelara cpabpixka mo-manko ot 1 mmol Hatpwmii (23 mg) Ha /1033, T.€. MOXKE JIa ce Kaxe, ue
NPaKTHYECKU HE ChAbPKa HATPUiL.

[Ipenu na Bu 6pne npunosxen obaue, Stelara ce cMecBa ¢ pa3TBOp, KOMTO chabpxa HaTpHid. | 'oBopeTe
¢ Bamms nexap, ako cTe Ha JueTa ¢ HUCKO ChIBbpXKaHUE Ha HATPHIA.

Stelara ceabp:ka nmonucopdar 80

Stelara ceappxa 10,8 mg momucopbar 80 (E433) BB Beska 1032, KOSATO € EKBUBAICHTHA Ha

0,40 mg/ml. [TonrcopOaTuTe Morar JAa NPUUMHAT AIEPTUYHU peaknuu. TpsaoBa na kaxere Ha Bamms
JieKap, ako UMaTe yCTaHOBEHH aJIepPruH.
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3. Kak me ce npuiara Stelara

Stelara e mpeHazHayveH 3a ynoTpeda 1Mo phKOBOJCTBOTO U KOHTPOJIA Ha JIEKap C OIUT B
JIUArHOCTHKATa U JiedueHneTo Ha OosiecT Ha KpoH mnu Ha yiiepo3eH KOJHT.

Bammsar nexap me Bu npunoxu Stelara 130 mg koHLEHTpaT 3a HH(QY3HOHEH Pa3TBOP KAIIKOBO BHB
BeHaTa Ha pbKaTa (MHTpaBeHO3HA UH(]Y3Hs) B IPOIbIDKEHUE Ha Hall-Malko enuH 4yac. [lockBeTBaiite
ce ¢ Bamms nekap 3a ToBa, kora 1e Bu ce mocTaBAT MHKEKIIMUTE U KOT'a IIIe ca CIEABAILNUTE
KOHTPOJIHU TpEryea.

KakBo kosmyectBo Stelara ce mpuiiara
Bamusr siexap 1iie perim KakBo KoindecTBo Stelara TpsiOBa 1a MOyYUTe U 32 KAKBB TIEPHO OT BPEME.

Bb3pacTuy Ha 18 roquHn UM no-roJieMu
BoJect Ha KpoH 1 yjnepo3eH KOJIUT

. JlekapsT 111e M3YUCIIM IPENophUMTEIIHATA 3a Bac 103a 3a MHTpaBeHO3HA HH(Y3HS Bb3 OCHOBA Ha
TenecHoTo Bu Termno.
Barreto tenecHo Terio Jloza
<55kg 260 mg
>55kg no<85kg 390 mg
> 85 kg 520 mg
. Crnen HawamHaTa MHTpaBEHO3HA 1032 e Bu Ob1e mpunoxeHa ciensamiara g03a 90 mg Stelara

gpe3 UHKEKITUS 01 KoxKaTa (,,[I0KO0KHO ) ciiel 8 CeAMUIIM U CJIeT TOBA Ha BCEKHU 12 CeAMMUITH.

Hena c Terso nmox 40 kg
BoJect Ha KpoH 1 yJjmepo3eH KoJIuT

o JlexapsT 11e onpeneny npenopbunTenaHara 3a Bac 1o3a 3a uHTpaBeHO3Ha HH(Y3HUS Bb3 OCHOBA
Ha TenecHata Bu noBepxHocT (BSA)
o Cnen HayanHara 1o3a Bamusar nekap e onpezeny ciesalara 103a Bb3 OCHOBa Ha Bamara

BSA. Ille momyuuTte Ta3zu po3a Stelara cien 8 ceAMHIIN U clie/T TOBa HA BCEKU 12 ceqMUIM upe3
WH)XEKTHpaHe 01 Koxkata (,,[I0KOKHO™).

Hena c Teruo Haii-manxo 40 kg

BoJect Ha KpoH 1 yJjmepo3eH KoJIuT

o JlexapsT 1€ ompeieNny NpenopbunuTeIHaTa 3a Bac 1o3a 3a MHTpaBeHO3HA HH(DY3HS Bb3 OCHOBA
Ha TenecHoTo Bu Terio.

Bamieto TenecHo Terio Jloza
>40 o <55kg 260 mg
>55kg no <85 kg 390 mg
>85 kg 520 mg
. Crien HayaHaTa MHTPABEHO3HA 1034 I MOIy4HTe clieABainata 103a 90 mg Stelara upe3

WH)XEKTHpaHe 01 Koxkarta (,,[IOKOXKHO ) cliea § CeIMUIIH, a CIIe/ TOBa Ha BCEKU 12 CeIMUIIH.

Kax ce npuniara Stelara

[IspBaTa no3a Stelara 3a neyenne Ha 6osect Ha KpoH uin yiepo3eH KOJIUT ce mpujiara oT JeKap
KaIllkOBO BbB BEHA B pbKaTa (MHTpaBeHO3HA HHPY3HUs).

I'oBopete ¢ Bammus ngexap, ako uMare BbIIPOCH OTHOCHO ITpuiiaraHero Ha Stelara.

AKO cTe NpoIycHAJIM 1a u3noJj3Bare Stelara

Axo cTe 3a0paBHIIH WIIK CTE IPOITYCHAJIM Yaca CH 3a MpUiIaraHe Ha 703a, CBbpKeTe ce ¢ Bamms iekap
3a IUIaHUpaHe Ha HOB Yac.
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AKo cTe cipesin ynorpebara Ha Stelara
He e onmacno na cripere ynotpe6ara Ha Stelara. Axo obaue s cripere, Bamunte cumnromu Moxe aa ce
BBH300HOBSIT.

AKO MaTe HSIKaKBHU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBA JIEKApCTBO, IONUTAlTe
Bamms nekap nnu dapmanesT.

4.

Bb3MOKHHU HexkeJIaHU peaKknuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NIPCAU3BUKA HCXKCIIaHN PCAaKINKU, BBIIPEKH Y€ HE
BCCKMU I'M I10JTy4aBa.

CepuoO3HH HexKeJTaHU peakuu
Hsikon manmeHTH MOXe Jja UMaT CepUO3HU HEXEJaH! PeaKiy, IIPH KOUTO J1a c€ Hajlara CIeIIHO
JICYCHHE.

AJIeprUYHM peaKIu — MOsKe 1a U3MCKBAT cielHo JedeHue. Uapopmupaiite Bamus
JIeKap MJIM He320aBHO NOThpceTe CIelHa MeJUINHCKA ITOMOI, AKO0 3a0e/IeKnuTe HAKOM 0T
cJIe[IHUTE MPU3HAILH.
o Cepuo3HHTE aepruIHy peakH (,,aHapuIakcus’”) ca peaKH MU Xopa, IpreMarii
Stelara (moxe na 3acernat o 1 Ha 1 000 nymm). [TpusHanmTe BKIIOYBAT:
o 3aTPyJHEHO AHIIAHE WIH MPETIIBIIAHE
O HHUCKO KPBbBHO HaJIATAHE, KOCTO MOXKE J1a IPUYWHU 3aMasiHOCT UJIU CBETOBBPTCIK
o MolyBaHe Ha JINLIETO, YCTHUTE, ycTaTa Uild I'bpPIIoTO.
. UecTtuTe npu3HANK Ha AIepTrUYHA PEaKIvs BKIIOUBAT KOXKEH OOpUB U YPTUKApHS (MOXKE
na 3acerHat 1o 1 va 100 qymm).

Peaxkuum, cBbp3aHu ¢ MHPY3UATA — AKO ce JIeKyBaTe 3a 0oJsiecTTa Ha KpoH nian 3a
yJIIepo3eH KOJMT, MbpBaTa 1032 Ha Stelara me ce mpuiI0ku KankoBo BbB BeHA
(nHTpaBeHo3Ha MHPY3us1). Hsaxon manueHTH MOJy4aBaT CEPUO3HH AJICPIHYHH PeaKINU
1o BpeMe Ha uHQy3uATAa.

B peaxu ciryyan ce cb001IaBAT aJleprudHy 0e10ApoOHN peakuu 1 0e101po0HO
BB3MaJIeHHe NIPU NaleHTH, KOUTO NMOJIy4YaBaT yCTeKHHYMa0. YBegoMeTe BeHara Bammus
JIeKap, aK0 MOJIyYUTe CHMIITOMH KAaTO KAalJIMIA, 33lyX H BUCOKA TeMIlepaTypa.

AKO TIONy4YHUTe CeprO3Ha allepTUYHa peaknus, Bammsar ekap Moxe na pem, 4e Bue He TpsOBa
Ia ynorpedsBare Stelara 0THOBO.

HNHadexnnn — Moxke 1a M3MCKBAT crieliHo Jeyenue. Undopmupaiite Bamms iekap, ako
3a0eJie;KUTe HAKOM OT CIeJHUTE NPU3HALN.

o MH(EKIUUTE Ha HOCA WM T'BPJIOTO U IPOCTyJaTa ca 4ecTH (Moxe Aa 3acerHar ao 1 Ha
10 mymmn)

o WHQEKIUUTE HA TOTHUTE TUXATSITHA IbTUINA (TPBHIHN HHPEKIMH) ca HedecTH (MOoXKe Ja
3acerHar jo 1 va 100 mymrm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MoXe Ja 3acerde o 1 Ha
100 mymm)

o xepnecute (BUI Oone3HeH 00pUB ¢ MEXypH) ca HedecTH (Moxke Aa 3acerHar a0 1 Ha
100 mymm)

Stelara mosxe na Hamanu ciocobnoctTa Bu na ce 6opute ¢ nadekunu. Hixon nndexunn moxe
Jla CTaHAT CEPHO3HU U MOJXKE JIa BKITFOUBAT WHPEKIMH, IPHYUHEHU OT BUPYCH, THOUYKH,
OakTepuu (BKJIFOUUTEIIHO TyOCPKYJI03a) WK Mapa3uTH, BKIOYUTEITHO HHPEKIIUH, KOUTO
BB3HUKBAT MIPEAMMHO IPU X0pa ¢ oTciiabeHa UMyHHA cucTeMa (OMOPTIOHUCTUYHU HHPEKIIHN).
[Ipu nanpenTy, moryyaBaiy ycTeKHHyMa0, ce cbo0IIaBaT ONOPTIOHUCTUYHN HH(EKIINN Ha
MO3bKa (eHIedanuT, MCHUHTHUT), OeTUTe APOOOBE U OUUTE.
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Hoxaro ymorpedsBare Stelara, TpsOBa ma ciequte 3a mpu3Hany Ha wHQeKws. Te BKIFOUBAT:
BHCOKA TeMIIEPaTypa, TPUIIONOJ00HN CUMITTOMH, HOIITHO TIOTEHE, 3ary0a Ha Terio
yMOpa HJTH 3a/TyX, YIIOpUTa KaILIUIa

TOILIA, 3a4epBeHa U OOJIE3HEHA KOXKa WITH 00JIE3HEH KOXKEeH OOpUB C MEXYPH

MapeHe Npy ypuHUpaHe

Japust

3pUTEITHO CMYIIEHUE HITH 3ary0a Ha 3peHue

rJ1aBo0OHe, CKOBAaHOCT Ha BpaTa, 9yBCTBUTEITHOCT KbM CBETIINHA, TaJI[eHE UITH
00BPKAHOCT.

Undopmupaiite Bamms gexkap BegHara, ako 3a0eeKuTe HIKOW OT Te3U NpU3HAIK Ha
uHdeknus. Te morat na ObIaT MPU3HAIKM HA HHMEKIIUH KaTO TPhIHA HHPEKIINU, KOXKHU
WH(EKINHU, XepIiec 30CTep WIN ONOPTIOHUCTHYHH MH(EKIINU, KOUTO MOTaT Jia IOBEAAT JI0
CepHO3HU ycnoxkHeHus1. MHpopmupaiite Bamms nekap, ako nMaTe HsIKaKBa yHOpHUTa WM
noBTapsmia ce nHpeKu. BamusaT gekap Moxxe 1a pely, 4e He TpsiOBa 1a ynorpedsiBare
Stelara, noxaro nHdeknuaTa He ObJIC U3JICKyBaHa. YBeaoMeTe Bars nekap, U ako umaTte
OTBOPEHH PAaHU WM HapaHIBaHUS, Thi KaTO MOXe Ja c€ HH(PEKTHPAT.

Jlo1eHe Ha KOKaTa — MHTEH3MBHOTO 3a4epBsiBaHe U JIOIIeHe HA KOXKAaTa HAa Mo-roJiaMa
IUIOLI O TAJIOTO MOsKe 12 €2 CHMITOMH HA ePUTPOJePMHYEH MCOPUAZUC HIIH
eKC(OIHATHBEH JePMATHT, KOUTO €A CEPUO3HU KOKHU 3a00/1iBaHuA. AKO 3a0e/ieskuTe
HAKOH OT Te3W MPHU3HALM, TPAOBa 1a nHopMupaTte Bammus jexkap He3a0aBHO.

Jpyru HexkeJlaHU peaKnMu

YecTu HexeIaHu peakumnu (Moxe 1a 3acersar 1o 1 Ha 10 gymm):
Japust

rajicHe

MOBpPBIIIaHE

yMmopa

3aMastHOCT

riaaBoboime

chpOex (MpypuUTyC)

0o0jKa B rppOa, MyCKyJIUTE UIIH CTaBUTE
BB3MAJICHO I'bPJI0

3auepBsBaHe U 00JIKA Ha MACTOTO Ha MH)KCKTHPaHEe
UH(EKIHs Ha CHHYCHTE

HeuecTu Hexkenann peakuuu (Moxe na 3acerHat 1o 1 Ha 100 qymm):

° WH(EKINU Ha 350UTE

. BarvHaJTHA HH()EKIHS, TPUYNHEHA OT 'bONYKHI

° Jenpecust

° 3aITyIIeH HOC WK XpeMa

. KbpBEHE, IOCUHSBaHE, BTBBPASBAHE, II0{yBaHe, CbPOEK, 3aUuepBsiBaHe U OOIKa Ha

MSCTOTO Ha MHKCKTHUPAHE

o ycelase 3a cabocT

o CriaJiaHe Ha KJlenada U H3KpHUBsIBaHEe Ha MYCKYJIHTE Ha eHAaTa MOJIOBHHA Ha JIUIETO
(,yMIIeBa Mapann3a’” Wid ,,l1apain3a Ha benx’”), KoaTo OOMKHOBEHO € BpeMEHHA

o IPOMsIHA Ha IICOpHA3Kuca ChC 3aUCPBABAHE M HOBH MAJIKH, JKBJITH WU OCIH MEXYPH 110
KO)KaTa, TOHSIKOTa IPUIPYKEHU C TeMIteparypa (IIyCTyI03€eH IICOPHA3UC)

. OeneHe Ha Kokarta (eKCoaramus Ha KOKaTa)

o aKHe
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Peaxu Hexxe1aHM JieKapcTBeHH peakuuu (Moxe Aa 3acerHar o 1 va 1 000 gymm)

o 3ayepBsiBaHE U JIIONICHE HA KOXKATa Ha MO-TOJIsiMa TUIOI TI0 TAJIOTO, KOUTO MOXKeE Ja
ChpOAT UK 1a ca Oone3neHM (ekconmatuBeH nepmartur). [lomoOHu cuMmromu
MIOHSIKOTA Ce pa3BUBAaT KaTO €CTECTBEHA POMSHA Ha BUJIa HA CHMIITOMH Ha TICOPUA3UC
(eputpomepMUUEeH IICOPUABHC)

o Brananenue Ha ManKuTe KPhbBOHOCHU ChJIOBE, KOETO MOXKE JIa TOBEJIE JI0 KOKEH O0PHUB C
MaJIK{ YEPBEHU WX JIMJIABU TIOAYTUHH, TEMIIepaTypa Uik 00JIka B CTaBUTE (BaCKYJIUT).

MHoro peaku He:KeJIaHU JeKapcTBeHH peakuunu (Moxe faa 3acerHat 1o 1 Ha 10 000 mgyrm)

o OO0pasyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a Ob/ie 3a4epBeHa, Chposiiia 1
Oone3HeHa (0yno3eH meMQpUronm)
o KOYKCH JIYITyC €pUTEMATO/IEC U JIYIyC-1000€H CHHIPOM (YEepPBEH, HATUTHAT, JTFOMIEI Ce

00pHB B M3JIOKEHUTE HA CIBHLE YUaCThLHU HA KOXKaTa, KOWTO MOXKE J1a € MIPUIPYKEH OT
0OJIKU B CTaBUTE).

Cpol0maBaHe HAa HesKeJIAHM PeaKIiu

AKO TIONTyuHTe HIKAKBU HEXKEJTaHH JICKAPCTBEHU PeakIiy, yBeaoMere Bamus nexap i gpapmanenT.
ToBa BKIJIIOYBa M BCHYKH BH3MOKHU HEOMHCAHU B Ta3M JIMCTOBKA HEXeJlaHU peakiuu. MoeTe ChIIo
J1a ChOOILIUTE HEKENIaHU PeaKLUMH JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMA 3a ChOOIIaBaHe, MOCOUCHA B
[Ipunoxenue V. Karo crobmaBare HexXeNaHU PEaKLUK, MOXKETE J1a 1aJAeTe CBOsI IPUHOC 3a
NoJy4yaBaHe Ha MoBede HH(OopMaIrs OTHOCHO 0€30ITacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o Stelara 130 mg koHIEeHTpaT 3a MH(Y3UOHEH Pa3TBOP ce Mpuiiara B OOJHUIIA WK KIWHUKA U HE
ce Hajara nauyMeHTUTe Ja FO ChbXPaHsIBAaT WM Ja OOPaBsT C HETo.

[a ce cpxpaHsiBa Ha MSICTO, HEIOCTBITHO 32 JAeLa.

Ja ce cpxpanssa B xnammtHuk (2°C-8°C). [la He ce 3ampazsBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa ONAKOBKa, 3a JIa C€ IPEANa3u OT CBETIMHA.

He pasknamaiite Gpnakonute. IIpoabKUTETHOTO EHEPTUYHO Pa3KIIallaHe MOXKE /1A TIOBPEIH
JIEKapCTBOTO.

He n3moJi3BaiiTe TOBa J1eKapCTBO:

. CJIe/I CpOKa Ha TOJHOCT, OTOEINISI3aH BBPXY €THKETa M KapTOHEHATA OMAaKOBKa CJIC]T
»EXP*“/,,Tonen no*“. CpoKbT Ha TOMHOCT OTTOBAPS HA MOCIEAHUS JICH OT IOCOYCHUS MECETl.

. aKO TEYHOCTTA € C IPOMEHEH IIBSIT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAaIly Ty>K/IU YaCTHIIH
(BwxkTe TOuKa 6 ,,Kak nsrnexaa Stelara 1 KakBO ChAbPKa ONMAKOBKATa™).

. aKo 3HaeTe WM cMsTaTe, Y€ MOXKe Ja € Omira H3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITMICHTHO 3aMpb3BaHe WM 3arpsiBaHe).

. aKo MPOIYKTHT € OMJI CHEPTHYHO Pa3KIaTeH.

. ako oOKaTKara € cuyIeHa.

Stelara e camo 3a egHOKpaTHA yrotpeba. Pazpenenust nH(Y3MOHEH pa3TBOP HITM HEU3TOI3BAHUSAT
NPOJIYKT, OCTaHal BbB ()JIAKOHA ¥ B CIIPUHIIOBKATA, TPSIOBA /1a CE U3XBHPIIU B CHOTBETCTBUE C
MECTHHTE U3MCKBaHHS.

6. Chbabp:kaHue Ha OIAKOBKATA M JOIIbJIHUTETHA MHpOpManms

KakBo cbabpaxa Stelara

. AKTHBHO BEILECTBO: ycTeknHyMa0. Beeku ¢takon chabprka 130 mg ycrekuayMad B 26 ml.

. Hpyru cecraBku: EDTA nunatpuesa cos quxunpart, L-xuctnaus, L-XUCcTUIHHOB
MOHOXHIPOXJIOpUI MOHOXUApaT, L-metnonun, noiucopbar 80 (E433), 3axaposa u Boja 3a
WHKEKIUH.
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Kak nm3runexna Stelara n kKakBo cbIbp:Ka ONIAKOBKATA

Stelara e OucTbp, Oe31BETEH 10 OIETOKBIT KOHIEHTPAT 32 MH(Y3HOHEH pa3TBop. JlocTas ce B
KapTOHEHA OIIaKOBKA, ChAbPrKallla euH cThKICH (piaakoH oT 30 ml ¢ eauHnyHa 1n03a. Beeku diiakon
chabpka 130 mg ycreknaymad B 26 ml KOHIIEHTpAT 32 HHPY3HMOHEH Pa3TBOpP.

IpuTexaTes1 HA pa3pelIeHUETO 32 yNIOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLII/Iﬂ OTHOCHO TOBa JICKApCTBO, MOJIsL, CBbPKCTC CC C JIOKAJTHUSA
MNpEACTABUTCI HA MPUTCIKATECIIA Ha PAa3pCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: 0800 93 377 Tel: +370 5 278 68 88
info_belux@its.jnj.com lt@its.jnj.com

Bbarapus Luxembourg/Luxemburg
»JokoHCHH & JIxxoHchH bhirapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: 800 29 504
jjsafety@its.jnj.com info_belux@its.jnj.com
Ceska republika Magyarorszag
Janssen-Cilag s.r.0. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858

janssenhu@its.jnj.com

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD
TIf.: +45 4594 8282 Tel: +356 2397 6000
jacdk@its.jnj.com

Deutschland Nederland
Janssen-Cilag GmbH Janssen-Cilag B.V.
Tel: 0800 086 9247 / +49 2137 955 6955 Tel: 0800 242 42 42
medinfo-de@its.jnj.com info_nl@its.jnj.com
Eesti Norge

UAB "JOHNSON & JOHNSON" Eesti filiaal Janssen-Cilag AS

Tel: +372 617 7410 TIf: +47 24 12 65 00
ee(@its.jnj.com jacno@its.jnj.com
EArGoa Osterreich
Janssen-Cilag ®oppokevtik) Movonpocmnn Janssen-Cilag Pharma GmbH
A.E.B.E. Tel: +43 1 610 300

TnA: +30 210 80 90 000
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Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75/ +33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bopvéfoc Xoatinmavaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
lv@its.jnj.com

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romaénia
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttfn: +46 8 626 50 00
jacse@its.jnj.com

I[aTa Ha IIOCJECIHO MpepasrjaekaaHne Ha JIMCTOBKaTa

Hoapo6Ha I/IH(I)OpMaL[I/Iﬂ 34 TOBa JICKAPCTBO € MPCAOCTABCHA HA ye6caﬁTa Ha EBpOHeﬁCKaTa arCHIus

1o JiekapcTBara https://www.ema.europa.cu.

Ilocouenara no-40J1y I/IH(bOpMaLII/ISI € IMpeAHa3Ha4YCHa CaMO 3a MCAUIIMHCKU CIICHHUATIUCTU:

IIpocnenumoct

3a na ce mogOOpH MPOCIEAMMOCTTa HA OMOJIOTMYHUTE JICKAPCTBEHU MPOAYKTH, UMETO U TAPTUIHUAT
HOMEp Ha MPUJIOKEHHS MPOTYKT TPsIOBa ACHO J1a ce 3aIrcBarT.
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Vkazanus 3a PaspeKAAHEC!

STELARA konueHTpaT 3a HHQY3HOHEH pa3TBOpP TPsOBA Jja ce pa3pei U Jia ce TIOATOTBU OT
MCEIUIIMHCKHU CIICHUAJINCT C ITIOMOIITAa HA aCCIITUYHA TCXHHKA.

1. 3a BB3pacTHU NALMEHTU U NEAUATPUYHH MALEHTH ¢ Terio Hail-manko 40 kg, nzuncnere noszara
u Opos Ha HeoOxoaumuTe aakonun STELARA Bb3 0CHOBa Ha TEIJIOTO Ha MalueHTa (BK.

Touka 4.2, Tabnuua 1 u Tabauua 3 B KpaTkara XapakTepucTiKa Ha MPOAYKTA) HIIH 3a
neuaTpUYHH MAlMeHTH, KOUTO TexkaT no-maiko ot 40 kg, n3uucnere gozata u Opos Ha
HeoOXoquMHUTe (PIIaKOHU Bh3 OCHOBA Ha TElIECHATA MOBBPXHOCT Ha maiuenTta (BSA) (Bxk.

touka 4.2, Tabnuma 2 B KpaTkaTa xapakrepucTika Ha npoaykra). Becexu diaakon STELARA ot
26 ml ceabpka 130 mg ycrekunymao.

2. Uzrernere u uzxpbpiiere ot MHQY3HOHHHA cak oT 250 ml o6eM OT pa3TBOp Ha HATPUEB XJIOPHU]T
9 mg/ml (0,9%), paBen Ha o6ema STELARA, koiito Tpsi0Ba na ce qo6aBu (U3xBbpiieTe 26 ml
HaTpHeB XJIopH[ 3a Bceku HeoOxoauM ¢uakon STELARA, 3a 2 ¢inakona usxswpiere 52 ml, 3a
3 ¢naxkona uzxsbpiere 78 ml, 3a 4 ¢akona nzxeepiere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcekn HeoOXoauM (IIaKOH U TH JJ0OaBeTe KbM HH(Y3HOHHUS
cak ot 250 ml. Kpaiinusat o0em B nHy31OHHUS cak TpAOBa qa 6bae 250 ml. Buumarenno
cMecere.

4, [Ipu neauarpuvHy NanKMeHTy ¢ 6ojiectra Ha Crohn win yirepo3eH Kojaut ¢ Tero noj 40 kg

Jl03aTa ce U34MC/IsIBa Bb3 OCHOBAa Ha BSA Ha maiMeHTa KaTo eIHOKpaTHa MHTPaBeHO3Ha (1.V.)
no3a STELARA. Ot undyzuonen cak ot 100 ml ¢ pa3rBop Ha Hatpues xaopun 9 mg/ml (0,9%)
U3TeryeTe U U3XBhpiere ooeM, paBed Ha obema STELARA, koiito me ce nob6asu. M3rernere
HeoOxoaumust ooem STELARA ot Bceku dnakoH 1 ro 1o0aBeTe KbM HHPY3HOHHHUS CaK OT

100 ml. Kpaiiaust o6em B nuapy3uonHus cak Tpsiosa aa 6vae 100 ml. CmeceTe BHUMATEIHO.

5. [Ipenu nmpuiaokeHUEeTo MpoBEpeTe BU3yalIHO pa3peneHus pa3teop. He ro ynorpeo6ssaiite, ako ce
Ha0JI0]aBaT BU3YaJIHO HEMPO3payHH YaCTULM, POMSIHA Ha 1IBETA WIIM Uy KIU YaCTHUIIH.
6. [Ipunoxxere pazpeneHus pa3TBoOp 3a MEPHO OT Hal-Maiko enuH yac. Cres KaTo ce pa3peny,

NpUIaraHeTo Ha HHQY3UOHHUAT Pa3TBOP TPsOBa Aa ce M3BBPIIM B pAMKUTE Ha OCEM daca Cie]
paspekaanero B MH(QY3UOHHUS Cak.

7. W3non3eaiite camo HaOOp 3a UH(Y3Us C BrpajicH, CTEPUJICH, aTUPOTreHeH GUITHP ChC CIIabo
CBBp3BaHe Ha MpoTenHU (pazMep Ha opute 0,2 MUKpOMETpa).
8. Bcexu drakoH e camo 3a e THOKpPaTHO MPHIIOKEHUE ¥ HEU3IIOI3BAHHAT JICKAPCTBEH MPOTYKT

Tpﬂ6Ba Ja €€ U3XBBHPJIU B CbOTBETCTBUC C MECTHUTE N3UCKBAHUA.

Cobxpanenue
AKO € He00X0IUMO, Pa3peACHHUAT UH(PY3HOHHUAT Pa3TBOP MOJXKE JIa CE ChXpaHsIBa Ha cTaiiHa

temreparypa. [IpunaraneTo Ha UHQY3MOHHUSAT Pa3TBOP TPSOBA Ja ce 3BBPIIA B PAMKUTE HA OCEM
yaca cliefl pa3pexaaneTo B nH(Qy3HoHHHUS cak. Jla He ce 3aMmpassiBa.
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 45 mg nH:keKIlHOHEH pa3TBoOp
ycreknayMa0 (ustekinumab)

HqueTeTe BHUMATEJHO OslJIaTa JTUCTOBKA, IIPEeIH Ja 3alI0OYHETE 1a U3110J13BaTe TOBAa
JIEKaApCTBO, ThH KaTO TS CbABbPiKa BaKHa 3a Bac HH(l)OpMalII/Iﬂ.

Ta3u JINCTOBKA € HANTMCAHA 32 MANMEHTAa, KOWTO NpHeMa JIeKapcTBOTO. AKO cTe POJMTE] HIH
HACTONHMK, KOITO e npuJjara Stelara Ha neTe, MOJIsI MpoYeTeTe BHUMATEIHO Ta3n
uHGpopmauus.

- 3amnaszere Ta3u IUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 TPOUYETETE OTHOBO.

- AKO UMate HAKaKBH JONBIHUTEIIHA BBIIPOCH, IonuTaiiTe Bamus nexap uiu GapmarieBT.

- ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeotcrrnBaiite Ha Apyru xopa. To moxe
Jla IM HaBpeIy, He3aBUCHMO Y€ TIPU3HAIIMTE Ha TAXHOTO 3a00JsBaHe ca ChITUTE KaTo BammuTe.

- AKO TIOJTyYHTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gapmarert. Toa
BKJIIOYBA U BCUUKHU BB3MOKHHU HEXKEJIAHU PEAKIMHU, HEOIIMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxkso npencrasmnsiBa Stelara v 3a KakBo ce U3IMONI3BA

KakBo Tpsi0Ba na 3Haete, npeau na uinoinspare Stelara

Kak na nsmomnssare Stelara

BB3MOXHY HEeXEaHU peaKIuu

Kak na cexpansBare Stelara

ChappikaHue Ha ONAKOBKaTa U AOIBJIHUTEIHA HH(pOpMALIKs

AR e

1.  Kakso npeacraBiasiBa Stelara u 3a KakBo ce H3I0JI3Ba

Kakso npencrasisipa Stelara

Stelara cbaBpxKa aKTUBHOTO BEILIECTBO ,,yCTEKUHYMa0’, KOETO € MOHOKJIOHAJTHO aHTHTSIIO.
MOHOKIIOHATHUTE aHTHUTEIA ca TIPOTEHHH, KOUTO Pa3lo3HaBaT U CBBP3BAT ONpeIeNieHH CcrielinUIHN
MIPOTEVHH B OPTraHHU3Ma.

Stelara mpuHaANIEKN KbM TPy JIEKApCTBa, HAPSUCHH ,,MyHOCYpecopr’”. Te3u JiekapcTBa JeicTBar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4aCT OT MMYHHAaTa CUCTEMaA.

3a xakBo ce n3noJji3Ba Stelara
Stelara ce u3moi3Ba 3a JIeUeHHE HA CIENHNATE BH3MAIUTEIHN 3a00JISIBAaHUS:

. [InakoB ncopuasuc - Mpu Bb3pacTHU U JIella Ha Bb3PacT OT 6 TOAMHU U MO-TOJIEMHU

. Ilcopuatnuen apTpuT — Opu Bb3PaCTHU

. YmMepena a0 Texka 6oxect Ha KpoH — pu BB3pacTHU | Jielia Ha Bh3pacT 2 M OBeYe TOJANHH
. YMepeH A0 TeXbK yIAepo3eH KOJUT — IIPU Bb3PACTHH U Jella Ha BH3PAcT 2 U MOBeYe MOJUHH

IlnakoB ncopuasuc
,,[ [ITAKOB TIcCOpHa3uc” € KOKHO 3a00JIsIBaHe, KOSTO BOJIU JI0 Bh3MaJICHHE, 3aCATallo KoXaTa i HOKTUTE.
Stelara HamasIgBa BB3MAJIEHUETO U APYTUTC IIpU3HAIU HA 3a00JI51BaHETO.

Stelara ce U3noN3Ba MpU BH3PACTHU C YMEPEH JI0 TEXKBK TUIAKOB MICOPHA3HC, KOUTO HE MOTaT Jia
M3II0JI3BAT LUKJIOCIIOPUH, METOTPEKCAT MJIH (POTOTEpaIys, WK KOTaTo Te3U JICUCHHsI He ICHCTBAT.

Stelara ce u3mo/3Ba IpH JClia U FOHOIIN Ha Bh3pacT 6 TOJUHM U TO-TOJIEMH C YMEPEH 10 TeKbK

IIJIaKOB IICOpHUa3nucC, KOMTO UMAaT HCIIOHOCUMOCT KbM (bOTOTepaHI/ISI WK JpYyTru CUCTEMHHU TEpalnu, UJIn
KOrartro T€3u JICYCHHA HE ,Z[GﬁCTBaT.
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IlcopnaTnyen apTpur

[IcopuaruueH apTpUT € BB3MAINTETHO 3a00JIsIBaHE HA CTAaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMare akTUBEH IICOPUATHYEH apTPHT, IbPBO 1ie Bu nekyBat ¢ apyru nexkapcrBa. AKo
HE ce MOBJIUAeTEe JOCTaThYHO JJ0Ope OT Te3H JeKapcTBa, Moke na Bu ce nmpennuie Stelara, 3a na ce:

° HaMaJsIT IpU3HAIUTE U CUMIITOMUTE Ha 3a00JsBaneTo Bu;
o noj00pu puznyeckoTo Bu cherosiaue;
) 3a0aBU yBpexIaHeTo Ha Baiure craBm.

Bouaect na Kpon

Bbonectra Ha Kpon e Bp3nanuTenHo 3a0ossBane Ha dyepBara. Ako uMate 6osect Ha KpoH mbpBo 111e
Bu ce magat npyru nexapctBa. AKO He C€ TTOBIIMSETE TOCTATHYHO WM UMAaTe HETIOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3a0osisBaneTo Bu.

Yiuepo3eH KoauT

VIepo3HUT KOJUT € B3MaIUTENIHO 3a00IsIBaHe HA uepBaTa. AKO UMaTe YiIepo3eH KOJINT, IbPBO
e Bu ce magar apyru ekapceTtBa. AKO He ce TOBIMSBATe 100pe WK UMaTe HEMOHOCMMOCT KbM TE3U
JekapcTBa, MoXe 1a Bu ce naze Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CAMIITOMUTE Ha Bameto
3a00J1BaHe.

2. Kakso Tpsa0Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJ3saiite Stelara

o AKO cTe aJIepruiHi KbM YCTEKHHYMAa0 WM HIKOS OT OCTAHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHH B TOUKa 6).
o AKO MMaTe aKTHBHA MH(eKLMs, KOSITO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CUTYPHH J1ajli HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHAcA 3a Bac, mocwBeTBalite ce ¢ Bammms
nexap win (hapmarneBT, Ipeau 1a u3non3sare Stelara.

IIpenynpesxaeHust U NpeanasHu MepPKH

l'oBopete ¢ Bamms nekap nim ¢apmaneBT npeau aa usnonssare Stelara. BammsT nekap me nposepu
ChCTOAHMETO By npeau Besiko JeueHne. Y BegoMeTe cBOs JieKap 3a Bcska Barra 6osiect mpeau BCsSKO
neuenne. Coio Taka nHpopMupaiite Bamms iekap, ako HACKOPO cTe OMITN B KOHTAKT C YOBEK, KOUTO
MOXe J1a UMa TyOepkyno3a. BammsaT nexap me Bu npernesa u me Hanpasy u3cieaBaHe 3a
TyOepKyJo3a, npean Aa u3nonssare Stelara. Axo Bammar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyJo3a, Moke Aa Bu mpeamnuiie nekapcTsa 3a JIE4eHUeTo H.

Cieere 3a ceprO3HH HeKeJIaHU peaKluu

Stelara Mosxe 1a mpeIu3BUKa CEPHO3HU HEKETaHH PEAKIINH, BKIIOYUTETHO AJIEPTUYHH PEAKINH U
uHpexnuu. TpsOBa Ja ciaeauTe 3a ONpe/Ie/ICHH IIPU3HAIY Ha 3a00J1ABaHus, T0OKaTo npuemMaTe Stelara.
Bwxre ,,Cepro3nn He)XENaHU peakiny B TOYKA 4 3a MMBIHUS CIIUCHK Ha TE3U HEXKEIIAaHU PEAKITUH.

IIpeau na usnoJssBate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTAa CTe HMAJIM aJIepruYHa peakuusi kbM Stelara. Ao He cTe CUTypHH, TONTUTANTE
Bamus nekap.

o AKO HSIKOTA CTe HMAJIM HAKAKBB BUJ PaK — TOBA €, 3aIlI0TO UIMYHOCyTpecopuTe karo Stelara
0TCci1abBaT 4acT OT MMyHHAaTa cuctemMa. ToBa MOKe Jja MOBHIIHN PUCKA OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHHM JIEKAPCTBA (JIEKaApPCTBO,

NPOU3BeeHO OT 0MO0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

o AKO UMaTe HWJIH HACKOPO cTe UMAaJIH MHpeKIus.

o AKO UMaTe HOBU WJIM MPOMEHSIIIM ce JIe3NU B yJaCThLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKo mosy4yaBate Jpyro JeyeHue 3a COPUA3UC U/UJIU MCOPUATHYEH apTPUT — KaTo JAPYTH
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MMYHOCYTIpECOpH WiH (oToTeparus (KOraTo TSIOTO ce JeKyBa ¢ THIl yaTpasuonerosa (UV)
CBETNIMHA). Te3H JeUeHHs ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHeTo
Ha Te3W JICUeHUs 3aeJHO che Stelara He e u3cnenBaHo. Be3MokHO € obade, To Jla yBen4n
puicka oT 3a00JIsIBaHMsI, CBBP3aHH C OTcIa0BaHe HA UMYHHATa CHCTEMA.

o AKO ToJIyYaBaTe UJIH HAKOT'a CTe MOJIyYaBaji HHKEKINH 32 JiedeHHe HAa aJIePrud — He €
W3BECTHO Jany Stelara Moke 1a OKake BIMSIHHE BBPXY TAX.
. AKO cTe Ha M Hajl 65 roIMHU — MOXXE JIa CTE TO-CKIIOHHU KbM HH(PEKIINH.

