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).

Ycreknnymab e m3siio yoBemko [gG 1k MOHOKIIOHATHO aHTUTSIIO KbM nHTepieBkuH (1L)—12/23,
NPOM3BENICHO B MUEJIIOMHA KJIEThUHA JIMHUS HA MHIIKH € TIoMoITa Ha pekomOnHanTHa JTHK

TCXHOJIOTHA.

3a IBJIHNUSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIUKTE TOUuKa 6.1.

3. JIEKAPCTBEHA ®OPMA
KonuenTpart 3a uHpy310HEH pa3TBOp

Pa3tBOpBT € OUCTBD, Oe31BETEH 10 OJICTOXKBIT.

4. KJIIMHUYHU JAHHHU
4.1 TepaneBTH4YHHN NOKA3ZAHUS

Bonect Ha Crohn npu Bb3pacTHH

STELARA e nokasas 3a JeueHHe Ha B3PACTHHU MAIMEHTH C yMepeHa JI0 TeXXKa aKTHBHA 00JIeCT Ha
Crohn, KOHTO ca ce MOBIUSIIN HEAOCTATHYHO, BEUE HE CE MOBIMABAT WK NMAT HEITOHOCHUMOCT KBEM
KOHBEHILIMOHAJIHATA Tepalus Wik KbM aHTaroHuct Ha TNFa.

Bonect na Crohn npu mena

STELARA e noka3zaH 3a jiedeHHE Ha yMepeHa JI0 TexKa akTuBHa 6osect Ha Crohn mpu nemuaTpuyHu
NaKUEeHTH C Tero Hai-mainko 40 kg, KouTo ca UMaly HEAOCTaThUCH OTTOBOP MJIM UMAT
HETIOHOCHUMOCT KbM KOHBEHLIMOHAIHA MM KbM OMOJIOTMYHA Tepamnusl.

Yamepo3eH KOJIUT

STELARA e nokasaH 3a Jle4eHlE Ha Bb3PACTHU MAlMEHTH C YMEPEH 10 TEKbK aKTUBEH YJILEPO3EH
KOJIMT, KOUTO Ca C€ MOBJIMSIN HEAOCTATHhYHO, BeUYe HE CE MOBJIUIBAT HJIM UMAT HEIIOHOCUMOCT KbM
KOHBEHIIMOHATHATA TePaIusl WIH KbM OUOJIOTHYCH JICKAPCTBEH MPOIYKT.

4.2 Jl0o3MpOBKa M HAYMH HA NPUJIOKEHHE

STELARA koHueHTpat 3a HH(Y3UOHEH Pa3TBOP € MpeaHa3HayeH 3a ynorpeda 1moJ ppbKoBOJICTBOTO U
Ha/30pa Ha JIeKap ¢ ONUT B AUATHOCTUIIMPAHETO U JeueHneTo Ha 6onect Ha Crohn nnu ynueposeH
konutT. STELARA koHIIEHTpaT 3a HH(Y3HUOHEH pa3TBOP TPsOBa Ja ce M3I0JI3Ba caMmo 3a
WHTpPaBEHO3HATa WHAYKIMOHHA JI03a.

2 !OSI/I[QOBKa

Bn3pactHu
Bosnect Ha Crohn u yilepo3eH KOauT

Jleuenneto cbc STELARA TpsiOBa na ce 3amouHe ¢ eMHAYHA MHTPABEHO3HA 71033, OCHOBABAIla ce Ha
TEJECHOTO Terio. MH(y3noHHHAT pa3TBOp TPsAOBaA J1a ce MPUroTBH OT HAKONKO (hiaakona STELARA
130 mg, kakTo e ykazano B Tabnuna 1 (Bxk. Touka 6.6 3a IPUTOTBSIHETO).




Tabnuya 1 Hauanna unmpasenosna 0oza na STELARA

TeJiecHO TerJI0 HA MANMEHTA KbM IIpenopbunTenna Bpoii pnakonn
MOMEHTA HA NIpUJIaraHe ao3a? STELARA 130 mg
<55kg 260 mg 2
>55kgno<85kg 390 mg 3

>85kg 520 mg 4

a

[Mpubnusurento 6 mg/kg

[IppBaTa moakokHa 103a TPsIOBaA Aa ce MPUIIOXKU Ha CeIMHLA 8 clie MHTpaBeHO3HaTa J103a. 3a
JIO3UPOBKaTa MpH MOCJIEABAIIATA CXEMa Ha MTOJKOXKHO NpuiioxkeHne BukTe Touka 4.2 ot KXII Ha
STELARA unxekinoneH pa3tBop (prakoH) U MHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITbIIHEHA
CIPUHLIOBKA WJIN B IIPEABAPUTEIIHO HAIIBJIHEHA ITHCANIKA.

Cmapuecka év3pacm (= 65 coounu)
He e HeoOxomuMo afantupane Ha J103aTa IPH MAIUEHTH B CTapyecka Bb3pacT (BXK. Touka 4.4).

bvbpeuno u uepnodpobHo yepescoarne
He ca mpoBexxnanu npoyuBanmsi cb¢ STELARA mpu Te3u momynarnuu narueraTr. He Moxke na ce mpame
MpernopbKa 3a J03aTa.

Ieouampuuna nonyrayus

Bbonect na Crohn mpu mera (manueHnTH ¢ Terno Hai-manko 40 kg)

Jleaenueto cbc STELARA Tpsi6Ba na ce 3amoyHe ¢ eJMHAYHA HHTPABEHO3HA /1033, OCHOBABAIIA CE HA
TEJECHOTO Terio. MH(Yy3nOHHHAT pa3TBOp TPsAOBaA J1a ce MPUroTBH OT HAKONKO (hijakona STELARA
130 mg, kakTo e yka3zaHo B Ta0Omuiia 2 (BxK. Touka 6.6 3a IPUTOTBAHETO).

Tabnuya 2 Hauanna unmpasenosua 0oza na STELARA

TeJsiecHO TErJI0 HA MAMEHTA KbM IIpenopbunTeE/IHA Bpoii prakonu
MOMEHTA Ha NpPWIaraHe 10322 STELARA 130 mg
>40kg no <55kg 260 mg 2

>55kg no<85kg 390 mg 3

> 85kg 520 mg 4

a

[Mpubnusurento 6 mg/kg

[IppBaTa nogkokHa 103a TPsOBaA Aa ce MPUIIOXKU Ha CeIMHLA 8 clie MHTpaBeHO3HaTa J103a. 3a
JIO3WPOBKATa MPH MOCIEIBAIaTa CXeMa Ha MOJIKOKHO IpuitokeHue BwkTe Touka 4.2 or KXII Ha
STELARA unxexkuuoHeH pa3TBop (paakoH) U MHKEKIHOHEH Pa3TBOP B IPEABAPUTEIHO HAITbJIHEHA
CIIPUHLIOBKA.

bezomacHocTTa 1 epukacnoctra Ha STELARA nipu nevenue Ha 6onect Ha Crohn npu nexuaTpuyHu
nanueHTH ¢ terso noxg 40 kg wim ynueposeH KOIUT IpH Jena Ha Bb3pacT 1Mo 18 roanHu Bee omie He
ca yCTaHOBEHU. JIuIcBaT JaHHHU.

Hauun Ha npunoxenue

STELARA 130 mg e camo 3a HHTpaBeHO3HO NpuiiokeHue. Toii TpsiOBa Ja ce mpuiara B
IIPOJBIKEHNE HA HAl-MAJIKO €JJUH 4ac.

3a yKa3aHus OTHOCHO pa3pexIaHeTo Ha JICKapCTBEHUs NPOJYKT Ipeau IPUIOKEHUE BIKTE TouKa 6.6.

4.3 IIpoTuBomoKa3zaHus

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIK KBM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

Knuan4no 3HaunMa, akTuBHA HHGEKIMS (HAlp. akTHBHA TYOEpKyYJ03a, BXK. Touka 4.4).



4.4 CroenuajaHu npeaynpesxaeHus U NpeANa3sHl MEPKH IIPH ynoTpeda

IIpocnenumoct
3a 1a ce moao0pH MPOCIEMMOCTTa HAa OMOJOTMYHUTE JICKAPCTBEHU MPOJAYKTH, UMETO U TTAPTUIHUST

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

Wudbekumu

YcreknnyMad MoKe ja Ma MOTEHIMAl Jja yBeJIndaBa prucKa oT MH(PEKIUHU U 1a peaKTHBHpa
nateHTHU HHGeKkuun. [Ipy KTMHIYHT IPOYYBaHMS U MOCTMAPKETHHIOBO 00CEPBAIIHOHHO MIPOYYBaHE
NPY TMALUEHTH ¢ TICOPUA3UC ce HAOIII0]aBaT CEPHO3HU OaKTepHaTHH, THOUYHN U BUPYCHU HH(DEKIIUH
npu nanuenty, npuemamu STELARA (Bx. Touka 4.8).

[Ipu nanyeHTy, IEKyBaHU ¢ YCTEKUHYMa0, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITFOUBAIIN
peakTUBUpaHe Ha TyOepKyio3a, IPyrH OMOPTIOHUCTUYHN OaKTepUaTH! WHPEKIUU (BKITFOYUTEITHO
aTUIIMYHA MUKOOaKTepuaiHa HHPEKIHsI, MCHUHTUT, IPUYKMHEH OT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, 1 Hokapano3a), ONOPTIOHUCTUYHN MUKOTHYHH WH(EKIINHU, OTIOPTIOHUCTUYHN BUPYCHH
UHQEKINN (BKIIOYUTEIHO eHIIe(aTUT, MPUIUHEH OT XepIiec CUMIUIEKC 2) U TTapa3uTHU HHPEKITUH
(BKJIIOYUTETHO OYHA TOKCOIUIA3MO3a).

TpsiOBa 1a ce MOAX0KIa ¢ MOBHIIICHO BHUMaHKE, KOTaTo ce 00Cchkaa mpuiokenuero Ha STELARA
NPY TALMEHTH ¢ XPOHUYHU HH(OEKIIUH WK aHaMHe3a 3a peluauBupaiia nHdekus (Bx. Touka 4.3).

[penu 3amouBanero Ha neueHue chc STELARA nanuentuTe TpsaOBa 1a ce u3ciensar 3a
TyOepkyno3Ha napeknus. STELARA He TpsOBa 51a ce mpuiiara npu NaleHTH ¢ aKTHBHA
TyOepkyio3a (Bxk. Touka 4.3). JleueHnero Ha nareHTHA TyOepKyino3Ha HHGEKIHS TPAOBa Ja 3a1ouHe
npeau npunoxxeHrero Ha STELARA. AnturyOepkyno3Hara Tepamus chlio TpsaoBa 1a 0b1e o0chaeHa
npeau HayanoTo Ha gedeHune cb¢ STELARA npu narueHT ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTUBHA
TyOepKyJo3a, pu KOUTO HE MOXKeE Jla ce OTBBPIU aIeKBaTeH Kypc Ha jedenue. [lanmenTure,
npueman STELARA, Tpsa6Ba na ce HaOmogaBaT BHUMATEIHO 3a IPU3HALM U CHMIITOMH HA aKTHBHA
TyOepKyJi03a 1o BpeMe Ha JISUEHUETO U CIIe/1 Hero.

[TaruenTure TpssOBa 1a ObJAT HHCTPYKTHUPAHU J1a IOTHPCAT JIGKAPCKU CHBET, aKO CE TOSABAT IIPU3HAILIN
WM CUMIITOMH, TIPEATIoNaramny nH}peKys. AKO MalyueHT pa3Bue cepro3Ha HH(PEKIHsI, ChCTOSHHUETO
My TpsiOBa BHUMaTeNHO 1a ce cieau u STELARA He TpsiOBa na ce npuiiara, 10Kato HH(EKIHUATa He
ObJie OBJIA/AHA.

310KauecTBEHU 3a00IBAHUS

NmyHocynpecopu KaTo yCTEeKHHYMad uMat NMOTEHIIMA JIa YBEINYaBaT PUCKA OT 3JI0KAYECTBECHH
3abomsBanus. Hakou nanmenTn, kouto ca npueman STELARA B KMTUHUYHM NPOYYBaHUS U B
MOCTMAapPKETHHTOBO 00CEPBAIIMOHHO MTPOYYBaHEe MPH MAIUSHTH C TICOPUA3HUC, Ca Pa3BUIU KOXHU U
HEKOXKHHM 3JI0Ka4eCTBeHHU 3a00IisiBaHusI (BK. TOUKa 4.8). PUCKBT OT 3710KadecTBEHH 3a00JIIBaHUS MOXKE
Jia € TI0-BHCOK NPH NAaIMEHTH C IICOPHA3HC, KOUTO Ca JIEKYBaHU C APYTd OMOJIOTUYHH JIEKApPCTBA B
X072 Ha 3a00JISIBAHETO.

He ca mpoBexxaanu npoy4dBaHusi, B KOUTO y4acTBAT MAMEHTH C aHAMHE3a 32 3JI0KaYECTBEHU
3a00JIBaHUS WX B KOUTO MPOIBIDKABA JICYCHUETO Ha TAIIMEHTH, Pa3BUIIH 3]I0KAYeCTBEHO 3a00JIsIBaHe
o Bpeme Ha puema Ha STELARA. 3aroBa TpsiOBa n1a ce moaxoxKaa ¢ MOBUIIEHO BHUMaHUE, KOTaTO
ce oocwxkaa mpunoxxkenuero Ha STELARA nipu te3u manueHTy.

Benuku nanuenTy, mo-crenuanio Te3u Haa 60 ToAuHy, MalueHTH ¢ aHaMHe3a 3a MPOIbJDKUTETHA
UMYHOCYTIpECHBHA TEpalvsl WM TaKuBa ¢ aHamHe3a 3a [TYBA-tepanus, TpsOBa 1a ce HaOI0AaBar 3a
MosiBa Ha paK Ha Kokara (BXK. Touka 4.8).

CHCTEMHHU U PECIIMPATOPHHU PEAKIINYA HA CBPBbXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peakIiy Ha CBPBXYyBCTBUTEITHOCT Ca JOKJIAJBAHNA B IOCTMAPKETUHTOBH YCIIOBHSI, B HIKOU
CJIy4au HAKOJIKO JHHU Clie] JiedeHueTo. Mima ciyyan Ha aHauiIakcus U aHTHOeZeM. AKO C€ TOSIBU




aHa(UIaKTUYHA WK Ipyra CEpHO3HA PeaKuys Ha CBPbXUYBCTBUTEIHOCT, TPsIOBa 1a ce Ha3HAYH
noaxozsma Tepanus u npuinoxxeHnero Ha STELARA tpsiOBa na ce npeycranoBH (Bx. Touka 4.8).

Peakuuu, cBbp3anu ¢ uHpy3usATa

B knmuHMYHKTE M3MUTBaHUS ca HaOMIOJaBaHU peakly, CBbp3aHu ¢ nHy3usaTa (Bx. Touka 4.8). Ilo
BpeMe Ha IOCTMAPKETHHTOBOTO HAOMI0IEHHE Ce ChOOIIaBa 3a CEPHO3HHI PEAKLNH, CBbP3aHH C
UHQY3UATA, BKIFOUYUTEITHO aHAQUIAKTHYHH PEaKIuy KbM UHPY3usaTa. AKO ce Habro1aBa cepro3Ha
WJIN JKMBOTO3acTpallaBalla peakuus, TpA0Ba a ce 3amouHe MOAX0AAIIa Tepanys U MPHIOKEHUETO Ha
yCTEKHHYMab Ja ce MpeyCcTaHOBU.

Pecnupamopnu

Cryyau Ha anepruyeH ajJBeoJuT, CO3MHO(MITHA THEBMOHUS U HEeNH()EKIMO3HA OrpaHU3npaIia
ITHEBMOHUS ca ChOOIICHH 110 BpeMe Ha IIOCTMAapKEeTUHIOBaTa yrnorpeda Ha ycTeKuHyMa0. Kimunuunute
MPOSBY BKJIIOYBAT KAIIUIMIIA, IUCITHES ¥ MHTSPCTUIIMATHN HHQUIATPATH CJICI €IHA 0 TPH JI03H.
CepHuo3HHTE TOCIEIUITN BKITFOYBAT AUXATEHA HEJOCTATHYHOCT U MPOIBIDKUTEITHA XOCITUTAIN3AIINS.
[TomoOpenue e croOImaBaHo Ciie/l MpeyCTaHOBSIBAHE Ha JICUCHHETO ¢ YCTEKMHYMal U B HIKOU CITydan
IIPH MIPHJIOKEHUE HAa KOPTUKOCTEPOUIU. AKO ObJIe M3KITIOUeHA HMH(EKITHMS U JUarHo3ara ce MOTBbPIH,
MIPUIIOKEHUETO HAa yCTeKHHYMab TpsaOBa J1a ce MPEyCTAaHOBH U JIa CE 3all0YHE MTOIXOISIIIO0 JISUCHIES
(Bk. Touka 4.8).

CBbpICYHOCHIOBH CHOUTHS

[Ipu nauuentu c ncopuasuc, ¢ excnozuyst Ha STELARA, B HOCTMapKeTHHTOBO 00CEPBalMOHHO
NpoyYBaHe ca HaOI0JaBaH! CHhPJICYHOCHI0BH CHOUTHS, BKIFOUUTETHO HH(PAPKT HA MUOKApIa U
MO3BYHO-CHJIOB HHIMJICHT. PHCKOBHUTE (hakTOpH 32 CHPJCUYHOCHI0BO 3a00sIBaHe TPsIOBA 1a ce
OIICHSIBAT PEIOBHO MO BpeMe Ha JeueHueTo cb¢ STELARA.

Bakcunanuu
[IpenopbuBa ce na He ce MpUIarat *KHUBH BUPYCHU WM )KMBH OakTepuaiHu BakcuHu (kato BLK)

eanoBpeMeHHO cb¢ STELARA. He ca npoBexJaHi KOHKPETHH IPOYYBAHUS IPH MALIUEHTH, BEPXY
KOUTO HAacCKOpO € TpuiiaraHa KuBa BUPYCHA WM KUBa OakTepraiaHa BakcuHa. Hsma naHHu 3a
BTOPUYHO Tpe/aBaHe Ha HHPEKIHSI Ype3 )KUBU BAKCUHU MPH NanueHTH, momydaBamy STELARA.
Jleuenneto cbc STELARA Tpsi0Ba 1a ce mpeycTaHOBM Haii-ManKo 3a 15 ceIMUIM ciie nociaeHara
J103a TpeIx TIOCTaBSIHETO Ha )KKMBa BUPYCHA WJIM KHMBa OaKTepUaiHa BAKCHHA U MOXeE Ja ce Bb300HOBU
Hall-MaJKo 2 CeIMUIM ciell BakcuHupaHneTo. JlekapuTe, mpeInucBally JeKapcTBOTO, TpsOBa ga
HampaBAT crpaBka ¢ KpaTkaTta xapakTepUcTHKa Ha MPOAYKTA 32 KOHKPETHATA BaKCHHA 3a
JOIIBJIHUTENHA HH(OpMAaNKs U yKa3aHUs 32 €THOBPEMEHHATa yHoTpeba Ha UMYHOCYTIPECUBHHI
JIeKapCTBa Cllefl BAKCUHUPAHE.

He ce npenoppuBa npuiarane Ha >kuBH BakcuuH (kato BL)K BakcuHa) mpu kbpMmayera, ¢ €KCIIO3UIINS
Ha YCTEKMHYMa0 in utero, B IpOJBIDKEHHUE Ha ABAHAIECET Mecela CIIe/l PayKIaHeTO WIIH JI0KAaTO
CEpYMHHUTE HHMBa Ha YCTEKUHYMal MPU KbPMAUeTO CIaHAT [OJ] HUBOTO HA JCTEKIMs (BXK. TOUKU 4.5 1
4.6). Axo e HaJIMIIe KaTeroprHyHa KIMHUYHA 110J13a 33 OT/ASIHOTO KbpMaye, MOXKe J1a c& OOMHUCITH
IpUJIaraHe Ha )KMBa BaKCHHA B TIO-PaHEH MOMEHT, aKO HE C€ OTKPUBAT CEPyMHHU HUBA Ha
YCTEKHHYMAO.

[anuenTure, kouto ynorpedssar STELARA, moxxe na mosyyaT eqHOBPEMEHHO WHAKTUBHUPAHHU HIIH
yOUTH BaKCHHHU.

Jsarocpounoto neuenne cb¢ STELARA He moTrcka XyMopalHHs UMYHEH OTTOBOpP KbM
MTHEBMOKOKOBHTE TIOIM3aXapy/IHU BaKCUHH WM KbM BaKCHHHUTE CpeIlly TeTaHyc (BX. Touka 5.1).

EnnoBpeMEeHHa UMYHOCYIIPECHBHA TEpanus

[Ipu npoyuBanus pu IIcoprasuc He ca oueHsBaHu Oe3omacHocTTa U epukacHoctTa Ha STELARA B
KOMOMHAIINST ¢ UMYHOCYTIPECOPH, BKIIFOUUTEITHO OMOJIOTHYHH TIPOLYKTH WK QoToTepanus. [Ipu
MIPOYyYBaHUs NP IICOPUATHUEH apTPHUT, eAHOBpeMeHHaTa ynorpeda Ha MTX He nmoenusBa
6e3onacHoctTa U euracHoctTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u yneposex
KOJIUT €JITHOBPEMEHHATA yIOTpeda Ha UMYHOCYITPECOPH MITH KOPTHKOCTEPOUIN U3TTICKA HE




noBnMsiBa Oe3omnacHocTTa Wi edukacHocTTa HAa STELARA. TpsabBa na ce moaxox/a ¢ ImoBUIIEHO
BHUMaHHUE, KOraTo ce 00ChXk/1a eTHOBpEeMEHHaTa ynorpeda Ha qpyru umyHocynpecopu 1 STELARA
WM TIPY TIPEMUHABAHETO KBbM JICUCHHUE C IPYTH OMOIOTHIHA UMYHOCYIIPECOPH (BK. ToUKa 4.5).

HNmyHOTEpanus
STELARA He € onieHsIBaH IIpH MALUEHTH, KOUTO ca MOJIaraHy Ha UMyHoOTepanus 3a ajieprud. He e

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

Cepro3HH KOXKHU 3a00JsIBaHUS

[Ipu nanyeHTH ¢ copuasmc ce choOIIaBa 3a cirydan Ha eKC(OIUATUBEH JEPMATHUT CJIe]| JICYCHHE C
ycreknayMab0 (Bk. Touka 4.8). [lanueHTrTe ¢ coprasuc ¢ iaku MOXKe Ja Pa3BHAT €PUTPOACPMHUYCH
MICOPHUA3UC KAaTO YacT OT €CTECTBEHMsI X0 Ha 3a00JSIBAHETO ChC CUMIITOMH, KOUTO MOKE OT KIMHUYHA
TJIe/IHA TOYKA J1a He Ce OTIIMYaBaT OT eKCc(oIraTuBHUS AepMatuT. Jlekapure TpsOBa 1a BHUMAaBAT 3a
CHUMIITOMH Ha EPUTPOJICPMHUYUECH IICOPHA3HC WU eKC(OIMATUBEH JEPMATUT KaTo 4acT OT
MOHHUTOPHPAHETO Ha IICOpUa3uca Npu MalueHTa. AKO Te3U CUMITOMH Ce MOSIBST, TPsiOBa aa ce
3anoyHe noaxonsmo neuenue. [Ipuemsr Ha STELARA TpsiOBa na ce npeycTaHOBH, aKO UMa
CHMHEHHS 32 JIEKapCTBEHa peaKIusl.

3abosiBaHuUs, CBBP3aHU C JIYIYC

Crnydvaun Ha 3a00JsIBaHUsI, CBBP3aHH C JIYITyC, Ce ChOOIIABAT MPH MAIIMEHTH, JIEKyBaHU C YCTEKUHYMao,
BKIIFOUUTEITHO KOXKEH JIYIIyC epuTeMaToiec U JIymyc-nogooeH cunapom. [Ipu Bb3HMKBaHe Ha JIE3UH,
0c0o0€HO Ha U3JI0KEHUTE Ha CITBHIIE YYacThIM Ha KOXKaTa, WM aKo T€ CEe ChITBTCTBAT OT apTpajrus,
MAaIMEeHTHT TPSOBa 1a MOTHPCH He3a0aBHO JieKapcKa MOMOII. AKO ce TOTBBPAAT 3200 sIBaHMS,
CBBP3aHH C JIYIyC, yCTeKUHYMa0 TpsiOBa J1a ce MPEeyCTaHOBH U J]a C€ 3all0YHe TOAXO/AAIIO JeUeHHe.

CrenuaaHy Honyalyun

Cmapuecka év3pacm (= 65 coounu)

B KJIMHUYHHTE U3MUTBAHUS ITPH 0I0OPCHHUTE TIOKAa3aHMsI HE Ce HA0JII0IaBaT ChIICCTBEHU Pa3IuyUs B
e(ukacHOCTTa WM 0€30MAaCHOCTTA MPH MAIIUSHTH Ha 65-TOAMIITHA BB3PACT U ITO-TOJIEMH, KOUTO
noiygaBaT STELARA, B cpaBHEHHE ¢ IMO-MJIa Iy AIieHTH. bposT Ha MarMeHTUTE HAa BH3pPacT

65 TOIMHU U TIO-TOJIEMU 00ade HE € JOCTAThUCH, 3a J1a CE ONPEACIIN JAIH CE TTOBIHMSIBAT PA3IMIHO OT
MO-MJTaIUTE TAlMeHTH. Thi KaTo pa3npoCTpaHEHHETO Ha MHPEKIIUU CPEI CTapUyecKaTa MOy Iaus
KaTo IISII0 € TIO-TOJIIMO, JICUSHUETO TPY MAIlMEeHTH B CTapuecka Bh3pacT TpsaOBa Ja ce mpuiara
BHUMATEIIHO.

CopabpkaHue Ha HATPpUN

STELARA cbabpka mo-manko ot 1 mmol Hatpuit (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, e
npakTHYecKu He chabpika Hatpuil. STELARA o6Gaue ce pa3pexaa ¢ HHPY3HMOHEH pa3TBOP Ha HATPHUEB
xnopua 9 mg/ml (0,9%). Toa TpsiOBa na ce UMa NpeABHU MPH MALMEHTH HAa JUETA C KOHTPOJIUPAH
MpUeM Ha HaTpHi (BX. Touka 6.6).

Homnwucopbar 80
Stelara ceabpika 10,8 mg monmucop6bat 80 (E433) BEB Besika 103a, KOSTO € €KBUBAJICHTHA HA

0,40 mg/ml. [TonrcopOaTuTe Morar a NPUYUHAT ANEPTUYHHU PEAKIINH.
4.5 B3amMmopeiicTBHe ¢ JPYTH JeKAPCTBEHH NPOAYKTH M APYrH (popMH Ha B3auMojelicTBHe
JKusm BakcuuM He TpsiOBa a ce mpwiarat eqHoBpeMeHHo cb¢ STELARA.

He ce npenoppuBa npunarane Ha >kuBu Bakcunu (kato LXK BakcuHa) mpu kppmaueTa, ¢ €KCIO3ULINS
Ha yCTeKHHYyMal in utero, B IPOABIDKEHHE HA IBAHAZIECET MEcella Clie]] paXkIaHeTO HIIH JOKaTo
CepyMHHUTE HUBA Ha YCTEKHHYMa0 MPU KbpPMaueTO CIIAAHAT [10Jl HUBOTO Ha ACTeKIH (BX. TOUukd 4.4 U
4.6). AKo e HanuIe KaTeropu4Ha KIMHIUYHA [T0J13a 32 OTACIHOTO KbpPMaue, MOXKE /1a c€ OOMHCIIH
IIpWIaraHe Ha KUBa BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HHUBA HA
YCTEKHHYMAO.



[Ipu dpapmakoKMHETHYHY aHATIM3H HA MOMyNALUITa, HAPAaBEHH B poyuBaHus (asa 3, e nzciensan
e(eKThT Ha Hal-4eCTO €JHOBPEMEHHO NMPHEMaHH JIEKaPCTBEHH MIPOAYKTH MIPU HALUEHTH C ICOPHA3HC
(BKJIIOUUTENHO U MapaneTaMod, H0ynpodeH, aneTuacaluuiaoBa KUCeIHa, METGOPMUH,
aTOPBACTaTHH, JEBOTHPOKCHH) BbPXY (papMaKOKWHETHKATa Ha ycTeknHyMab. He ca HabmromaBaHu
MIPU3HALK Ha B3aUMOJIEICTBHE C TE3W €THOBPEMEHHO IPUEMaHH JIEKapCTBEHU NPoayKTH. OCHOBA Ha
TO3H aHanu3 € HakThT, ye Hail-Manko 100 manuentu (> 5% oT u3cnenBaHaTa MOMyIaLUs) ca JEKyBaHH
€HOBPEMEHHO C TE€3M JIEKAPCTBEHH MPOAYKTH Ipe3 nmoHe 90% ot mepuoaa Ha MPOyIBAHETO.
dapMaKOKHHETHKATa HAa YCTEKMHYMal He ce € MMOBIUsIA OT eJHOBpeMeHHaTa ynoTpeba na MTX,
HCIIBC, 6-mepkanTonypHH, a3aTHONPHH U IEPOPATTHUA KOPTUKOCTEPOUIH NPH MALUEHTH C
TICOPUATHYEH apTpHUT, OojecT Ha Crohn Wiw ynepo3eH KOJHT, WK OT MpeAIIecTBalla eKCIIO3UIHS Ha
antu-TNFa cpenctea, npy MaMeHTH ¢ IIcOpUaTudeH apTpuT wim 6osect Ha Crohn, uiu ot
IpeAecTBalIla eKCIo3UIH Ha OMOIOTHYHY JIEKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpeactsa u/mnu
BEI0JIM3yMal) MpH HNALUEHTH C YIIEPO3eH KOJIHT.

Pesynrarute oT mpoyuBase in vitro u OT poy4Bane (aza 1 mpu y4acTHUIM ¢ aKTUBHA O0JIECT Ha
Crohn He peanonaraT HEOOXOIUMOCT OT aIallTUPaHE Ha J103aTa MIPH MAIlEHTH, KOUTO IOJIy9aBatT
ennoBpemenHo CYP450 cy6ctpatu (Bk. Touka 5.2).

[Ipu npoyuBanus npu Ncoprasuc He ca oueHsBaHu O6e3omacHocTTa U epukacHoctTa Ha STELARA B
KOMOMHAIINS ¢ UMYHOCYTIPECOPH, BKITIOUUTEITHO OMOJIOTHYHY cpesicTBa i poToTepanus. [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
noBJMsABa Oe3omacHocTTa Wik edukacHocTTa Ha STELARA. (BK. Touka 4.4).

4.6 DepruauTeT, OPEeMEHHOCT U KbpPMeHe
JKeHu ¢ neTepoeH noreHnuman

JKenu ¢ neteposieH moTeHmnuan TpsAOBa Ja U3MON3BAT €(PEKTHBHA METOIU Ha KOHTPAIIETIIIHS IO BpeMe
Ha JIeYeHUE U 10 15 ceaqMHUIn Cel JICYEHHETO.

Bpemennoct
[IpocnieKTUBHU JaHHU OT HEroysiM Opoi ciayvan Ha 6pemenHoCT cien ekcrio3uuus Ha STELARA ¢

W3BECTEH M3XOJl, BKIIFOUUTENHO MoBede oT 450 ciyyast Ha OpeMEHHOCT ¢ eKCITO3HIINS TPe3 MbPBUS
TPUMECTHP, HE TIOKa3BaT MOBHUILEH PHCK OT TOJIEMH BPOACHU MaJI(pOpMaIlK P HOBOPOACHOTO.

IIpoyuBaHusATa IPH JKUBOTHU HE TIOKA3BAT MPEKH WM HETIPEKH BPEIHH €(EKTH, CBHP3aHHU C
OpeMeHHOCTTa, eMOPHOHAIHOTO/PETAIHOTO Pa3BUTHE, PAXKIAHETO MM ITOCTHATAIIHOTO Pa3BUTHE (BXK.
ToukKa 5.3).

HannuausT knmuHuYeH onuT obave e orpannyieH. Karo npesmasHa Mspka e 3a IpeAroynTane 1a ce
n30srea ynorpedara Ha STELARA mno Bpeme Ha OpeMEHHOCT.

Ycereknaymad mpeMuHaBa Ipe3 IUIaleHTaTa ¥ ce OTKPHUBA B CepyMa Ha KbpMadeTa, POJICHU OT JKEHH,
JIEKyBaHH C YCTEKNHYMa0 10 BpeMe Ha OpeMeHHocTTa. KITMHUYHOTO BB3/IeiiCTBIE HA TO3U (DaKT HE €
W3BECTHO, HO PUCKBT OT MHGEKIUS PH KbpMadeTa ¢ eKCIO3UINS Ha YCTeKUHYMAO in utero Moxe Jia
ObJle MOBUIIIEH ciie]l paxaaneTo. He ce mpenopbuBa mpuiiarane Ha xuBH BakcuHH (kaTo BIDK
BaKCHHA) MPH KbpMAUeTa, ¢ EKCIIO3UIU Ha YCTEKUHYMa0 in utero, B IPOABIDKEHUE Ha

JIBAaHA/IECET Mecella Clie]] paKIaHETO WK JIOKATO CEpYMHHUTE HUBA HAa YCTEKHHYMa0 MpH KbPMadeTo
CIaJHAT 1OJ] HUBOTO Ha JACTEKITHS (BX. TOUkH 4.4 u 4.5). AKo € HanuIe KaTeropuyHa KIMHUYHA 110132
3a OTACIHOTO KbpMaue, MOXKE Jla ¢¢ OOMUCIIM IpUjlaraHe Ha )KMBa BaKCHHA B IIO-paHEH MOMEHT, aKO
HE C€ OTKpUBAT CEPyMHU HUBA Ha yCTEKHHYMaO.

Kopmene
OrpaHnveHu JaHHH, MyOJIMKYBaHH B JINTEpaTypaTa, TIOKa3Bar, 4ye yCTeKnHyMab ce eKCKpeThupa B

YOBCIIKATa KbpMa B MHOI'O MaJIKl KOJIMYCCTBA. He e u3BecTHO Jajn YCTCKI/IHYM8.6 Cce a6cop61/1pa
CHCTCMHO CJIC] ITOTJIBbIIIAaHEC. Hopa)m IMOTCHIMAJIa 3a IMPOosABa Ha HEXKCIJIAaHU JICKAPCTBCHU PCaKINU KbM



YCTeKHMHYMab Mpu KbpMaueTaTa, TpsOBa J1a ce B3eMe PEIlIeHUe aH Jia ce IPEyCTaHOBH KbPMEHETO
M0 BpEME Ha JeUYeHue U A0 15 ceamMunu cieq IeYeHUEeTo, Wil 1a ¢€ IPEYCTaHOBU TEpaIuiTa ChC
STELARA, kato ce B3eMar IpeaBHI [ToJI3aTa OT KbPMEHETO 3a JIETETO U MoJI3aTa OT TepaIusiTa ChC
STELARA 3a xeHara.

Peprunurer
EdexThT Ha ycTekuHyMa0 BBpXY (epTHIIUTETA [IPHU XOpa HE € OlleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cnioco0HOCTTA 32 moupaHe u padoTa ¢ MAIIUHA

STELARA He noBiusiBa WU MOBJIMsIBA MPESHEOPEIKUMO CITIOCOOHOCTTA 32 I1odupane u padoTa ¢
MAIlUHH.

4.8 Hexenanu JekapcTBEeHH peaKINU

O606uienne Ha npoduna Ha Ge30MacHOCT

Haii-yectute HexxenaHu JeKapcTBeHU peakiuu (> 5%) B KOHTPOIUPAHHUTE MIEPHOIN OT KIMHUYHHUTE
NPOYYBaHUS NIPH BB3PACTHH C IICOPHA3HC, IICOPHATUYEH apTpuUT, 6osecT Ha Crohn u ynuepo3eH KonIuT
¢ ycTekuHyMab ca Ha3o(apuHTUT U riaBodonue. [loBeueTo oT TIX ce cunTar 3a JISKH U He Hajlarat
NpeKbCBaHE Ha MPOYYBAHOTO JieueHue. Hali-ceprno3nara HexxemnaHa JIeKapCTBEHA PEakIus, KOSITO €
crobmaBana 3a STELARA, e cepro3Ha peakiys Ha CBPbXUyBCTBUTEIHOCT, BKIIIOUUTEITHO
aHadunakcus (BX. Touka 4.4). O6uwmsT npoduia Ha 6€30MaCHOCT € MoA00eH MPH NalUeHTH C
TMICOpHA3NUC, ICOPHAaTHYEH apTpuT, Oonect Ha Crohn U ynIiepo3eH KOJHT.

TabnudeH cIMCHK HA HEWKENAHUTE PEaKIIUN

JannuTe 3a 6€30MacHOCT, NPEAOCTaBEHH MO-/I0JTy, Ca MOJIYUYEHH clie]l eKCIIO3UINS Ha yCTeKuHyMa0
npy BB3pacTHU B 14 npoyuBanus daza 2 u aza 3 npu 6 710 marmentu (4 135 ¢ ncopuasuc u/uinm
TnicopuaTHyeH apTpur, 1 749 ¢ 6onect Ha Crohn u 826 nanueHTH ¢ yiepo3eH KoiuT). ToBa BKITIOUBa
excrio3uiys Ha STELARA B KOHTpoJIMpaHHUTE U HEKOHTPOJIUPAHNUTE MEPUOIN HA KITMHUYHUTE
NPOYYBaHUS MPH MAIMEHTH C TICOPUA3KC, IICOPUATHYEH apTpuT, 6osiecT Ha Crohn wiy yiiepo3eH
KOJIUT B MPOABIDKCHUE HA Hall-Mako 6 Mecena (4 577 manuedTH) win nmoue 1 roguHa

(3 648 maruenTn). 2 194 nanuenTty ¢ ricopuasuc, bonect Ha Crohn wiH yIepo3eH KOJIUT ca ¢
EKCITO3UIIN 32 MOoHe 4 TOWHY, TokaTo 1 148 manueHTH ¢ icopuasuc winm 6oxect Ha Crohn ca ¢
€KCIIO3UIIMS 33 IOHE S5 TOANHM.

B tabmmia 3 e mokazaH CIUCHK ¢ HEXXETaHHUTE JICKAPCTBEHH PEAKIINH OT KIMHUYHU MPOYYBAHHS MTPH
BB3PACTHHU C IICOPHA3KC, TICOPHUATUYCH apTPUT, 0ojiecT Ha Crohn M yiIepo3eH KOJIUT, KaKTO U
HEXEJaHUTE PeaKkK OT TIOCTMapKeTHHTOBaTa yrnorpeda. Hexkenanure peakiuu ca kinacuGuupanu
0 CHCTEMO-OpPTaHHU KJIACOBE M YECTOTA CHhITIACHO CIIeHAaTa KOHBeHIMs: MHoro ectu (> 1/10),
UYectn (> 1/100 mo < 1/10), Heuectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HATMYHUTE TJAHHU HE MOJXKe J1a ObJIc HallpaBeHa
orienka). [Ipu Bcsiko rpymupaHe B 3aBUCHMOCT OT YECTOTaTa HEeXeIaHUTE JICKapCTBEHU PEaKIiu Ce
M30pOSBaT B HU3XOAI peJl IT0 OTHOIIICHHE Ha TAXHATA CEPUO3HOCT.

Tabnuya 3 Cnucvk Ha HexCeraHu peaKyuu

CucremMo-opranHu Yecrora: Hexenann peakuum

KJIacoBe

Wndexnym u undecranmun~ Yectu: nHGEKIMS HA TOPHUTE TUXATEITHH TBTUINA, HA30(apHHTHT,
CHHY3HT

Heuectu: LEJIYJINT, ACHTAJIHU I/IH(bCKI_[I/IPI, Xepmrec 30CTep, I/IH(I)GKI_II/IH
Ha JOJTHUTC AUXATCIHU IIBbTHUIIA, BUPYCHHU I/IH(I)CKIII/II/I Ha TOPHUTE
ANXaTCJIHU ITbTUIA, BYJIBOBAarnHaJlHa MUKOTUYHA I/IH(i)eKHI/ISI




Hapyienns Ha umyHHaTa
cucremMa

Hedectn: peakiiuu Ha CBPbXYyBCTBUTEITHOCT (BKIFOUUTEITHO OOPHB,

ypTHUKapus)

Penxu: ceprno3Hu peakiiui Ha CBPbX4IyBCTBUTETHOCT (BKIIOUUTEITHO

aHadwuakcus, aHTHOEIEM )

[lcnxuuHu HapyILIEHUS

Heuectu: nenpecus

Hapymenus Ha HepBHaTa
cucremMa

Yecru: 3aMaiiBane, IJ1aBodoIne
Heuectu: nuneBa napanuza

PecnivparopHu, rpbaHu U
MeANaCTUHAIHU
HapyIIeHUs

UYecrtu: opodapunreanna 6ojka

Heuectu: Ha3aiHa KOHTECTUS

Penku: anepruveH aaBeoNUT, CO3MHOPHUITHA THEBMOHHUS
MHOTr0 peKky: OpraHu3Mpania MMeBMOHHS*

CromamHo-4peBHI
HapyIIeHUs

Yecrtu: Auapus, raicHE, IIOBPBIIAHC

Hapyienus Ha xoxara u
MOJIKOYKHATA ThKaH

Yectn: cppoex

Hedectu: mycTynoseH ncopuasuc, ekconuanys Ha KoxaTa, akHe
Penxu: exchommuaTiBeH qepMaTUT, XUIIEPCEH3UTUBEH BACKYIIUT
MHoro penku: 0yno3eH meMGUrona, KOXKeH JIyIyC epuTeMaToec

Hapy1iennst Ha MyCKyJIHO-
CKEeJIETHATa CUCTEMA U
ChEAVHUTENIHATA ThKaH

UYectu: 6051KH B rbpOa, MUANTHS, apTPANTHS
MHOro peaku: Iymyc-noJo0eH CHHAPOM

OOuwm HapymeHus 1
e(eKTH Ha MACTOTO Ha
HPUIIOKECHUE

YecTu: ymopa, epureMa Ha MCTOTO Ha WHXKEKTHpaHe, 00Jka Ha
MACTOTO Ha MH)KEKTHpaHe
Heuectn: peakuuu Ha MACTOTO Ha MH)KEKTHpaHE (BKIIOYUTEITHO

KPBBOU3JIMB, XEMaTOM, BTBBPJISIBaHE, TIOJAYBaHE U ChPOEIK), ACTCHUS

*

Buxre Touka 4.4, CUCTEMHH U PECIIUPATOPHU PEAKIMU HAa CBPBXUYBCTBUTEIIHOCT.

Onucanue Ha I/I36DaHI/I HCXCTaHH JICKAPCTBECHH PCAKITUNA

Wudekumu

B mmane60-koHTpoIMpanu NpoyYBaHHUS PU MALUEHTH ¢ ICOPUA3UC, ICOPUATHYECH apPTPUT, OOJIECT Ha

Crohn u yniiepo3eH KOIUT MPOLEHTHT Ha HH(PEKIMUTE WK CEPUO3HUTE WHPEKIIUU € CXOJIEH MPH
MAI[UCHTUTE, JICKYBaHH C YCTEKHHYMa0, U IIPH JICKYBaHUTE ¢ I11ane0o. B miane00-KOHTpoIupaHus
TIEPUO/T HA T€3W KIIMHUYHU NIPOYYBAaHUS YecToTaTa Ha HHQpeknuuTe e 1,36 3a manueHTorouHa
MIPOCIIEIIBAHE TPU MMAIMEHTH, JEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu naryenTy, JISKyBaHH ¢

miane6o. [TosBunute ce cepruo3nu nHeknuu ca ¢ yecrora ot 0,03 3a marMeHTOroAnHa IPOCIIeAsIBaHe

NP TALMEeHTH, JIEKyBaHH ¢ ycTekuaymab (30 cepro3nu nundeknnu 3a 930 nanueHToroAnHu
npocnensaBane), u 0,03 npu nauueHTH, IeKyBaHu ¢ mianedo (15 cepuo3nn nHbEKIun 3a
434 manueHTOTOINHM MpociesiBane) (BK. Touka 4.4).

B KOHTPOJIMPAHUTC U HCKOHTPOJIUPAHUTE ICPHUOAN HAa KIIMHUYHUTC MIPOYIBAHUS ITPU IICOPUA3UC,
INCOPUATHUYCH apTpPUT, 6onect Ha Crohn u yJIOepO3€CH KOJIHUT, IIPpEACTABIABAIIN

15 227 nanueHToroiMHU eKCIO3ULMs C YCTeKHHyMao mpu 6 710 nmanueHnTu, MeuaHaTa Ha BpeMeTo Ha
npociensaBade € 1,2 ronuHy; 1,7 roquHY 3a Npoy4YBaHUATA U 1coprasuc, 0,6 ToguHH 3a
npoyuBaHusiTa npu 6onect Ha Crohn u 2,3 roguHu 3a MIPOyYBaHUATA € YIALEPO3€H KOIUT. [IponeHTsT
Ha nHdexuute e 0,85 3a marreHToroAnHa MpocieAsBaHe MPY MAIlMEeHTH, JIEKyBaHU C yCTEKUHyMa0, a
NPOIIEHTHT HAa CEpUO3HUTE MHPeKImU NpH TsX € 0,02 3a manueHToroInHa npocieIsBaHe

(289 cepuoznm nHpekyn 3a 15 227 nanueHToroANHN NPOCIeAsBaHe) U ca JOKIaBaHU CEPUO3HI
WH(EKINH, BKIFOYUTEIHO THEBMOHHS, aHAJIEH a0cIiec, IeNyJIUT, AMBEPTUKYIUT, TACTPOCHTEPUT U
BUPYCHU MH(DEKITUH.



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

3nokadyecTBEHH 3a00ISIBAHUS

B mnane6o-koHTpoMpanus eprol Ha KIIMHUYHH MTPOYYBaHUS TIPU TICOPHA3KC, TICOPHATUYCH apTPUT,
6onect Ha Crohn 1 yJuepo3eH KOJIUT YeCTOTaTa Ha 31I0Ka4eCTBEHUTE 3a00NsBaHus, C H3KIIOYCHUE Ha
HEMEeJIaHOMEH pak Ha Koxkarta, € 0,11 3a 100 marmeHTOroguHN MpocIiesiBaHe MPH MallueHTH,
NeKyBaHH ¢ ycTeknHyma0 (1 manueHT 3a 929 nanueHTorouHu npocienspane) B cpaBHeHue ¢ 0,23
NpY aLMEeHTHUTE, JIEKyBaHu ¢ mianedo (1 nauuent 3a 434 mauueHTOroJUHN NPOCIeasIBaHe).
UecroTara Ha HeMeIaHOMEH pak Ha koxata € 0,43 3a 100 manueHToroIMHu MpocieasBaHe 3a
NAIMEHTHTE, JIEKYBaHH ¢ YCTEeKHHYMa0 (4 manueHTy 3a 929 nanueHToroAnHYU MPOCIIeAsBaHe) B
cpaBaeHue ¢ 0,46 pu manueHTHTe, JIEKyBaHH ¢ Tuiane6o (2 naruenTy 3a 433 nanueHToroIMHI
MIPOCIEIBaHE).

B xoHTpoNMpaHUTE U HEKOHTPOJIUPAHUTE NEPUOAUN HA KIMHUYHUTE NPOYUBAHUSI PU IICOPUA3HC,
TICOpUaTHyeH apTpuT, 6onect Ha Crohn U ynIepo3eH KOIHT, PEACTaBIBAIIH

15 205 marnueHToroAMHU eKCIO3ULMs C YCTeKHHyMao rpu 6 710 manueHnTH, MeuaHaTa Ha BpeMeTO Ha
npocneasBane € 1,2 roguna; 1,7 roqMHu 3a Npoy4YBaHUATa IpU rcopuasuc, 0,6 ronuHu 3a
npoyuBaHusTa rnpu 6onect Ha Crohn u 2,3 roguHM 3a MPOyYBaHUATA C YIEPO3EH KOINUT.
3nokadyecTBEHH 3a00NSIBaHUS, C M3KIIOUCHNE Ha HEMETAaHOMEH paK Ha KoKaTa, ca JIOKJIaJBaH! TpU

76 manmenty 3a 15 205 mauuentoroaunu Ha npocnesBade (decrora ot 0,50 va 100 manuenTOrOIMHU
Ha TpOCIeIsIBaHe MIPH MAIMSHTH JICKYBaHHU C YCTeKHHyMa0). Te3u ciaydyan Ha 370KaYeCTBEHH
3a00JIsIBaHMs, CHOOIICHH NP MAIUEHTH, JICKYBaHH C YCTEKHHYMa0, ca CPaBHUMH C OYaKBAHUTE
cily4au B o0I1iaTa nomyJaius (ctanaapTu3upan koedumueHt Ha yectota = 0,94 [95% nosepureneH
unrepsai: 0,73, 1,18], kopurupan 3a Bb3pacT, noia u paca). Haii-uecto HaOmronaBaHuTe
3JI0KA4e€CTBEHU 3a00ISIBAaHHS, PA3IMYHA OT HEMEIAHOMHHS KapIIMHOM Ha KOXaTa, ca KapIMHOM Ha
MpocTarara, MeJIaHOM, KOJIOPEKTaIeH KapIIMHOM H KapIIMHOM Ha rbpara. Ciiydante Ha HEMEIaHOMEH
KaplHOM Ha Koskarta ca 0,46 na 100 marueHTOroMHNA Ha MPOCIIeAsIBAaHE TIPU MAIUEHTH, JICKYBAHH C
ycTekuayMab (69 nmanuenTH 3a 15 165 manuenTorouHu Ha pocieasBane). ChOTHOIICHHETO Ha
MAIMEHTH ¢ 6a3aJICH CIIPSMO CKBAMO3HOKJICTHUCH KapIIMHOM Ha Kokarta (3:1) € cpaBHHMO ChC
CHOTHOIIICHUETO B 00II1aTa ToIyIarus (BX. Touka 4.4).

Peakiny Ha CBPbXYYBCTBUTEIHOCT U PEAKIIMU KbM HH]Y3UATA

B npoyuBaHusTa ¢ HHTpaBEHO3HA HHAYKIMS 1pu OosecT Ha Crohn U yniepo3eH KOJIUT He ce
cboOIIaBaT ChOUTHS Ha aHA(UIIAKCUS MU APYTH CEPUO3HH PEAKIUH KbM HHY3HATA el eTUHUYHA
MHTpaBeHO3Ha 103a. B Te3u npoyuBanus 2,2% ot 785 nmauueHTH, JIeKyBaHu ¢ manebo, u 1,9% ot
790 marueHTH, JIEKYBaHH C MIPENOPhYMTEIHATA 1033 YCTEKMHYMa0, ChoOIIaBaT HeXKeJIaH! ChOUTHS,
BB3HUKHAJM 110 BpeMe Ha WM B PAMKHTE Ha eluH Yac oT nHdy3usta. [To Bpeme Ha
MOCTMAaPKETHHIOBOTO HAOJIIOAEHHE Ce ChOOIIABAT CEPHO3HHU PEAKIMH, CBbP3aHU ¢ HHPYy3UsITa,
BKITIOUMTENTHO aHA(DMITAKTUYHN peakiuy KbM HHOY3HsTa (BK. TouKa 4.4).

IlenuarpuyHa nomyJanus

THeouampuunu nayuenmu Ha 6 200UHU U NO-20J1eMU C NIAKO8 NCOPUASUC

be3omacHocTTa Ha ycTeknHyMab e poydeHa B JIBe MpoyuBaHus (aza 3 mpH neAUaTpUIHH MaIUCHTH C
YMEPEH 10 TeXbK IIIAKoB ncopruasuc. IIspBoTo npoyusane e npu 110 manuenTn Ha Bb3pacT oT 12 10
17 roguHu, IeKyBaHU B IPOABIDKEHNE HA 60 ceqMUIIM, a BTOPOTO IPOYUYBAHE € MpH 44 nmalueHTy Ha
BB3pact ot 6 g0 11 roguHy, TeKkyBaHu B MPOIbDKeHUE HA 56 ceamuIti. KaTo 1s1o cro0menure
HEXXeJaHU ChOUTHS B TE3H JBE MIPOYUYBAHUS C JJAHHU 32 0€30MacHOCT J0 1 roguHa ca moJo0Hu Ha
Te3H, HAOJI0IaBaHH B NPEAMIIIHN IPOYYBAHUSI IPU BB3PACTHU C TUIAKOB IICOPHA3HC.

Teouampuunu nayuenmu ¢ meeno nati-manxo 40 kg ¢ 6onecm na Crohn

BbezomacHocTTa Ha ycTeknHyMab e mpoydeHa B eHO npoyuBaHe (asza 1 u eqHo npoyuBane (aza 3 mpu
MeANaTPUYHU MMAIMEHTH ¢ yMepeHa JI0 TeXKa akTuBHA 0osect Ha Crohn cboTBETHO 0 ceqmuiia 240 u
ceamuna 52. Kato 11510 npoduirbT Ha 0€301aCHOCT B Ta3u KoxopTa (n = 71) e mojo0eH Ha TO3H,
HaOJII0JaBaH B MPEAUIIHM TPOYYBaHUS IPU Bh3pacTHU ¢ OojiectTa Ha Crohn.
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Cro0maBane Ha OJO3UPAHU HEXKEJAHU PEAKIIUH

Cpo01aBaHeTo Ha MMOIO3UPAHN HEKEJIAaHU PEaKLUH CJe]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
HPOIYKT € BaxkHO. ToBa M03BOJISIBA 1a IPOABIIKY HAOJIIOICHUETO Ha ChOTHOIIEHHETO 10JI3a/pHUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEMIIMHCKHUTE CIICIHATIICTH CE M3MCKBA Jla ChOOIIaBaT BCSIKA
N0JJ03MpaHa HeXeJlaHa Peakysl Ype3 HalMOHAIHA CHCTeMa 3a ChOOIaBaHe, IIOCOYEHA B
IIpunoxxenue V.

4.9 TIlpeno3mpane

Ennanunn no3u 1o 6 mg/kg ca npuiaraHi HHTPaBEHO3HO B KJIMHUYHU MPOYYBaHHS 03
orpaHuy4aBalla 103aTa TOKCU4YHOCT. B ciydail Ha mpego3upaHe ce npernopbuBa NalUEHTUTE 1A Ce
HaOII01aBaT 3a NPU3HALK WM CUMITOMH Ha HEXXEJIaHU PeakMu U He3a0aBHO Aa ce MPUII0KHU
MOAXOSIIO CUMIITOMAaTUYHO JICYCHHUE.

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 dapmakoguHAMHYHH CBOJCTBA

®dapmakoTepaneBTHUHA Tpyma: MmyHocynpecopu, nHXuOuTOpH Ha nHTepieBkuHa, ATC kox:
L04ACO05

MexaHu3bM Ha AeicTBUE

Ycereknnymab e usnsiio 4oBeniko 1gG 1Kk MOHOKIOHATHO aHTUTSII0, KOETO CE CBBP3Ba ChC
creun(pUIHOCT KbM 0011aTa NpoTenHoBa cyOeannuna p40 Ha YOBEIIKK IMTOKMHU HHTepiaeBkuH (IL)-
12 u IL-23. Ycrekunymad notucka 6noaktuBHOCTTa Ha yoBemkute 1L-12 u [L-23, kato
npeaoTBpaTsBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 pemenTopeH npoTerH, pa3noioXKeH Ha MOBLPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKHHYMa0 He Moe Jia ce cBbpike ¢ 1L-12 mnn ¢ IL-23, kouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no kinerpyHaTa moBbpXHOCT. CIEIOBATEIHO € MAJIKO BEPOSTHO
yCTEKMHYMAa0 Ja yJacTBa B KOMIUIEMEHT- WIIA QaHTUTSIIO-METUMPaHaTa IIUTOTOKCUYHOCT Ha KIIETKHTE
¢ peuentopu 3a [L-12 w/mmm 1L-23. IL-12 u [L-23 ca xeTepoArMepHU IMTOKUHU, CEKPETUPAHH OT
AKTUBHPAHM aHTUTEH-TIPECTABAIIN KIETKU, HApUMep Makpodaru U JIeHAPUTHH KICTKU U JBaTa
LUTOKMHA yyacTBaT B UMyHHHUTE QyHKIMH; IL-12 cTumynupa ecrectBenute kietku youiinu (NK) u
npean3ukBa qudepennuanusata Ha CD4 + T knerkute kM T 1 xenmepen (Thl) penorum, 1L-23
unnyuupa et Ha T 17 xenmnepute (Th17). AGnopmHara perynanus Ha [L-12 u IL-23 obaue ce
CBBP3Ba C UMYHHOMEINUPAHH 3200 SIBAHUS KaTo IICOPHA3KC, IICOPHATUIEH apTpuT, Oosect Ha Crohn
U yJILEPO3€H KOJIHUT.

Upes cBpp3Bane Ha obmaTa cyoenuanna p40 Ha IL-12 u IL-23, ycreknnymab MoXxe Jja OKa3Ba CBOUTE
KJIMHUYHU €EKTH MIPH IICOPUA3UC, IICOPUATUICH apTpuT, OosiecT Ha Crohn u yiiiepo3eH KOJUT upe3
npekbcBaHe Ha nmbTuinata Ha Thl u Th17 nuTOoKMHM, KOMTO ca B OCHOBAaTa Ha MAaTOJIOTHATA HA TE3U
3a00IIBaHUSI.

ITpu nanmentu ¢ 6onect Ha Crohn eyeHneTo ¢ ycTeKMHyMal BOAM 10 HAMAJICHHUE Ha
BB3NATUTEIHUTE MapKepH, BKItounTenHo C-peaktuBed npotenH (CRP) u dekanen kanmpoTeKTHH mo
BpeMe Ha MHIYKIHOHHATA (ha3za, KOETo ciiell TOBa ce MOAIbprKa pe3 Is1arta noaabpxama ¢gaza. CRP
€ OIICHEH 110 BpeMe Ha MTPOIBIDKEHUETO Ha IPOYYBAHETO M HAMAaJICHUsATA, HAOII0IaBaH! TI0 BpeMe Ha
noJIbpxkamara ¢asza, OOMKHOBEHO Ce 3ama3Bat 70 252 ceJMHIIA.

[Tpu manmeHTy ¢ ynuepo3eH KOJIUT JIeYEHHETO C yCTEeKUHYMal BOAU 10 HAMaJICHUE Ha
BB3NATUTEIHATE MapkepH, BKIrounTenHo CRP u (hekaneH KanmpoTeKTHH MO BpeMe Ha
MHIYKIIMOHHATA (ha3a, KOETO ce MOAIbpiKa Ipe3 Isu1aTa noAabpxamia (haza 1 MpOABIDKCHUETO Ha
npoyuBaHeTo Ao ceamuna 200.

NmyHuzaumu
[To BpeMe Ha ABATOCPOUHOTO MPOABIKEHHE Ha poyuBaHe rpu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE MAIUEHTH, JIeKyBanu ¢h¢ STELARA 3a Haii-manko 3,5 roauHu, ca Jaayd aHTUTSIIO-
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OTTOBOPH Ha ITHEBMOKOKOBH IOJIM3aXAPUHU BAKCUHH U BAKCUHU CPELLy TETaHYC, CXOIHU C TE3U IIPU

KOHTpOJIHATa rpyna MalueHTH, odyJyaBalld HECUCTEMHO JeUeHUe Ha Iicoprasuc. CXoJIeH MPOLEHT OT
BB3pACTHUTE MalreHTH, JekyBanu cbc STELARA 1 Te3u B KOHTpOJHATa IpyMa, ca pa3BUiIH 3allUTHH

HUBA Ha aHTUITHEBMOKOKOBH 1 aHTUTETAHUYHH aHTUTENA, U TATPUTE HA AHTUTEJIATa UM Ca CXOIHHU.

Kinanuna edukacHOCT

Bonect na Crohn

BezonacHoctTa 1 eukacHOCTTa Ha yCTeKMHYMa0 ca OLIEHEH! B TP PaHIOMHU3UPAHH, IBOHHOCIIEIIH,
1ane00-KOHTPOJIMPAHU, MHOTOIIEHTPOBY MPOYYBAHHS IIPU BH3PACTHU MAIEHTH C YMEpEeHa JI0 TeXKa
aktuBHa Oonect Ha Crohn, ¢ MiHaekc Ha akTuBHOCTTa Ha Oosiectra Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). [IporpamaTta 3a KIMHUYHO pa3paboTBaHe ce€ CbCTOU OT ABE §-
ceAMUYHH npoyuBaHus ¢ uHTpaBeHo3Ha HHAYKIuA (UNITI-1 u UNITI-2), nocnenBanu ot
44-ceqMUYIHO PaHIOMHU3HPAHO MPOYUIBAHE C MTOJKOKHO MPUIIOKEHUE Ha TIOThpKaiia no3a (IM-
UNITI), npencraBnsBamy 52-ceqMUYHA TEPaHAL.

IIpoyuBanusara ¢ nuagykuus BkimouBat 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuenTu.
[IppBHYHATa KpaiiHa TOYKa 3a IBETC MHAYKIMOHHU POYYBAHHS € MPOLEHTHT HA YUaCTHULIUTE C
KJIMHUYEH OTroBop (omnpezaenex kato Hamanenue Ha CDAI ckopa ¢ > 100 Touku) Ha cenmuna 6.
JanHuTe 3a eUKACHOCT ce ChOMpAT U aHAIM3UPAT JI0 CeIMHUIIA § 3a JBETE MPOYYBAHHS.
EnHoBpeMEeHHOTO NPUIIOKEHNE Ha MEPOPATHI KOPTUKOCTEPOH N, UMYHOMOTYJIaTOPH,
AMHHOCAJIMLMIATH U aHTUOMOTHUIH € pa3penieHo U 75% OT MalueHTUTE NPOAbIKABaT Aa MOIy4aBaT
Half-MaJIko €IHO OT Te3H JIeKapcTBa. B 1BeTe MpoyyBaHus MAMEHTUTE ca PAaHJOMU3UPaHH Ja
MOJIy4YaT €IHOKPATHO HHTPABEHO3HO NPEMOPBHUMTEIIHATA J103a OT MpUuOIu3nuTeHO 6 mg/kg B
3aBHCUMOCT OT TeJIECHOTO Teryo (k. Tabnuua 1, Touka 4.2), pukcupana go3a 130 mg ycrekunymad
win mane6o Ha cexmuna 0.

[MTarmenture B UNITI-1 ca nexyBaHu HEeyCHENIHO UM UMAT HETIOHOCUMOCT KbM MpeIIecTBalla aHTH-
TNFa Tepanus. [Ipubnuzntento 48% 0T nauueHTHTE ca JIEKyBaHU HEYCIEIHO ¢ | mpemecTsamia
auTu-TNFa Tepanus, a 52% ca nexyBaHu HeycnemHo ¢ 2 win 3 npeaniectsany antu- 1 NFo Tepanum.
B toBa npoyuBane 29,1% oT manueHTHTe UIMaT HEAOCTATHUYEH HavajeH OTTOBOP (IbPBUYHH
HepecnoHzepn), 69,4% ca ce MOBIMSUIN, HO Ca MPECTAHANH /1a CE OBIHSBAT (BTOPUYHHI
HepecnoHzepu), a 36,4% umart HenmoHocuMocT KbM aHTU- T NFa Tepanumn.

[TamenTture B UNITI-2 ca nexyBaHM HEYCIEIIHO HAali-MaJIKO C €JHa KOHBEHIIMOHAIHA TEpaIus,
BKJIFOUUTETHO KOPTUKOCTEPOUIN I IMYHOMOAYJIATOPH, KaTO WIIM HE ca JIEKYBaHU AOCETa C aHTHU-
TNF-a tepanust (68,6%), uinu ca mosryyaBaiu npeay tosa aHTu-TNFa Tepans, HO Ts € Onna
uneycnemna (31,4%).

B nBere UNITI-1 u UNITI-2 3Ha41iMO 1TO-TOJISIM MPOIICHT OT MAIlUEHTHUTE B TPYIIaTa, JICKyBaHa C
YCTEKHMHYMa0, ca ¢ KIMHUYEH OTrOBOP U peMUCHS B cpaBHeHHE ¢ ruianeoo (Tadnuna 4). KnuHuaHusT
OTTOBOP M PEMHUCHSATA Ca 3HAYMMH OIIle Ha CeMUIIA 3 IIPH MaIUEHTHTE, JIEKyBaHU C yCTEKHUHYyMa0, u
Te TPOJBIDKBAT J1a Ce MOA00psBarT 10 ceamuiia 8. B Te3u mpoyuBaHus ¢ MHAYKINS e(hUKACHOCTTA €
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€ MPENOpPHUBA
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TEIJIO.

Tabnuya 4: Undykyus na kaunuien omeosop u pemucusi 8 UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
IIname6o |Ilpenopbuure| Ilmame6o |IIpemopbumTe
N =247 JIHA 1032 N=209 JIHA 1032
YCTeKMHYMa0 YCTeKMHYMa0
N=249 N =209
Knunununa pemucusi, ceaMuna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)"
Komrwen orrosop (100 Touxn), 53(21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)
ceaMuIa 6
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Kmrsen otrosop (100 o), 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 OTTOBOP, CEAMHMIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Knuangnata pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOP € OIpeesicH KaTo HaMaJleHHE Ha
CDALI ckop ¢ Haii-manko 100 TOYKH WM CHCTOSHHUE B KIIMHUYHA PEMHCHS

70-TOYKOBHAT OTTOBOD € ompenesieH kato HamaneHue Ha CDALI ckop ¢ Haii-manko 70 TOuKu

*  Heycnex Ha antu-TNFa Tepanus

** Heycriex Ha KOHBEHIIMOHAJHATA Teparnusl

& p<0,001
® <001

B npoyusaneto ¢ nogaspxkama tepanust (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT
100-TOYKOB KIMHUYEH OTTOBOP Ha ceAMUIIA § OT MHAYKIMATA ¢ ycTekuHyMao B mpoyusanust UNITI-1
u UNITI-2. [TanmenTHuTe ca paHIOMU3UpAHU Ha CXeMa Ha MOIIBPIKaIo JICUCHHUE C TTOIKOKHO
npunoxxeHue Ha 90 mg ycreknaymab npes 8 cenmuny, 90 mg ycreknnymab npes 12 ceamuiy nin
iane0o B Npoab/uKeHUE Ha 44 ceMUIHM (3a MPENOPbUYUTENHATA OJAbpKAIIA 1032 BXK. Touka 4.2 OT
KXIT na STELARA wnmkekunoHeH pa3TBop ((PJIakoH) B MHKEKIIHOHEH PAa3TBOP B MPEIBAPUTEITHO
HaI'bJTHEHA CIIPUHIIOBKA WJIM B TIPEBAPUTEIIHO HAIThIHEHA THCAJIKA).

3HAYUMO TO-TOJISIM MTPOIIECHT MAIUEHTH B IPYIHTE, JICKYBAaHHU ¢ YCTEKMHYMAa0, OIbPIKAT KIMHUYHA
peMUCHS U OTIOBOD Ha ceaMmuiia 44 B CpaBHEHHE ¢ Ipyrnara Ha mianebo (Bx. Tabmuia 5).

Tabnuya 5: Tlooovpocane Ha knunuunus omeosop u pemucus ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
OM 3aN046aHe ¢ UHOYKYUOHHAMA 003d

Ilnanedo* 90 mg 90 mg
yCTeKMHYMa0 | ycTeKHHyMad
npe3 npes
8 cenmMunu 12 ceamunu
N=131f N =129f
N = 1281
Knuanynaa pemucus 36% 53%* 49%°
Knunuden otroBop 44% 59%° 58%°
Knnanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%* 43%"

KimandHa peMucus npu NauueHTH:

B PEMHCHS B HAYaoTo Ha MOUbPKAIIATA | 4 o (36/79) | 67% (52/78)" 56% (44/78)
Tepanus

KOHUTO C€ BKJIFOUBAT OT IPOYYBAHE

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

KOHUTO HC Ca JICKYyBAaHHU JOCCTa C aHTU-

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

KOUTO C€ BKJIIOYBAT OT IPOYYBAHE
CRD30018

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

Knunununara pemucus e onpeznenena kato CDAI ckop < 150; KinMHUUHUAT OTTOBOD € OIpeieNieH KaTo HaMaJIeHue Ha
CDAI ckop ¢ Haii-manko 100 TOUKH UM ChCTOSHUE B KIIMHUYHA PEMHUCHS

* TI'pynara Ha miane6o ce CbCTOM OT IALIMEHTH, KOUTO ca Ce MOBJIMSIIM OT YCTeKMHyMal U ca paHAOMH3UPaHH 12

ToJTy4aBaT IJanedo B HAYaJI0ToO Ha MOJbpIKalllaTa TepamHs.

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

e

ITanueHTH, KOUTO HE ca ce NOBIUSIM OT KOHBEHLIMOHAJIHATA Tepamus, Ho He aHTu-TNFo Tepanus

wn

TMaumenTn, KOUTO ca pepakTEePHU HIIM UMAT HETIOHOCUMOCT KbM aHTH-TNFa Teparms
p<0,01

p<0,05

HOMHUHaJIHO 3Hauuma (p < 0,05)

B IM-UNITI 29 ot 129 manuenTn He MOAIBPKAT OTTOBOPA KbM YCTEKHHYMAa0 NP MPUIIOKECHUE TIPe3

12 cemmuiy u € IO3BOJICHO KOPUTHPAHE Ha J03aTa Taka, 4e J1a Moy4aBaT yCTeKUHyMal mpe3
8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
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nosuieHue crpsmo uzxoguust CDAI ckop. Ipu Te3n nanueHTH KIMHUYHA PEMHUCHS C€ TOCTUTA MTPH
41,4% ot mauuenTuTe 16 cenMuIy ciea KOpUrupaHe Ha J03ata.

[TanmenTHTE, KOUTO HE Ca MOCTUTHANIN KJIMHUYEH OTTOBOP KbM MHIAYKIIMS C yCTEKHUHYyMal Ha
ceamuna 8 ot mpoyuBanusTa ¢ uHAYKIUs UNITI-1 u UNITI-2 (476 naruentn), ca BKIIOYCHU B
HepaHIOMHU3MpaHaTa 4acT OT MpoyuBaHeTo ¢ noaabpskama tepanust (IM-UNITI) u ca noxyunim
MIOJIKOYKHA WHXKEKIHS ¢ yeTekrnaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIUEHTUTE ca MOCTUTHAIHN KIMHUYEH OTTOBOP U ca MPOIBIDKHIIIN 1a OTy4daBaT MOAIbpKaIla
Tepanud npe3 8 cenMuiy. [loBedeTo oT Te3M NaMEeHTH ¢ NPOABIDKUTEIHA MOAIbpIKAIA Tepaus
moaIbpkat oTroBop (68,1%) u mocturat pemucus (50,2%) na ceamura 44, KaTo MPOLICHTHT UM €
1oJJ00CH Ha TO3H NPH MAIUEHTUTE, KOUTO ITPBOHAYAIHO €A CE TIOBJIUSIIA OT HHIYKIIHUS C
yCTEKHHYMao.

Ot 131 manmeHTH, KOUTO ca Ce MOBJIUSUIA OT HHAYKIUS ¢ YCTEKUHYMal U ca PaHJOMU3UPAHH B
rpymnara Ha miane0o B Ha4ajJoTo Ha MPOYYBAHETO C MOJAbpIKalla Tepamnus, 51 BnocieacTBye ca
3aryOuiIM OTroBOpa cu M ca nomyymiu 90 mg ycreknnymad noakoskHo npe3 8 ceqmunu. [lopeuero ot
NAIMEHTHTE, 3aryOHIIM OTTOBOPA CH U MOTHOBWIIN JIEYEHUETO C YCTEKHHYMAa0, ca ro HalpaBHiIH B
pamkuTe Ha 24 ceqMULM OT MHAYKIHOHHATa nHOY3usa. Ot Te3u 51 manuentu 70,6% nocturar
KIIMHUYEH OTroBop U 39,2% mocTuraT KNMHUYHA peMHcHs 16 ceIMUIM el Moy4aBaHETO Ha
IbpBaTa MOJAKOXHA 1033 YCTEKHHYMa0.

B IM-UNITI nauuenTute, 3aBbpIININA IPOYUBAHETO 10 ceaMuua 44, ca MOAXOSAIIM 1a TPOIBIIKAT
JICYCHHUETO B IIPOIBIDKEHNE HA TIpoyuBaneTo. [Ipu Bcuukure 567 marueHTH, BKIIOYCHH HA U JICKyBaHU
¢ ycTekuHyMal B MPOIBIDKEHUETO Ha MPOYYBAHETO, KIIMHHYHATA PEMUCHS U OTTOBOPHT OOMKHOBEHO
ce MoAIbpsKaT 0 ceamuna 252, kakto mnpu donnute ¢ Heycnex Ha TNF-tepanuuTte, 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 JIeYeHne Tipy naruenTy ¢ 6onect Ha Crohn.

Enoockonus

BBHITHUST B/ HAa TUTAaBUIATA € OLIEHEH €HJOCKOIICKY NpY 252 MAIMeHTH C MOAXO0IA1IIa U3X0IHA
€H/IOCKOTICKAa aKTHBHOCT Ha 3a00JISIBAHETO B €IHO MOATIpOyYBaHe. [IbpBUYHATA KpaliHA TOYKA €
MPOMSHA OT U3XOAHOTO HUBO Ha ONpOoCTEeHUs CHIOCKOIICKH cKop mpu Oosiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 UJI€0-KOJIOHHU
CerMEHTa 3a HaNW4He/pa3Mep Ha sI3BUTE, IPOLICHT Ha JIMTAaBUYHATA MIOBBPXHOCT, TOKPUTA OT SI3BH,
NPOIICHT Ha JIMTaBUYHATA IOBBPXHOCT, 3aCeTHATa OT JPYTH JIE3UH, U HAINYHE/BUJI HA
CTEeCHsIBaHHUATA/CTpUKTYypuTe. Ha cenmuna 8, ciien eAMHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 7034,
npomsiHaTta B SES-CD ckopa e mo-ronsiMa B rpynara Ha yctekuaymad (n = 155, cpenna

npomsiHa = -2,8) OTKOJIKOTO B IpyIiaTa Ha 1uiane6o (n = 97, cpenna npomsua = -0,7, p = 0,012).

Tlosnuseane na pucmynume

B eana noarpyna nauueHTy ¢ qpeHupamy GUcTyiIM Ha u3XoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot ieKyBaHUTE ¢ yCTEKMHYMa0 MAI[MCHTH CE MTOBIHUIBAT B IPOABDKCHUE HA 44 CeIMUIU
(onpexneneno karo > 50% HamaneHHE OT U3XOJHO HUBO B MIPOYYBAHETO C MHAYKIHS Ha Opost Ha
IOpeHupamute ¢puctynn) B cpaBHenue ¢ 5/11 (45,5%) c mnanebo.

Kauecmeo na sicusom, cevp3ano cvc 30pasemo

KauecTBOTO Ha XKHMBOT, CBBP3aHO ChC 3IPABETO, € OLIEHEHO NMOCPEACTBOM BBIpOoCHUK pu
BB3NAJIMTEIHH 3200 saBanHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeIpocHunr SF-36. Ha cenqmuria 8 manueHTrTe, ModydaBailyd yCTeKUHyMa0, TOKa3BaT CTaTUCTHICCKU
3HaYMMO IMO-TOJISIMO ¥ KIIMHUYHO 3HaYuMO noaodpenue Ha oouust 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 cenmuia 44 te3u noaoopeHust
O0OMKHOBEHO Ce MOUIBPKAT MO-100pe TPH JIEKYBaHU ¢ YCTEKUHYMa0 MallMeHTH B CPAaBHEHHE C
wiane0o. [logoObperneTo Ha Ka4ecTBOTO Ha KUBOT, CBBP3aHO ChC 3APaBETO, OOMKHOBEHO Ce
MOJTbpIKa Mpe3 ISUTOTO MPOIBIDKEHHE 0 ceamuna 252.
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Yanepo3eH KOIUT

besomacHocTTa M e(hUKAaCHOCTTA HAa YCTEKMHYMaO ca OLEHEHHU B JIBE PAHIOMU3UPAHH, TBOHHOCIIEIIH,
T1a11e60-KOHTPOJTUPAHU, MHOTOIIEHTPOBH MTPOYUBAaHUS MPU BB3PACTHHU MALIUEHTH C YMEPEH JI0 TEXKBK
aKTHBEH YJIIEPO3€eH KOJHT (ckop 1o Mayo 6 no 12; engockoncku cyockop > 2). [Iporpamara 3a
KJIMHAYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HApeueHO
UNIFI-I) ¢ nedenne mo 16 cemmuiiy, mocieaBaHo oT 44-ceIMUYHO MPOYYBAHE C TOITBPIKAIIO0
JIeYCHHE C MOJKOKHO PUIIOKEHHE, C PAHAOMHU3HPAHO cliupaHe Ha JedeHuero (Hapeueno UNIFI-M),
KOETO IPE/CTABIABA Hall-Mako 52 CeIMULIM HA TEpaIusl.

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

UNIFI-I BxmrouBa 961 manuentu. [IspBuyHaTa KpaifHa TOUKa B IPOYYBAHETO C MHIYKIIHS €
NPOLIEHTHT HAa yYaCTHULXTE B KJIMHUYHA peMucus Ha cenmuna 8. [lanueHTuTe ca paHJOMU3UpaHH Ja
NOJIy4aT eTHOKPATHO MHTPABEHO3HO MpenopbhunTeNnHara audpepeHnupana no3a 6 mg/kg (Bx.
Tabmuna 1, Touka 4.2), pukcupana go3a 130 mg ycreknaymad uiu riaredo Ha ceamuia 0.

Pazpemieno e enHOBpEeMEHHO NPUIIOKEHHE Ha EPOPATHI KOPTUKOCTEPOUIH, IMYHOMOIYJIaTOPH U
aMuHOcanuuuiIaTy, kato 90% ot marpeHTruTe MpoIbKaBaT Ja MOTy4aBaT Hail-MaIKko €HO OT Te3U
JekapcTBa. BxiroueHuTe manueHTy TpsioBa Jia ca MpeMHHAIN HEeYCIeIIHA KOHBEHIIMOHATTHA Teparus
(KOPTHKOCTEPOUIN M HMYHOMO/YJIATOPHU) WM JICUCHUE C HAM-MaJIKO €HO OMOJIOTUYHO
nekapcTBeHo cpeacTBo (antaronuct Ha TNFo w/um Benonmzymab). [Ipu 49% ot maruenTure
KOHBCHI[MOHAITHATA TEpaIys € HEYCIelHa, HO He ¥ JICUSHHETO C OMOJIOTUYHO JICKAPCTBEHO CPEJICTBO
(ot xouTO 94% He ca eKyBaHU 0cera ¢ OMOJIOTMYHH JIEKAPCTBEHH NPOAYKTH). 51% OT manuenture
ca JIeKyBaHH HEYCIHELIHO MM UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEACTBO.
[MpubmmzurtenHo 50% OT nanyeHTHUTe ca JIEKyBaH! HEYCIIEIIHO ¢ Hall-MaJIKo | mpeiiecTBalia aHTH-
TNFa tepamust (ot kouto 48% MBEPBUYHO HE ca ce MOBIUSIN), a 17% ca umanu Haii-Manko 1 Tepamws
¢ aatu-TNFa cpencTBo u Beponmmzymao.

B UNIFI-I 31aunmo 1mo-roJiiM OpoLEHT OT MallMeHTUTE ca B KIMHUYHA PEMUCHA B IpynaTa, JICKyBaHa
C YCTEeKnHYMa0, B cpaBHeHHe ¢ 1uiarne6o Ha ceamuna 8 (Tadmmna 6). Ome va Ceqmuna 2, Hail-
paHHaTa TUTAHWpaHa BU3HUTA B IPOYYBAHETO, U IPU BCSAKA BU3HTA CIIE]] TOBA ITO-TOJISIM TPOIICHT
MAIUCHTH C YCTEKUHYMa0 HAMAT PEKTaIHO KbPBEHE WM IIOCTUIAT HOPMAJIHA YeCTOTa Ha JedeKarus
B CpaBHEHHE C MAlMeHTHTE Ha Iuiane6o. HabmogaBanu ca 3HAaUMMU pa3iiuKy MEXy YCTEKHHYMab u
TTane0o B YaCTUYHUSA CKOp 1o Mayo u cuMnToMaTHYHaTa pemucus ome Ha Cenmuna 2.

EdukacHocTTa € 1mo-BrucoKa B rpynara ¢ audepennupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢
1032 130 mg mo oTHOLICHHUE HA U30PaHU KPaHU TOYKHU M TIOPAIH TOBa AU(EPEHIMPAHOTO TO3UPAHE

CC MPEIOpPBYBA KAaTO 103a 3a UHTPABCHO3HATA UHIAYKIIWA.

Tabnuya 6: Pe3stome Ha ocnoguume pezyaimamu 3a edpuxachocm 8 UNIFI-I (Ceomuya 8)

Ilnane6o IIpenopbunTeana
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 DalKMEHTH ¢ HEyCIenHa OMOJIOTMYHA TEpanus’ 1% (2/161) 13% (21/166)°

IIpn manmenTH ¢ HeycnemHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TakKa M ¢ BeJoJan3yMad

Knuauuen otrosop® 31% 62%"

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

ITpu NAIMEHTH ¢ HEYCIENTHA GHOIOTUYHA Teparus’ 27% (44/161) 57% (95/166)°

IIpu manmenTy ¢ HeycneHa Tepanus kakto ¢ TNF, 28% (13/47) 52% (30/58)"
TaKa U ¢ BeoJu3ymMad
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JluraBuuno o3passiBane’ 14% 27%*
[pu manmeHTH ¢ HeycHenIHa KOHBEHIIMOHAIHA, HO 21% (33/158) 33% (52/156)°
HE ¥ OMOJIOTHYHA Tepamus
[Ipu manueHTH ¢ HEYyCIelHa OMOJIOTHYHA TEPaIus 7% (11/161) 21% (35/166)°
CHMMITOMaTHYHA PEMUCHS 23% 45%°
KOM6I/IHI/Ipa}iO CHMITOMAaTHYHA PEMHUCHS M JINTaBUIHO 8% 2196
031paBsiBaHE
£

Jo3a 3a nHQY3us Ha yCTeKMHYyMa0 MpH M3II0JI3BaHe Ha CXeMa Ha IpHiiaraHe Bb3 OCHOBA HA TEJIECHOTO TErJIo, yKa3aHa

B Tabnuya 1.

KnmamunaTa pemucus ce onpenens Kato ckop mo Mayo < 2 myHkTa, 6e3 HHAUBHAyaneH cyockop > 1.

KiuHUYHUAT OTroBOp ce onpeaess KaTo HaMalisiBaHe CIIPSIMO U3XOJHOTO HUBO Ha ckopa o Mayo ¢ > 30% u >3
MyHKTa, C HAMAJISIBAHE CIIPSIMO U3XOJHOTO HMBO Ha CYyOCKOpa 338 PEKTAIHO KbpBEHE > | itk cyOCKOp 3a pEeKTAIHO

kbpBere 0 mwm 1.
AmnTtaronuct Ha TNFo u/unu Benonuzymao.

JIuraBuYHOTO O37[paBsiBaAHE CE OMpPECIs KATO SHIOCKONCKU cyOckop mo Mayo 0 wiu 1.

CuMIITOMaTHYIHATA PEMHUCHS Ce ONpenes KaTto cyockop mo Mayo 3a gyectoTa Ha nedekanusara 0w 1 u cybekop 3a

pekTamHo KbpBeHe 0.

KoMmOuHanusaTa 0T CHMITOMATHYHA PEMHUCHS M JIMTABUYHO 03/IpaBsiBaHE CE OIpPEEIis KaTo CyOCKOp 3a 4eCTOTa Ha
nedexanusra 0 win 1, cyockop 3a pexTainHo kbpseHe 0 u eHnockorcku cyockop 0 mmm 1.

p <0,001
Homunanno 3naunmo (p < 0,001)
Homunanno 3Hagmmo (p < 0,05)

B UNIFI-M ca onexenu 523 naiueHTH, HOCTUTHAIM KIIMHUYEH OTIOBOP € €IHOKPATHO 1.V.
npunoxxenue Ha ycrekuayMad B UNIFI-I. [TauuenTure ca pannoMu3upanu 3a mojiyyaBaHe Ha
noJyTbpakaiia cxema ¢ 90 mg ycTekuHyMal IMOoKOXKHO Ha BCeku 8 cenmuiy, 90 mg ycreknHymad Ha
BCcekH 12 cenMuIy Wiy miane0o B MpoabiKeHHE Ha 44 ceMUIIHN (3a IperopbunTeIIHATA
noJuIbprkaia 1o3a Brkre Touka 4.2 Ha KXI1 na STELARA uHxekiuoHneH pa3tBop ((iakoH) u
MHXEKIHOHEH Pa3TBOP B MPEABAPUTEIHO HAITBIHEHA CIIPUHIOBKA WU B IPEIBAPUTEIHO HAIIBJIHEHA
MHcajKa).

3HAYUMO TO-TOJISIM TIPOIEHT TMAIUEHTH Ca B KIIMHUYHA PEMHCHS B IBETE TPYIIH, JICKYBaHU C
yCTeKHMHYyMab, B CpaBHEHHE ¢ Tpynara c manebo Ha cenmuna 44 (k. Tabmuna 7).

Tabnuya 7: Pe3stome Ha ocnosHume uzmepumenu 3a egpuxacnocm ¢ UNIFI-M (ceomuya 44;

52 ceOmuyu om 3anoysane Ha UHOYKYUUOHHAMA 003a)

Ilnanedo* 90 mg 90 mg
N=175 yCTeKMHYMa0 | ycTeKHHYMad
npe3 npe3
8 cenmunm 12 ceamunu
N=176 N=172
Kinnuuna pemMucus** 24% 44%° 38%°
[pu manmeHTH ¢ HEycHenHa
KOHBEHIIMOHAIHA, HO HE M OMOJIOTHYHA 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
Tpu manuenti ¢ Heycnena 17% (15/88) | 40% (36/91)* | 23% (16/70)"
OMOJIOTHYHA Tepanus
[pu manmeHTH ¢ HeyCHenIHa Tepanus o o " o "
kakto ¢ TNF, Taka u ¢ Bemonuzymad 15% (4/27) 33% (7/21) 23% (5/22)
HO,Z[,Z[’Bp)KaHf Ha KJIMHUYEH OTTOBOP JI0 45% 7190 68%°
ceamuna 44
IIpu nanueHTH ¢ HEycnenHa
KOHBEHI[MOHAIHA, HO HE M OMOJIOrHYHa 51% (44/87) 78% (66/85)° | 77% (78/102)"
Tepanus
[py naumenTH ¢ reyenerna 39% (34/88) | 65% (59/91)" | 56% (39/70)
OHMOJIOTHYHA Tepanus
TpH MAUHEHTH C HEyCTIeLIHa Tepaiis 41% (1127) | 67% (141210 | 50% (11/22)*
kakto ¢ TNF, Taka u ¢ Bemonuzymad
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Jlurasu4HO 03/1paBsBane’ 29% 51%* 44%,5

ToMbpAkane Ha ITHHHHA PEMHCHA 210 38% (17/45) 58% (22/38) | 65% (26/40)®

cenmuna 44*

Kinuan4Ha peMucus 6e3 KOPTHKOCTEPOHAS 23% 42%* 38%°
[poabIKUTEIHA PEMHUCHST 35% 57%:" 48%"
CuMITOMAaTHYHA pEMHUCHS* 45% 68%°* 62% "

KOM6I/IHHpaHO CUMIITOMATUYHAa PEMHUCUSA U

: 28% 48%" 41%"
JIMTAaBUYHO O3paBsABaHC

*  Cnen noBIHsABaHE OT 1.V. yCTEKUHYyMaO0.
** KIMHMYHATA PEMUCHS CE OTpeNelis KaTo ckop mo Mayo < 2 myHkTa, 6e3 HHIUBHIyalleH cyOckop > 1.

Y Knnununust OTTOBOP C€ OIpeieNsl KaTO HaMaJsIBaHe CIIPSIMO M3XOAHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3
MyHKTa, C HAMAJISIBAHE CIIPSIMO U3XOJHOTO HMBO Ha CYyOCKOpa 3a PEKTAIHO KbpBEHE > | itk cyOCKOp 3a pEeKTAIHO
kbpBere 0 mwm 1.

AmnTtaronuct Ha TNFo u/unu Benonuzymao.

T JluraBmanoro 03[paBsiBaHE Ce Ope/Ielisi KaTo eHI0CKOIICKH cyOckop mo Mayo 0 wiu 1.

Tonawsprxanero Ha KIMHUYHA pemucus 10 Ceqmuna 44 ¢ ompenesieHo KaTo MalHueHTH B KIIMHHYHA PEMICHS JI0
Ceamuna 44 cpen MaIMEHTHTE B KIMHUYHA PEMHICHS Ha M3XOHOTO HUBO Ha MOAbpKamara ¢asa.

KnuangynaaTta pemucus 63 KOPTHKOCTEPOHI C€ OMPEAeysl KaTO MalUeHTH B KIMHUYHA PEMHUCHSI, KOUTO HE MOTy4aBaT
Kkoptukoctepouan Ha Cenmuna 44.

ITponbmkuTeTHATA PEMUCHS C€ OMpeielis KaTo YacTHYHa peMucHs o Mayo npu > 80% pyu BCUYKH BU3UTHU NPeu
Ceamuna 44 u yacTryHa pemrcus o Mayo nipu nocnensara su3ura (Ceamuia 44).

! Cummromarnunara pemucusi ce onpeaens karto cyockop mo Mayo 3a yectoTa Ha nedekauunsita 0 win 1 u cybekop 3a
pexTanHo kbpaeHe 0.

+  KoMOMHALWATA OT CHMIITOMATHYHA PEMHCHS M JTHTABUYHO O3/[PaBsBAHE CE OMPE/IEIs KaTo CyGCKOp 3a 4eCToTa Ha
nedexanusta 0 wiu 1, cy6ekop 3a pekrainHo kbpBeHe 0 u ennockoncku cyoekop 0 wm 1.

& p<0,001

® p<0,05

Homunanuo 3naunmo (p < 0,001)

Homunanuo 3naunmo (p < 0,05)

Be3 craructiuyecka 3HaYUMOCT

bnaronpusatHUAT epeKT Ha YCTEKHHYMAa0 BbpPXY KIMHUYHUS OTTOBOP, JUTAaBUYHOTO O3/paBsSBaHE U
KIIMHUYHATA peMUCHS € HaOJIr0aBaH MpHU WHAYKIUS U MOAIBPIKAIIO JISYCHNE KAaKTO MPH MAIUEHTHTE
C HEeyCIelllHA KOHBEHIIMOHAITHA, HO HEe U OMOJIOTUYHA TepaIus, Taka U Py MalMeHTUTE C Hail-MaJKo
€JlHa MpEeIIECTRAIllA HEYCIICIIHA Tepanus ¢ aHTaroHUCT Ha TNFo, BKIIOUUTENIHO NTPU NAllUeHTH,
KOUTO TBPBUYHO HE Ca Ce MOBJIHSIN OT Tepanus ¢ aHTaronucT Ha TNFa. brnaronpusrten edexr e
HaOII0JaBaH CHIIO ¥ MIPU WHAYKINS MIPH MAIUSHTH C Hali-MallKoO €JlHA HeYCIeIIHa peAIecTBalna
Tepanus ¢ antaroHucT Ha TNFa u Begonn3yMal, HO OposT Ha MAIMEHTUTE B Ta3H MOATPYIIa € TBBPIC
MaJTbK, 3a Jia C€ HaNpaBsAT KaTCTOPUYHHU 3aKJIIOYCHHS OTHOCHO OJIarONpUsATHUS €PEKT 10 BpeMe Ha
MO AbprKalllaTa Tepanus B Ta3u rpymna.

Hayuenmu, nosiuseawu ce om undykyusi ¢ yemekunymao na Ceomuya 16

Ha manmenTtute, 1eKyBaHu ¢ yCTeKUHYMa0, KOUTO HE ca MOTy4Yrin oTroBop Ha ceamuna 8 B UNIFI-I,
e npuioxeH 90 mg ycrekunymao s.c. Ha cenmuna 8 (36% ot nauuenture). Ot T1x 9% ot
MAIMEeHTHUTE, KOUTO MIbPBOHAYAIHO Ca PaHIOMHU3MPAHH 32 MOy4aBaHe Ha MPeropbYNTeTHaTa
WHAYKLIMOHHA J103a, IOCTUTAT KIMHUYHA peMuCcHs, a 58% mocTuraT KIMHUYEH OTTOBOP Ha

Cenmuna 16.

[TanuenTrTe 6€3 KIMHUYCH OTTOBOP KbM MHAYKIHUSA C YCTCKHHYMa0 Ha CeIMHUIIA 8 B IIPOYYBAHETO
UNFI-I, HO ¢ oTroBop Ha ceamuma 16 (157 mamueHTH), ca BKIFOUYEHU B HEPaHIOMI3UpaHaTa 4acT Ha
UNIFI-M u ca npoIbKUIM Aa MOTy4YaBaT HOIbpKaIla 1032 Ha BCEKU 8 CEAMMUIIN; IOBEUETO OT Te3U
narnueHTu (62%) noaabppxkaT oTroBopa, a 30% nocturaTt peMucus Ha ceamuiia 44.

TIpoowidicenue na npoyysanemo

B UNIFI mannenTute, 3aBbPIIHINA IPOYIBAHETO 10 ceamuiia 44, ca MOaXOISAIIH /1a IPOIBIDKAT
JICYCHHUETO B IPOIBbDKEHNE Ha poyuBaneTo. Cpen 400-Te manueHTy, KOUTO ca BKIIOYCHH HA U
JIEKyBaHH C YCTEKHMHYMa0 Ha Bceku 12 win 8 ceMHIIN B IPOABIDKEHUETO Ha MTPOYYBAHETO,
CUMITOMAaTHYHATAa pEMHUCHs OOUKHOBEHO ce 3amna3Ba g0 200-Ta ceaMuIla IpH MAIlMSHTH, ¢ HEeyCIelTHa
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KOHBEHITMOHAITHA (HO HE U OMOJIOrMYHA Teparus) U TE3U ¢ HeyCIelHa OUOJIOrMYHa Tepanus,
BKJTIOUHTEITHO TE3H ¢ HeycreX KakTo ¢ aHnTH-TNF, Taka u ¢ Benonnszymab. Cpel MalueHTUTe, KOUTO ca
MOy IHIM 4-TOIUIIIHO JICUEHHE C YCTEKHHYMa0 U ca OICHEHH ¢ TIOMOIITA Ha IIBJIHMS CKOp 1o Mayo 3a
noabpkane Ha ceamuiia 200, cbotBeTHO 74,2% (69/93) 1 68,3% (41/60) moaabpxkat 3a3apaBsiBaHETO
HA JTUTaBHUIIATA U KIMHUYHATA PEMHUCHS.

AHanmu3bT 3a 6e30macHoCT, BKIFOUBaIl 457 naruenTH (1289,9-narmenToronuan), IpociaeIeHH 0
220 cenmuny, mokasa, 4ye npopuasT Ha 6e3onacHocT Mexay 44 u 220 cenMuia, € CpaBHUM C TO3H,
HaOJrogaBaH 10 44-ta ceaMuIia.

He ca ycranoBeHr HOBU ChOOpaXeHHs 32 O€30MACHOCT IPU TOBA MPOABIDKEHNE HA TIPOYYBAHETO MPH
MAIHEHTH C YILEPO3EH KOJINT, JIEKYBaHU 10 4 TOMHMU.

Enoockoncko nopmanusupane

EHmockonckoTo HOpMaIu3upaHe € OnpeesieHO KaTo eHJOCKONCKU cyockop o Mayo O u e
HabmonaBano omle Ha cenmuia 8 B UNIFI-I. Ha ceqmutia 44 or UNIFI-M 1o ce moctura mpu 24% u
29% OT MaIMeHTHTe, JIEKyBaHH C YCTCKMHYMa0 ChOTBETHO HA BCEKH 12 MM 8 CeIMUIIM, B CPaBHEHHUE
¢ 18% ot mauuenrtuTe B rpymnata ¢ mianeoo.

Xucmono2uuho u Xucmo-eHOOCKONCKO TUSASUUHO 030PABABAHE

XUCTOJIIOTUYHOTO 03/IpaBsiBaHe (ONpeesieHo KaTo HeyTpodritHa nHbuITpaus B < 5% OT KPUIITHTE,
0e3 paspylaBaHe Ha KPUIITUTE U 0€3 €pO3UH, YILEpaliy WK IpaHyJIalliOHHA ThKaH) € OLICHsABAaHO Ha
ceamuna 8 B UNIFI-I u na Cenmuna 44 8 UNIFI-M. Ha ceqmuna 8, cien enHoKpaTHa HHTpaBEHO3HA
WHAYKLIHMOHHA 71033, 3HAYMMO T1O-TOJISIM MPOIIEHT NMAIEeHTH B TpyIaTa ¢ MpernopbYuTeaHara 103a
NOCTHUraT XUCTOJIOIMYHO o37paBsiBane (36%) B cpaBHEHHE ¢ MALMEHTUTE B Tpynara c mianedo (22%).
Ha Cenmuna 44 nonabprkane Ha TO3H e(eKT ce HaOI0JaBa Mpy 3HAYUMO TTOBEYE MAUCHTH C
XHUCTOJIOTHYHO O3/[paBsiBaHE B TPYIUTE C yCTeKWHYMab Ha Besikal2-ta ceqmunia (54%) v Ha Besika 8-
Ma ceamuna (59%) B cpaBaenue ¢ miare6o (33%).

Kombunmpana kpaiiHa TOUKa — XUCTO-CHIOCKOIICKO JIMTABHYHO 03/[paBsBaHe, ONMPEIeNICHO KaTo
YYaCTHHUIIM C €THOBPEMEHHO JIMTaBUYHO M XUCTOJIOTMYHO O3paBsBaHe, € OIICHEeHa Ha CeMHIIA § B
UNIFI-1 u Ha cenmuna 44 8 UNIFI-M. Ilaunenture, noiayvyaBain ycTeKuHyMal B penopbunTeTHATA
J103a, IIOKa3BaT 3HAYMMO MOJ00pEeHHe Ha KpaiiHaTa TOYKa, XMCTO-CHIOCKOIICKO JIUTAaBUIHO
037)paBsiBaHE 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 XUCTO-
€HJIOCKOIICKO JINTAaBUYHO O37paBsiBaHE B TPYIHTE C ycTeKnHyMab Ha Besika 12-ta ceamuna (39%) u Ha
Bcsika 8-Ma ceamuiia (46%) B cpaBHeHHE ¢ 11arne6o (24%).

Kauecmeo na sicusom, cevpsano cve 30pasemo

KauecTBOTO Ha )HBOT, CBHP3aHO ChC 3PABETO, € OIICHIBAHO Ype3 BBHIPOCHUK MpH Bb3MATUTEITHN
3abomsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bsnipocuuture SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I naruenTrTe, mony4aBaiy yCTEKUHYMa0, MOKa3BaT 3HAYMMO IO-TOJIIMO U
KIIMHUYHO 3HaYUMO TioftoOpenue 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 ¢ m1anedo.
ToBa momoOpeHue ce MoAIbprKa MPH MaUEHTHUTE, JIEKyBaHU ¢ ycrekuayma0, B UNIFI-M no
ceamuna 44, [TogoOpeHneTo Ha KaueCTBOTO Ha KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBEHO ce
MOAIBPIKA MPE3 LWSI0TO NpoAabikeHue a0 ceamuia 200.

[TanueHTHTE, MONyYaBaId YCTCKUHYMA0, MMAT 3HAYUMO IO-TOJISIMO TIOJ0OpPEHHE Ha MPOIyKTUBHOCTTA
mpu paboTa, OLEHEHO Ype3 MO-TOJIIMO HaMalsiBaHe Ha OOIIOTO HapyIIeHue Ha paboTara U Ha
HapyILIaBaHETO Ha aKTUBHOCTTA, OLIcHEHU upe3 BblipocHuka WPAI-GH, 0TKOJIKOTO manuenTure,
NOJTyYaBajn rianeoo.
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Xocnumanuzayuu u onepayuu, cevp3anu ¢ yiyeposen koaum (YK)

o ceamuna 8 B UNIFI-I npoLieHTHT Ha y9aCTHULUTE ¢ XOCTIUTAIN3aLH, CBbp3aHu ¢ YK, € 3HaunMo
MO-HUCHK MPH YYACTHUIUTE B IpyIara ¢ NpenopbyYnTeNHaTa 103a ycrekuaymao (1,6%, 5/322) B
CpPaBHEHHUE C YUAaCTHUIIMTE B Ipymnara ¢ miamnebo (4,4%, 14/319), karo HUKOH OT YYaCTHHUIUTE,
NOJTy4aBajI yCTEKUHyMal B MPEeNopbUMTeIHAaTa HHAYKIIMOHHA 71033, HE € MOJIOKEH Ha ONeparys,
cBbp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIUTE B Tpymara C riamedo.

Jo cenmuna 44 8 UNIFI-M 3HaunMo no-HECHK Opoil xocnuTanu3anuy, cBbp3anu ¢ YK, e
HaOII01aBaH MPU yYacTHULUTE B KOMOMHHMpaHaTa rpymna ¢ ycrekuaymao (2,0%, 7/348) B cpaBHeHHE C
YYaCTHHUIIMTE B TpymaTa ¢ mianebo (5,7%, 10/175). UucneHo mo-mManbk Opoi YyY4aCTHHUIIM B TpyIiaTa ¢
ycrekunymabo (0,6%, 2/348) ca nmoanokeHu Ha orepaius, cCBbp3aHa ¢ YK, B cpaBHEHUE C
y4acTHHUIMTE B Tpymara ¢ miamedo (1,7%, 3/175) no cenmuna 44.

HmyHorenHoct
ITo BpeMe Ha nedeHue ¢ ycTeKHHyMab MOTaT J1a Ce Pa3BUAT aHTUTENA CPElly yCTeKUHyMal 1

MOBEYETO OT TsX ca HeyTpanuzupauy. OOpa3yBaHETO Ha aHTHTENA CPEIly YCTEeKHHYMab € CBBP3aHo ¢
TIOBHUIIIEH KIMPBHHC HA YCTEKHHYMa0 MpH nanueHTu ¢ 6onect Ha Crohn nnm ynmeposeH koiut. He e
HaOroaBaHa HamajeHa eukacHocT. He ce HaOmogaBa oueBHIHA 3aBUCUMOCT MEKIY HATMYUETO HA
aHTHTeNa CPELly YCTeKMHYMa0 U MOsABaTa Ha PeakUUy Ha MSICTOTO HAa HHKEKTUPAHE.

IlennaTpuyna nonyJanus

EBpomneiickaTa areHIus 1o JekapcTBaTa oTiara 3aIbJDKEHHETO 32 IPEAOCTaBIHE HA Pe3yaTaTUTe OT
NPOYYBAHUATA C YCTEKUHYMa0 B €/IHA WJIH TIOBEYe NOATrPYIH Ha MeUaTPpUIHATA TIOMyanus IpH
oonect Ha Crohn 1 yimepo3eH KoiuT (BXk. To4ka 4.2 3a nHPOpPMaIUs OTHOCHO yIOTpeda B
neIuaTpusITa).

bonecm na Crohn npu deya

bezomnacHocTTa 1 e()UKacCHOCTTA Ha YCTEKMHYMa0 ca OlCHeHH Py 48 NieIUaTpUYHU MAIUEHTH C TETJIO
Haif-Manko 40 kg B MeXXIMHEH aHaIn3 Ha MHOTOLEHTpOBO npoyusane ¢aza 3 (UNITI-Jr) 3a
NeAMATPUYHU MMALMEHTH ¢ YMEPEeHa JI0 Te)KKa akThBHA 0osiecT Ha Crohn (medunupana upe3 Mumekc
Ha akTUBHOCTTa Ha Oonectta Ha Crohn [PCDAI] >30) B npoabinkeHue Ha 52 CEMUIIN JIeYeHUE

(8 cemmuIIM MHAYKIMOHHO U 44 ceqMHULM MOALbpIKaIlo jJeueHue). [lanenTure, BKIIOYEHH B
MIPOYYBAHETO, MJIM HE Ca UMAJI IOCTATHYEH OTTOBOP, WIIA €A MMaJIM HEMOHOCUMOCT KbM NPEAXOHA
OMoJIOTMYHA MM KOHBEHITMOHAITHA Tepamnus 3a 6onectta Ha Crohn. [IpoyuBaneTo BKIIIOUBa OTKPHTO
MHIYKIIMOHHO JIeUeHHE C SAMHUYHA MHTPABEHO3HA J103a ycTeKnHyMab npubnusurenno 6 mg/kg (Bx.
TouKa 4.2), mociIeBaHo OT PaHAOMHU3UpaHa JBOHHOCIIAIA MOLIbPIKAILA CXeMa C ITOJIKOKHO
npuioxkenue Ha 90 mg ycTreknHyMad Ha BCEKH 8 CEJIMHIIM MITH Ha BCEKU 12 CeIMUIIH.

Pesynmamu 3a epuxacrnocm

[IppBUYHATA KpaifHA TOYKA Ha IPOYYBAHETO € KIIMHUYHA PEMUCHS Ha CEIMUIIA 8 OT MHIYKIUATA
(nedunupana karo ckop mo PCDAI < 10). [IporieHTHT Ha MAIMCHTUTE, TIOCTUTHAIN KITMHUYHA
pemucus, e 52,1% (25/48) u e cpaBHUM € TO3H, HAOIIOJaBaH B MPOyUYBaHUATA (a3a 3 HAa yCTEKMHYyMa0
IpU BB3PACTHHU.

Knuanuen OTroBOp € Ha6JHOI[aBaH OII€ Ha CCAMHUIIA 3. HpOI.[eHT”bT Ha NManmMuEeHTUTE C KIMHUYCH
OTTOBOpP Ha CCaAMMUILIA 8 ()_qu)PIHI/IpaH KaTO HAMAJICHUC CHIPSAMO U3XOJAHOTO HUBO Ha O6II_II/I$I CKOp 110

PCDAI >12,5 touku ¢ o611 ckop mo PCDAI He nmosede ot 30) € 93,8% (45/48).

B tabnuna 8 ca npepcraBeHN aHAIH3UTE HA BTOPUYHUTE KpalHU TOYKH IO BpeMe Ha MOIbpKaIaTa
Tepanus 10 ceamuiia 44.
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Tabnuya 8: Pe3tome Ha 6mopuyHume KpauHu mo4Kku no 8peme Ha HOOObPAICAULOMO leYeHUe

ceomuya 44
90 mg 90 mg OO0y Opoit
YCTEeKMHYMAa0 YCTeKMHYMA0 NMalHEeHTH
npe3 8 cenmMunm npe3 N=48
N=23 12 ceamunu
N =25

Kiman4Ha pemMucust 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Knunuana pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
KOPTHKOCTEPOU M’
Knuanuna pemucus npu nauueHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOWUTO ca OWJIM B KIIMHUYHA
peMUCHS TIPH HHIYKIHSTA
cenmuna 8
Kimunangen otrosop ' 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
EHIOCKOIICKH OTTOBOp * 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*

§

Knuanunata pemucus e nedunmnpana xato ckop no PCDAI <10 Touku.

Pemucus 6e3 kopTukocTeponau e nepunupana kato ckop no PCDAI <10 Touku u 6e3 npreM Ha KOPTUKOCTEPOUIH B
npoabbkenue Ha none 90 nuu npeau Ceamuia M-44.

KiuHUYHUAT 0TroBOp € JeduHMUpaH KaTo HaMaJleHHe CIPSIMO U3XOJHOTO HUMBO Ha ckopa no PCDAI >12,5 touku ¢
0611 ckop mo PCDAI He moseye ot 30.

Ennockonckust otroBop ¢ nedunnpan kato Hamanenue Ha ckopa SES-CD >50% umm ckop SES-CD <2 npu
nanueHTu ¢ usxoneH ckop SES-CD>3.

Kopurupane Ha yecToTaTa Ha IpUIOKEHHUE

[ManuenTHTEe, KOUTO MPEMHUHABAT Ha MOJUIHPIKAIIO JIeYeHUE U UMaT 3aryba Ha otroBop (loss of
response, LOR) Bb3 ocHOBa Ha ckopa o PCDAI, otroBapsT Ha yciIoBUsTa 32 KOPUTHPAHE HA 103aTa.
[TanmenTHTE MM IPEMUHABAT OT JICYEHUE HA BCEKH 12 ceIMUIIM HAa BCEKH 8 CEAMMIIN, WJIN OCTaBaT Ha
JieueHHEe Ha BCEKU 8 ceMHUITH (Tuiane0o KopeKIus). 2 MallMeHTH ca ¢ KOPUTHpaHa J103a KbM T0-
KpaTKUs MHTEpBaJ Ha NpuiiokeHne. [Ipu Te3n nanueHTn KIMHIYHA peMucHs € nocturnara npu 100%
(2/2) oT maneHTUTE 8 CEIMUIIM CJIeA KOPUTHPAHE Ha 103aTa.

[IpodunbT Ha Ge30MACHOCT Ha cXeMaTa Ha WHAYKIIMOHHO MPHJIOKECHUE U Ha JIBETE CXEMH Ha
NoJAbpKalaTa cxemMa Ha JIeUeHHE TP NeAUaTpUIHaTa MoIyanus ¢ Terio Hai-manko 40 kg e
CpaBHUM C TO3H, YCTAHOBEH IPH TOIMyJIAINsATA HA Bb3pacTHU ¢ OosiecT Ha Crohn (Bk. Touka 4.8).

Cepymnu u ghexannu buomapkepu Ha 6b3NANEHUETNO

CpenHara mpoMsiHa CIIPSAMO W3XOAHOTO HUBO MPH MOAIBPIKALIO JIeueHHE Ha ceaMulia 44 Ha
koHueHTparuute Ha C-peaktuBeH npotenH (CRP) u dekanen xanmporektuH e cboTBeTHO -11,17 mg/l
(24,159) u -538,2 mg/kg (1271,33).

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

5.2 ®apmakokMHETHYHHU CBOWCTBA

Cren npenopbunTeNHATa HHTPABEHO3HA MHAYKLIMOHHA 1032 MEIMaHaTa Ha MakCuMaHaTa cepyMHa
KOHIICHTpAIMs Ha ycTeKnHyMa0, HaOmoaapana 1 gac cien undyswusra, ¢ 126,1 pg/ml npu
nareHTute ¢ 6ojaect Ha Crohn u 127,0 ug/ml npu narueHTUTe ¢ YILIEPO3eH KOJIUT.

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

NPUIOKEHHUE NIPY MAaLMEeHTH ¢ TIcoprasuc Bapupa ot 57 go 83 ml/kg.

Buorpaucdhopmarus
ToyHUAT BT HAa META0OIM3UPAHE HA YCTEKHHYMAa0 HE € N3BECTEH.
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Enuvmununpane
Menauanara Ha cucteMHus KinupbHC (CL) cieq eqTHOKpaTHO MHTPABEHO3HO MPUIIOKEHHE TTPH

MAIMEHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuaHara Ha monyXuBoTa (ti2) Ha
YCTEKHHYMAO € MPUOIU3UTEITHO 3 CEIMUIIM TP MAIUSHTH ¢ YIIePO3eH KOJIuT, 6onect Ha Crohn,
TICOPUA3UC /WK TICOPUATHYCH apTPUT U Bapupa oT 15 10 32 1HU BHB BCUYKH MPOYYIBAHHUS HA
TICOPHA3UC M TICOPUATHYCH apPTPHT.

JIuneWHOCT Ha 1o3aTa

CucremHara excrnio3uiyst Ha yeTeKuHYyMao (Cmax 1 AUC) ce yBenruasa 1o HauuH, MPUOITU3UTEITHO
MIPOMOPIIMOHANIEH Ha JI03aTa, Cle]] eIHOKPATHO MHTPABEHO3HO MPUJIOKEHHIE Ha 031 B TpaHHIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg.

Crenyaiiy nonyJaiun

Hsama nannyan hapMakoKMHETHYHH JaHHU TIPU NMAIEHTH C YBpeneHa Ob0pevHa Wim 4epHojpoOHa
(dhynkus. He ca mpoBeieHN KOHKPETHH MTPOYYBaHUS C HHTPABEHO3HO MPHUIIOKEHUE Ha yCTEKHHYMa0
IIPH MAIMCHTH B CTapuecka Bb3pacT WM MeJUaTPUIHU HaueHTH ¢ Teriio mox 40 kg.

[Ipu nauuentu ¢ 6oxect Ha Crohn u ynrepo3eH KOJIUT BapuaOMIIHOCTTa Ha KIIMPBhHCA HA yCTEKUHYMaO
Cce MOBJIUABA OT TEJIECHOTO TETJI0, HUBOTO HAa CEPyMHUS alOYMHH, [10J1a ¥ CTaTyca [0 OTHOIICHUE Ha
aHTUTEJIaTa CpPelly YCTEKHUHYMa0, 0KaTo TEIEeCHOTO TETJIO € Hali-3HauMMaTa KoBapuaTa, Biuselna
BBpXY 0oOema Ha pasnpenencuue. OcBeH ToBa npu Oonectra Ha Crohn KIMPBHCHT ce moBnusBa oT C-
pEaKTUBHUS MPOTENH, CTaTyca M0 OTHOIIIEHUE Ha HeycleX Ha Jiedennero ¢ TNF-antaronuctu u
pacara (a3uaTcKH CIpsIMO Hea3uaTCKH MPou3xo/). Be3neiicTBeTo Ha Te€31 KOBapraTH € B paMKHUTE Ha
+20% OT TUNIMYHATa WU pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, Hopagu ToBa HE €
HeoOXoaMMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynoTpeba Ha
MMYHOMOJYJIATOPH HSAMA 3HAYUTEIHO BIMSHUE BBPXY pasNpeelIeHeTo Ha YCTEKHHYMao.

Perynupane Ha CYP450 ensumu

Edexrure Ha [L-12 nmu IL-23 BBpxy perynupanero Ha CYP450 eHsumure ca ONeHEHU B in Vitro
MPOYyYBaHE C U3IMOJI3BAHE HA YOBCIIKK XCaTOIMTH, KOeTO 1moKkaspa, ye 1L-12 u/wm IL-23 ¢ HuBa ot
10 ng/ml He nmpomensT aktuBHOCTTa Ha YoBemkuTe CYP450 ensumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
ik 3A4; BX. Touka 4.5).

IIpoBeneHo e oTkputo npoyuBane (aza 1 3a nekapcrBenu BzanmoneicTuss CNTO1275CRD1003 3a
OLICHKA Ha e()eKTa Ha yCTeKUHyMal BbPXY €H3MMHATa aKTUBHOCT Ha IUTOXpoM P450 ciien nHayKms
Y TOJITBPIKAIIIO TTPHUJIaraHe TpH ManueHTH ¢ akTuBHa Oonect Ha Crohn (n=18). He ca HabnronaBanu
KJIMHAYHO 3HAYMMH TIpOMeHH B excriozutusata Ha kopend (CYP1A2 cybctpart), Bapdapun

(CYP2C9 cybcrpar) omenpazon (CYP2C19 cy6erpar), aekcrpomeropdan (CYP2D6 cyberpar) nim
mupazonaMm (CYP3A cybOerpar), koraTo ce U3Moi3Bar ChI'bTCTBAIO C YCTEKHHYMa0 MpH 0/l00peHara
NpEnopbUYHUTENHA TO3UPOBKA NpH maruenT ¢ 6osiect Ha Crohn (Bk. Touka 4.5).

Ilenuarpuyna nomynanus

CepyMHHTE KOHIICHTPAI[MH Ha YCTEKWHYMAO NpH TeMaTpUIHN anueHTH ¢ oonect Ha Crohn ¢ Tero
Haif-manko 40 kg, nekyBaHM ¢ IpenopbUUTEIHATA 1033, OCHOBABAILA CE HA TETJIOTO, KAaTo ISUI0 ca
CPaBHUMH C T€3U NPH Bb3pacTHH NanueHTH ¢ Ooject Ha Crohn, JeKyBaHH ¢ 1033, OCHOBABaIlla Ce Ha
TEJIOTO.

5.3 IIpeakJMHUYHU JaHHM 32 0€30IACHOCT

HexnuHUYHUTE JaHHU HE MTOKa3BaT 0COOEH PUCK (HAMp. TOKCHYHOCT Ha OpraHUTe) 3a Xopa Ha Oa3zara
Ha M3MUTBAHUATA 32 TOKCHYHOCT P MHOTOKPATHO MpUilaraHe, TOKCHYHOCT 33 Pa3BUTHETO U
PENpOOYKTUBHA TOKCHYHOCT, BKIIOUUTETHO U (hapMaKoJOrMYHHUTE OLEHKH 3a Oe3omacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOYKTHBHA TOKCHYHOCT TIPHU JBJITOOMAIIATH MaKaIH
HE ce Ha0III0IaBaT HeXellaHu ePeKTH BbPXY QepTUINTETa IPU MBXKKHTE, KAKTO H BPOJICHU JIeQEeKTH
WJIN TOKCUYHOCT 3a pa3BuTueTo. He ce HabmogaBar HexxenaHu eeKTH BbpXy QepTHIUTETa pU
YKEHCKHUTE TIPH yroTpedaTa Ha aHAJIOTHYHO aHTUTsIIO cpeity 1L-12/23 mpu Muky.
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Jlo30oBHUTE HUBA B IPOYYBAHMS IIPU KUBOTHH ca 01130 45 MBTU MO-BUCOKH OT Hal-BUCOKATa
€KBUBAJICHTHA J103a, IPEIBWKIaHa 33 IPWIOKECHHE ITPU MALUEHTH C IICOPUA3UC, U BOJAT 10
MaKCHMAaJIHU CEPyMHH KOHIEHTPAIMH MTPH MaitMyHHU, KOUTO ca Haa 100 mbTH MO-BUCOKU OT
KOHLIEHTpaIMKTe, HaOII0JaBaH! IIPH XOopa.

He ca npoBexnanu mpoy4yBaHus 3a KapIMHOTEHHOCT C YCTEKWHYMa0 MOpaJi JIUICaTa Ha MO IX O ISIIH
MOJIEIH 3a AHTUTSUIO Oe3 KphCTOCcaHa peakTUBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DAPMALIEBTUYHU JAHHU

6.1 Choucbk Ha NIOMOIIHHUTE BElIECTBA

EDTA nunarpuesa con quxuznpar (E385)

L-xuctuanu

L-XuCTHIMHOB MOHOXHUIPOXJIOPU] MOHOXUAPAT

L-metnonun

[Momucopbar 80 (E433)

3axaposa

Bona 3a nmxeknuu

6.2 HecnbBMecTHMOCTH

[Ipu nunca Ha Mpoy4YBaHMS 32 HECHBMECTUMOCTH, TO3H JIEKapCTBEH MPOAYKT HE TPsOBa Ja ce cMecBa ¢
npyru nekapersenu npoayktu. STELARA tpsOBa na ce pazpexkaa camo ¢ pa3TBOp Ha HATPHUEB
xnopua 9 mg/ml (0,9%). STELARA He TpsiOBa &1a ce mpuiiara eTHOBpEMEHHO Upe3 elHa U ChIla
MHTPaBEHO3HA CUCTEMA C APYTH JIEKAPCTBEHH MPOIYKTH.

6.3 Cpok Ha roaHOCT

3 roguHU
Ha He ce 3ampassipa.

Jokazana e xumu4uHa 1 pU3NYHA CTAaOMITHOCT 1O BpeMe Ha ynoTpeba 3a 8 yaca npu 15-25°C.

OT MHKpOOHOJIOrMYHA IJIeIHA TOYKa MPOAYKTHT TPSAOBA Jla ¢ yIoTpeOr He3abaBHO, OCBEH aKo
METOIBT Ha pa3pexkIaHe U3KII0UBa PUCK OT MUKPOOHO 3aMbpcsiBaHe. AKO He ce ynoTpeOu He3abaBHO,
NEepUOIbT Ha U3MOI3BAHE U YCIOBUATA HA ChXpaHEHHUE MPeau yrnoTpeda ca OTTOBOPHOCT Ha
noTpeduTens.

6.4 Crhenuananm yca10BHS HAa CbXpaHeHHe

a ce cexpanssa B ximagmwiauK (2°C — 8°C). [la He ce 3ampassipa.
CoxpansBaiiTe prakoHa B KapTOHEHATa OMIAKOBKA, 3a J]a C€ MPEe a3y OT CBETIHHA.

3a ycJI0BUsATa Ha CbXPAaHEHUE CIIEN Pa3peskaaHe Ha JIEKaPCTBEHUS IPOLYKT BUKTE ToUKa 6.3.
6.5 Buau cbabpkaHue HA OMMAKOBKATA

26 ml pa3TBop BBB (pyiakoH OT cThK/I0 THI [ 30 ml, 3aTBOpPEeH CchC 3amyliajika OT OyTHIIOBA TyMa ¢
nokputue. STELARA ce pasnpocTpansBa B onakoBka 1o 1 ¢iaaxoH.

6.6 CrnenuajaHu nNpeana3Hu MepKHU NPH U3XBHPJIsiHEe U padoTa

PaztBopbT BBB (priakona cec STELARA He TpsiOBa aa ce paskiamia. Pa3tBopsT TpsOBa a ce mpoBepu
BH3YaJIHO 32 HAJIMYMETO Ha TBBPAU YaCTUIM WU MPOMSHA Ha LIBETa, IIPEH Ja ce IPUII0OKH.
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Pa3tBOpBT € OUCTBP, Oe3LBETEH 10 OIeA0KBIT. JIekapCTBEHUAT MPOAYKT HE TpsiOBa 1a ce
ynoTpebsBa, ako pa3TBOPHT € C MPOMEHEH LBST WK MBTEH HIIM aKO B HETO ce 3a0eysI3BaT BUANMHU
YY>KIH YaCTHULIH.

Paspexnane
STELARA koHueHTpaT 3a HH}QY3UOHEH pa3TBOP TPsIOBa Ja ce pa3peay U J1a ce IOATOTBU OT

MCIUIIMHCKHU CIICHHUAJIMCT C IIOMOIITa Ha aCCIITUYHA TCXHUKA.

1. Wzuucnere no3arta u 6pos Ha HeoOxoaumute urakonu STELARA BB3 0CHOBa Ha TETIIOTO Ha
nanueHTa (Bx. Touka 4.2, Tabmuna 1). Beeku ¢uakon STELARA ot 26 ml cpappka 130 mg
ycreknayMa0. M3nomssatite camo meiaau ¢uakonn STELARA.

2. Wsrernere u nzxpbpiere oT MHPy3uOHHUS cak oT 250 ml o6em OT pa3TBOp Ha HATPUEB XJIOPHUJ
9 mg/ml (0,9%), paBen Ha o6ema STELARA, xoiito TpsiOBa 1a ce qo6aBu. (u3xebpiere 26 ml
HATpHEB XJIOpH/I 32 Bceku HeoOxoauM ¢uakon STELARA, 3a 2 ¢nakona usxewpiere 52 ml, 3a
3 nakona uzxsbprere 78 ml, 3a 4 ¢pakona uzxeepaere 104 ml)

3. Uzrernere 26 ml STELARA ot Bceku HeoOxoauM (iakoH U ' J00aBeTe KbM HH(Y3HOHHHS
cak ot 250 ml. KpaiiausT o0eM B nHPY3HOHHUS cak TpsaOBa na 0bae 250 ml. Buumarenno
cMecere.

4. [Ipenu npuiaokeHUETO MpOBEpeTe BU3yalTHO paspeaeHus pastop. He ro ynorpe0Ossaiite, ako ce
HaOIr0/IaBaT BU3YaITHO HETIPO3pPAYHH YACTHIIM, TPOMSHA Ha [IBETA WM YY>KIH YaCTHIIH.

5. IIpunosxkere paspeneHus pa3TBop 3a Mepuo OT Hail-manko eauH dac. Ciaex kaTo ce pa3peny,

NpUIaraHeTo Ha HHQY3UOHHUAT Pa3TBOP TPsOBaA Aa ce M3BBPIIM B pAMKUTE Ha OCEM daca Cie]
paspekaaHeTo B MH(QY3UOHHHS Cak.

6. W3non3eaiite camo HaOOp 3a UH(QY3Us C BrpajicH, CTEPUIICH, aTUPOTeHEH GHITHP ChC CIIabo
CBBp3BaHe Ha MpoTenHU (pazMep Ha mopute 0,2 MUKpOMETpa).
7. Bcexu dmakoH e camo 3a eTHOKpPaTHO MPUIIOKEHNE ¥ HEU3IIOI3BAHUST JIEKAPCTBEH MPOITYKT

TpSI6Ba Ja €€ U3XBLPJIU B CbOTBETCTBUC C MECTHUTE N3UCKBAHUS.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

9. JATA HA ITbPBO PABPEIIABAHE/IIOJHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mBpBO paspemasane: 16 sayapu 2009 r.
[ara na nocnenHo noxHoBsiBaHe: 19 cenremBpu 2013 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

ITonpoOHa 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 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 WHXEKITHOHEH 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 MPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
Bcesika npeiBapuTeHO HAITBIHEHA CITPUHIIOBKA Chbpika 90 mg ycreknaymab B 1 ml.

Ycerexknaymab e usnsio yosenko [gG 1Kk MOHOKIOHATHO aHTUTSI0 KbM uHTepieBkuH (IL)-12/23,
MPOU3BECHO B MUEJIOMHA KJIEThYHA JIMHUS Ha MUIITKA C TIOMOIITa Ha pekoMmOunanTHa JJHK
TEXHOJIOTHS.

3a IIBJIHNA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOUuKa 6.1.

3. JJEKAPCTBEHA ®OPMA

STELARA 45 mg HHXEKIIMOHEH pa3TBOPD
HHxeKIMOoHEeH pa3TBOp

STELARA 45 mg MHXEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANbIHECHA CIIPUHIIOBKA.
HHxeKIMOoHEeH pa3TBOp

STELARA 90 mg MHKEKIIMOHEH pa3TBOP B IIPEBAPUTEIHO Hal'bIHECHA CIIPUHIIOBKA.
HHxeKMoHEeH pa3TBoOp

Pa3TBOPBT € OUCTBHP 10 JISKO ONAJICCIICHTEH, OC3IBETEH 0 OJICI0XKBIIT.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHN NOKA3ZAHNUS

IliakoB micopuasuc

STELARA e noxasa 3a JIcdeHUE Ha YMEPEH 10 TEKbK IJIAKOB IICOPUA3UC NPU Bb3PACTHU, KOUTO HE
ca Ce TMOBIUSIIN, IMAT MPOTHBOIIOKA3AHUS WJIM HETIOHOCHMOCT KbM JPYTH CHCTEMHH TEpaIiH,
BKJIFOYBAIIN IuKIIocnopuH, MerorpekcaT (MTX) miu ITYBA (ricopanen u yaTpaBUOJIETOBU A IIbUH)
Tepanus (Bxk. Touka 5.1).

I11aKoB IcopHa3rc Ipy NSAUATPUIHN HAIIMSHTH

STELARA e noka3aH 3a 1e4eHHE Ha yMEPEH JI0 TEXbK IJIAKOB IICOPUA3ZHC TP A€lla U MALUEHTH B
IOHOIIIECKa Bh3pacT Ha 6 TOAMHU U MO-TOJIEMH, TPU KOUTO UMa HEJJOCTAThUeH KOHTPOJ UIIH
HETIOHOCHMOCT KBbM JIPYTH CUCTEMHH TEparuy Win GpoTorepanuu (Bx. Touka 5.1).
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IIcopuatnuen aprpur (PsA)

STELARA, camocrosarenno uiau B komounaims ¢ MTX, e mokasaH 3a JedeHue Ha aKTHBEH
MICOPUATHYCH aPTPUT IPH BH3PACTHH MAIIMEHTH, IIPH KOUTO OTTOBOPHT KM MPEAIIESCTBAIIO JEUCHUE C
HeOnonornyHu Moauduuupaiy 6onecrra antupeBMaronau jgekapcrsa (DMARD) e 6un
HEeJOoCTaThYeH (BK. Touka 5.1).

Bomnect Ha Crohn mipu BB3pacTHH

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 HEITOHOCUMOCT KBEM
KOHBEHIIMOHATHATA Tepanusi Wik KbM antaronuct Ha TNFa.

Bonect Ha Crohn npu nena

STELARA e noka3zas 3a jiedeHUe Ha yMepeHa 10 TeXKa akTuBHa 6osect Ha Crohn mpu nenuaTpuyHu
MAIMEHTH C Teryo Hai-manko 40 kg, KonTo ca UMal HeIOCTAThYSH OTTOBOP MIIM UMAT
HETIOHOCHUMOCT KbM KOHBEHLIMOHAJIHA WM KbM OMOJIOTWYHA Tepamnusl.

Yauepos3eH KOJIUT

STELARA e nokasaH 3a Jle4eHlE Ha Bb3PACTHU MAlMEHTH C YMEPEH 10 TEKbK aKTUBEH YJILEPO3EH
KOJIMT, KOUTO ca Ce IOBJIMSIN HEAOCTAThYHO, BeUe HE CE MOBIUIBAT HJIM KUMAT HEIIOHOCUMOCT KbM
KOHBEHIIMOHATHATA TePanusl WIH KbM OUOJIOTHYCH JICKAPCTBEH MPOIYKT.

4.2 Jl0o3MpOBKa M HAYMH HA NPUJIOKEHHE

STELARA e nmpenna3HadeH 3a yrmoTpeOa o1 pbKOBOJICTBOTO U HAJ30pa Ha JIEKap C OIUT B
JUATHOCTUIIMPAHETO U JICUCHHETO Ha 3a0omsaBanusl, 32 kouto STELARA e nokazas.

2 !O3I/I[QOBKa

I11akoB IIcopuasuc
IIpenoppuntennara no3uposka Ha STELARA e nHauanHa 1o3a 45 mg, IpuiIokKeHa MoJIK0XKHO,
noclieBana oT n1o3a 45 mg 4 cenIMULIM NMO-KBCHO U CJEJ TOBA HAa BCEKU 12 ceamuuu.

[Ipu mammeHTH, KOUTO HE ca Ce MOBIUAIHN OT JIEYEHNETO A0 28 ceaMuIlH TpsiOBa 1a ce 0OMUCIH
NIpEeKpaTsIBaHe Ha Tepaluara.

Hayuenmu ¢ menecno meano > 100 kg

3a manumenTu ¢ tesecHo terio > 100 kg mbpBoHavanHara 103a € 90 mg, MpruiIokeHa MoIKOKHO,
nocienBana ot n103a 90 mg 4 cenMuLIM MO-KBCHO U ciel ToBa Ha Bceku 12 ceaqmuuu. [pu te3u
MAIMEeHTH J03aTa OT 45 mg chINo € ehukacHa, HO IMO-ToJisiMa ePUKACHOCT uMa fo3arta oT 90 mg. (BK.
Touka 5.1, Tabnuna 4)

IIcopuatnuen aprpur (PsA)

[IpenoppuBanara go3uposka Ha STELARA e nauanna n03a 45 mg, mpuiiokeHa o JK0KHO,
rocieiBana ot 703a 45 mg 4 ceIMUIM TO-KHCHO U CJell TOBA Ha BCekH 12 ceamuuu. AITEpHAaTUBHO,
IpU IaLMeHTH ¢ TenecHo terao > 100 kg, moxe aa ce uznonzsat 90 mg.

[Ipu mammeHTH, KOUTO HE ca Ce MOBIUAIHN OT JIEYEHNETO A0 28 ceaMUIIH TpsiOBa 1a ce 0OMUCIH
NpeyCcTaHOBSBAaHE Ha JICUCHHUETO.

Cmapuecka év3pacm (= 65 coounu)
He e HeoOxomuMo ajantupane Ha J103aTa IIPH MalUEHTH B CTapyecka Bb3pacT (BXkK. Touka 4.4).
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bvbpeuno u uepnodpobHo yepescoarne
He ca nposexxaann npoyuBanus ce¢ STELARA npu Te3u nomynanuu nanueHTd. He Moxke na ce naae
IPENopbKa 3a 103aTa.

Tleouampuuna nonyrayus
BbezonacnoctTa u eduracHoctra Ha STELARA mpu fena ¢ ncopuasuc Ha Bb3pacT noj 6 TOOUHU HITH
MU Jie1ia ¢ TICOPUATUYeH apTpHT Mo 18-roauIiHa Bb3pacT BCe Olle He ca YCTAaHOBEHH.