AKO He cTe CUTYpHH J1ajli HIKOE OT TOPen30pOeHUTE ce OTHACA 3a Bac, mochrBeTBaiite ce ¢ Barmmms
nexap win (hapmarneBT, peau 1a u3non3sare Stelara.

Hsxou manueHTH nomy4aBar JIymyc-oJo0OHU peakliy, BKIIOUUTEIHO KOXKEH JYIyC epUTeMaTonec u
JyIyc-1o00eH CUHAPOM, TI0 BpeMe Ha JIeUeHue ¢ yCTeKuHyMab. ['oBopere BeaHara ¢ Bamms nekap,
aKo MOJYYHTE YePBEH, HAAUTHAT, JIOLIEI ce OOPUB, MOHAKOI'a C MO-TbMHU IPAaHHUIIH, B U3JIOKCHUTE
Ha CII'BHIIE yYacThIIM Ha KOKaTa UM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WubapkT 1 MHCYNTH ca HAOI0JaBaHN B MPOYYBAHE MPHU MAIUCHTH C TICOPHUA3HUC, JTCKYBaHH ChC
Stelara. Bamust jgekap peIoBHO Iiie¢ IPOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIBaHE U
UHCYNT npH Bac, 3a fa € cUrypHoO, 4e Te ce JeKyBaT o Moaxoas1l HaunH. HezabaBHo moThpceTe
MEIUIMHCKA TIOMOIL], aKO TTOJTy4HuTe OOJIKa B I'bPIHTE, CIA00CT WM HEOOMYaliHO yCellaHe OT eHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO WM IT'OBOPHU WX 3PUTCIIHU CMYIICHUA.

Jlena v IOHOIIH

Stelara He ce mpenopbYBa 3a ynorpeda IpH Jelia Ha Bb3pacT o 6 TOJUHM ¢ IICOPHAa3MC, Jeia Ha
BB3pacT MmoJ 2 ToJAuHM ¢ Oosect Ha KpoH WK yiiepo3eH KOJIUT WK TIPH JIella Ha Bb3pacT MO
18 TrOAWHU C IICOPUATHUYCH apTPUT, 3allIOTO HEC € MIPOYUBAH IIPH TC3U Bb3PACTOBU I'PYIIHN.

Jpyru nexapcTBa, Bakcunu u Stelara
Tps6Ba ga kaxere Ha Bamus nexap wiu GpapmanesT:

. AKo npuemare, HAaCKOpO CTe IPUEMAIH WM € Bb3MOXKHO Jja IPUEMETE APYTH JIEKAPCTBA.

. Ako Hackopo Bu e npaBeHa nnu mianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, HsikoM BuOBEe BakCHHH (’KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

. Axo cre nonmyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha

0ebeto Bu 3a neuenuero cwve Stelara, mpenu To 1a Mony4yr KakBaTo U Jla € BAKCUHA,
BKJIFOUMTEITHO JKMBH BakchHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepKyo3a). JKMBUTE BaKCHHU HE ce IperophuBar 3a Barero 6e0e npe3 mbpBUTE IBaHAIECET
Mecela ciell pakJJaHeTo, aKo CTe MomydaBany Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbya ApyTo.

BpemMeHHOCT M KbpMeHe

o Axko cTe OpeMeHHa, cMATaTe, Ye MOKe Jla cTe OpeMEHHA WITH IIAHUpaTe OPEMEHHOCT,
nochBeTBalTe ce ¢ Bamus jekap npenu ynorpebara Ha TOBa JICKapCTBO.
o He e HaOnroaBaH 10-BUCOK PUCK OT BpPOZACHHU Ac(eKTH pu O0edera, u3jiokeHu Ha Stelara B

yrpobara. [lannute ot ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00aue ca OrpaHHUYCHH.
[lopanu ToBa e 3a npennouynTade Aa ce u30sArBa ynorpedara Ha Stelara o Bpeme Ha
OpEeMEeHHOCT.

o AKO cTe KeHa C JIeTepOoACH MOTCHIUATI, XKeJaTeIHO € Aa He 3a0peMeHsIBaTe U /1a U3I0JI3BaTe
MIOJIXOJISTT IPOTHBO3aYaTh4eH METOI, KOraTo u3mnoi3sare Stelara u mone 15 cenmunu cie
NOCJIEHOTO NMpuiarade Ha Stelara.

o Stelara Mosxe 1a mpeMHHE Mpe3 IUIaleHTaTa B HepoJieHoTo 6ebe. AKo cre nonydaBanu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0ebeTo Bu Moxke 1a nMa 0-BUCOK PUCK OT HH(EKIIHSI.
o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamero 0ede u Apyru MEAUIIMHCKH CIICIIHAINCTH, aKO CTe

nojiydaBaiu Stelara o BpeMe Ha OpeMEHHOCTTa CH, IIpeau 0e0eTo Ja MoTy4n KaKBaTo U Jia €
BakcuHa. JKusu Bakcuuu, kato BI[XK BakcuHa (M3nos3Bana 3a mpeana3BaHe oT TyOepKyJi03a),
HE ce mpenopbuBaT 3a Bariero 6e6e mpe3 mbpBUTE ABAHAACCET MECEIa CIIe/ PaXIaHETO, aKo
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cTe noiy4aBaiu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKo JieKapAT Ha Bamero 6ebe He
Ipenoprya Apyro.

o YcreknHymad MoKe Jla IpeMUHe B KbpMaTa B MHOTO MalKi KosmdecTBa. [locbBeTBaiiTe ce ¢
Bamms nekap, ako KbpMHUTE WX aKo TUIaHUpate jJa KbpMmute. Bue u Bamwsr siekap tpsoBa na
pelmTe ganu TpsoBa Ja KbPMUTE WK Jia u3noi3Bare Stelara - He npaBeTe u ABETE.

lodupane u padora ¢ MalIUHU
Stelara He MOBNKSBA WITH MTOBITUSBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IodHpaHe 1 padoTa ¢ MAITUHH.

Stelara cpabp:ka monucopdar 80

Stelara chabspika 0,02 mg nosucopbat 80 (E433) BBB Besika J103a, KOSATO € CKBUBAJICHTHA Ha

0,04 mg/ml. [TonrcopOaTuTe Morar Aa NPUUMHAT AIEPTUYHU peaknuu. TpsaoBa na kaxere Ha Bamms
JeKap, ako UMaTe YCTAaHOBCHU aJIePTHH.

3. Kak na usnoJzBare Stelara

Stelara e MMpeaAHAa3HAUCH 3a y1'IOTp66a noa PbKOBOACTBOTO U KOHTPOJIA HA JICKAP € OIIUT B JICUCHUCTO
Ha 3a6OJ'I$IBaHI/I$ITa, 3a KOUTO € ITOKa3aHO JICKapCTBOTO.

Bunarn u3nonssaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e xa3an Bammusar nekap. Ako HE cTe CUTYpHU B
Heulo, nonuraiire Bamms nexap. [ToceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrassar
MHXEKIIUNATE U KOra IIe ca CIEABALIUTE KOHTPOJIHU IIPETICAU.

KaxBo koquuecTBo Stelara ce mpunara
BamusaT nexap 1e perim KakBo KonuuecTBo Stelara TpsiOBa Ja MoJyunTe U 32 KaKbB IIEPHOJ OT BpeMe.

Bb3pacTHu Ha 18 roamuu nim no-rojieMu
Ilcopua3uc njiu ncopuaTuyeH apTpuT

o [penopbuntennarta HadanHa 1o3a e 45 mg Stelara. [Taumentn ¢ terno Hag 100 kunorpama (kg)
MOJKe J1a 3armoyHaT ¢ 1o3a 90 mg BmecTo 45 mg.
o Crnen HauanmHata 703a, cieqBaiiara Bu no3a me 6b/1e 4 ceIMUIH M0-KbCHO U CIIe] TOBA Ha

Bceku 12 CCAMUIIN. CJ'IG,E[BaH_II/ITe 031 OOMKHOBEHO ca CbIIMUTEC, KATO HaYaJIHAaTa J034a.

Boaect na Kpon uiau yaiepo3eH KOJIUT

. ITo BpeMe Ha nedenueTo Bammsr jekap e Bu npuiioxu mepeara 703a 0T IPHOIH3UTETHO
6 mg/kg Stelara kankoBO BB BeHa Ha pbKarta (MHTpaBeHO3Ha nHGy3us). Cien HayamHarta 103a,
11e MoJyunTe cieapamaTa 1o3a 90 mg Stelara cien 8 cenmuity, cien ToBa nmpe3 12 ceamuim
Yype3 UHKEKIHS 0] KOXkKaTa (MOJJKOKHO).

o [Ipu HsKOM MALIMEHTH, CIIe]] TbpBaTa MOJIKOKHA NHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuIM. BamusT jekap 1mie peny kora TpsiOBa Aa MOIy4uTe CIeBalaTa CH 103a.

Jleua ¥ roHOIIM HA 6 TOAMHHM WJIH MO-TOJIEMHU

IIcopuasuc

° Jlekapst TpssOBa aa omnpeaesu MpaBuiIHaTa 3a Bac 103a, BKIIFOUUTEIIHO U KOJIMYECTBOTO (00ema)
Stelara, koiiTo TpsOBa 1a ce MHXKEKTHPA, 3a J1a € paBWiIHA jo3ata. [IpaBuiHaTa mo3a 3a Bac me
3aBUCH OT Barmreto TemecHo Terso 1Mo BpeMe Ha BCsIKa J03a.

. Axko Texute no-manko ot 60 kg, npenopruntennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJIo.

. Axko Texute ot 60 kg no 100 kg, npenopbunTennaTa n03a € 45 mg Stelara.

. Axo Texute nmosede ot 100 kg, npenopbuntennara go3a ¢ 90 mg Stelara.

o Crnen HauanmHata 703a, cieqBaiiara Bu no3a me 6b/1e 4 ceIMUIH MO-KbCHO U CIIe] TOBA Ha

Bceku 12 ceqMHUIIN.
Jena ¢ Tersao mox 40 kg

BoJect Ha KpoH 1 yJjmepo3eH KoJIuT
o ITo Bpeme Ha neyeHueTo Bammsr nekap 1ie onpenenu npenopbunuTenHara 3a Bac nosa 3a
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MHTPaBEHO3Ha MH(]Y3HUs B3 OCHOBA Ha TenecHata Bu moBbpxHocT (BSA). Jlekapsr mie s
MIPHUJIOKU Ype3 KAIlKOBO BIMBaHE BHB BeHA HA pbKara (MHTpaBeHo3Ha uHOpy3us). Cien
HaJaJIHaTa 703a BammsaT nekap e onpeaeny ciieBaiiaTa 03a Bb3 oCHOBa Ha Barmata BSA.
Ille monyuute Tasu no3a Stelara ciaex 8 ceAMUIIM U CJIe TOBA HA BCEKU 12 CeMUIIM Upe3
WH)XEKTHpaHE 0T KOXata (,,[T0JKOXKHO™).

. [Ipu HsKOM MALIMEHTH CIie] ITbpPBaTa HHXEKIHS TI0J] KoxkaTa, Stelara Moxke J1a ce mpuiiara npes
8 cepmuny i nipe3 4 ceqmuny. BamwusT gexap 11e penrs Kora TpsAoBa a moryqInTe
cleqBaliara c J103a.

Hena c Tersno Hai-manko 40 kg

Boaect Ha KpoH u y/juepo3en KoauT

. ITo BpeMe Ha neueHueTo Bammsar ekap e NpuiIokKH mepBara 103a oT npuonmm3uTenHo 6 mg/kg
Stelara upe3 KanmkoBO BIMBaHE BHB BeHa HA phkaTa Bu (uHTpaBeHo3Ha undysus). Cnen
HavaJgHaTa 7032 IIe MoyduTe cieaBamara qo3a 90 mg Stelara cien 8 ceamuu, a cien ToBa Ha
BCEKU 12 cenMuIm upe3 WHKEKITUS MO KoKaTa (,,lI0IKOKHO ).

IIpu Haxou naruenty 90 mg Stelara Moxe 1a ce mpuiara npe3 8§ CeAMHIIM WK Ipe3 4 CeAMUIIH.

BamusT nekap me perm kora TpsiOBa Ja MoJyduTe clieABaliaTa Cy 103a.

Kak ce npuaara Stelara

o Stelara ce mpuiara KaTo HHXEKIHs MO KoxkaTta (OAK0XHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HH>KEKTHpa OT JIeKap WM MEIUIMHCKA CECTpa.

. Bue u Bammsr nekap o6aue Moxe 1a pemmnte, ye Bue camu Moxe na cu uHxkektupare Stelara.
B TaxbB ciydaii me npeMuHeTe 00y4eHHe KakK Ja CH HH)KeKTupate Stelara caMOCTOSITEIHO.

o 3a yka3aHus Kak J1a MHKekTtupare Stelara BukTe ,,YKazaHus 32 IPUIOKEHHE B Kpas Ha Ta3H
JMCTOBKA.

T'oBopete ¢ Baiusg nekap, ako uMaTe BbIIPOCH OTHOCHO TOBA KaK caMU Jja TOCTaBATE MHXKEKIIMATA.

AKO cTe H3M0/I3BAJIM NIOBeYe OT HeoOXoauMaTa 103a Stelara

AKO cTe M3MOJI3BaIM WK ca By npriiox iy mopeye oT HeoOxoqumara jio3a Stelara, He3a0aBHO ce
NIOCHBETBAMTE C Jiekap WK (hapmaneBT. Bunaru Hocete ¢ Bac kaproHeHaTa omakoBKa Ha
JIEKapCTBOTO, JIOPH U J1a € TIpa3Ha.

AKO cTe MPONMyCHAJIM 1a u3noJi3Bare Stelara
AKoO cTe pomycHal 103a, CBbpkeTe ce ¢ Bamus nexap unu papmanest. He npunaraiite neoiina
J103a, 3a J1a KOMIIEHCUpaTe [IPoIlycHaTaTa 103a.

AKo cTe cipesin ynorpebara Ha Stelara
He e onacHo na cripere ynorpe6ara Ha Stelara. Ako obade s cripere, Bammte cumnromu Moxe 1a ce
BBH300HOBSIT.

AKO UMaTe HIKAKBHU JOMBJIHUTEIHHA BBIIPOCH, CBBP3aHH ¢ yIoTpebara Ha TOBa JISKApCTBO, MOMUTATe
Bamus siexap wiu gpapMarieBT.

4. Bb3MOKHH HeKeJTaHU pPeakuuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOKEC 1a IPCAU3BUKA HCIKCIIAHU PCAKIINN, BBIIPCKH YC HEC
BCCKMU I'M I1I0JTy4aBa.

Cepuo3HN HexkeTaH! PeaKIuu
Haxon MNalUCHTHU MOXKE 1a UMAT CCPUO3HU HCIKCIIaHN PCAKIINHU, IIPU KOUTO Aa CC HaJlara CIICIHO
JICUCHUC.

AJIeprUYHM peaKIu — MOsKe 1a U3MCKBAT clelHo JedeHue. Uapopmupaiite Bamus
JIeKap WIN He3a0aBHO NOThpceTe CHeNIHA MeAHIUHCKA IOMOLL, aK0 3a0eJie;KuTe HAKOH 0T
cJIe[IHUTE MPU3HAIH.

o CepHo3HHTE aepruIHA PEeaKIuH (,,aHadUIAKCH’) ca PEIKH MTPH X0pa, TPUEeMAaIu
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Stelara (moxe na 3acernar g0 1 Ha 1 000 gymm). [Ipu3HanuTe BKIIIOYBAT:

o 3aTpyAHEHO AUILIAHE U NPErIbLIAHE;
o HHCKO KPBBHO HAJIATaHE, KOETO MOKE J1a IPUUMHU 3aMastHOCT WJIM CBETOBBPTEX;
o MOyBaHE Ha JINLETO, YCTHUTE, yCTaTa WU I'bPIIOTO.

o UecTtuTe npu3HAINK Ha AepTHYHA PEaKIvs BKIIOUBAT KOXKEH OOpUB U YPTUKApHS (MOXKeE

na 3acerHat o 1 ma 100 qymm).

B penxu ciyyau ce ¢h001IaBAT ajleprudHu 0eJI0APOOHU peakIuy 1 0e10APoOHO
Bb3MajleHHue NMPH NAIMEeHTH, KOUTO MOJIy4YaBaT YCTeKHHYMa0. YBeqomeTe BeqHara Bamms
JIeKap, aKo MOJy4YnTe CHMITOMH KAaTO KAIJIMIA, 32IyX H BUCOKA TeMIlepaTypa.

AKO ToNTyYHTe Cepro3Ha ajepruiHa peakiys, Bamust nekap Moxe na pemu, ye Bue He TpsioBa
na ynoTtpebssate Stelara oTHOBO.

Nudexuuu — MoKe 1a U3UCKBAT crieliHO jJevyeHue. Magopmupaiite Bamus jekap, ako
3a0eJieskNTe HAKOM OT CJIeJHUTE NPU3HALN.

. MHGEKIMUTE Ha HOCA HIIM T'BPJIOTO M MPOCTY/IaTa ca 4ecTH (MOXKe Ja 3acerHar Ao 1 Ha
10 myrmm)

. WHPEKIMUTE Ha JOJHATE NUXATEITHH IbTHUINA (TPBIHE HHPEKIINN) ca HedecTH (MOXKe /1a
3acerHat fo 1 na 100 mymrm)

. BB3MAJIICHUETO HA MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MoXe Ja 3acerde o 1 Ha
100 mymm)

o xepriecute (BUI OoJie3HEH 00pUB C MEXYpH) ca HedecTH (MoXe Aa 3acerHar 1o 1 Ha
100 mymm)

Stelara Mosxe 1a Hamanu criocobHoctTa Bu a ce 6opure ¢ nadeknnu. Hixon nndexnnn Mmoxe
Jla CTaHaT CEPHO3HHU U MOXKE 1a BKJIIOUBAT HH(PEKIMH, IPUUYMHEHU OT BUPYCH, 'BOMYKH,
OakTepuu (BKJIFOUUTEIIHO TyOCPKYJI03a) WK Mapa3uTH, BKIOYUTEITHO HHPEKIIUH, KOUTO
BB3HUKBAT MPEAMMHO NIPH XOpa ¢ OTcliabeHa UIMYHHA cUCTeMa (OTIOPTIOHUCTUYHU HHPEKIIH).
[Ipu nauueHTy, nosyyaBamy ycTeKuHyMa0, ce cbo0I1aBaT ONOPTIOHUCTUYHN HH(EKLIUHU Ha
MO3bKa (eHIe]aauT, MCHUHTHUT), OeTuTe APOOOBE U OUUTE.

Hoxkato ynorpe6siBare Stelara, Tpsa6Ba na ciequre 3a npu3Hauy Ha HH(ekuus. Te BKIIOYBAT:

o BHCOKa TeMIIEpaTypa, TPUITONOI00HN CUMITTOMH, HOIITHO TIOTeHE, 3ary0a Ha TerJio
yMOpa WU 3a]lyX, yIIOpUTa KallTiia
TOIJIa, 3a4€pBeHa U OOJIE3HEHA KOXKa MU OOJIE3HEH KOXKeH 00pUB C MEXypHu
napeHe npy ypUHUpaHe
JAapus
3pUTEITHO CMYIIICHHUE WITH 3ary0a Ha 3peHue
rI1aBo0oJIve, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, T'aJICHE W
00BPKaAHOCT.

Wudopmupaiite Bamuis nekap BegHara, ako 3a0ele:KUTe HIKOW OT Te3U PU3HAIN Ha
uHdexnus. Te morat na ObIaT MpU3HALM HA MHPEKIUH KaTO TPbIHA HHPEKINU, KOXKHU
UHQEKINHU, XepIiec 30CTep WIN ONOPTIOHUCTHYHH MH(EKIINU, KOUTO MOTaT Jia IOBEAAT JI0
cepuo3Hu ycnoxkHeHus. MHbopmupaiite Bamus nekap, ako nMaTe HIKaKBa YIOPHUTA HITH
noBTapsiia ce nHpeku. BamusaT gekap Moxxe z1a peiu, 4e He TpsiOBa 1a ynorpedsiBare
Stelara, nokato nadpekuusnTa HE OblC U3NEeKyBaHa. YBenoMeTe Bamms nekap, u ako uMaTte
OTBOPEHH PaHU WM HApaHSIBAHUS, Thi KATO MOXKeE Ja c€ HHPEKTHPAT.

JIlomeHe HA KOKATA — HHTEH3MBHOTO 3a4epBsIBaHE U JIOIIeHE HA KOKATa Ha MO-T0JIsiMa
IUIOLI O THJIOTO MOsKe 12 ca CHMITOMH Ha ePUTPOAePMHYEH MCOPUAZUC HIIH
exc(oInaTHBEH 1ePMaTHT, KOUTO €A CCPHO3HH KOKHU 3200JIs1BaHNA. AKO 3a0e/ieKuTe
HAIKOM OT Te3W NMpHU3HALM, TPAOBa 1a nHopMupaTte Bamms gexkap He3a0aBHO.
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Jpyru HexkeJlaHU peaKnMu

YecTu HexeIaHu peakumnu (Moxe 1a 3acersar 10 1 Ha 10 gymm):

JHapus
rajicHe

HOBpPBILAHE

ymopa

3aMastHOCT

ri1aBo0oHe

cbpOex (mpypuTyc)

Ooika B rppOa, MyCKYJIUTE HIIH CTaBUTE
BB3IMAICHO I'BPIIO

3adyepBsBaHe U OOJIKa Ha MACTOTO HA MH)KEKTHPAHE
UH(EKIHS Ha CHHYCHTE

HeuecTu Hexkenann peakuuu (Moxe na 3acerHat a0 1 Ha 100 qymm):

MH(EKINU Ha 350UTE

BarvMHaJTHA WH()EKIHS, TPUYNHEHA OT 'BONYKHI

Jenpecus

3aITyIIeH HOC WA XpeMa

KbpBEHE, TOCUHSBaHE, BTBBPSIBAHE, II0{yBaHEe U ChPOEXK HAa MSACTOTO HA MHIKEKTHPAHE
ycellane 3a ci1abocT

Cra/iaHe Ha KJienayva U H3KpUBSIBaHE Ha MYCKYJINTE Ha €THATA MTOJIOBUHA HA JIUIETO
(,yMIIeBa Mapann3a’” Wid ,,l1apain3a Ha benx’”), KoaTo OOMKHOBEHO € BpeMEHHA
MPOMSTHA Ha TICOPHA3UCa ChC 3aUEPBSIBAHE M HOBHM MAJIKH, JKXBJITU WU OCIr MEXYpPH I10
KOXKaTa, MOHSAKOTa IPUIPYKEHU ¢ Temreparypa (ITyCcTyI03eH IICOPHA3HUC)

OeyieHe Ha Ko)kaTa (eKcqosralus Ha Ko)KaTa)

aKHe

Penxu Hexes1aHM JekapcTBeHH peakuuu (Moxke na 3acersar 10 1 za 1 000 mgyrmm)

3ayepBsABaHE U JIOIICHE HA KOXATa HA MO-TOJISIMA TUTOI IO TSJIOTO, KOUTO MOXKE J1a
ChPOAT WK J1a ca 6ose3HeHH (ekcoiaTUBeH aepMartuT). [Tomo0Hu cuMIITOMM
MIOHSAKOTA CE Pa3BUBAT KaTO ECTECTBCHA MPOMSHA HA BHJIa HA CUMIITTOMHUTE Ha MCOPHA3UC
(epUTpOZCpPMHUUCH TICOPUA3HC)

Bb3nanenue Ha MaNKUTE KPbBOHOCHHU ChAOBE, KOSTO MOXKE J1a IOBEE 710 KOXKEH OOPUB C
MAaJIK{ Y€PBEHU WM JIUJIaBU MOAYTHHH, TeMIIepaTypa Uik 00JIKa B CTaBUTE (BaCKYJIHT).

MHoro peaxu He:KeJIaHU JeKapcTBeHU peakuuu (Moxe fa 3acersat 1o 1 Ha 10 000 mymm)

OO0pazyBaHe Ha MEXypH TI0 KOXKaTa, KOSITO MOXe J1a ObJie 3a4epBeHa, Chposiia u
OonezneHa (Oynozen nemduron)

KOJKEH JIYITyC €pUTEMATO/IEC U JIYIyC-0A00eH CHHAPOM (4epBEH, HaJUTHAT, JIIOIIEI Ce
00pHB B M3JIOKEHHUTE Ha CI'BHIIE YYACTHIU Ha KOXKaTa, KOWTO MOXKE Jia € IPHPYKEH OT
0OJIKU B CTaBUTE).

Cho01maBaHe Ha HesKeJIAHHU PeaKIuu

AKO TIONTy4YHnTe HAKAKBU HEXEJIaHU JIEKAPCTBEHH PEeaKIny, yBeaoMere Bamms nexap wim hapMmaienT.
ToBa BKIIFOYBA ¥ BCHUKH BH3MOKHU HEOMHCAHU B Ta3M JIMCTOBKA HEXENIaHU peakiiuu. MoxkeTe ChIIo
Jla ChOOIUTE HEXKENAaHH PEeakllui JTUPEKTHO Upe3 HAIlMOHAIHATa CUCTEMa 3a ChOOIIaBaHe, MOCOYEHA B
[Ipunoxxenue V. Karo cho0Iiapare HeXxeIaHH PEaKIMK, MOXKETE JIa TaJeTe CBOSI IPUHOC 3a
NoJy4aBaHe Ha MmoBeue HH(OopManus OTHOCHO 0€301MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Stelara

L4 I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a ACLaA.
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. [a ce cexpanssa B xmaguiauK (2°C—8°C). Jla He ce 3ampassBa.

. CexpansiBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa c€ MPe/Ia3u OT CBETJINHA.
. He pasknamaiite diaakonure. [IpoabKUTETHOTO €HEPTUYHO pa3KIIalllaHe MOJKE J1a IOBPEIH
JIEKapCTBOTO.

He n3non3BaiiTte ToBa JIEKApPCTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KapTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Tonen no“. CpoKbT Ha FOJHOCT OTTOBAPs HA MOCISAHUS JCH OT MOCOYCHHUS MECEII;

° aKO TEYHOCTTA € C MPOMEHEH I[BST, MbTHA MJIM B Hesl ce 3a0esI3BaT IUIyBAIU Yy>KIH YaCTHIIN
(BmkTe TOuKa 6 ,,Kak n3rnexaa Stelara u kakBo ChABpIKa OMAKOBKATa™);

. aKo 3HAaeTe WIH CMsATaTe, 4e MOXKe J1a € Onita N3NoKeHa Ha eKCTPEMHH TeMItepaTrypu (KaTo
WHIIAJCHTHO 3aMpPB3BaHE WM 3arpsBaHe);

. aKo MPOIYKTHT € OWJI EeHEPTUYHO Pa3KIIATeH;

. aKo oOKaTKaTa € CUyIieHa.

Stelara e camo 3a enHOKpaTHA yroTpeda. Herm3nona3BaHUAT MPOIYKT, OCTaHAT BHB ()JIaKOHA U B
CIPUHIIOBKATa, TPsIiOBa Aa ce u3XBbpin. He 3XBBpIsiiTe JekapcTBaTa B KaHATU3AIUATA UITH B
KOHTEHHEepa 3a JoMallTHu oTna by, [lonuTaiite Bamus GapManeBT kak 1a U3XBbPJIATE JCKapCTBaTa,
KOUTO BEY€ HE U3MOoa3Bare. Te3n MepKu 1€ CIIOMOTHAT 3a ONa3BaHe HAa OKOJIHATA CPEAa.

6. Cun)pma}me Ha OMAaKOBKAaTa U J0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

Kakso ceabpixa Stelara

. AKTHBHO BEILECTBO: yCTeKHHYMa0. Beekn dpnakon ceabpka 45 mg ycrekuaymad B 0,5 ml.

o Hpyru cveraBku: L-xuctuaus, L-XucTHIMHOB MOHOXHUAPOXJIOPUA MOHOXHUPAT, monucopoar 80
(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak m3ranexna Stelara n kKakBo cbIbp:Ka ONIAKOBKATA

Stelara e OMCTBP 70 JIEKO OIAaJIeCIEeHTEH (C MEePIIeH OJIACHK), OS3IBETCH 10 OJIC0KBIT HHKEKIIMOHECH
paztBop. Toit Moke J1a ChABpPKA HAKOIKO IPEOHHU MONYIPO3PAYHH WIH OEIH YaCTHIIN TPOTEHH.
JocTaBs ce B KapTOHEHA OIAaKOBKa, ChABPrKallla €AUH CThKJICH (1akoH OT 2 ml ¢ efMHUYHA J03a.
Bceku ¢uakon cpabpika 45 mg yerekuaymad B 0,5 ml HHXEKIIMOHEH pa3TBOp.

IIpuTexares Ha pa3pelIeHUETO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoagureJ
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJISA, CBBPIKETEC CC C JIOKATTHUA
MNpEACTABUTCI HA MPUTCIKATECIIA Ha PAa3pCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: 0800 93 377 Tel: +370 5 278 68 88
info_belux@its.jnj.com lt@its.jnj.com
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Bbarapus

»oKOHCBH & [xoHchH bparapus” EOO]]
Ten.: +359 2 489 94 00
jisafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EAprGoo

Janssen-Cilag ®oppokevtik) Movorpocmnn

A.EB.E.
TnA: +30 210 80 90 000

Espaia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

fsland
Janssen-Cilag AB
c/o Vistor ehf.

Simi: +354 535 7000
janssen(@yvistor.is

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romaénia
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika

Johnson & Johnson, s.r.o.
Tel: +421 232 408 400
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Italia Suomi/Finland

Janssen-Cilag SpA Janssen-Cilag Oy

Tel: 800.688.777 / +39 02 2510 1 Puh/Tel: +358 207 531 300

janssenita@its.jnj.com jacfi@its.jnj.com

Kvnpog Sverige

Bapvapoc Xotinmavaynig Ato Janssen-Cilag AB

TnA: +357 22 207 700 Tfn: +46 8 626 50 00
jacse@its.jnj.com

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija

Tel: +371 678 93561
lv@its.jnj.com

I[aTa Ha IIOCJECIHO MpepasrjaekaaHne Ha JIMCTOBKaTa

IMompoOHa uH(popMalrs 3a TOBa JEKapCTBO € MpeocTaBeHa Ha yeOcaiita Ha EBpornelickara areHius
1o JiekapcTBara https://www.ema.europa.cu.
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Yka3zanus 3a npujioKeHue

B Hayanoto Ha JeueHHETO MEIUIIMHCKY crienranucT me Bu nocraBu Bamara mepBa nmkeknus. Bue

u Bammsr nekap obade Moke ja pemute, ue Bue camu Moxke Ja cu urkektupare Stelara. B TakbB

ciydail e npeMuHeTe oOydeHne Kak aa umkektupare Stelara. ['oBopere ¢ Bamms nekap, ako umare

BBIIPOCH OTHOCHO MOCTAaBSIHETO HA MHIKEKIIMATA.

. He cmecBaiite Stelara ¢ apyru TeUHOCTH 328 HHKEKLHA.

o He pasknamaiite ¢pnakonute Stelara. [Ipuunnara 3a ToBa €, 4e CHIIHOTO pasKiallaHe MOXe Ja
MoBpeN JeKapcTBOTO. He ynmoTpeGsBaiiTe 1eKapcTBOTO, aKO € OUII0 CHITHO pa3KIIaTeHo.

1. IlpoBepete Opost Ha raKOHHMTE U MOATOTBETE MaTepHAJINTE:

Uzpanere nakona (pnakonure) ot xnaauiaauka. OcraBere ¢iakoHa Jia IPECTON OKOJIO ITOJIOBHH Yac.
ToBa 111e MO3BOJIM HA TEYHOCTTA JIa JOCTUTHE MOAXOISIIA TEMIIEPAaTypa 3a HHKEKTUpaHe (cTaiiHa
TEMIIEpaTypa).

[IpoBepete dnakona ((rakoHUTE), 3a 1a CE YBEPUTE, Ue

o OpoAT Ha (IaKOHHUTE W KOJIMYECTBOTO Ha aKTHBHOTO BEIIECTBO B JI030Ba €JAMHUIIA Ca BEPHU
o Axo Bamara no3a e 45 mg uiu no-maiko, e noixyuute eaus 45 mg ¢uakoH cbe Stelara.
o Axo Bamara no3a e noseue ot 45 mg, uie noiayuute a8a 45 mg ¢uaakona cec Stelara u

1Ie TpsOBa Ja CH MOCTaBHUTE JIBE MHXKEKIMU. M30epeTe nBe pa3iuiHu MecTa Ha
MH)KEKTHpaHe (HaIlp. efHaTa HHKEKIHs B AACHOTO Oeapo, a IpyraTta — B JISIBOTO) U TH
HarpagBeTe eHa ciel apyra. Vzmon3BaiiTe HOBa UIJIa M COPUHIIOBKA 32 BCAKA MHXKEKIIHSL.

TOBA € MPABUIHOTO JIEKAPCTBO

CPOKBT Ha TOAHOCT HE € U3TEKBII

(h1akOHBT HE € MOBpPEeACH U OOKaTKaTa He € CUyIeHa

Pa3TBOPHT BB (1akoHa € OUCTBP A0 JIEKO ONalecleHTeH (C mepiaeH OsIChK) 1 Oe31BETEH 0

01 10K BIIT

Pa3TBOPHT HE € C IPOMEHEH LBST WIK MBbTEH U HE ChABPIKA Uy>KIH YaCTHUIN

o Pa3TBOPBT HE € 3aMPB3HAIL.

Jema ¢ urakoB nicopuasuc ¢ terio o 60 kg ce Hyxmaar ot 103a, mo-HUCKa OT 45 mg, a fena ¢
6osect Ha Kpon wiu yimepo3en koiut ¢ terio nmoxa 40 kg ce HyxaasT oT 103a mo-majika ot 90 mg.
VYBepere ce, 4e 3HAETE TOYHOTO KOIMIECTBO (00€M), KOETO TpsiOBa Jla M3TErIUTE OT (IaKoHA(HTE) U
BUJIa Ha CIIPUHITOBKAaTa(UTE), HEOOXOANMU 3a JT03UpaHe. AKO He 3HaeTe HeOOXOJMMHUTE KOJIMIECTBO
WJIM BUJ] Ha CIPUHIIOBKATA, CBBPIKETE ce C Bamms MeIUIIMHCKY CIENUAIKCT 33 JOIBIIHUTESITHU
UHCTPYKIIHH.

Cnbepere BCHYKH MaTepHalil, OT KOUTO CE€ HYXKAaeTe, U T'M OCTaBeTe BbPXY YHCTa MOBBPXHOCT. Te
BKJIFOYBAT CIIPUHIOBKA, UI'JIa, aHTUCCIITUYHU KbPIIUYKH, TaMY4YHHU TaMIIOHH UJIU MapJii 1 KOHTefIHep
3a ocTpu npeamMeTH (Bx. purypa 1).

BIOHAZARD

2. N30epeTe M MOATOTBETE MSICTOTO 32 HHIKEKTHPAHE:
U3zbepete mscTo 3a MHKEKTHUpaHe (BX. Gurypa 2)

141



Stelara ce npuara ype3 HHKEKIIUS 0] KoyKaTa (IIOIKOKHO ).

[Momxomsmm MecTa 3a UHKEKTUPaHe ca TopHaTa JyacT Ha OepoTo Wik 001acTTa OKOJIO KOpeMa
Ha Pa3CTOSIHUE HA-MaJKo 5 CM OT ITbIIa.

AKO € Bb3MOXHO, He U3I0NI3BaiiTe 00JacTH OT KOXKaTa ¢ MPU3HAIM Ha TICOPHAa3KC.

AKko HsKo¥ Bu momara mpu MOCTaBSHETO Ha MHKEKIUATA, TOW/TA MOXKe J1a u30epe 1 ropHara
YacT Ha pbKaTa KaTo MSCTO 32 MHXKEKTUPAHE.

=5 (4

*30HUTE B CHBO Ca NPENOPBLYBAHNUTE MECTa 33 MHKEKTUPaHe

®durypa 2

HOJH‘OTBeTe MSCTOTO 3a MHKCKTHPAHE

M3muiiTe prlieTe Cu MHOTO TOOpE ChC CallyH U TOILIa BOJA.
ITouncTere KOKaTa Ha MACTOTO 3a HHKEKTUPAHE C AaHTUCENITUIHA KhPITHYKA.
He nokocBaiite rmoseue Ta3u 00JaCT 0 IMOCTABIHETO HA MHKEKIIHITA.

3. IlpurorBeTe no03ara:

OtBoperte Kanaukara Ha (akoHa. (BX. urypa 3)

A

He cBansiite 3anymanikara.

ITouncrere 3alryurajkara ¢ aHTUCCITUYHa MapJis.

[MocraBere ¢uiakoHa BbpXY paBHAa MOBBPXHOCT.

Bsewmere cripuHIIOBKaTa U OTBOpETE KaraykaTa Ha Urjara.

He noxocsaiiTe urnarta v He 1 OIUPANUTE B APYTHU PEIMETH.

BxkapaiiTe urnara npe3 rymeHara 3anyaika.

OO0wpHeTe (h1akoHa U CIIPUHIIOBKATA HAIOIY.

Uzrernere OyTanoTo Ha CIIPUHIIOBKATA, IOKATO HE C€ HAITBJIHU C KOIMYECTBOTO TEYHOCT, KAKTO
€ IpeAnucaHo oT Bamms nekap.

Baxno e urnara npes usjaoTo BpeMe Ja € B TeYHOCTTa. ToBa MpenoTBparsBa o0pa3yBaHETO Ha
BB3AYIIHU MEXypUeTa B CIIPUHIIOBKaTa. (BX. Gurypa 4)
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Qurypa 4

W3Banere urnara ot ¢uiakoHa.