[InakoB nicopuasuc npy NeIUaTpUYHy NanueHTH (6 TOAUHY U IT0-TOJIEMH)

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

STELARA Tps6Ba na ce npunara Ha ceqmuuy O u 4, cine ToBa Ha Bceku 12 cenMuIy.

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 u3uncnaBaHe Ha oOeMa Ha uHkekTHpaHne (ml) 3a nauuentu < 60 kg u3non3paiiTe ciegHara
dhopmyuia: TenecHo Terio (kg) x 0,0083 (ml/kg) nnu BuxkTe Tabmuna 2. M3uucineHusat ooem TpsOBa 1a
ce 3akpbrim 70 0,01 ml 1 ga ce npunara ¢ rpagyupana cupuHiioBka ot 1 ml. Haivden e ¢utakoH ot
45 mg 3a nenuaTpUYHH MAMEHTH, KOUTO TPAOBa Ja IMoTy4aBaT MO-MaJKo OT Isiara 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.

Bw3pactaun
Bosnect Ha Crohn u yanepo3eH KOauT

B cxemara Ha nedyeHne nppBata 103a Ha STELARA ce npunara HHTpaBeHO3HO. 3a JO3UPOBKaTa pH
MHTpaBeHO3Ha cxema Ha npuiarade BikTe Touka 4.2 ot KXII va STELARA 130 mg koHIeHTpaT 3a
WH(Y3UOHEH pa3TBOP.

[IspBoTO MonK0xHO npunoxeHre Ha 90 mg STELARA Ttps6Ba a ce U3BBPIIN HA CeIMHLA 8 Cliex
UHTpaBeHo3HaTa o3a. Ciell ToBa, ce IIpernopbuBa IpUIOKEHUe 1pe3 12 ceqmunu.

[TanuenTH, KOUTO HE CE TOBIUSABAT OCTATHYHO JI0 § CEMHUIIM CJIE] TbpPBaTAa IMOJAKOXKHA /1032, MOXKE
Jla TI0JTydaT BTOPA MOAKOXKHA /103a 10 TOBA BpeMe (BXK. Touka 5.1).

[TanuenTH, Tpu KOUTO MMa 3aryba Ha OTTOBOP MpH MpHiIaraHe mpe3 12 ceaMuim, MoXe J1a IMat moj3a
OT MOBHIIIEHUE HA YeCTOTaTa Ha MPWIOKEHUE TIpe3 8 ceaAMUITH (BXK. Touka 5.1, Touka 5.2).

BnocneacTBue no3ara Moxe J1a ce mpujiara Ha MaudeHTUTe Ipe3 8 ceaAMUIM Wik mpe3 12 ceaMuiy Bb3
OCHOBA Ha KIIMHUYHA TIpelieHKa (BK. Touka 5.1).

TpsbOBa 1a ce 0OMHUCITN TIpEyCTaHOBSIBaHE HA JICYCHUETO TIPH MAIUEHTH, KOUTO HE MOKa3BaT JaHHU 3a
TepaneBTUYHA MMoJ3a 16 cenMuIy e i.v. MHAYKIIMOHHA 1033 Win 16 cemMUIH clie/l TpeMUHABaHe
KbM TIpUJIarane Ha MOoJIbprKaIia 103a mpe3 8 CeIMUITH.

[IpunoxeHneTo Ha UMyHOMOYJIaTOPH W/HIIN KOPTUKOCTEPOUIN MOKE J1a MPOIBIIKH 110 BpEMe Ha
neuenueto cbc STELARA. IIpu manmenTure, KOUTO ca ce moBausIn oT JedeHueTo cbe STELARA,
MIPUIIOKEHUETO Ha KOPTUKOCTEPOUIN MOXKeE JIa Ce HaMaJld WM Jia Ce TIPEyCTaHOBH B ChOTBETCTBUE CHC
CTaHJapTa Ha JICYEHHE.

ITpu Gonect Ha Crohn nnm yiiepo3eH KOJIUT, aKO TepanusTa ce MPeKbCHE, OJHOBSIBAHETO Ha
JICYCHHUETO C MOJKOKHO NPUIIOKEHHE Tpe3 8 ceaMuuy € 6e30macHo U epeKTUBHO.

Cmapuecka év3pacm (= 65 coounu)
He e HeoOxo1uMo KOpUrHpaHe Ha J03aTa IIPH NMAIMeHTH B CTapuecka Bh3pacT (Bxk. 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
J03UpaHe.

Tleouampuuna nonyrayus

Bosnect Ha Crohn nipu nena (namuenTu ¢ terao Haii-manko 40 ke)

B cxemara na neuenue mppBata 103a STELARA ce npuiara nHTpaBeHO3HO. 3a J03UPOBKaTa Mpu
cXemMara Ha MHTpaBeHO3HO IpuiokeHue BrkTe Touka 4.2 ot KXIT na STELARA 130 mg xoHIeHTpar
3a UH(Y3UOHEH Pa3TBOP.

[IspBoTO MmoakoxHO npuioxerue Ha 90 mg STELARA TpsOBa na ce u3BbpIy Ha CEAMHMIIA 8 CIIe]T
UHTpaBeHO3HaTa 103a. Ciel ToBa ce MpenopbyuBa MPUIIOKEHUE HA BCEKU 12 ceaMuIm.

[TanmenTHTe, KOUTO UMAT 3aryda Ha OTTOBOP MPH MPHUIIOKEHHE Ha BCEKU 12 ceaMuIIy, MOKe /1a ce
HOBJHSAT OJaronpusATHO OT YBEJIMYaBaHEe HA YECTOTATa HA MPUIIOKEHNUE HAa BCEKH § CEAMHULH (BXK.
ToukKa 5.1, Touka 5.2).

BrnocnencTeue nmanueHTHTE MOXKE J1a TIOTy4aBaT 032 Ha BCEKU 8 CEIMUIIM MITM Ha BCeKH 12 ceaMuiu
criope/i KITIMHUYHATA MperieHKa (Bxk. Touka 5.1).

Tpsa0Ba fa ce MOMHUCIHN 3a IPEyCTaHOBSIBaHE Ha JICYCHUETO MPH MallMEeHTH, KOUTO HE MMOKa3BaT JaHHU
3a TepaneBTUYHA MMoy3a 16 ceAMUIM cile]] MHTpaBEHO3HATa MHIYKIMOHHA J103a WK 16 ceaMuiu ciex
KOpUTMpaHe Ha 103aTa.

[To Bpeme na neuenuero csc STELARA Moxe fa ce npoabJiku yrnorpedara Ha UMyHOMOIYJIaTOpH,
ChEUHEHUS Ha S-aMuHOocanuuuiar (5-ASA), aHTHOMOTHLIM W/WIH KOPTHKOCTepouan. [Ipu nmanuenTw,
KOUTO ca ce MoBMHsuH OT JiedeHneTo cb¢ STELARA, Te3un nexkapcTBa MOXKe Aa ce HaMaJIsIT WK Ja ce
MIPEYCTAHOBAT B ChOTBETCTBUE ChC CTAHIAPTHOTO JICUCHHE.

bezomacHocTTa 1 epukacnoctra Ha STELARA nipu nedenue Ha 6osect Ha Crohn npu nexuaTpuyHu
nanueHTH ¢ Terno noxa 40 kg wim ynmepo3eH KOIUT MpH Jenia Ha Bb3pacT 1ol 18 roauHu Bee ome He
ca ycraHOBeHH. JIumncBar gaHHU.

HauuH Ha npuniosxeHue

STELARA 45 mg ¢nakonu wim 45 mg u 90 mg npeABapUTENHO HAITBJIHEHHU CIIPUHIIOBKU Ca CaMo 3a
MOJKOKHO HHXeKTHpaHe. [10 Bb3MOKHOCT KOXKHUTE YYacThIM C U3SBEH IICOpUas3mc TpsOBa 1a ce
U30sIrBaT KaTo MSICTO HAa HMHXKEKTHPAHE.

Cren moaxoasmo o0ydeHUe 3a TEXHUKATa Ha MOJKOKHO HHXEKTHPAHE MAUEHTUTE WK TEXHUTE
6oxHornenaun morar ga umxektupaT STELARA, ako jgexapAr pemurn, de ToBa € ymecTHo. Bee mak
JIeKapsT TPAOBa Jla OCUTYPH MOJIXOISIIO MTPOCIE/IIBaHe Ha TTallMeHTUTE. [[allueHTUTe WM TEXHUTE
OonHornenayn TpaOBa na ObJAT MHCTPYKTUPAHH Aa HHXKEKTHPAT NPEANUCAHOTO KOJIHYECTBO
STELARA cobriacHo ykazaHusTa B TUCTOBKaTa. [loapoOHM yKa3aHus 3a MPUIOKEHHUE ca JaicHH B
JIMCTOBKATA.

3a mo-HaTaTHIIHY YKa3aHUS 33 IPUTOTBSHE ¥ CIICIIUAITHYU TPEAITa3HA MEPKH MPHU padoTa BIKTE
TO4YKa 6.6.

4.3 IIporuBomokaszaHus

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

KinuuyHO 3HauMMa, akTHBHA WHGEKIU (HaIp. aKTHBHA TYOEpKYJI03a, BXK. TOUKa 4.4).
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4.4 CroenuajaHu npeaynpesxaeHus U NpeANa3sHl MEPKH IIPH ynoTpeda

IIpocnenumoct
3a na ce mo00pH MPOCIEMMOCTTa Ha OMOJIOTHYHHTE JIEKAPCTBEHHU MPOJIYKTH, UMETO U TTAPTHIHHSAT

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

Wudbekumu

YcreknnyMad MoKe ja Ma MOTEHIMAl Jja yBeJIndaBa prucKa oT MH(PEKIUHU U 1a peaKTHBHpa
nateHTHU uHGekuun. [Ipy KIMHIYHE TPOYYBaHUS U TOCTMAPKETHHIOBO 00CEPBAIMOHHO MTPOYYBaHE
NPY TMALUEHTH ¢ TICOPUA3UC ce HAOIII0]aBaT CEPHO3HU OaKTepHaTHH, THOUYHN U BUPYCHU HH(DEKIIUH
npu nanuenty, npuemamu STELARA (Bx. Touka 4.8).

[Ipu nanyeHTy, IEKyBaHU ¢ YCTEKUHYMa0, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITFOUBAIIN
peakTUBUpaHe Ha TyOepKyio3a, IPyrH OMOPTIOHUCTUYHN OaKTepUaTH! WHPEKIUU (BKITFOYUTEITHO
aTUIIMYHA MUKOOaKTepuaiHa HHPEKIHsI, MCHUHTUT, IPUYKMHEH OT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, 1 Hokapano3a), ONOPTIOHUCTUYHA MUKOTHYHHN WHPEKIUH, ONOPTIOHUCTUYHN BUPYCHH
UHQEKINN (BKIIOYUTEIHO eHIIe(aTUT, MPUIUHEH OT XepIiec CUMIUIEKC 2) U TTapa3uTHU HHPEKITUH
(BKJIIOYUTETHO OYHA TOKCOIUIA3MO3a).

TpsiOBa 1a ce MOAX0KIa ¢ MOBHIIICHO BHUMaHKE, KOTaTo ce 00Cchkaa mpuiokenuero Ha STELARA
NPY TALMEHTH ¢ XPOHUYHU HH(MEKITUY WK aHaMHe3a 3a peluanBupaiia nadekmus (Bx. Touka 4.3).

[penu 3amouBanero Ha neueHue chc STELARA nanuentuTe TpsaOBa 1a ce u3ciensar 3a
TyOepkyno3Ha napeknus. STELARA He TpsOBa 51a ce mpuiiara npu NaleHTH ¢ aKTHBHA
TyOepkyio3a (Bxk. Touka 4.3). JleueHnero Ha nareHTHA TyOEpKyJI03HA HH(PEKIHS TPAOBa J1a 3ar0uHe
npeau npunoxxeHrero Ha STELARA. AnturyOepkyno3Hara Tepamus chlio TpsaoBa 1a 0b1e o0chaeHa
npeau HayanoTo Ha gedeHune cb¢ STELARA npu narueHT ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTUBHA
TyOepKyJ03a, Ipy KOUTO HE MOXeE JIa ce MOTBBP/IU a/IeKBaTeH Kypc Ha jedenue. [lanmuenTure,
npueman STELARA, Tpsa6Ba na ce HaOmogaBaT BHUMATEIHO 3a IPU3HALM U CHMIITOMH HA aKTHBHA
TyOepKyJi03a 1o BpeMe Ha JISUEHUETO U CIIe/1 Hero.

[TaruenTure TpssOBa 1a ObJAT HHCTPYKTUPAHU J1a IOTHPCAT JIGKAPCKU CHBET, aKO CE MOSBAT MPU3HALIN
WM CUMIITOMH, TIPEATIoNaramny nH}peKys. AKO MalyueHT pa3Bue cepro3Ha HH(PEKIHsI, ChCTOSHHUETO
My TpsiOBa BHUMaTeNHO 1a ce cieau u STELARA He TpsiOBa na ce npuiiara, 10Kato HH(EKIHUATa He
ObJie OBJIA/AHA.

310KauecTBEHU 3a00IBAHUS

HmyHocynpecopu KaTo yCTEeKMHYMad MMaT MOTEHIIMA JIa YBEITHYaBaT PUCKA OT 3JI0KAYSCTBEHH
3abomsBanus. Hakou nanmenTn, kouto ca npueman STELARA B KMTUHUYHM NPOYYBaHUS U B
MOCTMAapPKETHHTOBO 00CEPBAIIMOHHO MTPOYYBaHEe MPH MAIUSHTH C TICOPUA3HUC, Ca Pa3BUIU KOXHU U
HEKO)KHH 37I0KaueCTBEHH 3a00isBaHus (BXK. ToUka 4.8). PUCKBT OT 3710KauecTBeHH 3a00JIIBaHUS MOXKE
Jia € TI0-BHCOK NPH NAaIMEHTH C IICOPHA3HC, KOUTO Ca JIEKYBaHU C APYTd OMOJIOTUYHH JIEKApPCTBA B
X072 Ha 3a00JISIBAHETO.

He ca mpoBexxganu npoy4dBaHusi, B KOUTO y4acTBAT MAlMEHTH C AHAMHE3a 32 3JI0KAYECTBECHU
3a00IIIBaHUS WX B KOUTO MPOIBIDKABA JICICHUETO HA TAIIMESHTH, PAa3BUIIH 3]I0KAYeCTBEHO 3a00JIsIBaHe
o Bpeme Ha puema Ha STELARA. 3aroBa TpsiOBa n1a ce moaxoxKaa ¢ MOBUIIEHO BHUMaHUE, KOTaTO
ce oocwxkaa mpunoxxkenuero Ha STELARA nipu te3u manueHTy.

Benuku nanuenTy, mo-crenuantio Te3u Haja 60 ToauHy, MalkeHTH ¢ aHaMHe3a 3a MPOIbJDKUTETHA
UMYHOCYTIpECHBHA TEpalvsl WM TaKuBa ¢ aHamHe3a 3a [TYBA-tepanus, TpsOBa 1a ce HaOI0AaBar 3a
MosiBa Ha paK Ha Kokara (BXK. Touka 4.8).

CHCTEMHHU U PECIIMPATOPHH PEAKIIMHA HA CBPBbXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peakIiy Ha CBPBXYyBCTBUTEITHOCT Ca JOKJIAJBAHNA B IOCTMAPKETUHTOBH YCIIOBHSI, B HIKOU
CJIy4au HAKOJIKO JHHU Clie] JiedeHueTo. Mima ciyyan Ha aHauiIakcus U aHTHOeZeM. AKO C€ TOSIBU
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aHa(UIAKTUYHA WU Jpyra CEpHO3Ha PeaKLus Ha CBPbXIYBCTBUTEIHOCT, TPAOBA J1a c€ Ha3HAUH
noaxozsma Tepanus u npuinoxxeHnero Ha STELARA tpsiOBa na ce npeycranoBH (Bx. Touka 4.8).

Pecnupamopnu

Cryuau Ha anepruyeH ajlBeoInT, €O3MHO(DUITHA THEBMOHUS 1 HEMH(EKIIMO3Ha OpraHu3upaIia
MTHEBMOHUS ca ChOOIIEHN TI0 BpeMe Ha TIOCTMapKeTUHTOBaTa yrnorpebda Ha ycreknaymMab. Knuanaaute
MPOSBY BKJIIOYBAT KAIIUTHMIIA, TUCITHES M MHTCPCTUIIMATHI HHQOUITPATH CJICI €IHA J0 TPH JI03H.
CepHuo3HHTE TOCIEIUIN BKIIFOUBAT AUXATEHA HEJOCTATHYHOCT U MPOIBIDKUTEITHA XOCITUTAIN3AIINS.
[TomoOpenue e croOImaBaHo ciiell MpeyCTaHOBSIBAHE Ha JICUCHUETO ¢ YCTEKHHYMal U B HIKOU CITy4an
IIPH MIPHJIOKEHUE HAa KOPTUKOCTEPOUIU. AKO ObJIe M3KITIOUeHA MH(EKIHS U JUarHo3ara ce MOTBbPIH,
NPUIOKEHUETO Ha YCTEKUHYMa0 TpsIOBa Jla ce MPEYCTaHOBHU U J]a C€ 3aI0YHE MOIXO/SII0 JICUeHUE
(Bk. Touka 4.8).

CobpeyHO-ChIOBH CHOUTHUS

[Ipu nauuentu c ncopuasuc, ¢ excnozuiyst Ha STELARA, B mocTMapKEeTHHIOBO 00CEPBAIIHOHHO
Npoy4BaHe ca HaOMI0JaBaH! ChPAEYHO-CHJJOBU CHOUTHS, BKIIOUUTETHO HH(APKT HA MUOKapAa U
MO3BYHO-CHJIOB HHIMJCHT. PHCKOBHTE (hakTOpH 32 CHPJEUYHOCHI0BO 3a00sIBaHe TPsOBA Ja ce
OIICHSIBAT PEIOBHO MO BpeMe Ha JeueHueTo cb¢ STELARA.

Yyecmeumennocm KoM 1amexc

IIpennazurensr Ha urnata Ha STELARA npeaBapuTenHo HalbJIHEHa CIIPUHIIOBKA € TIPOU3BEACH OT
CYX €CTECTBEH Kay4dyK (IPOM3BOJHO HA JIATEKC), KOWTO MOXKE 1a IPEAN3BHUKA AIEPTHYHH PEaKLUH IIPH
XO0pa, 4YyBCTBUTEIIHU KbM JIATEKC.

Bakcunanuu

[IpenopbuBa ce 1a He ce mpuiIarat >KUBU BUPYCHH WM )KMBU OakTepuannu BakcuHH (kato BLIK)
eanoBpemeHHO cb¢ STELARA. He ca npoBexgaHu KOHKPETHH MTPOYYBAHUS PHU MALIUEHTH, BEPXY
KOUTO HAacCKOpO € IpuiiaraHa KuBa BUPyCHA WM KUBa OakTepraiHa BakchHa. Hsima naHHu 3a
BTOPHYHO NpenaBaHe Ha HHGEKIHS Ype3 )KUBU BAKCUHU IIpH NauueHTH, nomyyasam STELARA.
Jleuenneto cbc STELARA TpsiOBa na ce mpeycTaHOBU Hali-MaKo 3a 15 ceIMUIM clie mocieHaTa
J103a TIpe/IM TIOCTABSIHETO Ha )KMBa BUPYCHA HMJIM KHMBa OAKTEpPHUATHA BAKCHHA M MOXE Jla C€ Bhb30OHOBH
Hail-MaJko 2 CeAMHUIM cie]] BAKCUHUpaHeTo. JIekapuTe, MpeanucBaliy JIEKapcTBOTO, TPsIOBa Aa
HampasAT crpaBka ¢ KpaTkaTta xapakTepucTHKa Ha MPOAYKTA 32 KOHKPETHATA BaKCHHA 3a
JOTIBITHUTETHA HH(OpMAIIKS ¥ YKa3aHHs 32 €THOBPEMEHHATa YIOTpeba Ha MMYHOCYTIPECHBHH
JIEKapcTBa ClIe]] BAKCHHUPAHE.

He ce npenoppuBa npunarane Ha >kuBu Bakcunu (kato LXK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha yCTEKWHYMAO in utero, B IPOIBIDKCHUE Ha IBAHAJIECET Mecela cie]] paKIaHeTO MU JIOKATO
CepyMHHUTE HUBA Ha YCTEKHHYMa0 MIPU KbpMaUueTO CIIaAHAT MO HUBOTO HA ACTEKUHS (BXK. TOUKH 4.5 U
4.6). Ao e HanUIe KaTeropuyHa KIMHIUYHA [T0J13a 32 OTJICTHOTO KbpMade, MOXKe Jla c€ OOMUCIH
MpuUjaraHe Ha KMBa BaKCHMHA B [TO-PAaHEH MOMEHT, aKO HE c€ OTKpHBAT CEpyMHU HUBA HA
yCTEKHHYMao.

[Tanmenture, kouro ynorpedssat STELARA, Moxe 1a mony4at eTHOBPEMEHHO WHAKTUBUPAHU WIIN
yOUTH BaKCHHH.

Jsarocpounoto neuenne cbec STELARA He moTrcka XyMOpalnHUsS UMYHEH OTTOBOP KbM
MTHEBMOKOKOBHTE TOIM3aXapyIHU BaKCUHH UM KbM BaKCHHHUTE CpEIly TeTaHyc (BX. Touka 5.1).

EnnoBpeMeHHa HMYHOCYIIPECUBHA TEPATTHSI

[Ipu npoy4uBaHus pu IICOPUA3UC HE ca OlCHIBaHM Oe3omacHocTTa U eprukacHocTTa Ha STELARA B
KOMOWHAITUS C IMYHOCYTIPECOPH, BKIIFOUNUTEITHO OMOJIOTHYHU MPOIYKTH win portorepanus. [Ipn
MPOYyYBaHUS MPHU IICOPUATUICH apTPUT, eHOBpeMeHHaTa ynorpeda Ha MTX He nmoBnusBa
6e3onacHoctTa u euracHoctTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u yniepo3eH
KOJIUT ¢JIHOBPEMEHHaTa yroTpeda Ha UMYHOCYIIPECOPH HMITH KOPTUKOCTEPOUIN M3IJICHK 1A HE
noBnMsBa O6e3omnacHocTTa K eukacHocTTa HAa STELARA. TpsiOBa fa ce moaxox/ia ¢ IOBUIIICHO
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BHUMaHHUE, KOTaTo ce 00ChX1a eTHOBpEeMEHHAaTa yrnotpeda Ha apyru umyHocynpecopu 1 STELARA
WIN TP [IPEMUHABAHETO KbM JICUCHUE C APYT'H OMOIIOTUYHU UMYHOCYTIPECOpH (BXK. Touka 4.5).

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

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

Cepro3HH KOXKHU 3a00JsIBaHUS

[Ipu nauueHTy c copuasuc ce cboOIIaBa 3a cydan Ha eKC(OIUATUBEH JEpMATUT Cie]] JICUCHHE C
ycreknayMab (Bk. Touka 4.8). [larpieHTrTe ¢ coprasuc ¢ iaku MOXKe Ja Pa3BHAT €PUTPOACPMHUYCH
TICOPHUA3UC KAaTO YacT OT €CTECTBEHUsI X0 Ha 3a00JISIBAHETO ChC CUMIITOMH, KOUTO MOKE OT KIIMHUYHA
IJIeIHA TOYKA Ja He Ce OTINYaBaT OT eKC(OoIaTUBHUA AepMaTuT. Jlekapure TpsiOBa 1a BHUMABAT 3a
CHUMIITOMH Ha EPUTPOJICPMHUUECH IICOPHA3HC MU eKC(HOTUATUBEH JEPMATUT KaTo 4acT OT
MOHHUTOPUPAHETO Ha TICOpUa3uca MpH MalMeHTa. AKO Te3W CUMIITOMH Ce MOSIBST, TPsIOBa j1a ce
3anoyHe noaxonsmo neuenue. [Ipuemsr Ha STELARA tpsiOBa na ce npeycTaHOBH, aKO UMa
CBMHEHHS 32 JIEKapCTBEHA peaKkusl.

3abosiBaHuUs, CBBP3aHU C JIYITYC

Criyvan Ha 3a00JBaHus, CBBP3aHH C JYITyC, C€ ChOOIIAaBAT NMPH NALMEHTH, JIEKYBaHHU C YCTEKUHYyMao,
BKJIIOYUTEITHO KOXKEH JIYIyC epuTeMaToiec U JIymyc-nogooeH cunapom. [Ipu Bb3HNKBaHe Ha JIe3UH,
0c00eHO Ha U3JI0KEHUTE Ha CITBHIIC YYacThIIM Ha KOXKaTa, WK aKo T€ Ce ChITBTCTBAT OT apTpajrus,
NalMeHTHT TPsIOBa 1a MOTHPCU HEe3a0aBHO JIEKapcKa MOMOIL. AKO ce MOTBBPIAT 3a00IABaHus,
CBBP3aHH C JIYIyC, YCTeKUHYMa0 TpsiOBa J1a ce MPEeyCTaHOBH U J]a C€ 3all0YHe TOXO/AAIIO JeUeHHe.

CrenmanHy nomyianuu

Cmapuecka év3pacm (= 65 co0unu)

B knmMHUYHATE U3MUTBAHUS IPH 0100pEHUTE IOKa3aHUs HE ce HaOJII0/1aBaT ChIICCTBEHH PA3IHYUS B
epUKacHOCTTa WIH 0€30MaCHOCTTA NPH MAIUEHTH Ha 65-TOIUIIHA BB3PACT U MO-TOJIEMH, KOUTO
nonydaBaT STELARA, B cpaBHEHME ¢ IO-MJIQAH MAUEHTH. bposT Ha MAITUEHTUTE HA BB3pacT

65 ronuHU U 1o-rosieMy odade He € 10CTaThUEH, 3a J1a C€ OIPEeAEH JalH Ce MOBJIUABAT PA3/IM4HO OT
MOo-MJIINTE MaMeHTH. Thil KaTo pa3npoCTpaHEHUETO Ha MH(EKIINYU cpeJ| cTapyecKaTa MOy JIaIyst
KaTo ISUI0 € TO-TOJISIMO, JICYCHUETO MPH MAILMEHTH B CTapuecKa Bb3pacT TpsOBa a ce mpuiara
BHUMATEIHO.

Hoaucop6bat 80
Stelara ceappxka 0,04 mg (90 mg/1,0 ml) wim 0,02 mg (45 mg/0,5 ml) monucopObar 80 (E433) BB

BCSIKa J103a, KOsITO € exkBuBasieHTHA Ha 0,40 mg/ml. [TonucopbaTute Morar 1a MPUYUHST AllEPrHYHHA
pEaKIHH.

4.5 Bs3amMmopeiicTBHE ¢ IPYTH JeKaAPCTBEHH MPOAYKTH M APYrH (popMH Ha B3auMojeiicTBHe
JKusu BakcuHM He TpsiOBa 1a ce mpuiarat eqHoBpeMeHHo cs¢ STELARA.

He ce npenoppuBa npunarane Ha >kuBu Bakcuuu (kato LXK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha yCTEKUHYMab in utero, B IpOABIDKCHUE HA IBaHA/IECET Mecela cie]] paKIaHeTO MU TOKATO
CepyMHHUTE HUBA Ha YCTEKHHYMa0 MIPU KbpMaUueTO CIIaAHAT MO HUBOTO HA ACTEKUHS (BXK. TOUuku 4.4 U
4.6). Axo e HanMIe KaTeropuyHa KIMHUYHA T0J13a 32 OTJECTHOTO KbpMade, MOXKe Jla C€ OOMUCIH
MpujaraHe Ha KMBa BaKCHHA B [TO-PAaHEH MOMEHT, aKO HE c€ OTKpHBAT CEpyMHU HUBA HA
yCTEKHHYMao.

[pu dpapMakoKMHETHYHY aHAJU3U HA MOMYAUATa, HallpaBeHH B Ipoy4BaHus (asa 3, e nscnensan
e(eKThT Ha Hal-4eCTO €JHOBPEMEHHO MPHEMaHH JIEKaPCTBEHH MPOAYKTH MIPU HALUEHTH C ICOPHA3HC
(BKJIIOUUTEIHO U Tapaneramolt, H0ynpogeH, aineTHICATUINIIOBA KUCEINHA, METQOPMUH,
aTOPBACTaTHH, JEBOTHPOKCHH) BbPXY (papMakoKWHETHKaTa Ha ycTeknHyMab. He ca HabnmromaBaHu
MIpU3HALKA HAa B3aUMO/IEICTBHE C TE3W €THOBPEMEHHO MpUeMaHH JIeKapCTBEHU MpoayKTH. OcHOBa Ha
TO3H aHanu3 € (HakThT, ye Hai-Manko 100 manuentu (> 5% oT u3cnenBaHaTa MOMyIaLKs) ca JEKyBaHH
€ITHOBPEMEHHO C TE3H JICKApCTBEHH MPOAYKTHU Tpe3 moHe 90% oT mepro/ia Ha MpOoyIBaHETO.
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dapMaKOKHHETHKATa HAa YCTEKMHYMal He ce € MOBIUsIA OT eJHOBpEeMeHHaTa ynoTpeba na MTX,
HCIIBC, 6-mepkantonypHH, a3aTHONPHUH U EPOPATHA KOPTUKOCTEPOUIH MPH MALUEHTH C
TICOPUATHYEH apTpHUT, OojecT Ha Crohn Wiw ynepo3eH KOJIHT, WK OT NpEAIIecTBalla eKCIIO3UIHS Ha
antu-TNFa cpenctea, mpy MalMeHTH ¢ IICOpUaTudeH apTpuT wim 6osect Ha Crohn, uiu ot
IpeAecTBaIla eKCIO3UIHs Ha OMOIOTUYHY JIEKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpeacTsa u/mnu
BEA0JIM3yMal) MpU MALUEHTH C YILEPO3EH KOJIUT.

Pesynrarute oT mpoyuBase in vitro u OoT poy4Bane (aza 1 mpu y4acTHUIM ¢ aKTUBHA O0JIECT Ha
Crohn He ipeanonaraT HEOOXOIUMOCT OT aIallTUPaHe Ha J103aTa MIPH MAIEHTH, KOUTO MTOJTydaBaT
ennoBpemenHo CYP450 cy6ctpatu (Bk. Touka 5.2).

[Ipu npoyuBanus pu Ncoprasuc He ca oueHsBaHu O6e3omacHocTTa U epukacHoctTa Ha STELARA B
KOMOMHAIINS ¢ UMYHOCYTIPECOPH, BKIIOUUTEITHO OMOJIOTHYHY cpesicTBa i poToTepanus. [Tpu
NPOYYBaHUS MPH TICOPHATHYCH apTPHT, eJHOBpeMeHHaTa ynoTpeda Ha MTX He nosiusBa
6e3onacHoctTa U euracHocTTa Ha STELARA B mpoyusanusita npu 6onect Ha Crohn u ynueposex
KOJIUT €AHOBPEMEHHATA yIOTpeda Ha UMYHOCYIIPECOPH WIIM KOPTHKOCTEPOUAN U3TTICKAA HE
noBJIKsABa Oe3omacHocTTa ik eukacHocTTa HAa STELARA. (BK. Touka 4.4).

4.6 DepruauTeT, O)PEeMEHHOCT U KbpPMeHe
JKeHu ¢ neTepoeH noreHnuman

Kenu ¢ neteposieH moTeHmnuan TpsAOBa Ja U3MON3BAT €(PEKTHBHA METOIU Ha KOHTPAIIETIIHS IO BpeMe
Ha JIeYeHUE U 10 15 ceaqMHUIH Clel JIEYEHHETO.

Bpemennoct
[IpocnieKTUBHH JaHHU OT HEroysiM Opoi ciayvan Ha 6pemeHHocCT cien ekcrio3uuus Ha STELARA ¢

W3BECTEH M3XOJl, BKIIFOUUTEHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCITO3HIINS TPe3 MbPBUS
TPUMECTH, HE TIOKa3BaT IMOBUILICH PUCK OT TOJIEMH BPOJCHU MaJI(QOpMaIiK IPH HOBOPOJCHOTO.

IIpoyuBaHusATa [TPH )KUBOTHHU HE TIOKA3BAT MPEKK MIIM HEMTPEKH BPEIHH €(EKTH, CBbP3aHHU C
OpeMeHHOCTTa, eMOPHOHAIHOTO/PETAIHOTO Pa3BUTHE, PAXKIAHETO MM ITOCTHATAIIHOTO Pa3BUTHE (BXK.
ToukKa 5.3).

HannuausT knmuHuYeH onuT obave e orpannyieH. Karo npezmasHa Mspka e 3a mpeArnoynTane na ce
n30srea ynorpedara Ha STELARA no Bpeme Ha OpeMEHHOCT.

YcreknHyMab npeMuHaBa Mpe3 IUIalleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, poJIeHH OT JKEHH,
JIEKyBaHH C YCTEKHHYMa0 10 Bpeme Ha OpeMeHHocTTa. KITMHUYHOTO BB3CHCTBIE Ha TO3H (DAKT HE €
M3BECTHO, HO PUCKBT OT MH(EKLUS NMPH KbpPMadeTa, C eKCIIO3UINS Ha yCTEKUHyMa0 in utero Moxe na
ObJle MOBUIIIEH ciie]l paxaaneTo. He ce mpenopbuBa mpuiiarane Ha xuBH BakcuHH (kaTto BIDK
BaKCHHA) MPH KbpPMadeTa, ¢ eKCIIO3UIHS Ha YCTEKUHYMAO in utero, B IpOIbIDKEHUE HA

JBaHaJeCceT Mecela ClIe PaKAaHeTO WM JOKATO CEPYMHHUTE HUBA Ha yCTEKUHYMaO MpH KbpPMadeTo
CHagHaT MO HUBOTO Ha AeTeKUus (BXK. TOUKH 4.4 u 4.5). AKO € HaJuIle KaTeropuyHa KIMHUYIHA T013a
3a OTZEJIHOTO KbpMaye, MOXe J1a ce 0OMUCIH IpUIaraHe Ha KMBa BaKCHHA B TI0-PAaHEH MOMEHT, aKo
HE ce OTKPHBAT CEPYMHHU HHBA Ha yCTEKUHYMao.

Kopmene
OrpaHu4eHy JIaHHY, MyOIMKYBaHH B JIMTepaTypaTa, IIOKa3BarT, 4ye yCTeKnHyMab ce eKCKpeTupa B

YOBEIIIKaTa KbpMa B MHOTO Mallki KoymdecTBa. He € n3BecTHO manu ycreknHymab ce abcopbupa
CHUCTEMHO clie] morrbiane. [lopaan moTeHInana 3a mposiBa Ha HeKeJIaH! JICKAPCTBEHU PEaAKITHH KbM
YCTeKMHYMa0 MpH KbpMaueTaTa, Tps0Ba /1a ce B3eMe pellIeHUE TajlM Ja ¢e IPEyCTaHOBU KbPMEHETO
M0 BpEME Ha JeUeHue U A0 15 ceamMuuu cieq IeYeHUeTo, Wil 1a ¢€ IPEYCTaHOBU TepaIusiTa ChC
STELARA, karto ce B3eMar mpeABHU Moj3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT TepanusiTa ChC
STELARA 3a xenara.

Peprunurer
EdexThT Ha ycTekuHyMa0 BBpXY (epTHIIUTETA [IPHU XOpa HE € OlleHeH (BXK. Touka 5.3).
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4.7 EdexTn BbpXy cnioco0HOCTTA 32 oupaHe u padora ¢ MAIIUHA

STELARA He noBusiBa W MOBJIMsIBA MPESHEOPESIKUMO CITIOCOOHOCTTA 32 I1odupane u padoTa ¢
MAIlUHH.

4.8 Hexenanu JekapcTBeHH peakINu

O606uienne Ha npoduna Ha Ge30MacHOCT

Haii-yectute HexxenaHu JeKapcTBeHU peakiuu (> 5%) B KOHTPOIUPAHHUTE MIEPHOIN OT KIMHUYHHUTE
NPOYYBaHUS MPH BB3PACTHH C IICOPHA3HC, TICOPUATHYEH apTpuT, 6osiecT Ha Crohn u ynmepo3eH KOIUT
C ycTekuHyMab ca Ha3o(apuHTUT U raBodonue. [loBeueTo oT TIX ce cunTar 3a JISKH U He Hajlarat
NpeKbCBaHE Ha MPOYYBAHOTO JieueHue. Hali-ceprno3nara HexxenaHa JIeKapCTBEHA PEaKIus, KOsITO €
crobmaBana 3a STELARA, e cepro3Ha peakiys Ha CBPbXYyBCTBUTEITHOCT, BKIIFOUHUTEITHO
aHaduiakcus (Bx. Touka 4.4). O6uwmsT npoduia Ha 6€30MaCHOCT € MoA00eH MPH NAUEHTH C
NICOPHA3HUC, ICOPUATHYEH apTPHT, OojecT Ha Crohn u ynIiepo3eH KOJHT.

TabnudeH CIMCHK HA HEXKEINAHUTE PEaKIIuN

JannuTe 3a 6€30MacHOCT, NPEAOCTaBEHH MO-/I0JTy, Ca MOJYUYECHHU Clie]l eKCIIO3UIHS Ha yCTeKnHyMa0
npy BB3pacTHU B 14 npoyuBanus daza 2 u dasa 3 npu 6 710 marmentu (4 135 ¢ ncopuasuc u/uinm
nicopuaTHyeH apTpur, 1 749 ¢ 6onect Ha Crohn u 826 marueHTH ¢ yiepo3eH KoiuT). ToBa BKITIOUBa
excrio3uiys Ha STELARA B KOHTpoJIMpaHHUTE 1 HEKOHTPOJIMPAHNUTE NEPUOIN HA KITMHUYHUTE
NPOYYBaHUS MPH MAIIMEHTH C IICOPUA3KC, IICOPUATHIEH apTpuT, 6osiecT Ha Crohn wiy yiiepo3eH
KOJIUT B MIPOABIDKCHUE HAa Hall-Mako 6 mecena (4 577 manueHTn) win nmoune 1 ronguHa

(3 648 maruenTn). 2 194 nanuenTy ¢ copuasuc, bonect Ha Crohn Wiy yIepo3eH KOIUT ca ¢
EKCITO3UIIN 32 MOoHe 4 TOWHY, TokaTo 1 148 manueHTH ¢ ncopuasuc wim 6oxect Ha Crohn ca ¢
€KCIIO3UIIMS 33 IOHE S5 TOANHM.

B tabmmia 3 e mokazaH CIUCHK ¢ HEXXEJTaHHUTE JICKAPCTBEHH PEAKIIMH OT KIMHUYHU MPOYYBAHHS MTPH
BB3PACTHH C IICOPHA3HC, TICOPUATUYCH apTpuUT, 6osiecT Ha Crohn U ¢ ynIiepo3eH KOJIHT, KaKTO |
HE)KEJIaHUTE PEeaKIMK OT MOCTMapKETHHIoBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacuuIupaHu
0 CHCTEMO-OpPTaHHH KJIACOBE W Y€CTOTAa ChITIACHO CIIeIHATa KOHBeHIMs: MHoro vectu (> 1/10),
Yecru (> 1/100 go < 1/10), Hewectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuor0
penku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HATMYHUTE TJAaHHU HE MOJXKe J1a ObJIc HallpaBeHa
orieHka). [Ipu Bcsiko rpymupaHe B 3aBUCMMOCT OT YECTOTaTa HEeXEIaHUTE JICKapCTBEHU PEaKIuu Ce
M30pOSBaT B HU3XO/AII pejl IT0 OTHOIIICHHE Ha TAXHATA CEPUO3HOCT.

Tabnuya 3 Cnucvk Ha Hexceranu peakyuu

CucremMo-opranHu Yecrora: Hexenann peakuun

KJIacOBe

Wndexnyu u undecranmun Yectu: nHGEKMS HA TOPHUTE TUXATEITHH TBTUINA, HA30()apHHTHT,
CHHY3UT

Heuecru: LEIYJINT, ACHTAJIHU HHq)CKI_[I/IPI, Xepmrec 30CTep, I/IH(I)GKI_II/IH
Ha JOJTHUTC AUXATCIHU IIBbTHUIIA, BUPDYCHHU I/IH(I)CKIII/II/I Ha TOPHUTE
ANXaTCJIHU ITbTUIA, BYJIBOBAarnHaJlHa MUKOTUYHA I/IH(i)eKHI/ISI

Hapymenus Ha umynHata ~ HewecTu: peakuuu Ha CBPBXUYBCTBUTEIHOCT (BKJIIOYUTEIHO OOPHUB,
cucreMa YpTUKapus)
PeI[KI/I: CCPUO3HU PpCAKIMU Ha CBPBXYYBCTBUTCIIHOCT (BK.HIO‘II/ITGJ]HO
aHauIakcus, aHrHOEIEM)

IIcuxuyHu HapylIeHNs Heuectu: nenpecus
Hapymenus Ha HepBHaTa Yecru: 3amaiiBane, rimaBo0osme
cucTeMa Heugecrtu: nunesa napanusa
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PecnivparopHu, rpbaHu U
MEANACTUHAIHU
HapyIIeHUS

UYecrtu: opodapunreanna 6ojka

HeuecTn: Ha3aHa KOHTECTHS

Penku: anepruyueH ajaBeoNnT, €O3MHOPHUIHA THEBMOHMS
MHOTO0 peiKi: OpraHu3Mparia MHEBMOHHUS

CromamHo-4peBHI
HapylIeHus

Yecrtu: Auapus, raicHE, IMOBPBIIAHC

Hapyienus Ha xoxara u
MOJKOYKHATA ThKaH

YecTn: cepoex

Heuectu: mycryno3eH rcopuasuc, eKcqoauanys Ha KoyKaTa, akHe
Penxu: exchonmuaTiBeH qepMaTUT, XUIIEPCEH3UTUBEH BACKYIIUT
MHoro penku: 6yi103eH NeM(pUIonI, KOKEH JIYIyC epUTEMATOIEC

Hapymenns Ha MycKyJIHO-
CKeJIETHATa CUCTEMA U
ChEeIMHUTETHATA ThKaH

Yectu: 601KH B rbp0a, MUANTHS, apTPaAITHs
MHoro peiKu: Iymyc-noao0eH CHHAPOM

OOum HapymeHus u
e(eKTH Ha MACTOTO Ha
HPUIIOKCHUES

Yectu: yMopa, epuTeMa Ha MACTOTO HAa MHKCKTHUPAHC, 0oIlKa Ha
MSCTOTO HA UHKCKTHUPAHC
Heuectu: PCaKn Ha MACTOTO Ha MHKCKTUPAHE (BKJIIO‘II/ITGJIHO

KPBBOU3JIMB, XEMaTOM, BTBBPJISIBaHE, TIOJyBaHE U ChPOEIK), ACTCHUS

*  Bmxkre Touka 4.4, CHCTEMHH U PECITUPATOPHHU PEAKIMU HA CBPBHXUYBCTBUTEIHOCT.

Onwcanvie Ha U30paHK HEXKENaHU JICKAPCTBCHU PEaKIAN

Wudbekumu

B mnane60-koHTpoIMpanu NpoyYBaHUS MPU MALUEHTH ¢ ICOPUA3UC, ICOPUATHUYEH apTPUT, OOJIEeCT Ha
Crohn u ¢ yauepo3eH KOJIUT NPOLUEHTHT Ha HHPEKIUHUTE UM CEPUO3HUTE HHPEKIMH € CXOAEH NPH
NAIMEHTHTE, JIEKYBaHH C YCTEKHHYMa0, ¥ ITPH JICKyBaHHTE ¢ Tiane6o. B miamne6o-koHTponrpanus
NEepUOJ HA Te3W KIMHUYHY MPOYYBaHMA YecToTaTra Ha MHpekuuuTe € 1,36 3a nauneHToroquHa
npociensBaHe MpY NalUeHTH, JIEKyBaHH ¢ YCTeKHHYMa0, u 1,34 — mpu nauneHTH, JIeKyBaHH ¢
mane6o. [osBunute ce cepuo3nu nudeknuu ca ¢ uecrora ot 0,03 3a marEeHTOroAnHa NPOCICAsIBaHe
IIPH MAIMCHTH, JIEKyBaHU ¢ ycTekuHyMa0 (30 cepro3nu uHdpekiuu 3a 930 nanueHToroJuHu
npocnensBane), u 0,03 — npu nanueHTH, JIeKyBaHu ¢ mianedo (15 ceprosun undexunu 3a

434 mauueHTOroJUHM NpociensBane) (BkK. Touka 4.4).

B xoHTponupaHUTE U HEKOHTPOJIHPAHUTE NEPUOIN HA KIMHUYHUTE MPOYUIBAHMS MIPU [ICOPHA3HUC,
NICOpPUATHYEH apTPHUT, 6ojecT Ha Crohn u yJmepo3eH KOJIHT, MPEICTaBIIsIBALLIT

15 227 nanueHToroAnHU eKCIO3ULMs C YCTeKHHyMao mpu 6 710 nmanueHnTu, Meuanata Ha BpeMeTo Ha
npocnensaBade € 1,2 ronuHy; 1,7 roquHY 3a Mpoy4YBaHUATA NPH 1coprasuc, 0,6 ToguHM 3a
npoyuBaHusiTa npu 6onect Ha Crohn u 2,3 roguHy 3a MPOyYBaHUATA € YILEPO3€H KOIUT. [IponeHTsT
Ha nHdexnuute e 0,85 3a marreHToroAnHa MpociieAsBaHe MPY MAIlMEeHTH, JIEKyBaHU C yCTeKUHyMa0, a
NPOIIEHTHT HAa CEpUO3HUTE MHPeKIMU TpH TsX € 0,02 3a manueHToroInHa npocieIsBaHe

(289 cepuoznm nHpekyn 3a 15 227 nanueHToroANHN NPOCIeAsBaHe) U ca JOKIaBaHU CEPUO3HI
WH(EKINH, BKIFOYUTEIHO THEBMOHHS, aHAJIEH a0cIiec, LeNyJIUT, AUBEPTUKYIUT, TACTPOCHTEPHUT U
BUPYCHU MH(DEKIUH.

B npoBenenn KIMHUYHA TPOYYBAHUS MMAIMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca OWin
€HOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca PAa3BUIIU TyOEpKyIo3a.

310Ka4YeCTBEHHN 3a00/IsIBaHUS

B mranie60-koHTpoIMpaHus Iepruo ] Ha KIMHUYHU IPOYYBAHIS IPY TICOPUA3HC, ICOPUATHYCH apTPUT,
6osect Ha Crohn H yJIEpO3eH KOJIUT Y€CTOTaTa Ha 3JI0KAUSCTBCHUTE 3a00JIIBaHUS, C U3KITIOUCHHE Ha
HEMEJIAHOMEH pak Ha KoxaTa, € 0,11 3a 100 nanueHToroquuu npocieasBaHe npy NauueHTH,
NeKyBaHH ¢ ycTeknHyMmal (1 manueHT 3a 929 nanueHToroIuHu npocienspane) B cpapHeHue ¢ 0,23
MIpH MAIMCHTHTE, JIeKyBaHH ¢ 1uiane6o (1 mamuent 3a 434 manueHTOTOANHY MPOCIICISIBAHE).
UYectoTaTa Ha HEMeNIaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHU MpOoCIEAsiBaHe 3a
MAIMEHTUTE, JIEKyBaHH C ycTeKnHyMa0 (4 manueHTH 3a 929 manueHTOroJuHY MIPOCieIBaHe) B

34



cpaBaeHue ¢ 0,46 npu manueHTHTe, JIEKyBaHH ¢ Tuiane6o (2 naruenTy 3a 433 nanueHToroIMHu
IpocCIesBaHe).

B xoHTponMpaHuTe U HEKOHTPOIHUPAHUTE IEPHUOIN Ha KIMHUYHUTE MPOYYBAHUS MIPH IICOPUA3HC,
NICOpPUATHYCH apTPHUT, 6osecT Ha Crohn u yJmepo3eH KOJIHT, MPEICTaBIIsIBALLT

15 205 manueHTOroAMHN eKCIIO3ULKUs ¢ ycTeKnHyMal npu 6 710 manueHnTH, MequaHaTta Ha BpeMeTo Ha
npocinensBane e 1,2 ronuHa; 1,7 ToOUHM 3a MPOyUYBaHUATA MPH 1copuasuc, 0,6 ToauHH 3a
npoyuBaHusiTa npu 6onect Ha Crohn u 2,3 roauHM 3a IPOYyYBAHUATA C YILIEPO3EH KOJIHT.
3nokayecTBEHH 3200 SIBaHUS, C M3KIIOYCHNE Ha HEMETaHOMEH paK Ha KOKaTa, ca JOKJIaJBaHu IpH

76 manmenty 3a 15 205 mauuentoroaunu Ha npocnesBade (dectora ot 0,50 va 100 manmreHTOrOIMHU
Ha TIPOCJeAsiBaHe IPHU MAIMEHTH JICKYBaHU C YCTEKMHYMa0). Te3n ciydan Ha 3JJI0Ka4eCTBCHU
3a00Js1BaHuUs, ChOOILCHH NPU MALUEHTH, JEKYBaHH C YCTCKHHYMa0, ca CpaBHUMH C OYaKBAHUTE
cily4ad B o0I1iaTa nomyJiaius (ctanaapTu3upad koedumueHt Ha yectota = 0,94 [95% nosepureneH
untepsai: 0,73, 1,18], kopurupas 3a Bb3pacT, 1oj1 ¥ paca). Haii-uecto HaOIt0JaBaHUTE
3JI0Ka4eCTBEHH 3200 SIBAHNUS, PA3JIMUHU OT HEMEJAaHOMHHMS KapLMHOM Ha KOKaTa, ca KapLUHOM Ha
IIpocTaTara, MeJIaHOM, KOJIOPEKTAJIEH KaplIMHOM M KapILIMHOM Ha rbpAata. CllydanTe Ha HEMEIaHOMEH
KaplHOM Ha Koskarta ca 0,46 na 100 marmeHTOrofMHNA Ha POCIIeAsIBAaHE TIPU MAIUEHTH, JICKYBaHH C
ycTekuHyMab (69 nmanuenTH 3a 15 165 manueHnTorouHu Ha pocieasBane). ChOTHOIICHHETO Ha
NanKueHTH ¢ 0a3ayieH CIPSAMO CKBaMO3HOKJIEThUCH KapIIMHOM Ha KoxkaTa (3:1) e cpaBHUMO Che
CHOTHOIIICHUETO B 00IIIaTa moIyarus (BX. Touka 4.4).

Peaknyy Ha CBPBXYYBCTBUTEIHOCT
B xoHTponupaHuTe NEpUOAU HA KIMHUYHU IPOYyYBaHUS IPU IICOPUA3UC U IICOPUATHYECH apTPUT Ha
ycTeknHyMab oOpYB M ypTHKapus ca HaOmoaBanu npu < 1% ot nanueHTute (BK. TouKa 4.4).

IlennarpuyHa nomyJanus

Ileouampuunu nayuenmu Ha 6 200uUHU U NO-20]IEMU C NIAKOG NCOPUASUC

be3omacHocTTa Ha ycTeknHyMab e poydeHa B JIBe MpoyuBaHus (aza 3 mpH neAUaTpUIHH MaIUCHTH C
YMEPEH 10 TeXbK IIaKoB ncopuasuc. IIpBoTo npoyusane e npu 110 manuenTn Ha Bb3pacT oT 12 10
17 ronuHu, TeKyBaHH B MpoAbkeHne Ha 60 ceAMULIM, a BTOPOTO MPOyUBaHe € Npu 44 mannueHTH Ha
BB3pact ot 6 10 11 roguHy, TekyBaHu B MPOoIbDKeHUE HA 56 ceamuIti. KaTo 1s1o cro0menure
HE)KeJIaHU ChOUTHS B TE3H JBE MPOYUBAHMUS C JaHHU 3a Oe30macHoCT A0 1 roguHa ca mogoOHu Ha
Te3H, HAOJI0aBaHH B PEAUIIHN IPOYYBAHUS [IPU BB3PACTHU C IUIAKOB IICOPHA3HC.

THeouampuunu nayuenmu ¢ meeno unati-manxo 40 kg ¢ 6onrecm na Crohn

BezonacHoctTa Ha ycTeknHyMab e mpoydueHa B efHo IpoyuBane ¢asa 1 u eqHo npoyusase daza 3 npu
NeAMAaTPUYHU MMALMEHTH ¢ YMEPEeHa JI0 Te)KKa akThBHA OosiecT Ha Crohn choTBeTHO 110 ceamuna 240 u
cenmutia 52. Karo 1suto npodunsbT Ha 6e30macHOCT B Ta3u kKoxopTa (n = 71) e mojo0eH Ha To3H,
HaOJII01aBaH B NPEAMIIHY IPOYYBaHUs [IPH BB3pacTHHU ¢ OojectTa Ha Crohn.

Cro011aBane Ha MMOJI03MPAHU HEXKEIIAaHH PEAKIIUH

Cpo01aBaHeTo Ha IMOIO3UPAHN HEKEJIaHU 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€ M3MCKBA Jla ChOOIIaBaT BCIKA
N0JJ03MpaHa HeXeJlaHa Peakysl Ype3 HalMOHAIHA CHCTeMa 3a ChOOIaBaHe, IIOCOYEHA B
IIpunoxxenue V.

4.9 Ilpeno3upane

Ennamunn no3u 1o 6 mg/kg ca npuiiaraHi HHTPaBEHO3HO B KJIMHUYHU MPOYYBaHHS 0e3
OorpaHu4aBallia 03aTa TOKCUYHOCT. B ciiydail Ha mpeao3upaHe ce npernopbuBa MalUEHTUTE 1A e
HaOII01aBaT 3a NPU3HALK WM CUMITOMH Ha HEXXEJIaHU PeaKkMu U He3a0aBHO Aa ce MPUII0KU
MOIXOSIIO0 CHMIITOMATUYHO JICUEHHE.
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5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: UMmyHocynpecopu, naxubutopu Ha natepieBkuHa, ATC kox:
L04ACO5

MexaHnU3bM Ha JICHCTBHE

Ycereknnymab e m3isio goBemko [gG 1k MOHOKIIOHATHO aHTUTSIIO, KOETO CE€ CBBP3Ba ChC
crennpUIHOCT KBbM 0011aTa IpoTenHoBa cybeannua p40 Ha YOBEIIKM TUTOKMHN HHTepieBkuH (IL)-
12 n IL-23. Ycrekunymab nmoTucka 6noaktuBHoCTTa Ha YoBemkute 1L-12 u [L-23, xato
npenoTBpaTsiBa cBbp3BaHeTo Ha p40 ¢ IL-12RP1 peuentopeH npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKMHYyMal He Moe Jia ce cBbpike ¢ 1L-12 mnu ¢ IL-23, kouto Beue ca
cebp3anu ¢ [L-12RB1 peuentopu mo kieThyHaTa MOBHPXHOCT. CIEI0BATEIHO € MAJIKO BEPOSTHO
yCTEKHHYMab 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 UIUTOKUHH, CEKPETUPAHH OT
AKTUBUPAHH aHTUTEH-TIPEICTABAIIN KICTKH, HApUMep Makpodaru U ISHIPUTHH KICTKU U J[BaTa
LUTOKMHA yyacTBaT B UMyHHHTE QyHKIMH; IL-12 cTumynupa ecrectBenute kietku youiinu (NK) u
npenu3BukBa nqudepennuanuata Ha CD4 + T knerkure kM T 1 xenmmepenr (Thl) denorumn, 1L-23
unnynupa et Ha T 17 xenmnepute (Th17). AGHopmHara perynarms Ha [L-12 u [L-23 obaue ce
CBBp3Ba C UMYHHOMEIMUPAHH 3a00JSIBAHUS KaTO TICOPUA3HC, IICOPUATUICH apTpuT, 6osecT Ha Crohn
U YJLEpO3€H KOJIUT.

Upes cBpp3Bane Ha obmiata cybeauuuna p40 na [L-12 u IL-23, ycTrekuHyMad MoKe Jla OKa3Ba CBOUTE
KJIMHUYHU e(eKTU IPH IICOPHA3UC, ICOPHUATHIEH apTpHT, OosecT Ha Crohn  yiepo3eH KOJIUT Ype3
npekbceBane Ha mpTuinaTa Ha Thl u Th17 uuToknHM, KOMTO ca B OCHOBATa HA MATOJOTHATA HA TE3H
3a00JIsIBaHUSI.

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

[Ipu nauyeHTy ¢ yaepo3eH KOJUT JIEYCHUETO ¢ yCTeKUHyMal BOAH 10 HaMaJIeHHE Ha
BB3NATUTEIHUTE MapKepH, BKIrounTeaHo CRP u dekaneH kannpoTEeKTHH 0 BpeMe Ha
MHIYKIIMOHHATa (a3a, KOeTo ce MO Ibprka Ipe3 IsiIaTa noaabprkaa (asza 1 mpoabIKEHHETO Ha
npoyuBaHeTo A0 cenmuria 200.

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

BB3PAaCTHUTE NMAUMEHTH, JIeKyBaHu cbC¢ STELARA 3a Hali-manko 3,5 roauHu, ca Aajiyd aHTUTSIIO-
OTTOBOPH Ha MTHEBMOKOKOBY MOJM3aXapHIHN BAKCUHH U BAKCHHU CPEILly TETaHYC, CXOIHU C TE3U IpH
KOHTpOJIHATa Irpyma MalueHTH, ody4yaBalld HECHCTEMHO JieueHne Ha ricoprasuc. CXoJieH MPOLEHT OT
BB3pACTHUTE MaLMEHTH, JeKyBaHH ¢bCc STELARA 1 Te3u B KOHTpOIHATa IpyMa, ca pa3BUIM 3allUTHH
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTETAHUYHH aHTUTENA, U TUHTPUTE HA AaHTUTEJIaTa UM Ca CXOJIHHU.

Kinnnnuna edukacHocT

ITmakoB mcopmasuc (Bb3pacTHH HAITMEHTH)

beszomnacHocTTa M e(hMKacHOCTTA Ha YCTEKMHYMa0 ca orieHeHH ripu 1 996 manueHTH B

JIBE paHIOMHU3HUPaHH, JBOWHO-CIICITH, IIarie00 KOHTPOIUPaHH MPOyYBaHUS IPHU MAIIMEHTH C YMEpEH
JI0 TEXBK IJIAKOB IICOPUA3UC, KaHAUIATH 3a (hOTOTeparus wiu cucteMHa Tepamnus. OCBeH TOBa B €THO
PaHIOMM3UPAHO, AKTUBHO KOHTPOJIMPAHO MPOYUIBAHE CHC 3aCIICTICH OICHUTEN € CPAaBHEHO JICHCTBUETO
Ha yCTEKMHYMa0 M €TaHEPIIENT MPH MAIMCHTH ¢ YMEPEH JI0 TeXKBK MJIAKOB TICOPUA3HC, KOUTO HE ca ce
MOBJIMSUIH, TPOSBUIN €2 HETOHOCUMOCT WJIM Ca UMAJIH MPOTUBOIIOKA3aHUE KbM IUKIocnopuH, MTX
i [TYBA Tepamwst.
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B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenn 766 nauuenTn. 53% ot TIX HE ca ce
TIOBJIVSUTH, TIPOSIBIJIA Ca HETTOHOCHMOCT HJIM Ca UMAJIM MPOTHBOIIOKA3aHUE KBM JAPyTa CHCTEMHA
Tepanus. [lanMeHTuTe, paHIOMU3MPAHH 3a JICUCHUE ¢ YCTEKHMHYMa0, ca MPHUENId 1034 OT 45 mg uin
90 mg B cenmunu 0 1 4 ¥ ca NPOABIKUIM Ja MPUEMAT ChIllaTa J03a Ha BCEKU 12 ceaAMUIIN.
[TanuenTrTe, paHIOMU3MpPAHH 3a JiedyeHHe ¢ Tuanedo B ceqmuiiy 0 u 4, ca mpeMUHAIN KbM JICYCHUE C
ycTekuHyMao (45 mg wiu 90 mg) B cenmuiy 12 u 16, cien KOeTo ca MPOIbJIKIIN 13 TPUeMaT
chlIara n03a Ha Bceku 12 ceaqmunu. [lanyenTu, mbpBOHAYATHO PaHAOMU3ZUPAHU 32 JICUCHHE C
YCTeKMHYMa0, KOUTO ca JOCTUTHAIIM HUBO Ha MOBJIMSABAaHE 75 1O MHJIEKCA 32 00JIACT U TeXKECT Ha
nicopuasuc (PASI) (momodpenne mo PASI ot munumym 75% B cpaBHEHHE ¢ U3XOHUTE CTOHHOCTH) B
ceamuny 28 u 40, ca MOBTOPHO paHIOMHU3HMPAHHU 3a JICUCHHUE ¢ YCTEKMHYMa0 Ha BCeKH 12 ceaMuIiu
WK ¢ Tane6o (T.e. OTTerIsIHe OT TepanusaTa). [lanreHTiTe, TOBTOPHO paHAOMHU3UPAHU 32 JICUCHHUE C
iane6o B cenmuna 40, ca Bp300HOBIH Tepanusita cb¢ STELARA B mbpBOHaUa HATa CH cXeMa Ha
JI03UpaHe, cien karo nomoopenuero uM mo PASI B cenmunia 40 e namainsio ¢ MuauMyM 50%. Benuku
MALMEHTH ca NPOCIEICHHU 3a MEPUO A0 76 CEAMUIM ClIe] IbPBOTO MPUIOKEHUE HA U3CIEABAHOTO
JICYCHHUE.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca onenenn 1 230 nanuentu. 61% oT TsX He ca ce
MOBJIMSUIH, IPOSBUIN €2 HEIOHOCUMOCT WJIM Ca UMAJH MPOTUBOINOKA3aHUE KbM APYTra CUCTEMHA
Tepanus. [lanMeHTuTe, paHIOMU3MPAHH 3a JICUCHUE ¢ YCTEKHMHYMa0, ca MPHUENTH 1034 OT 45 mg uiu
90 mg B cenmuniu 0 u 4, mocaeABaHU OT AOITBIHUTENHA 032 B cenmuiia 16. Ilanuenture,
paHIOMU3MpPAHH 3a JieueHue ¢ Tane6o B ceqmuiy 0 u 4, ca mpeMUHAIIN KbM JISYeHHE C YCTEKUHYMao
(45 mg nmm 90 mg) B cenmunu 12 u 16. Becnuku manueHTy ca IpocieICHH 3a IEPUO 10 52 ceaMUITn
cJelI MEPBOTO MPHUIIOKECHHUE HA U3CIIEABAHOTO JICUCHUE.

B npoyusane npu nicopuazuc 3 (ACCEPT) ca onenenn 903 manueHTH ¢ yMEpeH JI0 TEXBK ICOPHA3UC,
KOWTO HE Ca C€ TIOBJIUSIIHU, TIPOSBUIIN Ca HETIOHOCUMOCT WJIH Ca UMAaJId IPOTHBOIIOKA3aHUE KbM JIpyTa
cucreMHa tepanus. CpaBHeHa ¢ e(UKaCHOCTTa Ha YCTEKUHYMal ¢ Ta3u Ha eTaHEpIICIIT U € OllCHEHa
Oe3omacHocTTa Ha ycTeknHyMab u eranepuent. [lo Bpeme Ha 12-ceqMUyHaTa aKTUBHO KOHTPOJIHPAHA
YacT OT MPOYYBAHETO MAIMEHTUTE ca PaHIOMHU3UPAHH Jla ipueMar eraneprent (50 mg 18a mbTH
CeJMHUYHO), YCTeKUHYMa0 45 mg B cenmuiy 0 u 4 win ycrekuaymad 90 mg B ceamunu 0 u 4.

WzxoaanTe XapakTeprUCTUKU Ha 3a00JIIBaHETO ca MPUHLIMIIHO ITOCIIEI0BATEIHN BbB BCHUKU TPYIIH Ha
JiedeHue B poy4BaHe npu ncopuasuc 1 u 2 ¢ meanana Ha PASI ckopa Ha n3xonno HuBo ot 17 10 18,
¢ MeJMaHa Ha TeJecHa moBbpXHOCT (BSA) Ha m3xonHO HUBO > 20 ¥ ¢ MeMaHa HA IEPMATOIOTHICH
MHEKC 3a KayecTBO Ha kuBOT (DLQI) B rpanuuute ot 10 1o 12. bnuso exna tpera (mpoy4BaHe npu
ncopuasuc 1) u enHa 4eTBBPT (IIPOyUBaHE MPHU IICOPHA3UC 2) OT MAIIMCHTUTE UMAT IICOPUATHICH
aptput (PsA). [TogoOHa TexxecT Ha 3a00JIIBaHETO ce HAOJI0IaBa U IIPU IPOYYBaHE IIPH IICOPUA3HUC 3.

IIspBHUYHATA KpaifHa TOYKA B TE3U MPOYIBAHUS € CHOTHOIICHUETO HA MAIIUEHTUTE, JOCTUTHAIA HUBO
Ha noBjusBaHe Mo PASI 75 cripsAMo U3X0IHUTE CTOMHOCTH B ceamuiia 12 (Bxx. Tabnunu 4 u 5).