3aapBKTE CIIPUHIIOBKATA C MIJIaTa HAarope, 3a Jia MPOBEPHUTE Jaji B TEYHOCTTA HAMA BH3IyIITHH
MeXypueTa.

AKO MMa MexypueTa, MOTyMalTe CIPUHIIOBKATA JIEKO C MPBCT, JOKATO M3ILTYBAT Ha
MOBBPXHOCTTA. (BXK. urypa 5)

@urypa 5

ToraBa HaTHCHETE 6YTaJ'IOT0, AO0KAaTO LEIHAT Bb3AYX (HO HC U Te‘{HOCT) Hn3JIE3€C.
He mocrassiite HHXKXCKIWATA JICTHAJIa U HE OHHpaﬁTe urjara B ApyTy NpeaAMCTH.

4. NnxexTHpaiiTe 103aTa:

JIexo IpUTHCHETE NMOYNCTEHATA KOJKa MEX Ty ajena 1 nokasanena. He ctuckaiite CHITHO.
BxkapaiiTe urnarta B CTUCHATaTa KOXa.

Hartucuere OyTtanoro ¢ manen Taka, 4e Ja ce HHXKEKTHpa Iisuiata TeqHocT. Hartuckaiite 6aBHO 1
PaBHOMEPHO, KaTO €AHOBPEMEHHO C TOBA JIEKO IIPUTUCKATE KOXKATa.

Korato O6yTanoTto cTurae 1o kpasi, U3BaJeTe UriaTa u IMycHeTe Koxara.

5. Cien uHKeKTHPaHe:

BB3M0XXHO € Ha MSCTOTO Ha MHXKEKTHPaHE J]a IMa MaJIKO KOJIMYEeCTBO KPBB WM TEUYHOCT. ToBa
€ HOpMAJIHO.

IIpuTHcHETE MSACTOTO HAa MHXKEKTHPAHE C TAMyYeH TaMITOH WIIM MapJist U 3aapwkTe 10 cekyHau.
He pastepkBaiiTe KoXaTa Ha MACTOTO Ha MHYKEKTHPaHe. AKO € HEOOX0IUMO, MOJKE J1a CIIOJKUTE
MaJiKa JIETIeHKa BbPXY MICTOTO Ha HHKEKTHUPAaHE.

6. M3xBbpJsine:

W3non3BaHuTe CIPUHIIOBKY M UIJIM TPAOBA /1a Ce MOCTABST B HENPoOUBaeM KOHTEHHEp KaTo
KOHTEiHepa 3a ocTpu npeaMeTd. 3a Bamara 6e3omacHoCT 1 31paBe 1 3a 0€30MacHOCTTa Ha
JIPYTUTE, HUKOTa HE U3I0JI3BAMTE IOBTOPHO UIVIMTE U CIPUHLIOBKUTE. M3xBBpisaiiTe Bamus
KOHTEHHEp 32 OCTPH MPEAMETH B CbOTBETCTBHE C MECTHUTE pa3nopeou.

[Ipazaute QaakoHU, AaHTUCENITUIHNTE KBPITUYKH U IPYTH KOHCYMATHBH MOXE Jla C€ U3XBBPIIST
B 00IIIHsI OOKITYK.
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 45 mg nH:KeKIIlHOHeH Pa3TBOP B MpeIBAPUTEIHO HATbJIHEHA CHPUHIOBKA
ycreknayMa0 (ustekinumab)

HqueTeTe BHUMATEJHO OslJIaTa JTUCTOBKA, IIPEeIH Ja 3alI0OYHETE 1a U3110J13BaTe TOBAa
JIEKaApCTBO, ThH KaTO TH CbABbpPiKa BaxKHa 3a Bac I/IHQ)OpMal[I/IH.

Ta3u JINCTOBKA € HANTMCAHA 32 MANMEHTAa, KOWTO NMpHeMa JIEeKapCTBOTO. AKO cTe POAMTE] HIH
HACTONHMK, KOITO e npuJjara Stelara Ha neTe, MOJIsI MpoYeTeTe BHUMATEIHO Ta3n
uHGpopmauus.

- 3amnaszere Ta3u IUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 TPOYETETE OTHOBO.

- AKO UMate HAKAaKBH JOMBIHUTEIIHA BBIPOCH, TonuTaiiTe Bamus nexap uin gapmarieBT.

- ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeotcrrnBaiite Ha Apyru xopa. To moxe
Jla IM HaBpeIly, He3aBUCHMO Y€ TIPU3HAIIMTE HA TAXHOTO 3a00JsIBaHe ca ChIUTE Kato Bammre.

- AKO TIOJTyYHTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus iekap wiu gpapmarerT. ToBa
BKJIIOYBA U BCUUKHU BB3MOKHHU HEXKEJIAHU PEAKIMHU, HEOIIMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxkso npencrasmnsiBa Stelara v 3a KakBo ce U3IMONI3BA

KakBo Tpsi0Ba na 3Haete, npeau na uinoinspare Stelara

Kak ma usnomnssarte Stelara

BB3MOXHY HEeXEaHU peaKIuu

Kak na cexpansBare Stelara

ChappikaHue Ha ONAKOBKaTa U AOIBJIHUTEIHA HH(pOpMALIKs

AR e

1.  Kakso npeacraBiasiBa Stelara u 3a KakBo ce H3I0JI3Ba

Kakso npencrasisiBa Stelara

Stelara cpaBpKa aKTUBHOTO BEIIECTBO ,,yCTEKUHYMA0’, KOETO € MOHOKJIOHAJIHO aHTHUTSJIO.
MOHOKIIOHATHUTE aHTHUTEIA ca TIPOTEHHH, KOUTO Pa3lo3HaBaT U CBBP3BAT ONpeIeNieHH CcrielinUIHN
MIPOTEVHH B OPTraHHU3Ma.

Stelara mpuHaANIEKN KbM TPy JIEKApCTBa, HAPSUCHH ,,MyHOCYpecopr’”. Te3u JiekapcTBa JeicTBar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHaTa CUCTEMaA.

3a xakBo ce n3noJji3Ba Stelara
Stelara ce u3moi3Ba 3a JIeUeHHE HA CIENHNATE BH3MAIUTEIHN 3a00JISIBAaHUS:

. [InakoB ncopuasuc - Mpu Bb3PacTHH U JIella Ha Bb3PacT OT 6 TOAMHU U MO-TOJIEMHU

. Ilcopuatuuen apTpuT — Opu Bb3PaCTHU

. YmMepena a0 Texka 6oxect Ha KpoH — pu BB3pacTHU | Jielia Ha Bh3pacT 2 M OBeYe TOJANHH
. YMepeH A0 TeXbK yIAEpo3eH KOJUT — IIPU Bb3PACTHH U Jella Ha Bb3PAcT 2 U MOBEYe MOJUHH

IlnakoB ncopuasuc
,,I [7TaKOB TIcopra3uc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH J0 BB3MAJICHUE, 3aCATaIl0 KOXKaTa U HOKTHUTE.
Stelara HamalsiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM Ha 3200JISIBAHETO.

Stelara ce U3noN3Ba MpU BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3KC, KOUTO HE MOTaT Jia
U3II0JI3BAT IUKJIOCIIOPHH, METOTPEKCAT WIH (POTOTEpaIus, HIIK KOTaTO TE3U JICUCHHsI HE ICHCTBAT.

Stelara ce u3mo/3Ba IpH JClia U FOHOIIN Ha Bh3pacT 6 TOJUHM U TO-TOJIEMH C YMEPEH 10 TeKbK

IIJIaKOB IICOpHUa3nucC, KOMTO UMAT HCIIOHOCUMOCT KbM Q)OTOTepaHI/HI WK JpYyru CUCTEMHU TEpalnu, UJIn
KOrartro T€3u JICYCHHA HE ,Z[GﬁCTBaT.
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IlcopnaTnyen apTpur

[IcopuaruyeH apTpUT € BB3MAINTETHO 3a00IsIBaHE HA CTAaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATHYEH apTPHT, IbPBO 1e Bu nexyBaT ¢ Apyru jiekapcTBa. AKO
HE ce MOBIUAEeTE JOCTAThYHO J00pe OT Te3H JeKapcTBa, Moke 1a Bu ce mpeanume Stelara, 3a fa ce:

. HamansT npusHanure 1 CMMNTOMUTE Ha 3abomsBaneTo Bu.
o [TomoOpu pusnueckoro Bu cheTosHUE.
o 3abaBu yBpekaaHeTo Ha Barmure craBu.

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTeliHO 3a00JI1BaHe Ha yepBaTa. Ako umate 6ojiecT Ha KpoH mbpBo 1ie
Bu ce magat npyru nekapctBa. AKO HE c€ TOBIUSAETE TOCTATHUHO WM UMAaTe HETTOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3a0osisBaneTo Bu.

Yiuepo3eH KoauT

VIepo3HUT KOJUT € Bh3MAIUTETHO 3a00IIBaHe Ha yepBaTa. AKO UMaTe YIIIEepO3eH KOIUT, TbPBO
e Bu ce magar apyru ekapceTtBa. AKO He ce TOBIMSBATe 100pe WK UMaTe HEMOHOCMMOCT KbM TE3U
JekapcTBa, Moke 1a Bu ce naze Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CAMIITOMUTE Ha Bameto
3a00J1BaHe.

2. Kakso Tpsa0Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJ3saiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKHHYMAa0 WM HIKOS OT OCTAHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHH B TOUKa 6).
o AKO MMaTe aKTHUBHA HH(eKLUMs, KOSITO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CUTYpHH J1ajlil HSIKOE OT U30pPOCHUTE TTO-TOpe Ce OTHAcA 3a Bac, mochBeTBaiite ce ¢ Barmms
nexap win (hapmarneBT, Ipeau 1a u3non3sare Stelara.

IIpenynpesxaeHust U NpeanasHu MepPKH

l'oBopete ¢ Bamms nekap nnu ¢apmaneBT npeau aa usnonssare Stelara. BamusT nexap me nposepu
ChCTOAHMETO By npeau Besiko JeueHne. Y BegoMeTe cBOs JieKap 3a Beska Barra 6osect nmpeau BCsSKo
neuenne. Coio Taka nHpopMupaiite Bamms iekap, ako HACKOPO cTe OMITN B KOHTAKT C YOBEK, KOUTO
MoOXe Jja uMa TyOepkyiio3a. Bamust nekap e Bu npernena u 1ie Hanpasu uscieqBaHe 3a
TyOepKyJio3a mpeau ga usnonssate Stelara. Ako Bamust gekap cMsTa, 4e CTe U3JI0KEHH Ha PHCK OT
TyOepKyJo3a, Moke Aa Bu mpeamnuiie nekapcTsa 3a JIE4eHUeTo H.

Ciiegere 3a ceprO3HHU HeKeJIaHU peaKIuu

Stelara Mosxe 1a mpeIu3BUKa CEPHO3HU HEKETaHH PEAKIINH, BKIIOYUTETHO AJIEPTUYHH PEAKINH U
uHeknuu. TpsOBa Ja ciaequTe 3a onpeIeIeHH IPU3HANK Ha 3a00sIBaHusl, JOKaTo pueMare Stelara.
Bwxre ,,Cepro3nn He)XEIaHU peakinyu B TOUKA 4 3a MMBIHUS CIUCHK Ha TE3U HEXKEIIaHU PEaKITUH.

IIpeau na usnoJssBate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMAJIM aJIepruyHa peakuusi kbM Stelara. Ao He cTe CUTypHH, TOTUTANTE
Bamus nekap.

o AKO HSIKOTA CTe HMAJIM HAKAKBB BUJ PaK — TOBA €, 3aIlI0TO UIMYHOCyTpecopuTe karo Stelara
0TcnabBaT 4acT OT MMyHHAaTa cucteMa. ToBa Moe Jja MOBHIIH PUCKa OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHHM JIEKAPCTBA (JIEKapCTBO,

NPOU3BeeHO OT 0MO0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

L AKo nMaTe WJIH HaCKOpoO CT¢ UMaJIn I/IH(l)eKIII/IH.

® AKoO MMaTe HOBH WJIH MPOMEHAIIMN C€ JI€3UHU B YUACTHIUTC C IICOPUA3UC UM T10
HE3acerHaraTta Koxa.

L AKo0 HSIKOTra cTe HMMaJIu ajIepruiHa peakums KbM JIATEKC WIN HHKCKIUSA Stelara —

145



OIIAaKOBKaTa, B KOSATO CE HAMHpPa TO3H JEKapCTBEH MPOIYKT, ChAbpPKA JaTEKCOBA I'yMa, KOSTO
MOXe J]a IPEeAU3BUKA TEKKH aJIEPTHYHH PEaKLUH IIPH X0Pa, YyBCTBUTEIHM KbM JaTekc. Buxre
,,CIienere 3a CepuO3HM HEXXEJIaHU peakuy’’ B TOUKa 4 3a MpHU3HAIMTE Ha aJepriuyHa peakiusl.

o AKO noJiy4yaBare Jpyro jJedeHue 3a NCOPUAZUC U/ WM MICOPUATHYEH APTPUT — KaTo JPyrd
UMYHOCYTIpecOopH Win (oToTeparus (KoraTo TSIOTO ce JeKyBa ¢ THI ynTpaBrosnerosa (UV)
cBETNMHA). Te3u JeueHus ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHero
Ha Te3M JICUeHHs 3aeAHO che Stelara He e u3cnenBaHo. Be3moxkHO € obade, To a yBenuun
puCKa OT 3a00JIsIBaHNs, CBBP3aHH C OTCIa0BaHEe HA UMyHHATa CUCTEMA.

o AKO TOJIy4YaBaTe HUJIH HSKOIa CTe MOJIyYaBaj i HHKEKINH 32 JiedeHHe HAa aJIePruu — He €
W3BECTHO Janu Stelara Moke 1a OKake BIMSIHHE BBPXY TAX.
. AKO cTe Ha M Hajl 65 roIMHu — MOXXE J1a CTE TO-CKIIOHHU KbM HH(PEKIINH.

AKO HE cTe CUTYpHH JIaJlM HAKOE OT ropen30poeHHTe ce oTHacs 3a Bac, mochBeTBaiiTe ce ¢ Bamus
Jiekap win papmarieBt, Ipeau aa u3noi3sare Stelara.

Hsikon manmeHTH Nomy4aBaT JyImyc-MoA00HN PEakiiy, BKIFOYUTEIHO KOXKEH JYITyC U TyITyc-TI0100eH
CHHJIPOM, TI0 BpeMe Ha JieueHHe ¢ ycTeknHyMab. ['oBopere BeqHara ¢ Bamms nekap, ako momydyure
YepBEeH, HAIUTHAT, JIIOLICI] c€ OOPUB, MOHSAKOTA C O-ThbMHH I'PAaHHULIM B U3JIOKCHUTE Ha CITBHIIE
Y4YacThIM HA KOXAaTa WM CTAaBHU OOJIKH.

ChbpaeyeH HHPAPKT M HHCYJITH

WubapkT 1 MHCYNTH ca HAOIOJaBaHU B MPOYYBAHE MPHU MAIUCHTH C TICOPHUA3HUC, JTCKYBaHH ChC
Stelara. Bamust jgekap peIoBHO 1€ TPOBEPsIBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIBaHE U
UHCYJT TipH Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 10 Moaxo i HaunH. He3abaBHO moThpcere
MEIUIMHCKA TIOMOIL, aKO TTOJTy4HTe OOJIKA B I'bPIUTE, CIA00CT WM HEOOMYaHO yCellaHe OT eHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO UJIW I'OBOPHU, UJIN 3PUTCIIHU CMYUICHUA.

Jlena v IOHOIIH

Stelara HC CC IpCopbiBa 3a yHOTpe6a Ipu A€1a Ha Bb3pacT IO 6 TOAWHU C TICOpHUa3ucC, ACla Ha
BB3pacT MoJ 2 TOJAUHHM ¢ Oosect Ha KpoH WK yiepo3eH KOJIUT, HJIU MPH JIelia Ha Bh3pacT MO/
18 TOAWHU C IMICOPHUATHUYCH apTPUT, 3alIOTO HC € IIPOYUBAH IIPH TC3U Bb3PACTOBU I'PYIIHN.

Jpyru nekapcrBa, BakcuHu U Stelara
Tpsi6Ba na kaxkeTe Ha Barms jgekap wim hapMmarieBT:

. AKo npuemare, HAaCKOpO CTe IMPUEMAIN WM € Bb3MOXHO Jja IPUEMETE JPYTH JIEKAPCTBA.

. Ako Hackopo Bu e npaseHa ninu miianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, HsikoM BUOBE BakCHHH (>KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

. Axo cre nomyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha

0ebero Bu 3a neuenuero cwe Stelara, mpenu To 1a Moay4yr KakBaTo U Jia € BAKCUHA,
BKJIFOUMTEITHO JKMBH BakcHHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepKyo3a). JXMBUTEe BaKCHHU HE ce IperophuBar 3a Bamero 6e0e npe3 mppBUTE IBaHAIECET
Mecella ciell paXIaHeTo, aKo CTe ToTydyaBany Stelara mo Bpeme Ha OPEMEHHOCTTA, OCBEH aKo
nekapsT Ha Bamero 6ebe He mpenopbya ApyTo.

BpemMeHHOCT M KbpMeHe

o AKo cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMEeHHa WM IJIaHupaTe OpeMEHHOCT,
HochBeTBalTe ce ¢ Bamms gekap npenu ynorpebara Ha TOBa JICKapCTBO.
o He e nabxironaBan mo-BUCOK pUCK OT BpozeHH AedekTu npu 6edeta, n3noxeHu Ha Stelara B

yrpobara. /lanauTe oT yrnorpebara Ha Stelara mpu OpeMeHHH jkeHH 00ade ca OrpaHUYCHH.
[Mopaau ToBa € 3a mpennovnTaHe 1a ce n3dsArBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKo cTe jKeHa ¢ IeTepOIeH MOTEHINAN, JKEJIATEIHO € J]a He 3a0peMeHsIBaTe U Ja M3I0JI3BaTe
HOAXO/AII IPOTHBO3aYaThueH METOI, KOraTo u3nonspate Stelara u mone 15 ceamunu cien
HOCJICTHOTO NpHiIarane Ha Stelara.

o Stelara Mo>xe a MpeMHHE Mpe3 MUIalleHTaTa B HEPOACHOTO 0e0e. AKo cTe moyrydaBaiu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke 1a nMa 10-BUCOK PUCK OT HH(EKIIHSI.
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o BaxHo e 1a xakere Ha JiekapuTe Ha Barero 6e6e u Ipyru MEAMIMHCKY CIICLMAIICTH, aKO CTe
noxyyasaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeIu Oe0eTo /1a MoMydH KaKBaTo U Ja €
BakcuHa. J)KuBu Bakcunu, kato BI)K Bakcuna (M3nomn3BaHa 3a npe/mnasBaHe oT TyOepKyi03a),
He ce IpernopbyBaT 3a Bamero 0ebe mpe3 mbpBUTE [BaHAECET MECela Clie]] PaXKAaHeTo, aKo
cTe noiy4aBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo Jiekapsar Ha Bamrero 6e6e He
npernopbya Apyro.

. VYcereknHyMab Moke Jja MpeMUHE B KbpMaTa B MHOTO MaJIKH KoJndecTBa. [lockBeTBaiiTe ce ¢
Bamms nekap, ako KbpMUTE HJIH aKo IUIaHUpare 1a Kbpmute. Bue n BammsT nekap TpsoBa na
pelmTe ganu TpsOBa Aa KbpPMUTE WK Jla U3Mo3Bare Stelara - He npaBeTe u JABETE.

lodupane u padora ¢ MalIUHU
Stelara He MOBNMSBA WITH MTOBITUSBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IodHpaHe 1 padoTa ¢ MAITUHH.

Stelara ceabp:ka monucopdar 80

Stelara chawspika 0,02 mg nonmucopbat 80 (E433) BBB Besika 103a, KOSATO € CKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopOaruTe Morar Ja IPUYMHST alepruiHu peakiuu. TpsoBa a kaxkere Ha Bamms
JeKap, aKo UMaTe YCTAaHOBEHU aJIePTHH.

3. Kak na n3nmoasBare Stelara

Stelara e npeaHa3HayueH 3a yrnorpeda 1o/ phbKOBOJICTBOTO M KOHTPOJIA Ha JIEKApP C OMUT B JICYCHUETO
Ha 3a00JIIBaHus, 34 KOMTO € IoKa3aH Stelara.

Bunaru usnossBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bamusar nekap. Ako He cTe CUTypHU B
Heulo, nonuraiire Bamms nexap. [loceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora 1me Bu ce nmocrassar
MHXXEKIANUTE U KOI'a IIE Ca CIEABALIUTE KOHTPOJIHU IIPETICAN.

KakBo kosnuectBo Stelara ce mpuiiara
Bamusr siekap 1iie perim KakBo KoindecTBo Stelara TpsiOBa 1a MONyYUTe U 32 KAKBB TIEPHO OT BPEME.

Bb3pacTuy Ha 18 roquHn UM no-roJieMu
Ilcopua3uc niu ncopuaTuyeH apTPpUT

o [penoppuntennata HadanHa 1o3a e 45 mg Stelara. [Taumentn ¢ terno Hag 100 kunorpama (kg)
MOJKe J1a 3armoyHaT ¢ 1o3a 90 mg BmecTo 45 mg.
o Cren HayanHara 103a, ciieaBaniata Bu nosa me Obae 4 ceqMHLIM TO-KBCHO | CIIE]] TOBA Ha

Bcekn 12 cegmuru. CrienBaliure 1034 OOMKHOBEHO Ca CHIINATE, KATO HaYajJHaTa J1034.

BoJsect Ha KpoH nim yinepo3eH KOJHUT

. ITo BpeMe Ha neuenueTo Bammsr jiekap e Bu npuiioxu mbpearta 703a 0T IPHOITH3UTETHO
6 mg/kg Stelara kankoBO BB BeHa Ha pbKarta (MHTpaBeHO3Ha nHGy3us). Cien HayamHarta 103a,
11e MoJIyunTe cieapamara 1o3a 90 mg Stelara cien 8 cenmuity, ciaen ToBa npe3 12 ceamuim
Yype3 UHKEKIHS 0] KOXkKaTa (MOJJKOKHO).

o [Ipu HsKOM MALIMEHTH, CJIe]] TbpBaTa MOJIKOKHA NHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pemy kora TpsioBa Aa NOJIy4uTe CIeJBalaTa cH J03a.

Jleua ¥ roHOIIM HA 6 TOAMHHM WJIH MO-TOJIEMHU

IIcopnasuc

° Jlekapst TpssOBa aa omnpeaeiu nMpaBuiIHaTa 3a Bac 103a, BKIIFOUUTEIIHO U KOJIMYECTBOTO (00ema)
Stelara, koiiTo TpsOBa 1a ce MHXKEKTHPA, 3a J1a € MpaBWiIHA jo3ata. [IpaBuiHaTa mo3a 3a Bac me
3aBUCH OT Bamiero TemecHo Terio mo BpeMe Ha BCSKa J03a.

o Hannuen e dgnakon ot 45 mg 3a gena, KOUTo TpsiOBa Jia morydaT Mmo-Majiko OT IisuiaTta J103a
45 mg.

o Axko Texute nmo-manko ot 60 kg, npenopruntennara go3a e 0,75 mg Stelara Ha kg TenecHo
TETJ10.

. Axo texure ot 60 kg no 100 kg, npenopruntennara go3a e 45 mg Stelara.
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o Axo texxute noeue ot 100 kg, mpenoppunrtennara no3a e 90 mg Stelara.
) Cnen HavajiHaTa J103a, cieaBaimara Bu qo3a me 0bae 4 ce AMUIM ITO-KBCHO U CJIE] TOBa Ha
Bceku 12 ceqMHUIIN.

Jena ¢ Tersno mox 40 kg

Boaect Ha KpoH u y/uepo3en KoauT

. ITo Bpeme Ha medeHueTo Bammuar jgekap 1mie onpeenu npenopbrInTeliHara 3a Bac mo3a 3a
MHTPaBEHO3Ha MH(Y3HUs B3 OCHOBA Ha TenecHara Bu moBbpxHocT (BSA). Jlekapsr mie s
MIPHUJIOKU Ype3 KAIlKOBO BIMBaHE BHB BeHAa HA pbKara (MHTpaBeHo3Ha uHOpy3us). Cien
HaJaJIHaTa 703a BammsaT rekap 1mie onpeaeny ciieBaiiaTa 03a Bb3 oCHOBa Ha Barata BSA.
Ille momyuute Tazu go3a Stelara cien 8 ceAMHUIIN U CIIe/T TOBA HA BCEKU 12 ceqMuIy 4pe3
WH)XEKTHpaHE 0T KoXata (,,[T0JKOXKHO™).

o [Ipu HAKOW MaMEeHTH CIie/ TbpBaTa WHKEKIHA MO Koxkara, Stelara Moxe n1a ce mpuiara npes
8 cemmury wim nipe3 4 cenMuiy. Bamusr gekap 1mie penry Kora TpsoBa 1a MoIyduTe
cleqBaliara cH J103a.

Hena c Teruo Haii-manxo 40 kg

Boaect Ha KpoH u y/juepo3en KoauT

o [To BpeMe Ha sedeHneTO Bammst ekap e npuitoky mbpBara J103a ot npudiausuTenno 6 mg/kg
Stelara upe3 KanmKoBO BIMBaHE BbB BeHA Ha pbKaTa Bu (nHTpaBeHo3Ha nndy3us). Cnen
HauvalHaTa 7032 IIe MoJy4yHuTe cieaBamara 1o3a 90 mg Stelara cnen 8 cenmuny, a ciies ToBa Ha
BCEKU 12 cenMuIm upe3 WHKEKITUS MO KoKaTa (,,lI0IKOKHO ).

o [Ipu HsKOM MALIMEHTH, CJIe]] TbpBaTa MMOJIKOKHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 ceIMUIM WK npe3 4 ceaMuL. BammsT nekap e pemu kora TpsOBa Ja MoayduTe
clieBaliaTa cH 103a.

Kak ce npuaara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS MO/ KoxkaTa (0JK0kHO0). B Hauanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HHKEKTHpa OT JIeKap WM MEIUIMHCKA CECTPa.

o Bue u Bamusar nekap, o6aue Moske n1a permure, ue Bue camu Moxe na cu nmkektupate Stelara.
B TaxbB ciydait me mpeMuHeTe 00y4eHHe KaK Jia CH WHKeKTupate Stelara caMOoCTOSITETHO.

o 3a yka3aHus Kak Ja nHxekTupare Stelara Buxre ,,YKa3aHus 3a NpUIoKeHHE B Kpas Ha Ta3H
JMCTOBKA.

FOBOpeTC ¢ Bamms JICKAp, aKO UMATC BBIIPOCH OTHOCHO TOBA KaK CaMH [1a MMOCTABATC MHXCKIHATA.

AKO cTe H3M0JI3BAJIU NIOBeYe 0T HeoOxoauMaTa j1o3a Stelara

AKO cTe M3MONI3BAIM WK ca BU MPIIIOKUITY MTOBeUe OT HeoOXxoqumara o3a Stelara, He3a0aBHO ce
MOChBETBANTE ¢ Jiekap WK (papmarieBT. Bunaru Hocere ¢ Bac kapToHeHaTa OMaKOBKa Ha
JIEKapCTBOTO, JIOPH U JIa € TIpa3Ha.

AKO cTe NpoIycHaJIM 1a u3noJj3pare Stelara

AKO CTe IpoIyCHAaJIM [103a, CBhpKeTe ce ¢ Baius nekap wiu dapmarieBT. He npunaraiite qsoitna
J103a, 3a J]a KOMIIEHCHpaTe MPoITycHaTaTa 103a.

AKo cTe cipesin ynorpebara Ha Stelara

He e omacHo na cripere ynorpe6ara Ha Stelara. Ako obaue s cripere, Bammrte cumnromu Moxe 1a ce
BBH300OHOBSIT.

AKO UMaTe HIKAKBU JIOIBIHUTEIHH BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKApCTBO, MOMHTATe
Bamus siexap wiu GpapMarieBT.

4. Bb3MOKHH HeKeJTaHU pPeakuuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOKE 1a IPCAU3BUKA HCIKCIIAHNU PCAKIINU, BBIIPCKH YC HEC
BCCKM I' I[10JTy4aBa.
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Cepuo3HN HexkeTaH! PeaKIuu
Hsaxon MalUCHTHU MOXKE 1da UMAT CCPUO3HU HCIKCIIaHU PCAKIINU, IIPU KOUTO Aa CC HaJIara CIICIIHO
JICUCHUC.

AJIeprUYHM peaKIy — MOsKe 1a U3MCKBAT cielHo JedeHue. Uapopmupaiite Bamus
JieKap WM He3a0aBHO MOTbpPceTe CNEelIHa MeIMUMHCKA IOMOIII, aK0 3a0esieskuTe HAKOM OT
cJIeTHUTE MPU3HAIU.
. CepHo3HHTE aeprUIHA PEaKIH (,,aHapHIaKCHs”) ca PEAKH MPH X0pa, TpUeMAaIn
Stelara (moxe na 3acernar g0 1 Ha 1 000 gymm). [Ipu3HanuTe BKIIIOYBAT:
o) 3aTPyAHEHO AUILAHE WU NPErTbLIaHe
o) HHCKO KPBBHO HAJIATAHE, KOSTO MOXKE JIa IPUYNHHU 3aMassHOCT HJIH CBETOBBPTEXK
o) MOyBaHE Ha JIUIIETO, YCTHUTE, yCTaTa UIH I'BPIIOTO.
° YecTuTe MpU3HAIY HA allepruyHa peakiys BKIFOYBAT KOKEH OOpPHUB U ypTHKapus (Moxe
na 3acerHat o 1 ma 100 qymm).

B penxu ciyyau ce ¢ch001IaBaT ajleprudHu 0eJI0APOOHU peakiuu 1 0eJ10APooHO
Bb3MajleHHe NMPH NAIHEeHTH, KOUTO MOJIy4aBaT YCTeKHHyMa0. YBeqomere BeqHara Bamms
JIeKap, aKo MOJyYnTe CHMITOMH KAaTO KAIJIMIA, 32IyX H BHCOKA TeMIlepaTypa.

AKO MoNTyynTe CEpHO3Ha ajepruiHa peakus, Bamusr gekap Moxxe 1a pemu, e Bue He TpsiOBa
na ynotpebssate Stelara oTHOBO.

Nudexuuu — MosKe 1a U3MCKBAT crieliHO JevyeHue. Magopmupaiite Bamusa gekap, ako
3a0eJieskNTe HAKOM OT CJIeJHUTE MPU3HALN.

o WNHudekunnTe Ha HOCA WK THPIIOTO U MPOCTYJIaTa ca 4ecTu (MoXKe Ja 3acerHar a0 | Ha
10 mymmn)

o WHpekuuuTe Ha JOTHUTE AMXATCIHU MBTUINA (TPBIHU HHOEKIIMK) ca HeYeCcTH (MOXKe Ja
3acerHar jo 1 va 100 mymrm)

. Br3nanenneTo Ha OIKOXKHATA ThKaH (IIETyJIUT) € HedecTo (MOKe Jla 3acerHe 1o 1 Ha
100 mymm)

. Xeprnecure (Buj 00JI€3HEH OOPHB ¢ MEXYpH) ca HeYeCTH (MOXKe Ja 3acersar a0 1 Ha
100 mymm)

Stelara mo>xe na Hamanu ciocooHoctTa Bu na ce 6opute ¢ nadexkunn. Hakon nadekunu moxe na
CTaHAT CEPUO3HH U MOJXKE JIa BKIIIOYBAT WHPEKIINU, IPUYMHEHU OT BUPYCH, THOWYKH, OaKTepUu
(BKITIOUUTENHO TyOEpKyJI03a) WK Mapa3uTH, BKIFOUUTETHO HH(PEKIINU, KOUTO Bh3HUKBAT ITPEHMHO
npu Xopa ¢ oTciabeHa UMyHHa cucTeMa (OMOpTIOHUCTUYHH HHekyn). [Ipyu nauuenTu, nomyyasamu
yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MH(EKIINU Ha MO3bKa (eHIIe(anuT, MEHHHTHT),
OenuTe TpoOOBE U OUHTE.

Hoxaro ymorpedsBare Stelara, TpsOBa ia ciequte 3a mpu3Hany Ha wHQEKIws. Te BKIFOUBAaT:

o BHCOKA TeMITEpaTypa, TPUITIONOJ00HU CUMITTOMH, HOIITHO TIOTEHE, 3ary0a Ha Terio
yMOpa HITH 3a/1yX, YIIOpUTa KaILIUIa
TOILIA, 3a4epBeHa U OOJIE3HEHA KOXKa WITH 00JIE3HEH KOXKEeH OOpUB C MEXYPH
MapeHe Npy ypuHUpaHe
Japust
3pUTEITHO CMYIIEHUE WITH 3ary0a Ha 3peHue
rJ1aBo0OIHe, CKOBAaHOCT Ha BpaTa, 9yBCTBUTEITHOCT KbM CBETIINHA, TaJIeHE WITH
00BPKAHOCT.

Undopmupaiite Bamus gekap BegHara, ako 3a0efeKuTe HIKOW OT Te3U NpU3HAIK Ha
uHdeknus. Te morat ia ObJIaT MPU3HAIK HA HHQEKIMH KaTO TPBIHA UH(EKIINH, KOXKHU
WH(EKINHU, XepIiec 30CTep WIN ONOPTIOHUCTHYHH UH(EKIINH, KOUTO MOTaT Jia JOBEAAT JI0
CepHO3HU ycnoxkHeHus. MHpopmupaiite Bamms nekap, ako nMaTe HsIKaKBa yHOpHUTa WM
noBTapsIIa ce nHpeKys. BamusaT gekap Moxxe J1a peiy, 4e He TpsiOBa 1a ynorpeosiBare
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Stelara, nokaro nH(peknuaTa He Ob/Ie U3IEKyBaHa. YBenoMere Bammws nexap, u ako umate
OTBOPCHH PaHU WM HapaHSBaHUs, Thil KATO MOXE J1a ce HH(EKTHpart.

JloieHe Ha KOKaTa — HHTEH3MBHOTO 3a4epBsiBaHe U JIOIIeHe HA KOKAaTa HAa Mo-rojigaMa
VIO IO TSJIOTO MO3Ke A €A CUMIITOMH HA ePUTPOJePMUYEH ICOPUAUC MU
eKC(OIHATHBEH JePMATHT, KOUTO €A CEPUO3HU KOKHU 3a00/1iBaHuA. AKO 3a0e/ieskuTe
HAKOI 0T Te3u MpU3HALM, TPsiOBa 1a undopmupare Bamus jekap He3abaBHO.

Jpyru HexkeJlaHU peaKnMu

YecTu HexeIaHu peakumnu (Moxe 1a 3acersar 1o 1 Ha 10 gymm):
Tapust

rajicHe

MOBpBIIaHE

ymopa

3aMasHOCT

riiaBo0oJme

chpOex (MpypuUTyC)

0o0jKa B rbpOa, MyCKYJIUTE UIIH CTaBUTE
BB3MAIEHO T'BPIIO

3auepBsiBaHE U OOJIKA HAa MACTOTO HA HHKXCKTUPAHE
UH(EKINS Ha CHHYCHTE

HeuecTn He:kenanu peaknum (Moxe aa 3acerHat o0 1 va 100 gymmm):

° WH(EKIUU Ha 350UTE

o BarMHaJTHa HH(EKIHsI, TPUIUHEHA OT I'BONIKHI

o Jenpecust

o 3aITyIIeH HOC WA XpeMa

o KbpBEHE, IOCUHSABaHE, BTBBP/ISBAHE, TI0{yBaHEe U ChpOeX Ha MSICTOTO HA MH)KEKTHPaHE

o ycelase 3a cabocT

o CrajiaHe Ha KJienayva U H3KpUBSIBaHE Ha MYCKYJINTE Ha €{HATa MTOJIOBMHA HA JIUIETO
(,yMIIeBa Mapann3a” WiH ,,l1apain3a Ha benx’”), KoaTo OOMKHOBEHO € BpeMEHHA

o IIPOMsIHA Ha IICOpHA3Kuca ChC 3aUCPBABAHE M HOBH MAaJIKH, JKBJITH WU OCIH MEXYPH 110
KO)KaTa, IOHSIKOTa IPUIPYKEHU C TeMIteparypa (IIyCTyI03€eH IICOPHA3HC)

. OeneHe Ha Ko)karta (eKcqoaramnus Ha KOXKaTa)

o aKHe

Penxm HexxenaHu JexkapcTBeHM peakuuu (Moxe na 3acerHat 1o 1 Ha 1 000 mgymmn)

o 3a4yepBsBaHE U JIIOIICHE Ha KOYKaTa Ha MO-ToJIsiMa TUIOI TI0 TSJIOTO, KOUTO MOXKeE Ja
ChpOAT UK 1a ca Oone3neHu (ekcdonmatuBeH nepMatut). [lomoOHN cuMmTromMu
MIOHSIKOTA CE Pa3BHUBAT KaTO €CTECTBEHA MPOMSHA Ha BU/Ia HA CHMIITOMHUTE Ha MICOPHA3UC
(eputpomepMUUEeH IICOPHABHUC)

o BB3NAICHUE HA MAJIKUTE KPHBOHOCHH CHJIOBE, KOETO MOXKE Ja OBEJIE 10 KOXKEH OOpUB €
MaJIK{ YE€PBEHU WX JIMJIABU TTOAYTHHHU, TEMIIepaTypa Wi 00JIKa B CTaBUTE (BaCKYJIHUT).

MHOro0 peKu HesKeJaHU JIeKapCTBeHU peakium (Moxe na 3acersat a0 1 Ha 10 000 mgyrm)

o obOpa3yBaHe Ha MEXypH MO KOKaTa, KOSITO MOXKe J1a ObJie 3auepBeHa, ChposIia u
0ose3neHa (0yno3eH neMQpHUroun.).
o KOYKCH JIYITyC €pUTEMATO/IEC U JIYIyC-1000eH CHHIPOM (UepBEH, HaJUTHAT, JIIOIIEII Ce

00pHB B M3JIOKEHUTE HA CIBHLE YUaCThLH HA KOXKaTa, KOWTO MOXeE /1a € MIPUIPY>KEH OT
0OJIKU B CTaBUTE).

Cpo0maBaHe Ha HeKeJIAHU PeaKIHH

AXO ToTyynTe HAKAKBU HEXXEJIAaHU JICKAPCTBEHN PEaKlny, yBegoMeTe Bamus exap uin papmanesT.
ToBa Bk/II0YBa M BCHYKU BB3MOKHH HEOITMCAHM B Ta3H JTUCTOBKA HEXKEJIaHU pCaKkmuu. Moxete ChIIIO
Jla ChOOIIUTE HEXKENaHU PEeaKIMy TUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 3a ChOOIaBaHe, IOCOYEHa B
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HpI/IJIO)KCHI/IC V. Kato C’LO6H_IaBaTC HCXKCIIaHU PCAKIUU, MOXKETC Aa AJaACTC CBOS IPHUHOC 34
IMNOJIYy4aBaHC HAa MOBCYC I/IH(i)OpMaI_II/IH OTHOCHO 0€30IacHOCTTa Ha TOBA JICKApCTBO.

5. Kak na cexpansiBate Stelara

o [a ce cpxpansBa Ha MSICTO, HEJOCTHIIHO 32 AcLA.

. Ja ce cpxpanssa B xnammtHuk (2°C-8°C). [la He ce 3ampazsBa.

. CobxpaHsBaiiTe IpeIBAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMIAKOBKA, 3a J1a Ce
Mpeanasy OT CBETIUHA.

o AKO e HeoOXO0IMMO, OTICITHHUTE MPEIBAPUTEITHO HAITBIIHEHN CIIPHHIIOBKH Stelara Moxe chIIo 1a

ce ChXpaHABaT NpH cTaiiHa TeMreparypa a0 30°C 3a MakcuMyMm equH neprof 1o 30 gHu B
OpUT'MHAJIHATa KapTOHEHA OMaKOBKa, 3a Ja c€ MPeanas3sAT OT CBETINHA. 3allMIIeTe AaTara, Ha
KOSITO MIPEBAPUTETHO HAITBIHEHATA CIIPUHIIOBKA € U3BaJIeHa 33 IbPBU BT OT XJIAAWITHUKA U
Jarata Ha M3XBBPIISIHE Ha 0003HAYEHUTE Ha BHHINTHATA KapTOHEHA OMaKkoBKa MecTa. JlaTara Ha
U3XBBPJISTHE HE TPsIOBa J1a € Clie OPUTMHATIHHSA CPOK Ha TOTHOCT, OTIIEYaTaH BbPXY
KapTOHeHaTa onakoBka. CieJl KaTo BeJHBXK CIIPUHIIOBKATa ¢ Oniia ChbXpaHsIBaHa IIPH CTaifHa
temrepatypa (1o 30°C), T4 He TpsiOBa 11a ce BpbIlla B XJIATWIHUKA. M3XBBpIIeTe ClIpUHIIOBKATA,
aKo HeE ce M3I0JI3Ba Clle]] ChXpaHeHHe NpH cTaiiHa TeMiepaTypa B paMKuTe Ha 30 THU WIH Cllex
W3TUYAaHE HAa OPUTHHAIIHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KOE€ OT JABETE HACTBIIH I10-
paHo.

o He pasknamaiite nmpeaBapuTeIHO HATBIHEHUTE CIIPUHIIOBKH. [IpOabIKUTETHOTO EHEPTHYHO
pa3KIala"e MoXKe 1a IOBPEAH JEKapCTBOTO.

He n3nos3Baiite ToBa JIEKApPCTBO:

. Crnen cpoka Ha TOTHOCT, OTOEIS3aH BhPXY €THKETa U KapTOHEHATa OIaKOBKa CJe]T
»EXP*“/,,Tonen no:*“. CpoKbT Ha TOJAHOCT OTTOBAps Ha MOCIICAHMS JICH OT MIOCOYCHHS MECEIl.

. AKO TEYHOCTTa € C TIPOMEHEH IIBAT, MbTHA WJIU B HEsl CE 3a0eIIsI3BaT IUTYBAIU TYXKIU YaCTUITH
(BmxTe TOuKa 6 ,,Kak n3rnexaa Stelara u KakBO ChABPKa OMAKOBKATa™).

. AKO 3HaeTe WK cMATaTe, 4Ye MOXKe Ja € Omiia M3JI0’KeHa Ha eKCTPEMHH TeMIlepaTypH (KaTo
WHIIAJCHTHO 3aMpBh3BaHe WIH 3arpsiBaHe).

. AKO IPOAYKTHT € OWIT eHEPTUYHO Pa3KIIaTeH.

Stelara e camo 3a eHOKpaTHA yrioTpeda. Hen3non3BaHUAT MPOIYKT, OCTaHAN B CIIPHUHIIOBKATA, TPSOBA
Ja ce u3xBbpau. He u3xBbpisiiTe NekapcTBaTa B KaHANM3AUATA WK B KOHTEHHEpA 3a JOMAaITHU
ormaxpiu. [Tonuraiite Bamus GapmalieBT Kak 1a U3XBBPIIATE JIeKapCcTBaTa, KOUTO BEUe HE
u3noi3pare. Te3n MEepKU 1€ CIIOMOTHAT 3a ONa3BaHe HAa OKOJIHATA CPEaa.

6. Cun)pma}me Ha OMAaKOBKAaTa U J0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

KakBo cbabpaxa Stelara

o AKTHBHO BEIIIECTBO: YCTeKNHYMa0. Besika mpenBapuTeTHO HAITbJITHEHA CIIPUHIIOBKA ChIbpKa
45 mg ycrekuayma6 B 0,5 ml.
. Hpyru cberaBku: L-xuctuans, L-XUCTHINHOB MOHOXUAPOXIOPUT MOHOXHUAPAT, ToJucopOaT 80

(E433), 3axapo3a u BojJa 3a HHKEKITUH.

Kak n3rue:xxaa Stelara m kakBo chbABp:Ka OMAKOBKATA

Stelara e GucThp A0 JIEKO OIayecueHTeH (C MepIIeH OIACHK), OE3IBETEH IO OJICOKBIT HHKEKITMOHECH
pastBop. Toit MoXke 1a chABpIKa HAKOJIKO IPeOHM TOMYyNPO3pauHi WM O YaCTHLIX IPOTEHH.
JocTaps ce B KapTOHEHA OMaKOBKa, ChABPIKAIA €/JHA CTHKJICHA TIPEIBAPUTEITHO HAITBJIHEHA
cnpuHIoBKa oT 1 ml ¢ eauHuYHa 03a. Besika npeiBapuTeTHO HAITbJTHEHA CIIPUHIIOBKA ChIIbpKa

45 mg ycrekunyma0 B 0,5 ml HH>KEKIIHOHEH Pa3TBOP.

IIpuTexaTes Ha pa3pelIeHHETO 32 YHoTpeda
Janssen-Cilag International NV
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Turnhoutseweg 30
B-2340 Beerse
benarus

IMpousBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaIII/ISI OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKAJTHUA
MNpEeACTABUTCI HA MPUTCIKATECIIA Ha PAa3pCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/T¢él: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»KOHCBHH & JxoHchH bearapus” EOO/]]

Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee(@its.jnj.com

EAihada

Janssen-Cilag ®oppokevutik) Movonpocmnn

A.EB.E.
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00
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France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bapvapoc Xotinmavaynig Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Portugal

Janssen-Cilag Farmacéutica, Lda.

Tel: +351 214 368 600

Romania

Johnson & Johnson Romania SRL

Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
JNJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

I[aTa Ha IOCJECIHO MpepasrjaeckaaHne Ha JIMCTOBKaTa

IMompoOHa uH(popMalrs 3a TOBa JEKapCTBO € MpeocTaBeHa Ha yeOcaiita Ha EBpornelickara areHius
1o JiekapcTBara https://www.ema.europa.cu.
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Yka3zanus 3a npujioKeHue

B HayanoTto Ha Je4eHneTo MEIUIIMHCKHU crienanucT 1ie Bu nocrasu Bamiara mepBa nHxxekuus. Bue

u Bammsr nekap obade Moke 1a pemure, ue Bue camu Moke Ja cu urkektupare Stelara. B TakbB

CITydJaii 1Iie MpeMHUHeTe 00yUeHHe Kak Jla nikektupare Stelara. ['oBopete ¢ Bammst nexap, ako mMare

BBIIPOCH OTHOCHO MOCTABSIHETO HA HH)KEKLIHATA.

. He cmecBaiite Stelara ¢ apyru TeUHOCTH 328 MHKEKLHA.

. He pazkmamaiite nmpenBapuTeIHO HATbIHEHUTE CIIPUHIIOBKH Stelara. [IpuunHata 3a ToBa €, ye
CHITHOTO pa3KJIalllaHe MOJKE Ja MMOBpeHn JiekapcTBoTo. He yrmoTpebsBaiiTe 1ekapcTBOTO, aKo €
OMIIO CHITHO Pa3KIIaTeHO.

Ha durypa 1 e mokazaHo kKak M3TJexk/1a IpeBaPUTEIHO HAITBIHEHATA CIIPHHIIOBKA.

CkoOu Ha
IIpenasuTeIq Ha
byrazo wraara Kopmyc KorTtpomso Kanaue Ha
mpo3opue HI71aTa

_'{F—AIL \ |>

I'nmaBa Ha Ctpanunu Ha Etnxer Hrna
oyTamoTo Opeana3sHTeIa
Ha HI7aTa

—-%

Qurypa 1

1. IIpoBepere Oposi Ha peABAPUTEJHO HATBJIHECHUTE CHPUHIOBKY U MOATOTBETEe MaTepHaJInTe:

[ToaroroBka 3a U3MOJ3BaHE Ha MPEABAPUTEITHO HATBIITHEHATA CIIPUHIIOBKA

o W3Banere npenBapuTeIHO HAITBJIHEHATA CIIPUHIIOBKA/CIIPUHIIOBKY OT XiaguiHuka. Ocrasere s
Jla TIPECTOM OKOJIO TIOJIOBHUH Yac U3BBH KyTHATa. TOBa I1Ie MO3BOJIHM HAa TEUHOCTTA J1a JOCTUTHE
NOJXO0AIIa TeMIIepaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanaukarta Ha
UriaTa, J0KaTo TEYHOCTTA HE TOCTUTHE CTaliHa TeMIeparypa.

o XBaHeTe KOpITyca Ha CIIPUHIIOBKATa Taka, 4e MOKPHUTATa C KalayKka UIriia J1a COYd Harope.

o He xBamaiite riiaBara Ha OyTanoro, OyTajJoTo, CTPAaHUIMTE Ha MPEANIa3UTeIIs Ha UIJIaTa WK
KaraJykara Ha Urjara.

o He m3nbprBaiite OyranoTo.

o He cBansiite kanaukaTa Ha UrjiaTa OT CIIPHUHIIOBKATA, IOKATO HE MPOYETETe B MHCTPYKIIHATA 32
TOBA.

. He nokocBaiitTe akTHBHpAIIUTE CKOOM Ha MPE/a3uTess Ha urinata (YKa3aHu ChC 3Be3u4Ka *

Ha urypa 1), 32 ga u30erHeTe NPexKACBPEMEHHOTO IOKPUBAHE HA UIJIAaTa C MPeANa3uTes.

[IpoBepeTe nmpeBapUTEIHO HATBITHEHATA CIIPUHIIOBKA/CIIPHHIIOBKH, 32 JIa CE YBEPUTE, e
o OpOsIT Ha IPEBAPUTEIHO HAITBIHEHUTE CIIPUHIIOBKU U KOTMYECTBOTO Ha aKTUBHOTO BEIIECTBO
B JI030Ba €IMHUIIA Ca BEPHU
o ako Bamara nosa e 45 mg, me noxyunre eaHa 45 mg npeABapuUTEIHO HATbJIHEHA
cnpuHIoBka Stelara;
o ako Bamara noza e 90 mg, me noxyuure e 45 mg NpeaBapUTEIHO HAITBIHEHN
cnpuHLIOBKY Stelara u me TpsiOBa 1a cu ocTaBUTe ABE HHXKeKUuu. 30epere aBe
pa3IMvYHU MeCTa Ha MHKEKTUpaHe (HarnpuMep eHaTa WHXKEKIUS B JFICHOTO Oe/po, a
JpyraTa — B JIIBOTO) U TM HallpaBeTe €AHa CIe APYTra;
o TOBA € NPaBUIHOTO JIEKAPCTBO;
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® CPOKBT Ha T'OJHOCT HE € U3TCKDBIJI;

o MPEIBAPUTEIHO HaITbJIHEHATA CIPUHIIOBKA HE € MOBPEICHA,;

. Pa3TBOPBT B CIIPHHIIOBKATA € OUCTHP 10 JICKO OMAJICCIICHTEH (C IepJIeH OJIACHK) U Oe31BETCH
JIo OJIEIO KBIIT,

o Pa3TBOPHT B CIIPMHIIOBKATA HE € C IPOMCHEH UBAT WX MBTCH U HE ChbABbPKA YYKAHU YaCTHULH,

o Pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMPb3HAIL.

Crbepere BCHYKH MaTepHalli, OT KOUTO CE HYXK/IaeTe U T'M MOCTABETE BhPXY YUCTa TIOBBPXHOCT. Te
BKJIFOYBAT AHTHCENITUYHU KbPIUYKH, IAMYYHHU TAMIIOHU WIM MAapju U KOHTEWHEP 3a OCTPU IIPEIMETH.

2. N36epeTe 1 moAroTBETE MACTOTO 32 MHAKEKTHPaHe:
U3zbepere mscTo 3a nHKeKTHpaHe (BX. Gurypa 2)

. Stelara ce mpuiara ype3 HHKXEKIIUS 0] KoyKaTa (IIOIKOKHO).

. [Momxomsmm MecTa 3a MHKEKTUpaHe ca TopHaTa JyacT Ha OelpoTo Wik 001acTTa OKOJIO KOpeMa
Ha Pa3CTOSIHUE HA-MaJKo 5 CM OT ITbIIa.

. AKO € Bb3MOXHO, HE U3I0NI3BaiiTe 00JacTH OT KOXKaTa ¢ MPU3HAIM Ha TICOPHA3HC.

. AKko HsKo¥ By momara mpu MoCTaBsSHETO Ha MHKEKIUATA, TOW/TS MOXKe J1a u30epe 1 ropHara

YacCT Ha pbKaTa KaTO MACTO 34 MHKCKTHUPAHC.

=5 (4

*30HUTE B CHBO Ca NPENOPBIYBAHUTE MECTA 33 MHKEKTUPaHE,

®durypa 2
HO]IFOTBGTC MSCTOTO 3a MHKCKTHPAHC
. M3muiiTe prlieTe CH MHOTO TOOpE ChC CaIlyH U TOILIAa BOJA.
o TTouncreTre KOXkaTa Ha MSCTOTO 3a WHXCKTHPAHC C aHTUCCIITHUYHA KbpPIIMYKa.
. He noxocBaiiTe moeue Ta3u 00JacT 0 MOCTABIHETO HA MHXKEKIIUATA.

3. Casere Kanmaykara Ha urJjara (Bx. ¢purypa 3):

L4 Kanaukara Ha nriara ne TpH6Ba Ja €€ CBaJId, AOKATO HE CTC T'OTOBU JJda MHXXCKTUPATE A03aTa.
L4 Bzemere MNPpEABAPUTCIHO HAITBJIHCHATA CIIPUHIOBKA U XBAHCTC KOPITyCa Hc CIHa PBKa.
L4 Ps3ko H3,Z[’LpHaﬁTe KaltaykKaTa Ha urjiaTa B IIpaBa IOCOKA U A U3XBBPJICTC. HOKaTO IIpaBUTC

TOBa, HE JIOKOCBAiTE OyTaIOTO.

®durypa 3

L4 Moxe Ja 3a0€NeKHUTE BB3AYLICH MCXYDP B IPCABAPUTCIIHO HAITBJIHCHATA CIIPUHIOBKA WJIN
KaIlika TCYHOCT Ha BbpXa Ha urjara. ToBae HOpPMAJIHO 1 HC € HCO6XOZ[I/IMO Ja C€ OTCTpaHsABaT.
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He noxocsaiiTe urnarta v He 1 JONMPANTE B APYTH IOBBPXHOCTH.

He n3non3Baiite npeaBapuTEIHO HATbJIHEHATA CIPUHIIOBKA, aKO s U3THPBETE C OTBOPEHA MIJIa.
AKO TOBa ce ciIy4H, ce CBbpkeTe ¢ Bamus nexap uinn papmanest.

MuxekTupaiiTe A03aTa BEHATA, IIOM CBAJIMTE KanaykaTa Ha UIJaTta.

4. NuxexTHpaiiTe 103aTa:

XBaHEeTE NMpeABApUTEITHO HAIIBJIHEHATA CIIPUHLIOBKA MEXIY CPEIHUS MPBCT U MOKa3alena Ha
e/lHaTa pbKa U [I0cTaBeTe Iajlella Cu BbpXy IV1aBaTa Ha OyTasoTo, a ¢ Apyrara pbKa JIEKO
CTHCHETE MOYKMCTEeHAaTa KoXa MeXAy najena u nokasanena. He ctuckaiite cuiHo.

He w3nbpnBaiite OyTtanoTo.

C enHo OBP30 ABWKEHHE BKapaiiTe Uriara B KoXkaTa, JOKbACTO MOxe (BXK. purypa 4).

Qurypa 4

MNuxexTupaiiTe HAI0TO KOJTUYECTBO OT JIEKAPCTBOTO, KaTO HATHCKaTe OyTaloTo, T0KaTO
rJIaBaTa My JOCTHTHE MEX/y CTPaHUIIUTE Ha MpeAra3uTess Ha urnata (Bx. gurypa 5).

Koraro OyTanoro cTurae 70 Kpas, He OTIIyCKalTe HaTHCKa BbPXY IJIaBaTa My, U3BaJIeTe UrjaTa
U IyCHETe Koxara (BxK. ¢purypa 6).

®durypa 6

baBno OTCTPAHCTC MMaJiClia CHh OT TJIaBaTa Ha 6YTaJ'IOT0, 34 Jia IO3BOJIMTC Ha Ipa3HaTa

CIIPUHITOBKA Ja c€ MPUABMKH HArope, JOKaTo IsyiaTa uria ce MOKpHUe C MPeIa3suTens, KakTo €
MoKa3aHo Ha ¢urypa 7:
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5. Cien uHKeKTHPaHe:

BBb3MOXHO € Ha MACTOTO Ha MH)KEKTHPaHEe J]a UMa MaJIKO KOJIMYEeCTBO KPbB MIIM Te4HOCT. ToBa
€ HOpMaJTHO.

[IputHcHeTe MSICTOTO Ha MHXEKTHPAHE ¢ TaMy4yeH TaMIIOH WM Mapiis U 3aapbxTe 10 cekyHau.
He pa3repkBaiite Kokara Ha MSICTOTO Ha MHXKEKTHPaHE. AKO € HEOOXOJMO, MOXKE Ja CIIOKUTE
MaJKa JIEIEHKa BbPXY MSCTOTO Ha MH)KEKTHPAHE.

6. M3xBbpasine:

Uznon3BanuTte CIPUHIIOBKY TPSIOBA J]a Ce MOCTABAT B HEMPOOUBAaeM KOHTEHHED, KaTo
KOHTelHepa 3a ocTpu npeaMeTH (Bxk. ¢purypa 8). 3a Bamara 6e3omacHOCT 1 3apaBe U 3a
Oe3omacHOCTTa Ha JPYTUTE, HUKOTa HE M3MOI3BaiTe MOBTOPHO CIPUHIIOBKUTE. V3XBBpIsAiiTe
Bamms koHTeliHep 3a 0CTpH NPEAMETH B CbOTBETCTBHE C MECTHUTE Pa3Iopeou.
AHTHUCENITUYHHUTE KbPIUYKU U IPYTH KOHCYMaTHUBU MOXeE JIa Ce MU3XBBPIIAT B 00N OOKITYK.

Qurypa 8
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 90 mg nH:KeKIIHOHeH Pa3TBOP B MpeIBAPUTEIHO HATbJIHEHA CIPUHIIOBKA
ycreknayMa0 (ustekinumab)

HqueTeTe BHUMATEJHO LIslJiaTa JUCTOBKA, IIPEeIH a 3alI0OYHETE /1a U3110J13BaTe TOBA
JIEKaApCTBO, ThH KaTO TH CbABbpPiKa BaxKHa 3a Bac I/IHQ)OpMal[I/IH.

Ta3u JINCTOBKA € HANTMCAHA 32 MANMEHTAa, KOWTO NpHeMa JIeKapcTBOTO. AKO cTe POJMTE] HIH
HACTONHMK, KOITO e npuJjara Stelara Ha neTe, MOJIsI MpoYeTeTe BHUMATEIHO Ta3n
uHGpopmauus.

- 3amazere Ta3u JUCTOBKA. MOXeE /1a ¢ HAIOXKH J1a 51 TPOUYETETE OTHOBO.

- AKO UMate HAKaKBH JONBIHUTEIIHA BBIIPOCH, IonuTaiiTe Bamus nexap uiu GapmarieBT.

- ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeotcrrnBaiite Ha Apyru xopa. To moxe
Jla IM HaBpeIIy, He3aBUCHMO Y€ TIPU3HAILIMTE HA TAXHOTO 3a00JsIBaHe ca ChIUTE KaTo Bammre.

- AKO TIOJTyYHTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gapmarert. Toa
BKJIIOYBA U BCUUKHU BB3MOKHHU HEXKEJIAHU PEAKIMHU, HEOIIMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxso npencrasnsiBa Stelara v 3a KakBO ce U3MONI3Ba

KakBo Tpsi0Ba na 3Haete, npeau na uinoinspare Stelara

Kak na nsmomnssare Stelara

BB3MOXHY HEeXEaHU peaKIuu

Kak na cexpansBare Stelara

ChappikaHue Ha ONAKOBKaTa U AOIBJIHUTEIHA HH(pOpMALIKs

AR e

1.  Kakso npeacrasisiBa Stelara u 3a KakBo ce H3I10JI3Ba

Kakso npencrasisiBa Stelara

Stelara cbaBpxKa aKTUBHOTO BEILIECTBO ,,yCTEKUHYMa0’, KOETO € MOHOKJIOHAJTHO aHTHTSIIO.
MOHOKIIOHATHUTE aHTHUTEIA ca TIPOTEHHH, KOUTO Pa3lo3HaBaT U CBBP3BAT ONpeIeNieHH CcrielinUIHN
MIPOTENHH B OPraHHU3MA.

Stelara mpuHaANIEKN KbM TPy JIEKApCTBa, HAPSUCHH ,,MyHOCYpecopr’”. Te3u JiekapcTBa JeicTBar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4aCT OT MMYHHAaTa CUCTEMaA.

3a xakBo ce n3noJji3Ba Stelara
Stelara ce u3moi3Ba 3a JIeUeHHE HA CIENHNATE BH3MAIUTEIHN 3a00JISIBAaHUS:

. [InakoB ncopurasuc - Mpu Bb3pacTHH U JIella Ha Bb3PacT OT 6 TOAMHU U MO-TOJIEMHU

. Ilcopuatnuen apTpuT — Opu Bb3PaCTHU

. YmMepena a0 Texka 6oxect Ha KpoH — pu BB3pacTHU U Jielia Ha Bh3pacT 2 M OBeYe TOANHH
. YMepeH 70 TeXBK yIAEpo3eH KOJUT — IIPU Bb3PACTHH U Jella Ha Bb3PacT 2 U MOBeYe MOJUHH

IlnakoB ncopuasuc
,,[ [ITAKOB TIcCOpHa3uc” € KOKHO 3a00JIsIBaHe, KOSTO BOJIU JI0 Bh3MaJICHHE, 3aCATallo KoXaTa i HOKTUTE.
Stelara HamasIgBa BB3MAJIEHUETO U APYTUTC IIpU3HAIU HA 3a00JI51BaHETO.

Stelara ce u3non3Ba MpU BB3PACTHU C YMEPEH JIO TEXKBK TIAKOB MICOPHA3NC, KOUTO HE MOTaT Jia
M3II0JI3BAT LUKJIOCIIOPUH, METOTPEKCAT MJIH (POTOTEpaIys, WK KOTaTo Te3U JICUCHHsI He ICHCTBAT.

Stelara ce u3mo/3Ba IpH JClia U FOHOIIN Ha Bh3pacT 6 TOJUHM U TO-TOJIEMH C YMEPEH 10 TeKbK

IIJIaKOB IICOpHUa3nucC, KOMTO UMAaT HCIOHOCUMOCT KbM (1)0TOTCp8HPI$I WK Jpyru CUCTEMHU TEpalnu, UJIn
KOrartro T€3u JICYCHHA HE ,Z[GﬁCTBaT.
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IlcopnaTnyen apTpur

[IcopuaruueH apTpUT € BB3MAINTETHO 3a00JIsIBaHE HA CTAaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMare akTUBEH IICOPUATHYEH apTPUT, TbPBO Iie Bu nekyBat ¢ apyru nekapcTBa. AKO
HE ce MOBJIUAeTEe JOCTaThYHO JJ0Ope OT Te3H JeKapcTBa, Moke na Bu ce nmpennuie Stelara, 3a na ce:

° HaMaJsIT IpU3HAIUTE U CUMIITOMUTE Ha 3a00JsBaneTo Bu;
o noj00pu puznyeckoTo Bu cherosiaue;
) 3a0aBU yBpexIaHeTo Ha Baiure craBm.

Bouaect na Kpon

Bonectra Ha KpoH € BBp3manuTeHo 3a00ssBane Ha dyepBara. Ako uMate 6osecTt Ha KpoH mbpBo 111e
Bu ce magat npyru nexapctBa. AKO He C€ TTOBIIMSETE TOCTATHYHO WM UMAaTe HETIOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3a0osisBaHeTo Bu.

Yiuepo3eH KoauT

VIepo3HUT KOJUT € B3MaIUTENIHO 3a00IsIBaHe HA uepBaTa. AKO UMaTe YiIepo3eH KOJINT, IbPBO
e Bu ce magar apyru ekapceTtBa. AKO He ce TOBIMSBATe 100pe WK UMaTe HEMOHOCMMOCT KbM TE3U
JekapcTBa, Moxe aa Bu ce naje Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CHMIITOMUTE Ha Bameto
3a00J1BaHe.

2. Kakso Tpsa0Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJ3saiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKHHYMAa0 WM HIKOS OT OCTAHAINTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHH B TOUKa 6).
o AKO MMaTe aKTHBHA MH(eKLUMs, KOsITO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CUTYPHH J1ajli HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHAcA 3a Bac, mocwBeTBalite ce ¢ Bammms
nexap win (hapmarneBT, Ipeau 1a u3non3sare Stelara.

Ilpexynpeskaenus U npeanasHu MepKu

I'oBopere ¢ Bamus ekap vnu gapMarneBT npean Aa ninon3are Stelara. BamusT nekap mie npoeepu
CBhCTOSTHUETO Bu mpean Besko JiedeHne. YBeIOMeTe CBOS Jiekap 3a Beska Baia 6onect npean BCIko
nedenue. Coiio Taka HHGOpMupaiiTe Bamus ekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOMTO
MOJe J1a uMa TyOepKyo3a. Bamust nekap me Bu npernena u mie HanpaBu U3clieBaHe 3a
TyOepKyJo3a, penu aa usnonssare Stelara. Axo Bammst nekap cMsTta, 9e cTe U3JI0)KEHH Ha PUCK OT
TyOepKyo3a, Moxe aa Bu mpeanurie 1ekapcTBa 3a JCUCHUETO .

Ciieere 3a cCepruO3HU HEXKeJIAHU pPeaKluu

Stelara Mosxe 1a mpeIu3BUKa CEPHO3HU HEKETaHH PEAKIINH, BKIIOYUTETHO AJIEPTUYHH PEAKINH U
uHpexnuu. TpsOBa Ja ciaeauTe 3a ONpe/Ie/ICHH IIPU3HAIY Ha 3a00J1ABaHus, T0OKaTo npuemMaTe Stelara.
Bwxre ,,Cepro3nn He)XENaHU peakiny B TOYKA 4 3a MMBIHUS CIUCHK Ha TE3U HEXKEIIAaH! PEAKITUH.

IIpeau na usnoJssBate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTAa CTe HMAJIM aJIepruYHa peakuusi kbM Stelara. Ao He cTe CUTypHH, TONTUTANTE
Bamus nekap.

o AKO HSIKOTA CTe HMAJIM HAKAKBB BUJ PaK — TOBA €, 3aIlI0TO UIMYHOCyTpecopuTe karo Stelara
0TC1abBaT 4acT OT UMyHHAaTa cuctemMa. ToBa MoKe Jja MOBHIIH PUCKA OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHHM JIEKAPCTBA (JIEKaApPCTBO,

NPOU3BeeHO OT 0MO0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

L AKo0 nMaTe UJIH HAaCKOpoO CT¢ UMaAJIH I/IH(l)eKIII/IH.

® AKoO MMaTe HOBH WJIH MPOMEHAIIMN C€ JI€3UHU B YUACTHIUTC C IICOPUA3UC UM T10
HE3acerHaraTta Koxa.

L AKo0 HSIKOTra cTe HMMaJIu ajIepruiHa peakums KbM JIATEKC WIN HHKCKIUSA Stelara —
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OIAaKOBKaTa, B KOSATO CE HAMHpa TO3H JIEKapCTBEH MPOIYKT, ChAbpPKA JaTEKCOBA I'yMa, KOATO
MOXe Jja IPEeIU3BUKA TEXKH AJIEPTHYHHI PEaKIUH MPH X0Pa, YyBCTBUTEIHH KbM JlaTekc. BrkTe
,,CIienere 3a CepuO3HM HEXXEJIaHU peakuy’’ B TOUKa 4 3a MpHU3HAIMTE Ha aJepriuyHa peakiusl.
AKO noJiy4yaBare JApyro jJedeHue 3a NCOPUAZUC U/ WM IICOPHATHYEH APTPUT — KaTo JPyrH
UMYHOCYTIpecOopH Win (oToTeparus (KoraTo TSIOTO ce JeKyBa ¢ THI ynTpaBrosnerosa (UV)
CBETNIMHA). Te3u JeUeHHs ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHeTo
Ha Te3H JICUeHHs 3aeAHO che Stelara He e u3cnenBaHo. Bp3moxxHO € 0bade, TO 1a yBenInun
puicka oT 3a00JIsIBaHYsI, CBBP3aHH C OTcIabBaHe HA UMYHHATa CHCTEMA.

AKO noJiyuaBaTe WM HIAKOTa cTe MOoJy4aBajyu HHKEKINY 32 JieYeHHe Ha aJIeprum — He €
M3BECTHO Janu Stelara Moxe 1a OKa)ke BIUSHHUE BBPXY TSX.

AKO cTe Ha M Hajl 65 roIMHu — MOXXE J1a CTE TO-CKIIOHHU KbM HH(PEKIINH.

AKO He cTe CUTYPHH J1ajli HIKOE OT TOPEeu30pOeHUTE ce OTHAcA 3a Bac, mockBeTBaiite ce ¢ Bamus
Jiekap win papmarieBt, Ipeau aa u3noi3sare Stelara.

Hsxou manueHTH nomy4aBar JIymyc-oJ00HU peaklii, BKIIOUUTEIHO KOXKEH JIYIyC epUTEMAaTOIeC U
JyIyc-1o00eH CUHAPOM, TI0 BpeMe Ha JIeueHue ¢ ycTeKuHyMab. ['oBopere Beanara ¢ Bamms sekap,
aKo MOJYYHTE YePBEH, HAAUTHAT, JIOLIEI ce OOPUB, MOHAKOI'a C MO-TbMHU IPAHUIIHY, B U3JIOKCHUTE
Ha CTBHIIC yYacThIM Ha KOXKaTa WM CTaBHU OOJIKH.

ChbpaeyeH HHPAPKT ¥ HHCYJITH

WubapkT 1 MHCYNTH ca HAOIOJaBaHU B MPOYYBAHE MPHU MAIUCHTH C TICOPHUA3HUC, JTCKYBaHH ChC
Stelara. Bamwust jgekap peIoBHO Iiie¢ IpOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIABaHE U
UHCYJT TipH Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 10 Moaxo i HaunH. He3abaBHO moThpcere
MEIUIMHCKA TIOMOIL, aKO TTOJTy4HTe OOJIKA B I'bPIUTE, CIA00CT WM HEOOMYaHO yCellaHe OT eHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO WM IT'OBOPHU WJIN 3PUTCIIHU CMYIICHUA.

Jlena v IOHOIIH

Stelara HC CC IpCopbiBa 3a yHOTpe6a Ipu A€1a Ha Bb3pacT IO 6 TOAWHU C TICOpHUa3ucC, ACla Ha
BB3pacT MoJ 2 TOJAUHHM ¢ OosecT Ha KpoH Wi yiepo3eH KOJIUT, HIIU MPH JIelia Ha Bh3pacT MO/
18 TrOAWHU C MICOPUATHUYCH apTPUT, 3alIOTO HEC € MPOYUBAH IIPH TC3U Bb3PACTOBU I'PYIIHN.

Jpyru nekapcrBa, BakcuHu U Stelara
Tpsi6Ba na kaxkeTe Ha Barums jekap wim papmaieBT:

AKo npuemare, HAaCKOpO CTe IMPUEMAIN WM € Bb3MOXHO Jja IPUEMETE JPYTH JIEKAPCTBA.

Ako Hackopo Bu e npaseHa nnu mianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, HsikoM BUOBE BakCHHH (>KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

Axo cre nonmyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha
0ebeto Bu 3a euenuero cwve Stelara, mpenu To 1a Moay4yr KakBaTo U Jla € BAKCUHA,
BKJIFOUMTEITHO JKMBH BakcHHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepkyo3a). JKuBute BaKCHHH HE ce MPenopbuBaT 3a Bamiero 6ebe mpe3 aBaHageceT miect
Mecela ciell paXJaHeTo, aKo CTe MorydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbya ApyTo.

BpemMeHHOCT M KbpMeHe

Axo cte OpeMeHHa, cMATaTe, Y€ MOKe J]a cTe OpeMEeHHa W TUIaHUpaTe OPEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JIEKAPCTBO.

He e nabironaBan mo-BUCOK PUCK OT BpoJeHH AedekTu npu 6edeta, n3noxeHu Ha Stelara B
yTpoOara. /laHuuTe oT ynoTpebara Ha Stelara npu OpeMeHHH KeHH 00ade ca OrpaHUYCHU.
[Mopaau ToBa € 3a mpennovnTaHe 1a ce n3dsArBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

AXo cTe jKeHa ¢ IeTepOIeH MOTSHINA, )KEJIATETHO € 1a He 3a0peMeHsBaTe U Ja U3I0JI3BaTe
MIOJIXOJISITT IPOTUBO3aYaTh4eH METOI, KOraTo u3mnoi3sare Stelara u mone 15 cenmmunu cies
HOCJICTHOTO NpHiIarane Ha Stelara.

Stelara Mo>xe Ja MpeMHHE pe3 IUIalleHTaTa B HEPOACHOTO Oebe. AKo cTe rmosrydaBaiu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke 1a nMa 10-BUCOK PUCK OT HH(EKIIHSI.
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o BaxkHo ¢ 1a kaxkeTe Ha JiekapuTe Ha Barero 0e0e u Ipyru MEUIIMHCKH CIICIHATUCTH, aKO CTe
noxyyasaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeIu Oe0eTo /1a MoMydH KaKBaTo U Ja €
BakcuHa. JKuBu BakcuHu, kato BIDK BakcuHa (M3nom3BaHa 3a npemnasBale oT TyOepKyio3a),
He ce MpenopbyBaT 3a Bamero 0ede nmpe3 mbpBUTE JIBaHAIECET MECela Clie]] paXKAaHeTo, aKo
cTe noiy4aBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo Jiekapsar Ha Bamrero 6e6e He
npernopbya Apyro.

. VYcereknHyMab Moke Jja MpeMUHE B KbpMaTa B MHOTO MaJIKH KoJndecTBa. [lockBeTBaiiTe ce ¢
Bamms nekap, ako KbpMUTE HIIH aKo IUIaHuparte J1a KbpMurte. Bue n Bammsat nekap TpsoBa na
pelmTe ganu TpsOBa Aa KbpPMUTE WK Jla U3Mo3Bare Stelara - He npaBeTe u JABETE.

lodupane u padora ¢ MalIUHU
Stelara He MOBNMSBA WITH MTOBITUSBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IodHpaHe 1 padoTa ¢ MAITUHH.

Stelara cpabp:xa nmonucopdar 80

Stelara chawspixa 0,04 mg nonucop6bat 80 (E433) BBB Besika 1103a, KOSATO € CKBUBAJICHTHA HA

0,04 mg/ml. [MonrcopOaTuTe Morar JAa NPUUMHAT AIEPTUYHU peaknuu. TpsaoBa na kaxere Ha Bamms
JeKap, aKo UMaTe YCTAaHOBEHU aJIePTHH.

3. Kak na n3noasBare Stelara

Stelara e npeaHa3HayueH 3a yrnorpeda 1o/ phbKOBOJICTBOTO M KOHTPOJIA Ha JIEKApP C OMUT B JICYCHUETO
Ha 3a00JIIBaHus, 32 KOUTO € MOKa3aH Stelara.

Bunaru usnossBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bamusar nekap. Ako He cTe CUTypHU B
Heulo, nonuraiire Bamms nexap. IloceBerBaiite ce ¢ Bamus nexap 3a ToBa, kora e Bu ce moctassar
MHXXEKIANUTE U KOI'a IIE Ca CIEABALIUTE KOHTPOJIHU IIPETICAN.