Tabnuya 4. OboOwenue na KIUHUYHOMO nosauasane 6 npoyugane npu ncopuazuc I (PHOENIX 1) u
npoyusane npu ncopuazuc 2 (PHOENIX 2)

Cemmuna 12 Cenmurna 28
2 no3u (ceamuna 0 1 cenmuna 4) 3 nmo3u (ceamura 0,
ceamuna 4 u ceamuria 16)
[Tnare6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoii
paHIOMU3UPAHU 255 255 256 250 243
HAlUEHTH
EZBSTQ%B,%H; ‘g;) | 26 (10%) | 213 (84%)° | 220 (86%)* | 228(91%) | 234 (96%)
EXEJ;P;"S‘TE‘;; lg(;) | 8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) 191 (79%)
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IloBnusBane o

V] 0 a 0 a 0 0

PASI 90, 6p. (%) 5(2%) 106 (42%) 94 (37%) 123 (49%) 135 (56%)

OOJI® 3a u3uncreHn

WM MUHUMAJTHU, Op. 10 (4%) 151 (59%)* | 156 (61%)* 146 (58%) 160 (66%)

(%)

Bbpoit nanuentu

<100 ke 166 168 164 164 153
IToBausBane nmo 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
TToBausaBane nmo o o 0 0 0
PASI 75, 6p. (%) 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)

IIpoyusane npu

ncopuasuc 2

Bpoit

paHaOMU3UPaHU 410 409 411 397 400

MalEHTH

IToBnmusBane 1Mo o 0/\a 0/\a 0 0

PASI 50, 6p. (%) 41 (10%) 342 (84%) 367 (89%) 369 (93%) 380 (95%)

TToBnusaBane Mo o 0/\a 0/\a 0 0

PASI 75. 6p. (%) 15 (4%) 273 (67%) 311 (76%) 276 (70%) 314 (79%)

IToBnmusaBane 1Mo o 0/\a 0/\a 0 0

PASI 90, 6p. (%) 3 (1%) 173 (42%) 209 (51%) 178 (45%) 217 (54%)

OOJI® 3a u3uncreHn

WM MUHUMAJIHU, Op. 18(4%) 277 (68%)* | 300 (73%)*? 241 (61%) 279 (70%)

(%)

Bbpoit nanuentu

< 100 ke 290 297 289 287 280
IToBnusBane nmo o o 0 0 0
PASI 75, 6p. (%) 12 (4%) 218 (73%) 225 (78%) 217 (76%) 226 (81%)

Bbpoit nanuenTu

> 100 ke 120 112 121 110 119
[MoBnusBane mo 3 (3%) 55 (49%) 86 (71%) 59 (54%) 88 (74%)

PASI 75, 6p. (%)

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

0

OOJI = O0ma oieHKa Ha JieKaps

Tabnuya 5 Obobwenue na KIuHUYHOMO nosauasane 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
CEJIMUTIHO)
bpoii pangoMu3rpaHu MalueHTH 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%)*
&?ﬁl ;g;;“g;e‘(‘(‘; ;‘”“ 170 (49%) 136 (65%)? 245 (71%)*
Bpoii manuentu < 100 kg 251 151 244
(r,f/‘:;m"BaHe mo PASL73, p. 154 (61%) 109 (72%) 189 (77%)
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bpoii marmentu > 100 kg 96 58 103
g/o;annﬂBaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)
0

p < 0,001 3a ycrekunymab 45 mg wiu 90 mg B CpaBHEHHE C €TAHEPLICTIT.

a

0 p =0,012 3a ycrekunymab 45 mg B CpaBHEHHUE C €TaHEPLEIT.

B npoyusane npu ncopuasuc 1 nogaspxxaneto Ha PASI 75 e 3HaYUTETHO MTO-BUCOKO MPH
MPOABKUTEITHO JICUCHUE, B CPAaBHEHHE C TOBA IIpU OoTTerysaHe oT JiedueHueto (p < 0,001). [TomoOHu
pe3yaTaTtu ce HaOIoJaBat NpH Beska 1o3a ycrekunymad. Ha 1% ronuna (ceaqmuua 52) 89% ot
MAUEHTUTE, MOBTOPHO PAHIOMU3HUPAHU 32 MOAIBPIKALIO JIeUeHHe, ca ce nosnusiau no PASI 75, B
cpaBHEHHUE ¢ 63% OT MallMEHTHTE, IOBTOPHO PAaHIOMH3MPAHH 3a M1are00 (OTTErNIAHE OT JICYCHUETO)
(p <0,001). Ha 18™" mecer (ceamuia 76) 84% OT manueHTHTE, TOBTOPHO PAHIOMH3UPAHU 32
MOAIBPIKAILO JieueHue, ca ce nopnusid o PASI 75, B cpaBHenue ¢ 19% oT nanueHTuTe, MOBTOPHO
paHIOMM3UpPAHH 3a M1aedo (oTTerysHe ot jedeHuero). Ha 3™ roguna (ceamuria 148), 82% ot
MAIMEeHTHTE, TIOBTOPHO PaHIOMHU3HUPAHH 3a MMOABPIKAIIO JiedeHue, ca ce moBiusuiu mo PASI 75. Ha
5-ta roquHa (cenmuna 244) 80% OT manueHTUTe, TOBTOPHO PaHIOMHU3UPAHU Ha MOABPIKAIIO JICUCHHE,
ca ce moBimsun 1o PASI 75.

[Ipu manmeHTHTE, MIOBTOPHO PaHIOMHU3UPAHU 3a IU1arie00, KOUTO OTHOBO Ca MPEMUHAIN KbM
IbpBOHAYATHATA CH CXeMa Ha JISYeHHEe C YCTeKHHYMa0 cien 3arybaTa Ha > 50% mogoOpeHue mo
PASI, 85% ca Bp3cTanoBwIHM noBIusBaHeTo mo PASI 75 B pamkute Ha 12 ceamuIiy ciex
Bb300HOBSIBaHE HA TEPAITUATA.

B npoyuBane npu ncopuazuc 1 B ceqmuna 2 u ceamuiia 12 ce Habmo/1aBa 3HAYUTEITHO MOJO0pEHHE
crpsiMo u3xoanute croitnoct Ha DLQI BBB BCsika OT rpynuTe Ha JieueHWe C YCTEeKHHYMao B
cpaBHeHue ¢ miane6o. [lonodpennero ce 3ama3pa o ceamuna 28. [lonoOHO 3HaUNTETHO TOAOOPEHNE
ce Ha0Ir0/1aBa B IPOyYBaHe MpH ricopuasuc 2 B ceamuny 4 u 12, koeTo ce 3amna3sa 1o ceamuiia 24. B
NpOyYBaHe MpH Mcoprasuc 1 mogoOpeHnsTa B HOKBTHUS TICOpUa3Uc (MHEKC 3a TEKECTTa Ha HOKBTEH
NICOPHA3HUC), B 00IIaTa OLEHKA Ha PU3MIECKOTO U EMOLMOHAIHOTO cheTosHue 1Mo SF-36 U BBB
BU3yaJIHO-aHAJIOTOBATa CKajla 3a OIlpeelisiHe Ha CTOWHOCTTA Ha Ooskara npH cbpoex (VAS) cpiro ca
3HAYUTEJIHU MPH BCSAKA TPpyIa Ha JICUCHHE C yCTeKHHyMal B cpaBHEeHHe ¢ Tuiane6o. B npoyuBane npu
TIcOpHa3nc 2 KIMHUYHATA CKasia 3a TpeBOKHOCT U aenpecust (HADS) u BbIpoCHUKET 3a paboTHH
orpannuenus (WLQ) chIuo mokasBar 3HaUUTETHO IOZOOPEHNE BbB BCSKA OT IPYNHUTE HA JICYEHHUE C
yCTeKHHYMal B CpaBHEHHE ¢ TUIaeo.

IIcopuatnuen aprpur (PsA) (Bb3pacTHH HAMEHTH)

JlokazaHo e, 4ye yCTeKUHYMa0 1mo100psABa MpU3HALUTE U CUMITOMUTE, (DM3MYECKOTO ChCTOSTHUE U
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA KHMBOT M HAMaJIsIBa CTEIICHTA Ha MPOrPecHs Ha MepUPEpHOTO
CTaBHO yBpEXJaHe IPU Bh3PACTHU MALMEHTH C aKTUBEH PsA.

bezonacHocTTa 1 euKkacHOCTTa Ha YCTEKMHYMa0 ca OlleHeHH ITpH 927 MallueHTH B JBE
paHIOMHU3UPAHH, TBOMHOCIICIH, IIAI[c00-KOHTPOJIMPAHH ITPOYYBAHUS TP MAIIMEHTH ¢ aKTUBEH PSA
(> 5 nmoxyty cTaBu 1 > 5 OONE3HEHH CTaBH) BBIIPEKH yIOTpedaTa Ha HECTSPOUIHH
npotuBopb3manuTentu cpeacrsa (HCIIBC) wmm Mmogudunuparm 6o1ecTTa aHTUPEBMAaTONIHA
nekapctBa (DMARD). [aruenTuTe B T€3u IpOyYBaHHS ca UMaId TIOCTaBeHa quarHos3a PsA Haii-
MaJiko OoT 6 Mecera. BkirroueHu ca ManueHTy ¢ BCSIKAaKbB TOATHIT Ha PSA, BKIFOUHTEITHO
MOJTMAPTUKYJIAPEH apTPUT Oe3 JaHHU 3a PeBMAaTOUIHU BB3IH (39%), CHOHIMINT ¢ iepudepeH apTpuT
(28%), acumerpuueHn nepudeper aptpur (21%), ¢ yyactue Ha qucTaliHa MHTep(daiaHreanHa cTapa
(12%) u unBanuansupau aptpur (0,5%). Hag 70% u 40% ot nanuentuTe B ABETE IPOYUYBAHUS Ca
UMaJId ChOTBETHO €HTE3UT U JAKTHIUT Ha U3X0JHO HUBO. [laneHTuTe ca paHIoMU3UpaHu Ja
MoJIydaT JIeYeHHE ¢ YCTeKuHyMao 45 mg, 90 mg, wiu mianedo moakokHo Ha ceaMuii 0 u 4,
MOCJIC/IBAHU OT Mpuiarane Ha Bceku 12 cenvunu (q12w). [pubnuszurentno 50% ot manueHTrTe ca
MPOABIDKUAIHN Ha ocTostHAA 103a MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT II), crorBeTHO 80% 1 86% OT
nanueHTure, ca omnu nexysanu ¢ DMARD. B npoyuBane 1 He € O1ito mo3BoJIeHO MPEIUILIHO JICUEHUE
C aHTaroHUCT Ha TyMop-HekpoTuzupai ¢aktop anda (TNF)a. B npoyusane 2, moBedeTo nauueHTu
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(58%, n = 180) ca Own nexyBanu ¢ eaHo uiu noseue antu-1NFa cpeactBo(a), kato ot Tax Hax 70%
ca nmpeycTtaHoBuiIM cBoeTo anTu-TNFo nedenue, nopaay numnca Ha epUKaCHOCT MM HEIOHOCHUMOCT,
IO BCSIKO BpPEME.

ITlpuznayu u cumnmomu

JleuenneTo ¢ ycTekKnHyMad BOJIM 10 3HAUUTETHH MOJOOPEHHS B U3MEPUTEINTE 32 aKTUBHOCT Ha
3a00JIsIBAHETO B CpaBHEHUE ¢ Tuiare6o Ha ceamuiia 24. [IbpBuvHaTa KpaiHa TOUKa € MIPOICHTHT Ha
NalUeHTHUTE, TOCTUTHAIN OTToBOp 20 1Mo KpUTEpUUTE HA AMEPHUKAaHCKHUS KOJIEX [0 PEBMATOIOT U
(American College of Rheumatology, ACR) na ceamuna 24. OCHOBHUTE pe3ynTaTH 3a €UKACHOCT ca
MIpeICTaBeHH B Ta0OIHIIa 6 TIO-70TTy.

Tabnuya 6 bBpou Ha nayuenmume, NOCMUSHAU KIUHUYEH OME080p NPU NCOPUAMUYEH APMPUM
Ipoyusane 1 (PSUMMIT 1) u Ilpoyysane 2 (PSUMMIT II) na ceomuya 24

IIpoyuBaHe NpHu NCOpUATHYEH IpoyuBaHe NP NCOpPUATHYEH
aprpur 1 apTpur 2
Inanedo 45 mg 90 mg Inanedo 45 mg 90 mg
Bpoii
PaHAOMU3MPAHU 206 205 204 104 103 105
NanHeHTH
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%)*
otrosop, N (%)
ACR 70

omroop. N (%) | 5@%) | 25(12%) | 29(14%) | 3G%) | T(%" | 9%

bpoii nayuenmu c

> 3% BSA" a6 ' ¢ %0 ® i
PASI 75 a a a 2
otropop. N (%) | 16 (11%) | 83 (57%)" | 93 (62%)" | 4(5%) | 41 (51%)" | 45 (56%)
PASI 90
otropop. N (%) | 4G%) | 60(41%)" | 65(44%)" | 3(4%) | 24 (30%)" | 36 (44%)"
Komb6unmnpan
ACR20 8(5%) | 40(28%)" | 62(42%)" | 2(3%) | 24(30%)" | 31 (38%)°

otrosop, N (%)

Bpoii nanueHTH

<100 ke 154 153 154 74 74 73

ACR 20

V] 0 o V] o V]
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 nanueHTH

> 100 kg 52 52 50 30 29 31

ACR 20

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

bpoii nayuenmu c

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

& p<0,001

® p<0,05

® p=NS

Bpoii nanentu ¢ > 3% BSA 3acernara rncopuaTuyHa Koxa Ha U3X0JHO HHUBO
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ACR 20, 50 u 70 oTroBOpH MpOIBIKABAT J]a c€ TOM00PSIBAT WK C€ IOUTbPIKaT 10 ceamuiia 52 (PsA
IIpoyusane 1 u 2) u ceaqmuna 100 (PsA IIpoyusane 1). B PsA IIpoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca nocturnatu npu 57% u 64%, crotBeTHO 32 45 mg u 90 mg. B PsA [Ipoyusane 2,
ACR 20 otroBopu Ha ceamuna 52 ca nocturatu npu 47% u 48%, cpoTBeTHO 32 45 mg 1 90 mg.

[IponeHTHT Ha MAIIMEHTHTE, MOCTUTHAIIN OTTOBOP N0 MoaudUIpanu PSA KpuTepun Ha OTTOBOP
(PsARC) cbI110 € 3HaYUTEIHO MO-TOJISIM TP IPYNUTE HA YCTEKHHYMa0, B CpaBHEHHUE ¢ Tuiane0o Ha
ceaqmuua 24. OtroBopu PsARC ce nogabp:xat no Bpeme Ha cenmuuu 52 u 100. [To-ronstm opoueHT ot
NAIMEHTHTE, JIEKYBAaHH C YCTEKHHYMa0, KOUTO Ca MMaJIM CIIOHIUITUT ¢ TIeprdepeH apTpUT Kato
OCHOBHA JIarHo3a, nokasear 50 u 70 npormeHTHO mooOpeHue B ckopa 1o bat uHeKc 3a akTHBHOCT
Ha 3a0oJsiBaHeTo Npyu aHkwio3upamy cnonanwnt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDALI) B cpaBHenue ¢ mane6o Ha cenMuiia 24.

OtroBopuTte, HaOMIOJaBaHU NP TPYINTE, JIEKYBAaHH C YCTEKHMHYMa0, ca CXOIHU MPH NallUEHTHTE,
KOUTO NOJy4yaBaT UIIM He Nony4aBaT eqHoBpeMeHHO MTX u ce monabpikar o BpeMe Ha ceIMULH 52
u 100. [TamenTtuTe, nexyBanu npeau ToBa ¢ anTH-TNFa cpeacTBa, KOUTO ca MOTyYMIN yCTEKMHYMa0,
ca MOCTUTHAIIN TIO-TOJISIM OTTOBOP Ha ceIMHIa 24 B CpaBHEHHE C MALMEHTHTE, [TOTyYaBajy Iianedo
(ACR 20 otrosop Ha ceqmuua 24 3a 45 mg u 90 mg e crorBeTHO 37% U 34% B cpaBHEHUE ¢ TUIAE00
15%; p < 0,05) 1 oTrOBOpPHUTE CE MOIABPKAT IO BpeMe Ha cenMuiia 52.

[Ipu nauyeHTy C EHTE3UT W/WH JAaKTWINT Ha U3X0AHO HUBO, mpu PsA IlpoyuBane 1 ce HabmogaBa
3HAYMMO MOJIOOPEHUE B CKOPOBETE 332 EHTE3UT M JAKTUIIUT MPH IPYNUTE HA YCTEKUHYMa0 B CpaBHEHUE
¢ mane6o Ha cenmuna 24. B PsA TIpoyuBane 2 ce Habmro1aBa 3HAYUMO TTOI00pPEHUE B CKOpa 32
EHTE3UT U YHCIIEHO NMoJo0peHHe (He € CTaTUCTHYECKH 3HAYMMO) B CKOpa 3a JaKTHJIUT NP rpynara Ha
ycrekuHyMab 90 mg B cpaBHeHue ¢ manedo Ha cenmuna 24. [TonoOpenusra B ckopa 3a €HTE3UT U B
CKOpa 3a JJaKTWINT Ca TOIbpKaHu Mo BpeMe Ha ceamuit 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpeXKIIaHE B JIBETE PhHIIE M KpaKara ce u3passBa KaTo MPOMsHA CIIPSIMO U3XOAHOTO HUBO
B 00must van der Heijde-Sharp ckop (vdH-S ckop), Mmogudunmpan 3a PsA upe3 no6aBsiHe Ha
JUCTAIHUTE UHTep(daIanreanny craBu Ha poiere. [IpoBeneH e npeasapurento aepuHupan
MHTETpUpaH aHAJIM3 Ha KOMOMHMpaHu AaHHH oT 927 mauuentu B asete PsA IIpoyuBanus 1 u 2.
YcreknnyMab mokas3Ba CTaTUCTHYSCKH 3HAYMMO HaMalleHUE B CTETIEHTa Ha MPOrpecusl Ha
CTPYKTYpPHOTO yBpEXJaHE B CPaBHEHHUE ¢ IIae00, H3MEPEHO Ype3 IPOMSIHA CIIPIMO U3XOAHOTO HHUBO
10 24 ceamuna B o0mus moaudunupan vdH-S ckop (cpeaen + SD ckop e 0,97 + 3,85 B rpynara Ha
iane6o, B cpaBaenue ¢ 0,40 = 2,11 u 0,39 + 2,40 ipu chOTBETHO yCTEKUHYMAO Tpymnu 45 mg

(p <0,05) 190 mg (p <0,001). To3u edekt ce nbxu Ha PsA Tlpoyuane 1. EQektsT ce cunra 3a
JOKa3aH, He3aBUCHMO OT €HOBpeMeHHaTa ynorpeba Ha MTX u ce mogabppxa 1o BpeMe Ha

ceamuny 52 (uarerpupan ananu3) u 100 (PsA Ilpoyusane 1).

Qu3uuecko CbCMosHUe U C8bP3AHO CHC 30PABEMO KAYeCMB0O HA HCUBOM

[TanuenTw, TeKyBaHU C YCTEKUHYMa0, ca MOKa3alld 3HAYUTEITHO MO00peHNe Ha (PU3NIECKOTO
CBCTOSIHHE, KAKTO € OIICHEHO I10 MHJICKCA 32 MHBAJIMIHOCT OT BHIIPOCHHKA 32 OIICHKA Ha 3PaBeTO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuria 24. [IporieHThT Ha
MAIMEHTUTE, IOCTUTHAIN KIHHUYHO 3HaunMo > 0,3 momobpenne Ha HAQ-DI ckopa cipsimo
W3XOJHUTE CTOMHOCTH, CHIIO € 3HAYUTEITHO MO-TOJISAM IIPU TPYIIUTE Ha YCTEKMHYMa0, B CpaBHEHUE C
mane6o. [Togoopenne Ha HAQ-DI ckop cnpsiMo M3X0AHOTO HUBO C€ TMOABPKA 10 BpeMe Ha
ceamury 52 u 100.

Nma 3naunrenno nopodpenne B DLQI ckopoBete npu rpynuTe Ha yCTEKHHYMa0, B CpaBHEHHUE C
rrane0o Ha ceqmuiia 24, KoeTo ce morppxa mo Bpeme Ha ceamun 52 u 100. B PsA [poyuBane 2
MMa 3HAYUTEIIHO OJA0OpEHNE B CKOPOBETE 32 (PyHKIIMOHAHA OLIEHKA HA TepanusiTa 3a XpOHUIHO
3abomsBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
IpynuTe HA YCTEKMHYMa0, B CpaBHEHHUE ¢ Tuiane6o Ha ceamuiia 24. [IporeHThT Ha MAllMeHTHTE,
JOCTUTHAJIM KIMHUYHO 3HaYMMO nonoOpenue Ha ymopara (4 touku no FACIT-F) cpiio e 3HaunTenHo
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MO-TOJISIM TIPH TPYIIUTE Ha ycTeKnHyMao, B cpaBHeHHeE ¢ mianebo. [lonoopenusta na FACIT-F ckop
ce MOAABPIKAT M0 BpeMe Ha ceamuua 52.

Ilennarpuyna nonyJanus

EBpornelickaTta areHys 1o JekapcTBara oTiiara 3aJbDKEHUETO 3a IPEAOCTaBsSIHE Ha PE3YIATATUTE OT
NPOYYBaHUATA C YCTEKHMHYMa0 B e1Ha WM NIOBEYE NOATrPYIH Ha MeAUATPUIHATA OIMYJIamus C
IOBEHUJICH WAMOMATHYEH apTpHT (BK. Touka 4.2 3a nH(OpMaIys OTHOCHO yroTpeda B eUaTpusTa).

Ilnakos ncopuasuc npu neduampuiny nayueHmu

JlokazaHo e, 4ye yCTeKHHyMa0 1moo0psABa MpU3HAIIUTE U CUMITOMUTE, (PU3UYCCKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3PABETO KAUE€CTBO HA KUBOT IPH MEIUATPUYHU MAIUEHTH Ha 6 TOJUHU U IO-TOJIEMHU
C IUTAKOB TICOPHA3HUC.

THayuenmu 6 ronowecka ev3pacm (12-17 2oounu)

Eduxacnocrra Ha ycTreknnyMab e npoydeHa npu 110 neguatpuyay nauMeHTy Ha BB3pacT oT 12 1o

17 ronuHM ¢ yMEpeH J0 TeXbK IUIaKOB IICOPHA3UC B MHOTOLIEHTPOBO, PAaHAOMHU3UPAHO, IBOMHO-
cIsino, miarnedo KoHTponupano npoyusatne dasza 3 (CADMUS). [TanueHTrTe ca paHIOMHU3UPAHHU 1a
noJTy4JaBaT wiH maredo (n = 37), uiau npenopbunTeHaTa 103a ycrekuaymMab (Bxk. Touka 4.2; n = 36),
WM TIOJIOBMHATA OT MPEMOPHhUNTEIIHATA /1032 YCTeKUHYMa0 (n = 37), upe3 MOAKOKHO WHKEKTHpaHe Ha
ceamurty 0 u 4, cnex ToBa mpriiarane Ha Bceku 12 ceamuru (q12w). Ha cemmuna 12 manueHTure,
JIeKyBaHH ¢ TU1ae0o ca MpeMUHAIHA Ha YCTEKHHYMao.

[MamuenTn ¢ PASI > 12, PGA > 3 u 3acernara TenecHa nmobpxHocT (BSA) none 10%, kourto ca ouu
KaHJUIaTH 3a CUCTEMHA Tepanus Wik (OoToTeparins, ca OTTOBAPsIIM Ha YCIOBUATA HA MTPOYYBAHETO.
[Ipubnusurenno 60% oT ManMeHTUTe ca OWIIN MOJIOKEHHU Ha MpeIIIecTBaIla KOHBEHIIMOHATHA
cucTteMmHa Tepanus wiu Gpororepanwus. [Ipudmmsurenso 11% ot nanueHTUTE ca UMalK MpeIecTBaIIa
Tepanus ¢ OUOJIOTHYHH CPEJICTRA.

[IppBHYHATA KpaifHa TOUKA € ChOTHOLICHHETO Ha MALMEHTHTE, KOUTO ca gocTuraanu PGA ouenka Ha
n3uncrenu (0) unu munnMmanau (1) mmaku Ha ceamuna 12. BropuuHuTe KpaitHU TOYKH BKJIIOUBAT
PASI 75, PASI 90, mpomsiHa cripsiMO U3XOTHOTO HUBO Ha JlepMaToornueH HHACKC 32 Ka4eCTBO Ha
xwuBoT npu geua (Children’s Dermatology Life Quality Index, CDLQI), npoMsiHa cipsMo U3XOAHOTO
HHUBO Ha o0IIaTa OIeHKa 10 cKajaTta Ha BenpocHuk 3a kauecTBO Ha >kuBOT npH aena (Paediatric
Quality of Life Inventory, PedsQL) Ha cenmuria 12. Ha ceqmuna 12, naiueHTUTE TPETUPAHU C
yCTEKHHYMa0 MOKa3BaT 3HAUYUTEIHO MO-TOJSIMO [TOJOOpEHHE Ha IICOPHA3HCa U CBBP3aHOTO ChC
3[IpaBeTO Ka4eCTBO Ha KHMBOT B CpaBHEHHUE C Tu1anedo (Tadnuna 7).

Bceuuky narueHTy ca mpociesaBaHu 3a ePUKACHOCT 3a Meproja OT 52 CeAMMUIIU CIIC]] TbPBOTO
MPUIOKEHUE HA U3MUTBAHUS JIEKAPCTBEH NPOAYKT. ChOTHOIIEHUETO HA MmanueHTute ¢ PGA onenka
Ha n3unctenu (0) unn muanMansu (1) miaku u choTHOUIeHneTo Ha nocturnanure PASI 75 moka3sa
pa3jiMKa MEX1y TpyliaTa JieKyBaHa ¢ yCTeKHMHyMa0 U miiare0o rpynara Ha IbpBaTa BU3UTA Ha
ceamuiia 4 cien HadarHaTa, IOCTUTaWKN MakcuMyM 1o ceamuma 12. [logoOpenusta B PGA, PASI,
CDLQI u PedsQL ce nogabpxat no ceaqmuiia 52 (tabnuma 7).

Tabnuya 7: Obobwerue Ha NvpsULHUmME U 8MOPUYHUME KPAUHU MouKu Ha ceomuya 12 u ceomuya 52

IMeanaTpuyno npoyusane npu ncopuasuc (CADMUS) (Bb3pact 12-171.)
Ceamuna 12 Ceamuua 52
Inane6o IIpenoppuntenna IIpenoppuntenna
no3a Ycrekuaymab | jo3a YcTekuHyMad
N (%) N (%) N (%)

PannoMusupanu nanueHTH 37 36 35

PGA

PGA na uzuncrenu (0) wiu 2 (5.4%) 25 (69.4%)" 20 (57,1%)

MHUHEMAITHH (1)

PGA na n3uncrenu (0) 1(2,7%) 17 (47,2%)* 13 (37,1%)

PASI

PASI 75 pecrionzepu | 4 (10,8%) | 29 (80,6%) | 28 (80,0%)
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PASI 90 pecrionzepn 2 (5,4%) 22 (61,1%)° 23 (65,7%)

PASI 100 pecionnepu 1(2,7%) 14 (38,9%)* 13 (37,1%)

CDLQI

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

PedsQL

IIpomsiHa cpsIMO U3XOIHO
HUBO 3,35 (10,04) 8,03 (10,44)" 7,26 (10,92)

Cpemno (SD)"
& p<0,001
CDLQI: CDLQI e nepmatonoradeH HHCTPYMEHT 3a H3MEPBaHE Ha epeKTa Ha KOKHHS IPOOIIEM BBPXY CBBP3aHOTO

ChC 3[[paBETO KaueCTBO Ha XKHUBOT npu neauarpudHara nomynanus. CDLQI ot 0 unu 1 mokasea, 4e HAMa eeKT BbpXy
Ka4yeCTBOTO Ha JKUBOT Ha JIETETO.

® p=0,002

PedsQL: PedsQL e obma ckana 3a u3MepBaHe Ha CBBP3aHOTO ChC 3[PAaBETO KAYECTBO HA KHUBOT, pa3padOTeHa 3a
ynoTpeba B MmoImyJanuuTe Ha Aela 1 I0HOMM. 3a rianebo rpynara Ha ceqmuna 12, N =36

A p=0,028

0

[To Bpeme Ha muIare00-KOHTPONKUPAHUS EPHO A0 ceaAMHULa 12, epukacHOCTTa Ha ABETE T030BU
rpyny, NPENOPbUUTEIHATA U TIOJOBHUHATA OT IPENOPBUYUTEIHATA, KAaTO IS0 € CPaBHUMA B
IbpBUYHATA KpaitHa Touka (69,4 u 67,6% chOTBETHO), BBIIPEKH Y€ NMa JaHHU Ha JJ030B OTTOBOD 3a
MO-BUCOKM CTOMHOCTH Ha KpuTepuute 3a epruxacHocT (Hanp. PGA na uzuuctenu (0), PASI 90). Cnen
cenmuna 12, epukacHOCTTa KaTo LSO € MO-BHCOKA U NO-NIPOABIDKUTENHA [IPU TPyIaTa C
NpENopHYNTENHA /1033, B CPAaBHEHHUE C TpyIara Ha MOJOBHHATA OT MPENOPBhUUTENHATA J103a, TIPU
KOATO ce Ha0JII0/1aBa [0-4ecTO yMepeHa 3ary0a Ha e(UKacHOCT B Kpast Ha BCEKH 12-ceqMHU4eH 0308
untepsai. [Ipopunure Ha 6Ge30macHOCT Ha MPENOPBUYUTENHATA 1032 U HA ITOJIOBUHATA OT
IpEeTopbUYNTEIHATA 71032 Ca CPABHUMHU.

leua (6-11 2o0unu)

EdwukacHoctTa Ha ycTekuaymab e npoydena npu 44 nenuaTpuyHy MAUeHTH Ha BB3PacT OT 6 10

11 roauHu ¢ yMEpPEeH 10 TeXKbK IIAKOB IICOPHA3KUC B OTKPUTO, MHOTOLIEHTPORBO MpoyuBaHe ¢asza 3 ¢
enno pamo (CADMUS Jr.). [lanmenTuTe ca NeKyBaHU C MPEMOPHUUTEIHATA 1032 YCTEKUHYMAaO (BXK.
Touka 4.2; n = 44) upe3 MoAKoNKHA WHXKEKIHs B ceamunn ( 1 4, mocjaeBaHO OT MPUJIaraHe BEIHBK Ha
Bceku 12 cenmunm (q12w).

ITammenTn ¢ PASI > 12, PGA > 3 u c¢bc 3acernatra BSA nait-manko 10%, KouTO ca KaHIUIATH 3a
CHCTEMHA Teparnus Wi GoToTeparnus, ca O MOAXO0AIIH 32 poyuBaneTo. [Ipubnmusurento 43% ot
MAIMEHTUTE UMAaT MPEIIecTBAIa SKCIIO3UIIHS Ha KOHBEHITHOHATHA CUCTEMHA TePaITus WK
thotorepamnus. [IpubmuzurtenHo 5% OT MAMEHTUTE UMAT MPEAIIECTBAIIA SKCTIO3UIINS Ha OMOJIOTUYHU
CpeicTBa.

[IppBHYHaTa KpaifHa TOYKa € MPOLEHTHT NalUeHTH, ocTUrHanu ckop Ha PGA usunctenu (0) umu
muHuManHy (1) Ha cenmuua 12. Bropuunure kpaiiau Touku Bkiousat PASI 75, PASI 90 u npomsna
CIpPSIMO M3XOAHOTO HUBO Ha JlepMaToJIOrnYHMs MHICKC 3a KaueCcTBO Ha skUBOT npH nena (Children’s
Dermatology Life Quality Index, CDLQI) na ceamuna 12. Ha cenmunia 12 manueHTHTe, JIEKYBaHH C
yCTEKHHYMa0, MOKa3BaT KIMHUYHO 3HAYUMO ITOA00OpEHUE Ha TICOPUA3UCca U CBBP3aHOTO ChC 3IPAaBETO
Ka4yeCcTBO Ha KUBOT (Tabnwuia 8).

Bcenukuy narueHTy ca nmpociensBaHu 3a ePUKACHOCT 10 52 CeAMMIIU CJIe]] ITbPBOTO MPHIIOKEHUE HA
MIPOYYBAHOTO JIeKapcTBO. [[poneHTHT Ha manmeHTuTe che ckop Ha PGA uzuncrenu (0) nim
munumaiiu (1) Ha cenmuna 12 e 77,3%. EdukacHoct (onpezaeneHa kato PGA 0 wiu 1) e
Ha0JIr01aBaHa OIIe TIPU MTFPBOTO TOCEIEHUE CIIET M3X0HOTO HUBO Ha CeMMIIA 4, a MPOIICHTHT Ha
MAalUEHTUTE, TocTUrHamu ckop Ha PGA 0 unu 1, ce moBumasa 10 ceamuia 16, kaTo cien ToBa 0CTaBa
OTHOCHUTEIHO cTabuieH A0 cenmuiia 52. [omoopenusra Ha PGA, PASI u CDLQI ce nogaspixar 10
ceamuiia 52 (tabmuna 8).
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Tabnuya 8 ObobOWenue na nbpeuUHAMa U 6MOPUYHUMe KPALHU MoyKku Ha ceomuya 12 u na

ceomuya 52
HeauaTpuyno npoyusane npu ncopuaszuc (CADMUS Jr.) (Bb3pact 6-111.)
Cenvuna 12 Cenvuna 52
[penopbunTtenna no3a [Ipenoppuntenna no3a
yCTeKHHYMab yCTEKHHYMa0
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 pecnonnepu 37 (84,1%) 36 (87,8%)
PASI 90 pecnionnepu 28 (63,6%) 29 (70,7%)
PASI 100 pecionnepu 15 (34,1%) 22 (53,7%)
CDLQI*

ITammmentn ¢ CDLQI > 1 Ha
W3XOJHO HUBO

CDLQI 0 nu 1

a

(N=39) (N=36)
24 (61,5%) 21 (58,3%)

CDLQI: CDLQI e nepmaronorndeH HHCTPYMEHT 3a OLICHKA Ha e()eKTa Ha KOKHUS MPoOIeM BEPXY CBBP3aHOTO ChC

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

bonect na Crohn

be3omacHocTTa M e(hUKACHOCTTA HAa YCTEKMHYMAa0 ca OlEHEH! B TPH PaHAOMH3HPAHU, IBOMHO-CIICTIH,
1a1e00-KOHTPOIMPAHU, MHOTOLICHTPOBH MPOYYBAHMS IPU Bb3PACTHH MALEHTH C yMEpeHa 710 TeXKa
aktuBHa Oonect Ha Crohn, ¢ MHAekc Ha akTuBHOCTTA Ha OojiecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KJIWHIYHO pa3pabOTBaHE C€ ChCTOM OT JIBE 8-
ceIMHUYHH npoyyBanus ¢ nHTpaBeHo3Ha nHAYKIusS (UNITI-1 u UNITI-2), mocnenBanu ot 44-
CeIMUYHO PaHAOMH3HPAHO MPOYUYBAHE C MOAKOKHO MPUIOKeHHe Ha noaabpskaima go3a (IM-UNITI),
MIPECTaBIABAIIY 52-CeAMUYHA TePaIHsL.

[IpoyuBanusta ¢ uagykuus Brmoysat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nauuenTu.
[IbpBUYHATA KpaifHa TOYKA 32 JIBETEC WHIYKIIMOHHU IPOYYBAHUS € TIPOLEHTHT HA YYACTHUITUTE C
KIIMHUYEH O0TroBop (ompeneneH kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JannuTe 3a eUKacHOCT ce ChOMpAT U aHAIM3UPAT 10 CeAMULIA § 3a ABETE MPOYYBAHHMS.
EnHOBpeMEHHOTO MPUIIOKEHUE Ha MIEPOPATHU KOPTUKOCTEPOUIN, UMYHOMOYJIATOPH,
aMHUHOCAJIMLIIIATH ¥ aHTUOMOTHIM € pa3pemieHo u 75% OT mauueHTHTe MPObIDKABAT J1a IT0y4aBaT
Half-MaJIko €IHO OT Te3H JieKapcTBa. B 1BeTe MmpoydyBaHus MaLMEHTUTE ca PaHIOMHU3UPAHH Ja
NOJy4aT €THOKPATHO MHTPABEHO3HO MPETNopbhUNTENHATA 103a OT Npuoau3uTenHo 6 mg/kg B
3aBHCUMOCT OT TeJIECHOTO Teryo (Bk. Tabnuma 1, Touka 4.2), pukcupana no3a 130 mg ycrekuaymad
niy ane6o Ha ceamuna 0.

[MTammenture B UNITI-1 ca nexyBaHu HEeyCHENIHO UM UMAT HETIOHOCUMOCT KbM TpeIIecTBalla aHTH-
TNFa tepanus. [Tpubnusurenno 48% OT MalMEHTUTE ca JIEKyBaHU HEYCIICITHO ¢ 1 mpealiecTrala
anTu-TNFa Tepanus, a 52% ca nexyBaHU HEyCHEIHO ¢ 2 WK 3 npeamectsamy antu-TNFo Tepanum.
B ToBa npoyusane 29,1% oT mauueHTUTE UMAT HEJOCTAaTh4YEH HaYaJeH OTTOBOP (IbPBUYHHI
HepecnoHepn), 69,4% ca ce MOBIMIN, HO ca MIPECTaHANIN Aa Ce TOBIUSIBAT (BTOPUYHU
HepecnoHzaepu), a 36,4% umar HenmoHocuMocT KbM aHTU- T NFa Tepanumn.

[MTammenture B UNITI-2 ca nexyBaHu HEyCIEIIHO Hali-MaJIKO C €JHa KOHBEHIIMOHAIHA TepaIus,
BKJIFOUUTEITHO KOPTUKOCTEPOUIN MIIM IMYHOMOAYJIaTOpH, KaTO MIIM HE ca JIEeKYBaHU JOCETa C aHTH-
TNF-a tepanust (68,6%), unu ca nmosryyaBanu npeau Tosa aHTu- T NFa Tepanust, HO Ts € Onna
Heycnemna (31,4%).

44




B neere UNITI-1 n UNITI-2 3Ha4MMO NO-roJisiM IPOLEHT OT MAIUEHTHUTE B rpylaTa, JeKyBaHa ¢
YCTEKHHYMa0, ca ¢ KIMHUYEH OTIOBOP M peMucHs B cpaBHeHue ¢ mianebo (Tabmuua 9). Knuanaausr
OTTOBOP U PEMUCHSATA Ca 3HAYMMH OIlle Ha ceMHuIa 3 MpH MalMeHTUTe, JIEKyBaHH! C yCTEKUHYyMaO, ’
Te MPOABIKBAT Ja ce Moo0psiBaT 10 ceaMuIia 8. B Te3u npoyuBaHus ¢ MHIYKINS €UKACHOCTTA €
MO-BUCOKA U C€ MOJABpPKa M0-100pe B IpymaTa ¢ 103a B 3aBUCHMOCT OT TEJIECHOTO TETJIO0, B
CpaBHEHHE C rpynara ¢ go3a 130 mg u nopaau ToBa Npu MHTPaBEHO3HA MHAYKLUS CE MIPENOPhUYBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 9: HUnoyxyus na xnunuuen omeosop u pemucus 8¢ 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
Kimnuuna 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%)

ceamuna 6
Komrwen orrosop (100 Touxn), 50 (20,2%) | 94 (37.8%)" | 67 (32,1%) | 121 (57,9%)
ceamuua 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%)*

Knuangnata pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUSAT OTTOBOP € OIpeesIcH KaTo HaMalleHHE Ha
CDALI cxop ¢ Haii-manko 100 TOUKH UM ChCTOSHUE B KIIMHUYHA PEMHUCHSA

70-TOYKOBHAT 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 ¢ nogabpixania tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-TOYKOB KIMHUYEH OTTOBOP Ha ceAMUIIA § OT MHAYKIHMATA ¢ ycTekruHyMao B mpoyusanust UNITI-1
u UNITI-2. [TaimenTrTe ca paHIOMHU3UPaHU HA CXEMa Ha MOAIBPIKAIIO JIEYEHNE C TOAKOXKHO
npuioxkenue Ha 90 mg ycreknunymab nipes 8 cenmunn, 90 mg ycrekunymab npe3 12 ceqMuIy uiu
wiane0o B Npoab/DKeHUE Ha 44 ceMUIH (3a MPENOPbUYUTENHATA NOJAbpKAIIA 1032 BXK. Touka 4.2).

3HAYHUMO I10-TOJIIM IMPOUCHT MalluCHTU B I'PYIIUTE, JICKYBAaHU C YCTCKI/IHYMa6, nmoaaAbpIKaT KIIMHUYHA
peMKCHS U OTTOBOP Ha ceamulia 44 B CpaBHEHHE ¢ rpynara Ha miare0o (Bxk. Tadmua 10).

Tabnuya 10:Iloo0vpocane Ha knunuunus omeosop u pemucus ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
OMm 3aN0Y6aHe ¢ UHOYKYUOHHAMA 003d

Inanedo* 90 mg 90 mg
yCTeKMHYMa0 | ycTeKHHyMad
npe3s npe3
8 cenmuu 12 ceamunu
N=131' N =129f
N = 1281
Knuanyna pemucus 36% 53%* 49%°
Knunuden otroBop 44% 59%° 58%°
Knnanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%* 43%"

KimandHa peMucus npu NauueHTH:

B PEMUCHS B HAYAJIOTO Ha MOAIBPIKaIaTa 46% (36/79) 67% (52/78)" 56% (44/78)

Tepanus

KOUTO C€ BKJIIOYBAT OT IPOYyYBaHE o . ] .
CRD30021% 44% (31/70) | 63% (45/72) 57% (41/72)
KOHUTO HE ca JIEKYBaHHU JOCETa C aHTH- o . R .

TNFaq Tepanus 49% (25/51) | 65% (34/52) 57% (30/53)
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KOHUTO C€ BKJIFOYBAT OT IPOYYBAHE

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

Knunununara pemucus e onpeznenena kato CDAI ckop < 150; KimMHUUHUAT OTTOBOD € OIpeieNieH KaTo HaMaJIeHUe Ha
CDAI ckop ¢ Haii-manko 100 TOUKH UM ChCTOSHUE B KIIMHUYHA PEMHUCHS

I'pynara Ha ruiane0o ce CbCTOHM OT HALMEHTH, KOUTO Ca Ce MOBIMSIIM OT YCTeKMHYMal U ca paHIOMHU3HMPaHH 1a
MOJTy4aBarT IuIanebo B Ha4aIoTo Ha IMOIbprKalaTa Teparis.

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

*

ITanueHTH, KOUTO HE ca ce NOBIUSIM OT KOHBEHLIMOHAJIHATA Tepalius, Ho He aHTu-TNFo Tepanus

P

TMauuenTn, KOUTO ca pepaKTEePHU WIIM UMAT HEMOHOCUMOCT KbM aHTH-TNFa Teparms
& p<0,01

® p<0,05

HOMHUHaJIHO 3Hauuma (p < 0,05)

B IM-UNITI 29 ot 129 nanuenTu He mOAABPKAT OTTOBOPA KbM YCTEKHHYMAO MPH MPHIIOKEHHUE TPeE3
12 ceamuIy 1 € MO3BOJICHO KOPUTHPAHE HA J03aTa Taka, 4e Ja MoTy4aBaT yCTeKHHyMal npe3

8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
nosuenue crpsamo uzxoguust CDAI ckop.Ilpu Te3u nanueHTH KINHUYHA PEMUCHS CE ITOCTHTA NTPH
41,4% ot manmeHTHTE 16 CEIMUITHU ClIe]] KOPUTHpaHE Ha 103aTa.

[lanenTHTE, KOUTO HE Ca MOCTUTHAIN KIMHUYEH OTTOBOP KbM MHIYKIHS C YCTEKHHYMab Ha
ceamuna 8 ot mpoyuBanusaTa ¢ uHAYKIUsS UNITI-1 u UNITI-2 (476 naruentu), ca BKIIOYEHU B
HEpaHJOMH3HpaHaTa 4acT OT npoyuBaHeTo ¢ noaabpxama Tepanust (IM-UNITI) u ca nomy4wnu
MOJKOKHA MHXKEKIU ¢ ycTekuHymad 90 mg no tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIMEHTUTE ca MOCTUTHAIHN KIMHUYEH OTTOBOP U ca MPOIBIDKHIIIN 1a Ody4YaBaT MOoAIbpKaIla
Tepanud npe3 8 cenmuiy. [loBedeTo OT Te3u MAIMEeHTH C MPOABIDKUTETHA MOIbpIKAaIla Teparus
noIbppkat oTroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuia 44, KaTo TPOICHTHT UM €
1n0J00CH Ha TO3M NPH MALUEHTUTE, KOUTO IIBPBOHAYAIHO €a CE MOBIMSIM OT MHIYKLIUS C
yCTEKHHYMAO.

Ot 131 nanueHTH, KOUTO Ca Ce MOBJIMSIIN OT UHAYKIHA C YCTEKHHYMa0 U ca paHIOMU3HUPAHH B
rpymnara Ha miane0o B Ha4aJloTO Ha MPOYYBAHETO ¢ MOIbPIKalla Tepamnus, S1 BIOCIeICTBUE ca
3aryOuiIM OTrOBOpa CU U ca nojyumnn 90 mg ycTekuHyMab moakokHo mpe3 8 cenmuiy. [Toeedero oT
MAIMEeHTUTE, 3aryOnIi OTTOBOPA CH M TIOHOBWIIH JICUEHUETO C YCTEeKHUHYMa0, ca ro HAIpaBHIIH B
pamkuTe Ha 24 ceMuIM OT MHIYKIMoHHAaTa nHpYy3usa. Ot Te3u 51 manuenTu 70,6% mocTurat
KITMHUYEH OTroBop U 39,2% mocTuraT KIMMHUYHA peMucus 16 ceMUIH ciesl mojydyaBaHeTo Ha
IbpBaTa MOKOKHA /1032 YCTEKUHYMaO0.

B IM-UNITI manmenTute, 3aBbpIIIA IPOYIBAHETO 0 ceamuIia 44, ca MOIXO AN J1a TIPOIBIDKAT
JICUCHUETO B IPOABIDKEHUE Ha IpoyuBaHeTo. [Ipu BcuukuTe 567 MalMeHTH, BKIFOYESHH Ha U JICKYBaHU
C YCTEKHHYMa0 B MPOIBIDKEHUETO HA TIPOYYBAHETO, KIIMHUYHATA PEMHUCHUS ¥ OTTOBOPHT OOMKHOBEHO
ce MOAABPIKAT 10 ceamuIia 252, kakto npu OonHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MAI[UCHTUTE ¢ HEYCIIeX Ha KOHBCHIIMOHAIHUTE TEPAITHH.

He ca ycranoBeHM HOBU chOOpaXKeHUsI 32 0€30MaCHOCT IPHU YABbJDKaBaHE Ha TOBA IPOYYBAHE JI0
5 ToAVHY Ha JieueHre Npy maieHTy ¢ 6osect Ha Crohn.

Enoockonus

BBHITHUST BUJ HA JIMTABUIATA € OLICHEH SHIOCKOIICKY IpHU 252 MAIMeHTH C MOAXO0IAIIa U3X0IHA
€HJIOCKOTICKA aKTMBHOCT Ha 3a00JIsIBAHETO B €IHO MOANPOyUBaHe. [IbpBUUHATA KpaliHa TOYKA €
MPOMSIHA OT M3XOAHOTO HUBO Ha OmpocTeHus €HI0OCKOIICKH cKop Tipu Ooiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 UII€0-KOJIOHHU
CErMEHTA 3a HaJIM4ue/pa3Mep Ha sI3BUTE, MPOLICHT Ha JIMTABUYHATA MOBBPXHOCT, IOKPHUTA OT SA3BH,
MPOIICHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCerHaTa OT JPYTH JIC3UH, U HATNYHUC/BUI HA
CTeCHsABaHMATA/CTpUKTypuTe. Ha cenmMuiia 8, ciien eAMHUYHA HHTPABEHO3HA HHAYKIIMOHHA 71032,
npomsHaTta B SES-CD ckopa e mo-rojisiMa B rpymara Ha ycTekuHymab (n = 155, cpeana

npomsiHa = -2,8) OTKOJIKOTO B IpyIiaTa Ha Iuiane6o (n = 97, cpenna npomsua = -0,7, p = 0,012).
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Tlosnuseane na pucmynume

B exna noarpyna naumeHTu ¢ qpeHupamy GucTyIu Ha u3XoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot ieKyBaHUTE ¢ yCTEKMHYMa0 MAI[MCHTH CE IMOBIMUABAT B IPOABDKCHUE HA 44 CeIMUIU
(ompeneneno xato > 50% HaMaseHHe OT U3XOHO HUBO B MIPOYUYBAHETO C HHIYKIIHS 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
BoeIIpocHunr SF-36. Ha cenqmuria 8 manueHTrTe, MOdydaBailyd yCTeKUHyMa0, TOKa3BaT CTaTUCTHICCKU
3HAYUMO TMO-TOJISIMO M KIIMHUYHO 3HAYUMO 1oao0penue 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 TPH JIEKYBaHU ¢ YCTEKUHYMal MallMeHTH B CPAaBHEHHE C
rtane6o. [logo6peHneTo Ha Ka4ecTBOTO Ha KUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO Ce
MOJUTBPIKA MPE3 ISLTOTO MPOIBIDKEHNE JI0 ceamunia 252,

Yanepo3eH KOIUT

BezonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMal ca OLIEHEHHU B JIBE€ paHIOMHU3UPAHHU, TBOWHOCIIEIIH,
T1a11e60-KOHTPOJTUPAHU, MHOTOIICHTPOBH MTPOYUBAaHUS MPU BB3PACTHHU MALIUEHTH C YMEPEH JI0 TEXKBK
aKTUBEH yJIiepo3eH KoauT (ckop o Mayo 6 no 12; engockoncku cyockop > 2). [Iporpamarta 3a
KJIMHAYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HApeueHO
UNIFI-I) ¢ nedenne mo 16 cemmuiiy, mocieaBaHo oT 44-ceIMUYHO MPOYYBAHE C TOITBPKAIIO0
JIeYEeHHUE C MOJKOKHO MPUIIOKEHHE, C PAaHIOMU3UPAHO criupaHe Ha JedeHueTo (HapeueHo UNIFI-M),
KOETO MPECTaBIsIBa Hal-MaJko 52 CeIMHILN Ha Tepamusl.

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

UNIFI-I BxmrouBa 961 nmaruenTu. [IspBryHaTa KpaifHa TOYKa B IPOYYBAHETO C MHAYKIIHS €
NPOIICHTHT Ha YYaCTHHUIIUTE B KJIMHUYHA peMUCcHs Ha cenmuna 8. [TaiuenTuTe ca paHIoMU3UpaHH 1a
NOJIy4aT eTHOKPATHO MHTPABEHO3HO MpenopbhunTeNnHara audpepeHnupana no3a 6 mg/kg (Bx.
Tabmuua 1, Touka 4.2), pukcupana go3a 130 mg ycrekunymad uin ranedo Ha ceamuua 0.

Pa3pemnieHo e eqHOBpEMEHHO MPIIIOKEHUE HA MIEPOPATHI KOPTHUKOCTEPOUIN, IMYHOMOAYJIATOPU 1
aMuHOCanuIuiIaTy, kKato 90% oT manueHTUTe NpoabJKaBaT Ja MoJIy4aBaT Haill-MaJIKo €IHO OT TE3H
JeKapcTBa. BriroueHuTe manueHTy TpsioBa Jia ca MPEeMHUHAIN HEeyCIIeIIHA KOHBEHIIMOHAHA TePaIus
(KOPTHKOCTEPOUIN MITH KIMYHOMO/TYJIATOPH) WIIH JICUCHUE C HAW-MAaJIKO €IHO OMOJIOTHYHO
nexapcTBeHo cpeacTBo (antaronuct Ha TNFo u/nnm Begonmzymab). [lpu 49% ot manuenture
KOHBEHIMOHAIHATA Tepanus € HeYCIIelIHa, HO He U JICYEHHETO ¢ OHMOJIOTHYHO JIEKapCTBEHO CPENICTBO
(ot xouTO 94% He ca JleKyBaHH Jiocera ¢ OMOJOTHYHH JIEKAPCTBEHH NMPOIYKTH). 51% OT manuenTure
ca JIeKyBaHH HEYCIHELIHO MM UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEACTBO.
[pubmuzutenno 50% ot naureHTUTE ca JIEKyBaHU HEYCIIEIIHO ¢ Hali-MaJIKo 1 mpenmecTBalla aHTH-
TNFa tepamust (ot kouto 48% MBEPBUYHO HE ca ce MOBIUSIN), a 17% ca uManu Haii-Mainko 1 Tepamws
¢ aatu-TNFa cpencTBo u Beponmmzymao.

B UNIFI-I 31aunmo 1mo-rofiiM OpoOLEHT OT MallMeHTUTE ca B KIMHUYHA PEMUCHSA B IpynaTa, JICKyBaHa
C YCTeKMHYMa0, B cpaBHeHHE ¢ muiare0o Ha cenmuiia 8 (Tadmuma 11). Ome Ha Cenmunia 2, Haii-
paHHaTa IUTAHUpPaHa BU3UTA B MPOYYBAHETO, U MIPHU BCSAKA BU3UTA CJIE] TOBA MO-TOJISIM MPOLECHT
MAIUCHTH C YCTeKUHYMa0 HAMAT PEKTaIHO KbPBEHE WM IIOCTUIAT HOPMAaJIHA YeCTOTa Ha JAedeKalus
B CpaBHEHHE C MallMEHTHUTE Ha Iiane6o. Habmogapanu ca 3HaYMMU Pa3IuKid MEXIY YCTEKHMHYMa0 1
TTane0o B YaCTUYHUA CKOp 1o Mayo u cuMnToMaTHYHaTa pemucus ome Ha Cenmuna 2.

EdukacHocTTa € 1mo-BrucoKa B rpynara ¢ audepeHinupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢

no3a 130 mg mo oTHOMICHNE HA U30paHU KpallHU TOYKU M TIOPaJIH ToBa AU(EPEHIIMPAHOTO IO3UPaAHE
ce MpenopbyYBa KaTo 7032 33 HHTPAaBEHO3HATa HHAYKLIHS.
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Tabnuya 11: Pesome Ha ocnosnume pesyrmamu 3a epuxachocm 6 UNIFI-I (Ceomuya 8)

Ilnane6o IIpenopbunTeana
N =319 1032 yCTeKHHyMa6®
N =322
Knuanyna pemucus™ 5% 16%°
[Ipu naumeHTy ¢ HEeycnemHa KOHBEHIMOHAIHA, HO HE 9% (15/158) 19% (29/156)°

1 OMOJIOTHYHA Teparus

ITpy MalMEHTH ¢ HeyCIeNHa OMOJIOTMYHA Tepanus® 1% (2/161) 13% (21/166)°

[Ipu nanuenTu ¢ HeycnenHa tepanus kakto ¢ TNF,

0% (0/47) 10% (6/58)"
TaKa 1 ¢ BeI0JIM3yMad
Kiuauuen otrosop® 31% 62%°
[Ipu manmeHTH ¢ HeycHemHa KOHBEeHIIMOHATHA, HO HE 35% (56/158) 67% (104/156)°

1 OMOJIOTHYHA Teparus

I[Ipy manMeHTH ¢ HEYCMENHAa OMOJOTMYHA TEPANUS 27% (44/161) 57% (95/166)°

[Ipu nmanuentu ¢ HeycnemHa Tepanus kakto ¢ TNF,

28% (13/47) 52% (30/58)"

Taka M ¢ BeIom3ymad
JluraBu4HoO 03/1paBsiBaHe’ 14% 27%*

[Ipu naumenTy ¢ HEeycnemHa KOHBEHMOHAIHA, HO HE 21% (33/158) 33% (52/156)°

1 OMOJIOTHYHA Tepanus

[Ipu marueHTy ¢ HeyCnenHa OHOJIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHMNTOMATUYHA PEMUCHS" 23% 45%°
KomOunmnpano cumnroMaTuyHa peMHUCHUS U JIUTaBUIHO 89 2198

0 ()

o3/1paBsiBaHe*

£

Jlo3a 3a uHOY3ust Ha YCTEeKMHYyMa0 MpH M3M0JI3BaHe HA CXeMa Ha [IPUJIaraHe Bb3 OCHOBA Ha TEJIECHOTO TETJIO, yKa3aHa B
Tabnuya 1.
Krnuauynata peMucus ce omnpenens karto ckop mo Mayo < 2 myHKTa, 6e3 HHIuBUIyaneH cyockop > 1.

KiMHUYHUAT OTroBOp ce onpeaess KaTo HaMallsiBaHE CIIPSIMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3
MYHKTa, C HAMAJSIBAHE CIPSIMO U3XOJHOTO HUBO Ha CyOCKOpa 33 PEKTAIHO KbpBeHe > | miti cyOCcKop 3a peKTaiHo
kbpBeHe 0 mwin 1.

Awnrtaronuct Ha TNFa n/umu Begonuzymao.

JIuraBUYHOTO 037paBsBaHe ce ONpeesIsi KaTo eHA0CKONCkH cyockop mo Mayo O wiu 1.

CuMnToMaTHYHATa PEMUCHS € OIpeeNs KaTo cyockop mo Mayo 3a uectora Ha nedekarmsaTta 0 wim 1 u cybckop 3a
pexranHo kppBene 0.

KomOuHamusaTa 0T CMMITOMAaTHYHA PEMICHS U IMTAaBUYHO O3/paBsIBAHE CE OIPE/IelIs KaTo cyOCKOp 3a 4ecToTa Ha
nedexanusara 0 wmu 1, cyockop 3a pexranHo kppBeHe 0 1 eHnockoncku cyockop 0 wmu 1.

p < 0,001

Homunanno 3uaunmo (p < 0,001)

Homunanno 3Haunmo (p < 0,05)

B UNIFI-M ca oneHenu 523 naiueHTH, HOCTUTHAIM KIIMHUYEH OTIOBOP € €IHOKPATHO 1.V,
npunoxxenue Ha ycrekuayMad B UNIFI-I. [TauuenTure ca pannoMu3upanu 3a nojyyaBaHe Ha
nojabspxama cxema ¢ 90 mg ycrekuHymMal IMOAKOXKHO Ha BCekH 8 cenmunn, 90 mg ycTeKuHyMad Ha
BCekH 12 cenMUIY Wiy miane0o B Mpoab/KeHHE Ha 44 ceMUIIHN (3a IperopbunTeIIHATA
nojbpxkama no3a Bukre Touka 4.2 Ha KXI1 nHa STELARA umxkekuoHeH pa3tBop ((hiaakoH) u
WH)KEKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA WM B MIPEIBAPUTEIHO HAITbIHEHA
MHcajKa).

3HAYUMO TO-TOJISIM TIPOIEHT TMAIUEHTH Ca B KIIMHUYHA PEMHCHS B IBETE TPYIIH, JICKYBaHH C
YCTeKHMHYMa0, B CpaBHEHHE C rpynara c mianedo Ha cenmuna 44 (k. Tabmuma 12).
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Tabnuya 12: Pesome Ha ocnosHume uzmepumenu 3a egpuxacnocm ¢ UNIFI-M (ceomuya 44;

52 cedmuyu om 3anoysane Ha UHOYKYUUOHHAMA 003a)

Ilnanedo* 90 mg 90 mg
N=175 yCTeKMHYMa0 | ycTeKHHYMad
npe3 npe3
8 cenmunm 12 ceamunu
N=176 N=172
Kinnuuna pemMucus** 24% 44%° 38%°
[pu manmeHTH ¢ HEycCHenHa
KOHBEHIIMOHAIHA, HO HE M OMOJIOTHYHA 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
Tpu manuenti ¢ Heycnena 17% (15/88) | 40% (36/91)* | 23% (16/70)"
OMOJIOTHYHA Tepamnus
[pn manmeHTH ¢ HeyCHeNIHa Tepamnus o o " o "
kakto ¢ TNF, Taka u ¢ Bemonnzymad 15% (4127) 33% (7/21) 23% (5/22)
Hoz[z[meaH;: Ha KJIMHUYEH OTTOBOP 110 45% 7190 68%°
ceamuna 44
[pu manmeHTH ¢ HEyCHenHa
KOHBEHI[MOHAIHA, HO HE M OMOJIOrMYHa 51% (44/87) 78% (66/85)° | 77% (78/102)"
Tepanus
Ipy natmenTH ¢ reyenerna 39% (34/88) | 65% (59/91)" | 56% (39/70)
OHMOJIOTHYHA Tepanus
TpH MAUHEHTH C HEyCTIeLIHa Tepaiis 41% (1127) | 67% (141210 | 50% (11/22)*
kakto ¢ TNF, Taka u ¢ Bemonuzymad
JluraBu4Ho o3/paBsBane’ 29% 51%° 44%°5
Tobpriane Ha KIMHH'IHA PEMHCH3 /10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Knuan4Ha peMucus 6e3 KOPTHKOCTEPOHIS 23% 42%*° 38%°
[IpOABIDKUTEIHA PEMUCHST 35% 57%:" 48%"
CuMITOMAaTHYHA pEMHUCHS 45% 68%°* 62% "
KoMOnHUpaHO CUMITTOMATHYHA PEMUCHSI U 8% 4894 ® 41%"

JIMTaBMYHO O3/paBsiBaHe*

*
sk

§

Cren moBIUsIBaHE OT 1.V. YCTEKUHYMAO.

KnuHndHaTa peMucus ce onpeaesst Kato ckop mo Mayo < 2 nyHkTa, 63 HHIUBHIyaneH cyockop > 1.

KimmHUYHUAT OTroBOp ce onpeaess KaTo HamMallsiBaHe CIIPSIMO U3XOJHOTO HUBO Ha ckopa no Mayo ¢ > 30% u >3
IIYHKTA, C HAMAJISIBAHE CIPSIMO M3XOAHOTO HUBO Ha CyOCKOpa 3a peKTalIHO KbpBeHE > | 1M cyOCKOp 32 peKTalIHo

kbpBeHe 0 iy 1.
AmnTtaronuct Ha TNFo u/unu Benonuzymao.

JIuraBUYHOTO O31paBsiBaHE Ce ONpesieNs KaTo eHI0CKOICKH cybckop mo Mayo 0 win 1.

[Monnbprkanero Ha KiMHUYHA pemucus 10 Ceamuua 44 € onpeaeseHo KaTo NalMeHTH B KIIMHUYHA PEMUCHS 10

Cenmuna 44 cpeln MaeHTHTE B KITMHUYHA PEMICHS Ha H3XOJHOTO HABO Ha MOJABpXKamara ¢asa.

Knuanynara peMucus 6e3 KOPTHKOCTEPOU [ CE ONIPELACIIA KaTO MMallUCHTHU B KIIMHUYHA PEMHUCHUL, KOUTO HE IOJIy4aBaT

Koprukoctepounu Ha Ceamuna 44.

ITporbmkuTeTHATA PEMUCHS C€ OMpeielis KaTo YacTUYHa peMucHs o Mayo npu > 80% Ipu BCUYKU BU3UTHU NPeu
Cenmuna 44 u yactruuHa pemucus 1o Mayo npu nocnennara Buszuta (Cenmuia 44).

CuMIITOMaTHIHATA PEMHCHUS Ce ONpenesst Kato cyockop mo Mayo 3a gectoTa Ha nedekanusara 0w 1 u cybekop 3a

pexTanHo kbpaeHe 0.

KoMmOuHanusTa 0T CHMITOMaTHYHA PEMHUCHS ¥ JIMTABUYHO O3/IpaBsiBaHE Ce OIPEEIs KaTo CyOCKop 3a 4ecToTa Ha
nedexanusra 0 win 1, cyockop 3a pexTanHo kbpseHe 0 u eHnockorcku cyockop 0 mmm 1.

p <0,001

p <0,05

Homunanno 3Haummo (p < 0,001)
Homunanzo 3Hagmmo (p < 0,05)
be3 cratucruuecka 3HaUUMOCT

BHaFOHpI/IHTHI/ISIT C(i)eKT Ha YCTeKI/IHYMa6 BBPXY KIIMHUYHHA OTTOBOP, JIUTABUIHOTO O3APABABAHC U
KIIMHUYHATa pEMUCHUA € Ha6J'IIOI[aBaH IIpU UHAYKIUA U MOAObPIKAIIO JICHCHUC KAKTO ITPHU MATUCHTUTC
C HCYCIICIIIHA KOHBCHIIMOHAJIHA, HO HEC U OMoIornyHa TCparusa, Taka v Ipyu NaquCHTUTE C Hali-MaJIKko
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€IlHa Mpe/IIeCTBAIlla HEYCIEIIHA Tepanus ¢ aHTaroHUcT Ha TNFo, BKIIIOUUTETHO NP MALIUEHTH,
KOUTO ITbPBUYHO HE Ca Ce MOBIHSIIN OT Tepanus ¢ aHTaronucT Ha TNFa. brnaronpusren edexr e
HaOJII0IaBaH CHINO U MPU HHAYKIIMS MMPHU TAITUEHTH ¢ Hai-MaJIKO €/THa HEYCIIeIIHA IIpeaIecTBaIa
Tepanus ¢ antaroHucT Ha TNFa u Begonn3yMal, HO OposT Ha MAIMEHTUTE B Ta3H MOATPYIa € TBBPIC
MAaJTbK, 3a Jia C€ HANpPaBsT KaTETOPUYHH 3aKIFOYCHHUS OTHOCHO OJIAarONpUsATHUS eeKT 1Mo BpeMe Ha
oA AbprKallaTa Tepamnus B Ta3u rpymna.

Tlayuenmu, nosrussawu ce om undykyus ¢ ycmexkunymao na Ceomuya 16

Ha manmenTture, ieKyBaHu ¢ yCTeKUHYMa0, KOUTO HE ca MOTy4IHian oTroBop Ha ceamuna 8 B UNIFI-I,
e npuioxer 90 mg ycrekunymao s.c. Ha ceamuiia 8 (36% ot maruenture). Ot 11X 9% oT
NAIMEHTHUTE, KOUTO IIbPBOHAYAIHO ca paHJIOMHU3HPAHU 32 [OJTyYaBaHEe Ha NMPENOpPhUYUTEIIHATA
MHIYKIIMOHHA /1033, HOCTUraT KJIMHUYHA peMucus, a 58% mocTurat KIMHUYEH OTTOBOP Ha

Cenmura 16.

[TanuenTrTe 6€3 KIMHUYEH OTTOBOP KbM WHAYKIHUS C YCTEKHHYMa0 Ha CeIMUIIA & B TIPOYYBAHETO
UNFI-I, HO ¢ oTroBop Ha ceamuma 16 (157 manueHTH), ca BKIFOUYEHU B HEPaHIOMHU3UpaHaTa 4acT Ha
UNIFI-M 1 ca npoABsKUIM Ja MMoJTydaBat MoIbpikaliia 03a Ha BCEKU 8 CeMUILIN; TIOBEYETO OT Te3U
naruenTty (62%) momabppkat oTroBopa, a 30% mocturaT peMucHs Ha cenMuIa 44.