KakBo kosmyectBo Stelara ce mpuiiara
Bamusr siekap 1iie perim KakBo KoindecTBo Stelara TpsiOBa 1a MONyYUTe U 32 KAKBB TIEPHO OT BPEME.

Bb3pacTuy Ha 18 roquHn UM no-roJieMu
Ilcopua3uc niu ncopuaTuyeH apTPpUT

o [penopbuntennata HadanHa 103a e 45 mg Stelara. [TauuenTn ¢ terno Hag 100 kunorpama (kg)
MOJKe J1a 3armoyHaT ¢ 1o3a 90 mg BmecTo 45 mg.
o Cren HayanHara 103a, ciieaBaniata Bu no3a me Obae 4 ceqMuLn MO-KbCHO | CIIe]] TOBA Ha

Bcekn 12 cegmuru. CrienBaliure 1034 OOMKHOBEHO Ca CHIINATE, KATO HaYajJHaTa J1034.

BoJect Ha KpoH nin ynepo3eH KOJHUT

. ITo BpeMe Ha neuenueTo Bammsr jiekap e Bu npuiioxu mbpearta 703a 0T IPHOITH3UTETHO
6 mg/kg Stelara kankoBO BB BeHa Ha pbKarta (MHTpaBeHO3Ha nHGy3us). Cien HayamHarta 103a,
11e MoJIyunTe cieapamara 1o3a 90 mg Stelara cien 8 cenmuity, ciaen ToBa npe3 12 ceamuim
Yype3 UHKEKIHS 0] KOXkKaTa (MOJJKOKHO).

o [Ipu HsKOM MALIMEHTH, CJIe]] TbpBaTa MOJIKOKHA NHXKeKIus, 90 mg Stelara moxke ia ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pemy kora TpsioBa Aa NOJIy4uTe CIeJBalaTa cH J03a.

Jleua ¥ roHOIIM HA 6 TOAMHHM WJIH MO-TOJIEMHU

IIcopnasuc

° Jlekapst TpssOBa aa omnpeaeiu nMpaBuiIHaTa 3a Bac 103a, BKIIFOUUTEIIHO U KOJIMYECTBOTO (00ema)
Stelara, koiiTo TpsIOBa 1a ce MHXKEKTHPA, 3a J1a € paBwIHA jo3ata. [IpaBuiHaTa mo3a 3a Bac me
3aBUCH OT Bamiero TemecHo Terio mo BpeMe Ha BCSKa J03a.

o Hannden e pnakon ot 45 mg 3a gena, KOUTo TpsiOBa Jia morydaT Mo-MaJiko OT IsuIaTta J103a
45 mg.

o Axko Texure no-manko ot 60 kg, npenoprunTennara go3a e 0,75 mg Stelara Ha kg TenecHo
TETJ10.

. Axo texure ot 60 kg no 100 kg, npenopruntennara go3a e 45 mg Stelara.
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o Axo texxute noeue ot 100 kg, mpenoppunrtennara no3a e 90 mg Stelara.
) Cnen HavajiHaTa J103a, cieaBaimara Bu qo3a me 0bae 4 ce AMUIM ITO-KBCHO U CJIE] TOBa Ha
Bceku 12 ceqMHUIIN.

Jena ¢ Tersno mox 40 kg

Boaect Ha KpoH u y/uepo3en KoauT

. ITo Bpeme Ha neuenuero Bammsar nekap e onpenenn npenopbynTenHara 3a Bac go3a 3a
MHTPaBEHO3Ha MH(Y3HUs B3 OCHOBA Ha TenecHara Bu moBbpxHocT (BSA). Jlekapsr mie s
MIPHUJIOKU Ype3 KAITKOBO BIMBAaHE BHB BEHA HA pbKara (MHTpaBeHo3Ha uHOpy3us). Cien
HaJyaJIHaTa J03a BammsT ekap e onpeaeny cienpaiara 03a Bb3 oCHOBa Ha Barata BSA.
Ille momyuute Tazu go3a Stelara cien 8 ceAMHUIIN U CIIe/T TOBA HA BCEKU 12 ceqMuIy 4pe3
WH)XEKTHpaHE IO KOXKata (,,[T0JKOXKHO™).

. [Ipu HAKOW MaIMEHTH Clie/ TbpBaTa WHXKEKIIHS 0T KoXKaTa J103a Stelara Moske /1a ce mpuiara
npe3 8 CeIMUIY WK npe3 4 ceAMUIIM. Barumsar jiekap 1me peru kora TpsOBa Ja MmojryunTe
cleqBaliara cH J103a.

Hena c Teruo Haii-manxo 40 kg

Boaect Ha KpoH u y/uepo3en KoauT

o [To BpeMe Ha sedeHneTO Bammst ekap e npuitoky mbpBara J103a ot npudiausuTenno 6 mg/kg
Stelara upe3 KanmKoBO BIMBaHE BbB BeHA Ha pbKaTa Bu (nHTpaBeHo3Ha nndy3us). Cnen
HauvalHaTa J03a e MoJy4yuTe cienBamara 1o3a 90 mg Stelara cnen 8 ceqmuny, a ciiex ToBa Ha
BCEKU 12 cenMuIm upe3 WHKEKITUS MO KoKaTa (,,lI0IKOKHO ).

o [Ipu HsKOM MALIMEHTH, CIIe]] TbpBaTa MOJIKOKHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 ceIMUIM WK npe3 4 ceaMuL. BammsT nekap e pemu kora TpsOBa Ja MoayduTe
clieBaliaTa cH 103a.

Kak ce npuaara Stelara

o Stelara ce mpunara KaTo HHXEKIHs MO KoxkaTta (OAK0XHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HHKEKTHpa OT JIeKap WM MEIUIMHCKA CECTPa.

o Bue u Bammsar nekap o6aue Moxxe 1a pemunTte, ue Bue camu Moxe na cu nmxektupare Stelara.
B TakbB ciyuaii me npeMuHeTe 00y4eHue Kak Jja CM HHXKeKTupate Stelara caMoCTOSITENHO.

o 3a yka3aHus Kak J1a MHxKeKkTupare Stelara Buxre ,,YKazaHus 3a NpUIOKEHHE B Kpasi Ha Ta3H
JMCTOBKA.

FOBOpeTC ¢ Bamms JICKAp, aKO UMATC BBIIPOCHU OTHOCHO TOBA KaK CaMH J1d MOCTABATC MHIKXCKIUATA.

AKO cTe H3M0JI3BAJIU NIOBeYe 0T HeoOxoauMaTa j1o3a Stelara

AKO cTe M3MONI3BATIM WK ca BU MPIIIOXKIITH MOBEUYe OT HeoOXoumara o3a Stelara, He3abaBHO ce
MOChBETBANTE ¢ Jiekap WK (papmarieBT. Bunaru Hocere ¢ Bac kapToHeHaTa OMaKOBKa Ha
JIEKapCTBOTO, JIOPH U JIa € TIpa3Ha.

AKO cTe NpoIycHaJIM 1a u3noJj3pare Stelara

AKO CTe IpOoIyCHaJIM J103a, CBhpKeTe ce ¢ Bamms nekap wiu dapmarieBt. He npunaraiite nsoiina
J103a, 3a J]a KOMIIEHCHpaTe MPoITycHaTaTa 103a.

AKo cTe cipesin ynorpebara Ha Stelara

He e omacHo na cripere ynorpe6ara Ha Stelara. Ako obaue s cripere, Bammre cumnromu Moxe 1a ce
BBH300OHOBSIT.

AKO UMate HIKaKBH JOMBIHUTEIHHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamus siexap wiu GpapMarieBT.

4. Bb3MOKHH HeKeJTaHU pPeakuuu

Kakro Bcnuku JICKApCTBa, TOBA JICKAPCTBO MOKEC Ja IPCAU3BUKA HCIKCIIAHU PCAKIINU, BBIIPCKH Y€ HEC
BCCKM I' I[10JTy4aBa.

162



Cepuo3HN HexkeTaH! PeaKIuu
Hsaxon MalUCHTHU MOXKE 1da UMAT CCPUO3HU HCIKCIIaHU PCAKIINU, IIPU KOUTO Aa CC HaJIara CIICIIHO
JICUCHUC.

AJIeprUYHM peaKIu — MOsKe 1a U3MCKBAT cielHo JedeHue. Uapopmupaiite Bamus
JieKap WM He3a0aBHO MOTbpPceTe CNEelIHa MeIMUMHCKA IOMOIII, aK0 3a0esieskuTe HAKOM OT
cJIeTHUTE MPU3HAIU.
. CepHo3HHTE aeprUIHA PEaKIH (,,aHapHIaKCHs”) ca PEAKH MPH X0pa, TpUeMAaIn
Stelara (moxe na 3acernar g0 1 Ha 1 000 gymm). [Ipu3HanuTe BKIIIOYBAT:
o) 3aTPyAHEHO AUILAHE WU NPErTbLIaHe
o) HHCKO KPBBHO HAJIATAHE, KOSTO MOXKE JIa IPUYNHHU 3aMassHOCT HJIH CBETOBBPTEXK
o) MOAyBaHE Ha JIUIIETO, YCTHUTE, yCTAaTa UIH I'BPIIOTO.
° YecTuTe MpU3HAIY HA allepruyHa peakiys BKIFOYBAT KOKEH OOpPHUB U ypTHKapus (Moxe
na 3acerHat 1o 1 ma 100 mymm).

B penxu ciyyau ce ¢ch001IaBaT ajleprudHu 0eJI0APOOHU peakiuu 1 0eJ10APooHO
Bb3MajleHHue MPH NAIMEHTH, KOUTO MOJIy4YaBaT YCTeKHHYMa0. YBeqomeTe BeqHara Bamms
JIeKap, aKo MOJyYnTe CHMITOMH KAaTO KAIJIMIA, 32IyX H BHCOKA TeMIlepaTypa.

AKO MoNTyynTe CEepro3Ha ajJepruiHa peakius, BamusT gekap Moxe 1a pemu, e Bue He TpsiOBa
na ynotpebssate Stelara oTHOBO.

Nudexuuu — MoKe 1a U3UCKBAT crieliHo jJevyeHue. Uudgopmupaiite Bamusa gekap, ako
3a0eJieskNTe HAKOM OT CJIeJHUTE MPU3HALN.

° WH(PEKIMUTE Ha HOCA WK T'HPJIOTO U MPOCTY/aTa ca 4ecTH (MOXe Ja 3acersar a0 1 Ha
10 mymmn)

. WHEKIMUTE Ha JOJHATE NUXATEITHH IbTHUINA (TPhIHE HHPEKIINN) ca HedecTH (MOoXKe /1a
3acersat qo 1 na 100 mymrm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MoXe Ja 3acerde 1o 1 Ha
100 mymm)

. xepriecute (Bu 0oJie3HEH OOPUB ¢ MEXYpH) ca HeuecTH (MOJKe J1a 3acerHart 1o 1 Ha
100 mymm)

Stelara mosxe na Hamanu cnocobHoctTa Bu na ce 6opute ¢ nadekunu. Hixon undexunn moxe
Jla CTaHaT CEPHO3HH U MOXKE 1a BKJIIOUBAT HH(PEKIMH, TPUUYMHEHU OT BUPYCH, 'BOMYKH,
OakTepuu (BKJIIOUUTEIIHO TyOCPKYJI03a) WK Mapa3uTH, BKIOYUTEITHO HHPEKIIUH, KOUTO
BB3HUKBAT MPEAMMHO NIPH XOpa ¢ OTcliabeHa UMYHHA cUCTeMa (OTIOPTIOHUCTUYHU HHPEKIIH).
[Ipu nauueHTy, nosyyaBamy ycTeKuHyMa0, ce cbo0I1aBaT ONOPTIOHUCTUYHN HH(DEKLIMHT Ha
MO3bKa (eHIeanuT, MCHUHTHUT), OeTUTe APOOOBE U OUUTE.

Hoxkato ynorpeGsiBate Stelara, Tpsa6Ba na ciegure 3a npu3HaUy Ha HH(ekuus. Te BKIIOYBAT:
BHCOKa TeMIIepaTypa, TPUIONIOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Terio
yMOpa WU 3a]lyX, yIIOpUTa KalllIiia

TOIJIa, 3a4epBeHa H OOJIE3HEHA KOXKa MITH OOJIE3HEH KOXKEH 00PUB C MEXypH

napeHe npy ypUHUpaHe

JIAapus

3pUTEITHO CMYIIICHHE WITH 3ary0a Ha 3peHue

r1aBo0oJIve, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, T'aJICHE WIIH
00BPKaAHOCT.

Undopmupaiite Bamms gekap BegHara, ako 3a0eeKuTe HIKOW OT Te3U NpU3HAIK Ha
uHdexnus. Te morat na ObIAT MpU3HALM HA MHPEKIUH KaTO TPbIHA HHPEKINU, KOXKHU
UHQEKINH, XepIiec 30CTep WIN ONOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia IOBEAAT JI0
cepuo3Hu ycnoxHeHus. MHbopmupaiite Bamus nekap, ako iMaTe HIKaKBa YIOPUTA HITH
noBTapsmia ce nHpeku. BamusaT gekap Moxxe 1a peiy, 4e He TpsiOBa 1a ynorpedsiBare
Stelara, noxaro nHpekuaTa He ObJIc U3JICKyBaHa. YBenoMere Barws iekap, U ako umaTe
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OTBOPCHU paHU WUJIKM HapaHABAHUA, TBI KaTO MOXKE Ja ce I/IH(l)eKTI/IpaT.

Jlo1eHe Ha KOKaTa — HHTEH3MBHOTO 3a4epBsiBaHe U JIOIIeHe HA KOKAaTa HAa Mo-rojiaMa
IUIOII MO TSJIOTO MOsKe 1a €2 CHMITOMM Ha ePUTPOJePMHYEH NMCOPUAZHUC HIIH
eKC(OIHATHBEH JePMATHT, KOUTO €A CEPUO3HU KOKHU 3a00/1iBaHuA. AKO 3a0e/ieskuTe
HAKOH OT Te3W MPHU3HALM, TPAOBa 1a nHopMupaTe Bamms jexkap He3a0aBHO.

Jpyru HexkeJlaHU peaKnMu

YecTu HexeIaHu peakunu (Moxe 1a 3acersar 1o 1 Ha 10 gymmm):

JHapus
rajieHe

NOBpBLIaHE

ymopa

3aMasHOCT

riaaBo0osme

chpOex (MpypuUTyC)

0o0jKa B rbpOa, MyCKyJIUTE UIIH CTaBUTE
BB3MAIEHO T'BPIIO

3auepBsiBaHE U OOJIKA HAa MICTOTO HA HHKCKTUPAHE
UH(EKINS Ha CHHYCHTE

HeuecTu Hexkenann peakuuu (Moxe na 3acerHat 1o 1 Ha 100 mymm):

MH(EKINN Ha 350UTE

BarvMHaJTHa HH(EKIHS, TPUYNHEHA OT 'bONYKHI

Jenpecus

3aITyIIeH HOC W XpemMa

KbpBEHE, IOCUHSBaHE, BTBBbP/SBAHE, II0{yBaHEe U ChPOEk Ha MSACTOTO HA MHIKEKTHPAaHE
ycellane 3a ci1abocT

CraJiaHe Ha KJlernayda U H3KpHUBsIBaHE Ha MYCKYJIMTE Ha €{HATa MTOJIOBIUHA HA JIUIETO
(,yMIIeBa Mapann3a’” Wid ,,l1apain3a Ha benx’”), KoaTo 0OMKHOBEHO € BpeMEHHA
MPOMSTHA Ha TICOPHA3UCca ChC 3a4EPBSIBAHE M HOBH MAJIKH, XBJITU WU OEIr MEXypH I10
KOXKaTa, MOHSAKOTa IPUIPYKEHHU ¢ Temreparypa (ITyCcTyI03eH IICOPHa3UC)

OecieHe Ha KoxaTta (eKc(oaralms Ha KoJKaTa)

aKHe

Penxu Hexes1aHM JekapcTBeHH peakuuu (Moxke na 3acersar 10 1 za 1 000 mgyrmm)

3ayepBsiBaHE U JIOMICHE HA KOXAaTa Ha MO-TOJISIMA TUIOL 110 TSJIOTO, KOUTO MOXKE /1a
ChPOAT WK J1a ca 6ose3HeHH (ekcdomaTuBeH aepMartuT). [Tomo0Hu cuMITOME
HOHSIKOTa Ce pa3BHBAT KaTO €CTECTBEHA IIPOMSIHA HAa BU/Ia HA CHMIITOMHUTE Ha TICOPHA3UC
(epuTpOoAEpMHYEH ICOPHUA3HC)

Bb3nanenue Ha MankuTe KPbBOHOCHHU ChA0OBE, KOETO MOKE J1a JOBEZE 0 KOXKEH OOPHUB C
MaJIK{ YePBEHU HJIV JIMJIaBH MOy THHHU, TEMIIEpATypa Wik O0JKa B CTABUTE (BACKYJIHT).

MHoro peaku He:KeJIaHU JeKapcTBeHU peakuuu (Moxe 1a 3acersat 1o 1 Ha 10 000 mymm)

OO0pazyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a ObJie 3a4epBeHa, Chposia u
Ooneznena (OynozeHn nemduron)

KOJKEH JIYITyC €pUTEMATO/IEC U JIYIyC-0A00eH CUHIPOM (YepBEH, HaIUTHAT, JTIOLIEI Ce
00pUB B M3JIOKEHHUTE Ha CI'BHIIE YYACTHIU Ha KOXKaTa, KOWTO MOXKeE Jia € IPHPYKEH OT
OOJIKU B CTaBHTE).

Chol01aBaHe HA HesKeJIAHU pPeakluu

AKO MONTyyHnTe HIKaKBU HEXXEJIaHU JICKApPCTBEHU peakiy, yBeaomMere Bamus nexap unu gpapmanesnT.
ToBa BK/IIOYBA ¥ BCUUKU BH3MOXKHU HEONMCAHM B Ta3M JIMCTOBKA HEXKeNaHU peakuuu. MokeTe ChILo
Jla ChOOIUTE HEXKENaHHU PeaKIMy JUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 3a ChOOIIaBaHe, IOCOYeHa B
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HpI/IJIO)KCHI/IC V. Kato C’LO6H_IaBaTC HCXKCIIaHU PCAKIUU, MOXKETC Aa AJaACTC CBOS IPHUHOC 34
MOJIYy4aBaHC Ha MMOBCYC I/IH(I)OpMaI_[I/Iﬂ OTHOCHO 0€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate Stelara

o [a ce cpxpansBa Ha MSICTO, HEJOCTHIIHO 32 AcLA.

. Ja ce cpxpanssa B xnammtHuk (2°C-8°C). [la He ce 3ampazsBa.

. CobxpansBaiiTe IpeIBAPUTEIHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKa, 3a J1a Ce
Mpeanasy OT CBETIUHA.

o AKO e HeoOXO0IMMO, OTICITHHUTE MPEIBAPUTEITHO HAITBIIHEHN CIIPHHIIOBKH Stelara Moxe chIIo 1a

ce ChXpaHABaT NpH cTaiiHa TeMreparypa a0 30°C 3a MakcuMyMm equH neprof 1o 30 gHu B
OpUT'MHAJIHATa KapTOHEHA OMAaKOBKa, 3a J1a ce MpeAna3saT OT CBETINHA. 3alHlIeTe AaTara, Ha
KOSITO MIPEBAPUTETHO HAITBIHEHATA CIIPUHIIOBKA € U3BaJIeHa 33 IbPBU BT OT XJIAAWITHUKA U
Jarata Ha M3XBBPIISIHE Ha 0003HAYEHUTE Ha BHHINTHATA KapTOHEHA OMaKkoBKa MecTa. JlaTara Ha
U3XBBPIISTHE HE TPsIOBa J1a € CJIe OPUTMHATTHHUS CPOK Ha TOIHOCT, OTIICYaTaH BbPXY
KapTOHeHaTa onakoBka. Cie/] KaTo BeJHEX CIPUHIIOBKATA € OWiia ChbXpaHsIBaHa IPH CTaifHa
temrepatypa (1o 30°C), T4 He TpsiOBa 11a ce BpbIlla B XJIATWIHUKA. M3XBBpIIeTe ClIpUHIIOBKATA,
aKo HE Ce M3I0J3Ba ClIe]] CbXpaHEHHE MIPH CTailHa TemiepaTypa B paMkuTe Ha 30 THU Wi ciief
W3TUYAaHE HAa OPUTHHAIIHUS CPOK HA FTOJHOCT, B 3aBUCUMOCT OT TOBa, KOE€ OT ABETE HACTBIIH I10-
paHo.

o He pasknamaiite nmpeaBapuTeIHO HATBIHEHUTE CIIPUHIIOBKH. [IpOabIKUTETHOTO EHEPTHYHO
pa3KIala"e MoXKe 1a IOBPEAH JEKapCTBOTO.

He n3nos3BaiiTe ToBa JIEKaApPCTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KapTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Tonen no:*“. CpoKbT Ha TOJAHOCT OTTOBAPs HA MOCICAHUS JCH OT MOCOYCHHUS MECEII;

° aKO TEYHOCTTA € C MPOMEHEH I[BAT, MbTHA WJIM B Hesl ce 3a0esI3BaT IUIyBAIY Yy>KIH YaCTHIINA
(BmkTe TOuKa 6 ,,Kak n3rnexaa Stelara u kakBo ChABpIKa OMAKOBKATa);

. aKo 3HAaeTe WIH CMsATaTe, 4e MOKe J1a € Onita N3NoKeHa Ha eKCTPEMHH TeMItepaTrypu (KaTo
WHIIUJCHTHO 3aMpPB3BaHE WM 3arpsBaHe);

. aKo MPOIYKTHT € OWJI EeHEPTUYHO Pa3KIIaTeH.

Stelara e camo 3a emHOKpaTHA yroTpeda. Hem3non3BaHUAT MPOIYKT, OCTaHAJ B CIIPUHIIOBKATA, TPSOBA
Ja ce u3xBbpau. He u3xBbpisiiTe NekapcTBaTa B KaHANM3AUATA WK B KOHTEHHEpA 3a JOMAaITHU
ormaxpiu. [Tonuraiite Bamus GapmalieBT Kak 1a U3XBBPIIATE JIeKapCcTBaTa, KOUTO BEUe HE
u3noa3Bare. Te3n MepKH 1€ CIIOMOTHAT 3a ONa3BaHe HAa OKOJIHATA CPEAa.

6. Cun)pma}me Ha OMAaKOBKAaTa U J0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

KakBo cbabpaxa Stelara

o AKTHBHO BEIIIECTBO: YCTeKNHYMa0. Besika mpenBapuTeTHO HAITbJITHEHA CIIPUHIIOBKA ChIbpKa
90 mg ycrexkuaymMab B 1 ml.
. Hpyru cberaBku: L-xuctuant, L-XUCTHINHOB MOHOXUAPOXIIOPUT MOHOXHUAPAT, TofucopOaT 80

(E433), 3axapo3a u BojJa 3a HHKEKITUH.

Kak n3rue:xxaa Stelara m kakBo chbABp:Ka OMAKOBKATA

Stelara e GucThp A0 JIEKO OIajecueHTeH (C MepIIeH OIACHK), Oe3[BETEH 10 OISO BIT HHKEKIIMOHESH
pastBop. Toit MOXke 1a ChABpPIKa HAKOJIKO IPeOHM MOITYyNPO3pauHil WM O YaCTHLIX IPOTEHH.
JocTaps ce B KapTOHEHA OMaKOBKa, ChABPIKAIA €/JHA CTHKJICHA TIPEIBAPUTEITHO HAITBJIHEHA
cnpuHIoBKa oT 1 ml ¢ eauHuYHa 03a. Besika npeiBapuTeTHO HAITbJTHEHA CIIPUHIIOBKA ChIIbpKa

90 mg ycrekunyma0 B 1 ml HHXEKIIMOHEH pa3TBOP.

IIpuTexaTes Ha pa3pelIeHHETO 32 YHoTpeda
Janssen-Cilag International NV
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Turnhoutseweg 30
B-2340 Beerse
benarus

IMpousBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(i)OpMa]_[I/HI OTHOCHO TOBaA JICKApCTBO, MOJIsA, CBBPKETEC CC C JIOKATTHUA
MNpEeACTABUTCI HA MPUTCIKATECIIA Ha PAa3pCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/T¢él: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»KOHCBHH & JxoHchH bearapus” EOO/]]

Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee(@its.jnj.com

EAihada

Janssen-Cilag ®oppokevutik) Movonpocmnn

A.EB.E.
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00
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France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bapvapoc Xotinmavaynig Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Portugal

Janssen-Cilag Farmacéutica, Lda.

Tel: +351 214 368 600

Romania

Johnson & Johnson Romania SRL

Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
JNJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

I[aTa Ha IOCJECIHO MpepasrjaeckaaHne Ha JIMCTOBKaTa

IMompoOHa uH(popMalrs 3a TOBa JEKapCTBO € MpeocTaBeHa Ha yeOcaiita Ha EBpornelickara areHius
1o JiekapcTBara https://www.ema.europa.cu.
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Yka3zanus 3a npujioKeHue

B HayanoTto Ha Je4eHneTo MEIUIIMHCKHU crienanucT 1ie Bu nocrasu Bamiara mepBa nHxxekuus. Bue

u Bammsr nekap obade Moke 1a pemure, ue Bue camu Moke Ja cu urkektupare Stelara. B TakbB

CITydJaii 1Iie MpeMHUHeTe 00yUeHHe Kak Jla nikektupare Stelara. ['oBopete ¢ Bammst nexap, ako mMare

BBIIPOCH OTHOCHO MOCTABSIHETO HA HH)KEKLIHATA.

. He cmecBaiite Stelara ¢ apyru TeUHOCTH 328 MHKEKLHA.

. He pazkmamaiite nmpenBapuTeIHO HATbIHEHUTE CIIPUHIIOBKH Stelara. [IpuunHata 3a ToBa €, ye
CHITHOTO pa3KJIalllaHe MOJKE Ja MMOBpeHn JiekapcTBoTo. He yrmoTpebsBaiiTe 1ekapcTBOTO, aKo €
OMIIO CHITHO Pa3KIIaTeHO.

Ha durypa 1 e mokazaHo kKak M3TJexk/1a IpeBaPUTEIHO HAITBIHEHATA CIIPHHIIOBKA.

CkoOu Ha
IIpenasuTeIq Ha
byrazo wraara Kopmyc KorTtpomso Kanaue Ha
mpo3opue HI71aTa

_'{F—AIL \ |>

I'nmaBa Ha Ctpanunu Ha Etnxer Hrna
oyTamoTo Opeana3sHTeIa
Ha HI7aTa

—-%

Qurypa 1

1. IIpoBepere Oposi Ha peABAPUTEJHO HATBJIHECHUTE CHPUHIOBKY U MOATOTBETEe MaTepHaJInTe:

[TonroroBka 3a U3M0JI3BaHE Ha IPEABAPUTEIIHO HAITbJIHEHATA CIIPUHIIOBKA:

o W3Banere npenBapuTeIHO HAITBJIHEHATA CIIPUHIIOBKA/CIIPUHIIOBKY OT XiaguiHuka. Ocrasere s
Jla TIPECTOM OKOJIO TIOJIOBHUH Yac U3BBH KyTHATa. TOBa I1Ie MO3BOJIHM HAa TEUHOCTTA J1a JOCTUTHE
NOJXO0AIIa TeMIIepaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanaukarta Ha
UrjaTa JOKaTo TEYHOCTTAa HE JOCTUTHE CTallHa TeMIleparypa.

o XBaHeTe KOpITyca Ha CIIPUHIIOBKATA TaKa, Y€ MOKPUTATa C Karmayka Urja Jia COYd Harope.

o He xBamaiite riiaBara Ha OyTanoro, OyTajJoTo, CTPAaHUIMTE Ha MPEANIa3UTeIIs Ha UIJIaTa WK
KaraJykara Ha Urjara.

o He m3nbprBaiite OyranoTo.

o He cBansiite kamaukaTa Ha UIJiaTa OT CHPUHIIOBKATA, JIOKATO HE MPOYETETe B MHCTPYKIIHATA 32
TOBA.

. He nokocBaiitTe akTHBHpAIIUTE CKOOM Ha MPE/a3uTess Ha urinata (YKa3aHu ChC 3Be3u4Ka *

Ha (1)1/11". 1), 3a J1a n30erHeTe MpEKACBPEMCHHOTO IMTOKPUBAHC HA UIJIaTa C IPCAIIa3UTCIIA.

[IpoBepeTe nmpeBapUTEIHO HATBIIHEHATA CIIPUHIIOBKA/CIIPHHIIOBKH, 32 Jia CE yBEPHTE, Ue:

o 6pO$IT Ha Ip€aABApUTCIIHO HAITBJIHCHUTC CIIPUHIIOBKH U KOJIUYECTBOTO HA aKTUBHOTO BEIIECTBO

B /I030Ba €AWHHILIA Ca BEPHU:

o ako Bamara noza e 90 mg, me noxyunre eana 90 mg npeaBapUTENHO HATBJIHEHA
cnpuHIoBka Stelara;

TOBA € MPABHIHOTO JIEKAPCTBO;

CPOKBT Ha TOJHOCT HE € H3TEKBJI;

NpeBAPUTEIHO HAITBJTHEHATA CIIPUHIIOBKA HE € MTOBpEIeHa;

Pa3TBOPBT B CIIPUHIIOBKATA € OMCTHP 710 JICKO OMAaJICCIICHTEH (C IepiIeH OJIACHK) 1 Oe3I[BETCH

10 0J1€110 )KBIT;
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o Pa3TBOPHT B CIIPUHIIOBKATA HE € C MPOMEHEH IIBAT WJIM MBTEH U HE ChIIBPKa TYXKIN YACTHUIIH;
o Pa3TBOPHT B CIIPUHIIOBKATA HE € 3aMPB3HAI.

CLGepeTe BCHUYKHU MAaTCpHaIn, OT KOUTO CC HYKAACTC, U TU MMOCTABCTC BbPXY YHCTA IIOBbPXHOCT. Te
BKJIFOYBAT aHTUCCIITUYHU KBPIIUYKH, IAMYYHH TaMIIOHU WX Mapjii U KOHTeﬁHep 3a OCTpH MMPEAMETH.

2. N36epete 1 moaroTseTe MSICTOTO 32 MHAKEKTHPAHE:
U3z6epete mscTo 3a HHXKEKTHpaHe (BX. Gurypa 2)

. Stelara ce mpuara upe3 HHXEKITUS 0] KoxKaTa (TIOJIKOKHO).

. [Moaxomsamm MecTa 3a HHXEKTHpPaHe ca TOPHATa YacT Ha OeIPOTO MK 00JIacTTa OKOJIO KOpeMa
Ha pa3CTOSIHUE Hal-MaJIKO 5 CM OT IIbIIa.

. AKO € Bb3MOXKHO, He U3I0NI3BaiiTe 00JacTH OT KOXKaTa ¢ MPU3HAIM Ha TICOPHA3HC.

. AKko HsKo¥ Bu momara mpu MOCTaBSHETO Ha MHKEKIUATA, TOW/TS MOXKe J1a u30epe ¥ ropHara

YacCT Ha pbKaTa KaToO MSACTO 34 MHKCKTHUPAHC.

=5 (4

*3oHuUTE B CHBO Ca NPENOPBUBAHNTE MECTa 33 MHKEKTHPaHe

Qurypa 2
IToaroTBere MACTOTO 32 MH)KEKTHpaHe
o WzmuiiTe ppiieTe cu MHOTO 100pe ChC CallyH U TOILIA BOJA.
o ITouncreTe KOXkaTa Ha MIACTOTO 32 MH)KEKTHPAHE C AHTUCENTHYHA KbpPIIUYKa.
o He noxocBaiiTe moBede Ta3u 00JIaCT O OCTABIHETO HA MHXKCKIHSTA.

3. CBasere Kanmaykara Ha urJjara (Bx. ¢purypa 3):

L4 Kanmaukara na uriara He TpSI6Ba Ja C€ CBAJIA, JOKATO HEC CTC T'OTOBU Jd MHXKCKTUPATC A03aTa.
L4 Bzemere MNpEABAPUTCIIHO HAITBJIHCHATA CIIPUHIOBKA U XBAHCTC KOPITyCa Hc CIHa PBKa.
L4 Ps3ko H3,Z[’LpHaﬁTe KallaykKaTa Ha UurjiaTa B IIpaBa OCOKA U A U3XBHPJICTC. HOKaTO IIpaBUTC

TOBa, HE JIOKOCBAiTe OyTaIOTO.

®durypa 3
. Moske na 3a0enexuTe Bh3AyIIeH MEXYp B MPEABAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA HITH
Kalka TeYHOCT Ha BbpXa Ha uriara. ToBa € HOpMaJIHO U HE € HEOOXOIUMO J1a Ce OTCTPaHSBAT.
. He nokocBaiite uriata u He 51 JOMUPANTE B IPYTrd MOBbPXHOCTH.
. He n3non3Baiite npeaBapUTEIHO HATbJIHEHATA CIPUHIIOBKA, aKO s U3THPBETE C OTBOPEHA HIJIA.

Axo ToBa ce CIIy4H, C€ CBbPIKCTC C Bamms JICKAp Wi (bapMaueBT.
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® I/IHX(eKTHpaﬁTe Jo3ara B€JHara, 1ioM CBaJIMTC KalraukaTra Ha urjara.

4. NnxexTHpAaiiTe 103aTA%

. XBaHeTe MPEABAPUTEIIHO HAMBbJIHEHATA CIPUHILIOBKA MEXKYy CPEIHUS NPBCT U MoKa3ajela Ha
eIHaTa phKa ¥ MOCTAaBETe Majiella CH BhPXY IIaBaTa Ha OyTalloTo, a C ipyraTa pbKa JIEKO
CTHUCHETE MOYKUCTEeHAaTa KOXKa MEX/ly najena u nokasaieua. He cruckaiite CUIIHO.

o He m3nbprBaiite OytanoTo.

. C ennHo OBP30 IBMKCHUE BKapaiTe UrjaTa B KOXara, TOKbAeTO MOXxe (BK. Gurypa 4).

Ourypa 4

. WHxexTupaiTe MsI0TO KOJTUIECTBO OT JIEKAPCTBOTO, KATO HATHCKATE OYTAIOTO, JIOKATO
IJIaBaTa My JOCTHUTHE MEKIY CTPAaHUIIUTE Ha MpEANa3uTess Ha uriata (Bx. gurypa 5).

o Koraro OyTanoro cTurae 10 kpas, He OTIIyCKaiiTe HAaTHCKa BhPXY IJIaBaTa My, U3BaJIeTe UTaTa
U IyCHETe Koxara (Bx. ¢purypa 6).

Qurypa 6
o baBHO oTcTpaHeTe majena cu OT Ii1aBaTa Ha OyTajoTo, 3a Ja MO3BOJIUTE Ha Ipa3HaTa
CHPUHIIOBKA J1a C€ MPUABIXH Harope, J0KaTo Is1aTa Uria ce MOKpUe ¢ MpeAra3uTens, KakTo €
MOKa3aHo Ha Qurypa 7:

170



5. Cien uHKeKTHPaHe:

BB3MOXkHO € Ha MACTOTO Ha MH)KEKTHPaHEe Jja UMa MaJIKO KOJIMYECTBO KPBB MIIM T€YHOCT. ToBa
€ HOpPMAJIHO.

[IputHcHeTe MSICTOTO Ha MHXEKTHPAHE C TaMy4yeH TaMITOH WM Mapiis U 3aapbxkTe 10 cekyHau.
He pa3rbpkBaiite KokaTa Ha MSICTOTO Ha HHXKEKTHpaHe. AKO € HEOOXOJIMO, MOXKE J]a CIIOKUTE
MaJKa JIEIEHKa BbPXY MSCTOTO Ha MH)KEKTHUPAHE.

6. U3xBbpJIsiHe:

Wznon3BanuTe CIPUHIIOBKH TPSIOBA Jla c€ MIOCTABAT B HENMPoOUBacM KOHTEHHEpP KaTo
KOHTelHepa 3a ocTpu npeaMeTH (Bxk. ¢purypa 8). 3a Bamara 6e3omacHOCT 1 31paBe U 3a
Oe3omacHOCTTa Ha IpyruTe, HUKOTra He W3I0J3BaiiTe MOBTOPHO CIIpUHIOBKUTE. U3XBBpIsiiTe
Bamms koHTeliHep 3a 0cTpH NPEeJIMETH B CHOTBETCTBHE C MECTHUTE PA3IIOpEI0H.
AHTHCENTHUYHNUTE KbPIUYKH U IPYTH KOHCYMaTHBH MOXKeE J]a C€ U3XBBPJIAT B OOLIHSI OOKIYK.

Qurypa 8

171



JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 45 mg uH:KeKIHOHEH Pa3TBOP B NPeABAPUTETHO HATBJIHEHA MU CAJIKA
ycreknayMa0 (ustekinumab)

IIqueTeTe BHUMATEJHO OslJIaTa JTUCTOBKA, IIPEeIH Ja 3alI0OYHETE 1a U3110J13BaTe TOBAa
JIEKapCTBO, ThH KaTO TS CbABbpPiKa BakHa 3a Bac ](lH(l)OpMalll/Iﬂ.

Ta3u JUCTOBKA € HANKCAHA 32 nmanMeHTa, KOHTO npuemMa JeKapcTBoTo.

- 3amazere Ta3u TUCTOBKa. MoJKe /1a ce HaJO0XH JIa sl IPOYETEeTe OTHOBO.

- AKO UMare HIKaKBH JOMBIHUTEIHA BBIPOCH, TonuTaiite Bamms nexkap uinn gapmarieBt.

- ToBa nekapcTBo € npennucano JuuHo Ha Bac. He ro npeorcTbnBaiite Ha apyru xopa. To Moxke
Jla UM HaBpeJIY, HE3aBUCHMO Y¢ IPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKO TIONTyuHnTe HAKAKBU HEXEIIaHU peakluy, yBeaoMeTe Bamus iekap wiu gpapmanenT. Toa
BKJIIOYBA U BCUYKHU Bb3MOXKHHU HEXKEJIAHU PEAKI[UU, HEOMIMCAHU B Ta3U JUCTOBKA. BuxTe
TOYKa 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kako npencrapnsiBa Stelara u 3a KakBo ce U3MOJI3Ba

Kakso Tpsi0Ba na 3Haete, npeau na uinonspare Stelara

Kak na usnonssare Stelara

BBb3MOXHU HEXKETaH! peaKIin

Kak na cpxpansiBate Stelara

ChbabppaHye Ha ONIAKOBKATa M JOIBIHUTENIHA HHPOPMALIUS

AU e

1.  Kakso npeacraBiasiBa Stelara u 3a KakBo ce H3I10JI3Ba

Kaxkgo npeacraBasBa Stelara

Stelara chabpka aKTUBHOTO BELIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJIHO aHTHUTSIIIO.
MOHOKIIOHATHUTE aHTUTENA Ca MPOTEUHHU, KOUTO PAa3MO3HABAT U CBBP3BaT OIPEeIeHN crienu(puaHn
MIPOTEHHH B OpraHU3Ma.

Stelara mpuHaanexu KbM Ipyna JeKapcTBa, HAPEUCHH ,,iMyHOCcynpecopu’. Te3un nexkapcTBa qeicTBar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HAa YacT OT MIMyHHATa CUCTEMA.

3a kakBo ce n3noJji3Ba Stelara
Stelara, mpuioxeHa ¢ U3MOI3BAHETO HA MPEABAPUTEITHO HAIThIHEHA THCAJIKa, CE U3IT0JI3BA 3a JICUSHUE
Ha CJIEAHUTE BB3IAIUTEIHHU 3200 IIBaHUA:

o [1nakoB nicopuasuc - Npu Bb3pacTHH

o [IcopuaruyueH apTpuT — Ipu Bb3pacTHU

o Ymepena g0 Texka 6osiect Ha KpoH — mpu Bb3pacTHH
o YMepeH 10 TEXBK yILUEpo3eH KOJIUT — IPU Bb3pACTHU

IlnakoB ncopuasuc
,,HJ’IaKOB HCOpI/Ia3I/IC” € KOXXHO 3a6OJ'I$IBaHC, KOC€TO BOJAM A0 BBIIIAJICHHUEC, 3aCiATallO KOXXaTa U HOKTUTC.
Stelara HamaIsiBa BB3MAJICHUETO U APYTUTE TPU3HALN HA 3a00JISIBAHETO.

Stelara, IMMPUJIOKCHA € U3IOJI3BAHCTO HAa NPCABAPUTCIIHO HAITBbJIHCHA M CAJIKa, CC U3II0JI3Ba IIPpU
BB3PAaCTHU C YMEPCH 10 TCXKBK IIJIAKOB IICOPHUA3NUC, KOUTO HE MOrarT Jia U31o0J3BaT HUKIOCIIOPHH,
METOTPEKCAT UIIN q)OTOTepaHI/IH, HJIN KOraTo TC3U JICUCHUA HE HeﬁCTBaT.

IlcopuaTnyen apTpur

[copuaruyeH apTpuT € BB3MAINTEITHO 32a00JIIBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe aKTUBEH IICOPUATUUEH apTpUT, IbPBO 11ie Bu nekyBaT ¢ apyru ekapctBa. AKO
HE ce MOBJIUsAETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moxke 1a Bu ce mpennume Stelara, 3a na ce:
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° HaMaJsIT IpU3HAIUTE U CUMIITOMUTE Ha 3a00JsBaHeTo Bu;
° nono0pu puzuueckoTo Bu cherosiHue;
) 3a0aBU yBpexaaHeTo Ha BaiuTe craBm.

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTeNHO 3a00JI1BaHe Ha uepBara. Ako umate 6ojiect Ha KpoH mbpRo 111e
Bu ce nagat apyru jgekapctBa. AKO HE C€ MOBJIMAETE TOCTAThUYHO MM UMATe HETOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3abonsBaneTo Bu.

Yiuepo3eH KoauT

VY IIepo3HUT KOJUT € Bh3MATUTEIIHO 3a00JIBaHe Ha uepBaTa. AKO UMaTe YiIepo3eH KOIUT, IbPBO
e Bu ce magar apyru ekapceTBa. AKO He Ce TOBIMBATe 100pe WK UMaTe HEMOHOCMMOCT KbM TE3U
JeKapcTBa, MOXke 1a Bu ce maze Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Bamero
3a00J1BaHe.

2. Kakso Tpsa6Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJa3saiite Stelara

o AKo cTe AJICPTUYHU KBM YCTCKI/IHyMa6 HJIN HAKOA OT OCTAaHAJIIMTE CbCTaBKH HAa TOBa JICKAPCTBO
(130poenu B TouKa 6).
. AKko nMaTe akTHBHA MH(]EKIUs, KosTO BamusT gekap Hamupa 3a 3Ha4nMa.

AKO He cTe CUTYpHH J1ajTi HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHACA 3a Bac, mochBeTBaiite ce ¢ Bammms
Jekap win apmarieBT, Ipeau aa u3noissare Stelara.

Ilpexynpeskaenus U npeanasHu MepKu

I'oBopere ¢ Bamus ekap wiu apMaltieBT npeau aa u3non3sate Stelara. Bamusar nekap e npopepu
CBhCTOSTHUETO Bu mpean Besko JiedeHne. YBeIoOMeTe CBOS Jiekap 3a Beska Baria Gonect npean BCsko
nedenue. Cpio Taka nHGopMupaiiTe Bamms nekap, ako HaCKOpPO CTe OMIIM B KOHTAKT C YOBEK, KOUTO
MOJe J1a uMa TyOepKyo3a. Bamust nekap e Bu npernena u mie HanpaBu U3clieBaHe 3a
TyOepKyJo3a, penu aa usnonssare Stelara. Axo Bammst nekap cMsTta, 9e cTe U3JI0KEHH Ha PUCK OT
TyOepKyJo3a, Moxke a Bu mpemuiie iekapcTsa 3a JISYSHUETO 1.

Chenere 32 cepHO3HU HEXKEJIAHH PeaKIuU

Stelara Mo>xe 1a mpeIM3BUKa CEPHO3HU HEXEIAHU PEaKIMU, BKIIIOYUTEIHO ATEPTUUHHU PEaKIuu U
nHpekmu. TpsaOBa 1a cineanTe 3a ONpeeNieHn IpU3HaNY Ha 3a00J1IBaHus, T0KaTo npuemare Stelara.
Bmxre ,,Cepro3Hu HeXeNaHu peakliy™ B TOUKa 4 3a MBJIHUS CIIMCHK HA TE3W HEXKEIaHU PEaKIHH.

IIpenn na n3nosasBare Stelara nagopmupaiite Bamms Jiekap:

. AKO HSIKOTA CTe HMAJIM aJIepruYHa peakuusi kbM Stelara. Ao He cTe CUTypHHU, TONTUTANTE
Bamus nekap.

o AKO HSIKOTA CTe HMAJIM HAKAKbB B/ PaK — TOBA €, 3aII0TO UIMYHOCyTpecopuTe karo Stelara
0TcIabBaT 4acT OT UMyHHaTa cuctemMa. ToBa MOKe Jja MOBHIIHM PUCKA OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHH JIEKAPCTBa (JIeKapCcTBo,

NPOU3BeeHO OT 0M0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

. AKO HMaTe MJIM HACKOPO CTe NMAaJIM MHpeKus.

o AKO MMaTe HOBH WJIM IPOMEHSIIIN Ce JIE3N! B yJaCTBLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKO HAKOTa cTe HMAJIM AJIepruYHa peakuus KbM JaTeKe Wiu HHxKeKknusa Stelara —

OIAaKOBKaTa, B KOSATO CE HAMHpPa TO3H JIEKaPCTBEH MPOAYKT, ChAbPKA JaTEKCOBA I'yMa, KOSTO
MOXE J1a IPCAU3BHUKA TCIKKHU AJICPTHUIHU PCAKINU ITPU X0pa, YYBCTBUTCIIHU KbM JIATCKC. Buxre
,,Clienere 3a CepHO3HM HEXXeJIaHU peKalluy’’ B TOUKa 4 3a MpHU3HAIMTE Ha aJepruyHa peakiusl.

o AKO moJiyuaBate Jpyro jedeHue 3a MNCOPHAZNC U/ WM MICOPUATHYEH APTPUT — KaTo JPyTU
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MMYHOCYIIpeCcOpH Win ¢oToTepanusi (Korato TAJIO0TO ce JeKyBa ¢ T yaTpasronerosa (UV)
CBETNIMHA). Te3H JeUeHHs ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHeTo
Ha Te3W JICUeHUs 3aeJHO che Stelara He e u3cnenBaHo. Be3MokHO € obade, To Jla yBen4n
pHcKa oT 3a00JIsIBaHMsI, CBBP3aHH ¢ OTcIabBaHe HA UMYHHATa CHCTEMA.

o AKO ToJIyYaBaTe UJIH HAKOT'a CTe MOJIyYaBaji HHKEKINH 32 JiedeHHe HAa aJIePrud — He €
W3BECTHO Jany Stelara Moke 1a OKake BIMSIHHE BBPXY TAX.
. AKO cTe Ha M Hajl 65 roIMHu — MOXXE J1a CTE TO-CKIOHHU KbM HH(PEKIINH.

AKO He cTe CUTYpHH J1aTi HIKOE OT TOPeu30pOeHUTE ce OTHAcA 3a Bac, mochrBeTBaiite ce ¢ Bammus
nexap win (hapmarneBT, peau 1a u3non3sare Stelara.

Hsxou manueHTH nomy4aBar JIymyc-oJo0OHU peakliy, BKIIOUUTEIHO KOXKEH JYIyC epUTeMaTonec u
JyIyc-1o00eH CHHAPOM, 10 BpeMe Ha JIUeHHe ¢ yCTeKuHyMab. ['oBopere BeaHara ¢ Bamms sekap,
aKo MOJYYHTE YePBEH, HAAUTHAT, JIOLIEI ce OOPUB, MOHAKOI'a C MO-TbMHU IPAaHHUIIH, B U3JIOKCHUTE
Ha CII'BHIIE yYacThIIM Ha KOKaTa UM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WHbapkT 1 HHCYNITH ca HAOJII0JaBaH! B MPOYYBAHE MPH MAIUCHTH C TICOPUA3HUC, JICKYBAHH ChC
Stelara. Bamust jgekap peIoBHO Iiie¢ IPOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIBaHE U
UHCYNT npH Bac, 3a fa € cUrypHoO, 4e Te ce JeKyBaT o Moaxoas1l HaunH. HezabaBHo moThpceTe
MEIUIMHCKA IIOMOII], aKO TTOJIy4HTe OOJIKa B I'bPAHTE, CIA00CT WM HEOOMYaliHO yCellaHe OT eIHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO WM IT'OBOPHU WX 3PUTCIIHU CMYIICHUA.

Jlena v IOHOIIH

Stelara mpenBapUTEIHO HAITbJIHEHA MTUCAJIKA HE CE MPEMOPhYBA 3a yHoTpeda MpH Jelia Ha Bb3pacT MO
18 rogunuu ¢ ncopuasuc, 6o1ect Ha KpoHn mwim yiepo3eH KOJIHT, 3all0TO HE € MPOYYBaH MPH Ta3u
BB3pacToBa rpymna. Bmecto ToBa npu jena Ha Bb3pacT 6 WU MOBeY€e TOMHH U IOHOIIH C TICOPUA3UC
TpsI0Ba J1a ce U3IMOII3Ba MIPEIBAPUTEITHO HAITBITHEHA CIIPUHITOBKA WK (urakoH. BmecTo ToBa npu nena
¢ Oonect Ha KpoH miM yiepo3eH KOJIMT Ha Bb3pacT 2 U MOBEeUE TOJAMHU TPSOBa J1a Ce U3I0I3Ba
WH(Y3UOHEH pa3TBOP, (UIAKOH WIH MPEBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA.

Stelara He ce mpenopkyBa 3a yrorpeda Mpu Jelia 1 I0HOIIA Ha BB3pacT MoJl 18 rofiMHu ¢ ICOpUATHYCH
apTPUT, WIH TIPH JICTIa Ha BB3PACT M0 6 TOAMHHU € TICOPUA3NC, WU TIPHU JeIa Ha Bh3pacT 1o 2
rouHu ¢ 6onect Ha KpoH win yimepo3eH KONHT, 3aII0TO HE € MPOyYBaH P T€3H Bb3PACTOBU TPYIIH.

Jpyru nexapcTBa, Bakcunu u Stelara
Tps6Ba ga kaxere Ha Bamus nexap wiu GpapmanesT:

. AKo npuemare, HAaCKOpO CTe IMPUEMAIN WM € Bb3MOXHO Jja IPUEMETE JPYTH JIEKAPCTBA.

. Ako Hackopo Bu e npaBeHa ninu miianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, HsikouM BuOBEe BakCHHH (>KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

. Ako cre nonyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha

0ebeto Bu 3a euenuero cwve Stelara, mpenu To 1a Moay4yr KakBaTo U J1a € BAKCUHA,
BKJIFOUMTEITHO JKMBH BakcuHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepkyo3a). JKMBUTE BaKCHHU He ce IpernophuBar 3a Barero 6e0e npe3 mppBuTe IBaHAIECET
Mecela ciell paXJJaHeTo, aKo CTe ToydaBaid Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nekapsT Ha Bamero 6e6e He mpenopbya Apyro.

BpemMeHHOCT M KbpMeHe

o Axko cTe OpeMeHHa, CMATATe, Y& MOXKE J1a cTe OpeMeHHA WITH MJIaHupaTe OPEMEHHOCT,
nochBeTBalTe ce ¢ Bamus jekap npenu ynorpebara Ha TOBa JICKapCTBO.
o He ¢ HaOnroaBaH 10-BUCOK PUCK OT BpPOZACHHU AceKTH pu O0edera, u3jiokeHu Ha Stelara B

yrpobara. [lannute ot ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00aue ca OrpaHHUYCHH.
[lopanu ToBa e 3a npennouynTade Aa ce u30sArBa ynorpedara Ha Stelara o Bpeme Ha
OpEeMEeHHOCT.

o AKO cTe KeHa C JeTepOoACH MOTCHIUAI, XKeJaTeIHo € Aa He 3a0peMeHsIBaTe U /1a U3I0JI3BaTe
MIOJIXOJISTT IPOTHBO3aYaThYCH METOI, KOraTo uamnomn3sate Stelara v mone 15 ceaMurm cien
NOCJIEHOTO NMpuiarade Ha Stelara.
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o Stelara Mo>xe a MpeMHHE pe3 IUIalleHTaTa B HEPOACHOTO Oebe. AKo cTe rmorydaBaiu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moke 1a iMa TO-BHCOK PHCK OT HH(EKIIHS.

o BaxxHo e 1a KaxkeTe Ha Jiekapute Ha BareTo 6e6e 1 Apyrud MEAMIIMHCKY CIEIUAINCTH, aKo CTe
noiy4aBaiu Stelara mo Bpeme Ha OPEMEHHOCTTA CH, TTpey 6e0eTo /1a MOyYHd KaKBaTo U Jia €
BakcuHa. J)KuBu BakcuHH, kaTo BI[DK BakcuHa (M3oyi3Bana 3a mpe/na3BaHe OT TyOepKyIio3a),
HE ce npenopbuBar 3a Baiieto 6e0e mpe3 mbpBUTE JABAHAICCET Mecela Clie] paKIaHeTo, aKo
cTe nmoiy4aBaiu Stelara mo BpeMe Ha OGPEMEHHOCTTA, OCBEH aKo Jiekapsat Ha Barero 6e6e He
npenopbya JApyro.

o YcreknHyMad MoKe Jla MPEeMUHE B KbpMaTa B MHOTO MaJiku KoynuecTBa. [lochBeTBalTE Cce ¢
Bamms nekap, ako KbpMHUTE WK aKo TUIaHUpaTte Ja KbpMuTe. Bue u Bamwsr sekap TpsoBa na
peluTe Aanv TpsOBa Ja KbPMUTE WM J1a U3Mon3Bare Stelara - He mpaBeTe U IBETe.

Ilodupane u padoTa ¢ MAIIUHU
Stelara He MOBNKSBA WITH MTOBITUSIBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IoQHpaHe 1 padoTa ¢ MAITUHH.

Stelara cbabp:xa nonucopdar 80

Stelara chawspika 0,02 mg nonucopbat 80 (E433) BBB Besika 1103a, KOSATO € CKBUBAJICHTHA Ha

0,04 mg/ml. IlonucopbaTuTe Morat Aa NPUUMHAT ANEPrUUHU peakuuu. TpadBa na kaxere Ha Bamms
JieKap, ako UMaTe yCTaHOBEHH aJIePrUH.

3. Kak na n3nmoasBare Stelara

Stelara e npeaHa3HaueH 3a yrnorpeda 1o/ PhbKOBOJICTBOTO M KOHTPOJIA Ha JIEKAP C OMUT B JICUCHUETO
Ha 3a00JIsIBaHMs, 32 KOUTO € IMoKasaH Stelara.

Bunaru uznossBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bamusar nekap. Ako He cTe CUTypHU B
Henlo, nonutaiire Bamus nekap. IlockBerBaiite ce ¢ Bamus igexap 3a ToBa, Kora me Bu ce moctasst
MHXEKIHUNUTE U KOT'a LIE ca CIEABAIIUTE KOHTPOJIHU MIPETICAHU.

Kakso kosm4ecTBo Stelara ce npuniara
Bammsar nexap mie permu KakBo KonnyecTBo Stelara TpsiOBa f1a MoIyduTe U 3a KaKbB IIEPHOA OT BpEMeE.

Bb3pacTHu Ha 18 roqunu WM Mo-rojieMu
IIcopua3uc WM McopuaTHYeH apTPUT

. [Ipenoppunrtennarta HauanHa no3a e 45 mg Stelara. [Taumentu c terno Hag 100 kunorpama (kg)
MOJKe J1a 3armovHar ¢ g03a 90 mg Bmecro 45 mg.
o Cren HayanHara 103a, ciieaBaniata Bu nosa me Obae 4 ceqMuLn MO-KbCHO | CIIE]] TOBA Ha

Bcekn 12 cegmuru. CrienBaliure 1034 OOMKHOBEHO €a CHIINATE, KATO HaYajJHaTa J1034.

BoJsect Ha KpoH nim yinepo3eH KOJHUT

o [To Bpeme Ha neyenneTo Bamust nekap me Bu npuioxku mepBata 103a 0T IpUOIU3UTEIHO
6 mg/kg Stelara karkoBo BBB BeHa Ha pbKarta (MHTpaBeHo3Ha nHOy3us1). Cien HayamHara J103a,
11e MoJyunTe cieapamara 1o3a 90 mg Stelara cien 8 cenmuity, ciaen ToBa mpe3 12 ceamuim
Yype3 UHKEKIHS 0] KoXkaTta (MOJKOKHO).

o [Ipu HsKOM MAaLMEHTH, ciIe] MbpBaTa MOIKOKHA HHXKeKLus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuIy. BammsT jgekap 1me pemy kora TpsioBa Ja MOJTy4UTe CiIeBalaTa ci J03a.

Kak ce npuiiara Stelara

o Stelara ce mpunara KaTo HHXEKIHs MO KoxkaTa (OAK0XHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HHKEKTHpa OT JIeKap WM MEIUIMHCKA CECTPa.

o Bue u Bamusar nekap, o6aue Moske na pemure, ue Bue camu Moxe fa cu nmkektupate Stelara.
B TaxbB ciydaii me npeMuHeTe 00ydUeHHe Kak Jia CH WHKeKTupate Stelara caMOCTOSITETHO.

. 3a yka3aHus Kak J1a MHKeKkTupare Stelara BuxKTe ,,YKazaHus 3a IPUIOKEHHE B Kpasi Ha Ta3u
JIMCTOBKA.

FOBOpeTC ¢ Bamms JICKAp, aKO UMATC BBIIPOCH OTHOCHO TOBA KaK CaMH [1a MMOCTABATC MHXCKIUATA.
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AKO cTe U3M0JI3BAJIM IIOBeYe 0T HeoOxoanMara jo03a Stelara

AKO CTe HU3MOoJI3BANIM WK ca Bu npuitoxuin mosede oT HeoOXoaumara j103a Stelara, He3a0aBHO ce
OCHBETBalTE ¢ Iekap uin GapmaneBT. Bunaru Hocere ¢ Bac kapToHeHaTa OITakOBKa Ha
JICKapCTBOTO, TOPH U Jia € Mpa3Ha.

AKoO cTe IPONMYCHAJIM a u3noJ3Barte Stelara
AKoO cTe pomycHal 1033, CBhpskeTe ce ¢ Bamus nexap unu papmanest. He npunaraiite neoiina
J103a, 32 Ja KOMIIEHCHpaTe MPOITyCHATaTa 103a.

AKo cTe cnipesin ynorpeoara Ha Stelara
He e onmacHo na cnipere ynorpebara Ha Stelara. Ako obade 51 cripete, Bammre cumnromu Moxe 1a ce
BBH300OHOBSIT.

AKO UMaTe HSIKaKBHU JOITBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBA JIEKApCTBO, MIONHTAlTe
Bamms nekap nim ¢papmanesT.

4. Bb3MOKHHU HexkeJIaHU peaknuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NIPCAU3BHUKA HCXKCIIaHN PCAKIINU, BBIIPEKH Y€ HE
BCCKMU I' I10JTy4aBa.

Cepuo3HH HexKeJTaHU peakuu
Hsikon manmeHTH MOXe Jja UMaT CepUO3HU HEXEJaH! PeaKiy, IIPH KOUTO J1a c€ Hajlara CIeIIHO
JICYCHHE.

AJlepru4Hy peakunu — MOKe 1a U3UCKBAT cnemHo Jeyenue. Uudopmupaiite Bamus Jexkap nian
He320aBHO NOThPCeTe CIeIHA MeINIMHCKA NIOMOIL, aK0 3a0e/ieskuTe HAKOM 0T cJIeJHUTE
NMPU3HALM.
. CepHo3HHTE alleprUYHA pPeakinH (,,anadunakcus’™) ca peIKu Ipu Xopa, mpuemarny Stelara
(moxe na 3acer"ar 1o 1 Ha 1 000 gymmm). [Ipu3HanuTe BKIIIOYBAT:
o) 3aTpyIHEHO JAMINAHE WUV MIPETTbIIaHe
o HHUCKO KPBBHO HAJISTaHE, KOETO MOXKE J1a MPUYMHH 3aMasiHOCT WIIA CBETOBBPTEK
o) MOIyBaHE Ha JINIIETO, YCTHUTE, YCTaTa WIH I'bPIIOTO.
. UecTtuTe Npu3HAIM Ha aJIeprUYHA PEaKIns BKIIOYBAT KOKEH OOpHB U ypTUKapHs (MOXKe J1a
3acerHar jo 1 Ha 100 qymm).

B PE€AKH CJIy4Yau ce ch00IIaBaT AJCPpruiam 66.]1021])06][1/1 pP€aKuvm U 6e.11011p06H0 Bb3MAJICHUC
NP MAMUECHTH, KOUTO IoJIydaBart YCTeKI/IHyMaﬁ. YeBeaomere BeqHara Bamus JeKap, ako
MOJIYy4YuTE CUMIITOMHU KAaTO KallVIMIA, 3a/lyX U BUCOKA TeMIIepaTypa.

AKO MoNTyYHTe Cepro3Ha ajepruiHa peakiys, Bamust gekap Moxe na pemu, ye Bue He TpsioBa na
ynorpebsiBate Stelara 0THORO.

Nudexuuu — Mo:Ke 1a U3UCKBAT cnielHo jJevyeHue. Mudgopmupaiite Bamusa gekap, ako
3a0eJieskNTe HAKOM OT CJIeJHUTE MPU3HALN.

. WHpekunnTe Ha HOCA WM T'BPJIOTO M MPOCTYIaTa ca 4ecTH (MOoXKe Ja 3acerHar Jo 1 Ha
10 myrmm)

° WNHbekuunTe HA TOTHUTE AMXATEIHU MHTUINA (TPBIHI HH(EKIINN) ca HeYecTH (MOXe Ja
3acerHat qo 1 na 100 mymrm)

o Br3nanenunero Ha mMoIKoKHATA THKaH (I[ETyIUT) € HedecTo (Moxe J1a 3acerHe 10 1 Ha
100 mymm)

. Xeprnecure (B 00JIe3HEH OOPHB ¢ MEXypH) ca HeuecTH (Moke Aa 3acerHar J0 1 Ha 100 mgyrm)

Stelara Mmosxe 1a Hamanu criocooHoctTa Bu a ce 6opute ¢ nadeknnu. Hakon nadeknnu Mmoxe na
CTaHAT CEPUO3HH U MOJXKE J1a BKIIIOYBAT WH(EKIIUU, IPHYNHEHU OT BUPYCH, ThOWYKH, OaKTEepUU

176



(BKIIOUUTEIHO TyOEpKyII03a) WM Mapa3uTH, BKIIOUUTETHO HH(PEKLINH, KOUTO Bb3HUKBAT IIPEIUMHO
npu Xopa ¢ oTciiabeHa UMyHHa cucTeMa (OMOPTIOHUCTUYHY HeKkyn). [Ipyn nauuenTu, nomyyasamu
yCTeKHHYMa0, ce ch0oOIIaBaT ONOPTIOHUCTUYHN MH(EKIINU Ha MO3bKa (eHIIe(anuT, MEHHHTHT),
OenuTe TPoOOBE U OUHTE.

Hoxkato ynorpeGsiBare Stelara, Tpsa6Ba na cieaure 3a npu3Hauy Ha HH(ekuus. Te BKIIOYBAT:
BHCOKa TeMIIepaTypa, TPUIIONIOI00HH CUMIITOMH, HOILITHO TIOTEHE, 3ary0a Ha Terjo

yMOpa W 3a1lyX, yIIOpuTa KaluIimna

TOIJIa, 3a4€pBeHa U OOJIe3HEHA KOXKa MM 00JIE3HEH KOKeH 00pUB C MeXypu

napeHe npu ypuHUpaHe

Iuapust

3pUTETHO CMYIICHHE W 3ary0a Ha 3peHHe

rJ1aB00OJIE, CKOBAHOCT Ha BpaTa, YyBCTBUTEHOCT KbM CBETJIMHA, aJIcHEe WK OOBPKAHOCT.

Undopmupaiite Bammst gexap BegHara, ako 3a0efexuTe HIKOW OT Te3H Npu3HaM Ha nHpexnus. Te
Morar Aa ObAaT Npu3Hauy Ha HHQEKIUH KaTo TPbAHN HHDEKIUH, KOKHI WHPEKIHNH, XEpIIEC 30CTep
WM ONOPTIOHUCTHYHH MH(EKIINU, KOUTO MOTAT Jia JOBE/IAT JI0 CEPUO3HHU YCIOKHEHHUSI.
Undopmupaiite Bamms jgekap, ako nmare HsIKakBa yIopuTa WK HOBTapsma ce nHpexuus. Bammst
JieKap MOJXKe J1a pely, ye He TpsiOBa na ynorpeodsiBare Stelara, nokato nHdekuusaTa He Obae
u3JeKyBaHa. YBejqoMeTe Bamms iekap, 1 ako MaTe OTBOPEHH PaHU WM HapaHSIBaHUS, Thid KaToO
MOJKe J1a ce MH(EKTHpaT.

JIromeHe HA KOKATA — HHTEH3WBHOTO 3a4epBsIBaHE U JIIOIIEHE HA KOKATa Ha MO-T0JIsIMa IO
MO0 THAJ0TO MOKe /1a ca CHMIITOMM Ha ePUTPOAePMHUYEH NCOPUA3UC W eKC(]PoTuaATUBEH
JePMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/1iBaHuA. AKO 3a0e/ieskuTe HAKON 0T Te3u MPU3HALM,
Tpsa6Ba 1a nHpopMupare Bammus nexap He3abaBHO.

I[pyl"l)[ HEKEJIAHU pCaKIUU

YecTu HexeIaHu peakumnu (Moxe 1a 3acerrar 10 1 Ha 10 gymm):
Japust

rajicHe

MOBpPBIIIaHE

yMmopa

3aMastHOCT

rimaBoOoIHe

cbpOex (mpypuTyc)

0oJKa B rppOa, MyCKYyJIUTE UITH CTABUTE
BB3IAJICHO I'BPIIO0

3auepBsABaHe U 0OJKA HA MACTOTO HAa MH)KEKTHPaHEe
UHQEKIHS Ha CHHYCHUTE

HeuecTn Heskenann peakuuu (Moxe aa 3acersar o 1 va 100 gymm):

MH(EKINU Ha 350UTE

BarvHaJiHa WHQEKIHsL, IPUUYNHEHA OT I'bONYKH

Jenpecus

3aIlyIleH HOC MU Xpema

KbPBEHE, IOCHHIBAHE, BIBBP/SIBAHE, IOAYyBaHE U ChPOEK HA MIACTOTO HA HHKEKTUPAHE

ycellane 3a ci1abocT

CrHaJaHe Ha KJjernaya U M3KpUBsSBaHE HA MyCKYJIMTE Ha eHaTa MOJOBHUHA Ha JHULETO (,,JULIEBa

napanau3a’” Wid ,,1apajin3a Ha beir”), KosTo 0OMKHOBEHO € BpeMeHHa

o NPOMSIHA Ha TICOpHAa3uca ChC 3a4epBsIBaHE U HOBH MAJIKH, JKBJITH WX O€IK MEXYPH IO KOXKaTa,
MTOHSAKOTA MPUAPYKEHH C TeMIiepaTypa (IIyCTyJI03€H IICOPHA3UC)

. OeyeHe Ha Ko)kaTa (eKcqosralus Ha KoyKaTa)

o aKHe
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Peaxu Hexxe1aHM JieKapcTBeHH peakuuu (Moxe aa 3acerHar o 1 Ha 1 000 gymm)

o 3ayepBsBaHE U JIIOIICHE HA KoXKaTa Ha MO-ToJIsIMa IUIOIL 110 TAJIOTO, KOUTO MOXKE Aa ChPOST HIIH
Ja ca 6ose3HeHu (ekchonuaTUBeH aepMaTuT). [10J00HH CUMIITTOMHU MTOHSKOTa C€ Pa3BUBAT KaTo
€CTeCTBEHa IIPOMsIHA Ha BUa HAa CHMIITOMHTE Ha IICOpUa3uC (EpUTPOAEPMHUYUEH TICOPHUA3HC)

o BB3NAJICHUE Ha MAIIKUTE KPHBOHOCHH CHJIOBE, KOETO MOXKE JIa JIOBEJIE IO KOXKEH OOpUB ¢ MaITKH
YepBEHH WJIM JIWJIABH MTOAYTHHH, TEMIIEpaTypa Win O0JIka B CTaBUTE (BACKYJIUT).

MHoro peaku He:KeJIaHU JeKapcTBeHH peakumnu (Moxe faa 3acerHat 1o 1 va 10 000 mgyrm)

. o0Opa3yBaHe Ha MEXYpPH I10 KO)KaTa, KOATO MOXKE J1a ObJic 3aUuepBeHa, ChpOsiina U 0ojie3HEHA
(6ynosen nemdurounn).

o KOJKEH JIYITyC epUTeMaTo/ieC 1 JyIMyc-o100eH CHHIPOM (YepPBEH, HAUTHAT, JIFOMICH] ce 0OpHB
B U3JIOKEHHUTE Ha CIIBHIIC YUACTHIM Ha KOXAaTa, KOMTO MOXe J1a € IPUIPYXKEH OT OOJKU B
CTaBUTE).

Cpol0maBaHe HAa HesKeJIAHM PeaKIiu

AKO TIOITyuHTe HIKAKBU HEXKEJTaHH JICKAPCTBEHU peakiiy, yBeaoMere Bammus nexap v gpapmarienT.
ToBa BKJIIOYBa 1 BCHYKH BH3MOKHU HEOMHCAHU B Ta3M JIMCTOBKA HEXeJlaHU peakiuu. MoeTe ChIIo
J1a ChOOIIUTE HEKENIaHU PeaKLUMU JUPEKTHO Ype3 HallMOHAIHATa CUCTEMA 3a ChOOIIaBaHe, M0COUeHa B
[Ipunoxenue V. Karo crobmaBare HexXeNaHU PEaKLUK, MOXKETE J1a 1aJAeTe CBOsI IPUHOC 3a
NoJy4aBaHe Ha MmoBeue HH(popMaius OTHOCHO 0€30MMacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o Ja ce cpxpaHsiBa Ha MSCTO, HEJIOCTBITHO 32 JIela.

. [a ce cexpanssa B ximagmwiHuK (2°C—8°C). Jla He ce 3ampa3sBa.

o CoxpaHsiBaiiTe IpeABAPUTEIHO HAITBJTHEHATA MKcalKa B KapTOHEHATa OMaKOBKa, 3a JIa ce
NpeArnasy OT CBETJIHHA.

o AKO € He0OX0MMO, OTACITHHUTE MPEIBAPUTETHO HATBJIHEHN HCANKH Stelara MoXke ChIIO J1a ce

CBhXpaHsBAT MpH cTaifHa Temmepatypa 10 30°C 3a MakcumMyMm enuH nepuos a0 30 qau B
OpUTHMHAJHATa KapTOHEHa OIMaKOBKa, 3a J]a ce MPeana3saT OT CBeTIMHA. 3aluIleTe Jarara, Ha
KOSTO MIPEBApPUTEIHO HAITbIHEHATA MMHCAJKa € U3Ba/icHa 3a ITbPBU ITBT OT XJIaJAWIHUKA H
JaraTta Ha U3XBBPIISIHE Ha 0003HAYEHUTE Ha BHHILIHATA KApTOHEHA OMaKoBKa MecTa. JlaTara Ha
U3XBBPIISTHE HE TPSIOBA J1a € Cliel OPUTMHAIIHHS CPOK Ha TOJTHOCT, OTIEYaTaH BbPXY
KapTOHeHaTa ornakoBka. Cieq KaTo BeJHBX MUCaJKaTa ¢ Ouiia ChbXpaHsBaHa IIpH CTaliHa
temneparypa (1o 30°C), T He TpsiOBa 1a ce Bpblua B XJIaAUIHUKA. MI3XBbpieTe nucankara, ako
HE Ce M3I0JI3Ba CJIeNl ChXpaHEHUE IIPH CTaifHa TeMIeparypa B paMkuTe Ha 30 THU WK CIea
M3TUYaHE Ha OPUTHHAIHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBETE HACTHITH I10-
paHo.

o He pasknamaiite npensapuTeaHO HalbIHEHATa MHCANKa. [IpoIbIKUTENTHOTO EHEPTUIHO
pas3Kialane MoXxe J1a IIOBPeIHn JIEKapCTBOTO.

He n3moJsi3BaiiTe TOBa J1eKapCTBO:

. CJIe/I CpOKa Ha TOJHOCT, OTOEIISI3aH BHPXY €THUKETa M KapTOHEHATa OMAaKOBKa CJIC]T
»EXP*“/, Tonen no:*“. CpoKbT Ha TOMHOCT OTTOBAPS HA MOCIEAHUS JCH OT TOCOYCHHUS MECETT,

. aKO TEYHOCTTA € C IPOMEHEH IIBSIT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIy TyK/IU YaACTHIIH
(BwxkTe TOuKa 6 ,,Kak nsrnexaa Stelara 1 KakBO ChAbpPIKa OMAKOBKATa™);

. aKo 3HaeTe WM CMsTaTe, Y€ MOXKe Ja € Omira H3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHIICHTHO 3aMPB3BaHE WIIH 3arpsBaHe);

° aKo MPOIYKTHT € OMJI CHEPTHYHO pa3KIaTeH.

Stelara e camo 3a egHOKpaTHA yroTpeba. Hensnons3BaHusT MpOAyKT, OCTaHal B MUcajKara, TpsOBa 1a
ce u3XBHpIIH. He u3XBBHpIIiiTe JJeKapcTBaTa B KaHATN3aIMATA WM B KOHTEHHEpa 3a JJOMAIITHU
ormaapiu. [lomumraiite Bamms gapmarieBT kak 1a U3XBBPIISATE JIEKapCTBaTa, KOUTO Bede HE
u3rnosnsBare. Te3n MepKu I1ie CIOMOTHAT 3a Ola3BaHe Ha OKOJHATa Cpefa.
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6. Cun)pma}me Ha OMAaKOBKAaTa U J0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

Kakso ceabpixa Stelara

. AKTHBHO BEIIECTBO: YCTeKHHYMab. Besdka npenBapuTenHo HambIHEHA MUCANIKa ChABpKa 45 mg

ycrekuayMad B 0,5 ml.

o Hpyru cveraBku: L-xuctuaus, L-XuCcTHANHOB MOHOXUAPOXJIOPHA MOHOXHPAT, monucopoar 80

(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak nm3ranexna Stelara n kKakBo cbIbp:Ka ONIAKOBKATA

Stelara e OMCTBP 70 JIEKO OIAJICCIEHTEH (C MEePIICH OJIACHK), OS3IBETEH 10 0JICIOKBIT HHKESKIIMOHECH
paztBop. Toit MoKe Jla ChABpPKA HAKOIKO JPEOHHU MONYPO3PAYHH WIH OEIH YaCTHIIN TPOTEHH.
JocTaBs ce B KapTOHEHA ONAKOBKa, ChABPKallla €aHa CThKJICHA IPEABAPUTEIIHO HAITBIHEHA MTUCATIKA
ot 1 ml ¢ equanyHa 103a. Besika mpeiBapuTeNHO HAITBIIHEHA MTUCATIKA ChABPXKA 45 mg ycTeKUHyMal B

0,5 ml uHXEKIIMOHEH Pa3TBOP.