IIpoownocenue na npoyuearemo

B UNIFI manmenTute, 3aBbPIIHINA IPOYIBAHETO 10 ceamuiia 44, ca MOaXOISAIIH 1a TIPOIBIKAT
JICYCHUETO B MPOABIKEHUE Ha npoyuBaneTo. Cpen 400-Te malMeHTH, KOUTO ca BKIIOYEHHU HA U
JIEKyBaHM C YCTEKHHYMa0 Ha BcekH 12 win 8 ceMHIIM B IPOABIDKEHHUETO Ha IPOYUBAHETO,
CHUMITTOMaTHYHATa PEMUCHsI OOMKHOBEHO ce 3amna3Ba Jjo 200-ta ceMuIIa PH MAIMEHTH, C HEYCIeITHa
KOHBEHIMOHAIHA (HO HE ¥ OMOJIOTMYHA Teparnus) ¥ Te3H ¢ HeyCIelHa ONoIOTHYHA Teparus,
BKITFOUUTEITHO TE3U C Heycnex KakTo ¢ aHTH-INF, Taka u ¢ Bemonuzymab. Cpe/ manueHTUuTe, KOUTO ca
NOJTYYHIH 4-TOIUIIHO JICUeHHUE C YCTEeKHHYMal U ca OIEHEHHU ¢ TIOMOIITa Ha IIBJIHUS CKOp 1o Mayo 3a
noabpikane Ha ceamuiia 200, crotBeTHO 74,2% (69/93) 1 68,3% (41/60) moaabpxkat 3a3apaBiBaHETO
HA JIMTaBUIIATa ¥ KIIMHUYHATA PEMUCHSL.

AHanu3bT 3a Oe30macHoCT, BKIrouBanl 457 nanuenty (1289,9-naiieHTOroAMHN ), MPOCICACHH 10
220 ceqmunum, mokasa, 4ye npoust Ha 6e3onacHoCT Mexay 44 u 220 ceamuia, € CpaBHUM C TO3H,
HaOJrogaBaH 10 44-ta ceaMuIia.

He ca YCTaHOBCHH HOBU C’BO6pa)KeHI/I$[ 3a 0E30MaCHOCT IIpU TOBA NPOABIDKCHUC Ha IIPOYUBAHCTO IIPU
MalreHTU C YJIICPO3CH KOJIUT, JICKYBAHU N0 4 TOOAWHHA.

Enoockoncko nopmanuzupane

EHmockonckoTo HOpMaIu3upaHe € ONpeneiIeHo KaTo eHI0CKOICKH cyockop mo 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 MaIMeHTHTe, JIeKyBaHH C YCTCKMHYMa0 ChOTBETHO Ha BCEKH 12 MM 8 CeIMUIIM, B CpaBHEHHUE
¢ 18% ot mauuenrtute B rpymnara c mianeoo.

Xucmono2uuHo u Xucmo-eHOO0CKONCKO AUA8UYHO 030PaABABAHE

XHCTONOTUYHOTO O3/IpaBsiBaHe (OmpeaenieHo kKaTo HeyTpodunHa nHduiaTparms B < 5% OT KpUNTHTE,
0e3 paspymaBaHe Ha KPUITHUTE U 0€3 €pO3UH, YIIIEPaIlNy WIH TpaHyJIalliOHHA ThKaH) € OIICHSIBaHO Ha
ceamuna 8 B UNIFI-I u na Cenmuna 44 8 UNIFI-M. Ha ceqmuna 8, cien enHoKpaTHa HHTpaBEHO3HA
WHIyKIIMOHHA J1032, 3HAYMMO TIO-TOJISIM MPOIICHT MMAIUeHTH B IPyTaTa ¢ NpenopbUnuTelIHaTa 1032
MOCTUTAT XUCTOJIIOTUYHO 03/ipaBsaBaHe (36%) B cpaBHEHUE ¢ MAIIMEHTUTE B rpynara c mamebo (22%).
Ha Cenmuna 44 noaabprkane Ha To34 epeKT ce HaOIr0AaBa Py 3HAYUMO TIOBEUE MAIUECHTH C
XHUCTOJIOTHYHO O3/[paBsiBaHE B TPYIUTE C yCTeKHHYMab Ha Besikal2-ta ceqmunia (54%) u Ha Besika 8-
Ma cenmutia (59%) B cpaBHenue ¢ miane6o (33%).

Kombunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABHYHO 03/[paBsBaHe, ONPEIeNICHO KaTo
YYaCTHHUIIM C €THOBPEMEHHO JIUTaBUYHO M XUCTOJIOTMYHO O3paBsABaHe, € OIICHEeHa Ha CeIMUIIA § B
UNIFI-1 u na cenmuna 44 8 UNIFI-M. Ilaunenture, noiayvyaBain ycTeKuHyMal B MpenopbunTeTHATA
71032, OKa3BaT 3HAYMMO MOJ00peHNe Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOIICKO JINTaBHYHO
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037IpaBsiBaHE Ha ceaqMmuna 8, B rpynara ¢ ycrekuaymad (18%) B cpaBHeHHe ¢ rpynaTa ¢ mianedo (9%).
Ha cenqmuna 44 nognbpxane Ha To3U eeKT ce HabIr0AaBa MPH 3HAYMMO MOBEYE MALMEHTH C XUCTO-
€H/IOCKOTICKO JIMTaBUYHO O3]IpaBsiBaHe B IPYMHTE C YCTeKHHYMal0 Ha Beska 12-ta ceamuna (39%) u Ha
Besika 8-Ma ceamutia (46%) B cpaBHeHHE ¢ 1are6o (24%).

Kauecmeo na socueom, cewpzano cvc 30pagemo

KauecTBOTO Ha )KHBOT, CBBP3aHO ChC 3PABETO, € OILICHIBAHO Ype3 BBIPOCHUK NMPHU Bb3NATUTSIIHU
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
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 cpaBHEHHUE C I11ane0o.
ToBa mogoOpeHue ce MoAIbpIKa MPH MAIMEeHTHTE, JTeKyBaHH ¢ ycTrekuaymad, B UNIFI-M no
cenmuna 44. ITogoOpeHneTo Ha Ka4eCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, obukHOBeHO ce
MOAIBPIKA MPE3 LSI0TO NpoabiikeHue a0 ceamuia 200.

[TanuenTHTe, MOTyYaBaid YCTEKUHYMAa0, IMAT 3HAYUMO ITO-TOISIMO TTOJOOpEHHEe Ha TPOyKTHBHOCTTA
mpu paboTa, OLEHEHO Ype3 MO-TOJIIMO HaMalsiBaHe Ha OOIIOTO HapyIIeHue Ha paboTara U Ha
HapyIIaBaHEeTO Ha aKTUBHOCTTA, OIlcHeHH upe3 BhllpocHnka WPAI-GH, 0TKOTKOTO ManuenTure,
NOJTyYaBajy rianeoo.

Xocnumanusayuu u onepayuu, cevpanu c yayepozer koaum (YK)

Ho cenvuria 8§ B8 UNIFI-I mporieHTHT Ha YIACTHUIMTE C XOCMIUTATN3aIlNN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YYACTHULUTE B Ipymara ¢ NpenopbyuTenHaTa g03a ycrekunymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIINTE B Tpymara c miamnedo (4,4%, 14/319), kaTo HUKOH OT y4aCTHUITUTE,
MoJTy4aBali yCTeKMHyMal B PEMopbhUMTENHATA HHAYKIIMOHHA /1032, HE € MOJI0KEH Ha OIepartus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipymara ¢ miamnedo.

o cenmuna 44 8 UNIFI-M 3HaunMo 1o-HECHK Opoil XocmuTanu3anuu, cebp3anu ¢ YK, e
HaOJII0JaBaH MMPH YYACTHUIIMTE B KOMOMHUpPaHAaTa Tpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHeHUE ¢
y4acTHUIIMTE B Tpymarta ¢ miamnedo (5,7%, 10/175). Unucneno mo-mManbk Opoi yY4aCTHHIM B TpyIIaTa ¢
ycrexkunyMmad (0,6%, 2/348) ca moxnoxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHE C
y4acTHHUIIMTE B rpymnara ¢ miamebo (1,7%, 3/175) no cenmuna 44.

HUmyHorenHoct
ITo BpeMe Ha JieueHHUE ¢ yCTEKMHYMa0d MOTaT Jia Ce Pa3BUAT aHTUTEIIA CPEIly YCTEKUHYMa0 U

MOBEYETO OT TsX ca HeyTpanusupanim. OOpa3yBaHEeTo Ha aHTHTENA CpPelly YCTEeKHHYMab € CBBP3aHo ¢
MIOBHUIIIEH KIMPBHC HA YCTEKMHYMa0 Mpu nauueHTu ¢ 6onect Ha Crohn nnm ynueposeH koiut. He e
HaOnro1aBaHa HamaseHa eukacHocT. He ce HaOmojaBa oueBHIHA 3aBUCUMOCT MEXTY HaJIUYUETO Ha
aHTHTEJa Cpellly YCTeKHHyMab U MOosABaTa Ha peakIiy Ha MSICTOTO Ha MHKEKTHUpPaHE.

lleanaTpuyna momymnanus

EBpomneiickara areHIys 1o jJekapcTBara oTiara 3aIbJKEHHETO 3a IPEI0CTaBsIHe Ha PEe3yJITaTUTE OT
NPOYYBaHUATA C YCTEKHMHYMa0 B €1HA WJIM NTOBEYE NOATrPYIH Ha NMEAUATPUYHATA MOMyJIauus Ipu
6onect Ha Crohn 1 yiuepo3eH KoiuT (BX. Touka 4.2 3a nHGOpMaLus OTHOCHO yHoTpeda B
MIeANATPHTA).

bonecm na Crohn npu oeya

be3omacHocTTa M e(h)MKacCHOCTTA Ha YCTEKMHYMa0 ca OlCHCHHM Py 48 nieIUaTpUYHU MAIUEHTH C TETJIO
Hai-Majko 40 kg B MEXXIMHEH aHAJIM3 HAa MHOTOLIEHTPOBO npoyuBane dgasza 3 (UNITI-Jr) 3a
MeAMaTPUYHU MMAlMEHTH C yMepeHa JI0 TeXKa akTuBHa O0osect Ha Crohn (medwuHupana upe3 Muamekc
Ha akTHBHOCTTA Ha OonectTa Ha Crohn [PCDAI] >30) B npoasmkeHne Ha 52 ceIMUIIH JIeUeHUE

(8 cemMuI HHAYKITMOHHO U 44 cenMUIM MOAABPKAIIO JiedeHue). [lannenTrre, BKIIOUYCHN B
MPOYYIBAHETO, WJIM HE ca UMaJH IOCTaThUCH OTTOBOP, WIIM Ca UMaJIH HETIOHOCUMOCT KbM MPEAX0aHA
OMoJIOTMYHA WM KOHBEHIIMOHANTHA Teparnus 3a 0ojectra Ha Crohn. [IpoydBaHeTo BKIIFOUBa OTKPUTO
WMHAYKIMOHHO JICYCHHUE C eIMHINYHA MHTPABEHO3HA 7033 yCTeKMHyMa0 npubnusuteato 6 mg/kg (Bx.

51



TouKa 4.2), MociIeBaHO OT PaHAOMHU3UpaHa JBOHHOCIIAIA MOLIbPIKAILA CXeMa C ITOJIKOKHO
npuioxenue Ha 90 mg ycreknHyMad Ha BCEKU 8 CeIMHLIM MM Ha BCEKU 12 ceAMULIH.

Pesynmamu 3a eghuxacnocm

[IppBHYHATa KpaiiHa TOYKa Ha MPOYYBAHETO € KIMHUYHA PEMHUCHS Ha CeIMUIIA 8§ OT MHAYKLUSATA
(mepunnpana xato ckop no PCDAI < 10). [IponieHThT Ha NalMEHTHTE, TOCTUTHAIN KIMHUYHA
pemucus, ¢ 52,1% (25/48) u e cpaBHUM C TO3HU, HaOIIO1aBaH B Ipoy4BaHusTa (aza 3 Ha YCTEKUHYMa0
IpU BB3PACTHHU.

Knunandaen otroBop € HabmromaBan omie Ha ceamuiia 3. [IponeHThT Ha MAIIMEHTHUTE C KITUHUYICH
OTrOBOp Ha cenMHuIa 8 (IeprUHUPaH KaTo HaMalleHHe CIPSIMO M3XOIHOTO HMUBO HA OOIIHUS CKOP TIO

PCDAI >12,5 touku ¢ o6mr ckop mo PCDAI ue moede ot 30) € 93,8% (45/48).

B tabnuna 13 ca npeacTaBeHn aHAJIM3UTE HA BTOPUYHKUTE KPalHU TOYKHU 10 BpeMe Ha MO IbprKaliara
Tepanus A0 ceamuna 44.

Tabnuya 13: Pe3tome na emopuyHume KpauHu mo4ku no epeme Ha ROOObPAHCAULOMO JeUeHUE

ceomuya 44
90 mg 90 mg OO0y Opoit
YCTEeKMHYMAa0 YCTeKMHYMA0 NalHeHTH
npe3 8 cenMunm npe3 N=48
N=23 12 cenmunu
N=25

Kiunn4na pemucust - 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Knunuana pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
KOPTHKOCTEPOU M’
Knuanyna pemucus npu nauueHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOUTO ca OWH B KITMHUYHA
pEMHUCHS TIPH UHIYKIUSTA
cenmuna 8
Kiunngen otrosop ' 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
Enjockorncku otrosop * 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*

§

Knuanunata pemucus e nedunmnpana xato ckop no PCDAI <10 Touku.

Pemucus 6e3 xoprukoctepounu ¢ nepuaupana kato ckop mo PCDAI <10 Touku u 6e3 mpreM Ha KOPTHKOCTEPOHIH B
npoasipkeHue Ha mone 90 mau npenu Cenqmuna M-44.

KiuHu4HUAT OTroBop € JeduHMUpaH KaTo HaMaJICHUE CIPSIMO M3XOAHOTO HUBO Ha ckop o PCDAI >12,5 touku ¢ o061
ckop o PCDAI ne moseue ot 30.

EHmocKonckusaT oTroBop € AeduHupan kato Hamanenue Ha ckopa SES-CD >50% wiu ckop SES-CD <2 npu
nanueHTy ¢ usxoneH ckop SES-CD>3.

Kopurupane Ha yectoTara Ha IpUIIOKEHHE

[NanuenTHTe, KOUTO MPEMHUHABAT Ha MOJUIHPIKAIIO JIeYeHHE U UMaT 3aryba Ha otroBop (loss of
response, LOR) Bb3 ocHOBa Ha ckopa o PCDALI, oTroBapsT Ha yCIOBHSTA 32 KOPUTHPAHE HA J]03aTa.
[lanuenTHTE MM IPEMUHABAT OT JIeUCHHE Ha BCEKU 12 ceMUIIM Ha BCEKU 8 CEMMLIM, WIIA OCTaBaT Ha
JieYeHHE Ha BCEKHU § ceaAMHULH (Tu1ane0o KOpeKLus). 2 MalueHTH ca C KOPUIHpaHa 103a KbM I0-
KpaTKus HHTEpBaJI Ha MpuiIoXkeHue. [Ipu Te3u manueHTy KIMHNYHA peMucHs e nocturnara npu 100%
(2/2) oT maneHTUTE 8§ CEIMUIIM CJIeA KOPUTHPAHE Ha 103aTa.

[IpodunbT Ha Ge30MaCHOCT Ha cXxeMaTa Ha WHAYKIIMOHHO MPHJIOKCHUE U Ha JIBETE CXEMH Ha
NOJIbpKAIaTa CXeMa Ha JICUeHHE TIPH MeInaTpUIHATa TOMyanus ¢ Terio Hai-manko 40 kg e
CPaBHHUM C TO3H, YCTAHOBEH IIPH MOITyJIalusiTa Ha Bb3pacTHH ¢ bosiecT Ha Crohn (Bx. Touka 4.8).

Cepymnu u ghexannu 6uomapkepu Ha 8b3naleHUemo

Cpennarta mpoMsiHa CIPSMO W3XOAHOTO HUBO MPU MOATBPIKAIIIO JieueHHe Ha cenMulia 44 Ha
koHueHTpanuute Ha C-peaktuBeH npotenH (CRP) u dekanen xanmporekTus e cborBeTHO -11,17 mg/l
(24,159) u -538,2 mg/kg (1271,33).
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Kauecmeo na srcusom, cevpsano cvc 30pasemo
Oo6muTte ckopose mo IMPACT-III u Bcuuku moagoMeHu (UpeBHA CUMIITOMH, CHCTEMHH CHMIITOMH,
CBBP3aHH C YMOPa, ¥ 0JIarOChCTOSHUE) MOKA3BaT KJIMHUYHO 3HAYMMHM MOT00PEHHMS e 52 CeIMUIIH.

5.2 ®apmMakoKWHETHYHH CBOJCTBa

AOGcopOuus
Menuanara Ha BpeMe 3a JOCTHTaHE Ha MAKCHMMAJTHA CePYMHA KOHIICHTPAIHS (tmax) € 8,5 qHH crien

€HOKPATHO IpuiioxkeHue Ha 90 mg MoAK0XKHO MPU 3ApaBU MaUUEHTU. MeanaHarta tmax Ha
YCTEKHMHYMaO CjIell eIHOKPATHO MPHIIOKeHUE Ha 45 mg uin 90 mg MOIKOKHO MPH MALUEHTH ¢
TICOPHA3UC ca CXOAHU C HAOII0JaBaHUTE MPH 3APABU MAIIMEHTH.

AbcomoTHaTa OMOHATMYHOCT Ha YCTEKMHYMa0 clie]] €HOKPATHO MOAKOKHO NPUIOKEHUE €
u3ymucieHa Ha 57,2% mpu naueHTy ¢ Icopruasuc.

Pasnpenenenue
Menauanarta 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.

Envumunupane
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 monyxuBoTa (ti2) Ha
yCTEKHHYMab € MpHONU3UTENTHO 3 CeIMHUIM NPH MALUEHTH ¢ IICOPUa3HC, ICOPUaTHYECH apTPUT, O0IecT
Ha Crohn nnm ynmepo3eH KOJUT 1 Bapupa oT 15 10 32 n1HH BHB BCUYKH MTPOYYBAHUS HA TICOPUA3UC H
ncopuatrueH apTput. ChrilacHO MpoBe/ieH PapMaKOKWHETHUCH aHAIN3 Ha MOIYJIAIUATa PUBHTHHAST
kiaupbHC (CL/F) n npuBunnust o6em Ha pasnpezaenenue (V/F) ca cotBetno 0,465 1/d u 15,7 1 npu
nanueHTH c rncopuazuc. CL/F Ha ycreknHyMa0 He € 3aBHcHM OT moJia. Pe3ynratu oT nomynanuoHeH
(hapMaKOKMHETHYEH aHAIIN3 TIOKA3BaT, Ye UMa TEeHJICHIINS KbM MO-BHCOK KIMPHHC HA YCTEKHHYMa0
IpY TTALMEHTUTE, AT HOJI0XKUTENIEH PE3YITaT Ha U3CIEIBAHETO 3a AHTUTEIIA CPELy YCTeKHHyMao.

JInHeWHOCT Ha 103aTa

CuctemHara excrio3uiust Ha ycTeKUHYMao (Cmax 1 AUC) ce yBennuaBa 1o HauuH, NPUOTU3UTETTHO
MIPONOPIMOHANIEH Ha J103aTa, CJIe]] €IHOKPATHO 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 NaMeHTH ¢ COpHa3uc.

EamHudHa cpelry MHOTOKpaTHa J1o3a

[Ipodunure Ha cepyMHa KOHIICHTpAIMS-BPEeME Ha YCTEKHHYMAa0 ca MPUHIIMITHO MPEIBUIUMHU CJIC]T
MOJIKOKHOTO TIPUIIOKEHNE HA €THOKPATHU M MHOTOKPATHU 103U. [Ipn manueHTH ¢ copuasuc
CTaIlMOHAPHUTE CEPYMHHU KOHIIGHTPAIIMU Ha YCTEKHHYMa0 ca JIOCTHTHATH B ceMULIA 28 cIie/
IEPBOHAYATHY MOJKOXKHH 1034 B ceamuity 0 u 4, mocienBanu OT 03U Ha BCEKH 12 cenMHUIIn.
MenuanaTta Ha CTalliOHapHATa CEPYMHA KOHIIEHTpanus € B rpanuiute 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 oueBunHO KyMmyIupaHe B
cepyMHaTa KOHIICHTpAI¥sI Ha YCTEKHHYMal ¢ BpEMETO, KOraTo Ce MpHiiara MmoJAKOXHO Ha BCEKH

12 cenmunu.

[Ipu manmenTH ¢ 6omect Ha Crohn u yJIepO3eH KOJIUT CJIeA HHTPaBEHO3HA J103a OT ~6 mg/kg ce
npujiara o K0o)KHa o abpikalia trepanus ot 90 mg yctekuaymab npe3 8 win 12 ceIMULIU, KOSITO
3amoyBa Ha ceamuna 8. KoHIeHTpaIus Ha YCTeKMHYMa0 B CTAIIMOHAPHO ChCTOSIHUE CE IOCTUTA KbM
HAYaJIOTO Ha BTOpAaTa MoAbpKaiia n1o3a. [Ipu nanuentu ¢ 6onect Ha Crohn MenuaHaTta Ha Haid-
HUCKHUTE KOHIIEHTPAIIUU B CTAllMOHAPHO ChCTOsIHKME Bapupa ot 1,97 ug/ml no 2,24 pg/ml u ot

0,61 pg/ml no 0,76 ug/ml 3a ycrekuaymad 90 mg cbOTBETHO Ipe3 8 CEIMUIM WM Mpe3 12 CeaMUIIY.
[pu nanueHTH ¢ yIIepo3eH KOJIUT MeIaHaTa Ha Hal-HUCKUTE KOHIICHTPAIMH B CTAIIMOHAPHO
chcTOsiHUE Bapupa ot 2,69 ug/ml g0 3,09 ug/ml u ot 0,92 pg/ml g0 1,19 ug/ml 3a 90 mg ycrekunymad
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Ha BCEKHU 8 CeIMUIM W Ha Bceku 12 cenmuiy. Hali-HuCKUTE HUBA Ha YCTEKMHYMA0 B CTAI[IOHAPHO
ChCTOsTHUE, TToNydeHH npu 90 mg ycrekuaymab npe3 8 ceaMuIly, ca CBbP3aHu C MTO-BHCOKA Ye€CTOTa
Ha KJIMHUYHA PEMHUCHS B CPaBHEHUE C Hall-HUCKUTE HUBA B CTAI[MOHAPHO ChCTosTHUE el 90 mg mpe3
12 cenmuru.

BausiHye Ha TErI0TO BPXY (hapMaKOKMHETHKATA

B IMPOBCJICH IMOMYJIallMOHCH q)apMaKOKI/IHeTI/I'-IeH aHaJIn3, KbJACTO Ca U3IIOJI3BAaHU JaHHU OT ITallTMCHTH
C MCOpHAa3KC € KOHCTaTUPAHO, Y€ TEJIECHOTO TETJIO € Hal-3HaYMMaTa KOBapuaTa, BIUseIa BbPXY
KIHpbHCA Ha ycTeknHyMa0. Menuanara Ha CL/F npu nauuentu ¢ terno > 100 kg e npubnusurenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terio < 100 kg. Mennanara va V/F npu nanueHTH ¢ Teriao
> 100 kg e npubnmsurenno ¢ 37% mo-BUCOK B cpaBHeHuUe ¢ manueHTH ¢ terio < 100 kg. Mennanara
Ha MUHUMAJIHU CEPYMHH KOHLIEHTPALMK Ha yCTEKUHYMa0 MPH MAUEHTH C IO-TOJISIMO TErJIo

(> 100 kg) B rpynara ¢ g03a 90 mg ca no00HU Ha TE3U MPH MAIMESHTUTE ¢ To-Maiiko Tero (< 100 kg)
B rpynara c 1o3a 45 mg. [Togo0Hu pe3yaTaTH ca MolyuYeHH OT OTBbPAUTENCH (hapMaKOKHHETHYCH
NOIyJIAIIMOHEH aHANIN3, KBJETO ca U3MOI3BaHM JaHHH OT HALMEHTHU C ICOPUATHYCH apTPHUT.

Kopurupane Ha yecToTaTa Ha IPUIOKEHHE

B®3 ocHoBa Ha HabrOmaBaHUTE NaHHM U nomynanuonauTe K aHanusu npu maueHTy ¢ 60JIecT Ha
Crohn 1 ¢ yiuepo3eH KOIUT paHIOMU3UPAHUTE YYaCTHHUIIM, KOUTO MIPECTAaHAaT Aa Ce MOBIHBAT OT
JICYEHUETO, IMAT TIO-HUCKH CEPYMHHU KOHIIEHTPALMU Ha YCTEKMHYMab BB BPEMETO B CPAaBHEHHE C
y4JacTHHIIUTE, KOUTO He ca 3aryouiu orrosop. [Ipu 6onectra Ha Crohn Kopurupasero Ha jo3ara OT
90 mg Ha Bceku 12 cenmunm Ha 90 mg Ha BCEKH 8 CEMUIIM € CBBP3aHO C NOBHILIABAaHE Ha Hail-
HUCKHTE KOHIICHTPALIMU Ha YCTEKHMHYMa0, KaTo TOBa C€ ChIIBTCTBA C MIOBUINIABAaHE HAa e()UKACHOCTTA.
[Ipu ynueposen xonut nonyinauuoned K mMozen nokassa, ye KOpUrupaHeTo Ha go3aTa oT 90 mg Ha
BCEKH 12 cenMuIM Ha 8 ceqMUIIM MOKE A C€ OYaKBa J1a AOBEJE 10 3-KpaTHO YBEJIMYEHNE Ha Hal-
HHUCKHUTE KOHLIEHTPALUHU HAa YCTEKUHYMa0 B CTalMOHApHO chcTosiHUe. OCBEH TOBA, Bb3 OCHOBA Ha
JAHHY OT KIIMHUYHUTE U3MUTBAHUA, TIPY TAIIMEHTH C YJILEPO3EH KOJIUT € YCTAaHOBEHA MOJIOKUTETHA
BpB3Ka EKCIO3UIHSI-0TIOBOP MEXIY Hali-HUCKUTE KOHIIEHTPAIH U KJIMHUYHATA PEMUCHS U
JUTaBUYHOTO O37paBABAHE.

Crenyaiiy nonyJaiun
Hsama nannyan hapMakoKMHETHYHH JaHHU MIPH MAIIUEHTH C YBpeneHa Ob0pevHa Wim 4epHojpoOHa
(dhynkus. He ca mpoBeieHN KOHKPETHH MTPOYYBaHUS TP MAIIMEHTH B CTapUecKa Bh3pacT.

(DapMaKOKI/IHCTI/IKaTa Ha YCTCKI/IHYMa6 KaTO LAJIO € CpaBHUMA MCKAY MAIMCHTHU C IICOPHUA3UC U
YIOepO3CH KOJUT OT a3UATCKU U HCA3UATCKU MPOU3XOMI.

[Tpu nanmentu ¢ 6oxect Ha Crohn u ynIepo3eH KOJIUT BapUaOMIIHOCTTa Ha KIIMPBHCA Ha yCTEKUHYMaO
ce MOBJHUSBA OT TEJIECHOTO TEIJI0, HUBOTO HA CEPYMHHS aIOYMUH, I0J1a ¥ CTaTyca Mo OTHOLICHUE Ha
aHTHUTENAaTa CPelry YCTeKHHyMa0, 10KaTO TeJIECHOTO TETJIO € Hail-3HaunMMaTa KoBapuara, BIusela
BBpXY 00eMa Ha pasnpenencHue. OcBeH ToBa npu 6onectra Ha Crohn KIMPBHCHT ce noBusBa oT C-
PEaKTUBHUS MPOTEHH, cTaTyca Mo OTHOLICHUE Ha HeycneX Ha JedyeHneto ¢ TNF-aHTaroHucTu u
pacara (a3uaTCKH CIpSIMO HEa3HaTCKH MPOU3Xon). Br3aelcTBreTo Ha TE3U KOBApHUATH € B PAMKHTE Ha
+20% OT TUIIMYHATA WU pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
HeoOXoaMMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynoTpeba Ha
MMYHOMOYJIATOPH HAMA 3HAYUTEIHO BIIMSHUE BHPXY PAa3NpeesIeHHETO Ha yCTEKHnHYMao.

Pesynratu oT apMakOKWHETHYCH aHAIM3 Ha MOITYJIAsITa He IOKa3BaT BIMSHIE Ha TIOTIOH WITH
AJIKOXOJI BBPXY (papMaKOKMHETHKATa Ha yCTEKUHYMao.

buonanuuHOCTTa Ha yCTeKI/IHYMa6 CJIeq IPUIIOKCHUE ChC CIIPUHIIOBKA WMJIX NPEABAPUTEIITHO
HaITbJIHCHA IMHUCAJIKa € CpaBHUMA.

CepyMHHTE KOHIICHTPAI[UH Ha YCTEKWHYMAO NP MEeJUAaTPUIHN TTAMEHTH C TICOPHA3NC, HA BB3pacT OT
6 1o 17 roguHwy, JIEKyBaHH C MPEHOPBUUTENHATA J103a CIIOPE]] TEIECHOTO TETJIO, A CPABHUMU C TE€3U
IpY Bb3pacTHATa MOIyJIalus ¢ ICOPHA3NC, JIEKyBaHa € /1032 3a Bb3pacTHH. CepyMHUTE KOHLIEHTPALUN
Ha YCTEKWHYMAaO NpH MeMaTpUIHN MallMeHTH Ha Bb3pacT 12-17 roaunu ¢ ncopuasuc (CADMUS),
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JICKYBAHHU C IIOJIOBMHATA OT NPCTIOPBUUTCIHATA 103a CIIOPEA TCICCHOTO TCTJIO, Ca 3HAYUTCIIHO I10-
HHUCKH OT TC3U IIPU Bb3PACTHU MAITUCHTH.

CepyMHHTE KOHIICHTPAI[MH B CTAIlHOHAPHO CHCTOSIHUE MPU TIETUATPHYHH MAIIMEHTH ¢ OoJiecT Ha
Crohn c¢ tersno naii-manko 40 kg ca cpaBHUMH C T€3W IPH Bb3pacTHaTa nomynaus ¢ 6onect Ha Crohn.

Perynupane na CYP450 en3umu

Edexrure na IL-12 wum IL-23 Bepxy perynupanero Ha CYP450 enzumure ca oLeHeHU B in Vitro
MPOYyYBaHe C M3IOJI3BaHE HA YOBEIIKY XETaTOIMTH, KOeTO 1mokassa, ye 1L.-12 w/wmm [L-23 ¢ HuBa ot
10 ng/ml He npomeHsaT aktuBHOCTTa Ha YoBelkuTe CYP450 ensumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
win 3A4; BX. Touka 4.5).

[IpoBeneHo e oTkpuTO MpoyuBaHe (aza 13a nexkapcrBenn BaumozaericTrust CNTO1275CRD1003 3a
OIICHKA Ha e()eKTa Ha yCTEKUHyMal BbPXY €H3UMHATA aKTUBHOCT Ha IIUTOXpoM P450 criex nHmykims
¥ TIOJIbPIKAII0 TIPUJIaraHe MpH ManueHTH ¢ akTuBHa Oostect Ha Crohn (n=18). He ca HaGmonaBann
KJIMHAYHO 3HaYMMU NPOMeHH B excriozunusaTa Ha kopenH (CYP1A2 cyOctpat), Bapdapun

(CYP2C9 cybcerpar) omenpazon (CYP2C19 cybcerpar), aekcrpomeropdan (CYP2D6 cyOerpar) wnu
mupazonaMm (CYP3A cyGerpar), KoraTo ce U3MoiI3BaT ChI'bTCTBAILO C YCTEKMHYMal Ipu oJo0peHarta
NpEeNnopbUYUTENHA TO3UPOBKA NP ManueHTy ¢ 6osiect Ha Crohn (Bx. Touka 4.5).

5.3 IlpeakJMHUYHU AAHHM 32 0€30MACHOCT

HexnuHUYHUTE JaHHU HE MTOKa3BaT 0COOCH PUCK (HAIp. TOKCHYHOCT Ha OpraHUTe) 3a Xopa Ha Oa3zara
Ha M3MUTBAHUATA 32 TOKCHYHOCT TP MHOTOKPATHO MpUiIaraHe, TOKCHYHOCT 332 Pa3BUTUETO U
PENpPOOYKTUBHA TOKCHYHOCT, BKIIOUUTETHO U (hapMaKoJOrMYHHUTE OLEHKH 3a Oe3omacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 32 PAa3BUTHETO U PENPOIYKTHBHA TOKCHYHOCT MPHU JIBJITOOMAIIATH MAKALH
He ce Ha0III01aBaT HeXellaHu ePeKTH BbpXY QepTUINTETa IPU MBXKKHUTE, KAKTO H BPOJICHU JIePEeKTH
WJIM TOKCUYHOCT 3a pa3BuTHETO. He ce HaOmonaBar HexenaHu eeKTH BbpXy QepTHiInTeTa MpU
JKEHCKHUTE MIpU yroTpedaTa Ha aHAJIOTHYHO aHTUTsUIO cpeity 1L-12/23 mpu mMumku.

Jlo30BUTE HHBA B POYYBAHHUS MIPU )KUBOTHU ca 01130 45 MBTH MO-BUCOKH OT Hali-BUCOKATA
€KBUBAJICHTHA 1034, IIPEIBWK/aHa 3a IIPWIOKECHHE IIPU MALUEHTH C ICOPUA3UC, U BOJAT 10
MaKCHMAaJIHHA CEpyMHH KOHUEHTpAIMK TPU MaliMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKH OT
KOHIICHTpAIMUTE, HAOIIOITaBaHH TIPH XOpa.

He ca npoBexxaanu mpoydBaHus 3a KapIUHOTEHHOCT C YCTEKMHYMa0 Mopajy JTUIcaTa Ha IOIXO SN
MOJIEITU 3a aHTHUTSUIO 03 KPhCTOCaHa peakTUBHOCT KbM [L-12/23 p40 Ha rpuzaun.

6. DAPMAIEBTUYHHU JAHHHAU

6.1 ChnucbK HAa IOMOILIIHUTE BeleCTBA

L-xuctnauna

L-xucTuInHOB MOHOXUAPOXIOPUJ MOHOXUAPAT

[Momucopbar 80 (E433)

3axaposa

Bona 3a nmxeknuu

6.2 HecbBMEeCTHMOCTH

[Ipu nunca Ha Mpoy4YBaHMS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPsOBa Ja ce cMecBa ¢
JpYyTH JEKapCTBEHU NPOIYKTH.
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6.3 Cpok Ha rogHOCT

STELARA 45 mg nHXeKINOHEH pa3TBOP
2 TOINHU

STELARA 45 mg nHXeKIHOHEH pa3TBOp B MPEABAPUTEIHO HAIIBJIHEHA CIIPUHIIOBKA
3 roguHU

STELARA 90 mg nHXEeKIIMOHEH 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 a0 30 JHU B OpUTHHATHATA KAPTOHEHA OTTAKOBKA,
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
BBHIITHATA KAPTOHEHA OIIaKOBKa MecTa. JlaTara Ha U3XBBPISIHE HE TPsIOBa Ja € cliel OpUTHHAIHUS
CPOK Ha rOJIHOCT, OTII€YaTaH BbpXY KapToOHeHaTa onakoBka. Cien KaTo BeJHBK CIPUHIIOBKATa € Onia
ChXpaHsABaHa NpH craitna Temmnepatypa (1o 30°C), Ts1 He TpsAOBa Aa ce BPbLIa B XJIaJUIHUKA.
UzxBBpIieTe COpUHIIOBKATA, aKO HE C€ M3II0JI3BA CJICA ChbXPaHEHHE TIPH CTaiiHa TeMIepaTypa B
pamkute Ha 30 THU WK Clie]] U3THYaHe Ha OPUTHHAIHUA CPOK HA TOHOCT, B 3aBUCUMOCT OT TOBa, KOE€
OT JIBETE HACTHIIU MO-PAHO.

6.4 Crhenuananm ycjaoBHs Ha ChbXpaHeHHe

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

CoxpansBaiiTe (h1akoHa WIK IPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA B KAPTOHEHATa OIAKOBKa, 3a Ja
Cce MpeArnas3u OT CBETIHHA.

AKO e HeOOXO0IMMO, OTACTHHUTE MPEIBAPUTEITHO HAITBIIHEHN CIIPHHIIOBKH MOXKE JIa C€ ChXPaHsBaT MPH
ctaiina temneparypa 110 30°C (Bx. Touka 6.3).

6.5 Bwuawu chabp:kaHue HA OMAKOBKATA
STELARA 45 mg uHXEKIIMOHEH Pa3TBOP

0,5 ml pa3rBop BBB priakoH OT cThKIO TUH | 2 ml, 3aTBOpEH chC 3amymalnka oT OyTHIIOBa Iyma ¢
TIOKpPHUTHE.

STELARA 45 mg nHXeKIHOHEeH pa3TBOP B MPEJABAPUTETHO HATbJIHEHA CIPUHIIOBKA

0,5 ml pa3TBOp B criprHIIOBKa OT CTHKIO THII | 1 ml ¢ ¢pukcupana urina ot HepbxKAaeMa CTOMaHA U
npeAna3uTell Ha Uriara, ChbIAbpKall CyX €CTECTBEH KayuyK (IIpOM3BOIHO Ha jarekc). CpuHIOBKaTa €
cHabieHa ¢ yCTPOMCTBO 3a TACHBHA 3aIHTA.

STELARA 90 mg nHKEKIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HATBJIHEHA CIPUHIIOBKA

1 ml pa3TBOp B cripuHIIOBKA OT CTHKIO TUT | 1 ml ¢ Ppukcupana urina ot HepBxKIaeMa CTOMaHa U
MIpeAMma3uTel Ha UTJIaTa, ChIbPIKaIll CyX €CTECTBEH KaydyK (TpOoU3BOAHO Ha jaTekc). CpHHITOBKATA €
cHabJIeHa ¢ yCTPOWCTBO 3a IMacCHBHA 3allNTa.

STELARA ce pa3npocTpaHsiBa B OITaKOBKa 110 1 ()JIaKOH MM OMIaKOBKa O | TIpeIBapHUTEIHO
HaI'bJIHEHA CIIPUHIIOBKA.

6.6 CrnenuajaHu nNpeana3Hu MepKHU NPH U3XBHPJIsiHe U padoTa

PaztBopbT BBB (priakona cec STELARA unu npeaBapuTeIHO HaTbJIHEHATa CIIPHUHLIOBKA HE TpsiOBa 1a
ce paskiamnia. Pa3tBopsT TpsaOBa 1a ce MpoBepH BU3YaTHO 32 HAIMYHETO HAa TBBPAU YACTHLIU HIIH
IPOMSHA Ha IIBETa, MPEIH Ja Ce MPHII0XKHU MOIKOKHO. Pa3TBOPBT € OUCTBP /10 JIEKO OIaNICCLICHTEH,
Oe31BeTeH 10 OJIEIOKBIT U MOXKE Ja ChbpKa HIKOJIKO JAPeOHH MOTYMPO3paYHU HITH OSIT YaCTUIH
npoterH. To3u BBHIIEH BUI HE € HEOOMYACH 32 IPOTEHHOBUTE Pa3TBOPH. JIEKapCTBEHUST MPOIYKT HE
TpsiOBa Ja ce ynoTpeodsBa, ako pa3TBOPHT € C MPOMEHEH LBAT WIX MBTEH WM aKO B HETO CE
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3abens3BaT TBBPAM Uy au yactuin. [Ipean npunarane STELARA tpsiOBa na nocturse craiina
Temreparypa (IpuOIM3UTENIHO 3a OKOJIO MoyioBuH 4Yac). [logpoOuu ykasanus 3a ynotpeda ca
IPEJOCTaBEHU B JIMCTOBKATA 3a MAILEHTA.

STELARA He cbabpKa KOHCEPBAHTH, 3aTOBA HEM3MOI3BAHUAT JIEKAPCTBEH IPOAYKT, OCTaHAT BB
(hmakoHa M CTIpUHIIOBKATA, HE TpsiOBa na ce u3noisBa. STELARA ce mocraBst KaTo cTepuiieH QrakoH
3a eTHOKpaTHA ynoTpeba Wiu MpeABapuTeIHO HAIThJIHEHATA CIIPUHIIOBKA 32 €JHOKPATHA yoTpeoa.
CrpuHIOBKaTa, uraara 1 (IakoHbT HE TPsAOBa Ja ce U3MO0J3BaT MOBTOpHO. Hensnon3panust
JIEKapCTBEH NPOAYKT WM OTIaJbYHUTE MaTepUAIU OT HETO TPAOBa J1a ce U3XBBPIIIT B CbOTBETCTBUE C
MECTHHUTE U3NCKBaHUS.

Korato ce n3non3sa eqHon030B (pakoH, MpernopbyBa ce U3MOI3BAHETO Ha CIPUHIIOBKA OT 1 ml ¢ uria
27G, % una4 (13 mm).

7. HNPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

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

STELARA 45 mg uHXEKIIMOHEH pa3TBOP B MPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
EU/1/08/494/003

STELARA 90 mg MHXEKIIMOHEH pa3TBOP B MPEABAPUTEIHO HATBJIHEHA CIIPUHIIOBKA
EU/1/08/494/004

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

[ata Ha mBpBO paspemasane: 16 aayapu 2009 r.
[ara na nocnenxo noxHosiBaHe: 19 centemBpu 2013 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

IToapoGHa 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 Pa3TBOpP B MPEIBAPUTEITHO HAITBIIHEHA MTHCAJIKa
STELARA 90 mg uH>XeKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA MTHCAJIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mg uHXeKIIMOHEH pa3TBOP B IPEABAPUTEIHO HATbIHEHA MHCATKA
Bcesika npeaBapuTelIHO HaITbJIHEHA MUCANKA ChAbPKaA 45 mg ycrekurymad B 0,5 ml.

STELARA 90 mg MHXEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HATbIHEHA MHCATKA
Bcesika npeaBapuTeIIHO HallbJIHEHA MUACAIKA ChAbpka 90 mg ycTrekuHyMao B 1 ml.

Ycerexkuaymab e usnsio yosenko [gG 1k MOHOKIOHATHO aHTUTSII0 KbM uHTepiieBkuH (IL)-12/23,
MIPOU3BEICHO B MUEIIOMHA KIIEThYHA JIMHHSI Ha MUIIKH C TIOMOIITa Ha pekoMOuHanTHa JJTHK
TEXHOJIOTHS.

3a IIBJIHMS CIIMCHK Ha IIOMOIIMHHUTEC BCUICCTBA BMXXTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mg MHXEKIIMOHEH pPa3TBOP B IPEABAPUTEIIHO HAI'bIHECHA IIHCAJIKA
HHxeKIMOoHEeH pa3TBOp

STELARA 90 mg MH)XEKIIHOHEH PAa3TBOP B IPEABAPUTEIHO HAMBIHECHA MHUCAIKA
MHXeK1MOHEH pa3TBOP

Pa3TBOpBT € OUCTBP /0 JIEKO ONaNeceHTeH, 0e31BETEH J0 OJIeJ0KBIIT.

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 IUKIIociopuH, MerorpekcaT (MTX) miu ITYBA (ricopanen u yaTpaBUOJIETOBU A JIbUH)
Tepanus (BX. Touka 5.1).

IIcopmnatnued aprpur (PsA)

STELARA, camocTosaTenHo uid B komOuHaius ¢ MTX, e moka3aH 3a JIeUeHHE HA aKTUBEH
MICOPUATHYCH apTPUT MPHU BH3PACTHH MALMEHTH, IIPU KOUTO OTTOBOPHT KbM MPEIIICCTBAIIO JICUCHHUE C
HeOnonornyHu Mo uduIpany 6onectta antupeBMaroniu iekapcrsa (DMARD) e 6un
HEeJOoCTaTh4eH (BK. Touka 5.1).

Bonecrt Ha Crohn

STELARA e noka3zas 3a jiedeHHE Ha Bb3PACTHH MALMEHTH C yMEpeHa JI0 TeXKa aKTUBHA 00JIeCT Ha
Crohn, KOUTO ca ce MOBIUSIN HEAOCTATHYHO, BeUe HE ce TIOBJIHSABAT MM UMAT HETIOHOCHMOCT KbM
KOHBEHIIMOHAIHATA Tepanus Wik KbM aHTaronuct Ha TNFo.

58



VYaueposeH KOJIUT

STELARA e mokasaH 3a JiedeHHe Ha Bb3PACTHH MAIUEHTH C YMEPEH JI0 TSKBK aKTUBCH yIIIEPO3CH
KOJIUT, KOUTO Ca C€ MOBIUSIIN HEIOCTAThYHO, BEUe HE CE MOBIUABAT WM UMAT HETIOHOCHMOCT KbM
KOHBEHIMOHAIHATA TePaHsl UM KbM OMOJIOTHYEH JIEKaPCTBEH MPOIYKT.

4.2 I[osnponlca N HAYUMH HA NPUJIOKECHUE

STELARA e npenna3HaueH 3a ynorpeda 1moJl pbKOBOACTBOTO M HaA30pa Ha JieKap C ONHUT B
JIMaTHOCTUIIMPAHETO U JICYCHUETO Ha 3a0osBaHus, 32 kouto STELARA e nokasas.

gOBH[)OBKa

I1makoB mcopuasuc
IIpenoppuntennara no3uposka Ha STELARA e HauanHa no3a 45 mg, IpuiIokKeHa MOJIK0XKHO,
nocJieBana oT f103a 45 mg 4 cenMULIM MO-KBCHO U CJEN TOBa Ha BCekU 12 ceamunu.

HpPI nanueHTH, KOMTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO O0 28 CCaAMHUIN Tp$[6Ba Ja ce oomucau
IMMPCKpaTABAHC HA TCPAIIUATA.

Hayuenmu ¢ menecrno meano > 100 kg

3a maruenTu ¢ tenecHo Teriio > 100 kg mepBoHavyanHaTa m03a € 90 mg, MpHIIokeHa TOKOKHO,
nociueaBana ot 03a 90 mg 4 cenMuUIM O-KBCHO U cJiell TOBa Ha Bceku 12 ceamunu. [pu Te3u
MAaIMeHTH J03ata 45 mg chIo € ehpuKkacHa, HO MO-rojiaMa epUKacHOCT uMa jo3ata 90 mg. (Bx.
Touka 5.1, Tabnuma 4)

IIcopmnatnued aprpur (PsA)

IIpenopruBanara no3upoBka Ha STELARA e Hauanna mo3a 45 mg, mpuiioskeHa MOAKOXKHO,
nocJeiBana oT n1o3a 45 mg 4 cenMUIIM NMO-KBCHO U CJEM TOBA HAa BCeKU 12 ceqmuuu. AITepHATUBHO,
IIPH MAIMEHTH ¢ TeaecHo Terno > 100 kg, Moxke na ce usnonssar 90 mg.

HpPI nanueHTH, KOMTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO N0 28 cCaAMUI Tpﬂ6Ba Ja ce oomucau
IMPCyCTAaHOBABAHC HA JICUCHUCTO.

Cmapuecka 6v3pacm (= 65 co0unu)
He e HeoOxoaumo agantupaHe Ha 103aTa NpH NALUEHTH B CTapuecKa Bb3pacT (BXK. Touka 4.4).

bvopeuno u uepnoopobno yepescoane
He ca nposexxaann npoyuBanus ce¢ STELARA npu Te3n nonynanuu nanueHTd. He Moxxe na ce nane
MpernopbKa 3a 103ata.

Tleouampuuna nonyrayus

Bbezonacnocrra n eduracHoctra Ha STELARA mpu aena ¢ ncopruasuc Ha Bb3pacT 0o 6 TOJUHU HITH
TIpU JieTia ¢ TICOPUATHUIeH apTpHT o 18-roauIiHa Be3pacT BCe Olle HE ca YCTaHOBEHH.
IIpenBapuTenHo HabJIHEHATA TUCANIKA HE € TPOYyYBaHa NPy NeIuaTpUIHATA TOITyJIAlHs U HE Cce
npenopbyBa 3a yrnorpeda npu nexuaTpuyHy nanueHTH. Bikre Touka 4.2 ot KXII Ha npenBaputenHo
HaIbJTHEHATa CIPUHIIOBKA 32 IO3UPOBKATa M HAYMHA Ha MPHJIOKEHUE TIPU MeTUaTPUIHN MAIleHTH Ha
6 ¥ 1oBeYe TOAWHHY C IICOPHA3KC.

bonect Ha Crohn 1 yniepo3eH KoiuT

B cxemara Ha neuenue mppBata 103a Ha STELARA ce npuiara uHTpaBeHO3HO. 3a T03UpOBKaTa MpU
MHTpPaBEHO3Ha cxema Ha npunarade BikTe Touka 4.2 ot KXII na STELARA 130 mg koHueHTpar 3a
MH(Y3UOHEH Pa3TBOP.

IIspBoTo moakoxHo npunoxerne Ha 90 mg STELARA Ttps0Ba fa ce u3BbpIIM Ha ceAMUIIA 8 CIIe]T
MHTpaBeHO3HaTa fo3a. Cien ToBa ce npenopbuBa NpUIIOKEHHe Ipe3 12 ceamuny.
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HaL[HCHTI/I, KOHUTO HE CC IIOBJIMABAT AOCTATHYHO JO 8 ceaAMuUIM CJICA ITbpBAaTa IMOJAKOXKHA 1034, MOXKC
Ja 1oJiydaT BTOpa MOJAKOXKHA 103a 110 TOBA BpEME (B)K. TOYKa 5. 1)

[TanueHTH, TP KOUTO MMa 3ary0a Ha OTTOBOP MPH MpHUiIaraHe mpe3 12 ceMuIm, MOXKe J1a UMart Ioji3a
OT MOBUINIEHUE HA YeCTOTAaTa Ha MPIJIOKEHHUE Mpe3 8 ceMuIy (BK. Touka 5.1, Touka 5.2).

BriocnencTBue no3aTta Moke a ce mpuiiara Ha HalMeHTUTe npe3 8 ceAMUIIM Wi Tpe3 12 ceIMUI Bb3
OCHOBa Ha KJIMHWYHA NpeleHKa (BxX. Touka 5.1).

TpsiOBa 1a ce OOMHUCIIN IIPEyCTaHOBSIBAHE HA JICYCHUETO MPH MAIUESHTH, KOMTO HE MOKA3BaT JaHHU 3a
TepaneBTUYHA 1MoJ3a 16 CeIMUIM Cliea 1.V, MHAYKIIMOHHA 1032 WK 16 CeIMUIM Clie/l TPeMUHABaHE
KBbM TpUJIaraHe Ha oJIbpiKalia 103a mpe3 8 CeAMHUIIH.

[IpunoxeHneTo Ha IMyHOMOYJIATOPH W/UITH KOPTUKOCTEPOUIA MOKE J1a TIPOIBIKH 110 BpeMe Ha
nedenueto cbc STELARA. IIpu manuenture, KOUTo ca ce moBausiin oT aedeHneTo cbec STELARA,
MIPUIIOKEHUETO Ha KOPTUKOCTEPOUIN MOXKE JIa CE HAMaJIA WX Ja C€ IPEyCTaHOBH B ChOTBETCTBUE CHC
CTaHJapTa Ha JEUCHHUE.

IIpu Gonect Ha Crohn nnm ynmepo3eH KOJUT, aKo TepanusaTa ce IpeKbCHE, MTOTHOBIBAHETO HA
JICUCHHUETO C MTOJIKOKHO MPUIIOKEHHE TIpe3 8 ceMUIM € Oe30TacHo U epeKTHBHO.

Cmapuecka év3pacm (= 65 co0unu)
He e HeoOxo1uMo KOpUrHpaHe Ha J03aTa IIpY NaIMeHTH B CTapuecka Bh3pacT (Bk. Touka 4.4).

bvbpeuno u uepnodpobHo yepescoarne
STELARA He e npoy4yBaH Ipy T€3U MOMyJalyy nanueHTu. He Morat fa ce HalpaBsT NPeNnopbKH 3a
J03HUpaHe.

Tleouampuuna nonyrayus

bezomacHocTTa 1 epukacnoctra Ha STELARA nipu nedenue Ha 6osect Ha Crohn npu nexuaTpuyHu
nanueHTH ¢ Terno noxa 40 kg wim ynmepo3eH KOIUT MpH Jenia Ha Bb3pacT 1ol 18 roauHu Bee ome He
ca ycranoBeHH. JlunicBar nannu. [lpeasapuTenHo HalrbIHEHATa MUCAJIKA HE € TPOyYBaHa IpU
nefuaTpuyHaTa MOMyJIalys U He ce MPEenopbyBa 3a ynoTpeda npu neAuaTpuiHu ManueHTu. Brxre
touka 4.2 ot KXII Ha koHIIeHTpaTa 3a HH(Y3UOHEH Pa3TBOP U Ha MPEABAPUTEIIHO HAITbJIHEHATA
CHPUHIIOBKA 32 JO3MPOBKATa U HAYMHA Ha MPUIOKEHUE MIPY NeIUaTPUIHM HalUeHTH ¢ 00JIecT Ha
Crohn u terno naii-manko 40 kg.

Hauun Ha npuniosxeHue

STELARA 45 mg u 90 mg npeaBapuTeIHO HAITBJIHEHHU MUCATIKU ca CaMo 3a MOJKOKHO HH)KEKTHPaHe.
[1o BB3MOKHOCT KOXKHUTE yYacThIIM C U3SBEH IICOpUA3UC TPAOBa a ce u30ArBar KaTo MsICTO Ha
WH)XEKTHpaHe.

Cren moaxozsmo o0ydeHue 3a TEXHUKATa Ha MOJKOKHO MHKEKTHPAHE ALMCHTUTE WK TEXHUTE
Oomnnornenaun mMorat fa nmxektupaT STELARA, ako nekapsT peiy, 4e ToBa € ymMecTHo. Bee mak
JIeKapsT TPSIOBa Jla OCUTYPH MOJXOISIIO ITPOCIIe/ISBaHe Ha MallUeHTUTE. [[allMeHTUTE NI TEXHUTE
OonHornenayn TpaOBa na ObJAT MHCTPYKTHUPAHH Aa HHXKEKTHPAT NPEANHUCAHOTO KOJIHMYECTBO
STELARA cobriacHo ykazaHusTa B TUCTOBKaTa. [loapoOHM yKa3aHus 3a MPUIOKEHHUE ca JaicHH B
JIMCTOBKATA.

3a mo-HaTATHIIHY YKa3aHUS 33 PUTOTBSHE U CIICIIUAITHYU TPEAITa3HA MEPKH MPHU padoTa BIKTE
TO4Ka 6.6.

4.3 IIporuBomokaszaHus

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

KimHauvHO 3HauMMa, akTMBHA WHGEKIUSA (HaIp. akTUBHA 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 OHOJIOTHYHUTE JIEKAPCTBEHH 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 uHpekyn. [Ipu KITMHUYHY POYYBAHUS U TIOCTMAPKETHHIOBO 00CEPBAI[MOHHO MTPOYYBaHE
IIPH MAIUEHTH C IICOPUA3UC Ce HAOJII0IaBaT CEPUO3HU OaKTepUAIIHU, I'bOUYHH U BUPYCHH MH(EKIIUU
npu nanuenTty, npuemamu STELARA (Bx. Touka 4.8).

[Ipu nanyeHTy, TEKyBaHU ¢ YCTEKUHYMa0, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITFOUBAIIN
peaxkTHBHpaHe Ha TyOepKyJ03a, IPyTH ONOPTIOHUCTUYHM OaKTEepUaTHU HHPEKINH (BKIIOUYUTEIHO
aTUIIMYHA MUKOOaKTepuaiHa HHPEKIHsI, MCHUHTUT, IpUYMHEH 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 apa3suTHU HH(EKIUH
(BKJIIOYUTETHO OYHA TOKCOIUIA3MO34).

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

[penu 3amouBanero Ha neueHue cbc STELARA nanuentute TpsOBa Jia ce u3ciensar 3a
TyOepkyno3Ha nndexuus. STELARA ne Tps0Ba 1a ce nmpuiara npy NauyueHTy C aKTUBHA
TyOepkyio3a (Bxk. Touka 4.3). JleueHnero Ha nareHTHa TyOepKyJ103Ha HHPEKIHS TPAOBa Ja 3a1I0uHe
npeau npuinokeHrero Ha STELARA. AntutyOepKyio3Hara Teparusi ChIno TpsaoBa Jia Oblie 00chaeHa
npeau HayanoTo Ha gedeHune cb¢ STELARA npu narueHT ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTUBHA
TyOepKyJi03a, Ipy KOUTO HE MOXKeE Jia Ce MOTBBPIM afeKBaTeH Kypc Ha jedyenue. [lanuenTure,
npuemManin STELARA, Tpsi0Ba fa ce HaO1r01aBaT BHUMATEIHO 33 MIPU3HALIM U CUMIITOMH Ha aKTHBHA
TyOepKyJi03a 1o BpeMe Ha JISUEHUETO U e/ HEeTo.

[NanenTure TpsiOBa 1a OBbAAT MHCTPYKTUPAHH [1a TOTHPCAT JICKAPCKU CHBET, aKO CE MOSABAT NPU3HALN
WJIM CUMIITOMH, TIpeAToaramy HH}eKus. AKo ManueHT pa3Bue cepro3Ha HHQEKIUs, ChbCTOSTHHETO
My Tps6Ba BHUMaTesHo Aa ce cineqn 1 STELARA He Tpa6Ba na ce npuinara, JokaTo HHQEKIUATa HE
ObJie OBJIA/AHA.

3nokadyecTBEHH 3a00ISIBAHUS

HmyHocynpecopu KaTo yCTEeKMHYMa0 UMaT NOTEHLIMA 1a YBEIUYaBaT PUCKa OT 3JI0KaYECTBEHH
3abomsiBanus. Hskon narmenTn, kouto ca npuemand STELARA B KIIMHHYHH POYYBaHUS U B
MOCTMAapPKETHHTOBO 00CEPBAIIMOHHO MTPOYYBaHEe MPH MAIUSHTH C TICOPUA3HUC, Ca Pa3BUIU KOXHU U
HEKOXXHHM 3JI0Ka4eCTBeHHU 3a00Js1BaHus (BK. Touka 4.8). PUCKBT OT 3710KadecTBEHH 3a00IABaHUS MOKE
Jia € TI0-BHCOK NPH NAlMEHTH C IICOPHA3HC, KOUTO Ca JIEKyBaHU C JPyrd OHOJOTUYHH JIEKApPCTBA B
X07Jla Ha 3a00JIsIBaHETO.

He ca nposexxaaHu mpoy4yBaHus, B KOUTO y4acTBaT MAallMEHTH ¢ aHAMHE3A 32 3JI0Ka4eCTBEHU
3a00JIsIBAHMS WITH B KOMTO MTPOIBIDKABA JICUYCHUETO HA TAMEHTH, PAa3BUIIN 3I0KAUYECTBEHO 3a00IsIBaHE
o Bpeme Ha npuema Ha STELARA. 3aroBa Tps6Ba J1a ce IMOAX0KAa C TIOBUIIICHO BHUMAaHHUE, KOTaTO
ce 0o0cwxaa npunoxxkeHrnero Ha STELARA npu Te3u manueHTy.

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

MMYHOCYIIPECHBHA TepaIus WIu TakuBa ¢ aHamHe3a 3a [ITYBA-Tepanus, Tpsa6Ba na ce HabmogaBar 3a
MosiBa Ha paK Ha Kokara (BXK. Touka 4.8).
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CHCcTEeMHH U peCIUPATOPHU PEAKIIUU HA CBPbXIYBCTBUTEIHOCT

Cucmemmu

CepHno3Hu peakIiy Ha CBPbXYyBCTBUTEIHOCT Ca JOKJIAJBAHN B IOCTMAPKETUHTOBU YCIIOBHS, B HIKOH
CJIydad HSKOJIKO JTHH Clie]] IeueHneTo. MiMa ciydyan Ha aHaduIakcHs U aHTHoeieM. AKO ce MOSIBH
aHa(UIAKTUYHA WU Opyra CEpHO3Ha PEaKUus Ha CBPbXUyBCTBUTEIHOCT, TPSIOBA J1a c€ Ha3HAYH
noaxozsima Tepanus u npuinoxxeHnero Ha STELARA tpsiOBa na ce npeycranoBH (Bx. Touka 4.8).

Pecnupamopnu

Chy4au Ha aJlepruyeH alBeOUT, €03MHO(UITHA THEBMOHUS 1 HEMH()EKIIMO3HA OpraHu3upaia
MTHEBMOHHS ca ChOOIIEHHU 110 BpeMe Ha MOCTMapKEeTHHroBaTa ynoTpeda Ha ycrekunymab. Kinanunure
MPOSIBH BKITIOYBAT KAIIUTHIA, JUCITHES U HHTEPCTHIUATHN WHPUITPATH CIIE/ €IHA 10 TPU JI03U.
Cepuo3HHTE MOCIEANIH BKIIOYBAT IUXATENIHA HEAOCTATHYHOCT U MPOABDKUTEIHA XOCTIUTATU3AIHS.
[MomoOpenue e cro0IaBaHo clie/l IPEYCTAHOBSIBAHE Ha JICYCHUETO C yCTEKUHYMa0 U B HIKOH CITydau
NpY TIPUIIOKEHUE Ha KOPTUKOCTEPOUAN. AKO ObJie M3KITFOUeHa HH(EKINS U JarHo3aTa ce MOTBbP/IH,
NPUIOKEHHETO Ha YCTEKHHYMal TpsiOBa Jja ce MPEyCTaHOBHU U Ja C€ 3al0YHE MOIXOAALIO JICUEHUE
(Bk. Touka 4.8).

CbpaedHO-ChIOBU CHOUTHUS

[Ipu nauuentu ¢ ncopuasuc, ¢ excnozuus Ha STELARA, B HOCTMapKETHHIOBO 00CEPBAIIHOHHO
Npoy4BaHe ca HaOI0JaBaH! ChPJICYHO-CHJIOBH CHOUTHS, BKIFOYUTEIHO HHPAPKT HA MUOKap/a U
MO3BYHO-CHJIOB HHIMJCHT. PHCKOBHTE (aKTOpH 32 CHPJCUHOCHIOBO 3a00IsIBaHE TPsOBA Ja ce
OIICHSIBAT PEIOBHO MO BpeMe Ha JeueHueTo cb¢ STELARA.

’-Iyecmeumefmocm KbM JlameKc

Hpe,Z[Ha3I/ITCJ'I$IT Ha urjiata B JOJIHATA Kalla4dkKa Ha MPCABAPUTCIHO HAITBJIHCHATA MM CAJIKa €
MMPOU3BCCH OT CYX €CTCCTBCH Kay1YK (HpOI/I3B0)IHO Ha HaTCKC), KOHTO MOXKE Ja Npean3BrUKa
AJICPIrUYHU PCAKIUU ITIPU XOpa, YYBCTBUTCIIHN KbM JIATCKC.

Bakcunanuu
[pemopbuBa ce 1a He ce MpuIarart >KUBU BUPYCHH WIIH )KUBU OakTepuanau Bakcuau (kato BIIK)

eanoBpemeHHO cb¢ STELARA. He ca npoBexgaHu KOHKPETHH MTPOYYBAHUS PHU MALIUEHTH, BEPXY
KOHMTO HACKOPO € MpujlaraHa >kiBa BUPYCHA WM KMBa OakTepuanHa BakcuHa. Hsima nannu 3a
BTOPHYHO NpenaBaHe Ha HHEKIHs Ype3 )KUBU BAKCHHU MU NanueHTH, noryyaBamy STELARA.
Jleuenneto cbc STELARA TpsiOBa na ce mpeycTaHOBU Hal-MaJKo 3a 15 ceIMUIM clies mocieHara
J103a Tpeix TIOCTaBSIHETO Ha )KKMBa BUPYCHA WJIM KHMBa OaKTepUaiHa BAKCHHA U MOXeE Ja ce Bb300HOBU
Haif-MaJko 2 CeAMHUIM cie]] BAKCUHUpaHeTo. JIekapuTe, MpeanrcBally JIEKapCcTBOTO, TpsiOBa aa
HampaBAT crpaBka ¢ KparkaTa xapakTepucTuka Ha MPOIyKTa 32 KOHKPETHATa BaKCHHA 3a
JOTIBITHUTENTHA HH(OpMAIIUS ¥ yKa3aHUs 32 €THOBPEMEHHATa YIOTpeda Ha MMYHOCYTIPECHBHU
JIEKapcTBa ClIe]] BAKCHHUPAHE.

He ce npenoppuBa npunarane Ha >kuBu Bakcuuu (kato LXK Bakcuna) mpu kppmaueTa, ¢ eKCIO3ULNS
Ha yCTEKUHYMab in utero, B IpOABIDKCHUE HA IBaHAIECET Mecela cie]] paKIaHeTO MU TOKATOo
CepyMHHUTE HUBA Ha YCTEKHHYMa0 MPU KbpMaUueTO CIIaAHAT M0 HUBOTO HA ACTEKUHS (BXK. TOUKH 4.5 U
4.6). Axo e HanMIIe KaTeropuyHa KJIMHUYHA 10132 33 OT/IETHOTO KhpMade, MOXKe J1a Ce OOMUCIH
MIpUJIaraHe Ha KUBa BaKCHMHA B [TO-PAHEH MOMEHT, aKO HE c€ OTKpUBAT CEpyMHH HUBA HA
yCTEKHHYMao.

[Tanmenture, kouro ynorpedssat STELARA, Moxe 1a mony4at eTHOBPEMEHHO WHAKTUBUPAHU WIIH
yOUTH BaKCHHH.

Jsarocpounoto neuenne cb¢ STELARA He moTrcka XyMOpanHHsS UMYHEH OTTOBOP KbM
THEBMOKOKOBHUTE MOJIM3aXapuAHN BAKCUHHU UM KbM BaKCHHHUTE CpeEIly TeTaHyc (BX. Touka 5.1).

EnHoBpeMeHHa IMYHOCYNPECHBHA Tepanus

[Ipu npoy4BaHus pu NCopUasuc He ca oleHsIBaHu O0e3onacHocTTa U edukacHocTTa Ha STELARA B
KOMOMHALIUS C UMYHOCYTIPECOPH, BKIIIOUUTETHO OMOOTHYHY IPOAYKTH WK QoTtoTepanus. [lpu
MIPOYyYBaHUs NP IICOPUATHIEH apTPHUT, eIHOBpeMeHHaTa ynorpeda Ha MTX He nmoenusBa
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6e3onacHoctTa u eduracHocTTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u ynmeposex
KOJIUT €AHOBPEMEHHATA yOTpeOa Ha UMYHOCYIIPECOPH WIM KOPTHKOCTEPOUAN U3TTICKAA He
noBnusiBa 6e3onacHoctTa win egukacHoctta Ha STELARA.TpsiOBa nia ce moaxox/ia ¢ MOBHIICHO
BHUMaHHE, KOTaTo ce 00CHXk/1a eTHOBpEeMEHHAaTa ynoTpeda Ha npyru umyHocynpecopu 1 STELARA
WIN TP [IPEMUHABAHETO KbM JICUCHUE C APYT'H OMOIIOTUYHU UMYHOCYTIPECOpH (BXK. Touka 4.5).