IIpure:kaTes Ha pa3pelIeHNETO 32 yHoTpeda

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLII/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsL, CBbPKCTC CC C JIOKAJTHUSA
NpeACTABUTCI HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/T¢él: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»KOHCBHH & JxoHchH bearapus” EOO/]]
Temn.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EALGoo

Janssen-Cilag ®oppokevtik) Movorpocmnn

AE.B.E.
TnA: +30 210 80 90 000

Espaia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog

Bopvépoc Xotinmavaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com
Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska

Janssen-Cilag Polska Sp. z o.0.

Tel.: +48 22 237 60 00

Portugal

Janssen-Cilag Farmacéutica, Lda.

Tel: +351 214 368 600

Romaénia

Johnson & Johnson Romaéania SRL

Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttfn: +46 8 626 50 00
jacse@its.jnj.com

I[aTa Ha MOCJCIHO MpepasrjaexKiaHne Ha JJMCTOBKaTa
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[HonpoOna nnpopmanys 3a ToBa JEKapcTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBpornelickara areHuus
10 JIeKapcTBaTa https://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda
Stelara
(ycTeknnymao)

HHZKEKINS 32 MOJAKO0KHO MPHUJI0KEHHE
NpeABAPUTE]HO HANTbJIHEHA MUCAJIKA

Hacrosmute "Ykazanus 3a ynorpeba" cbrbpikaT HH(pOpMAIs 32 TOBA KaK Jia CH HHKEKTUPATe
Stelara.

Bazxkno
Stelara ce nmpeayara B npeBapUTEIIHO HAITBIHEHA MMCAJIKa 3a €IHOKpaTHA yIoTpeOda, ChabpKaiia
enHa no3a 45 mg unu egHa no3a 90 mg.

ITo BpeMe Ha HHKEKTHPAHETO HATHCHETE IPbKKATA JOKPAail HaT0J1y, JOKATO NIPecTaHe 1a ce
BHMK/IA JIUJIABOTO TAJIO, 32 1a MH:KeKTUPaTe MbjHaTta n03a. HE B)I[I/IFAP'ITE
HHPEABAPUTEJIHO HAITBbJIHEHATA ITUCAJIKA 1o BpeMe Ha MH:KEKTUPaHeTo! AKO ro
HalpaBHUTe, NPEABAPUTEIHO HAITBJIHECHATA MMCAJIKA 1IE e 3aK/JII0YU U HAMA A MOJIy4YuTe
bJIHATA 1032,

Axo Barmmwusr jekap pemy, ye Bue nin oorpmwksaiioTo Bu juile Moke 1a HOCTaBATE HMHKEKIIUUTE CH
Stelara y moma, TpsiOBa a MoJay4YuTe 00yYEeHHE 3a MPABUIIHUS HAUYKH 33 TIOJrOTOBKA U MH)KEKTHPaHEe
Ha Stelara ¢ momoITa Ha IpeIBAPUTEITHO HAIThIHEeHATa nucanka. He ce onuTBaiite 1a ce
HHKEKTHpaTe CaMH, 10KATO He ObJeTe 00ydyeHu oT Bamus jexap.

Bcesika npeaBapuTennHo HarbJIHEHA NTHCAJIKa MOXKE J]a C€ U3MO0JI3Ba CaMO BEIHBXK. M3XBBpIeTe 5
(Bmwxte Crbnka 3) cien ynorpeda, JOpH ako B Hesl € OCTaHANO JIEKapCTBO.

He u3noJ13BaiiTe NOBTOPHO NpeIBAPUTEIHO HANTBJIHEHATA MU CAJIKA.

ITpouetere Te3m ""YKa3aHus 3a ynorpeda' npeau 1a H3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajika Stelara u Bcekd bT, KOraTo NMoJiydaBaTe HOBA MPeABAPHUTEIHO HAITbJIHEHA MUCATKA.
BB3MoxkHO € 1a nMa HOBa nH(popmaius. Ta3u JUCcTOBKA He 3aMecTBa pa3roBopa ¢ Barus nekap

OTHOCHO Baiireto 3a00/1sBSIHE WM JICUCHHE.

Axo HEe MOXKeTe Ja CH IIOCTaBUTC CaMH MHXKCKIMATA:

) momoJieTe Barmus iexap uiu MeAUIIMHCKA CecTpa Ja B moMorHar wiu
) MOMOJIETE HAKOM, KOMTO € 00YyYEH OT JIeKap WM MEAULIMHCKA cecTpa, 1a Bu mocTass
WHKECKITUHATE.

3a a ce HaMalld PUCKBT OT ciydaifHO yOoKJaHe ¢ Uria, BCAKa MpelBapUTeIHO HalTbJIHeHA MTUcalKa
¥Ma MpeAIa3uTes 3a UriiaTa, KOWTo aBTOMAaTUYHO TIOKPHBA UTJlaTa U ce 3aKIII0YBa, CIIe/ KaTo CTe
MTOCTABWJIM MHXKEKIHSITA U MHXKEKTOPHT € BAUTHAT. He moBauraiiTe mpenBapuTeTHO HAIIBIHEHATA
MHcajKa Mo BpeMe Ha WHKEKTHPaHE, TOKATO MHXKEKIHITa HE IPUKITIOYH.
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Hpe,[[Ha3I/IT€H$IT Ha urjiata B AOJIHAaTaA Kalla4ykKa Ha MPECABAPUTCIHO HAITBJIHCHATA MM CAJIKa ChbAbpiKa
narekc. He nmumaiite npeanasuTeisa Ha urjiarTra, ako €Te ajJepruium KbM JIaTeKC.

MOJIS[, MMpOYE€TECTC BHUMATCIIHO 1 JIMCTOBKATA MMPEAUN [a 3alI0YHCTEC MHKCKTUPAHETO U O6CTJIIeTe
BCHUYKHU BBIIPOCH, KOUTO MOXE J1a UMATeE, C Bamus JICKap W MCIUIIMHCKA CeCTpa.

m HNudopmanus 3a cbXpaHeHHe
CoxpansBaiiTe B XJIAWIHUK Ha TeMieparypa ot 2° 1o 8°C. Ako e He0OX0IUMO, ChbXpaHsABalTe Ha
craifa Temnepatypa 10 30°C 3a nepuon 10 30 1HU B OpUrHHANTHATa KapTOHEHa onakoBka. He
BPBIIAiiTe B XJIAAMJIHUKA, CJIE]] KaTO CTE ChbXPAHIBAIU HA CTAliHA TeMIIEpaTypa.

He 3ampa3siBaiiTe npeiBapuTEIHO HAITbJIHEHATA MTHUCAJIKA.

CbxpaHsiBaiiTe npeABaAPUTEHO HATbJIHEHATA MUCAJIKA U BCHYKH JIEKAPCTBA HA MSCTO,
HEOCTBITHO 32 Jena.

He pa3kiamaiiTe npeaBapuTeIHO HAITBJIHEHATA THCAJKa. Pa3KiiaaneTo Moxe 1a IoBpeIn
JekapcTBOTO Stelara. AKo IpeaBapUTEIHO HAITbJIHEHATA IHUCAIKa € Ouila pa3KiaTeHa, He 5
U3I0J13BaiiTe. B3emeTe HOBa Mpe/iBapUTENIHO HAITBJIHEHA [THCAJIKA.

CbxpaHsiBaiiTe npeABaPUTEJHO HATbJIHEHATA NUCAJIKA B OPUTHHAJIHATA KAPTOHEHA ONAKOBKA,
3a 1a sl MpeaNa3suTe 0T CBeTJIMHA U (PU3NYECKO YBpeKIaHe.

. Hmate Hy:k1a oT momom?

O6a,Z[GTC ce Ha Bammmus JICKap, 3a a O6C’B)_II/ITC BCHYKHU BBIIPOCHU, KOUTO MOKC a UMarte. 3a
JOIIBJIHUTCIIHA ITOMOIII MJIX 3a Aa CIIOACIUTEC MHCHHUETO CH, BMXKTC JIMCTOBKATa 3a I/IH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKAJIHUA NPCACTaBUTEII.
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YacTu Ha npeJBapHTE/JIHO HA'bJIHEHA MHCAJIKA

IIpean ynorpeda Caex ynorpeda

Jdpuaxxa

Jpwxxara ce
HaTHCKA HaIOTy
JOKpaiL.

JInaaeo Taa0

Ipozopue ! X Jlztazoro 1270 He ce
BICKIA.

Cnex nozauraze
NPeINAsHTENAT Ha HIIaTa
ce 3aKmoTEa M ce

Ipeanazare va
Hraa

/ Kanauxa

JMH’ ranagyxa Ha NOXEAEA XBITA IEHTA.

He munaiire | HraaTa He smuratire no spene

BBTpe . ' Ha HHAXEKTHpaHe.
PHIOTEETE CJIEIHHTE MATEPHAJH. \

Hpuomunl B OmMaxoBKaTa:

¢ IlpeisapHTeNHO HANBLIHEHA MHCAIRA
Heca TABeHH B Ta:

¢ Tamnoms cbe coEpT

¢ Tlapwera maryx RIH Mapas

*  AIxe3HEHA mpeEpBL3Ka

¢ Konreiinep 3a ocTpr npeamers (Bicxre
Crenxa 3)

- /

1. IloaroroBka Ha Stelara 3a nH:KeKTHpPaHe

B3emeTe kapToHeHaTa(UTe) ONAKOBKA(H)

Ako e(ca) cpxpaHsiBaHa(¥) B XJIaAUITHHUK, U3Ba/IeTe KapTOHEHATa(UTe) OMaKkoBKa(H) C MpeABAPUTEIIHO
HaITbJIHEHATa MHCAJIKA OT XJIaJHIHUKA U sI(TH) IIOCTaBeTe Ha paBHA OBBPXHOCT.

OcraBete Ha cTaiiHa TemnepaTypa 3a Haii-maiako 30 MUHYTH npean ynotpeoa.

He 3aromuisiite o HUKaKbB APYT HAYWH.

Axo Bamrara mo3a € 45 mg, 1mie moJryauTe eHa IpeIBApUTEITHO HAITBJIHCHA MTHcaika oT 45 mg.

Axo nozara Bu e 90 mg, me noxyuure eana ot 90 mg unu 18e ot 45 mg npeaBapuUTEIHO HAIBJIHEHU
MHACAJIKU. AKO TIOyYUTe JABE TIPEIBAPUTEITHO HAIBJIHCHH NTUCANIKU OT 45 mg, cneasaite Ctoeiku 1-3 u
3a IBETE MHKEKIINH.

H30epeTe pa3auvHO MACTO 32 HHIKEKTHPAHE HA BTOPATA HHIKEKIUS.
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IIpoBepere naTtaTa Ha U3THYAHE HA CPOKA HA TOAHOCT (,I'oeH 10:%) M 3ameyaTBaHETO HA
KApTOHeHATa(UTe) ONAKOBKa(H)

He u3non3paiite npeaBapUTEIHO HAITbIHEHATA MUCATIKA, KO 3all€YaTBAHETO HA KapTOHEHATa
OITaKOBKa € HapyIIEHO UJIM aKO CPOKBT Ha TOJAHOCT € U3TEKBII.

He n3non3BaiiTe npeaBapuTEIIHO HATBITHEHATA MTUCAIIKA, aKO € OMJla ChXpaHsIBaHA HA CTaifHa
Temreparypa 3a nosede ot 30 THH WK ako € Ouila chXpaHsBaHa Ha Temneparypa Hag 30°C. Obanere
ce Ha Bamms nekap winu apManeBT 3a HOBa IMPeIBAPUTEITHO HAITBJIHEHA MTHCAJKA.

w

N36epere MSACTO 32 HHIKEKTHPaHe

W306epere enH OT CICTHUTE yYacThIH 32 HHKEKTHPAHE:

o [Ipennara yact Ha Oempara

. JlonHaTa yacT Ha KOpeMa, ¢ M3KITIOYEHHE Ha S5-CAHTHMETPOBAaTa 30Ha TOYHO OKOJIO ITbIIa

AKo HsKOM npyr Bu mocTaBs WHKEKIHATA, MOXKE J1a M3M0JI3Ba CHIIIO:
. 3a/lHaTa 4YacT Ha MULITHUIIUTE

He PIH)K@KTPIpaﬁTe B KO’Ka, KOATO € YYBCTBUTCIIHA, HACUHCHA, 3a4CPBCHA WX BTBBPJACHA.

HM3noa3Baiite PA3JINIHO MACTO 324 MHIKCKTHPAHE IIPHU BCAKO UHIKEKTHPAaHE.
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H3zmuiite pbuere cu
Wzmuiite 1oOpe phlieTe CH ChC CAIlyH U TOIIA BOAA.

Ilouyncrere MACTOTO HA HHIKEKTHPaHE

I/I361,pmeTe I/136paHOT0 ot Bac msacTo 3a HUHKCKTHUPAHE C TAMIIOH CBC CIIUPT U I'0O OCTABCTC a
HN3CHXHE.

He ,I[OKOCBafITe, HE BEUTE U HE L[yxaﬁTe BBPXY MACTOTO Ha MHKCKTUPAHC, CJIICA KAaTO CTC I'o
IMOYHUCTHIIN.

IIpoBepeTe Te4HOCTTA B MPO30PUETO

U3zbepete noOpe ocBeTeHa, YMCTa U paBHA PabOTHA MOBBPXHOCT.

W3BasieTe mpeBapuTEIHO HAITBIHEHATA MHCAIKA OT KapTOHEHATa OMaKOBKA M IIPOBEPETE 3a MOBPEa.
[TpoBepere TeynoctTa B mpo3opueto. Ts TpsOBa qa Ob1e mMpo3payHa 0 JIEKO ONajlecHeHTHA U
0e31BeTHA /10 6J1€10KbJITA U MOXKE J1a ChIBPIKA MAJIKH Ge/IH WIH MPO3PAYHH YACTHIM U €IHO WJIH
noBeyYe BB3AYLIIHU MexypueTa. ToBa € HOpMaJTHO.

He umxektupaiite, ako TEYHOCTTA € 3aMpb3HANIA, MBTHA, C IPOMEHEH IBST WIH ChbpiKa TOJIEMU
yactuuu. OGanere ce Ha Bammst exap wiv apManeBT 3a HOBa MPEIBAPUTEITHO HAITBJIHEHA IHCAJIKA.

2. MnxexTHpane Ha Stelara

HzabpnaiiTe qo1HATA Kanadka

JpbikTe phueTe ¢H Jajied OT Npeana3suTesisi Ha UIJIaTa, clie]l KaTo cBajauTe Kanaukata. Hopmanzo
€ 1a BUIUTEC HAKOJIKO KaIlK1 TCYHOCT.

HNnskexTuparite Stelara B paMKuTe HA S MUHYTH cJIe/l OTCTPAHSIBAHE HA Kala4dKara.

He nocragsiite kanaukata o0paTtHo. ToBa MOXe Aa JOBEAE A0 YBPEXKIaHE Ha UTJIaTa.

He u3non3Baiite mpeaABapuTEIHO HAITbJIHEHATA MUCAJIKA, aKO TS Ob/Je U3IyCHATA ClIe]l OTCTPaHsIBaHEe

Ha Karraykara. O6a)_'LGTC ce Ha Bammms JICKap Wjin q)apMaueBT 3a HOBA MPCABAPUTCIIHO HAITBJIHCHA
nrcajka.
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IMocraBeTe HanpaBo BHPXY Ko:kaTa. HaTncHeTe ApBbiKKATA TOKPaiil HAT0J1y, T0OKATO NPecTaHe 1a
ce BHK/1a JINJIABOTO TSLJIO.

HE BJIUT AUTE HAITBJJTHEHATA IPEJIBAPUTEJHO ITAUCAJIKA no Bpeme Ha
HHKEKTHPaHeTo!

AKO T0o HarmpaBHTe, IPE/NA3UTEISAT Ha UIJIaTa e e 3aKIII0YH, KaTO ce TOSBH JKbJITA JICHTA, U HAMA J1a
MOJYYHTE ITBJIHATA J032.

Mosxe na yyere HpakBaHe, KOraTo MHKEKTUPaHETo 3anoune. [IpoabiokeTe 1a HaTUCKare.
AKo0 yceTuTe CHIPOTHBJIEHUE, IPOABJLKETE 1a HaTUCKaTe. ToBa e HOpMaJIHO.
JlexapcTBOTO ce MHXKEKTHpa, TOKaTo HaTHcKare. [IpaBere ToBa che CKOpOCT, KOSITO € yA0OHa 3a Bac.

T WIPAK

o

YBepeTe ce, Ye HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHeTo € 3aBBbPIICHO, KOTaTo:

° JInj1aBoTO TSJ10 HE Ce BIIKAA.
° Bede ne MokeTe 1a HATHCKATE APHKKATA HATOMTY.
. Moske J1a uyere ImpaKkBaHe.

g

Baurnere npaso Harope
JKbnTaTa neHTa nokaspa, 4ye NpeaNa3uTEIAT Ha UrjlaTa € 3aKII0YeH Ha MSCTO.
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3. Cie MHIKEKTHPAHETO

M3xBBpJIeTE NIPEABAPUTEIHO HATBJIHEHATA MM CAJIKA

Bennara cien ynotpe6a noctaBeTe U3Mo3BaHaTa NPeABAPUTEIIHO HAITBIHEHA [TUCAJIKA B KOHTEHHED
3a U3XBBPJISIHE HA OCTPU IPEIMETH.

He u3xBbpiisiiiTe peIBAPUTENHO HAITBITHEHUTE TIMCAIKH B KOHTEHEpa 32 OUTOBU OTIA IBIIH.

He penuknupaiite n3nosi3BaHus KOHTEHHEP 3a U3XBBPIIAHE HA OCTPHU IPEAMETH.

IIpoBepere MACTOTO HA HH/KEKTHPAaHE

BB3M0XHO € Ha MSCTOTO Ha MH)KEKTUPAHE J]a MMa MAJIKO KOJIMYECTBO KPBB MJIM TEUHOCT. ToBa €
HOopMaiHO. [IpuTucHeTEe napye naMmykK Win Mapiist KbM MSCTOTO Ha HHKEKTHPAHE, T0KATO KbPBEHETO
crpe.

He pasTpuBaiite MACTOTO Ha MHKEKTHPAHE.

AKO e HeoOXO0JMMO, IOKPUITE MIACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TIOJTy4YHTe JBE MPEABAPUTEIIHO HAMIBJIHEHHU MUCAIKH OT 45 mg 3a no03a 90 mg, moBTopete CTHIIKU
1-3 ¢ BTOpaTa npeaBapuUTENHO HalbJIHEHA Hcanka. M30epere qpyro MsicTo 3a HHKEeKTHPaHe HA
BTOPATA MHKEKIHS.
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 90 mg uH:KeKIHOHEH Pa3TBOP B NPeABAPUTETHO HATBJIHEHA MU CAJIKA
ycreknayMa0 (ustekinumab)

IIqueTeTe BHUMATEJHO OslJIaTa JTUCTOBKA, IIPEIH a 3alI0OYHETE /1a U3110J13BaTe TOBA
JIEKaApCTBO, ThH KaTO TH CbABbpPiKa BaxKHa 3a Bac I/IHQ)OpMal[I/IH.

Ta3u JUCTOBKA € HANKCAHA 32 nmanMeHTa, KOHTO npuemMa JeKapcTBoTo.

- 3amaszeTe Ta3u JUCTOBKA. MOXKe a ce HaJIOKU 11 1 IpOYeTeTe OTHOBO.

- AKO UMaTe HSIKaKBU JOIBIHUTEIHH BBIIPOCH, onuTalTe Bamms nexkap unu gpapmanesT.

- ToBa siekapcTBO € npeanucado JuyHo Ha Bac. He ro nmpeorcrenBaiite Ha apyru xopa. To moxe
Jla M HaBpe]v, He3aBUCUMO Y€ TIPU3HAIMTE Ha TSXHOTO 3a00JIsBaHe ca chIuTe KaTto Bammre.

- AKO MonyunTe HIKaKBU HEXEJIaHU peakiuH, yBeaomere Bamms nexkap nnu hapmanest. Toa
BKJIFOUBA M BCHUKU BB3MOKHHU HEKEIAHN PEAaKIIMK, HEONMCAHU B Ta3M JINCTOBKA. Brkre
TouKa 4.

KakBo cbabp:ka Ta3u JIMCTOBKA

Kako npencrapnsiBa Stelara u 3a KakBo ce U3MOJI3Ba

KakBo TpsiOBa ia 3Haere, npeau na usnonspare Stelara

Kak na usnonssare Stelara

BBb3MOXHU HEXETaH! peaKiin

Kak na cpxpansiBate Stelara

ChbabppaHye Ha ONIAKOBKATa M JOIBIHUTENIHA HHPOPMALIUS

AU e

1.  Kakso npeacraBiasiBa Stelara u 3a KakBo ce H3I10JI3Ba

Kaxkgo npeacraBasBa Stelara

Stelara chabpka akTHBHOTO BELIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJIHO aHTHUTSIIIO.
MOHOKIIOHATHUTE aHTUTENA Ca MPOTEUHHU, KOUTO PAa3MO3HABAT U CBBP3BaT OIPEeIeHN crienu(puaHn
MIPOTEHHH B OpraHU3Ma.

Stelara nmpuHaanexu KbM Ipyna JeKapcTBa, HAPEUCHH ,,iMyHOCcynpecopr”. Te3un nekapcTBa qeicTBar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HAa YacT OT MIMyHHATa CUCTEMA.

3a xakBo ce n3noJji3Ba Stelara
Stelara, mpuioxeHa ¢ U3MOI3BAHETO HA MPEABAPUTEITHO HAIThIHEHA THCAJIKa, CE U3IT0JI3BA 3a JICUSHUE
Ha CJIEAHUTE BB3IAIUTEIHHU 3200 IIBaHUA:

o [IakoB ncopuasmc - Mpu BH3PAaCTHH U JIella Ha Bb3pacT OT 6 TOJUHU U ITO-TOJIEMHU
o [IcopuaruyeH apTpuT — Ipu Bb3pacTHU

o Ymepena g0 Texka 6osiect Ha KpoH — mpu Bb3pacTHH

o YMepeH 10 TEXBK yILUEpo3eH KOJIUT — IPU Bb3pACTHU

IlnakoB ncopuasuc
,,HJ’IaKOB ncopnamc” € KOXXHO 3360HﬂBaHe, KOCTO BOAM A0 BB3IAJICHUC, 3acCArailo KoxKaTta 1 HOKTHUTC.
Stelara HamaIsiBa BB3MAJICHUETO U APYTUTE TPU3HALN HA 3a00JISIBAHETO.

Stelara, IMMPUJIOKCHA € U3IOJI3BAHCTO HAa NPCABAPUTCIIHO HAITBbJIHCHA M CAJIKa, CC U3II0JI3Ba IIPpU
BB3PAaCTHU C YMEPCH 0 TCXKLK IJIAKOB IICOPHUA3nuC, KOUTO HE MOTraT J1a U3M0JI3BAaT UKJIOCIIOPHH,
METOTPEKCAT UIIN (1)0TOT6p8HPI$I, WJIN KOraTo TC3u JICUCHUA HC HeﬁCTBaT.

IlcopuaTnyen apTpur

[copuaruyeH apTpuT € BB3MAINTEITHO 32a00JIIBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
Ncopuasuc. AKO UMaTe akTUBEH IICOPUAaTUYEH apTpUT, TbpBO e Bu nekysar ¢ apyru nekapcrBa. AKo
HE ce MOBJIKsAETE JOCTaThUHO A00pe OT Te3H JIeKapcTBa, MOe 1a Bu ce mpennume Stelara, 3a na ce:
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° HaMaJsIT IpU3HAIUTE U CUMIITOMUTE Ha 3a00JsBaHeTo Bu;
° nono0pu puzuueckoTo Bu cherosiHue;
) 3a0aBU yBpexaaHeTo Ha BaiuTe craBm.

Bouaect na Kpon

Bonecrra Ha KpoH e Bb3nanuTelHO 3a00JI1BaHe Ha uepBara. Ako uMaTe 6ojiecT Ha KpoH mbpBo I11e
Bu ce nagat apyru jgekapctBa. AKO HE C€ MOBJIMAETE TOCTAThUYHO MM UMATe HETOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3aboisBaneTo Bu.

Yiuepo3eH KoauT

VY IIepo3HUT KOJUT € Bh3MATUTEIIHO 3a00JIBaHe Ha uepBaTa. AKO UMaTe YiIepo3eH KOIUT, IbPBO
e Bu ce magar apyru ekapceTBa. AKO He Ce TOBIMBATe 100pe WK UMaTe HEMOHOCMMOCT KbM TE3U
JeKapcTBa, MOXe 1a Bu ce maze Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CHMIITOMHUTE Ha Bamrero
3a00J1BaHe.

2. Kakso Tpsa6Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJa3saiite Stelara

o AKO cTe aJIepru4Hi KbM YCTEKHHYMAa0 MM HIKOS OT OCTAHAINTE ChCTABKU HA TOBA
JieKapcTBO (M30pOeHH B TOUKa 6).
o AKO MMaTe aKTHBHA HMH(pEKIMA, KOSITO Bamusr iekap HaMupa 3a 3HaunMa.

AKO He cTe CUTYpHH J1ajTi HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHACA 3a Bac, mochBeTBaiite ce ¢ Bammms
Jekap win apmarieBT, Ipeau aa u3noissare Stelara.

Ilpexynpeskaenus U npeanasHu MepKu

I'oBopere ¢ Bamus nekap win dapMaltieBT npeau aa unon3sate Stelara. Bamusat nekap 1ie nposepu
CBhCTOSTHUETO Bu mpean Besko JiedeHne. YBeIoOMeTe CBOS Jiekap 3a Beska Baria Gonect npean BCsko
nedenue. Cpio Taka nHGopMupaiiTe Bamms nekap, ako HaCKOpPO CTe OMIIM B KOHTAKT C YOBEK, KOUTO
MOJe J1a uMa TyOepKyno3a. Bamust nekap me Bu npernena u mie HanpaBu u3clieBaHe 3a
TyOepKyJo3a, penu aa usnonssare Stelara. Axo Bammst nekap cMsTta, 9e cTe U3JI0KEHH Ha PUCK OT
TyOepKyJo3a, Moxke a Bu mpemuiie iekapcTsa 3a JISYSHUETO 1.

Cuaenere 3a cepro3HH HeKeJIaHU peakIuu

Stelara Mo>xe 1a MpeIM3BUKa CEPHO3HU HEXKEIaHH PEAKIINH, BKIIOYUTEITHO AIEPTUYHH PEAKINH U
uHpexnuu. TpsOBa Ja ciaeauTe 3a ONpe/Ie/ICHH IIPU3HAIY Ha 3a00JABaHus, TOKaTo npuemMaTe Stelara.
Bwxre ,,Cepro3nn HeXXENaHU peakiuy B TOUKA 4 3a MBJIHUS CIIUCHK Ha TE3U HEXKEIIAaH! PEAKITUH.

IIpenn na n3nosasBare Stelara mngopmupaiite Bamms Jiekap:

. AKO HSIKOTA CTe HMAJIM aJIepruYHa peakuusi kbM Stelara. Ao He cTe CUTypHHU, TONTUTANTE
Bamus nekap.

o AKO HSIKOTA CTe HMAJIM HAKAKbB B/ PaK — TOBA €, 3aII0TO UIMYHOCyTpecopuTe karo Stelara
0TCcIabBaT 4acT OT MMyHHAaTa cucteMa. ToBa MoKe Jja MOBHIIN PUCKa OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHH JIEKAPCTBa (JIeKapCcTBo,

NPOU3BeeHO OT 0M0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

. AKO HMaTe MJIM HACKOPO CTe NMAaJIM MHpeKmus.

o AKO MMaTe HOBH WJIM IPOMEHSIIIN Ce JIE3N! B yJaCTBLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKO HAKOTa cTe HMAJIM AJIepruYHa peakuus KbM JaTeKe Wiu HHxKeKknusa Stelara —

OIIaKOBKaTa, B KOSATO C€ HAMHpPa TO3H JEKapCTBEH MPOIYKT, ChABPIKA JaTEKCOBA I'yMa, KOATO
MOXE J1a IPCAU3BHUKA TCIKKU AJICPTHUIHU PCAKINU ITPU XO0pa, YYBCTBUTCIIHU KbM JIATCKC. Buxkre
,,Clienere 3a CepHO3HM HEXXEJIaHHU peakuy’ B TOUKa 4 3a MpHU3HAIMTE Ha aJepruyHa peakiusl.

o AKO moJiyuaBate Jpyro jJedeHue 3a NCOPUAZUC U/ WM MCOPHATHYEH APTPUT — KaTo JPyTU
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MMYHOCYTIpECOpH WK (oToTeparusi (KOraTo TAJIOTO ce JeKyBa ¢ THIl yaTpaBuonerosa (UV)
CBETNIMHA). Te3H JeUeHHs ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHeTo
Ha Te3U JICUeHUs 3aeHO che Stelara He e u3cnenBaHo. Be3MoxkHO € obade, To J1a yBeTUIn
puicka oT 3a00JIsIBaHVsI, CBBP3aHH C OTcIabBaHe HA UMYHHATa CHCTEMA.

o AKO ToJIyYaBaTe UJIH HAKOT'a CTe MOJIyYaBaji HHKEKINH 32 JiedeHHe HAa aJIePrud — He €
W3BECTHO Jany Stelara Moke 1a OKake BIMSIHHE BBPXY TAX.
. AKO cTe Ha M Hajl 65 roIMHu — MOXKE J1a CTE TO-CKIIOHHU KbM HH(PEKIINH.

AKoO He cTe CUTYpHH J1ajli HIKOE OT TOPEeu30pOeHUTE ce OTHAcA 3a Bac, mocwsBeTBaiite ce ¢ Bamus
nexap win (hapmarneBT, peau 1a u3non3sare Stelara.

Hsxou manueHTH nomy4aBar JIymyc-oJo0OHU peakliy, BKIIOUUTEIHO KOXKEH JYIyC epUTeMaTonec u
JyIyc-1o00eH CUHAPOM, TI0 BpeMe Ha JieueHue ¢ ycTeKuHyMab. ['oBopere Beanara ¢ Bamms siekap,
aKo MOJYYHTE YePBEH, HAAUTHAT, JIOLIEI ce OOPUB, MOHAKOI'a C MO-TbMHU IPAaHHUIIH, B U3JIOKCHUTE
Ha CII'BHIIE yYacThIIM Ha KOKaTa UM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WubapkT 1 HHCYNTH ca HAOII0JaBaHU B MPOYYBAHE MPH MAIUCHTH C TICOPUA3HUC, JIEKYBAHH ChC
Stelara. Bamust jgekap peIoBHO Iiie¢ IPOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIBaHE U
UHCYNT npH Bac, 3a fa € cUrypHoO, 4e Te ce JeKyBaT o Moaxoas1l HaunH. HezabaBHo moThpceTe
MEIUIMHCKA TIOMOIL], aKO TTOJTy4HTe OOJIKa B I'bPIUTE, CIA00CT WM HEOOMYaHO yCelIaHe OT eIHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO WM IT'OBOPHU WX 3PUTCIIHU CMYIICHUA.

Jlena v IOHOIIH

Stelara mpenBapUTEIHO HAITbJIHEHA MTUCAJIKA HE CE MIPEIOPhYBA 3a yHoTpeda MpH Jielia Ha Bb3pacT Mo
18 roqunau ¢ ncopuasuc, 6o1ect Ha KpoH mwim yiiepo3eH KOIHT, 3all0TO HE € MPOYYBaH MPH Ta3u
BB3pacToBa rpymna. Bmecto ToBa npu jena Ha Bb3pacT 6 WU MOBeY€e TOMHH U IOHOIIH C TICOPUA3UC
Tps0Ba Ja ce U3IOJI3Ba MIPEIBAPUTEITHO HAITBITHEHA CIIPUHITOBKA WK (urakoH. Bmecto ToBa npu gena
Ha BB3PACT 2 U MOBeYE roJuHM ¢ OosecT Ha KpoH WK yiepo3eH KOJIUT TPsOBa J1a Ce U3IO0I3Ba
WH(Y3UOHEH pa3TBOP, (MIAKOH WK MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA .

Stelara He ce mpenopkyBa 3a yrorpeda Mpu Jelia 1 I0HOIIA Ha BB3pacT MoJl 18 rofiMHu ¢ ICOpUATHYCH
apTPUT, WIH TIPH JICTIa Ha BB3PACT 01 6 TOJAMHHM ¢ TICOPUA3KC, WU TIPHU JeIa Ha Bh3pacT 1o 2
rouHu ¢ 6onect Ha KpoH win yimepo3eH KONHT, 3aII0TO HE € MPOyYBaH P T€3H Bb3PACTOBU TPYIIH.

Jpyru nexapcTBa, Bakcunu u Stelara
Tps6Ba na kaxere Ha Bamms nexap wiu GpapmanenT:

. AKo npuemare, HAaCKOpO CTe IMPUEMAIN WM € Bb3MOXHO Jja IPUEMETE JPYTH JIEKAPCTBA.

. Ako Hackopo Bu e npaBeHa ninu miianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, Hsikou BuOBEe BakCHHH (>KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

. Axo cre nonmyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha

0ebeto Bu 3a euenuero cwve Stelara, mpenu To 1a Moay4yr KakBaTo U J1a € BAKCUHA,
BKJIFOUMTEITHO JKMBH BakcuHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepKyno3a). JXuBuTe BaKCHHU HE ce IpernophyuBar 3a Bamero 6e0e npe3 mppBuTe IBaHAIECET
Mecela ciell paXJJaHeTo, aKo CTe ToydaBaid Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nekapsT Ha Bamero 6e6e He mpenopbya Apyro.

BpemMeHHOCT M KbpMeHe

o Axko cTe OpeMeHHa, CMATaTe, Y€ MOXKE Jla cTe OpeMeHHA WITH MJIaHupaTe OpEMEHHOCT,
nochBeTBalTe ce ¢ Bamus jekap npenu ynorpebara Ha TOBa JICKapCTBO.
o He ¢ HaOnroaBaH 10-BUCOK PUCK OT BpPOZACHHU AceKTH pu O0edera, u3jiokeHu Ha Stelara B

yrpobara. [lannute ot ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00aue ca OrpaHNYCHH.
[lopanu ToBa e 3a npennouynTade Aa ce u30sArBa ynorpedara Ha Stelara o Bpeme Ha
OpEeMEeHHOCT.

o AKO cTe KeHa C JeTepOoACH MOTCHIUAI, XKeJaTeIHo € Aa He 3a0peMeHsIBaTe U /1a U3I0JI3BaTe
TIOJIXOJISIIT IPOTHBO3aYaThYeH METOI, KOraTo u3mnoi3sare Stelara u mone 15 cenmunu ciej
NOCJIEHOTO NMpuiarade Ha Stelara.
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o Stelara Mo>xe a MpeMHHE pe3 IUIalleHTaTa B HEPOACHOTO Oebe. AKo cTe rmorydaBaiu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moke 1a iMa TO-BHCOK PHCK OT HH(EKIIHS.

o BaxxHo e 1a KaxkeTe Ha JiekapuTe Ha BareTo 6e6e 1 Apyryd MEAMIIMHCKY CIIEIUAINCTH, aKo CTe
noiy4aBaiu Stelara mo Bpeme Ha OPEMEHHOCTTA CH, TTpey 6e0eTo /1a MOyYHd KaKBaTo U Jia €
BakcuHa. J)KuBu BakcuHH, kaTo BI[DK BakcuHa (M3oyi3Bana 3a mpe/na3BaHe OT TyOepKyIio3a),
HE ce nmpenopbuBar 3a Bariero 6e0e mpe3 mbpBUTE ABAHAICCET Mecela Clie]] paKIaHeTo, aKo
cTe nmoiy4aBaiu Stelara mo BpeMe Ha OGPEMEHHOCTTA, OCBEH aKo Jiekapsat Ha Barero 6e6e He
npenopbya JApyro.

o YcreknHyMad MoKe Jla MPEeMUHE B KbpMaTa B MHOTO MaJiku KoynuecTBa. [lochBeTBalTE Cce ¢
Bamms nekap, ako KbpMHUTE WK aKo TUIaHUpare Ja Kbpmute. Bue u Bamust nekap tpsoBa na
peluTe Aanv TpsOBa Ja KbPMUTE WM J1a U3Mon3Bare Stelara - He mpaBeTe U IBETe.

Ilodupane u padoTa ¢ MAIIUHU
Stelara He MOBNKSBA WITH MTOBITUSIBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IoQHpaHe 1 padoTa ¢ MAITUHH.

Stelara cbabp:xa nonucopdar 80

Stelara chawspixa 0,04 mg nonucop6at 80 (E433) BBB Besika 7103a, KOSATO € CKBUBAJICHTHA Ha

0,04 mg/ml. IlonucopbaTuTe Morat Aa NPUUMHAT ANEPrUUHU peakuuu. TpadBa na kaxere Ha Bamms
JieKap, ako UMaTe yCTaHOBEHH aJIePrUH.

3. Kak na n3noasBare Stelara

Stelara e npeaHa3HaueH 3a yrnorpeda 1o/ PhbKOBOJICTBOTO M KOHTPOJIA Ha JIEKAP C OMUT B JICUCHUETO
Ha 3a00JIsIBaHMs, 32 KOUTO € IMoKaszaH Stelara.

Bunaru uznossBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bamusar nekap. Ako He cTe CUTypHU B
Heulo, nonuTtaiite Bamus nekap. IloceBerBaiite ce ¢ Bamus nexap 3a ToBa, kora e Bu ce moctaBsT
MHXEKIHUNUTE U KOT'a LIE ca CIEABAIIUTE KOHTPOJIHU MIPETICAHU.

Kakso kosm4ecTBo Stelara ce npuniara
Bammsar nekap mie pemu KakBo KonnyecTBo Stelara TpsiOBa 1a MoIyduTe U 3a KAKBB IEPHOA OT BPEMeE.