HNmyHoTepanus
STELARA He € oneHsIBaH IIpH MALUEHTH, KOUTO ca MOJUIaraHy Ha UMyHoOTepanus 3a ajieprud. He e

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

Cepuo3HU KOXKHU 3a00/151BaHUS

[Ipu nauueHTy C copuasuc ce cboOIIaBa 3a caydan Ha eKC(OIUATUBEH JEPMATUT Cie]] JICUCHHE C
ycreknayMab (Bk. Touka 4.8). [lanmenTrTe ¢ ICoprasuc ¢ Iaku MOXKe Jia pa3BUST EPUTPOICPMUYCH
TICOPHUA3UC KAaTO YacT OT €CTECTBEHUSI X0 Ha 3a00JISIBAHETO ChC CUMIITOMH, KOUTO MOKE OT KIIMHUYHA
IJIeIHA TOYKA Ja He Ce OTINYaBaT OT eKC(oIraTUBHUA AepMaTuT. Jlekapure TpsiOBa 1a BHUMABAT 3a
CHUMIITOMH Ha EpUTPOJACPMHUUECH IICOPHA3UC MIH eKCHOTUATUBEH AEPMATUT KaTo 4acT OT
MOHHUTOPHUPAHETO HA TICOpUa3nca MpH NanueHTa. AKO Te31 CHMIITOMH Ce TIOSIBST, TPsOBa Ja ce
3anoyHe noaxonsmo neuenue. [Ipuemsr Ha STELARA TpsiOBa na ce npeycTaHOBH, akO UMa
CBMHEHHS 32 JIEKapCTBEHA peaKkusl.

3a00BaHusl, CBEP3aHHU C JIVIIYC

Crnydvaun Ha 3a00JIBaHUs, CBBP3aHHU C JIYMYC, CE ChOOIIABAT MPH MAI[MESHTH, JIEKYBaHHU C YCTEKUHYMaO,
BKJTFOUHTEITHO KOYKEH JIYIIYC €PUTEMATO/IEC M JIYITYC-T000eH CHHIpOoM. IIpr Bb3HUKBAHE Ha JIE3UH,
0C00EHO Ha U3JI0KEHUTE Ha CITBHIIE YJaCcThIM Ha KOYKaTa, HIIH aKo T€ Ce ChITBTCTBAT OT apTPajrus,
NAIMEHTHT TPsIOBa 1a MOTHPCH HEe3a0aBHO JieKapcKa MOMOIIl. AKO Ce MOTBBPIST 3a00JIIBaHus,
CBBP3aHH C JIyMyC, YCTCKMHYMAa0 TpsiOBa J1a ce MPEYCTAHOBH U JIa CE 3aM0YHE TOAXOIAINO JCUCHHE.

Crenyaiiy monyJaiun

Cmapuecka év3pacm (= 65 co0unu)

B knmMHUYHATE N3MUTBAHUS IPH 0100pEHUTE TIOKa3aHUs He ce HaOJII0/1aBaT ChIICCTBEHH PA3IIHYIUS 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 Ja C€ ONPEAEIH AaH CE MOBJIUSIBAT PA3IUIHO 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.

IMoaucopOar 80
Stelara ceappxka 0,04 mg (90 mg/1,0 ml) unum 0,02 mg (45 mg/0,5 ml) monucop6bar 80 (E433) BB

BCSIKa J103a, KOsITO € exkBuBasieHTHA Ha 0,40 mg/ml. [TonucopbaTute Morar J1a MPUYUHST allEPrHYHHA
pEaKIHH.

4.5 Bs3amMmopeiicTBHe ¢ JPYIH JeKAPCTBEHH NPOAYKTH M APYrH (popMH Ha B3auMojelicTBHe
JKusu BakcuHM He TpsiOBa 1a ce npuiiarat eqHoBpeMeHHo cs¢ STELARA.

He ce npenoppuBa npunarane Ha >kuBu Bakcunu (kato LXK BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha yCTEKWHYMAO in utero, B IPOIBIDKCHUE HA IBAHAJIECET Mecela cie]] paKIaHeTO WU JIOKATO
CepyMHHUTE HUBA Ha YCTEKHHYMa0 MPU KbpPMaUueTO CIIaAHAT M0 HUBOTO HA ACTEKUHS (BX. TOUukd 4.4 U
4.6). Ao e HamuIle KaTeropuyHa KIMHIYHA T0J13a 32 OTJIETHOTO KbpMade, MOXKe Jla C€ 0OMUCIH
MpujlaraHe Ha KMBa BaKCHMHA B [TO-PaHEH MOMEHT, aKO HE c€ OTKpHBAT CEpyMHH HUBA Ha
yCTEKHHYMao.

[Ipu dpapMakoKMHETHYHY aHAJN3M HA MOMYJAUITa, HalIpaBEeHH B Ipoy4BaHus (asa 3, e nscnensan
e(eKTHT Ha HAal-4eCTO eJHOBPEMEHHO NMPHEMaHH JIEKaPCTBEHH MPOAYKTH MTPH MAIUEHTH C ICOPHA3HC
(BKJIIOYUTENHO U Tapaneramo1, H0ynpodeH, aueTHICATUINIOBA KUCEINHA, METQOPMUH,
aTOPBACTaTHH, JEBOTHPOKCHH) BbPXY (papMakoKWHETHKATa Ha ycTeknHyMab. He ca HabmromaBaHu
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MIPU3HALA Ha B3aUMOJIEICTBHE C TE3N €THOBPEMEHHO IPUEMaHU JIEKapCTBEHU NpoayKTH. OCHOBA Ha
TO3U aHanu3 € PakThT, ue Hait-manko 100 maruenTn (> 5% ot u3cnenBaHaTa MOMyJalKs) ca JIEKyBaHH
€THOBPEMEHHO C TE3H JICKapCTBEHH MPOAYKTH Tpe3 moHe 90% ot mepuo/ia Ha MpoyIBaHETO.
®dapMaKOKWHETHKATa HA YCTEKHHYMal He ce € MMOBIHUsIIA OT eJHOBpeMeHHaTa ynoTpeba Ha MTX,
HCIIBC, 6-mepkanTonypHH, a3aTHONPHH U IEPOPATHN KOPTUKOCTEPOUIH NPH MALUEHTH C
TICOpPUATHYCH apTPHUT, OosecT Ha Crohn Wiy yaepo3eH KOJIHUT, UK OT MpeALecTBaIla eKCIIO3UIH Ha
antu-TNFa cpenctea, mpu NalMeHTH ¢ IICOpUaTudeH apTpuT wim 6osect Ha Crohn, uimu ot
npeecTBalla eKCIo3UIH Ha OMOIOTMYHH JIEKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpeactsa u/mnu
BEA0JIN3yMal) MPU MALMEHTH C YILEPO3EH KOJIUT.

Pesynrarute ot ipoyuBaHe in vitro v oT ipoy4Bane ¢asa | mpu yJacTHHIIY C akTUBHA OOJecT Ha
Crohn He ipeanonaraT HEOOXOIUMOCT OT aIallTUPaHE Ha J[03aTa MIPH MAIlMeHTH, KOUTO IOJTy9aBatT
ennoBpemenHo CYP450 cy6crpatu (Bk. Touka 5.2).

[Ipu npoyuBaHus pu Ncoprasuc He ca oueHsBaHu O6e3omacHocTTa U epukacHoctTa Ha STELARA B
KOMOMHALIUS C UMYHOCYTIPECOPH, BKIIOUUTETHO OMOJIOTHYHH cpeAcTBa Wi poTtoTepanus. [Ipu
MIPOYyYBaHUs NP IICOPUATHIEH apTPHUT, eIHOBpeMeHHaTa ynorpeda Ha MTX He nmoenusBa
6e3onacHoctTa u euracHoctTa Ha STELARA B nmpoyusanusita npu 6onect Ha Crohn u ynieposex
KOJIUT €AHOBPEMEHHATA yNOTpeOa Ha UMYHOCYIIPECOPH WIIM KOPTHKOCTEPOUAN U3ITICKAA He
noBJMsABa O0e3omacHocTTa Wik edukacHocTTa Ha STELARA. (BK. Touka 4.4).

4.6 DepruauTeT, O)PEeMEHHOCT U KbPMeHe
KeHu ¢ neTepoaeH noreHnman

Kenu ¢ ACTCPOACH MOTCHIHAIT TpH6Ba Ja U3I10J13BaT e(l)eKTI/IBHI/I MCTOJU HA KOHTPALICIIIHUA 11O BpEMC
Ha JCYCHUE U 1O 15 ceaAMuIu Ciaca JICUCHUCTO.

BpemeHHOCT
[IpocniekTUBHY JaHHU OT HEroysiM Opoi ciayvan Ha 6pemenHoCT cien ekcrio3uuus Ha STELARA ¢

W3BECTEH M3XO]l, BKIIFOUHUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCITO3HIINS TPe3 MMbPBUS
TPUMECTH, HE TIOKa3BaT IMMOBUILICH PUCK OT TOJIEMH BPOJCHU MaJI(QOpMaIiK PH HOBOPOJCHOTO.

[IpoyuBaHusATa MPH )KUBOTHU HE TIOKA3BAT MPEKH WIIM HETIPEKH BPSIHU €(EKTH, CBbP3aHU C
OpeMeHHOCTTa, eMOPHOHAIHOTO/PETAIHOTO Pa3BUTHE, PAXKIAHETO MM ITOCTHATAIIHOTO Pa3BUTHE (BXK.
Touka 5.3).

HannuausT knmuHuYeH onuT obave e orpannyieH. Karo npesmasHa Mspka e 3a IpeAroynTane aa ce
n30srea ynorpedara Ha STELARA 1o Bpeme Ha OpeMEHHOCT.

YcreknHyMab npeMuHaBa Mpe3 IUIalleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, poJIeHH OT JKeHH,
JIEKyBaHH C YCTEeKHMHYMa0 1Mo Bpeme Ha OpeMeHHocTTa. KITMHUYHOTO BB3eHCTBIE HAa TO3H (DAKT HE €
M3BECTHO, HO PUCKBT OT MH(EKUUS PH KbpPMadeTa, C eKCIIO3UINS Ha yCTeKUHyMa0 in utero Moxe na
ObJe MoBHUILIEH ciell paxaanero. He ce mpemnopbuBa npuiiarane Ha xuBH BakcuHH (kato BIK
BaKCHHA) MPH KbpPMadeTa, ¢ eKCIIO3UIIHS Ha YCTEKUHYMAO in utero, B IPOIbIDKEHUE HA

JBaHaJeCceT Mecela ClIe PaKAaHeTO WK JOKATO CEPYMHHUTE HUBA Ha yCTEKUHYMaO MPH KbpPMadeTo
CragHaT MO HUBOTO Ha JeTeKUus (BXK. TOUKH 4.4 u 4.5). AKO € HauIle KaTeropuyHa KIMHUYIHA T0I3a
3a OTZEJIHOTO KbpMaye, MOXe J1a ce 0OMUCIH IpUIaraHe Ha KMBa BaKCHHA B TI0-PAaHEH MOMEHT, aKo
HE ce OTKPUBAT CEPYMHHU HHMBA HAa yCTEKHHYMaO.

Kopmene
OrpaHnveHu TaHHH, MyOJIMKYBaHH B JINTEpaTypaTa, IIOKa3BarT, 4ye yCTeKnHyMab ce eKCKpeTupa B

YOBEIIIKaTa KbpMa B MHOTO MalIku KommdecTBa. He € n3BecTHO nanu ycreknHymab ce abcopbupa
CUCTEMHO ciie]] norrblane. [lopaau noTeHuana 3a nposiBa Ha HEXKEJIaHU JICKAPCTBEHH PEAKLUKU KbM
YCTEeKHHYMab Mpu KbpMadeTara, TpsiOBa Jla ce B3eME PEIICHHE JTATH JIa CE TIPEYCTAaHOBH KbPMEHETO
0 BpEME Ha JICUCHHE U A0 15 ceaMuIu ciies JICUSHHUETO, Wi J1a Ce TIPEYCTAaHOBH TepaIusiTa ChC
STELARA, karto ce B3eMar MpeaBu ] [oi3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT Tepanusara ChC
STELARA 3a xenara.
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Peprunurer
EdexThT Ha ycTekuHyMad BBpXY (epTHIIUTETA [TPHU XOpa HEe € OlleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cnioco0HOCTTA 32 oupaHe u padora ¢ MAIIUHA

STELARA He noBusiBa WU MOBJIMBA MPESHEOPESIKUMO CITIOCOOHOCTTA 32 1odupaHe U padoTa ¢
MAIlUuHH.

4.8 Hexenanu JekapcTBeHH peaKINU

O606uienue Ha npoduna Ha Ge30MacHOCT

Haii-yectute HexxenaHu JeKapcTBEHU peakiuu (> 5%) B KOHTPOIUPAHHUTE MIEPHOIN OT KIMHUYHHUTE
NPOYYBaHUS MPH BH3PACTHH C IICOPUA3KC, TICOPUATHYCH apTpHUT, 6osecT Ha Crohn u ynepo3eH KOIuT
¢ ycTekuHyMab ca Ha3ogapuHIUT U ri1aBodonue. [loBeueTo oT TIX ce cunTar 3a JIeKH U He Hajlarat
NpeKbCBaHE Ha MPOYYBAHOTO JeueHue. Haii-cepno3nara HexxenaHa JieKapCTBEHA PEAKLUs, KOSTO €
cpobmaBana 3a STELARA, e cepro3Ha peakiys Ha CBPbXUyBCTBHTEIHOCT, BKIIIOUHUTEITHO
aHadunakcus (Bx. Touka 4.4). O6uwmsT npoduia Ha 6€30MaCHOCT € MoA00eH MPH NalUeHTH C
MICOPHA3HUC, ICOPUATHYEH apTPHT, OojecT Ha Crohn u ynIepo3eH KOJIHT.

TabnuyeH ciUChK HA HEXEIAHUTE PEaKIUN

JannuTe 3a 6€30MacHOCT, IPEAOCTaBEHH MO-/I0JTy, Ca MOJIYUYCHH clie]l eKCIIO3UINA Ha yCTeKnHyMa0
npy BB3pacTHU B 14 npoyuBanus daza 2 u asa 3 npu 6 710 mammentu (4 135 ¢ nicopuasuc u/uinm
nicopuaTHyeH apTpur, 1 749 ¢ 6onect Ha Crohn u 826 marmeHTH ¢ yiepo3eH KoiuT). ToBa BKITIOUBa
excrio3uiyst Ha STELARA B KOHTposIMpaHUTE M HEKOHTPOJIMPAHATE NEPUOIN HA KITMHUYHUTE
NPOYYBaHUS MPH NALMEHTH C IICOPHA3HC, IICOPHATUIEH apTpuUT, 6osiecT Ha Crohn miy ynuepo3exH
KOJIUT B IPOABIDKCHUE HAa Hali-Manko 6 Mecerna (4 577 manueHTH) win nmoune 1 ronguHa

(3 648 manmentn). 2 194 nanueHTy ¢ ncopuasuc, 6oxect Ha Crohn WK yJIepo3eH KOJIHT ca ¢
€KCIOo3MIM 3a IoHe 4 roauHu, 1okato 1 148 manuenTu ¢ ncopuasuc win 6onect Ha Crohn ca ¢
€KCITO3UIN 33 IIOHE 5 TOMHHU.

B tabmmna 1 e mokazaH CUCHK ¢ HEXXETaHUTE JIEKAPCTBEHH PEAKIIMH OT KIIMHUYHU MPOYYBAHUS MTPH
BB3PACTHU C TICOPHA3HC, ICOPHATHYCH apTPUT, OojecT Ha Crohn U ¢ yIIiepo3eH KOJIUT, KakTo U
HE)KEJIaHUTE PEaKIMK OT MOCTMapKETHHIoBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacuuIupaHu
0 CHCTEMO-OpPTaHHH KJIACOBE W YECTOTAa CHhITIACHO CIIeIHATa KOHBeHIMs: MHoro uectu (> 1/10),
Yecru (> 1/100 o < 1/10), Heuectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuor0
penku (< 1/10 000), ¢ Heu3BecTHA YecToTa (OT HATMYHUTE TJAaHHU HE MOJKe J1a ObJic HallpaBeHa
orieHka). [Ipu BCsKO rpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEXKEJIAHUTE JICKApCTBEHU PEaKIIUU Ce
M30pOSBaT B HU3XOIAI pejl IT0 OTHOIIICHHE Ha TAXHATA CEPUO3HOCT.

Tabnuya 1 Cnucvk Ha Hexceranu peakyuu

CucremMo-opranHu Yecrora: Hexenann peakuum

KJIacOBe

Wndexnym u undecrarmun~ Yectu: nHGEKMS HA TOPHUTE TUXATEITHH TBTUINA, HA30()apHHTHT,
CHHY3UT

Heuectu: LEJIYJINT, ACHTAJIHU I/IH(i)CKI_[I/II/I, Xepmrec 30CTep, I/IH(I)GKI_II/IH
Ha JOJITHUTC 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: peakuyuu Ha CBPBXUYBCTBUTEIHOCT (BKJIIOYUTEIHO OOPUB,
cucreMa YpTUKapus)
PeI[KI/I: CCPUO3HU pCAKIMU Ha CBPBXYYBCTBUTCIIHOCT (BK.HIO‘II/ITGJ]HO
aHauIakcus, aHTHOEIEM)

IIcuxuynu HapylIeHNs Heuectu: nenpecus
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Hapymenus Ha HepBHaTa
cucremMa

Yecru: 3aMaiiBane, 1i1aBodone
Heuectu: nuneBa napanuza

PecnivparopHu, rpbaHu U
MeANACTUHAIHU
HapyIIeHUs

UYecrtu: opodapunreanna 6ojka

HedecTn: Ha3aHa KOHTECTHS

Penku: anepruveH aaBeoUT, CO3MHOPHUIHA THEBMOHHUS
MHOT0 peiKi: OpraHu3Mparia MHEBMOHHUS

CromamHo-4peBHI
HapyIIeHUs

Yecru: Auapus, raicHE, IIOBPBIIAHC

Hapyienus Ha xoxara u
MOJIKOYKHATA ThKaH

Yectn: cppoex

Hedectn: mycTynoseH ncopuasuc, ekconuanys Ha KoKaTa, akHe
Penxu: exchonmuaTiuBeH qepMaTUT, XUIIEPCEH3UTUBEH BACKYIIUT
MHoro penku: 6yJ103eH NeM(QUTONJI, KOKEH JIYITYC €pPUTEMATOJIEC

Hapymenns Ha MycKyJIHO-
CKeJIETHATA CUCTEMA U
CheIMHUTEHATA ThKaH

Yectu: 601KH B I'bpOa, MUANTHS, apTPaAITHS
MHoOro peaku: Iymyc-noJo0eH CHHAPOM

OOuwm HapymeHus 1
e(eKTH Ha MACTOTO Ha
HPUIIOKECHUE

YecTu: ymopa, epureMa Ha MCTOTO Ha MHXKEKTHpaHe, 00Jka Ha
MSCTOTO Ha MH)KEKTHpaHe
Heuectn: peakuuu Ha MACTOTO Ha MH)KEKTHpaHE (BKIIOYUTEITHO

KPBBOU3JIMB, XEMaTOM, BTBBPJISIBaHE, TIOJAYBaHE U ChPOEIK), ACTCHUS

*  Bmxkre Touka 4.4, CHCTEMHH M PECITUPATOPHHU PEAKLMU HA CBPBHXUYBCTBUTEIHOCT.

Onucanue Ha I/I36DaHI/I HCXCTaHH JICKAPCTBECHH PCAKITNN

Wudbekumu

B mmane60-koHTpoIMpanu NpoyYBaHUS PU MALUEHTH ¢ ICOPUA3UC, ICOPUATHYEH apTPUT, OOJIEeCT Ha
Crohn u ¢ yimepo3eH KOJUT MPOIEHTHT Ha HHPEKIMHUTE HIIH CEPUO3HUTE WHPEKIHN € CXO/ICH TPH
NAIMEHTHTE, JIEKYBaHH C YCTEKHHYMa0, ¥ ITPH JIEKyBaHHTE ¢ Tiare6o. B miamne6o-koHTpoarpanus
NEepUOJ] HA Te3W KIMHUYHY NMPOYYBaHMA YecToTaTra Ha HHpekuuuTe ¢ 1,36 3a nauneHToroquHa
npociensBaHe MPpY NalueHTH, JIEKyBaHH ¢ YCTeKHHYyMa0, u 1,34 — mpu nauneHTH, JIeKyBaHH ¢
miane6o. [TosBunute ce cepruo3nu nHeknuu ca ¢ yecrora ot 0,03 3a marMeHToroAnHa IPOCIeAsIBaHe
NpY MAaLMEeHTH, JeKyBaHH ¢ ycTekuHyMao (30 cepro3nu nHdexnnu 3a 930 naiueHToroanHu
npocnensBane), u 0,03 — npu nanueHTH, JIeKyBaHu ¢ mianedo (15 ceprosan undexunu 3a

434 mauueHTOroUHM NpociensBane) (BK. Touka 4.4).

B xoHTpOnMpaHuTE U HEKOHTPOJIHUPAHUTE NEPUOAN HA KIMHUYHUTE MPOYUIBAHMS MIPU [ICOPHA3HUC,
TICOpPUATHYEH apTPHUT, 6osecT Ha Crohn u yJiepo3eH KOJIHT, MPeICTaBIIsIBAIIH

15 227 nanueHToroAnHu eKCIO3ULMs C YCTeKHHyMao mpu 6 710 nmanueHnTu, MeuaHata Ha BpeMeTo Ha
npocneasBane € 1,2 rogunu; 1,7 ronuHU 3a Ipoy4YBaHUATA IpH rcopuasuc, 0,6 roaunu 3a
npoyuBaHusiTa npu 6onect Ha Crohn u 2,3 roguHy 3a MPOyYBaHMATA € YILEPO3eH KOIUT. [IponeHTsT
Ha nHdexuute e 0,85 3a marreHToroAnHa MpociieAsBaHe MPY MAMEeHTH, JIEKyBaHU C yCTEKUHyMa0, a
NPOLIEHTHT Ha CepUO3HNTE MHGeKmy npH TsX € 0,02 3a nanueHToroauHa npociensBaHe

(289 ceproznn nHdpekuy 3a 15 227 nauueHToroAMHM NpociensBaHe) U ca JOKIaJABaHU CEPUO3HH
WH(EKINH, BKIFOYUTEIHO THEBMOHHS, aHAJIEH a0cIiec, IeNyJIUT, AUBEPTUKYIUT, TACTPOCHTEPUT U
BUPYCHU MH(DEKITUH.

B npoBeneHy KIMHWYHY TPOYYBaHUS MAIIMEHTH C JIATEHTHA TYOEepKYJ03a, KOUTO ca OHIIH
€HOBPEMEHHO JIEKyBaHH C U30HHUA3H/I, HE Ca Pa3BIIN TyOEepKy103a.

310Ka4YeCTBEHHU 3a00IsIBaHUS

B mnare00-koHTpoJIMpaHus NIEPUO/I Ha KIIMHUYHK TPOYYBAHUS TIPU IICOPHA3KC, TICOPHATUYCH apTPHT,
6osect Ha Crohn ¥ yJIEepo3eH KOJIUT Y€CTOTaTa Ha 3JI0KAUeCTBCHUTE 3a00JIIBAHUS, C U3KITIOUCHHE Ha
HEMEJIAHOMEH pak Ha KoxaTa, € 0,11 3a 100 nanueHToroauuu npocieasBaHe npu NauueHTH,
JeKyBaHH ¢ ycTeknHyMmao (1 manueHT 3a 929 nanueHToroanHu npociuenssane) B cpaBHenue ¢ 0,23

66



MIPH MAIUSHTHUTE, JIEKyBaHU ¢ Tuiane0o (1 manueHT 3a 434 manueHTOroIHY MPOCTeIsIBaHe).
UYectoTaTa Ha HEMeNIaHOMEH pak Ha koxata € 0,43 3a 100 nagueHTOroAMHU MpOoCIEAsiBaHE 3a
MAIUCHTUTE, JICKYBaHH C YCTeKUHYyMa0 (4 manueHTH 3a 929 nanueHTOroJuHY MPOCieIsBaHe) B
cpaBHeHue ¢ 0,46 npu MalMeHTHTe, JIEKYBaHH ¢ Tiane6o (2 narueHTy 3a 433 nalueHTOroIMHu
IpocCIesBaHe).

B xoHTponMpaHuTe ¥ HEKOHTPOIMPAHUTE NIEPUOAN Ha KIMHUYHUATE TPOYIBAHUS MIPH [ICOPUA3HC,
NICOpPUATHYEH apTPHUT, 6osecT Ha Crohn u yJepo3eH KOJIHT, MPeICTaBIIsIBAILIT

15 205 manueHTOoroAMHN eKCIIO3ULHUs ¢ ycTekuHyMal npu 6 710 manueHnTH, MequaHaTta Ha BpeMeTo Ha
npocinensBane e 1,2 ronuHa; 1,7 roOUHY 3a MPOyYBaHUATA MPH 1copuasuc, 0,6 ToauHH 32
npoyuBaHusTa rnpu 6osiect Ha Crohn 1 2,3 rouHM 3a MPOYYBAHUATA C YIIICPO3EH KOJIUT.
3nokadyecTBEHH 3a00IBaHus, C M3KIIOYCHNE Ha HEMETaHOMEH paK Ha KOKaTa, ca JOKJIaJBaH! IpU

76 marmenty 3a 15 205 mauuentoroaunu Ha npocnesaBade (decrora ot 0,50 va 100 manuenTOrOIMHU
Ha TIPOCieasiBaHe IPHU MAIMEHTH JICKYBaHU C YCTEKHMHYMa0). Te3n ciydan Ha 3JI0Ka9eCTBCHU
3a00JsIBaHuUs, ChOOILECHH NPU MALUEHTH, JEKYBaHH C YCTEKHHYMa0, ca CpaBHUMH C OYaKBAHUTE
cilydad B oO1miaTa nomynanus (cranaapTuzupad koepunueHT Ha yectora = 0,94 [95% nosepureneH
untepsai: 0,73, 1,18], kopurupas 3a Bb3pacT, 1oj1 ¥ paca). Haii-uecto HaOIt0JaBaHUTE
3JI0KaYeCTBEHH 3a00JISIBAHUS, PA3JIMUHU OT HEMEJTAaHOMHHMS KapLMHOM Ha KOKaTa, ca KapLHUHOM Ha
IIpocTaTara, MeIaHOM, KOJIOPEKTAJIEH KaplIMHOM M KapIMHOM Ha rbpAara. CiydanTe Ha HEMEIaHOMEH
KapIHOM Ha koxara ca 0,46 Ha 100 manueHTOoroANHN Ha MpociensaBaHe NPy NalMeHTH, JIEKyBaHH C
ycTekuHyMa0 (69 nanuenTH 3a 15 165 mauueHTorouHu Ha npocieaspane). CbOTHOIICHHETO Ha
NanyueHTH ¢ 0a3alieH CIpsIMO CKBAMO3HOKJIEThUEH KapIlIMHOM Ha Koxkata (3:1) e cpaBHUMO Cbe
CHOTHOIIICHUETO B 00II1aTa moIyarus (BX. Touka 4.4).

Peakumy Ha CBPBXYYBCTBUTEITHOCT
B koHTpONMpaHuTe NEpUoaN Ha KIMHUYHHA NPOYYBAHUS MPH ICOPHA3KC U ICOPUATHYECH apPTPHUT C
ycTeknHyMab ca HabroiaBaHu oOpuB U ypTukapus npu <1% ot nauueHTHTe (BXK. ToUKa 4.4).

Cro0m1aBane Ha OJO3WPAHN HEXEIIAaHU PEaKIInu

Cro01aBaHeTo Ha IOJI03MPAHN HEXKENIaHW PEeaKluy ciie]] pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
NPOJIYKT € BayKHO. ToBa MO3BOJISIBA J1a TIPOIBIKY HAOIOIEHUETO Ha CHOTHOIICHUETO TI0JI3a/PHCK 3a
JeKapcTBeHUS MPOoayKT. OT MEAUIIMHCKUTE CIICITUAINCTH CE N3KCKBA J]a ChOOIaBaT BCIKa
M0JT03UPaHa HeXKENaHa Peakius Ype3 HAIIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, IOCOYCHA B
ITpunoxenue V.

4.9 TIlpeno3mpane

Ennamunn no3u 1o 6 mg/kg ca npuiaraHu HHTPAaBEHO3HO B KIIMHUYHU MPOYYBaHHS 03
OorpaHHYaBalla A03aTa TOKCHYHOCT. B ciaydail Ha mpeno3upaHe ce NpenopbyuBa NalMEHTUTE J1a Ce
HaOJI01aBaT 3a MPU3HAIM WM CHMITOMHU Ha HEXeJJaHU peakilui U He3a0aBHO Ja ce TMPUII0KH
MOAXOSIIO CUMIITOMAaTUYHO JICYCHHUE.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 dapmakoguHAMHYHH CBOJCTBA

®apmakoTepaneBTHUHA Tpymna: MyHocynpecopu, naxuburopu Ha nntepiaeBkuH, ATC kox:
L04ACO5

MexaHu3bM Ha AeicTBUE

Ycereknnymab e 3o yoBemko [gG 1k MOHOKIIOHATHO aHTUTSIIO, KOETO CE€ CBBP3Ba ChC
cneun(pUIHOCT KbM 0011aTa NpoTenHoBa cybeannuna p40 Ha YOBEIIKK IUTOKMHN HHTepieBkuH (IL)-
12 n IL-23. Ycreknnymab notrucka OnoaktuBHOCTTa Ha yoBemkute 1L-12 u [L-23, xato
npenoTBpaTsBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 penenTopen npoTerH, pa3noioXKeH Ha MOBLPXHOCTTA
Ha UMYHHUTE KJIETKU. ¥ CTeKMHYyMal He Moske f1a ce cBbpike ¢ 1L-12 nnm ¢ IL-23, kouTo Beue ca
cebp3anu ¢ [L-12RB1 penentopu mo kieThyHaTa MOBHPXHOCT. CIEIOBATEHO € MAJIKO BEPOSTHO
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YCTEKHHYMab 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 HIUTOKUHH, CEKPETUPAHH OT
AKTUBUPAHH aHTUTEH-TIPEICTABAIIN KIETKH, HapuMep Makpodaru u JSHIPUTHH KICTKA U J[BaTa
UTOKUHA y4yacTBaT B uMyHHHUTE QyHKIMH; [L-12 cTumynupa ecrectBenute kietku youiinu (NK) u
npenu3BukBa nudepennuanuata Ha CD4 + T knerkure kM T 1 xenmmeper (Thl) denorun, 1L-23
uaxyuupa et Ha T 17 xemmepute (Th17). AGHopmHara perynamus Ha [L-12 u IL-23 obaue ce
CBBp3Ba C UMYHHOMEINUPAHH 3a00JSIBAHUS KaTO IICOPUA3KC, IICOPUATUICH apTpuT, 6osecT Ha Crohn
Y yJLEPO3€eH KOJIHUT.

Upes cBpp3Bane Ha obmiata cybeannuna p40 na [L-12 u IL-23, ycTrekuHyMab MOKe J1a OKa3Ba CBOUTE
KJIMHAYHU eeKTH IPH IICOPHA3HC, ICOPHUATHICH apTpHT, OonecT Ha Crohn M yIIepo3eH KOJIUT Ype3
npekbeBane Ha mpTuinaTa Ha Thl u Th17 unToknHM, KOMTO ca B OCHOBAaTa HA MATOJOTHATA HA TE3H
3a00JIsIBaHUSI.

IIpu mammenTn ¢ 6oect Ha Crohn neYeHnETo ¢ yCTEKHHYMa0 BOIU 10 HAMAJICHHE Ha
BB3MAIUTEITHATE MapKepH, BKIrounTeiHo C-peaktuBeH npotenH (CRP) u dekaneH kanmpoTeKTHH 1o
BpeMe Ha MHIYKIIMOHHATa (pa3a, KOSTO CJIe]] TOBa CE MOAIbpIKa Mpe3 IsiaTa nmoaabpxaia ¢asa. CRP
€ OLIEHEH I10 BpeMe Ha MPOIbIHKCHUETO Ha TIPOYYBAHETO M HAMAJICHUATA, HA0I0JaBaHH 110 BpeMe Ha
noJIbpkamara (hasa, OOMKHOBEHO Ce 3ama3BaT 110 252 ceMHuIia.

[Ipu nanpeHTH C yIepo3eH KOJIUT JICYCHUETO ¢ YCTEKUHyMal BOJM JI0 HAMAJICHHE Ha
BB3NATUTEIHUTE MapkepH, BKIrounTeaHo CRP u dexaneH kannpoTeKTHH 10 BpeMe Ha
MHIYKIMOHHATa (a3a, KOeTo ce MO Ibprka IIpe3 IisAjIaTa Moabpskaia (asa 1 NpoaAbIKEHHETO Ha
npoyuBaHeTo A0 cenmuiia 200.

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

BB3PACTHUTE MAIUEHTH, JIeKyBanu ¢h¢ STELARA 3a Haii-manko 3,5 roauHu, ca aad aHTUTSIIO-
OTTOBOPU Ha THEBMOKOKOBH IMOJIM3aXapUIHU BAKCUHU U BAKCUHU CPELLy TETaHYC, CXOJIHU C T€3U IpU
KOHTpPOJTHATA TPYTIa MalUeHTH, TIOTydaBaild HECUCTEMHO JIeUeHUe Ha rcopra3uc. CXo/ieH IPOIeHT OT
BB3PAaCTHUTE MaIMeHTH, JiekyBanu ch¢ STELARA u Te3u B KOHTpOJIHATA TPYTIa, Ca Pa3BUIIU 3alTUTHU
HUBA Ha aHTUITHEBMOKOKOBH U aHTUTETAHUYHU aHTUTENA, U TUTPUTE HAa AHTUTENATA UM Ca CXOJHHU.

Kinnnnuna edukacHocT

[InakoB nicopuasuc (Bb3paCTHHU MALUCHTH)

be3omnacHocTTa M ehukacHOCTTa HAa ycTeKUHYMa0 ca olleHeHu pH 1 996 nmarueHTu B

JIBE paHJIOMU3HUPAHU, TBOMHO-CIICIIH, TUTaIe00 KOHTPOIUPAHHN IPOYIBAHS PU MAITUEHTH C YMEPEH
JI0 TEKBK IUTAKOB IICOpUA3HUC, KaHAWAATH 3a (OTOTEpaIus Wi cucreMHa Tepanus. OCBeH TOBa B €IHO
PaHIOMU3UPAHO, AKTUBHO KOHTPOJIMPAHO [IPOYUBAHE ChC 3aCIENEH OLEHUTEN € CPAaBHEHO JIeHICTBUETO
Ha YCTEKWHYMa0 ¥ eTaHeplenT MPH MalueHTH ¢ YMEPEH J0 TEXbK IIaKOB IICOPUA3UC, KOUTO HE ca ce
MOBJIMSIIN, IPOSIBIIIM Ca HETIOHOCUMOCT WJIA €a MMaJIi IPOTUBONOKa3aHHe KbM IUKiIocnopu, MTX
uu [TYBA Tepanus.

B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenn 766 natmenTn. 53% ot TX He ca ce
MOBJIMSUIH, IPOSBUIN €2 HETOHOCUMOCT WJIM Ca UMAJH MPOTUBOINOKA3aHUE KbM APYTra CUCTEMHA
Tepanust. [lanmeHTrTe, paHIOMH3UPAHH 32 JICYeHHE C YCTEKUHYMa0, ca pUeNn 103K OT 45 mg uiu
90 mg B cenmunu 0 1 4 1 ca MPOIBDKIIIN Ja MPHUEMAaT ChIllaTa J03a Ha BCCKU 12 CeaAMUITH.
[TanuenTuTe, paHIOMU3MpPAHH 3a JiedeHue ¢ Tanedo B ceqmuiiy 0 u 4, ca mpeMUHAIN KbM JICYCHUE C
ycTekuHyMao (45 mg win 90 mg) B cenmui 12 u 16, cien KOeTo ca NPOIBIIKUIN 13 TPUeMaT
chIlaTa /1o3a Ha Bceku 12 cenmury. [larmenTn, MbpBOHAYAIHO paHAOMHU3UPAHH 32 JICYCHHE C
YCTEeKMHYMa0, KOUTO ca JOCTUTHAIIM HUBO Ha MOBJIMSABAaHE 75 MO MHJIEKCA 32 00JIACT U TeXKECT Ha
nicopuasuc (PASI) (monodpenne mo PASI ot munumym 75% B cpaBHEHHE C U3XOJHUTE CTOWHOCTH) B
ceamuny 28 u 40, ca MOBTOPHO paHIOMHU3HMPAHHU 3a JICUCHUE ¢ YCTEKMHYMa0 Ha BCeKH 12 ceaMuIiu
WIH ¢ TIane6o (T.e. oTTerIsAHe OT TepanusiTa). [lanreHTuTe, IOBTOPHO paHAOMHU3UPAHH 3a JIEUCHHE C
iane6o B cenmuna 40, ca Bp300HOBIM TepanusiTa cb¢ STELARA B mbpBOHava HaTa cu cxema Ha
JIo3UpaHe, cien karo nomoopenuero uM mo PASI B cenmunia 40 e namainsio ¢ MuHUMYM 50%. Benuku
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MalreHTHU Ca IMMPOCJICACHH! 3a ICPpUOa 10 76 CCAMUIIU CJICA MBPBOTO NPUIIOKCHUEC HA U3CICABAHOTO
JICUCHUC.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca ouenenu 1 230 nanuentu. 61% oT T4x He ca ce
TOBJIMSUTH, IPOSIBUIIN €A HETOHOCUMOCT MJIH Ca MMAJI MMPOTHUBOIIOKA3aHUE KbM JIpPYTra CUCTEMHA
tepanus. [lannenTure, panAOMHU3UpaHH 32 JICUEHHE C YCTEKHHYMa0, ca mpuesu 1034 oT 45 mg uiu
90 mg B cemmunu 0 u 4, mocaeaBaHN OT AOITBLIHUTENHA 032 B cenmuiia 16. Ilanmenture,
paHIOMU3UpPaHU 3a JeyeHue ¢ rianedo B cenmuuy 0 u 4, ca mpeMUHaIN KbM JIeY€HHE C YCTEKUHYMa0
(45 mg nmm 90 mg) B ceaqmuu 12 u 16. Bcruky nmanyeHTy ca NpocieeHu 3a MepHoa A0 52 ceIMunu
CJIeJl TbPBOTO MPHIOKEHUE HA U3CIIEIBAHOTO JIEUCHHUE.

B npoyusane npu nicopuazuc 3 (ACCEPT) ca onenenn 903 manueHTH ¢ yMEpeH J0 TEXBK ICOPHA3UC,
KOHUTO HE ca Ce MOBIHIH, IPOSBUIIN ca HETIOHOCUMOCT WJIHM Ca MMaJli MMPOTHUBOIIOKAa3aHUE KbM JpyTa
cucremHa tepanus. CpaBHeHa ¢ e(UKaCHOCTTa Ha YCTEKUHYMal ¢ Ta3u Ha eTaHEPIICIIT U € OIlCHEeHa
Oe3omacHocTTa Ha yCcTeKuHYyMab u eraHepuent. [1o Bpeme Ha 12-ceaMuuHaTa aKTUBHO KOHTPOJIUpaHa
4acT OT NPOYYBAHETO MAllMEHTHUTE ca paHAOMHU3HMPAHU J1a mpueMaT eranepuent (50 mg ABa IbTH
CeIMUYHO), ycTeknayMab 45 mg B ceamunu 0 u 4 wim ycrekuaymad 90 mg B cenmurm 0 u 4.

WzxoaanTe XapakTeprUCTUKU Ha 3a00JIIBaHETO ca MPUHLIMIIHO ITOCIIEI0BATEIHN BbB BCHUKU TPYIIH Ha
JiedeHue B Mpoy4BaHe npu ncopuasuc 1 u 2 ¢ meanana Ha PASI ckopa Ha n3xonHo HUBO oT 17 110 18,
¢ MeiaHa Ha TejecHa moBbpXHOCT (BSA) Ha m3xomHo HUBO > 20 U ¢ MeMaHa Ha IepMaTOJIOTUICH
MHJeKC 3a kayecTBO Ha kuBOT (DLQI) B rpanuuute ot 10 1o 12. bnuso exna tpera (mpoy4BaHe npu
nicopuasuc 1) u eaHa 4eTBHPT (IpoyUBaHe MPH NCOPUA3UC 2) OT MAIMEHTUTE UMaT IICOPUAaTHYEH
aptput (PsA). [TogoOHa TexxecT Ha 3a00JIIBaHETO ce HAOJIOIaBa U IPU MPOYYBaHE MTPH IICOPUA3HUC 3.

IIspBrYHaTa KpailHa TOUKA B TE3U MPOYUYBAHUS € CHOTHOILICHUETO HA MALIUEHTUTE, JOCTUTHAIA HUBO
Ha noBjusBaHe 1o PASI 75 cnpsMo M3X0AHUTE CTOMHOCTH B ceamuia 12 (Bxx. Tabnunu 4 u 5).

Tabnuya 2. Obobwenue na KIUHUYHOMO nosauasane 6 npoyugane npu ncopuazuc I (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cemmuna 12 Cenmurna 28
2 no3u (ceamuna 0 1 cenmuna 4) 3 nmo3u (ceamura 0,
cenmuna 4 u ceamuua 16)
[Tnare6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoii
paHIOMU3UPAHH 255 255 256 250 243
MAIMCHTH

TToBausaBane mo

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

IloBnusBane 1o

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

TToBausaBane mo

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

OOJT° 3a u3uncTeHn
i vuraMaen, 6p. | 10 (4%) | 151 (59%)* | 156 (61%)° | 146 (58%) | 160 (66%)
(%)

Bbpoit nanuenTu

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

Bbpoit nanuentu

~ 100 kg 89 87 92 86 90
Ilopmiane 1o 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 3  OboOWenue na KIUHUYHOMO nosauasane 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
NPOIBIDKUTEIHO JICUCHUE, B CPABHEHHE C TOBA MU oTTerisiHe 0T jedenuero (p < 0,001). [onoouu
pe3ynTaTH ce HaOJr0AaBaT Npy BesAKa 703a yerekunymad. Ha 1™ roauna (cenmuna 52) 89% ot
MAIMEeHTHTE, TIOBTOPHO PaHIOMU3UPAHHU 3a MOAIBPIKAIIO JIeUueHue, ca ce moBnusin no PASI 75, B
cpaBHEeHHE ¢ 63% OT MalMEeHTUTE, IOBTOPHO PAaHAOMHU3UPAHH 32 IIae0o (OTTErIISTHE OT JICUCHUETO)
(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 (oTTerisHe oT JedeHueTo). Ha 3™ roguna (cenmumna 148), 82% ot
MAIMEHTUTE, TIOBTOPHO PaHAOMHU3HPaHU 3a MOAIBPIKALIO JeueHue, ca ce nmoausiin mo PASI 75. Ha
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5-ta roquHa (cenmuna 244) 80% OT manueHTUTe, TOBTOPHO PAaHJAOMHU3UPAHU Ha MOIIBPKAIIO
JIedeHue, ca ce noBiausiiu mo 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.

IIcopuatnuer aptput (PsA) (Bp3pacTHH ITAIIMEHTH)

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 YBpEXIaHe MPU BH3PACTHU MAITUCHTH C aKTHBEH 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 WM noBeue anTu-1TNFo cpencto(a), kato ot Tsx Hag 70%
ca npeycraHoBmIM cBoeTo anTu-TNFa siedenue, nopau nurca Ha eUKaCHOCT MM HEMTOHOCUMOCT,
TI0 BCSIKO BpPEME.

Ipusnayu u cumnmomu

JleyeHuneTo ¢ ycTeKMHYMal BOJM 10 3HAYUTEITHH TIOI00PEHHS B U3MEPHUTEIIUTE 32 aKTHBHOCT HA
3a00JIIBaHETO B CpaBHEHUE C Iuiare0o Ha ceamuia 24. [IppBuyHaTa KpaiiHa TOYKa € MPOLEHTHT Ha
MAIMEeHTUTE, TIOCTUTHAIN OTroBop 20 M0 KpUTepUUTE Ha AMEPUKAHCKHUS KOJIEXK 110 PEBMATOJIOTHS
(American College of Rheumatology, ACR) Ha ceqmuria 24. OCHOBHUTE Pe3yiTaTH 3a e(PUKACHOCT ca
IpeICTaBeHH B TabaHIa 6 mo-a0iy.
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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 () | 2G%) | 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%)

bpoui 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.

IlennarpuyHa nomyJanus

EBporneiickaTa areHuus 10 JieKapcTBaTa oTiara 3ab/KEHUETO 32 IPelocTaBsiHE Ha pe3yITaTUTe OT
NPOYYBAHUSATA C YCTEKMHYMa0 B €/IHA WJIH MOBEYE MOJATrPYIH HA MEAHaTPUIHATA MOITYIAIHS C
IOBEHWICH UAMOTATHYEH apTPHT (BXK. Touka 4.2 3a uHQopManys OTHOCHO ynoTpeda B IeIUaTpHsTa).
IIpenBapuTenHo HambIIHEHATA IUCATKA HE € IPOYyYBaHa MpH MeIuaTpUIHATA TOIMyJIaHs ¢ ICOpUa3nuc
U HE Ce MPenopbhyBa 3a yrnorpeda rnpu neIuaTpruyHy MalHueHTH.
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Bonect Ha Crohn

BezonacHoctTa n eukacHOCTTa Ha yCTeKMHYMal ca OLIEHEHH B TPH PaHIOMHU3UPAHH, ABOMHO-CIIEIIH,
1are00-KOHTPOIMPAHU, MHOTOIIEHTPOBY MPOYYBAHHS IIPU BH3PACTHU MAIIEHTH C YMEpEHa JI0 TexKa
aktuBHa Oosect Ha Crohn, ¢ MHaekc Ha akTuBHOCTTa Ha Oosiectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KJINHUYHO pa3pabOTBaHE CE ChCTOM OT ABE §-
ceIMHUYHH npoyyBanus ¢ nHTpaBeHo3Ha nHAYKIu (UNITI-1 u UNITI-2), mocnenBanu ot 44-
CeIMUYHO PaHJOMHU3HMPAHO MPOYYBaHE C MOJKOKHO NMPHIIOKEeHHE Ha moaabpxkama no3a (IM-UNITI),
NpeACTaBIABALIN 52-CeIMUYHA TEPAIIusl.

[IpoyuBanusra ¢ naaykuus BimouBaT 1409 (UNITI-1, n = 769; UNITI-2 n = 640) narnuenTu.
[IspBuuHaTa KpaiiHa TOYKa 3a JBETe HHAYKIIMOHHU ITPOYYBAHUS € MPOLIEHTHT Ha YYACTHHUIUTE C
KJIMHUYEH OTroBop (omnpezaeneH kato Hamanenue Ha CDAI ckopa ¢ > 100 Touku) Ha cenmuna 6.
JlanHuTe 3a epuKacHOCT ce chOMpaT M aHATM3UPAT O CEAMUIIA 8 3a JIBETE MIPOYUBAHHUS.
EnHoBpeMeHHOTO MPUIIOKEHUE HA MEPOPATHH KOPTUKOCTEPOUIN, IMYHOMOYIATOPH,
AMHHOCAJIMLIMIATH U aHTUOMOTHUIM € pa3pelieHo U 75% OT malMeHTHTE NPOABKABAT Aa MOTy4aBaT
Half-MaJIko €IHO OT Te3H JieKapcTBa. B 1BeTe MpoydyBaHus MaLMEHTUTE ca PaHIOMHU3UPAHH A
MOJyYaT €THOKPATHO MHTPABEHO3HO MPETIOPBUNTENHATA 1032 PUOIM3NTeTHO 6 mg/kg B 3aBUCHMOCT
OT TeJIeCHOTO TerIo (Bxk. Tabnuua 1, Touka 4.2), pukcupana go3a 130 mg ycrekunymad uian mianedo
Ha ceqmuna 0.

[MTammenture B UNITI-1 ca nexyBaHu HEeyCHENIHO UM UMAT HETIOHOCUMOCT KbM MpeIIecTBaIla aHTH-
TNFa Tepanus. [Ipubnuzntento 48% ot nauueHTHTE ca JIEKyBaHU HEYCIEIHO ¢ | mpemecTsamia
anTu-TNFa Tepanus, a 52% ca nexyBanu HeycnemHo ¢ 2 win 3 npeaniectsamy antu- 1 NFo Tepanum.
B toBa npoyuBane 29,1% oT manueHTHTe UMaT HEJAOCTATHUYEH HavajeH OTTOBOP (IbPBUYHH
HepecnoHzepn), 69,4% ca ce NOBIMSUIN, HO Ca MPECTAHANH /1a CE OBIHSBAT (BTOPUYHHI
HepecnoHzaepu), a 36,4% umar HenmoHocuMocT KbM aHTH- T NFa Tepanum.

ITammmentute B UNITI-2 ca nekyBaHu HEYCIIEITHO HAH-MaJIKO ¢ €JHa KOHBEHITMOHAIIHA TEPAITHSI,
BKJIFOUUTETHO KOPTUKOCTEPOUIN I IMYHOMOAYJIATOPH, KaTO WIIM HE ca JIEKYBaHU JOCETa C aHTHU-
TNF-a tepanust (68,6%), uinu ca mosrydaBaiy npeau Topa aHTu-TNFa Tepans, HO Ts € Onna
neycnemna (31,4%).

B neere UNITI-1 n UNITI-2 3Ha4MMO NO-roJisiM IPOLEHT OT MAIlUEHTHUTE B rpyIaTa, JeKyBaHa ¢
YCTEKMHYMa0, ca ¢ KIMHUYEH OTIOBOP U peMUCHS B cpaBHeHHE ¢ marie0o (Tadnuna 9). Knuauauust
OTrOBOP M PEMHUCHATA Ca 3HAYMMH OILE HA CEMHLA 3 PH MALMEHTHTE, JIEKYBaHH C YCTCKHHYMa0, U
Te MPOABJIKABAT Ja ce MoJo0psABaT 10 cenmua 8. B Te3n npoyuBaHus ¢ HHAYKLUS e(prKacHOCTTa €
M0-BHCOKA M Ce MOAABpPIKa M0-100pe B rpymnaTa ¢ 1032 B 3aBUCUMOCT OT TEJIECHOTO TETJIO, B
CpaBHEHHE ¢ rpynara ¢ go3a 130 mg u mopaau ToBa Mpu HHTPABEHO3HA MHAYKLMS Ce MPEnopbyBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 5: Undykyus na kaunuien omeosop u pemucusi 8 UNITI-1 u UNITI 2

UNITI-1* UNITI-2 **
IIname6o |Ilpenopbuurte| Ilmame6o |IIpemopbumTe
N =247 JIHA 1032 N=209 JIHA 1032
YCTeKMHYMa0 YCTeKMHYMa0
N=249 N=209
Knununyna pemucusi, ceaMuua 8 18 (7,3%) 52 (20,9%)* 41 (19,6%) 84 (40,2%)*

Knunuden otrosop (100 Toukn),
ceaMula 6

53 (21,5%)

84 (33,7%)°

60 (28,7%)

116 (55,5%)°

Kimanaen otrosop (100 Toukn),
ceamuua 8

50 (20,2%)

94 (37,8%)"

67 (32,1%)

121 (57,9%)°

70-TOYKOB OTTOBOD, ceaMHUIIA 3

67 (27,1%)

101 (40,6%)°

66 (31,6%)

106 (50,7%)"

70-TOYKOB OTTOBOP, ceIMUIIA 6

75 (30,4%)

109 (43,8%)°

81 (38,8%)

135 (64,6%)°
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Knuangnata pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUSAT OTTOBOP € OIpeesIcH KaTo HaMalleHHE Ha
CDALI ckop ¢ Haii-manko 100 TOYKH WM CHCTOSHHUE B KIIMHUYHA PEMHCHUS
70-TOYKOBHAT OTTOBOD € ompenesieH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 TOYKu

* Heycnex Ha antu-TNFo Tepamus
** Heycriex Ha KOHBEHIIMOHAJHATA Teparusl

2 p<0,001
® p<0,0l

B npoyusaneto ¢ nogabspxkama tepanust (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHrAT
100-TOYKOB KIMHUYEH OTTOBOP Ha ceAMUIIA 8§ OT MHAYKIHMATA ¢ ycTekuHyMa0 B mpoyusanust UNITI-1
u UNITI-2. [TanmenTHuTe ca paHIOMU3NpaHU Ha cXeMa Ha MOIIBPIKaIo JICYCHHE C TTOIKOKHO
npuinoxxeHue Ha 90 mg ycreknuHyMad npes 8 cenmuny, 90 mg ycreknnymab npes 12 ceamuiy nin
iane0o B Npoab/DKeHUE Ha 44 ceMHUIH (3a MPENOPbUYUTENHATA NOAIbpXKALIa 1032 BX. Touka 4.2).

3HAYUMO TO-TOJISIM MTPOIEHT MAIUEHTH B IPYIHTE, JICKYBAaHHU ¢ YCTEKMHYMAa0, OIbPIKAT KIMHUYHA
peMucHs 1 0TTOBOp Ha cenmuIia 44 B cpaBHEHHUE C rpynara Ha manebo (Bx. Tadmuma 10).

Tabnuya 6: Tlooovporcane Ha knunuunus omeosop u pemucust ¢ IM-UNITI (ceomuya 44; 52 ceOomuyu
om 3anousane ¢ UHOYKYUOHHAMA 0034

nanedo* 90 mg 90 mg
ycTeKMHYyMa0 | ycTeKHHyMad
npe3 npe3
8 cenmunu 12 ceamunu
N=131" N =129"
N =128
Kimnanyna pemucus 36% 53%° 49%°
Kinnuden otrosop 44% 59%° 58%°
Knnanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%* 43%"
KnnauyHa peMucHs Py MaIUeHTH:
B PEMHCHS B HAYAOTO Ha MO/IBPKAMATA | 4 oo, (36/79) | 67% (52/78)" 56% (44/78)
Tepanus
KOHTO C€ BKJIIOYBAT OT IPOYYBaHE 0 o 5 0
CRD3002: 44% (31/70) | 63% (45/72) 57% (41/72)
KOHTO HE ca JICKyBaHH JIOCera C aHTH- o o 5 o
TNFa tepanus 49% (25/51) | 65% (34/52) 57% (30/53)
KOHTO C€ BKJIIOYBAT OT IIPOYYBaHE 0 o 0
CRD30018 26% (16/61) | 41% (23/56) 39% (22/57)

Kmuangnara pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOP € OIpeAesIcH KaTo HaMaJleHHE Ha
CDAI cxop ¢ Haii-manko 100 TOYKH WM ChCTOSHHUE B KIIMHUYHA PEMHCHUS
* I'pymara Ha miare60 ce ChCTOH OT MAIUEHTH, KOUTO ca Ce HOBIISIIN OT yCTEKHHYMAa0 U ca paHIOMH3HPaHH 12
MOJTy4aBarT Ianebo B Ha9auoTo Ha IMOJIbprKalara Teparist.

1 Tlaumentn, xouro umat 100-TOYKOB KJIMHUYEH OTTOBOP KBbM YCTEKMHYMAa0 B Ha4aJlOTO Ha IMOIbpiKaliaTa Tepamus
! anmenTn, KOMTO He ca ce OBNMSAIM OT KOHBCHIMOHATHATA Tepanus, HO He aHTH-TNFo Tepamms

3 [MamyienTH, KOUTO ca pepaKkTepPHU WK UMAT HeMOHOCUMOCT KbM aHTH-TNFo Tepanus

 p<0,01

® p<0,05

HOoMUuHAIHO 3HaynMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMal IIpH NPUIIOKEHHE Tpe3
12 cenqmuLy U € IO3BOJICHO KOPUTHPaHEe Ha J03aTa Taka, 4e Ja MoJIy4aBaT yCTEeKHHYyMal mpe3

8 cemmurtu. 3arybara Ha otroBop ¢ onpeneneHa kato CDAI ckop > 220 Touku u > 100 Toukn
nopuieHue crpsmo uzxogaust CDAI ckop.Ilpu Te3u manneHTH KINHUYHA PEMHUCHS CE MTOCTUTA MTPH
41,4% ot mauuenture 16 ceqMuLy cliell KOpUrupaHe Ha J03aTa.

[NanuenTyTe, KOUTO HE Ca MOCTUTHAIY KIIMHAYEH OTTOBOP KbM UHIYKIIHS C YCTEKHHYMa0 Ha
ceamuna 8 ot mpoyuBanusTa ¢ uHAyKIUs UNITI-1 u UNITI-2 (476 naruentn), ca BKIIOYCHU B
HepaHIOMHU3MpaHaTa 4acT OT npoyuBaHeTo ¢ noaabpxkama tepanust (IM-UNITI) u ca noxyunim
MIOJIKOYKHA WHXKEKIHS ¢ yeTeknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
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NAalUEHTHUTE ca TIOCTUIHAIM KJIMHUYEH OTTOBOP U Ca NPOIBJDKIIM Ja MOTy4aBaT MOAIbpIKalla
Tepanus mpe3 8§ ceamuny. IloBedeTo oT T€3u NaUUEHTH C MPOABIDKUTENHA MOAIbPIKAILA TEPAITUS
noabpkat orroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuna 44, KaTo IPOIEHTHT UM €
1oJJ00CH Ha TO3M MU MAIUEHTUTE, KOUTO ITPBOHAYAIHO €A C€ TIOBJIUSIIH OT HHIYKIIUS C
yCTEKHHYMao.

Ot 131 manmeHTH, KOUTO ca Ce MOBJIUSUIA OT HHAYKIUS ¢ YCTEKHHYMa0 U ca PaHJOMU3UPAHH B
rpymnara Ha miane0o B Ha4ajJoTo Ha MPOYYBAaHETO C MOJAbpIKAIIa Tepanus, 51 BIociencTBe ca
3aryOuiIM OTroBOpa cu M ca nomyymiy 90 mg ycreknnyMad noakokHo npe3 8 ceqmunu. [lopeuero ot
MaIMEeHTUTE, 3aryOniIi OTTOBOPa CH M TIOAHOBMIIN JICUEHHETO C YCTEeKHMHYyMa0, ca ro HalpaBUiIH B
paMkuTe Ha 24 ceMUIM OT UHIYKIMOHHATa UHPY3us. Ot te3u 51 nammentn 70,6% mocturar
KIIMHUYEH OTroBop U 39,2% mnocTuraT KNMHUYHA peMHcHs 16 ceIMUIM ces Moyd4aBaHETO Ha
IbpBaTa MOJAKOXHA 1033 YCTEKHHYMa0.

B IM-UNITI nauuenture, 3aBbpUININA MIPOYYBAHETO 10 ceaMuua 44, ca MOAXOSAIIM 1a TPOIBIIKAT
JICYCHUETO B MPOIBIKEHUE HA TpoyuBaHeTo. [Ipu Bcuukute 567 nauueHTH, BKIOYEHH HA U JIEKyBaHU
C YCTEKHHYMa0 B MPOIBIDKCHUETO HA IPOYYBAHETO, KIIMHUYHATA PEMUCHUS U OTTOBOPHT OOUKHOBEHO
ce moLAabpsKaT 70 ceamuna 252, kakto npu donnute ¢ Heycnex Ha TNF-tepanuuTte, Taka u npu
MAUEHTUTE C HEYCIIEX Ha KOHBEHLIMOHATHUTE TePauu.

He ca ycranoBeHr HOBU ChOOpakeHHs 32 O€30MACHOCT NP YAbDKaBaHe Ha TOBA MIPOYYBaHE JI0
5 TOaMHM Ha JIeYeHre Tpy naruenTu ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BUA Ha TUraBUIaTa € OLEHEH CHIOCKOIICKH MpHU 252 MalueHTH ¢ NOAXO0 1A H3X0IHA
€HJIOCKOIICKa aKTUBHOCT Ha 3a00JsIBaHETO B e€IHO HoAnpoyyBaHe. IIbpBuyHaTa KpaifHa TOUKa €
MPOMSHA OT U3XOAHOTO HUBO Ha ONpOCTEHUs CHIOCKOIICKH cKop nipu 0osiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH ckop OT 5 HIe0-KOJIOHHH
CerMeHTa 3a HaIM4YHe/pa3Mep Ha sI3BUTE, IPOLICHT Ha JIUTAaBUYHATA TIOBBPXHOCT, TOKPUTA OT SI3BH,
NPOIICHT Ha JIMTaBUYHATA TOBBPXHOCT, 3aCeTHATA OT JPYTH JIE3UH, U HAINYHE/BUJT HA
CTEeCHsIBaHHUATA/CTpUKTYypuTe. 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 miaunedo (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 IMOBIMUABAT B IPOABDKCHUE HA 44 CeIMUIU
(ompeneneno kato > 50% HaManeHHe OT U3XOJHO HUBO B MIPOYYBAHETO C MHIYKIUS Ha Opost Ha
IOpenupamute ¢puctynn) B cpaBHenue ¢ 5/11 (45,5%) c mnanebo.

Kauecmeo na sicusom, cevp3ano cvc 30pasemo

KauecTBOTO Ha XKHMBOT, CBBP3aHO ChC 3/IPABETO, € OLIEHEHO NMOCPEACTBOM BBIIpOCHUK NpHU
BB3MAIUTETHH 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeIpocHunr SF-36. Ha cenqmuria 8 manueHTrTe, MOdydaBailyd yCTeKUHyMa0, TOKa3BaT CTaTUCTHICCKU
3HaYMMO IMO-TOJISIMO ¥ KIIMHUYHO 3HaYUMO noaodpenue Ha oouust 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 JIEKYBaHU ¢ YCTEKUHYMa0 IMallieHTH B CPAaBHEHHE C
wiane0o. [logoObperneTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3APaBETO, OOMKHOBEHO C€
MOJTbpIKa Mpe3 ISUTOTO MPOIBIDKEHHE 0 ceamuna 252.

Yanepo3eH KOIUT

BezonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMal ca OLIEHEHHU B JIBE€ paHIOMHU3UPAHHU, JBOWHOCIIEIIH,
T1a1e00-KOHTPOIMPAHU, MHOTOIICHTPOBH MPOYYBAHHS NIPY BB3PACTHH MAIUCHTH C YMEPEH JI0 TEXBK
aKTUBEH yJIiepo3eH KoauT (ckop o Mayo 6 no 12; engockoncku cyockop > 2). [Iporpamarta 3a
KJIMHUYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HapeueHO
UNIFI-I) ¢ nedaenne mo 16 cemmuiiy, mocieaBaHo oT 44-ceIMUYHO MPOYYBAHE C TOITBPIKAIIO0
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JIeYCHHE C MOJKOKHO PHIIOKEHHE, C PAHAOMHU3HPAHO cliupaHe Ha JedeHuero (Hapeueno UNIFI-M),
KOETO IPE/CTABIABA Hail-Manko 52 CeIMUIIM HA TepaIusl.

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

UNIFI-I BxirouBa 961 nmanuentu. [IspBuyHaTa kpaifHa TOUKa B IPOYYBAHETO C MHIYKIIHS €
NPOLIEHTHT HAa yYaCTHULXTE B KJIMHUYHA peMuchs Ha cenmuna 8. [lanueHTuTe ca paHJOMU3UpaHH Ja
NOJyYaT eTHOKPATHO MHTPABEHO3HO MpenopbhunTeNnHara audpepeHnupana no3a 6 mg/kg (Bx.
Tabmuna 1, Touka 4.2), pukcupana go3a 130 mg ycreknaymad uiu riaredo Ha ceamuia 0.

PazpemieHo e enHOBpEeMEHHO NPUIIOKEHHE Ha EPOPATHI KOPTUKOCTEPOUIH, IMYHOMOIYJIaTOPH U
amMuHOcanuuuiaaTy, kato 90% ot marpeHTuTe NpoIbKaBaT Ja MOTy4aBaT Hail-MaiKko €HO OT Te3U
JekapcTBa. BriroueHuTe maiueHTy TpsioBa Jla ca MPEMHUHAIN HEeYCIICIIHA KOHBEHIIMOHAIHA TeParus
(KOPTHKOCTEPOUIN M HMYHOMO/YJIATOPH) WX JICUCHUE C HAl-MaJIKO €HO OMOJIOTUYHO
nexkapcTBeHO cpeacTBo (antaroHucT Ha TNFo u/nnm Begonmzymab). [lpu 49% ot manuenture
KOHBEHIMOHAIHATA Tepanus € HeYCIIelIHa, HO He U JICYEHUETO ¢ OHMOJIOTHYHO JIEKapCTBEHO CPENICTBO
(ot xouTO 94% He ca eKyBaHU ocera ¢ OMOJIOTMYHH JIEKAPCTBEHH NPOAYKTH). 51% OT manuenTure
ca JIeKyBaHH HEYCIELIHO MM UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEACTBO.
[Ipudausutento 50% OT MaMEHTUTE ca JICKYBaHU HEYCIICIIHO ¢ Hali-Majiko 1 MmpealiecTpaila aHTH-
TNFa tepamust (ot kouto 48% MBEPBUYHO HE ca ce MOBIUSIN), a 17% ca uManu Haii-Mainko 1 Tepamms
¢ aatu-TNFa cpenctBo u Beponmmzymao.

B UNIFI-I 31aunMo 1mo-roJiiM OpoOLEHT OT MallMeHTUTE ca B KIMHUYHA PEMUCHUSA B IpynaTa, JIeKyBaHa
C yCTeKnHyMal, B cpaBHeHHe ¢ muiane6o Ha cenmuna 8 (Tadbmuma 11). Ome Ha Cenmuna 2, Haii-
paHHaTa TUTAHWpaHa BU3HUTA B IPOYYBAHETO, U IPU BCAKA BU3HTA CIIE]] TOBA ITO-TOJISIM TPOIICHT
MAIUCHTH C YCTEKUHYMa0 HAMAT PEKTaIHO KbPBEHE WM IIOCTUIAT HOPMAaJIHA YeCTOTa Ha JaedeKalus
B CpPaBHEHHE C MallMEHTHTE Ha Iiiane6o. Habmonapanu ca 3Ha4MMH pa3iiuKi MEXIY YCTEKHMHYMa0 1
TTane0o B YaCTUYHUSA CKOp 1o Mayo u cuMnToMaTHYHaTa pemucus ome Ha Cenmuna 2.

EdukacHocTTa € 1mo-BrucoKa B rpynata ¢ audepeHnupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢
n03a 130 mg mo oTHOIICHNE HA U30paHU KPaHHU TOYKHU M TIOPAIH TOBA AU(GEPEHIIMPAHOTO TO3UPAHE

CC MPCIOPBHYIBA KATO A03a 3a UHTPABCHO3HATA MHAYKIIUS.

Tabnuya 7: Pe3stome Ha ocnoguume pezyaimamu 3a edpuxacrocm 8 UNIFI-I (Ceomuya 8)

Ilnane6o IIpenopbunTeana
N =319 1032 yCTeKHHYMa6*
N =322
Knuanyna pemucusg™ 5% 16%°
[Ipu naumenTy ¢ HEeycnenHa KOHBEHIMOHAIHA, HO HE 9% (15/158) 19% (29/156)°

1 OMOJIOTHYHA Teparus

I[Tpy MalMEHTH ¢ HeyCIenHa OMOJIOTMYHA Teparus® 1% (2/161) 13% (21/166)°

[Ipu nanuenTtu ¢ HeycnemHa Tepanus kakTo ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa 1 ¢ BeI0JIM3yMad

Knununuen otrosop® 31% 62%"

IIpu maneHTy ¢ HeyClelllHa KOHBEHIIMOHAIIHA, HO HE 35% (56/158) 67% (104/156)°
1 OMOJIOTHYHA Teparnus

[Ipyu NalMeHTH ¢ HeyCrenHa OUONIOrHYHA TEparus 27% (44/161) 57% (95/166)°

[Ipu nmanuentu ¢ HeycnemHa Tepanus Kakto ¢ TNF, 28% (13/47) 52% (30/58)"
Taka M ¢ Benom3ymad

JluraBu4Ho 03/1paBsiBaHe’ 14% 27%*

HpI/I MNanUeHTH C HCYCIICIIIHA KOHBCHIIMOHAJIHA, 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%°
KOM6I/IHI/IpaI-iO CHUMIITOMaTHYHA PEMUCHSI U JIMTABUYHO 89 2198
037IpaBsiBaHe
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Tabnuya 1.

*  KimHMYHATA PEMHUCHS CE OMpPEe/esisa KaTo ckop mo Mayo < 2 myHKTa, 6¢3 HHAUBUAyaJIeH CyOcKkop > 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 HAMAJISIBAHE CIPSIMO M3XOJHOTO HUBO Ha CyOCKOpa 3a PEeKTAIHO KbpBeHe > | Mk cyOCKOp 3a peKTaIHO

kbpBeHe 0 win 1.
Amntaronuct Ha TNFo u/nnu Benonusymao0.

JIuraBUYHOTO 031paBsiBaHE Ce OMPEeNs KaTo HI0CKOICKH cyOckop o Mayo 0 mu 1.

! Cumnromarnunara pemucus ce onpeens Kato cyockop mo Mayo 3a yecrora Ha aedekarmsata 0 wiu 1 u cyGekop 3a

pexranHo kppBene 0.

+ KoMmOHHALMATA OT CHMIITOMATHYHA PEMHCHS U JIMrABUEHO O3PABABAHE Ce OIPeaelsi KaTo Cy6CKOp 3a 4eCTOTa Ha
nedekanusata 0 wiu 1, cyoekop 3a pextainHo kbpBeHe 0 u eHmockoncku cyockop 0 wiu 1.

* p<0,001
Homunanuo 3nagnmo (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
nojyIspxkama cxema ¢ 90 mg ycrekuHyma0 1MoIKOKHO Ha BcekH 8 cenmuin, 90 mg ycTekuHyMab 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 MPEIBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA UJIH 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 Ha 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 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
coctoe TNE. race € nesomgus. | 10 @) | 3% 0R1 | 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 KOPTHKOCTEPOUS 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.

** KiMHMYHATA PEMHUCHS CE OMPEesis KaTo cKop mo Mayo < 2 myHKTa, 6e3 HHAUBHUIAyaJIeH Cyockop > 1.

Y Knuawunust OTrOBOP C€ OIpeAeNs KaTo HaMalsIBaHe CIIPSIMO M3XOAHOTO HUBO Ha ckopa o Mayo ¢ > 30% u >3

IyHKTa, C HAMAJIIBaHE CIIPSMO M3XOJHOTO HMBO Ha CyOCKOpa 32 PEKTAIHO KbpBEHE > 1 mitn cyGCKop 3a peKTaIHO
kbpBeHe 0 iy 1.

AmnTtaronuct Ha TNFo n/wnmm Benonuzymao.

T JluraBmanoro 03[paBsiBaHE Ce Ope/ielisi KaTo eHI0CKOICKH cyOckop mo Mayo 0 wiu 1.

[Monnbprkanero Ha KiMHUYHA pemucus 10 Ceamuua 44 € onpeaeseHo KaTo NalMeHTH B KIIMHUYHA PEMUCHS 10
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
Koprukoctrepouau Ha Ceamuna 44.

IIpoxsmxuTenHaTa peMICHS ce OIMpeAeis KaTo YacTUIHa peMucHs o Mayo npu > 80% mpu BCHYKH BU3UTH IPEAN
Cenmuna 44 u yactruuHa pemucus 1o Mayo npu nocnennara Buzuta (Cenmuna 44).

! Cumnromarnunara pemucHs ce omperens KaTo cyockop no Mayo 3a uectora Ha nedexarusara 0 win 1 u cydekop 3a
pekTanHo KbpBeHe 0.

+  KoMOMHALWATA OT CHMIITOMATHYHA PEMHCHS M JTUTABHYHO O3/[PaBsBAHE CE ONPE/IEIs KaTo CyGCKOp 3a 4eCToTa Ha
nedexanusra 0 wn 1, cyockop 3a pexTainHo kbpseHe 0 u eHnockorcku cyockop 0 mmm 1.

& p<0,001

® p<0,05

Homunanno 3Haunmo (p < 0,001)

Homunanuo 3naunmo (p < 0,05)

be3 cratucruuecka 3HaUUMOCT

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 HeycCIIelIHa KOHBEHIIMOHAIHA, HO HE U OMOJIOTHYHA Tepanys, Taka U MPH NalUEHTUTE ¢ Hal-MaJIKo
€IHa IpeJIIIecTBalla HeyclenIHa Tepanus ¢ aHTaroHucT Ha TNFo, BKIIOYUTETHO IpH NallueHTH,
KOHTO ITbPBUYHO HE ca ce MOBIHSIM OT Teparus ¢ anTaronuct Ha TNFa. biaronpusiten edekr e
Ha0JI0/]aBaH CHIIIO U MPH UHAYKIMS MIPH MAIUEHTH C Hali-MaJIKo e/lHa HeyCIellHa MpeiecTBala
Tepanus ¢ antaronucT Ha TNFo u Benonmsymad, HO OposIT Ha MAMEHTUTE B Ta3K NOATPYyNa € TBhPIE
MallbK, 32 J]a C€ HAPaBAT KATETOPUYHU 3aKJIIOYCHUSI OTHOCHO OJaronpusTHHS eeKT Mo BpeMe Ha
MOJIbPrKaIlaTa Tepalys B Ta3u rpyla.

Tlayuenmu, nosrussawu ce om undykyus ¢ ycmexkunymao na 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 11X 9% oT
MAMEeHTUTE, KOUTO MIbPBOHAYAIHO Ca PAaHIOMHM3UPAHU 32 IT0Iy4YaBaHe Ha MPENOPbUUTETHATA
WHAYKLIMOHHA J103a, IOCTUTAT KIMHUYHA peMucHs, a 58% mocTuraT KIMHUYEH OTTOBOP Ha

Cenmua 16.

[ManuenTure 0€3 KIMHUYEH OTTOBOP KbM MHAYKIHS C YCTEKHHYMa0 Ha ceIMHIIA § B TPOYYBAHETO
UNFI-I, HO Cc oTroBop Ha ceamuma 16 (157 mauuenTH), ca BKIIOUEHH B HEPaHIOMHU3UpaHaTa yacT Ha
UNIFI-M u ca npoABsKUIM Ja MoJIydaBat HoJAbpIKalla J03a Ha BCEKU 8 CEAMULIN; TIOBEUYETO OT TE3U
nanueHTu (62%) moaabpkaT 0TroBopa, a 30% mocturaT peMucHs Ha ceamuua 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,
BKIIFOUUTEITHO TE3U C Heycnex KakTo ¢ aHTu- INF, Taka u ¢ Bemonuzymab. Cpen manueHTuTe, KOUTO ca
NOJTYYMIH 4-TOAUIIHO JICYCHHUE C YCTEKNHYMab U ca OLCHEHHU ¢ IOMOILITa Ha IBJIHUS CKOp 1o Mayo 3a
noepikane Ha ceamuiia 200, crorBeTHO 74,2% (69/93) 1 68,3% (41/60) momabpxat 3a31paBsiBaHETO
Ha JINTaBHIIaTa M KIMHUYHATA PEMUCHSL.
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AHanm3bT 3a Oe3o0macHoOCT, BKIrouBan 457 nanuenty (1289,9-narmieHToroAnHm), MpoCcieIeH: 10
220 cenmuny, mokasa, 4ye npopuabT Ha 6e3onacHocT Mexay 44 u 220 cenMuiia, € CpaBHUM C TO3H,
HabmrogaBad g0 44-ta cegMuIia.

He ca YCTaHOBCHH HOBHU C’LO6pa)KeHI/IH 3a 0€30IaCHOCT IIpU TOBA NPOABIDKCHUC HA IIPOYUBAHCTO IIPU
MalreHTHU C YJILCPO3CH KOJIUT, JICKYBAHU N0 4 TOAWHHA.

Enoockoncko nopmanusupane

EHmockonckoTo HOpMaau3upaHe € onpeeseHO KaTo eHJOCKONCKU cyOockop 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 mauuenrtuTe B rpymnata ¢ mianeoo.

Xucmono2uuHo u Xucmo-eHOOCKONCKO AUSA8UYHO 030PaABABAHE

XHCTOIOTUYHOTO O3/IpaBsiBaHe (OmpeaeNieHo KaTo HeyTpodumHa nHuaTpaus B < 5% OT KPUNTHTE,
0e3 paspyimaBaHe Ha KPUITHUTE U 0€3 €pO3UH, YIIIEPaIlNy WIH TpaHyJIalliOHHA ThKaH) € OIICHSIBaHO Ha
ceamuna 8 B UNIFI-I u na Cenmuna 44 8 UNIFI-M. Ha ceqmuna 8, cien enHoKpaTHa HHTpaBEHO3HA
WHIYKIIMOHHA 7033, 3HAYMMO ITTO-TOJISIM TPOIIEHT NMAIMEeHTH B rpyIaTa ¢ MpernophbYuTeIHATa 1032
MOCTUTAT XUCTOJIIOTUYHO 03/ipaBsaBaHe (36%) B cpaBHEHHE ¢ MAIIMEHTUTE B Tpynara c manebo (22%).
Ha Cenmuna 44 noaabpikane Ha To34 epeKT ce HaOIr0AaBa Py 3HAYUMO TIOBEUE MALUEHTH C
XHUCTOJIOTHYHO O3/[paBsiBaHE B TPYIUTE C yCTeKHHYMab Ha Besikal2-ta ceqmunia (54%) v Ha Besika 8-
Ma cenmutia (59%) B cpaBHenue ¢ mrane6o (33%).

Kombunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABHYHO 03/[paBsBaHe, ONMPEIeNICHO KaTo
YYaCTHHUIH C €THOBPEMEHHO JIMTABUYHO U XUCTOJIOTUYHO O3/IpaBsBaHeE, € OLCHEHA Ha CeAMHLIA 8 B
UNIFI-1 u Ha cenmuna 44 8 UNIFI-M. [launenture, noiayvyaBain ycTeKuHyMal B penopbunTeTHATA
71032, TIOKa3BaT 3HAYMMO MMOI00OpEeHUE Ha KpaiiHaTa TOYKa, XMCTO-CHIOCKOTICKO JIMTaBUIHO
037paBsBaHE Ha ceMHuIa 8, B rpynara ¢ yctekuayMao (18%) B cpaBHeHuMeE ¢ TpymaTa ¢ mianebo (9%).
Ha cenqmuna 44 nognbpxane Ha To3U eeKT ce HabIroAaBa MPH 3HAYMMO MOBEYE MALIMEHTH C XUCTO-
€H/I0CKOTICKO JIMTaBUYHO O3][paBsiBaHe B IPYIHTE C YCTeKHHYMal0 Ha Beska 12-ta ceamuna (39%) u Ha
Besika 8-Ma ceamutia (46%) B cpaBHeHHE ¢ 1are6o (24%).

Kauecmeo na socueom, céwpzano cwvc 30pagemo

KauecTBOTO Ha )KHBOT, CBBP3aHO ChC 3PABETO, € OILICHSIBAHO Ype3 BBIPOCHUK MPHU Bb3NATUTSIIHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Beripocuurure SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I naruenTrTe, mony4aBaiy YyCTEKUHYMa0, MOKa3BaT 3HAYMMO IO-TOJIIMO U
KIIMHUYHO 3HaYUMO TioftoOpenue 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 cpaBHEeHHUE C I11are0o.
ToBa momoOpeHue ce moAIbpIKa MpH MaIlMeHTHTE, JeKyBaHu ¢ ycTrekuaymad, B UNIFI-M no
cenmuria 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 OOIIOTO HapyIIeHue Ha paboTara U Ha
HapyIIaBaHEeTO Ha aKTUBHOCTTA, OIlcHEHH upe3 BhlpocHnka WPAI-GH, 0TKOTKOTO ManuenTure,
NOJTyYaBajn rianeoo.

Xocnumanusayuu u onepayuu, cevpanu c yayepozer koaum (YK)

Ho cenvuria 8§ 8 UNIFI-I mporieHTHT Ha YIACTHHIIMTE C XOCMUTATN3aIINN, CBBp3anu ¢ YK, e 3HaunMo
MO-HUCHK NMPH YUYACTHULUTE B Ipymara ¢ NpenopbuyuTenHaTa go3a ycrekunymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIINTE B Tpymara c rmiamnedo (4,4%, 14/319), kaTo HUKOH OT y4aCTHUITUTE,
MoJTy4aBali yCTeKMHyMal B PeNopbhUMTENIHATA HHAYKIIMOHHA /1032, HE € MOJI0KEH Ha OTepartus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipynara ¢ miamnedo.
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Jo cenmuna 44 8 UNIFI-M 3HaunMo no-HECHK Opoil xocnuTanu3anuu, cBbp3anu ¢ YK, e
HaOII01aBaH MPU yYacTHULMTE B KOMOMHHMpaHaTa rpymna ¢ ycrekuaymao (2,0%, 7/348) B cpaBHeHHE C
YYaCTHHUIIMTE B TpymaTta ¢ mianebo (5,7%, 10/175). UnucneHo nmo-mManbk Opoi 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 ¢ ycTeKHHyMab MOTaT J1a Ce Pa3BUAT aHTUTENA CPElly yCTeKuHyMal 1

MOBEYETO OT TsX ca HeyTpanu3upauy. OOpa3yBaHETO Ha aHTHTENA CPEIly YCTEeKUHYMab € CBBP3aHo €
TIOBHUIIIEH KIMPHHC HA YCTEKHHYMa0 Mpu nanueHTu ¢ 6onect Ha Crohn nnm ynmeposeH koiut. He e
HaOJro1aBaHa HamaseHa eukacHocT. He ce HaOmonaBa oueBH/IHA 3aBUCHMOCT MEX/y HAIMYUETO Ha
aHTHTeNa CPELLy YCTeKMHYMa0 U MOsBaTa Ha PeakUUy Ha MSICTOTO HAa HHKEKTUPAHE.

IleguaTpuyHa IOMyJIAIIHS

EBponeiickarta areHuus 1o Jekapcrpara 0Tiiara 3aJbJKEHUETO 3a IPEJOCTaBsIHE HAa PE3YATaTUTE OT
MPOyYBaHUsATA C yCTEeKMHYyMa0 B €/IHA WIIK TIOBEYE MOATPYITH Ha TIeAUaTpUYHATA TIOIYJIAIUs TIPH
6osect Ha Crohn u yniepo3eH Konut. [IpeBapuTelIHO HallbJIHEHATA MTUCAJIKA HE € ITPOyYBaHa IpU
nieIMaTpUYHATA MOIYJIANKS U HE Ce MPENophUBa 3a YIoTpeda Mmpu NMeANaTpHIHU IMalueHTH.

5.2 ®apmakokMHETHYHHU CBOWCTBA

AOGcopbuus
MenuanaTta Ha BpeMe 3a IOCTUTaHe Ha MaKCHUMAaJTHA CEPYMHA KOHIIEHTPAHS (tmax) € 8,5 AHU criex

€ITHOKPATHO IpIIoKeHue Ha 90 mg MOAKOXKHO IPH 3/IpaBU MalMeHTH. MennanaTta tmax Ha
YCTeKHMHYMab ciell eTHOKPATHO MpHiiokeHue Ha 45 mg wiu 90 mg 1mOIKOKHO MPU IMAIUEHTH C
TICOPUA3UC ca CXOJHU C HAOIIOJaBaHUTE MPH 3APABU HAIIMCHTH.

AOcomoTHaTa OMOHAIMYHOCT HAa YCTEKMHYMa0 Clie]] €THOKPATHO MOJIKOKHO IPUIIOKECHUE €
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
YCTEeKHHYMA0 € MPUOIU3UTETHO 3 CEeIMHUIM NIPH MAIIMEHTH C TICOPHA3UC, TICOPHATHUYCH 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) u npuBuanust o6em Ha pasnpeneinenue (V/F) ca crotBetro 0,465 1/d u 15,7 1 npu
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
NPH MAIUCHTHUTE, AT TIOJIOKHUTENICH PE3yTaT Ha U3CIICIBAHETO 3a aHTUTENA CPEILY YCTEKUHYMao.

JIuneWHOCT Ha 1o3aTa

CucremHara excrio3uiust Ha yeTeKuHYyMao (Crmax 1 AUC) ce yBenruasa 1o HauuH, MPUOITU3UTEITHO
MIPOMOPIIMOHANIEH Ha JI03aTa, Cle] €IHOKPATHO 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 NaMeHTH ¢ 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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CTaLlMOHAPHHUTE CEPYMHH KOHIICHTPALMH Ha yCTEeKMHYMab ca JOCTUIHATH B ceaMula 28 ciexn
I'bPBOHAYAIHU TTOAKOXHHU 103U B ceaMuiiy 0 u 4, mocnenBaHu OT A03W 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). Hiama odeBUIHO KyMyJIUpaHe B
cepyMHaTa KOHLEHTpAIMs Ha yCTeKHHYMab ¢ BpeMeTo, KOraTo ce Ipuiiara moAKOKHO Ha BCEKH
12 ceqmunn.

[Ipu nauuentu ¢ 6oxect Ha Crohn u yn1epo3eH KOJIMUT ciel HHTpaBeHo3Ha 103a ~6 mg/kg ce mpuiara
MOJKOXKHA oJAbpkKaia Tepanus or 90 mg ycrekunymab npes 8 uiau 12 ceamuiy, KOsSTO 3a04Ba Ha
cenmuiia 8. KoHIleHTpalys Ha YyCTEKHHYMa0 B CTAIIMOHAPHO ChCTOSIHUE C€ JIOCTUTA KbM HA4aIo0ToO Ha
BTOpAaTa Mojaxbprkaina a03a. [Ipu nanuenty ¢ 6onect Ha Crohn MearaHaTa Ha Hall-HUCKUTE
KOHLIEHTPAIUU B CTAIIMOHAPHO ChCTOsIHME Bapupa oT 1,97 pg/ml 1o 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 ycreknHymad Ha Bceku 8 ceqMHULIN
win Ha Bceku 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
CpPaBHEHNE C Hali-HMCKHUTE HUBA B CTAllMOHAPHO CheTosiHUE ciel 90 mg mpe3 12 ceqmuny.

BrinsiHue Ha TErIOTo BEPXY (hapMaKOKHHETHKATA

B nipoBeneH nomynanuoHeH GpapMaKOKHHETHYCH aHaJK3, KbIETO ca U3IOI3BaHH JAHHU OT MaIlHeHTH
C TCOpHAa3KC € KOHCTaTUPAHO, Y€ TEJIECHOTO TETJIO € Hal-3HaYMMaTa KOBapuarta, BIUseIa BbpPXY
KIMpbHCa Ha ycTeknHymMa0. Menuanara Ha CL/F npu nanuentu ¢ terio > 100 kg e npubIu3uTenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terio < 100 kg. Mennanara va V/F npu nanueHTH ¢ Teriao
> 100 kg e npubnmusurenno ¢ 37% mo-BUCOK B cpaBHeHHe ¢ nmanueHTu ¢ tero < 100 kg. Menunanara
Ha MUHUMAJIHUA CEPYMHH KOHLIEHTPALMK Ha 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
MOIYJIAIMOHEH aHANIN3, KBJETO ca U3MOI3BAHM JaHHH OT MALMEHTHU C ICOPUATHUYCH apTPHUT.

Kopurupane 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 IPECTAaHAT Aa Ce MOBIHSBAT OT
JICYEHUETO, UMAT TIO-HUCKH CEPYMHHU KOHIIEHTPALMU Ha YCTEKMHYMab BB BPEMETO B CPAaBHEHHE 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 NOBHILIABAHE HA Hail-
HUCKHTE KOHIICHTPALIMU Ha YCTEKHMHYMa0, KaTo TOBa C€ ChIIBTCTBA C MIOBUINIABAaHE 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 /1a CE 0YaKBa J1a AOBEE 10 3-KpaTHO YBEIMYEHNE Ha Hal-
HUCKHUTE KOHI[CHTPAILIMU HA YCTEKUHYMa0 B CTallMOHApHO cheTosiHue. OCBEH TOBA, Bb3 OCHOBA Ha
JAHHY OT KIIMHUYHUTE U3MUTBAHUA, TIPY TAIIMEHTH C YJILEPO3EH KOJIUT € YCTAaHOBEHA MOJI0KUTETHA
BpPB3Ka EKCIO3UIMSI-OTIOBOP MEXy Hali-HUCKUTE KOHLEHTPALMK U KJIMHUYHATA 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
YIOEpPO3€H KOJUT OT a3UATCKHU XU HCA3UATCKU ITPONU3XOI.

[Mpu narmentu ¢ 6onect Ha Crohn u yJmepo3eH KOIUT BapuaOMITHOCTTa Ha KJIMPBHCA Ha YCTEKUHYMao
Ce MOBJIMSBA OT TEJIECHOTO TETJIO, HUBOTO Ha CEPYMHUS aJIOYMHUH, [T0JIa ¥ CTaTyca MO OTHOIICHUE Ha
aHTHTEJaTa CPelly yCTEeKUHyMa0, JOKaTo TEJIECHOTO TETJIO € Hail-3HaunMaTa KoBapHaTa, BIusela
BBpXY 00eMa Ha pasnpenencHue. OcBeH ToBa npu Oonectra Ha Crohn KIMPBHCHT ce nmoBusBa ot C-
PEaKTUBHUS MPOTEHUH, CTaTyca [0 OTHOIICHHE Ha HeycneX Ha jedeHnero ¢ TNF-anraronucTtu u
pacara (a3UaTCKH CIPsIMO Hea3HaTCKU MPOU3Xo[). Be3aelcTBHETO HAa Te3W KOBApHUATH € B PAMKHTE Ha
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+20% OT TUNMYHATa WU pedepeHTHaTa CToMHOCT Ha choTBeTHUS DK mapameTsp, Hopaau ToBa He €
HeoOXoaMMa KOPEKIHs Ha J103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynoTpeba Ha
MMYHOMOJYJIATOPH HSAMA 3HAYUTEIHO BIMSHUE BBPXY pasNpeeleHUeTo Ha YCTEKHHYMao.

Pesyntatu oT papMakOKWHETHYEH aHAJIU3 HA MOIYJIAlUsITa He TOKa3BaT BIMSHUE Ha TIOTIOH WM
AJIKOXOJI BBPXY (papMaKOKMHETHKATa Ha YCTEKUHYMao.

buonammynocTTa Ha YCTeKI/IHyMa6 CJICea MPUIIOKCHUEC CbC CIIPUHIIOBKA WX NPCABAPUTCIIHO
HaITbJIHCHA IMHUCAJIKa € CpaBHUMA.

Hpez[BapHTenHo HaIlTbJIHCHATA MMHCAJIKa HE € IpOYyYBaHa IIpyu nneJuaTpuiHaTra rnomyjaainusa 1 HE CC
MIperopp4Ba 3a yHOTpe6a Ipu nNeAUaTpuIHU MaAlUCHTU.

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 YoBelkuTe CYP450 ensumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
ik 3A4; BX. Touka 4.5).

[IpoBeneHo e oTkpuTO MpoyuBaHe (aza 1 3a nexapcrBenn Bzaumoaericteus CNTO1275CRD1003 3a
OIICHKA Ha e()eKTa Ha yCTEKUHyMal BbPXY €H3UMHATA aKTUBHOCT Ha IIUTOXpoM P450 criex nHmykims
¥ TIOJIbPIKAIIO TIPUJIaraHe MMpH MaueHTH ¢ akTuBHa Oostect Ha Crohn (n=18). He ca HaGmonaBanu
KJIMHAYHO 3HAYMMH TIPOMeHH B excriozutusata Ha kopend (CYP1A2 cyberpart), Bapdapun

(CYP2C9 cybcerpar) omenpazon (CYP2C19 cybcerpar), aekcrpomeropdan (CYP2D6 cyOerpar) wnu
mugazonaMm (CYP3A cybGerpar), Korato ce n3moi3Bat ChIIBTCTBALIO ¢ YCTEKHHYMa0 mpu ogo0peHara
NpernopbYNTENIHA JO3UPOBKA MPH MaeHTH ¢ 6onect Ha Crohn (Bxk. Touka 4.5).

5.3 IlpeakJMHUYHU AAHHM 32 0€30MACHOCT

HexnuHUYHUTE JaHHU HE TMTOKa3BaT 0COOCH PUCK (HArp. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha Oa3zara
Ha M3MUTBAHUATA 32 TOKCUYHOCT MPU MHOTOKPATHO MpUiIaraHe, TOKCHYHOCT 3a Pa3BUTHETO U
PENpPOOYKTUBHA TOKCHYHOCT, BKIIOUUTETHO U (hapMaKoJOrMYHHUTE OLIEHKH 3a Oe3omacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PENPOLYKTUBHA TOKCHYHOCT MPHU JBJITOOMNAIIATH MAKALH
HE ce Ha0III0IaBaT HeXellaHu eeKTH BbPXY QepTUINTETa IPHU MBXKKHUTE, KAKTO H BPOJICHU JeEeKTH
WJIN TOKCUYHOCT 3a pa3BuTueTo. He ce HabmogaBat HexxenaHu e(eKTH BbpXy QepTHINTETa PpU
JKEHCKUTE MU yrnoTpedaTa 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 MaiMyHH, KOUTO ca Hajd 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 CHoucek 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 Mpoy4YBaHUS 32 HECHBMECTUMOCTH, TO3U JICKAPCTBEH MPOAYKT HE TPSOBA Ja ce CMecBa ¢
JIPYTH JICKAPCTBEHH MPOTYKTH.

6.3 Cpok Ha rogHOCT

STELARA 45 mg MHXeKIIMOHEH pa3TBOp B MPEABAPUTEIHO HAITbJIHEHA MTHCAJIKA
3 ronuHU

STELARA 90 mg MHXeKIIMOHEeH pa3TBOpP B MPEABAPUTETHO HATBIIHEHA MTHCAJIKA
3 ronuHU

OtnenHnTe MPEABAPUTEITHO HATBITHEHH MUCATKA MOXKE J1a C€ ChXpaHsIBaT IIPH CTaliHA TeMIIepaTrypa
1o 30°C 3a makcuMyM eauH nepuoa 10 30 THU B OpUTrMHANIHATA KapTOHEHA OMAKOBKa, 3a /1a ce
MPEAnassT OT CBETIMHA. 3aluIIeTe JaTaTa, Ha KOATO IPEIBAPUTEIHO HAIIBIHEHATA MTUCANIKA €
W3BaJicHa 3a MMbPBH IIBT OT XJIaIUJIHUKA U JaTaTa Ha U3XBBPJISIHE HA 0003HAYCHUTE HA BHHITHATA
KapTOHEHa ONaKoBKa MecTa. J[aTata Ha U3XBBPIIIHE HE TPSAOBA Ja € Ciie]] OPUTHHAIHUS CPOK Ha
TOJTHOCT, OTIeUaTaH BbPXY KapTOHEeHaTa onakoBka. Ciie/ KaTo BEAHBXK MMHUCaNKaTa € Oumia
ChXpaHsABaHa Npu craitHa Temmepatypa (o 30°C), Ts He TpsOBa Aa ce BPbIIa B XJIaIUITHUKA.
M3xBbpieTe nucankara, ako He Ce M3I0JI3Ba CJIe]] ChXpaHEHHUE TIPU CTalfHa TeMIlepaTypa B paMKHUTE Ha
30 nHU WK ciel U3TUYaHe HA OPUTHMHAIIHUS CPOK Ha TOJAHOCT, B 3aBUCUMOCT OT TOBA, KOE OT JABETE
HACTBIIU TIO-PAHO.

6.4 Crnenuananu ycaI0BHs HA CbXpaHeHHe

Ha ce cexpanssa B xmagmwiauK (2°C — 8°C). [la He ce 3ampassiba.

CroxpaHsiBaiiTe IpeABAPUTEIHO HATBIIHEHATA MUCaIKa B KAPTOHEHATa OMAKOBKA, 3a Jia Ce MPEATNasu OT
CBETJIMHA.

Axo e HeO6XOZ[I/IMO, OTACIIHUTE MPECABAPUTCIIHO HAITBJIHCHHN IMUCAJIKU MOJKE 1a CC ChbXpaHABAT IIPpU
craitna Temneparypa o 30°C (Bx. Touka 6.3).

6.5 Buau cbabpakaHue HA OMMAKOBKATA

STELARA 45 mg WHXEKIIMOHEH pa3TBOP B IPEIBAPUTEIHO HANbIHCHA MHCAIKA

0,5 ml pa3TBOp B cripuHIIOBKA OT cTHKIIO THII [ 1 ml ¢ Ppukcupana urina or HepbXKaaeMa CTOMaHa,
MOHTHpAaHa B MPEABAPUTEIHO HAITBIHEHA MHCAJIKA C TTACUBEH MPEANa3uTeN Ha UTJIaTa.
IIpennasurensaT Ha UrIaTa B JOJIHATA Kalmayka Ha MIPeIBapUTEITHO HAITBIHEHATA MTHCATKa ChAbPKA CYX
€CTECTBEH Kay4dyK (IIPOU3BOHO HA JIATEKC).

STELARA 90 mg MH)XEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBIHEHA MUCAIKA

1 ml pa3TBOp B cripuHIIOBKa OT CTHKIIO TUIl | 1 ml ¢ Ppukcupana urina ot HepBKIaeMa CTOMaHA,
MOHTHpaHa B IPEABAPUTEIHO HAITbJIHEHA MHCAJIKA C MAaCUBEH MpEeANa3uTeN Ha UIJiaTa.
IIpennasurensaT Ha WTrIaTa B IOJIHATA Kalmayka Ha MIPeIBapUTEITHO HAITBIHEHATA MTHCATKA ChABPKA CYX
€CTECTBEH Kay4dyK (MIPOU3BOTHO HA JIATEKC).

STELARA ce pasnpocTpaHsaBa B OITakoBKa 1Mo 1 TpeiBapyUTEIHO HAITbJIHEHA ITHCAJIKA.
6.6 CrnenuajaHu nNpeana3Hu MepKH NMPH U3XBbPJIsiHEe H padoTa

PastBopbT B penBapurenHo HambiHeHaTa nucanka Ha STELARA He Tps0Ba na ce paskiaia.
Pa3TBOpBT TpsiOBa Aa ce MPOBEPU BU3YAIHO 332 HATMUMETO HA TBHPIU YaCTUIM WM IIPOMSHA HA [IBETA,
Ipeau Aa ce MPUII0KH HOAKOXKHO. Pa3TBOPBT € GHCTBP 0 JIEKO ONANECCHTEeH, Oe3LBETEH 10
OJIETOKBIIT U MOXKE JIa ChIIbPIKa HIAKOJIKO APEOHU MOTYIIPO3pAYHH MK O€JI YacTUIH MPpoTerH. To3u
BBHIILICH BUJ HE € HeOOWYaeH 3a MPOTCHHOBHUTE Pa3TBOPH. JIeKapCTBEHUST MPOAYKT HE TPsOBA 1a ce
ynoTpebsBa, ako pa3TBOPHT € C MPOMEHEH LIBST WJIM MBTEH WJIN aKO B HETO ce 3a0emsI3BaT TBbPAU
yykau yactuuu. [Ipeau npunarane STELARA Tpsa6Ba na gocTurte craiiHa reMieparypa
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(mpubnM3uTENHO 32 OKOJIO MOJI0BHH 4ac). [logpoOHu yka3aHus 3a ynotpeda ca NpeaoCTaBEeHH B
JIMCTOBKATA 32 MAIHCHTA.

STELARA He chabp:ka KOHCEPBAaHTH, 3aTOBA HEU3IIOI3BAHUAT JIEKAPCTBEH MPOIYKT, OCTAHAT B
NpeABapUTEIHO HATbJIHEHATa NHcanka, He TpsaOBa fa ce n3nonzsa. STELARA ce nocrass kato
CTEepHJIHA [IPEIBAPUTEIHO HATbJIHEHATA MICaJKa 3a eAHOKpaTHa ynorpeba. [Ipeasapurenno
HaIThJIHEHATa TIHCANKA He TPSIOBa Jla ce M3II0JI3Ba TOBTOPHO. Hen3nom3BaHusT 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 uHXEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HATbIHEHA MHCATKA
EU/1/08/494/006

STELARA 90 mg MHXEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HATbIHEHA MHUCATKA
EU/1/08/494/007

9. JATA HA TbPBO PA3ZPEINABAHE/IIOJHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mBpBO paspemasane: 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
areHus 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'U YCJIIOBUA N UBNCKBAHUA 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 Ha 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 MpOAYyKTa, Touka 4.2).

B. JAPYI'UM YCJIOBUSI U UBUCKBAHUSA HA PASPEILIEHUETO 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 cnmcbk), npeaBuzaes 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

. ILnaun 3a ynpasJjienue Ha pucka (ITYP)

[MpurexarensT Ha pa3pemienueto 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIIBa U3UCKBAHHUTE JICHHOCTH
JEeHCTBUS, CBBP3aHH C IPOCIIEsIBaHEe Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHu B ogoopenus I[TYP,
npezncraBed B Moayn 1.8.2 Ha pa3pelieHueTo 3a ynorpeda KakTo ¥ BbB BCUUKH CIIEABAIIH 0100pEeHI
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
NoJy4aBaHe Ha HOBa HH(POPMaIIUs, KOSTO MOXKeE Jia JIOBeJIe 10 3HAYUMU IMPOMEHH 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

JAHHHU BBPXY 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 nunaTtpueBa con nuxuapart, L-xuctunu, L-XucTuanHOB
MOHOXH/IPOXJIOPUI MOHOXHIpAT, L-MeTHOHUH, ToyincopOat 80, 3axapo3a, Bojia 3a HHKEKIIUU

‘ 4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

KonreHTpat 3a nH(Y3UOHEH pa3TBOP
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 eTHOKpPATHO MPUIIOKEHHE.
WHTpaBeHO3HO NPUIIOKEHHE CIIEA 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 CHEHUAJIHU HPEAYIPEXIEHUS, AKO E HEOBXOJIUMO

‘ 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. CHENUWAJHH NPEAITA3SHU MEPKU ITPU NU3XBBPJIISAHE HA HEU3ITIOJI3BAHA
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(popMaius Ha bpaitiosa 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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MUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EJJUHUYHU
II'bPBUYHU 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

‘ 2. HAYYH HA ITPUJIOKEHME

3a i.v. IPUIIOKEHHUE CIIe]] pa3pexiaHe
Ja He ce pa3kiala.

‘ 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-XucTHINHOB MOHOXHPOXJIOPHI MOHOXU/IPAT,
nosiucopoar 80, Boza 32 HHKEKIIUH.

‘ 4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

MHXeK1MOHEH 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 mpoueTeTe 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 U3TUYAHE HA CPOKA HA T'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.

93



10. CHEINUWAJHH NPEAITA3SHUA MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIHIAABYHU 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/]

JByn3mepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTUOPUKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (45 mg)

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT U ITbT(MLIA) HA BBBEK/IAHE

STELARA 45 mg UHXEKIIMOHEH 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 KYTUSTA HA IPEJABAPUTEJIHO HAII'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)

Bcesika npeaBapuTenHO HaTbJIHEHA CIIPUHIIOBKA Chabpika 45 mg ycrekunymab B 0,5 ml.

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

[TomomHm BemiecTBa: 3axapo3a, L-xuctTuans, L-XucTuIMHOB MOHOXHAPOXJIOPUA MOHOXHUIPAT,
nonucop6ar 80, Boja 3a nHxekiuu. OmakoBKaTa, B KOATO C€ HaMHpa TO3H JICKAPCTBEH MPOIYKT,
ChIbPIKa JIATEKCOBA r'yMa. 3a JOIbJIHUTEIHA HH()OPMALIUS BUXKTE JTUCTOBKATA.

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJTHA OITAKOBKA

WmkeknoHeH pa3TBOpP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
45 mg/0,5 ml
1 mpenBapUTETHO HATBIIHEHA CIIPHHLIOBKA

‘ 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 CbXpaHABa Ha MACTO, HCAOCTBHIIHO 3a [CLaA.

‘ 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. CIIEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

[a ce cbxpaHsiBa B XJIaIWJIHUK.
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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 TOIHOCT.

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/1/08/494/003

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

PC
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NN
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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 ITPOAYKT U IIbT(MLIA) HA BBBEXKJIAHE

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. CBABbP/KAHUE KATO MACA, OBEM WJIHU 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 nHXEeKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATBJIHEHA 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-XucTuIMHOB MOHOXHAPOXJIOPUA MOHOXHUIPAT,
nonucop6ar 80, Boja 3a ek, 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

WnkeKknoHeH pa3TBOp B MPEIBAPUTEIIHO HAITBIIHEHA CIIPUHIIOBKA
90 mg/1 ml
1 mpenBapUTETHO HATBIIHEHA CIIPHHLIOBKA

‘ 5. HAYMYH HA ITPUJIOKEHUE U II'BT(MLIA) HA BBBEXJIAHE

[la He ce pa3kama.
TlonkoHO NpUIIOKEHUE
[Ipenun ynotpeba npoyerere IMCTOBKATA.

6. CHEHOUAJIHO NPEAYHIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSBBA
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:
JaTa Ha U3XBBPISHE, IPU ChXPAaHCHUE Ha CTallHa TeMIiepaTypa:

‘ 9. CIIEHUAJIHHM YCJIOBUSI HA CbXPAHEHUE

[a ce cbxpaHsiBa B XJIaIWJIHUK.
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Jla He ce 3ampa3sBa.

ChxpaHsBaiiTe MpeIBapUTEITHO HAITBITHEHATA CIIPUHI[OBKA B KAPTOHEHATA OMAKOBKA, 3a J1a Ce
NpeArasy 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 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 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 (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. CBbABbP/KAHUE KATO MACA, OBEM WJIHN 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

[TomomHm BemiecTBa: 3axapo3a, L-xuctTuans, L-XucTuIMHOB MOHOXHAPOXJIOPUA MOHOXHUIPAT,
nonucop6ar 80, Boja 3a nHxkekiuu. OmakoBKaTa, B KOSATO C€ HAMHUPA TO3H JICKAPCTBEH MPOIYKT,
ChbPIKa JIATEKCOBA T'yMa. 3a JONbJIHUTEIHA HH()OPMALIKS BUXKTE JTMCTOBKATA.

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJTHA OITAKOBKA

WHkeKIMoHEeH pa3TBOP B NPEIBAPUTEIHO HAITBIHEHA MTHUCAITKA

45 mg/0,5 ml

1 mpeaBapUTETHO HATBIIHEHA THCAIIKA

[IpenBapuTenHo HATBITHEHA MMHCANIKA 32 €THOKPATHO MPUIIOKEHHE

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/IAHE

OTBOPETE TYK

[la He ce paskiama.

IToakoxHO MpHUIOKEHHE

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 cexpansBa Ha MSCTO, HEJOCTHITHO 32 JCIa.

‘ 7. APYI'U CHEIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOJINMO

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

Tl'onen no:
Jara Ha U3XBBPIISIHE, IPU ChbXPAaHEHHE Ha CTaliHa TeMIleparypa:
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‘ 9. CIHHEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

[la ce cpxpaHsBa B XJIQIMIHUK.

[la He ce 3ampa3sBa.

CoxpaHnsBaiiTe IpeBapUTEIHO HAIbJIHEHATA [IMcajka B KAPTOHEHATa OIIaKOBKa, 3a /1a ce IpeAnasu oT
CBETJIMHA.

Moxe na ce cbxpaHnsiBa pH craifna remneparypa (1o 30°C) 3a eaun nepuoa o 30 aHH, HO HE TO-
JIBJITO OT OPUTHHAIHUS CPOK HA TOJHOCT.

10. CHEINUWAJHH NPEAITASHU MEPKU ITPU NU3XBBPJIISAAHE HA HEN3ITIOJI3BAHA
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/1/08/494/006

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

PC
SN
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

OT BbTPEHIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3msuio "Ykazanusra 3a yrnorpebda" npenu yrnorpeoda.
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO 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 U3TUYAHE 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 ITINCAJIKA (90 mg)

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

STELARA 90 mg MHX€KIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATBJIHEHA MTHCAJIKA
ycTekuHyMa0

2. OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHo HabJIHEHA MUcanka chabpka 90 mg ycrekuaymad B 1 ml

3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

[TomomHm BemiecTBa: 3axapo3a, L-xuctTuans, L-XucTuIMHOB MOHOXHAPOXJIOPUA MOHOXHUIPAT,
nonucop6ar 80, Boja 3a ek, OmakoBKaTa, B KOATO C€ HaMHpa TO3H JICKapCTBEH MPOYKT,
ChIbPIKa JIATEKCOBA T'yMa. 3a JOIbJIHUTEIHA HH()OPMALIKS BUXKTE JTHUCTOBKATA.

4. JJEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJTHA OITAKOBKA

WHkeKInoHeH pa3TBOpP B NPEJABAPUTEIHO HAITBIHEHA MTUCAIKa

90 mg/1 ml

1 mpeaBapUTETHO HATBIIHEHA THCAIIKA

[IpenBapuTenHo HATBITHEHA MMHCANIKA 32 €THOKPATHO MPUIIOKEHHE

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/IAHE

OTBOPETE TYK

[la He ce paskiama.

IToakoxHO MpHUIOKEHHE

ITpenn ynorpeba mpoyereTe JINCTOBKATA.

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT INPOAYKT TPSABBA
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 TOJHOCT

T'onen no:
Jarta Ha U3XBBHpIIsIHE, IPU ChbXPAHEHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHHEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

[la ce cbxpaHsaBa B XJIQAWIHUK.

[la He ce 3ampa3sBa.

CoxpaHnsBaiiTe IpeBapUTEIHO HAIbJIHEHATA [IMcajlka B KAPTOHEHATa OIIaKOBKa, 3a J1a Ce IpeAnasu 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 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 ¢ 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 BbTPEHIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3rsIo "YkazaHusTa 3a yrnorpebda" npenu ynorpeoda.
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
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 LslJiaTa JTUCTOBKA, IIPEeIH Ja 3all0OYHETE 1a U310J13BaTe TOBa
JIEKaApCTBO, ThH KaTO TH CbABbpPiKa BaxKHa 3a Bac I/IHQ)OpMal[I/IH.

Ta3u JUCTOBKA € HANKCAHA 32 nmanMeHTa, KOHTO npuemMa JeKapcTBoTo.

- 3amaszere Ta3u IUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 TPOUYETETE OTHOBO.

- AKO UMate HIKaKBH JIOBIHATEIHA BBIIPOCH, TTonuTaiiTe Bamms nekap unu gapmarieBT.

- AKO TIOJTyYuTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gpapmarert. ToBa
BKJIFOYBA ¥ BCHYKHU BH3MOKHHU HEXKEJIAHU PEaKI[NH, HEOMMMCAHU B Ta3H JUCTOBKA. 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 aHTHUTEIIA ca TIPOTEHHH, KOUTO Pa3lo3HaBaT U CBBP3BAT ONpeIeNIeHH crielinGUIHN
NPOTEHHH B OPTaHU3MA.

Stelara npuHaanexu KbM Ipyna JeKapcTBa, HAPEUCHH ,,iMyHOcynpecopu”. Te3un nekapcTBa aeicTBar,
KaTo HaMaJIsIBaT akKTHBHOCTTA Ha YacT OT UMyHHATa CHCTEMa.

3a kakBo ce u3nonassa Stelara

Stelara ce u3nos3Ba 3a JieUeHUE Ha CICTHUTE BB3IMATUTEIHU 3a00JSIBAHNS:

. Ymepena g0 Texka 6osiect Ha KpoH — mpu BB3pacTHU U Aena ¢ Terio Hai-manko 40 kg
o YMepeH 10 TEXBK yILUEpo3eH KOJIUT — IPU Bb3pACTHU

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTeliHO 3a00JI1BaHe Ha yepBaTa. Ako nmate 6ojiecT Ha KpoH mbpBo 1ie
Bu ce namaT npyru gekapctBa. AKO HE CE MOBJIMAETE TOCTATHUHO MM UMATe HETOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mane Stelara 3a HamansiBaHe Ha MPU3HAIIUTE U CUMIITOMUTE Ha
3abonsBaneTo Bu.

Yiauepo3eH KoauT

VY IIepo3HUT KOJUT € Bh3MATUTEIIHO 3a00JIIBaHe Ha uepBaTa. AKO UMaTe YJIepo3eH 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 HamansiBaHe Ha MPU3HAIIMTE M CHMIITOMUTE Ha Bamreto
3a00J1BaHe.
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2. Kakso Tps6Ba na 3Haere, npeau Aa usnonassare Stelara

He u3noJa3saiite Stelara

o AKO CcTe aJIepruyHu KbM YCTEKHHYMA0 WM HIKOS OT OCTaHAINTE ChCTaBKHM Ha TOBa
JIEKapcTBO (M30POCHH B TOUKA 6).
o AKO0 UIMaTe aKTMBHA MH(peKIus, KoATo Bamusr nekap HaMupa 3a 3HaUnMa.

AXO HeE CTe CUTYpHH JaJli HAKOE OT H30pOSHHTE MO-Tope ce oTHAcs 3a Bac, mocwkBeTBaiite ce ¢ Bamms
nekap uinu hapManeBT, Ipeau aa u3nonssare Stelara.

Ipenynpe:xaeHus: U MpeIna3sHu MEPKH

I'oBopere ¢ Bamus jiekap wiu gapManeBT npeau Aa uinons3eare Stelara. BamusT nekap 1ie npoBepu
CBhCTOSTHUETO Bu npeau geueHneTo. YBeaoMeTe cBoA JeKap 3a Besika Baiia OonecT npenu JIe4eHUeTo.
Crimo Taka nH(popMupaiite Bammis nekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOMTO MOXE Ja
uMa TyOepKyIo3a. BamusT nekap me Bu npernena u 1ie HarpaBu U3clieIBaHe 3a TyOepKyIio3a, Ipean
na u3nojissare Stelara. Ako BamusT nekap cMsTa, 4e CTe U3JI0KESHH Ha PUCK OT TyOepKyJ103a, MOXKe
na Bu npexamnuine nexapcTsa 3a JICYSHHETO H.

Caenere 3a cepro3HH HeKeJIAHU peakIuu

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 He)xXeNaHU peKaluu’ B TOUKA 4 3a MBIHUS CIIUCHK Ha TE3U HEXKEIIAaHU PEAKITHH.

IIpenn na n3nosasBare Stelara mngopmupaiite Bamms Jiekap:

. AKO HSIKOTA CTe MMaJIH AJIepruYHa peakuusi kbM Stelara. Ako He cTe CUTypHH, TOTUTATE
Bamus nekap.

o AKO HSIKOTa CTe HMAJIN HAKAKbB BUJ PaK — TOBA €, 3aIl10TO UMyHOCYyIpecopuTe kato Stelara
0TCITabBaT 4acT OT UMyHHATa cuctemMa. ToBa MOKe J]a MOBHIIY PHCKA OT pak.

o AKO cTe JIeKyBaHH 32 IICOPHA3HC C APYrd 0HOJIOrHYHM JIEKAPCTBa (JIEKAPCTBO,

NMPOU3BeeHO OT 0M0JO0rHYeH U3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT pak MOXKE J1a € MO-BHCOK.

. AKO HMaTe MJIM HACKOPO CTe NMAJH MH(EeKIUsI WM aK0 NMaTe HAKAKBH HeoOn4aiHn
OTBOPH 110 KokaTa (pucryn).

o AKO UMaTe HOBU WJIM POMEHSIIIM ce JIe3NU B yJaCThLUTE 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)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE JIa OTCIA0AT YacT OT UMyHHAaTa cucteMa. M3mon3BaHero
Ha Te3U JICUeHUs 3aeHO che Stelara He e u3cnenBaHo. Br3MoxkHO € obade, TO 1a yBETUIH
pHCKa OT 3a00sABaHus, CBBP3aHH C OTCIa0BaHE HA UIMyHHATa CUCTEMA.

. AKO mosTy4aBaTe WJIH HAKOI'a CTe MOJIy4YaBaJu MHKEKINH 32 JJedeHHe HA aJIepIuu — He €
W3BECTHO Jany Stelara Moxe Jja OKake BIUSHHUE BBPXY THX.
. AKO cTe Ha M HaJ1 65 roIMHN — MOXXKE 12 CT€ IO-CKJIOHHU KbM HH(EKLINH.

AKO He CTe CUT'YPHH Iy HIKOe OT ropen3OpoeHnTe 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 ¢ ycTekuaymald. ['oBopere Bennara ¢ Bamms nekap,
aKo MOJIy4YHUTEe YepBEH, HaJUTHAT, JIOIIEN] ce OOpHB, MOHIKOTa C TO-THbMHHU TPAaHUIIN, B U3JI0XKECHUTE
Ha CII'BHIIE YYacThIIM Ha KOKaTa UM CTaBHU OOJIKH.

ChbpaeyeH HHPAPKT M MHCYJITH

WudapkT 1 HHCYNTH ca HaOJII0JaBaH! B MPOYYBaHE MPH MAIUEHTH C TICOPHUA3HUC, JIEKYBaHH ChC
Stelara. Bammsr nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (HaKTOPHU 3a ChPACYHO 3a00JIsBaHe U
uHCyNT npu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonsl HaunH. HezabaBHo moTbpcere
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MCIUIIMHCKA ITIOMOII], aKO IMOJIYIUTC OoJka B r'bpauTe, ¢1a00CT WK HEOOMYAHHO yceliaHe OT €aHaTa
CTpaHa Ha TAJIO0TO, OTIIYCHATOCT Ha JIMIICTO WX T'OBOPHU WX 3PpUTCIIHU CMYIICHUS.

Jlena u roHOIIM
Stelara He ce mpemopwYBa 3a ynorpeba npu jgena ¢ 6onect Ha KpoH u terno mox 40 kg nnm nena moz
18 ronuHu ¢ yauepo3eH KOJIUT, 3al0TO HE € MIPOYyYBaH IMpU Ta3Hu Bb3PAacTOBa IpyIa.

JApyru nexapcerBa, 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 minaHupate 1a Bu ce mpasu BakcuHanus. /JokaTto nsnonspare
Stelara, HsikOH BUZOBE BaKCHHU (’KMBU BaKCHHH) He TpsiOBa Jla ce Impuiiarar.

o Axko cre nomyyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JieKaps Ha

0ebeto Bu 3a euenuero cwe Stelara, mpenu To 1a mMoay4yn KakBaTo U J1a € BAKCUHA,
BKITFOUUTEITHO KHUBH BakchHHM, kKaTo BIJK BakcuHa (M3mon3BaHa 3a Mpearna3Bane ot
TyOepKyJo3a). JKMBHTE BaKCHMHHU HE ce IperophbuBar 3a Baiero 6e0e npe3 mbpBUTE JBaHAACCET
Mecela ciell paXJJaHeTo, aKo CTe ToydaBaiy Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nexapsT Ha Bamero 6e6e He mpenopbya Ipyro.

BbpemMeHHOCT M KbpMeHe

o Axo cTe OpeMeHHa, cMATaTe, Ye MOKe Jla CTe OpeMEeHHA WITH TUIaHUpaTe OPEMEHHOCT,
MOChBETBalTE ce ¢ Baims nekap npeau ynorpedara Ha TOBa JIEKApCTRO.
o He e HaOnroaBaH 10-BUCOK PUCK OT BpPOZACHHU Ac(eKTH pu O0edera, u3jiokeHu Ha Stelara B

yrpobara. [lanaute ot ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00ade ca OrpaHUYCHH.
ITopaau ToBa € 3a npennovnTane aa ce u3dArasa ynorpedara Ha Stelara mo Bpeme Ha
OpEeMEeHHOCT.

o Axo cTe JKeHa ¢ AeTeposIeH MOTSHINA, )KeJIATETHO € Ja He 3a0peMeHsBaTe U Ja U3I0JI3BaTe
MOJXOIAII IPOTHBO3a4aTh4eH METOI, Korato u3noissare Stelara u mone 15 cenmunu ciex
HOCJICTHOTO Npuiiarane Ha Stelara.

o Stelara Mo>xe 1a mpeMuHe Mpe3 IUIaleHTaTa B HepoeHoTo 6ebe. Ako cre nomydaBanu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo By Moke /1a iMa TI0-BHCOK PHCK OT HH(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 BLXK Bakcuna (M3nosn3Bana 3a mpeanasBaHe OT TyOepKyJ03a),
He ce npernopbuBar 3a Bamero 6e6e mpe3 mbpBUTE ABaHAZECET MeCela Clie]] paXkIaHeTo, aKo
cTe noiy4aBaiu Stelara mo Bpeme Ha OPEMEHHOCTTa, OCBEH aKo JiekapAat Ha Bamiero 6ebe He
npenopbsya Apyro.

o Ycreknnymad MoKe J1a IpeMUHe B KbpMaTa B MHOTO MalIKi KosmdecTBa. IlocbBeTBaiite 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 MOBNMSBA WITH MTOBIUSBA TPEHEOPEIKUMO 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 6pae 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 monucopOar 80 (E433) BB Beska 1032, KOSTO € EKBUBAICHTHA Ha

0,40 mg/ml. [MonmrcopOaTnTe Morart Aa NPUYMHST aleprudHu peakiuu. TpsaoBa na kaxxere Ha Barms
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 phKaTa (MHTpaBeHO3HA MH(]Y3Us) B IPOIbIDKEHUE Ha Hali-Malko enuH 4yac. [lockBeTBaiite
ce ¢ Bamms nekap 3a ToBa, kora e Bu ce mocTaBAT MHKEKLIMUTE U KOTa I1Ie ca CISABAIUTE
KOHTPOJIHU TpEryea.

KakBo kosmyectBo Stelara ce mpuiiara
Bamusr siekap 1iie perim KakBo KoindecTBo Stelara TpsiOBa 1a MOTyYUTe U 32 KAKBB TIEPHO OT BPEME.

B1>3pacnm Ha 18 roauHu WiM 1mo-rojieMm

o JlekapsT 1ie U3YHCIIH NPENOphUYHTENIHATA 32 Bac 1032 3a mHTpaBeHO3HA HH(Y3KsI Bb3 OCHOBA Ha
TesiecHoTo Bu Terio.
Barero TenecHo Terio Hosa
<55kg 260 mg
> 55 kg mo <85kg 390 mg
> 85 kg 520 mg
o Crnen HayamHaTa MHTpaBEeHO3HA J103a e Bu Ob1e npunokena cieapamniara no3a 90 mg Stelara
Yype3 UHKEKIHS 0] KoXkata (MOJKOKHA WHXKEKLHS) clie] 8 CEAMULM U cIie]l TOBA Ha BCEKH
12 cenmunu.

Jena c 0osiect Ha KpoH 1 Teryio Hail-maJuko 40 kg
o JlexapsT 1€ ompeieNu NpenopbunuTeIHaTa 3a Bac 1o3a 3a HHTpaBeHO3HA HH(Y3US Bb3 OCHOBA
Ha TesiecHOTO Bu Terio.

BamieTo TenecHo Terio Jloza
>40 no<55kg 260 mg
>55 kg no <85kg 390 mg
>85 kg 520 mg
o Crnen HayamHaTa HHTPAaBEHO3HA J103a e MOJIy4uTe cieapamara ao3a 90 mg Stelara upes
MH)XEKTHPaHEe MoJ KoXkara (MOJKOKHA WHXKEKLH) CIIeA 8 CeAMUIIM, a CIIe]] TOBa Ha BCEKU

12 cemmunu.

Kak ce npuiiara Stelara

[IspBaTa no3a Stelara 3a neyenne Ha 6osect Ha KpoH uin yiepo3eH KOJIUT ce mpujiara oT JeKap
KaIlkOBO BBB BEHA B pbKaTa (MHTpaBeHO3HA HHDY3US).

I'oBopete ¢ Bammus nekap, ako umare BhIIPOCH OTHOCHO ITpuiiaraHero Ha Stelara.

AKO cTe MPONMyCHAJIN 1a u3nmoJi3Bare Stelara
Axo cte 3a0paBIIN WIN CTE IPOITYCHAJIM Yaca CH 3a IIpUJIaraHe Ha J03a, CBbpXKeTe ce ¢ Bamms nexap
3a IJJaHWpaHe Ha HOB Yac.

AKo cTe cnipesin ynorpedara Ha Stelara
He e omacHo na cripere ynorpebara Ha Stelara. Axo obaue s cripere, Bammre cumnromu Moxe 1a ce

BB300OHOBSIT.

AKO UMare HIKaKBH JOMBIHUTEIHHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamms nekap nnu ¢apmanesT.
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4. Bb3MOKHHU HexkeJIaHU peaknuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NIPCAU3BUKA HCXKCIIaHN PCaKIINKU, BBIIPEKH Y€ HE
BCCKM I'l [10JTy4aBa.

CepuHo3HN HexkeTaH! PeaKIuu
Hsaxon MalMEeHTH MOXE 1a UMAaT CCPUO3HHU HEKECIIaHNU pCaKIINU, ITPU KOUTO Aa CC HaJlara CriCrHo
JICUCHUC.

AJIepruYHH peakiuu — MO:Ke /1a H3UCKBAT cremHo Jeyenue. Uudopmupaiite Bamus
JieKap WiIN He3a0aBHO MOTHPCeTe CHeNIHA MeTUIUHCKA MOMOIIL, aKO0 3a0eJie;KuTe HAKOH OT
cJlelHUTe MPU3HALU.
o Cepuo3HHTE alepruIHy pPeakH (,,aHapuIakcus’”’) ca peaKH MpH Xopa, IpreMarii
Stelara (moxe na 3acernat no 1 Ha 1 000 nymm). [TpusHanmTe BKIIOYBAT:
o 3aTpyAHEHO NUIIAaHE WK TIPETThIIaHe
o HHUCKO KPBBHO HaJIsiTaHe, KOETO MOKE J1a MPUYMHHU 3aMastHOCT HJIH CBETOBBPTEX
o MOIyBaHE Ha JIMIETO, YCTHUTE, yCTaTa WU T'bPIOTO.
o YecTrTe MpU3HALM HA aJleprHYHA PEaKLUs BKJIIOYBAT KOKEH 0OpHB U ypTUKapuUs (MOKe
na 3acersat a0 1 Ha 100 mgyrmm).

Peaxuuu, cBbp3ann ¢ nHQy3uATA — aKo ce JeKyBaTe 32 0osecTtTa Ha Kpon nim 3a
yJIEepPOo3eH KOJIUT, IbpBaTa 1032 Ha Stelara me ce NpUJIOKH KallKOBO BbB BEHA
(uHTpaBeHo3Ha MH(PY3us1). Hskou mauMeHTH MoJIy4aBaT CEPUO3HH AJIEPTUYHM PeaKuuu
1o BpeMe Ha nH(py3HusATA.

B penxu ciiyyau ce ¢ch0011aBaT ajJlepruyHu 0eJ0APoOHN peakuu 1 6eJI0ApOOHO
Bb3MajleHHuEe NMPH NAIMEHTH, KOUTO MOJIy4YaBaT YCTeKHHYMa0. YBeqomere Beqnara Bamms
JIeKap, aKo MOJy4YnTe CHMITOMH KAaTO KAIJIMIA, 32IyX H BHCOKA TeMIlepaTypa.

AKO MoNTyylTe CEpHo3Ha ajJepruiHa peakius, Bamusrt nekap Moxxe na pemy, 4e Bue He TpsoBa
na ynotpebssate Stelara oTHOBO.

Nudexuuu — Mo:Ke 1a U3UCKBAT crieliHo jJevyeHue. Madgopmupaiite Bamusa gekap, ako
3a0eJieskNTe HAKOM OT CJIeJHUTE NPU3HALN.

. WHQPEKIMUTE Ha HOCA HIIM T'BPJIOTO M MTPOCTY/IaTa ca 4ecTH (MOJXKe Ja 3acerHar Ao 1 Ha
10 myrmm)

. WH(PEKINUTE HA JOTHUTE UXATEIHH ITHTUINA (TPhIHE WH(PEKIINN) ca HedecTH (MOXKe /1a
3acerHat fo 1 na 100 mymrm)

. BB3MAIICHUETO Ha MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MoXe Ja 3acerde o 1 Ha
100 mymm)

. xepriecute (Bu 00Jie3HEH OOPUB C MEXYpH) ca HeuecTH (MOJKe J1a 3acerHar o 1 Ha
100 mymm)

Stelara Mosxe 1a Hamanu criocooHoctTa Bu 1a ce 6opute ¢ nadeknnu. Hixon nndexnmun Mmoxe
Jla CTaHaT CEPHO3HU U MOXKE 1a BKJIIOUBAT MH(PEKIMH, TPUUYMHEHU OT BUPYCH, 'BOMYKH,
OakTepuu (BKJIFOUUTEIIHO TyOCPKYJI03a) WK Mapa3uTH, BKIOYUTEITHO HHPEKIIUH, KOUTO
BB3HUKBAT MPEAMMHO NIPH XOpa ¢ OTcliabeHa UMYHHA cUCTeMa (OTIOPTIOHUCTUYHU HHPEKIIH).
[Ipu nauyeHTy, nosyyaBamy ycTeKuHyMa0, ce cbo0I1aBaT ONOPTIOHUCTUYHN HH(EKLIUHT Ha
MO3bKa (eHIe]aauT, MCHUHTHUT), OeTuTe APOOOBE U OUUTE.

Hoxkato ynorpeGsiBare Stelara, TpsOBa na ciaenure 3a npu3Hauy Ha nH(ekuus. Te BKIIOYBAT:
o BHCOKa TeMIIepaTypa, TPUIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Terio
yMoOpa WIH 33]1yX, YIIOpUTa KallTHLa

TOIJIa, 3a4epBEHa U OOJIE3HEHA KOXKa MU OOJIE3HEH KOXKeH 00pUB C MEXypHu

napeHe npy ypUHUpaHe

JIAapus
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o 3pHUTEITHO CMYIICHHE WK 3ary0a Ha 3peHue
o riaBoboJre, CKOBAHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaICHE HUITH
00BPKaAHOCT.

WNudopmupaiite Bamwist ekap BegHara, ako 3a0eNeKUTe HIKOW OT Te3H MPU3HAIM Ha
uHdeknus. Te morat a ObJIaT MPU3HAIY HA HHQEKIMH KaTO TPBIHA UH(EKIINH, KOXKHU
MH(EKINH, XepIec 30CTep WIN ONOPTIOHUCTHYHH MH(EKINH, KOUTO MOTraT Jja JOBEAAT J10
CepHO3HU ycnoxkHeHus. MHpopmupaiite Bamms nekap, ako nMaTe HsIKaKBa yHOPHUTa WM
noBTapsIia ce nHpeKys. BamusaT gekap Moxke J1a peiy, 4e He TpsiOBa 1a ynorpeosiBare
Stelara, nokato undexuusaTa He ObJe U3NEKyBaHa. YBenoMmere Bamms nekap, u ako uMate
OTBOPEHH PAaHU WM HapaHIBAaHUS, Thi KaTO MOXe Ja c€ HHPEKTHPAT.

JliommeHe Ha KoKaTa — MHTEH3WBHOTO 3a4epBsiBaHe U JIOIIEHE HA KOKATA HA MO-TroJisiMa
IO 10 TSJI0TO MOKe /1a ¢a CHMITOMH HA ePUTPOJEePMUYEH NCOPHAZHUC WIIH
ekc(oIMaTHBEH 1ePMATHT, KOUTO €A CEPUO3HH KOKHU 3a00/IsiBaHNs. AKO 3a0esiexuTe
HSIKO#i OT Te3u Mpu3Halu, TpsAdBa Aa nHopmupare Bamus gekap HezabaBHo.