Bb3pacTHu Ha 18 roqunu WM Mo-rojieMu
IIcopua3uc WM McopuaTHYeH apTPUT

. [Ipenoppunrtennarta HauanHa no3a e 45 mg Stelara. [Taumentu c terno Hag 100 kunorpama (kg)
MOJKe J1a 3armovHar ¢ g03a 90 mg Bmecro 45 mg.
o Cren HayanHara 103a, ciieaBamiata Bu noza me Obae 4 ceqMuLn MO-KbCHO | CIIE]] TOBA Ha

Bcekn 12 cegmuru. CrienBaliure 1034 OOMKHOBEHO €a CHIINATE, KATO HaYajJHaTa J1034.

BoJsect Ha KpoH nim yinepo3eH KOJHUT

o [To Bpeme Ha neyenneTo Bamust nekap me Bu npuioxku mepBata 103a 0T IpUOIU3UTEIHO
6 mg/kg Stelara karkoBo BB BeHa Ha pbKarta (MHTpaBeHo3Ha nHOy3us). Cien HayamHara J103a,
11e MoJyunTe cieapamara 1o3a 90 mg Stelara cien 8 cenmuity, ciaen ToBa mpe3 12 ceamuim
Yype3 UHKEKIHS 0] KoXkaTta (MOJKOKHO).

o [Ipu HsKOM MAaLMEHTH, CiIe] MbpBaTa MOIKOKHA HHXKeKLus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 ceMuIy. BamusT jgekap 1me pemy kora TpsioBa Ja MOJTy4UTe CiIeBalaTa ci J03a.

Kak ce npuiiara Stelara

o Stelara ce mpunara KaTo HHXEKIHs MO KoxkaTa (OAK0XHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HHKEKTHpa OT JIeKap WIM MEIUIMHCKA CEeCTpa.

o Bue u Bammsar nekap o6aue Moxxe 1a pemunTte, ue Bue camu Moxe na cu nmxektupare Stelara.
B TaxbB ciydaii me npeMuHeTe 00ydUeHHe Kak Jia CH WHKeKTupate Stelara caMOCTOSITETHO.

. 3a yka3aHus Kak J1a HHKeKkTupare Stelara BuxkTe ,,YKazaHus 3a IPUIOKEHHE” B Kpasi Ha Ta3u
JIMCTOBKA.

FOBOpeTC ¢ Bamms JICKAp, aKO UMATC BBIIPOCH OTHOCHO TOBA KaK CaMH [1a MMOCTABATC MHXCKIUATA.
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AKO cTe U3M0JI3BAJIM IIOBeYe 0T HeoOxoanMara jo03a Stelara

AKO CTe HU3MOoJI3BANIM WK ca Bu npuitoxuin mosede oT HeoOXoaumara j103a Stelara, He3a0aBHO ce
MOCHBETBAMTE C JIeKap Wiu (papmarieBT. Bunaru Hocere ¢ Bac kapToHeHaTa OIMakoBKa Ha
JICKapCTBOTO, TOPH U Jia € Mpa3Ha.

AKoO cTe IPONMYCHAJIM a u3noJ3Barte Stelara
AKoO cTe pomycHal 1033, CBhpskeTe ce ¢ Bamus nexap unu papmanest. He npunaraiite neoiina
J103a, 3a Ja KOMIIEHCUpaTe MpoITycHaTaTa 103a.

AKo cTe cnipesin ynorpeoara Ha Stelara
He e onmacHo na cnipere ynorpebara Ha Stelara. Ako obade 51 cripete, Bammre cumnromu Moxe 1a ce
BBH300OHOBSIT.

AKO UMaTe HSIKaKBU JOIBIHUTEIIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBA JIEKAPCTBO, IIOMUTAITE
Bamms nekap nnu ¢apmanesT.

4. Bb3MOKHHU HexkeJIaHU peaknuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NIPCAU3BHUKA HCXKCIIaHN PCAKIINU, BBIIPEKH Y€ HE
BCCKMU I' I10JTy4aBa.

Cepuo3HH HexKeJTaHU peakuu
Hsikon manmeHTH MOXe JJa UMaT CepUO3HU HEXEJaH!W PEeaKUH, IIPH KOUTO J1a c€ Hajiara CIeIHo
JICYCHHE.

AJlepru4Hy peakunu — MOKe 1a U3UCKBAT cnemHo Jeyenue. Uudopmupaiite Bamus Jexkap nian
He320aBHO NOThPCeTe CIeIHA MeINIMHCKA NIOMOIL, aK0 3a0e/ieskuTe HAKOM 0T cJIeJHUTE
NMPU3HALM.
. CepHo3HHTE allepTUYHA PeakinH (,,anadumakcus’™) ca peaKu Mpu xopa, npuemany Stelara
(moxe na 3acer"ar 1o 1 Ha 1 000 gymmm). [Ipu3HanuTe BKIIIOYBAT:
o) 3aTpyIHEHO JAMINAHE WUV MIPETTbIIaHe
o HHUCKO KPBBHO HAJISTaHE, KOETO MOXKE J1a MPUYMHH 3aMasiHOCT WIIA CBETOBBPTEK
o) MOIyBaHE Ha JINIIETO, YCTHUTE, YCTaTa WIH I'bPIIOTO.
. UecTtuTe pU3HAIY HA AJIEPTHYHA PEaKIMs BKITIOYBAT KOXKEH OOpHB U YpTUKapHs (MOXe J1a
3acerHar jo 1 Ha 100 qymm).

B PE€AKH CJIy4Yau ce ch00IIaBaT AJCPpruiam 66.]1021])06][1/1 pP€aKuvm U 6e.11011p06H0 Bb3MAJICHUC
NP NAMUECHTH, KOUTO IMoJiydaBart yCTeKHHYMaﬁ. YBenomere BeaqHara Bamus JIeKap, aKko
MOJYYUTE CUMIITOMM KaTO KalllJIMIa, 3a/IyX U BUCOKA TeMIIepaTypa.

AKO MoNTyYHTe Cepro3Ha ajepruiHa peakiys, Bamust gekap Moxe na pemu, ye Bue He TpsioBa na
ynorpebsiBate Stelara 0THORO.

Nudexuuu — Mo:Ke 1a U3UCKBAT crieliHo jJevyeHue. Uudgopmupaiite Bamus jgexap, ako
3a0eJieskNTe HAKOM OT CJIeJHUTE NPU3HALN.

. MHGEKIMUTE Ha HOCA HIIK T'BPJIOTO M MPOCTY/IaTa ca 4ecTH (MOXKe Ja 3acerHar Ao 1 Ha
10 myrmm)

. WHPEKIMUTE Ha JOJHATE NUXATEeIHH IbTHUINA (TPBIHE HHPEKINN) ca HedecTH (MOoXKe /1a
3acerHat qo 1 na 100 mymrm)

o BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (IIeTyJINT) € HeuecTo (MOoXe Aa 3acerde 1o 1 Ha
100 mymm)

. xepriecute (Bu 00Jie3HEH 0OpUB C MEXYpH) ca HeuecTH (MoxKe J1a 3acerHat a0 1 Ha 100 xymn)

Stelara Mosxe n1a Hamanm criocobHoctTa By a ce 6opute ¢ nadeknnu. Haxon nadeknnu Mmoxe na
CTaHAT CEPUO3HH U MOJXKE J1a BKIIIOYBAT WH(EKIIUU, IPUYMHEHH OT BUPYCH, THOWYKH, OaKTEepUU
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(BKIIOUUTEIHO TyOEpKyII03a) WM Mapa3uTH, BKIIOUUTETHO HH(PEKLINH, KOUTO Bb3HUKBAT IIPEIUMHO
npu Xopa ¢ oTciiabeHa UMyHHa cucTeMa (OMOPTIOHUCTUYHY HeKkyn). [Ipyn nauuenTu, nomyyasamu
yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MH(EKIINU Ha MO3bKa (eHIIe(anuT, MEHHHTHT),
OenuTe TPoOOBE U OUHTE.

Hoxkato ynorpeGsiBare Stelara, Tpsa6Ba na cieaure 3a npu3Hauy Ha HH(ekuus. Te BKIIOYBAT:
BHCOKa TeMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio

yMOpa WM 3a1lyX, yIIOpuTa KallIimna

TOIJIa, 3a4€pBeHa U OOJIe3HEHA KOXKa MM 00JIE3HEH KOKeH 00pUB C MeXypu

napeHe npu ypuHUpaHe

Iuapust

3pUTETHO CMYIICHHE W 3ary0a Ha 3peHHe

rJ1aB00OJIE, CKOBAHOCT Ha BpaTa, YyBCTBUTEHOCT KbM CBETJIMHA, aJIcHEe WK OOBPKAHOCT.

Undopmupaiite Bammst gexap BegHara, ako 3a0efexuTe HIKOW OT Te3H Npu3Hay Ha nHpekus. Te
Morar Aa ObAaT Npu3Hauy Ha HHQEKIUH KaTo TPbAHN HHDEKIUH, KOKHI WHPEKIHNH, XEpIIEC 30CTep
WM ONOPTIOHUCTHYHH MH(EKIINU, KOUTO MOTAT Jia JOBE/IAT JI0 CEPUO3HHU YCIOKHEHHUSI.
Undopmupaiite Bamms igekap, ako nmare HsIKakBa yIopuTa WK HOBTapsa ce nHpexuus. Bammst
JieKap MOJXKe J1a pely, ye He TpsiOBa na ynorpeodsiBare Stelara, nokato nHdekuusaTa He Obae
u3JeKyBaHa. YBejqoMeTe Bamms iekap, 1 ako MaTe OTBOPEHH PaHU WM HapaHSIBaHUS, Thid KaToO
MOJKe J1a ce MH(EKTHpaT.

JIromeHe HA KOKATA — HHTEH3WBHOTO 3a4epBsIBaHE U JIIOIIEHE HA KOKATa Ha MO-T0JIsIMa IO
MO0 THAJ0TO MOKe /1a ca CHMIITOMM Ha ePUTPOAePMHUYEH NCOPUA3UC W eKC(]PoTuaATUBEH
JepMAaTHUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHuA. AKO 3a0e/iesKNTe HAKOM 0T Te3u MPU3HALM,
Tpsa6Ba 1a nHpopMupare Bammus nexap He3abaBHO.

I[pyl"l)[ HEKEJIAHU pCaKIUU

YecTu HexeIaHu peakumnu (Moxe 1a 3acerrar 10 1 Ha 10 gymm):
Japust

rajicHe

MOBpPBIIIaHE

yMmopa

3aMastHOCT

rimaBoOoIHe

cbpOex (mpypuTyc)

0oJKa B rppOa, MyCKYyJIUTE UITH CTABUTE
BB3IAJICHO T'BPIIO0

3auepBsABaHe U 0OJKA HA MACTOTO Ha MH)KEKTHPaHE
UHQEKIHS Ha CHHYCHUTE

HeuecTn Heskenann peakuuu (Moxe aa 3acersar o 1 va 100 gymm):

MH(EKINU Ha 350UTE

BarvHaJiHa WHQEKIHsL, IPUUYNHEHA OT I'bONYKH

Jenpecus

3aIlyIleH HOC MU Xpema

KbPBEHE, IOCHHIBAHE, BIBBP/SBAHE, IOAYyBaHE U ChPOEK HA MICTOTO HA HHKEKTUPAHE

ycellane 3a ci1abocT

CrHaJaHe Ha KJjernaya U M3KpUBsSBaHE HA MyCKYJIMTE Ha eHaTa MOJOBHUHA Ha JHULETO (,,JULIEBa

napanau3a’” Wid ,,1apajin3a Ha beir”), KosTo 0OMKHOBEHO € BpeMeHHa

o NpOMSIHA Ha TICOpHAa3uca ChC 3a4epBsIBaHE U HOBH MAJIKH, JKBJITH WK O€IM MEXYpH IO KOXKaTa,
MTOHSAKOTA MPUAPYKEHH C TeMIiepaTypa (IIyCTyJI03€H IICOPHA3UC)

. OeyeHe Ha Ko)kaTa (eKcqosralus Ha KoyKaTa)

o aKHe
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Peaxu Hexxe1aHM JieKapcTBeHH peakuuu (Moxe aa 3acerHar o 1 Ha 1 000 gymm)

o 3ayepBsiBaHE U JIOMICHE HA KOXKaTa Ha MO-TOJIsIMA TUIOI 110 TSJIO0TO, KOUTO MOXKE A3 ChPOST HIIH
Ja ca 6ose3HeHu (ekchonuaTUBeH aepMaTuT). [10J00HH CUMIITTOMHU MTOHSKOTa C€ Pa3BUBAT KaTo
€CTeCTBEHa IIPOMsIHA Ha BUa HAa CHMIITOMHTE Ha IICOpUa3uC (EpUTPOAEPMHUYUEH TICOPHUA3HC)

o Br3nanenue Ha MaJIKUTe KPHBOHOCHHU CHJIOBE, KOETO MOKE J1a IOBEZE 10 KOKEeH OOPUB C MaJIKU
YepBEHH WJIM JIWJIABH MTOAYTHHH, TEMIIEpaTypa Win O0JIka B CTaBUTE (BACKYJIUT).

MHoro peaku He:KeJIaHU JeKapcTBeHH peakumnu (Moxe faa 3acerHat 1o 1 va 10 000 mgyrm)

o OO0pa3yBaHe Ha MEXypH I10 KOKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, chpOsia u 00Ie3HeHa
(6ynozen nemduromn;)

o KOYKCH JIyITyC €pUTEMATO/IEC U JIYIyC-1000eH CHHIPOM (UepBEH, HaJUTHAT, JIFOLICI Ce OOPHB
B M3JIOKCHHUTE HA CIIBHIIC YIACTHIM HA KOXKATa, KOWTO MOXKE Ja € MPUPYKEH OT OOJKH B
CTaBUTE).

Cpol0maBaHe HAa HesKeJIAHM PeaKIiu

AKO TIONTyuHTe HIKAKBU HEXKEJTaHH JICKAPCTBEHU PeakIiy, yBeaoMere Bamus nexap i gpapmanenT.
ToBa BKIJIIOYBa M BCHYKH BH3MOKHU HEOMUCAHU B Ta3M JIMCTOBKA HEXeJIaHU peakiuu. MokeTe ChIIo
J1a ChOOILIUTE HEKENIaHU PeaKLUH JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMA 3a ChOOIIaBaHe, MOCOYeHa B
[Ipunoxenue V. Karo crobmaBare HexXeNaHU PEaKLUK, MOXKETE J1a 1aJAeTe CBOsI IPUHOC 3a
NoJy4aBaHe Ha MmoBeue HH(popMaius OTHOCHO 0€30MMacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o Ja ce cpxpaHsiBa Ha MSCTO, HEJIOCTBITHO 32 JIela.

. [a ce cexpanssa B xmagmiHuK (2°C—8°C). Jla He ce 3ampassBa.

o CoxpaHsiBaiiTe IpeABAPUTEIHO HAITBJTHEHATA MKcalKa B KapTOHEHATa OMaKOBKa, 3a JIa ce
NpeArnasy OT CBETJIHHA.

o AKO € He0OX0MMO, OTACITHHUTE MPEIBAPUTETHO HATBJIHEHN HCANKH Stelara MoXke ChIIO J1a ce

CBhXpaHsBaT MpH cTaitHa TemiepaTtypa a0 30°C 3a MakcumMyMm enuH nepuos a0 30 1au B
OpUTHMHAJHATa KapTOHEHa OIMaKOBKa, 3a J]a ce MPeana3saT OT CBeTIMHA. 3aluIleTe Jarara, Ha
KOSTO MIPEBApPUTEIHO HAITbIHEHATA MMHCAJKa € U3Ba/icHa 3a ITbPBU ITBT OT XJIaJAWIHUKA H
JaraTta Ha U3XBBPJISIHE Ha 0003HAYEHUTE Ha BHHIIHATA KApTOHEHA OMaKoBKa MecTa. JlaTara Ha
U3XBBPIISTHE HE TPSIOBA J1a € Cliel OPUTMHAIIHHS CPOK Ha TOJTHOCT, OTIEYaTaH BbPXY
KapTOHeHaTa ornakoBka. Cieq KaTo BeJHBX MUCaJKaTa ¢ Ouiia ChbXpaHsBaHa IIpH CTaliHa
temneparypa (1o 30°C), T He TpsiOBa 1a ce Bpblua B XJIaAUIHUKA. MI3XBBpieTe nucaikara, ako
HE Ce M3I0JI3Ba CJIeNl ChXpaHEHUE IIPH CTaifHa TeMIeparypa B paMkuTe Ha 30 THU WK CIea
M3TUYaHE Ha OPUTHHAIHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBETE HACTHITH I10-
paHo.

o He pasknamaiite npeasapuTeaHO HambIHEHATa MHcanKa. [IpoIbIKUTETHOTO EHEPTUIHO
pas3Kialane MoXxe J1a IIOBPeIHn JIEKapCTBOTO.

He n3moJsi3BaiiTe TOBa J1eKapCTBO:

° CJIe/I CpOKa Ha TOJHOCT, OTOEIISI3aH BHPXY €THUKETa M KapTOHEHATa OMAaKOBKa CJIC]T
»EXP*“/, T'onen no:*“. CpoKbT Ha TOMHOCT OTTOBAPS HA MOCIEIHUS JCH OT MTOCOYCHHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH IIBSIT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIy TyK/IU YaACTHIIH
(BwxkTe TOuKa 6 ,,Kak nsrnexaa Stelara 1 KakBO ChAbpPIKa OMAKOBKATa™);

° aKo 3HaeTe WM CMsTaTe, Y€ MOXKe Ja € Omira H3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITUICHTHO 3aMPb3BaHe UM 3arpsBaHe);

) aKo MPOIYKTHT € OMJI CHEPTHYHO pa3KIaTeH.

Stelara e camo 3a egHOKpaTHA yrioTpeba. Hensnon3BaHusT MPOAyKT, OCTaHal B MUcajKara, Tps0Ba 1a
ce u3XBHpIIH. He u3XBBHpIIiiTe JJeKapcTBaTa B KaHATN3aIMATA WM B KOHTEHHEpa 3a JJOMAIITHU
ormaapiu. [lomumraiite Bamms gapmarieBT kak 1a U3XBBPIISATE JIEKapCTBaTa, KOUTO Bede HE
u3rnosnsBare. Te3n MepKu I1ie CIOMOTHAT 3a Ola3BaHe Ha OKOJHATa Cpefa.
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6. Cun)pma}me Ha OMAaKOBKAaTa U J0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

Kakso ceabpixa Stelara

. AKTHBHO BEIIECTBO: YCTeKMHYMab. Besdka nmpenBapuTenHo HambIHeHA MUcalika chabpka 90 mg

ycrekuaymat B 1 ml.

o Hpyru cveraBku: L-xuctuaus, L-XuCcTHANHOB MOHOXUAPOXJIOPHA MOHOXHPAT, monucopoar 80

(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak nm3ranexna Stelara n kKakBo cbIbp:Ka ONIAKOBKATA

Stelara e OMCTBP 70 JIEKO OMAaJICCUEHTEH (C MepIieH OJACHK), OS3IBETCH 0 OJICI0KBIT HHKEKIIMOHECH
paztBop. Toit MoKe Jla ChABpPKA HAKOIKO JPEOHHU MONYPO3PAYHH WIH OEIH YaCTHIIN TPOTEHH.
JocTaBs ce B KapTOHEHA ONAKOBKa, ChABPKallla €aHa CThKJICHA IPEABAPUTEIIHO HAITBIHEHA MTUCATIKA
ot 1 ml ¢ equanyHa no3a. Besika mpeiBapuTeHO HAIMBJIHEHA MTHCAIKa ChIbpxka 90 mg ycTeKuHyMal B

1 ml MHXKEKITMOHEH Pa3TBOP.

IIpure:kaTes Ha pa3pelIeHNETO 32 yHoTpeda

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLII/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsL, CBbPKCTC CC C JIOKAJTHUSA
NpeACTABUTCI HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/T¢él: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»KOHCBHH & JxoHchH bearapus” EOO/]]
Temn.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EALGoo

Janssen-Cilag ®oppokevtik) Movorpocmnn

AE.B.E.
TnA: +30 210 80 90 000

Espaia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog

Bopvépoc Xotinmavaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Norge

Janssen-Cilag AS

TIf: +47 24 12 65 00
jacno@its.jnj.com
Osterreich

Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romaénia
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttfn: +46 8 626 50 00
jacse@its.jnj.com

I[aTa Ha MOCJCIHO MpepasrjaexKiaHne Ha JJMCTOBKaTa

[TonpoGHa uHpOpMaIKs 3a TOBA JICKAPCTBO € IpeJocTaBeHa Ha yeOcaiita Ha EBpornelickara areHIus
1o JiekapcTBara https://www.ema.europa.cu.
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Yxka3zanus 3a ynorpeda
Stelara
(ycTeknnymao)

HHZKEKINS 32 MOJAKO0KHO MPHUJI0KEHHE
NpeABAPUTE]HO HANTbJIHEHA MUCAJIKA

Hacrosmute "Ykazanus 3a ynorpeba" cbrbpikaT HH(pOpMAIs 32 TOBA KaK Jia CH HHKEKTUPATe
Stelara.

Bazxkno
Stelara ce nmpeayara B npeBapUTEIIHO HAITBIHEHA MMCAJIKa 3a €IHOKpaTHA yIoTpeOda, ChabpKaiia
enHa no3a 45 mg unu egHa no3a 90 mg.

ITo BpeMe Ha HHKEKTHPAHETO HATHCHETE IPbKKATA JOKPAail HaT0J1y, JOKATO NIPecTaHe 1a ce
BHMK/IA JIUJIABOTO TAJIO, 32 1a MH:KeKTUPaTe MbjHaTta n03a. HE B)I[I/IFAP'ITE
HHPEABAPUTEJIHO HAITBbJIHEHATA ITUCAJIKA 1o BpeMe Ha MH:KEKTUPaHeTo! AKO ro
HalpaBHUTe, NPEABAPUTEIHO HAITBJIHECHATA MMCAJIKA 1IE e 3aK/JII0YU U HAMA A MOJIy4YuTe
bJIHATA 1032,

Axo Barmmwusr jekap pemy, ye Bue nin oorpmwksaiioTo Bu juile Moke 1a HOCTaBATE HMHKEKIIUUTE CH
Stelara y moma, TpsiOBa a MoJay4YuTe 00yYEeHHE 3a MPABUIIHUS HAUYKH 33 TIOJrOTOBKA U MH)KEKTHPaHEe
Ha Stelara ¢ momoITa Ha IpeIBAPUTEITHO HAIThIHEeHATa nucanka. He ce onuTBaiite 1a ce
HHKEKTHpaTe CaMH, 10KATO He ObJeTe 00ydyeHu oT Bamus jexap.

Bcesika npeaBapuTennHo HarbJIHEHA NTHCAJIKa MOXKE J]a C€ U3MO0JI3Ba CaMO BEIHBXK. M3XBBpIeTe 5
(Bmwxte Crbnka 3) cien ynorpeda, JOpH ako B Hesl € OCTaHANO JIEKapCTBO.

He u3noJ13BaiiTe NOBTOPHO NpeIBAPUTEIHO HANTBJIHEHATA MU CAJIKA.

ITpouetere Te3m ""YKa3aHus 3a ynorpeda' npeau 1a H3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajika Stelara u Bcekd bT, KOraTo NMoJiydaBaTe HOBA MPeABAPHUTEIHO HAITbJIHEHA MUCATKA.
BB3MoxkHO € 1a nMa HOBa nH(popmaius. Ta3u JUCcTOBKA He 3aMecTBa pa3roBopa ¢ Barus nekap

OTHOCHO Bairrero 3a001s1BaHe WK JICUCHHUE.

Axo HEe MOXKeTe Ja CH IIOCTaBUTC CaMH MHXKCKIMATA:

) momoJieTe Barmus iexap uiu MeAUIIMHCKA CecTpa Ja B moMorHar wiu
) MOMOJIETE HAKOM, KOMTO € 00YyYEH OT JIeKap WM MEAULIMHCKA cecTpa, 1a Bu mocTass
WHKECKITUHATE.

3a a ce HaMalld PUCKBT OT ciydaifHO yOoKJaHe ¢ Uria, BCAKa MpelBapUTeIHO HalTbJIHeHA MTUcalKa
¥Ma MpeAIa3uTes 3a UriiaTa, KOWTo aBTOMAaTUYHO TIOKPHBA UTJlaTa U ce 3aKIII0YBa, CIIe/ KaTo CTe
MTOCTABWJIM MHXKEKIHSITA U MHXKEKTOPHT € BAUTHAT. He moBauraiiTe mpenBapuTeTHO HAIIBIHEHATA
MHcajKa Mo BpeMe Ha WHKEKTHPaHE, TOKATO MHXKEKIHITa HE IPUKITIOYH.
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Hpe,[[Ha3I/IT€H$IT Ha urjiata B AOJIHAaTaA Kalla4ykKa Ha MPECABAPUTCIHO HAITBJIHCHATA MM CAJIKa ChbAbpiKa
narekc. He nmumaiite npeanasuTeisa Ha urjiarTra, ako €Te ajJepruium KbM JIaTeKC.

MOJIS[, MMpOYE€TECTC BHUMATCIIHO 1 JIMCTOBKATA MMPEAUN [a 3alI0YHCTEC MHKCKTUPAHETO U O6CTJIIeTe
BCHUYKHU BBIIPOCH, KOUTO MOXE J1a UMATeE, C Bamus JICKap W MCIUIIMHCKA CeCTpa.

m HNudopmanus 3a cbXpaHeHHe
CoxpansBaiiTe B XJIAWIHUK Ha TeMieparypa ot 2° 1o 8°C. Ako e He0OX0IUMO, ChbXpaHsABalTe Ha
craifa Temnepatypa 10 30°C 3a nepuon 10 30 1HU B OpUrHHANTHATa KapTOHEHa onakoBka. He
BPBIIAiiTe B XJIAAMJIHUKA, CJIE]] KaTO CTE ChbXPAHIBAIU HA CTAliHA TeMIIEpaTypa.

He 3ampa3siBaiiTe npeiBapuTEIHO HAITbJIHEHATA MTHUCAJIKA.

CbxpaHsiBaiiTe npeABaAPUTEHO HATbJIHEHATA MUCAJIKA U BCHYKH JIEKAPCTBA HA MSCTO,
HEOCTBITHO 32 Jena.

He pa3kiamaiiTe npeaBapuTeIHO HAITBJIHEHATA THCAJKa. Pa3KiiaaneTo Moxe 1a IoBpeIn
JekapcTBOTO Stelara. AKo IpeaBapUTEIHO HAITbJIHEHATA IHUCAIKa € Ouila pa3KiaTeHa, He 5
U3I0J13BaiiTe. B3emeTe HOBa Mpe/iBapUTENIHO HAITBJIHEHA [THCAJIKA.

CbxpaHsiBaiiTe npeABaPUTEJHO HATbJIHEHATA NUCAJIKA B OPUTHHAJIHATA KAPTOHEHA ONAKOBKA,
3a 1a sl MpeaNa3suTe 0T CBeTJIMHA U (PU3NYECKO YBpeKIaHe.

. Hmate Hy:k1a oT momom?

O6a,Z[GTC ce Ha Bammmus JICKap, 3a a O6C’B)_II/ITC BCHYKHU BBIIPOCHU, KOUTO MOKC a UMarte. 3a
JOIIBJIHUTCIIHA ITOMOIII MJIM 3a Aa CIIOACIINTEC MHCHHUETO CH, BMXKTC JINCTOBKATa 3a I/IH(bOpMaHI/ISI 3a
KOHTAKT C JIOKAJIHUA NPCACTaBUTEII.
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YacTu Ha NpeJBapHTe/IHO HalbJIHeHA MHCAJKA

Ilpean ymorpeba Caex ynorpeda

Apsaxa

Jpsxxara ce

HATHCKA HAZOTY
JOKpait.

JInaaeo a0

Ilpozopue ! Jlznazoro TR0 He ce

EBICETa.

10 - - Cnex nozxuraze

peInazHTeT Ha
mraa TPeINANTeNAT HA HITaTa
/ Kanauxa C2 33KTOYEA H Ce
Ha NOXEAEA JKBITA JEHTA.
HraaTa He samratire no spene
| Ha HEAXEKTHpaHe.

Joana xanaguxa
He nunatire

BBTpe.

[PHrOTEeTE CIEXHHTE MATEPHATH.
Hpuomlenn B OnaxoBKaTa:
o Ip eTHO eHA MHCAIRA

He ca NPeloCTAESHH B OMAKOBRATA:

¢ Tamnoms cbe cnHEpT

¢ Ilapwera mayyx BIH Mapas

* Aaxe3HEHA NPEBPBIKA

¢ Konreitnep 3a octpr npexmers (Bicere
Crenxa 3)

1. IoaroroBka Ha Stelara 3a nH:KeKTHpPaHe

B3emeTe kapToHeHaTa(UTe) ONAKOBKA(H)

Ako e(ca) cpxpaHsiBaHa(¥) B XJIAUIHHUK, U3Ba/IeTe KapTOHEHATa(UTe) OMaKkoBKa(H) C MpeABAPUTEIIHO
HaITbJIHEHATa MHCAJIKA OT XJIaJHJIHUKA U sI(/TH) IIOCTaBeTe Ha paBHA OBBPXHOCT.

OcraBete Ha cTaiiHa TemnepaTypa 3a Haii-maiako 30 MUHYTH npean ynotpeoa.

He 3aromuisiite o HUKaKbB APYT HAYWH.

Axo Bamrara mo3a € 45 mg, 1mie moJiy4nTe eHa IpeIBapUTETHO HAITBIHCHA MTHcalka OT 45 mg.

Axo nozara Bu e 90 mg, me noxyuure eana ot 90 mg unu 18e ot 45 mg npeaBapuUTEIHO HAIBJIHEHU
MHACAJIKU. AKO TIOyYUTE JABE TIPEIBAPUTEITHO HAIBJIHCHH NTUCAIKu OT 45 mg, cneasaite Cteiku 1-3 u
3a IBETE MHXKEKIINH.

H30epeTe pa3auyHO MACTO 32 HHIKEKTHPAHE HA BTOPATA HHIKEKIUS.
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IIpoBepere naTtaTa Ha U3THYAHE HA CPOKA HA TOAHOCT (,I'oeH 10:%) M 3ameyaTBaHETO HA
KApTOHeHATa(UTe) ONAKOBKa(H)

He u3non3paiite npeaBapUTEIHO HAITbIHEHATA MUCATIKA, KO 3all€YaTBAHETO HA KapTOHEHATa
OITaKOBKa € HapyIIEHO UJIM aKO CPOKBT Ha TOJAHOCT € U3TEKBII.

He n3non3BaiiTe npeaBapuTEIIHO HATBITHEHATA MTUCAIIKA, aKO € OMJla ChXpaHsIBaHA HA CTaifHa
Temreparypa 3a nosede ot 30 THH WK aKo € Ouiia chXpaHsBaHa Ha Temneparypa Hag 30°C. Obanere
ce Ha Bamms nekap winu apManeBT 3a HOBa IMPeIBAPUTEITHO HAITBJIHEHA MTHCAJKA.

w

N36epere MSACTO 32 HHIKEKTHPaHe

W306epere enH OT CICTHUTE yYacThIH 32 HHKEKTHPAHE:

o [Ipennara yact Ha Oempara

. JlonHaTa yacT Ha KOpeMa, ¢ M3KITIOYEHHE Ha S5-CAHTHMETPOBAaTa 30Ha TOYHO OKOJIO ITbIIa

AKo HsKOM npyr Bu mocTaBs WHKEKIHATA, MOXKE J1a M3M0JI3Ba CHIIIO:
. 3a/lHaTa 4YacT Ha MULITHUIIUTE

He PIH)K@KTPIpaﬁTe B KO’Ka, KOATO € YYBCTBUTCIIHA, HACUHCHA, 3a4CPBCHA WX BTBBPJACHA.

HM3noa3Baiite PA3JINIHO MACTO 324 MHIKCKTHPAHE IIPHU BCAKO UHIKEKTHPAaHE.
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H3zmuiite pbuere cu
Wzmuiite 1oOpe phlieTe CH ChC CAIlyH U TOIIA BOAA.

Ilouyncrere MACTOTO HA HHIKEKTHPaHE

I/I361,pmeTe I/136paHOT0 ot Bac msacTo 3a HUHKCKTHUPAHE C TAMIIOH CBC CIIUPT U I'0O OCTABCTC a
HN3CHXHE.

He ,I[OKOCBafITe, HE BEUTE U HE L[yxaﬁTe BBPXY MACTOTO Ha MHKCKTUPAHC, CJIICA KAaTO CTC I'o
IMOYHUCTHIIN.

IIpoBepeTe Te4HOCTTA B MPO30PUETO

U3zbepete noOpe ocBeTeHa, YMCTa U paBHA PabOTHA MOBBPXHOCT.

W3BasieTe mpeBapuTEIHO HAITBIHEHATA MHCAIKA OT KapTOHEHATa OMaKOBKA M IIPOBEPETE 3a MOBPEa.
[TpoBepere TeynoctTa B mpo3opueto. Ts TpsOBa qa Ob1e mMpo3payHa 0 JIEKO ONajlecHeHTHA U
0e31BeTHA /10 6J1€10KbJITA U MOXKE J1a ChIBPIKA MAJIKH Ge/IH WIH MPO3PAYHH YACTHIM U €IHO WJIH
noBeyYe BB3AYLIIHU MexypueTa. ToBa € HOpMaJTHO.

He umxektupaiite, ako TEYHOCTTA € 3aMpb3HANIA, MBTHA, C IPOMEHEH IBST WIH ChbpiKa TOJIEMU
yactuuu. OGanere ce Ha Bammst exap wiv apManeBT 3a HOBa MPEIBAPUTEITHO HAITBJIHEHA IHCAJIKA.

2. MnxexTHpane Ha Stelara

HzabpnaiiTe qo1HATA Kanadka

JpbikTe phueTe ¢H Jajied OT Npeana3suTesisi Ha UIJIaTa, clie]l KaTo cBajauTe Kanaukata. Hopmanzo
€ 1a BUIUTEC HAKOJIKO KaIlK1 TCYHOCT.

HNnskexTuparite Stelara B paMKuTe HA S MUHYTH cJIe/l OTCTPAHSIBAHE HA Kala4dKara.

He nocragsiite kanaukata o0paTtHo. ToBa MOXe Aa JOBEAE A0 YBPEXKIaHE Ha UTJIaTa.

He u3non3Baiite mpeaABapuTEIHO HAITbJIHEHATA MUCAJIKA, aKO TS Ob/Je U3IyCHATA ClIe]l OTCTPaHsIBaHEe

Ha Karraykara. O6a)_'LGTC ce Ha Bammms JICKap Wjin q)apMaueBT 3a HOBA MPCABAPUTCIIHO HAITBJIHCHA
nrcajka.
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IMocraBeTe HanpaBo BHPXY Ko:kaTa. HaTncHeTe ApBbiKKATA TOKPaiil HAT0J1y, T0OKATO NPecTaHe 1a
ce BHK/1a JINJIABOTO TSLJIO.

HE BJIUT AUTE HAITBJJTHEHATA IPEJIBAPUTEJHO ITAUCAJIKA no Bpeme Ha
HHKEKTHPaHeTo!

AKO T0o HarmpaBHTe, IPE/NA3UTEISAT Ha UIJIaTa e e 3aKIII0YH, KaTO ce TOSBH JKbJITA JICHTA, U HAMA J1a
MOJYYHTE ITBJIHATA J032.

Mosxe na yyere HpakBaHe, KOraTo MHKEKTUpaHeTo 3anoune. [Ipoabinkere 1a HaTUCKare.
AKo0 yceTuTe CHIPOTHBJIEHUE, IPOABJLKETE 1a HaTUCKaTe. ToBa e HOpMaJIHO.
JlexapcTBOTO ce MHXKEKTHpa, TOKaTo HaTHcKare. [IpaBere ToBa che CKOpOCT, KOSITO € yA0OHa 3a Bac.

T WIPAK

o

YBepeTe ce, Ye HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHeTo € 3aBbPIICHO, KOraTo:

° JInj1aBoTO TSJ10 HE Ce BIIKAA.
° Bede ne MokeTe 1a HATHCKATE APHKKATA HATOMTY.
. Moske J1a uyere ImpaKkBaHe.

g

Baurnere npaso Harope
JKbnTaTa neHTa nokaspa, 4ye NpeaNa3uTEIAT Ha UrjlaTa € 3aKII0YeH Ha MSCTO.
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3. Cie MHIKEKTHPAHETO

M3xBBpJIeTE NPEIBAPUTEIHO HATBJIHEHATA M CAJIKA

Bennara cien ynotpe6a noctaBeTe U3Mo3BaHaTa NPeABAPUTEIIHO HAITBIHEHA [TUCAJIKA B KOHTEHHED
3a U3XBBPJISIHE HA OCTPU IPEIMETH.

He u3xBbpiisiiiTe peIBAPUTENHO HAITBITHEHUTE TIMCAIKH B KOHTEHEpa 32 OUTOBU OTIA IBIIH.

He penuknupaiite n3nos3BaHus KOHTEHHEP 3a U3XBBPIIIHE HA OCTPU NPEAMETH.

IIpoBepere MACTOTO HA HH/KEKTHPAaHE

BB3M0XHO € Ha MSCTOTO Ha MH)KEKTUPAHE J]a MMa MAJIKO KOJIMYECTBO KPBB MJIM TEUHOCT. ToBa €
HOopMasHO. [IpuTucHeTe napye namyk Wik Mapiisi KbM MSICTOTO Ha MH)KEKTUPAHE, JOKATO KbPBEHETO
crpe.

He pasTpuBaiite MACTOTO Ha MHKEKTHPAHE.

AKO e HeoOXO0JMMO, IOKPUITE MIACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TIOJTy4YHTe JBE MPEABAPUTEIIHO HAMIBJIHEHHU MUCAIKH OT 45 mg 3a no03a 90 mg, moBTopete CTHIIKU
1-3 ¢ BTOpaTa npeaBapuUTENHO HaTbJIHEHA Hcanka. M30epere qpyro MsicTo 3a HHKEeKTHPaHe HA
BTOPATa HHKEKIM.
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