Jpyru HexkeJlaHU peaKnMu

YecTu HexeNaHH peakuuu (Moxxe 1a 3acersar 1o 1 Ha 10 gymm):
Japust

rajieHe

MOBpBIIIaHE

yMmopa

3aMasHOCT

riaaBobosue

chpOex (MpypuUTyC)

0o0jKa B rbpOa, MyCKyJIUTE UIIH CTaBUTE
BB3IAJICHO I'bPIIO0

3auepBsBaHe U OOJKa Ha MACTOTO Ha MH)KEKTHpaHe
UH(EKINS Ha CHHYCHTE

HeuecTn He:kenanu peakunum (Moxe aa 3acerHat o 1 va 100 gymmm):

o WH(EKIMY Ha 350UTe

o BarvHaJiHa HHQEKIHS, NPUYUHEHA OT THOUYIKH

o Jerpecus

o 3aIyIleH HOC WITH Xpema

o KbpBEHE, TOCHHSIBAHE, BTBBP/ISIBAHE, OyBaHEe, ChpOCK, 3auepBsiBaHe U O0ka Ha

MSICTOTO Ha HH)KEKTHPaHE
ycellane 3a ci1adocT

. criajiaHe Ha KJIemada ¥ U3KpUBsIBaHE HA MYCKYJIUTE Ha €IHATa MTOJIOBUHA Ha JIUIIETO
(,JTuTieBa mapanusa” Win ,,napain3a Ha bex’), KosiTo OOMKHOBEHO € BpEMEeHHA

o MPOMSTHA Ha TICOPHA3UCa ChC 3a4EPBSIBAHE M HOBHM MAJIKH, XBJITU WU OEIr MEXYpPH I10
KOXKaTa, MOHSAKOTa IPUIPYKEHU ¢ Temreparypa (IIyCcTyI03¢H IICOPHA3HUC)

. OeneHe Ha KoxkaTta (eKc(omranus Ha KoKaTa)

. aKHe

Peaxu Hexxe1aHM JieKapcTBeHH peakuuu (Moxe aa 3acerHar o 1 Ha 1 000 gymm)

o 3auepBsBaHe U JIIOIIEHE HAa KOXKAaTa Ha MO-rojsiMa IO 110 TSUIOTO, KOUTO MOXKE Aa
ChPOAT WK J1a ca 6ose3HeHH (eKcoaTuBeH aepMartuT). [Tomo0H cUMIITOMM
IMOHAKOI'a CE€ pa3BUBAT KAaTO €CTCCTBCHA ITPOMAHA HA BUJa HAa CUMIITOMUA Ha IICOpHUA3UC
(epuTpOoAEpMHYEH ICOPHUA3HUC)

o Br3nanenue Ha MaJKUTe KPHBOHOCHU CHJIOBE, KOETO MOKE /1a JOBEJE JI0 KOXKEH OOpPUB C
MaJIK{ Y€PBEHH WJIM JMJIaBH NOLYTHHHU, TEMIIEpaTypa UK 0ojiKa B CTaBUTE (BAaCKYJIHT).
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MHoOro peaKu HeKeJIaHU JeKapCTBeHN peakiuu (Moxe n1a 3acerHat a0 1 Ha 10 000 mymm)

o OO0pasyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a Ob/ie 3a4epBeHa, Chposiia 1
Oone3HeHa (0yno3eH meMQpUrounm)
o KOJXKEH JIYITyC epUTEMaTO/IeC U JIyIMyC-Mo00eH CUHIPOM (UePBEH, HAIUTHAT, JIFOIIEII Ce

00pHB B M3JIOKEHHUTE Ha CI'BHIIE YYACTHIU HA KOXKaTa, KOWTO MOXKeE Jia € IPUIPYKEH OT
0OJIKU B CTaBUTE).

Cpo01aBaHe HA He:KeJIAHU peaKklun

AKO TONTyuHTe HIKaKBU HEXKEJTaHH JICKAPCTBEHU PeaKiiy, yBeaoMere Bamus nexap i gpapmarienT.
ToBa BKIIIOUBA U BCUYKH Bb3MOKHU HEOMMCAHU B Ta3U JINCTOBKA HEXKEIaHU peakuuu. MoxeTe ChIIo
Jla ChOOIIUTE HEXKETIaH! PEakIuy TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 3a ChOOIIaBaHe, IOCOYCHA B
[Ipunoxxenue V. Karo cho0Iiapare HeXXeIaHH PEaKIMK, MOYKETE Jia TaJeTe CBOSI IPUHOC 3a
NoJy4YaBaHe Ha MoBede HH(OopMaIrs OTHOCHO 0€30ITacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o Stelara 130 mg KoHIleHTpaT 3a MH(Y3UOHEH Pa3TBOP e IMpujara B OOJHUIA WU KIIMHUAKA U HE
Ce Hajiara narueHTUTe J1a TO ChXpaHIBaT WK J1a O0paBAT C HETO.

Jla ce chxpaHsBa Ha MACTO, HEJIOCTHITHO 32 JIeTa.

Ja ce cpxpanssa B xnamtHuk (2°C-8°C). [la He ce 3ampazsBa.

CoxpansBaiiTe prakoHa B KapTOHEHATa OMIAKOBKA, 3a J]a C€ MPEe/Ia3u OT CBETIHHA.

He pasxmamaiite dhnakonute Stelara. [IpogbbKUTETHOTO €HEPTUYHO pasKIIalllaHe MOXKE J1a
MIOBpEU JIEKAPCTBOTO.

He n3moJi3BaiiTe ToBa J1eKapCcTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KapTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Tonen no“. CpoKbT Ha TOJHOCT OTTOBAPS Ha MMOCICAHMS JCH OT MTOCOYCHHS MECeIl.

. aKO TEYHOCTTA € C IPOMEHEH IIBSIT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIly 9y>KI1 YaCTHIIH
(BwxkTe TOuKa 6 ,,Kak nsrnexaa Stelara 1 KakBO ChAbPKa OMAKOBKATa™).

. aKo 3HaeTe WM CMsTaTe, Y€ MOXKe Ja € Omira H3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITMICHTHO 3aMpb3BaHe WM 3arpsiBaHe).

. aKO MPOIYKTHT € OWJI EeHEPTUYHO Pa3KIIaTeH.

° aKo oOKaTKaTa € CUyIieHa.

Stelara e camo 3a egHOKpaTHA yriotpeba. Pazpenenust nH(Y3MOHEH pa3TBOP HIIM HEU3IOI3BAHUAT
HPOJIYKT, OCTaHaJl BbB (pJIaKOHA M B CIIPHHIIOBKATa, TPSIOBA J1a € M3XBHPIIHM B ChOTBETCTBUE C
MECTHHTE U3MCKBaHHS.

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTEIHA HHpOopManms

KakBo cbabpaxa Stelara

. AKTHBHO BEILIECTBO: ycTeknHyMa0. Beexu ¢utakon chabprka 130 mg ycrekuayMad B 26 ml.

. Hpyru cecraBku: EDTA nunatpuesa con nuxuapar (E385), L-xuctuaun, L-xuctuanHos
MOHOXHIPOXJIOpUI MOHOXUApaT, L-metnonun, noiucopbar 80 (E433), 3axaposa u Boga 3a
WH)KEKITH.

Kak m3ranexna Stelara n kKakBo cbIbp:Ka ONAKOBKATA

Stelara e 6bucTbp, Oe31BeTEH 10 OJIEI0KBIAT KOHIIEHTPAT 32 HH(Y3uoHEH pa3TBop. JJocTass ce B
KapTOHEHA OIIaKOBKA, ChAbprKallla euH cThKICH (iaakoH oT 30 ml ¢ eauHnyHa 1n03a. Beeku diiakon
cpabppxka 130 mg yerekuaymad B 26 ml KOHIEHTpAT 32 HHQPY3UOHEH Pa3TBOP.

IIpuTe:kaTen HA pa3pelIeHHETO 32 yOTpeda

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

IIpoussoaureJ
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOII'BJIHUTCIIHA I/IH(l)OpMaHI/ISI OTHOCHO TOBaA JICKApCTBO, MOJISA, CBBPIKETEC CC C JIOKAJTHUA

NPEICTaBUTEN Ha TIPUTEKATENSI Ha Pa3pelIeHHEeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKOHCBH & JxoHchH 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
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EALada

Janssen-Cilag ®oppokevtik) Movorpocmnn
A.E.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 5500 40 03
medisource@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.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: +31 76 711 1111
janssen@jacnl.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



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 hf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog
Bopvéfoc Xotinravayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

lv@its.jnj.com

Romania
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o0.

Tel: +386 1 401 18 00
Janssen_safety slo@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
Ttn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@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 CIICIUATIUCTU:

IIpocnenumoct

3a na ce moao0pU MPOCIEAUMOCTTa HA OMOJIOTMYHUTE JIEKAPCTBEHU MPOAYKTH, UMETO U TAPTUIHUAT
HOMED Ha MPUJIOKEHUS MPOAYKT TPsIOBa SICHO J]a ce 3aIuCcBaT.

Vkazanus 3a PaspeKAAHEC!:

STELARA konueHTpaT 3a UHQY3HOHEH pa3TBOP TPsOBA Jia ce pa3pel U Jia ce TIOATOTBU OT
MEAMIMHCKH CIEHMATIUCT C TIOMOILTA Ha ACENTHYHA TEXHHKA.

1. Uzuncnere no3ara u 6post Ha Heooxoaumute puakonn STELARA BB3 ocHOBa Ha TETJIOTO Ha
nanueHTa (Bx. Touka 3, Tabmuua 1, Tabnuna 2). Beexku duakon STELARA ot 26 ml ceabpika

130 mg ycreknnymao.

2. Uzrernere u u3xBbpiieTe oT HHQPY3uOHHUS cak oT 250 ml 06eM OT pa3TBOp Ha HATPUEB XJIOPHU]T
9 mg/ml (0,9%), paBen Ha o0ema STELARA, koiito Tpsi0Ba f1a ce q06aBu. (u3xebpiere 26 ml
HaTpHeB XJopH[ 3a Bceku HeoOxoauM ¢uakon STELARA, 3a 2 ¢akona usxswpiere 52 ml, 3a
3 duaxona uzxBwpiete 78 ml, 3a 4 aakona uzxebpiaere 104 ml).



3. Uzrernere 26 ml STELARA ot Bcexkn HeoOxoauM (IakoH U ' o0aBeTe KbM HH(Y3HOHHHS
cak ot 250 ml. Kpaiinusat o0em B nHy31OHHUS cak TpAOBa qa 6bae 250 ml. Buumarenno

cMeceTe.

4, [Ipenu npuIoKEHUETO MPOBEPETE BU3YAIHO pa3peneHus pa3rBop. He ro ynorpebssaiite, ako ce
HaOII0]aBaT BU3YaTHO HEMPO3payHH YaCTUIIM, IIPOMSHA Ha [IBETA WX Ty KW YaCTHUIIH.

5. IIpunosxere paspeneHus pa3TBoOp 3a Nepuoi OT Hail-Manko eaud yac. Cien KaTo ce pa3penu,

NpUIIaraHeTo Ha UHQY3HOHHUST Pa3TBOP TPsIOBa Jia ce M3BBPIIM B pAMKUTE HA OCEM daca Ciie|
pa3pexnaHeTo B MHPY3UOHHUS Cak.

6. Uznon3zBaiite camo Habop 3a HH(QY3Us ¢ BrpalieH, CTEPUIICH, aliporeHeH QMITHP ChC c1abo
CBBp3BaHe Ha MpoTenHu (pazMep Ha nopute 0,2 MUKpOMETpa).
7. Bcexku (hmakoH e camMo 3a €THOKPAaTHO NPUIIOKEHUE ¥ HEU3IIOI3BAHUAT JIEKAPCTBEH MPOIYKT

Tpﬂ6Ba Ja €€ U3XBHPJIU B CbOTBECTCTBUC C MCCTHUTC U3UCKBAHUA.

CobxpaHeHmue
AKoO € Heo0X0IuMO, pa3peeHUAT UHPY3NOHHUAT Pa3TBOP MOXKE J1a Ce ChXpaHsIBa Ha CTaiiHa

temmeparypa. [Ipunaranero Ha UHQY3MOHHUAT Pa3TBOP TPSAOBA Aa Ce M3BBPLIM B PAMKUTE Ha OCEM
yaca clie/l pa3pexaaneTo B HHQY3HMOHHUs cak. J[a He ce 3aMpa3ssiBa.

122



JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 45 mg nH:keKIlHOHEH pa3TBoOp
ycreknayMa0 (ustekinumab)

HqueTeTe BHUMATEJHO OslJIaTa JTUCTOBKA, IIPEeIH Ja 3alI0OYHETE 1a U310J13BaTe TOBAa
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 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 ChIUTE KaTo Bammre.

- AKO TIOJTyYHTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gapmarert. Toa
BKJIIOYBA Y BCUUKHU BH3MOKHU HEKEJIAHU PEaKIMHU, HEOMIMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxso npencrasisiBa Stelara v 3a kKakBO ce M3MON3Ba

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 H3I10JI3Ba

Kakso npencrasisiBa 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:

] IImakoB rcopuasuc - Mpu BH3PACTHH | JIela Ha BB3PacCT OT 6 TOJAUHU U MO-TOJIEMU

. IIcopuaTtuueH apTpuT — pU Bb3pacTHU

. YmMepeHa 10 Texkka 6osiectT Ha KpoH — nipy Bb3pacTHU M Aela ¢ Terio Hai-manko 40 kg
o YMepeH 10 TEXBK YIIEPO3eH KOJUT — IPU Bh3PaCTHU

IlnakoB ncopuasuc
,,I l7TaKOB TIcOpHa3nc’ € KOKHO 3a00JIsIBaHe, KOETO BOJH J0 BB3MAJICHUE, 3aCATAII0 KOXKaTa U HOKTUTE.
Stelara HamalsiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM Ha 3200JISIBAHETO.

Stelara ce U3noN3Ba MpU BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3KC, KOUTO HE MOTaT Jia
U3II0JI3BAT LUKJIOCIIOPUH, METOTPEKCAT WIIH (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 UMAT HCIIOHOCUMOCT KbM Q)OTOTepaHI/HI WK JpYyru CUCTEMHU TEpalnu, UJIn
KOoraTto Te€3u JICYCHHA HE ,Z[CﬁCTBaT.

123



IlcopnaTnyen apTpur

[IcopuaruueH apTpUT € BB3MAINTETHO 3a00JIsIBaHE HA CTAaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATHYEH apTPHT, IbPBO 1e Bu nexyBaT ¢ Apyru jiekapcTBa. AKO
HE ce MOBJIUAeTEe JOCTAThYHO JJ0Ope OT Te3H JeKapcTBa, Moke na Bu ce npeanuie Stelara, 3a na ce:

° HaMaJsIT IpU3HAIUTE U CUMIITOMUTE Ha 3a00JsBaneTo Bu;
o noj00pu puznyeckoTo Bu cherosiaue;
) 3a0aBU yBpexIaHeTo Ha Baiure craBm.

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTelIHO 3a00JI1BaHe Ha yepBara. Ako umaTe 6ojiecT Ha KpoH mbpRo 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

V1epo3HUAT KOJIMT € Bh3NATUTEIIHO 3a00JI1BaHe Ha yepBara. AKO UMaTe YJIEPO3EeH KOJIUT, IbPBO
e Bu ce manat npyru nekapcTBa. AKO HE ¢e IOBIUsABATE 100Pe WM UMATe HETOHOCUMOCT KbM TE3H
nexapcTBa, Moxe 11a Bu ce nane Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CUMIITOMUTE Ha Barrero
3a00IIsIBaHeE.

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 aKTUBHA HH(eKLUM, KOSITO Bamusrt 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

T'oBopete ¢ Bammus nekap nim ¢papmaneBT npeau aa usnomnssare Stelara. BammusT nexap 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
MoOXe Jja uma TyOepkyiio3a. Bamust nexap me Bu npernena u 1ie Hanpasu U3ciieBaHe 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.

Cienere 3a cepHO3HH HeXKeJIAHU PeaKIMH

Stelara Mosxe 1a mpeIU3BUKA CEPHO3HU HEXXETAHU PEaKIMU, BKIIIOYUTEIHO ATEPTUUHU PEaKIuu 1
nHpexmu. TpsOBa 1a cineanuTe 3a ONpeeNieHn IpU3HaNIY Ha 3a00J1IBaHus, T0KaTo npuemare Stelara.
Buxre ,,Cepro3Hu HeXxellaHu peaklvy’ B TOUKa 4 3a MBJIHUS CIIMCHK HA TE3W HEXKEIaHU PEaKIHH.

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
0TCcIabBaT 4acT OT MMyHHAaTa cucteMa. ToBa MoKe Jja MOBUIIM 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 AKO0 UMaTe MJIM HACKOPO cTe UMAJIH MHpeKIus.

o AKO UMaTe HOBH WJIM IPOMEHSIIIM ce JIe3NH 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 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 — MOXXE J]a CTE TO-CKIIOHHU KbM HH(EKIINH.

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.

CobpaeyeH HHPAPKT ¥ HHCYJITH

WubapkT 1 HHCYNITH ca HAOIOJaBaHU B MPOYYBAHE MPHU MAIUCHTH C TICOPHUA3HUC, JCKYBaHH ChC
Stelara. Bamust jgekap peIoBHO Iiie¢ IPOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIBaHE U
MHCYAT TIpH Bac, 3a 1a e curypHo, 4e Te ce JIeKyBar 10 Moaxo 11 HaunH. HezabaBHO moThpcere
MEIUIMHCKA TIOMOIL, aKO TTOJTy4HTe OOJIKa B I'bPIUTE, CIA00CT WM HEOOMYaHO yCellaHe OT eHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIIETO UJIX T'OBOPHU WX 3PpUTCIIHU CMYIICHUA.

Jlena v IOHOIIH

Stelara He ce mpenopbyBa 3a ynorpeda IpH Aela Ha Bb3pacT Mo 6 TOJUHY € IICOPHUA3HC, JIela C
oonect Ha Kpon u terno nox 40 kg wim npu fiena Ha BB3pacT moj 18 roJiMHu ¢ COpHaTHYEH apTPUT
WIN C yJIEPO3€H KOJUT, 3aIl0TO HE € MPOY4BaH IPH Ta3u Bb3pacToBa rpyrma.

Jpyru nexapcTBa, Bakcunu u Stelara
Tps6Ba ga kaxere Ha Bamus nexap wiu GpapmanesT:

. AKo npuemare, HAaCKOpO CTe IPUEMAIN WM € Bb3MOXHO Jja IPUEMETE JPYTH 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.

. 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 BakchHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepKyo3a). JKMBUTE BaKCHHU HE ce IpernophuBar 3a Bamero 6e0e rmpe3 mbpBUTE JBAHAAECET
Mecela ciell pakJJaHeTo, aKo CTe ToydaBaiy Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbya ApyTo.

BpemMeHHOCT M KbpMeHe

o Axko cTe OpeMeHHa, CMATATe, Y& MOXKE J1a cTe OpeMeHHA WITH MJIaHupaTe OPEMEHHOCT,
nochBeTBalTe ce ¢ Bammus jekap npenu ynorpebara Ha TOBa JICKapCTBO.
o He e HaOnroaBaH 10-BUCOK PUCK OT BpPOZACHHU Ac(eKTH pu O0edera, u3jiokeHu Ha Stelara B

yrpobara. [lanaute oT ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00ade ca OrpaHUYCHH.
[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 POTHBO3a4aThYCH METOI, KOraTo uamnomn3sate Stelara v mone 15 ceaMuIm cien
NOCJIEHOTO NMpuiarade Ha Stelara.

o Stelara Mosxe 1a mpeMHHe Mpe3 IUIaleHTaTa B HepoJieHoTo 6ebe. AKo cte 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 1o 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/ PaXIaHEeTO, aKo
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cTe noiy4aBaiu Stelara mo Bpeme Ha OpPEMEHHOCTTa, OCBEH aKo JiekapAat Ha Bamero 6ebe He
npenopbsya Apyro.

o YcreknHymad MoKe Jja IpeMUHe B KbpMaTa B MHOTO Malku KonmdecTsa. IlocbBeTBaiite ce ¢
Bamms nekap, ako KbpMHUTE WX aKo TUIaHUpate jJa KbpMmute. Bue u Bamwsr siekap tpsoBa na
pelmTe ganu TpsOBa Aa KbpPMUTE WK Jla U3Mo3Bare Stelara - He npaBeTe u JABETe.

lodupane u padora ¢ MalIUHU
Stelara He OBNMsIBA WITH MTOBIUSBA TPEHEOPEKUMO CIIOCOOHOCTTA 32 IOoQHpaHe U padoTa ¢ MAITUHH.

Stelara cpabp:ka monucopdar 80

Stelara chawspixa 0,02 mg nonucop6bat 80 (E433) BBB Besika 7103a, KOSATO € CKBUBAJICHTHA HA

0,04 mg/ml. [TonrcopOaTuTe Morar Aa NPUUMHAT AIEPTUYHU peaknuu. TpsaoBa na kaxere Ha Bamms
JeKap, ako UMaTe YCTAaHOBEHU aJICPTHH.

3. Kak na usnoJzBare Stelara

Stelara e MMpCaAHAa3HAUCH 3a yHOTpe6a oA PbKOBOACTBOTO U KOHTPOJIA HA JICKAp € OUT B JICHCHUCTO
Ha 3a6OJ'I$IBaHI/I$ITa, 3a KOUTO € ITOKa3aHO JICKapCTBOTO.

Bunaru u3nonssaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3an Bammusar nekap. AKo HE cTe CUTYpHU B
Heulo, nonuraiire Bamms nexap. [ToceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrassar
MHXEKIUNATE U KOT'a LIE Ca CIEABALIUTE KOHTPOJIHU IIPETIIECAN.

KaxBo koquuecTBo Stelara ce mpunara
BamusT nexap 1e perm KakBo KoiauduecTBo 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 MO-KbCHO U CJIE] TOBA Ha

Bceku 12 ceqmuru. Creasamure 1034 OOMKHOBEHO ca CBIUTE, KATO HavalHaTa 1034.

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 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 HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMUIM. BamusT jgexap 1e pemy kora TpsioBa Aa NOJIy4uTe CIeaBalaTa cu J03a.

Jleua ¥ roHOIIM HA 6 TOAMHHM WJIH MO-TOJIEMHU

IIcopuasuc

° Jlexapst TpssOBa aa omnpeaesy 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 Bamiero TemecHo Teryio mo BpeMe Ha BCsSKa J03a.

. Axko Texute no-manko ot 60 kg, npenopruntennara gosza e 0,75 mg Stelara na 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 CJIE] TOBA Ha

BcekH 12 cenmuim.
Hena c Teruo Haii-manxo 40 kg

Bouaect na Kpon
. ITo BpeMe Ha JeueHueTO Bammmsar nekap iie nIpuaokKH Mbpeara 103a OT NpuoIu3uTeaHo 6 mg/kg
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Stelara upe3 kankoBo BIMBaHE BHB BeHa Ha phkata Bu (nHTpaBeHo3Ha nHPYy3us). Cien
HavaJHaTa 7032 IIe MoyduTe cieaBamara qo3a 90 mg Stelara cinen 8 ceamuu, a cien ToBa Ha
BCEKU 12 cenMuIm upe3 HHKEKITUS MO KoxKaTa (,,[I0JTKOKHO ).

° [Ipu HAKOW MaMEeHTH, CIeN IbpBaTa MOAKOKHA HHXKeKIus, 90 mg Stelara Mmoxke 1a ce mpuara
npe3 8 cenMuIy. BamusT ekap 1ie peiy Kora TpsoBa J1a MOJIy4YUTe ClIeBaIlaTa CH J103a.

Kak ce npuiiara Stelara

o Stelara ce mpuara KaTo HHXEKIM O KoXkaTa (OAKOXHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce MHXKEKTHpA OT JeKap WIN MEIUIMHCKA CECTpa.

. Bue u Bammsr nekap o6aue Mosxe s1a pemmnte, ue Bue camu Moxe na cu uHxkektupare Stelara.
B TaxbB ciydaii me npeMuHeTe 00yueHHe Kak Ja CH HHKeKTupate Stelara caMOCTOSITEHO.

. 3a yka3aHus Kak J1a HHKeKkTupare Stelara BuxkTe ,,YKazaHus 3a IPUIOKEHHE” B Kpasi Ha Ta3u
JIUCTOBKA.

T'oBopeTe ¢ Baius siekap, ako ©MaTe BbIIPOCH OTHOCHO TOBA KaK CaMU J1a MTOCTaBITE MHKEKIIUATA.

AKO cTe U3M0JI3BAJIM IIOBeYe 0T HeoOxoanMara jo03a Stelara

AKO CTe HU3MOoJI3BANIM WK ca B NputoXxuin moseve oT HeoOXoaumMara j103a Stelara, He3a0aBHO ce
MOCHBETBAMTE ¢ JieKap Wiu (papmarieBT. Bunaru Hocere ¢ Bac kapToHeHaTa OIMakoBKa Ha
JICKapCTBOTO, TOPH U JIa € Mpa3Ha.

AKoO cTe IPONMYCHAJIM 1a u3noJ3Barte Stelara
AKO cTe pomycHal [103a, CBbpikeTe ce ¢ Bamus nexap wnu gpapmauent. He npunaraiite nBoitna
J103a, 32 Ja KOMIIEHCHpATe MpoITycHATaTa 103a.

AKo cTe cnipesin ynorpedara Ha Stelara
He e onmacHo xa cipere ynorpebara Ha Stelara. Ako obade 51 cipete, Bammre cumntToMu Moxe 1a ce
BBH300OHOBSIT.

AKO MaTe HSKaKBHU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKApCTBO, IONUTAlTe
Bamms nekap nnu dapmanesT.

4. Bb3MOKHU HexkeJIaHU peaknuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAU3BUKA HCKCIIaHU PCAaKINHU, BBIIPEKH Y€ HE
BCCKMU I'M I1IOJTy4aBa.

CepuO3HH HexKeJTaHU peakuu
Hsikon manmeHTH MOXe JJa UMaT CEpUO3HU HEXEJaH! PeaKiH, IIPH KOUTO J1a c€ Hajlara CIeIIHO
JICYCHHE.

AJIepru4Hy peakuuu — MOKe 1a U3HCKBAT clelHo jJedenne. Mudopmupaiite Bammus
JIeKap WM He3a0aBHO MOTbpPceTe ClelIHa MeIMUMHCKA IIOMOIII, aK0 3a0esieskuTe HAKOM oT
cJIeTHUTE MPU3HAIU.
. CepHo3HHTE allepTUYHU peakuu (,,aHaduIakcus’) ca peAKH MPH Xopa, PHUeMaIi
Stelara (moxe na 3acernat o 1 Ha 1 000 nymm). [TpusHanmTe BKIIOYBAT:
o 3aTPyHEHO JUIIAHE WIH MPETTbIIaHe;
o HUCKO KPBBHO HaJsITaHE, KOSTO MOJKE JIa TPUYMHY 3aMassHOCT WUJIH CBETOBBPTEK;
o MIOAyBaHE Ha JIMIIETO, YCTHUTE, yCTAaTa U I'BPIIOTO.
] YecTrTe MpU3HAIY HA allepruyHa peakiys BKIFOYBAT KOKEH OOpPHUB U ypTHKapus (Moxe
na 3acerHat 1o 1 ma 100 mymm).

B penxu ciyyau ce ¢ch001aBaT ajleprudHu 0eJI0APOOHHU peakiuu 1 0eJ10APooHO
Bb3NajIeHUe NP NAIAEHTH, KOUTO MOJIyYaBaT YCTeKHHYMa0. YBeaoMeTe BeaqHara Bamms

JIEKap, aKo MOJY4YUTe CHMIITOMH KAaTO KAalllVIMIA, 3aAyX U BUCOKA TeMIIepaTypa.

AKO MoNTyunTe Cepro3Ha aJlepruiHa peakiys, BamusT gekap Moxe na pemu, ye Bue He TpsiOBa
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na ynotpebssate Stelara oTHOBO.

Nudexuuu — Mo:Ke 1a U3UCKBAT crieliHo jJevyeHue. Mudgopmupaiite Bamusa gekap, ako
3a0esie;KNTe HAKOM OT CJIeIHUTE MPU3HALM.

o WHQEKIUUTE HAa HOCA WITH TBPJIOTO U IIPOCTy/IaTa ca 4ecTH (MoXe Ja 3acerHar Jo 1 Ha
10 myrmm)

° UHQPEKIMUTE HA JOJHATE AUXATCIHH MIbTHIIA (TPhIHE HHPEKINH) ca HeUueCcTH (MOKe /1a
3acerHar jo 1 Ha 100 mymrm)

o BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (IIETyJINT) € HeuecTo (MOoXe Aa 3acerde o 1 Ha
100 mymm)

. xepriecute (Bu 0oJie3HEH OOpUB C MEXYpH) ca HeuecTH (MOJKe J1a 3acerHart 1o 1 Ha
100 mymm)

Stelara Mosxe 1a Hamanu criocooHoctTa Bu a ce 6opute ¢ nadeknnu. Hixon nndexknmun Mmoxe
Jla CTaHAT CEPHO3HU U MOJXKE JIa BKITFOUBAT WHPEKIMH, IPUYUHEHU OT BUPYCH, THOUYKH,
OaxTepuu (BKJIIOYUTEIHO TyOepKy103a) TN apa3uTH, BKIIOUYUTETHO HH(EKINHU, KOUTO
BB3HUKBAT MPEAMMHO NIPU XOpa ¢ OTcliabeHa UMYHHA cUCTeMa (OTIOPTIOHUCTUYHU HHPEKIHIH).
[Ipu nanyenTy, momyyasaiy ycTeKnHyMa0, ce cbo0IIaBaT ONOPTIOHUCTUYHN NH(EKIINN Ha
MO3bKa (eHIe]aauT, MCHUHTHUT), OeTuTe APOOOBE U OUUTE.

[oxkaro ynorpe0sBare Stelara, TpssOBa aa cieaute 3a nmpu3Hany Ha wHQeKus. Te BKIFOYBaT:

o BHCOKA TeMIIepaTypa, TPUNonog00H: CHMITOMH, HOIIIHO MOTEHE, 3aryba Ha TerJio
yMopa WK 33]1yX, YIIOPUTa KallTHIa
TOIIIA, 3aUepBeHa U O0JIe3HeHa KOXKa WM 00JIe3HEH KOXEeH 0OPUB C MEXYypH
napeHe Mpu ypuHUpaHe
JAapus
3PHUTEITHO CMYIICHHE HJIH 3ary0a Ha 3peHue
r71aBo0oJIie, CKOBAHOCT Ha BPaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, Fa/ICHE HIIH
00BPKaHOCT.

Wudopmupaiite Bamus nekap BegHara, ako 3a0ele:KUTe HIKOW OT Te3U IPU3HAIN Ha
uHdeknus. Te morat 1a ObJIaT MPU3HAIM HA HHPEKIMH KaTO TPBIHA UH(EKIINH, KOXKHU
MH(EKINHU, XepIec 30CTep WIN ONOPTIOHUCTHYHH MH(EKINH, KOUTO MOTaT Jja JOBEAAT J10
cepuo3Hu ycnoxHeHus. MHbopmupaiite Bamus nekap, ako iMaTe HIKaKBa YIOPHUTA HITH
NoBTapsIIa ce nHPEKIMs. BamusT gekap Moxke J1a pely, 4e He TpsiOBa 1a ynorpeosiBare
Stelara, nokato nHdpekuunTa HE OblC U3NIEeKyBaHa. YBenoMeTe Bamms nekap, u ako uMaTte
OTBOPEHH PAaHU WM HapaHIBAHUS, Thi KaTO MOXe Ja c€ HHPEKTHPAT.

JliomeHe Ha KOXKaTa — HHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHE HA KOKATA HA MO-roJisiMa
IO 10 THJI0TO MOKe /1a ¢a CHMITOMH HA ePUTPOJEePMUYEH NCOPHAZHMC HIIH
ekc(oIMaTHBEH 1ePMATHT, KOUTO €A CEPUO3HH KOKHU 3a00/IsiBaHNsI. AKO 3a0e/iexRuTe
HSIKO#i 0T Te3u Mpu3Halu, TpsA6Ba Aa nHopmupare Bamus gekap HezabaBHo.

I[pyl"l)[ HEKEJIAaHU pCaKIUU

YecTu HexeNaHHM peakuuu (Moxe 1a 3acersar 1o 1 Ha 10 gymm):
Tapust

rajieHe

MOBpBIIAaHE

yMmopa

3aMasHOCT

riaaBobosue

chpOex (MpypuUTyC)

0o0jKa B rbpOa, MyCKyJIUTE UIIH CTaBUTE
BB3IAJICHO I'bPIIO0

3auepBsBaHe U OOJKa Ha MACTOTO Ha MH)KEKTHpaHe

128



o WH(EKINS Ha CHHYCHTE

HeuecTn Heskenanu peakuuu (Moxe aa 3acersar Ao 1 va 100 gymm):

MH(EKINU Ha 350UTE

BarvHaJTHa WH()EKIHS, TPUYNHEHA OT 'bONYKHI

Jenpecus

3aIlyIleH HOC WU Xpema

KbPBEHE, IOCHHSBAHE, BIBBP/SIBAHE, IOAYyBaHE U ChPOEK HA MIACTOTO HA HHKEKTUPAHE

ycellane 3a ci1adocT

CrHaJaHe Ha KJernaya U U3KpUBSBaHEe HA MyCKYJIMTE HA eJHATa IOJIOBUHA HA JIULETO

(,yMIIeBa Mapann3a’” Wid ,,l1apain3a Ha benx’”), KoaTo 0OMKHOBEHO € BpeMEHHA

o NpOMSIHA Ha TICOpHa3uca ChC 3a4epBsIBaHE M HOBH MAJIKH, KBJITH WK O€lIr MEXypH IO
KOXKaTa, MOHSAKOTa IPUIPYKEHU ¢ Temreparypa (ITyCcTyI03eH IICOPHa3UC)

. OeyieHe Ha Ko)kaTa (eKcqosralus Ha KoyKaTa)

o aKHe

Penxu Hexes1aHM JekapcTBeHH peakuuu (Moxke na 3acersar 10 1 za 1 000 mgyrmm)

o 3auepBsBaHe U JIIOIIEHE HA KOXKAaTa Ha IMO-ToJIsMa TIIOI] 110 TSUIOTO, KOUTO MOXKeE Ja
ChPOAT WK J1a ca 0oje3HeHH (ekcdonuaTuBeH aepMartuTt). [1omo00HN cUMIITOMHE
MIOHSKOTA CE Pa3BUBAT KaTO €CTECTBEHA MPOMSHA Ha BHJIA HA CHMIITOMUTE Ha TICOPHA3HC
(epuTpomepMIYEH TICOPHUA3HC)

o Br3nanenue Ha MalkuTe KPHBOHOCHU CHIIOBE, KOETO MOKE J1a JOBEJIE /IO KOXKEH OOPUB C
MaJIK{ Y€PBEHH HJIM JIHJIaBH MOy THHHU, TEMIIEpaTypa Wik 0OJKa B CTABUTE (BACKYJIHT).

MHoro peakH He:KeJIaHU JleKapcTBeHU peakuuu (Moxe fa 3acersat 1o 1 Ha 10 000 mymm)

o OO0pazyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a ObJie 3a4epBeHa, Chposia u
Ooneznena (Oyno3eHn nempuron)
o KOJKEH JIYITyC €pUTEMATO/IEC U JIYIyC-0A00eH CHHIAPOM (4epBEeH, HaJUTHAT, JIIOIIEI Ce

0OpHB B M3JIOKEHUTE HA CIIBHIIC YYACThIM Ha KOXKaTa, KOWTO MOXKE J1a € IPUAPYIKEH OT
OOJIKU B CTaBUTE).

Chol01aBaHe HA HesKeJIAHU pPeakluu

AKO MONTyYHnTe HIKaKBU HEXXEJIaHU JICKApCTBEHU peakiy, yBeaomere Bamus nexap unu gpapmanesnT.
ToBa BKIIOYBA M BCHUKK BH3MOKHU HEONHMCAHU B Ta3M JIMCTOBKA HEXENAaHU peakuur. MoKkeTe ChILo
Jla ChOOIUTE HEXKENaHHU PEeaKIMU JUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 3a ChOOIIaBaHe, IOCOYeHa B
[Ipunoxenue V. Karo cro0maBare HexXelaHU PEAKLUK, MOXKETE J1a 1aJeTe CBOSI IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(OopManus OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Stelara

o [a ce cbxpansBa Ha MSICTO, HEJOCTHIIHO 32 ACLA.

. Ja ce cpxpanssa B xnaqmtHuk (2°C—8°C). [la He ce 3ampazsBa.

. CoxpansBaiiTe prakoHa B KapTOHEHATa OMIAKOBKA, 32 J]a C€ MPEe/a3u OT CBETIHHA.

o He paskmamaiite hnakonute Stelara. [IpogbbKUTeTHOTO €eHEPTUYHO pa3KIIalllaHe MOXKE J1a

IMOBpEIH JIEKApPCTBOTO.

He n3moJsi3BaiiTe TOBa J1eKapCTBO:

. CJIe]T CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Tonen no“. CpoKbT Ha FOJHOCT OTIOBAPs HA MOCICAHUS JCH OT MOCOYCHHUS MECEII,

° aKO TEYHOCTTA € C MPOMEHEH I[BAT, MbTHA MJIM B Hesl ce 3a0esI3BaT IUIYBAIU Yy>KIH YaCTHIINA
(BmkTe TOUKa 6 ,,Kak n3rnexaa Stelara u kKakBo ChABpPIKa OMAKOBKATa‘);

° aKo 3HACTE WJIM CMsATaTe, Ye MOJXKE J1a ¢ OnIa U3/I0KeHa Ha eKCTPEMHH TeMIieparypu (KaTo
WHITUICHTHO 3aMpb3BaHe UM 3arpsBaHe);

. aKo MPOIYKTHT € OWJI EeHEPTUYHO Pa3KIIATeH;

. aKo oOKaTKaTa € CUyIieHa.
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Stelara e camo 3a enHOKpaTHa yroTpeda. Henm3non3BaHUAT MPOIYKT, OCTaHAT BHB ()JIaKOHA U B
CIIPUHITIOBKATA, TPsIOBa Ja ce U3XBBPiH. He M3XBBPIIsIiiTe IekapcTBaTa B KaHATU3AIUATA WU B
KOHTEHHEepa 3a JoMallTHu oTia by, [lonuTaiite Bamus GapManeBT Kak 1a U3XBbPJIATE JCKapCTBaTa,
KOUTO BEY€ HE M3Moi3Bare. Te3n MepKu 1€ CIIOMOTHAT 3a ONa3BaHe HAa OKOJIHATA CPEAA.

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpOpManms

KakBo cbabpaxa Stelara

. AKTHBHO BEILIECTBO: yCTeKHHYMa0. Beekn dpnakon ceabpka 45 mg ycrekuaymad B 0,5 ml.

o Hpyru cveraBku: L-xuctuaus, L-XuCcTHANHOB MOHOXHUAPOXJIOPUA MOHOXHPAT, moaucopoar 80
(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak usrae:xxaa Stelara n kakBo chabp:Ka ONaKOBKAaTa

Stelara e OMCTBD 0 JIEKO OIAJIECIEeHTEH (C MEePIJICH OJIACHK), OS3IBETEH 10 0JICI0KBIT HHKECKIIMOHECH
pastBop. Toit MoXke 1a ChABpIKa HAKOJIKO IPeOHM TOITYyNPO3pauHi WM O€IH YaCTHLIX IPOTEHH.
JocTaBs ce B KApTOHEHA ONAKOBKa, ChABPrKallla €AUH CThKJICH (1akoH OT 2 ml ¢ efMHUYHA 103a.
Bceku ¢uakon cpabpika 45 mg yerekuaymad B 0,5 ml HHXEKIIMOHEH pa3TBOpP.

IpuTexaTes1 HA pa3pelIeHUETO 32 YIOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoauTe
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKATTHUA
MNpeACTABUTCI HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com lt@its.jnj.com

Bbarapus Luxembourg/Luxemburg
»JkoHCHH & JIxoHchH bhirapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11
jisafety@its.jnj.com janssen@jacbe.jnj.com
Ceska republika Magyarorszag
Janssen-Cilag s.t.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
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Deutschland Nederland

Janssen-Cilag GmbH Janssen-Cilag B.V.

Tel: 0800 086 9247 / +49 2137 955 6955 Tel: +31 76 711 1111
jancil@its.jnj.com janssen@jacnl.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 ®oppokevtiky Movonpéconn  Janssen-Cilag Pharma GmbH
A.E.B.E. Tel: +43 1 610 300

TnA: +30 210 80 90 000

Espaiia Polska

Janssen-Cilag, S.A. Janssen-Cilag Polska Sp. z o.0.
Tel: +34 91 722 81 00 Tel.: +48 22 237 60 00
contacto@its.jnj.com

France Portugal

Janssen-Cilag Janssen-Cilag Farmacéutica, Lda.
Tél: 0 800 25 50 75 /+33 1 55 00 40 03 Tel: +351 214 368 600
medisource@its.jnj.com

Hrvatska Roménia

Johnson & Johnson S.E. d.o.o. Johnson & Johnson Romania SRL
Tel: +385 1 6610 700 Tel: +40 21 207 1800
jisafety@JNJCR.JNJ.com

Ireland Slovenija

Janssen Sciences Ireland UC Johnson & Johnson d.o.o.

Tel: 1 800 709 122 Tel: +386 1 401 18 00
medinfo@its.jnj.com Janssen_safety slo@its.jnj.com
island Slovenska republika
Janssen-Cilag AB Johnson & Johnson, s.r.0.

c/o Vistor hf. Tel: +421 232 408 400

Simi: +354 535 7000
janssen(@yvistor.is

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 Ttn: +46 8 626 50 00
jacse@its.jnj.com

Latvija United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Lat-  Janssen Sciences Ireland UC

vija Tel: +44 1 494 567 444

Tel: +371 678 93561 medinfo@its.jnj.com

lv@its.jnj.com
JlaTa Ha MOCJIeIHO NMpepa3srJiekIane Ha JUCTOBKATA
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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 Moxke 1a pemiure, 4e Bue camu Moke Aa cu urkektupare Stelara. B TakbB

ciydail e npeMuHeTe oOydeHne Kak aa umkektupare Stelara. ['oBopere ¢ Bamms nekap, ako umare

BBIIPOCH OTHOCHO MOCTAaBSIHETO HA MHIKEKIIMATA.

. He cmecnaiite Stelara ¢ apyru TeUHOCTH 328 HHKEKLHAL.

o He pasknamaiite ¢pnakonute Stelara. [Ipuunnara 3a ToBa €, 4e CHIIHOTO pasKiallaHe MOXe Ja
MIOBpE.N JIEKapcTBOTO. He ymorpedsiBaiite 1eKapCTBOTO, aKO € OMII0 CHITHO pa3KIIaTeHOo.

1. IlpoBepete Opost Ha raKOHHMTE U MOATOTBETE MaTepHAJINTE:

UzBanere ¢uakona (pnakonure) ot xnaauianka. OcraBere ¢iakoHa Jia IPECTON OKOJIO ITOJIOBHH Yac.
ToBa 111e MO3BOJIM HA TEYHOCTTA JIa JOCTUTHE MOAXOISIIA TEMIIEPAaTypa 3a HHKEKTUpaHe (cTaiiHa
TEeMIIepaTypa).

[IpoBepete nakona (¢rakoHUTE), 3a 1a CE YBEPHTE, Ue:

o OpoAT Ha (TaKOHHUTE W KOJIMYECTBOTO Ha aKTHBHOTO BEIIECTBO B JI030BA €JMHUIIA 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 90 mg, me nonyuure a8a 45 mg ¢uiakona cec Stelara u me TpsiOBa

Jla CH TOCTaBUTE JBE WHXKEKIUK. M30epere 1Be pa3iMyHHu MecTa Ha MH)KEKTHPaHE
(HampuMep enHaTa UHXKEKLHS B ASICHOTO Oenpo, a Apyrara — B JSIBOTO) M T HarlpaBeTe
enHa cuen Apyra. M3monssaiiTe HOBa UTJla U CIIPUHIIOBKA 32 BCSIKA MHXKEKLIUS.

TOBA € MPABUIHOTO JIEKAPCTBO

CPOKBT Ha TOAHOCT HE € U3TEKBII

(h1akOHBT HE € MOBPEACH U OOKaTKaTa He € CuyIleHa

Pa3TBOPHT BB (1akoHa € OUCTBP A0 JIEKO ONalecleHTeH (C mepiaeH OsIChK) 1 Oe31BETEH 0

01 10K BIIT

Pa3TBOPHT HE € C IPOMEHEH BT WIK MBTEH U HE ChABPKA Uy>KIH YaCTHIN

o Pa3TBOPBT HE € 3aMPB3HAIL.

Jeuna c neanaTpuyeH ncopuasuc ¢ terio nox 60 kg ce Hy>kaasaT oT 103a, Ho-HUCKA OT 45 mg. YBepere
ce, 4e 3HaeTe TOYHOTO KOJINYecTBO (00eM), KOeTO TpsiOBa Jla M3TETIUTE OT (JIAKOHA ¥ BUA HA
CIIPUHIIOBKAaTa, HEOOXOIMMH 3a Jo3UpaHe. AKO He 3HaeTe HEOOXOIUMUTE KOJIMUECTBO MIIM BUJ] HA
CIPHUHIIOBKATa, CBBPKETE ce C Bamms MEIUIMHCKN CIENUANINCT 3a JOBIHUTETHN HHCTPYKLIUH.

Crbepere BCHYKH MaTepHalli, OT KOUTO CE HYXK/IaeTe, U T'H MOCTaBeTe BbPXY YHCTa MOBBPXHOCT. Te
BKJIIOUBAT CIIPUHIIOBKA, UIJIa, aHTUCENTHYHH KBPIUYKH, TAMyYHH TAMIIOHH HJIM Mapiii U KOHTEHHEP
3a ocTpu npeamMeTH (Bx. gurypa 1).

BIOHAZARD

2. N36epete u moAroTBeTe MICTOTO 32 MHAKEKTHPAHE:
U3zbepere mscTo 3a nHKeKTHpaHe (BX. Gurypa 2)
o Stelara ce mpuara upe3 HHXEKLUS IO KOXkaTa (TIOAKOXKHO).
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[Momxomsmm MecTa 3a MHKEKTUPaHe ca TopHaTa JacT Ha OepoTo Wik 001acTTa OKOJIO KOpeMa
Ha Pa3CTOSIHUE HA-MaJKo 5 CM OT ITbIIa.

AKO € BB3MOXHO, HE U3I0JI3BaliTe 00JIaCTH OT KOKaTa C MMPU3HAIU Ha TICOpUA3HC.
AKko HsKo¥ Bu momara mpu MOCTaBsSHETO Ha MHKEKIUATA, TOW/TS MOXKe J1a u30epe 1 ropHara
4acT Ha pbKaTa KaTo MACTO 3a UHXEKTUPAHE.

5 [

*30HUTE B CHBO Ca NPENOPBLYBAHNUTE MECTa 33 MHKEKTUPaHe

®durypa 2

HOJH‘OTBeTe MSCTOTO 3a MHKCKTHPAHE

W3muiite polieTe cu MHOTO J00pe ChC CallyH U TOIUIA BOJA.
HOT-II/ICTeTe KOXKaTta Ha MSICTOTO 3a I/IH)KeKTI/IpaHe C aHTUCCIITUYHA KT)pHI/I‘-IKa.
He nokocBaiite moseue Ta3u 00J1aCT 0 IMOCTABIHETO HA MHKEKIIHAITA.

3. IlpurorBeTe no03ara:

OtBoperte Kanaukara Ha (akoHa. (BX. durypa 3)

(e

He cBansiite 3anymanikara.

ITouncrere 3alyurajkara ¢ aHTUCCITUYHa MapJis.

[MocraBere ¢uiakoHa BbpXY paBHa MOBBPXHOCT.

Bsewmere cripuHIIOBKaTa U OTBOpETE KalaykaTa Ha Urjara.

He noxocsaiiTe uriarta v He 1 OUPANWTE B APYTHU MPEIMETH.

BxkapaiiTe urnara npe3 rymeHara 3anyaika.

OO0wpHeTe (h1akoHa U CIIPUHIIOBKATA HAIOIY.

U3zrernere 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 CIpUHIIOBKaTa. (BXK. Gurypa 4)
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Qurypa 4

W3Banere urnara ot ¢uiakoHa.

3aapBKTE CIIPUHIIOBKATA C UIJIaTa HAarope, 3a Ja MPOBEPHUTE AajI 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'IOTO, AO0KaTO LICIHAT BB3AYX (HO HC U Te‘lHOCT) H3JIE3€C.
He mocrassiite HHXKXCKIWATA JICTHAJIa U HE oanaﬁTe urjara B ApyTy NpeaAMCTH.

4. NnxexTHpaiiTe 103aTa:

JIexo MpUTHCHETE NMOYNCTEHATA KOJKa MEXK Ty NTajena U nokasanena. He cTuckaite CHIIHO.
BxkapaiiTe urnarta B CTUCHATaTa KOXa.

Hartucuere OyTtanoro ¢ manen Taka, 4e Ja ce HHXKEKTHpa Iisuiata TeqHocT. Haruckaiite 6aBHO 1
PaBHOMEPHO, KaTO €AHOBPEMEHHO C TOBA JIEKO IIPUTUCKATE KOXKATa.

Korato O6yTanoTto cTurae 1o kpas, U3BaJeTe uriaTta u IMycHeTe Koxara.

5. Cien uHKeKTHPaHe:

HpI/ITI/ICHeTe AHTUCCIITUYHATAa KBpHI/I‘IKa Bpry MACTOTO Ha I/IH)KCKTI/IpaHe B HpOZ[T)JI)KeHI/Ie Ha
HSIKOJIKO CEKYHH, CIEA KaTO MOCTABUTE MHXKEKIUSATA.

B’I:BMO)KHO € Ha MACTOTO Ha I/IH)KCKTI/IpaHe J1a UMa MaJIKO KOJIMYECTBO KpT)B HUJINX TCYHOCT. TOBa
€ HOpMAJIHO.

Mosxe 1a IPUTUCHETE MIACTOTO Ha MHXEKTUPAHE C MMaMy4€eH TAMIIOH WM MapJs U J1a
3agbpxuTe 10 cexyHu.

He pastepkBaiiTe KoXaTa Ha MACTOTO Ha MHYKEKTHPaHe. AKO € HEOOX0IUMO, MOJKE J1a CIIOJKUTE
MaJjKa JEeNeHKa BbpPXY MSACTOTO HA MHXKEKTUPAHE.

6. U3xBbpJIsine:

W3non3BanuTe CIPUHIIOBKY M WX TPSOBA J1a CE MOCTABST B HEMPOOWBaeM KOHTEHHEpP KaTo
KOHTelHepa 3a ocTpu npenMeTH. 3a Bamara 6e3omacHoCT 1 31paBe 1 3a 6€30MacHOCTTa Ha
JIPYTHUTE, HUKOTA HE U3IMOJ3BaliTe TIOBTOPHO UTIIUTE U CIpUHIIOBKUTE. V3xBBpasiite Bamms
KOHTEHHEp 3a OCTPHU NPEAMETH B ChOTBETCTBHE C MECTHUTE Pa3ope/IOu.

[Ipa3uute pnakoHH, aHTHCENTUIHNTE KBPITUYKH U APYTH KOHCYMATHBH MOXKE Ja C€ U3XBBPIIAT
B 001IIHs OOKITYK.
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 45 mg nH:KeKIIlHOHEH Pa3TBOP B MpeIBAPUTEIHO HATbJIHEHA CIPUHIOBKA
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 NpHeMa JIeKapcTBOTO. AKO cTe POJMTE] HIH
HACTONHMK, KOITO me npuJjara Stelara Ha neTe, MOJIsI MpoYeTeTe BHUMATEIHO Ta3n
uHGpopmauus.

- 3amnaszere Ta3u IUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 TPOYETETE OTHOBO.

- AKO UMate HAKaKBH JONBIHUTEIIHA BBIIPOCH, IonuTaiiTe Bamus nexap uiu GapmarieBT.

- ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeorcThnBaiite Ha apyru xopa. To Mmoxe
Jla IM HaBpeIly, He3aBUCHMO Y€ TIPU3HAIIMTE HA TAXHOTO 3a00JsIBaHe ca ChIUTE Kato Bammre.

- AKO TIOJTyYHTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gapmarert. Toa
BKJIIOYBA U BCUUKHU BB3MOKHHU HEKEJIAHU PEaKIMHU, HEOMTMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KaxBo cbabpika Ta3u JUCTOBKA

Kakso npencrasnsiBa Stelara u 3a KakBo ce U3M0I3Ba

KakBo Tpsi0Ba na 3Haete, npeau na uinoinspare Stelara

Kak na nsnonzsate Stelara

BB3MOXHHN HEXETaHU peaKun

Kak na cpxpansiBate Stelara

ChabpkaHye Ha ONTAKOBKATa M JOBIIHUTEIIHA HHPOPMALIUS

AR e

1.  Kakso npeacraBiasiBa Stelara u 3a KakBo ce H3I0JI3Ba

Kakso npencrasisiBa Stelara

Stelara cbaBpxKa aKTUBHOTO BEILIECTBO ,,yCTEKUHYMa0’, KOETO € MOHOKJIOHAJTHO aHTHTSIIO.
MOHOKIIOHATHATE aHTHUTEIA ca TIPOTEHHH, KOUTO pa3lo3HABaT U CBBP3BAT ONpeIeNieHH CcrielinGUIHN
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:

] IImakoB ricopuasuc - Mpu BH3PACTHH | JIela Ha BB3PaCT OT 6 TOJAUHU U MO-TOJIEMU

. IIcopuaTtuueH apTpuT — pU Bb3pacTHU

. YmMepeHa 10 Texkka 6osiectT Ha KpoH — nipy Bb3pacTHU | Jelia ¢ Terjo Hai-manko 40 kg
o YMepeH 10 TEXBK YIIEPO3eH KOJUT — IPU Bh3PaCTHU

IlnakoB ncopuasuc
,,[ [ITAKOB TIcCOpHa3uc” € KOKHO 3a00JIsIBaHe, KOSTO BOJIU JI0 Bh3MaJICHHE, 3aCATallo KoXaTa i HOKTUTE.
Stelara HamasIgBa BB3MAJIEHUETO U APYTUTC IIpU3HAIU HA 3a00JI51BaHETO.

Stelara ce U3no3Ba MU BB3PACTHU C YMEPEH JIO TEXKBK TUIAKOB IICOPHA3HC, 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 UMAT HCIIOHOCUMOCT KbM Q)OTOTepaHI/HI WK JpYyru 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
rcopuasuc. AKO UMaTe akTUBEH IICOpUaTHYEH apTPUT, TbPBO 1ie Bu nekyBat ¢ apyru jiekapcTBa. 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 yBpeXxaaHeTo Ha BaiuTe craBu.

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTeliHO 3a00JI1BaHe Ha yepBaTa. Ako umate 6ojiecT Ha KpoH mbpBo 1ie
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 gekapcTBa. AKO He Ce TOBIHMSBATe 100pe WK UMaTe HEMTOHOCHMOCT KbM TE3H
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 J1ajli HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHAcA 3a Bac, mocwBeTBalite ce ¢ Bammms
nexap win papmareBT, mpeau a u3nonspare 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 Bcska Barra 6osiect mpeau BCsSKO
neuenne. Cblio Taka HHPopMupaiTe Barms ekap, ako HACKOpO cTe OUITM B KOHTAKT C YOBEK, KOUTO
MoOXe Jja uMa TyOepkyiio3a. Bamust nekap e Bu npernena u 1ie Hanpasu uscieqBaHe 3a
TyOepKyJo3a, npean Aa u3nonssare Stelara. Axo Bammar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyio3a, Moke 1a Bu nmpeamnuiie ekapcTsa 3a JIe4eHUeTo H.

Ciiegere 3a ceprO3HHU HeKeJIaHU peaKIuu

Stelara Mosxe 1a mpeIu3BUKa CEPHO3HU HEKETaHH PEAKIINH, BKIIOYUTETHO AJIEPTUYHH PEAKINH U
uHpexnuu. TpsaOBa Ja ciaeauTe 3a ONpe/IS/ICHU IPU3HAIY Ha 3a00JABaHus, T0KaTo npuemate Stelara.
Bwxre ,,Cepro3Hn HeXETaHU PEakiiy’ B TOYKA 4 3a MMBIHUS CIIUCHK Ha TE3U HEXKEIIaHU 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
0TcnabBaT 4acT OT MMyHHAaTa cucteMa. ToBa Moe Jja MOBHIIH PUCKa OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHHM JIEKAPCTBA (JIEKaApPCTBO,

NMPOU3BeeHO OT 0M0JI0rMYeH H3TOYHUK M 00OMKHOBEHO 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 —
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OIIAaKOBKaTa, B KOSATO CE HAMHpPa TO3H JEKapCTBEH MPOIYKT, ChAbpPKA JaTEKCOBA I'yMa, KOSTO
MOXe Jja IPEeIU3BUKA TEXKH AJIEPTHYHHI PEaKIUH MPH X0Pa, YyBCTBUTEIHH KbM JlaTekc. BrkTe
,,Clenere 3a CepHO3HM HEXXeJIaHU peakuy’ B TOUKa 4 3a MpU3HAIUTE Ha ajJepruyHa 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 JeUeHHs ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHeTo
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 ToJIyYaBaTe HJIH HAKOTa CTe MOJIyYaBaji HHKEKINH 32 JiedeHHe HAa aJIePruu — He €
W3BECTHO Janu Stelara Moxke 1a OKake BIMSHHUE BBPXY TAX.
. 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 manuenTy nmomy4aBar JIymyc-oJoOHU peakly, BKIIOUUTEIHO KOXKEH JYIyC epUTeMaTonec u
JyIyc-1o00eH CUHAPOM, TI0 BpeMe Ha JIeueHue ¢ ycTeKuHyMab. ['oBopere Beanara ¢ Bamms sekap,
aKo MOJYyYHTE YePBEH, HAJAUTHAT, JIOLIEI ce OOPUB, MOHAKOI'a C MO-TbMHU IPAaHUIIY, B U3JI0KCHUTE
Ha CTBHIIC yYacThIM Ha KOXKaTa WM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT ¥ HHCYJITH

WubapkT 1 HHCYNITH ca HAOJII0JaBaHU B MPOYYBAHE MPHU MAIUCHTH C TICOPHUA3HUC, JCKYBaHH ChC
Stelara. Bamwust jgekap peIoBHO Iiie¢ IpOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIABaHE U
UHCYJT TpH Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 10 Moaxo il HaunH. He3abaBHO moThpcere
MEIUIMHCKA TIOMOIL, aKO TTOJTy4HTe OOJIKA B I'bPIUTE, CIA00CT WM HEOOMYaHO yCellaHe OT eHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT Ha JIMIIETO WUJIX T'OBOPHU WX 3PpUTCIIHU CMYIICHUA.

Jlena v I0OHOIIM

Stelara He ce mpenopbyuBa 3a yrnorpeba Mmpu Aela Ha Bb3pacT o 6 TOAMHU C ICOPHUA3HUC, Jena C
oonect Ha Kpon ¢ terno nox 40 kg wium nipu fena Ha BB3pacT 1o 18 rouHu ¢ ICOpUaTHYeH apTPUT
WIN C yJIIEPO3€H KOJHT, 3aIl0TO HE € MPOY4BaH P Ta3u Bb3pacToBa rpyIa.

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 nnu mianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, Hsikou BUOBEe BakCHHU (’KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

. Axo cre nomyyaBanu 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,
BKJIFOUHMTEITHO JKMBH BakcHHH, KaTo BI[DK BakcuHa (M3mon3Bana 3a npeamna3Bane oT
TyOepkyio3a). JKMBUTE BaKCHHU He ce IperophuBar 3a Bamero 6e0e rmpe3 mbpBUTE JBAHAIECET
MeceIla ciell paXKIaHeTo, 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 nabironaBan mo-BUCOK PUCK OT BpoJeHH 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 ¢ IeTepO/IeH MOTEHINAN, JKEJIATEITHO € J]a He 3a0peMeHsIBaTe U Ja M3I0J3BaTe
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 0ebe. 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
noyyasaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu Oe0eTo Ja MOMyYH KaKBaTo U Ja €
BakcuHa. JKuBu BakcuHu, kato BIDK BakcuHa (M3nom3BaHa 3a npemnasBale oT TyOepKyio3a),
He ce MpernopbyBaT 3a Bamero 0ede mpe3 mbpBUTE [BaHAIECeT Mecela Clie]] paXKaaHeTo, aKo
cTe noiy4aBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKo JieKapsAT 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 J1a u3moisBare Stelara - He npaBeTe u ABeETe.

lodupane u padora ¢ MalIUHU
Stelara He MOBNMSBA WITH MTOBITUSBA MTPEHEOPESIKUMO CIIOCOOHOCTTA 32 IodHpaHe 1 padoTa ¢ MAITUHH.

Stelara ceabp:ka monucopdar 80

Stelara chabspika 0,02 mg nosucopbat 80 (E433) BBB Besika /103a, 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 n3nmoasBare Stelara

Stelara e npeaHa3HayueH 3a yrnorpeda 1o/ phbKOBOJICTBOTO M KOHTPOJIA Ha JIEKApP C OMUT B JICYCHUETO
Ha 3a00JIIBaHus, 32 KOMTO € MOKasaH 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
MHXEKLIUUTE U KOr'a I 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 mayanHara 103a, cieaBaniata Bu nosa me O0bae 4 ceqMuLn MO-KbCHO U CJIe TOBa Ha

Bceku 12 ceaqmuiu. Crneasamure 034 OOMKHOBEHO ca ChIUTE, KATO HavaJlHaTa J034.

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 MoJyunTe cieapamaTa 1o3a 90 mg Stelara cien 8 cenmuity, cien ToBa nmpe3 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. BamusT jgexap 1ie pen kora TpsiOBa Aa MOoIyduTe CeaBalara CH 103a.

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 Terso mo BpeMe Ha BCsIKa J03a.

o Hannden e pnakon ot 45 mg 3a gena, KOUTo TpsiOBa Jia morydaT Mo-MaJiko OT IsuIaTta 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 no3za e 45 mg Stelara.
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o Axo texxute noeue ot 100 kg, mpenoppunrtennara no3a e 90 mg Stelara.
) Cnen HavajiHaTa J03a, cieaBamara Bu qo3a me 0bae 4 ce AMUIM ITO-KBCHO U CJIE]] TOBA Ha
Bceku 12 ceqMHUIIN.

Hena c terno naii-manko 40 kg

Bbonecr na Kpon

o [To BpemMe Ha sedeHneTo Bammst ekap e npuitoky mepBara J1o3a ot npudausuTenno 6 mg/kg
Stelara upe3 KanmKkoBO BIMBaHE BbB BeHA Ha pbKaTa Bu (nHTpaBeHo3Ha nndy3us). Cnen
HauvalHaTa J03a IIe MoMy4yuTe cieapamara 1o3a 90 mg Stelara cnen 8 cenmuny, a ciies ToBa Ha
BCEKU 12 cenMuIm upe3 WHKEKITUS MO KoxKaTa (,,[I0JTKOKHO ).

o [Ipu HsKOM MALIMEHTH, CJIe]] TbPBAaTa MMOJIKOKHA WHXKeKIus, 90 mg Stelara Moxe 1a ce mpuiara
npe3 8 cenMuiy. BammsT jgexap 1e pen kora TpsiOBa Aa MOoIyduTe CeBalara CH 103a.

Kak ce npuaara Stelara

. Stelara ce npuiara KaTo HHXEKIHA O] KokaTta (OAK0XHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce MHKEKTHpA OT JeKap WIN MEIUIMHCKA CECTpa.

. Bue u Bammsr nekap, odaue Moske Jia pemure, ue Bue camu Moxe fa cu nrkektupate Stelara.
B TaxbB ciydaii me npeMuHeTe 00y4eHHe KaK Ja CH HH)KeKTupate Stelara caMOoCTOSITENHO.

. 3a yka3aHus Kak J1a MHxKektupare Stelara Buxre ,,YKazaHus 3a NpUIOXKEHHE B Kpas Ha Ta3H
JIUCTOBKA.

FOBOpeTe ¢ Bamus JICKap, ako UMATC BBIIPOCH OTHOCHO TOBA KaK CaMM [a IMOCTAaBATC MHKCKIUATA.

AKO cTe U3I0JI3BAJIM ITOBevYe 0T HeoOxoanMmara 1o3a Stelara

AKO cTe M3MOJI3BaIM WK ca By mpuiiox iy mopeye oT HeoOxoqumara jio3a Stelara, He3a0aBHO ce
NIOCHBETBAMTE C Jiekap wiH (apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, JIOPH U J1a € TIpa3Ha.

AKO cTe IPONMYCHAJIM a u3noJ3Bare Stelara
AKO cTe pomycHalH [103a, CBbpikeTe ce ¢ Bamus nexap wnu gpapmauent. He npunaraiite nBoitHa
J103a, 3a 1a KOMIIEHCUpaTe [IpoIlycHaTaTa 103a.

AKo cTe cipesin ynorpebara Ha Stelara
He e omacno na cripere ynotpebara Ha Stelara. Axo obaue s cripere, Bammte cumnromu Moxe aa ce
BBH300HOBSIT.

AKO UMaTe HIKAKBHU JOMBIHUTEIHH BHIIPOCH, CBBP3aHH ¢ yIoTpebara Ha TOBa JIEKApCTBO, MOMUTATe
Bamus siexap wiu gapMarieBT.

4. Bb3MOKHHU HeKeJTaHU peakuuu

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a IPCAU3BUKA HCIKCIIAHU PCAKIINU, BBIIPCKHU Y€ HC
BCCKMU I' I10JTy4aBa.

CepuHo3HH HexKeTaH! PeaKIuu
Hsaxon MalUCHTHU MOXKE 1a UMAaT CCPUO3HU HCIKCIIaHU PCAKIINHU, IIPU KOUTO Aa CC HaJIara CIICIIHO
JICUCHUC.

AJIeprUYHM peaKIy — MOsKe 1a U3MCKBAT cielHo JedeHue. Uapopmupaiite Bamus
JIeKap WM He3a0aBHO NOThpceTe CIEelHAa MeJUINHCKA TOMOII, AKO0 3a0e/IeKnuTe HAKOMN 0T
cJIe[IHUTE MPU3HAIH.
. CepHo3HHTE aepruIHN PEaKIH (,,aHapUIaAKCHs”) ca PEAKH MPH X0pa, TpUeMAaIu
Stelara (moxe na 3acernat go 1 Ha 1 000 nymm). [IpusHanure BKIIOYBAT:
o 3aTPyJHEHO JAHIIAHE WIH MPETIbIIAHe
o HHUCKO KPBBHO HaJISITaHE, KOETO MOJKE /1a MPUYMHH 3aMassHOCT WJIH CBETOBBPTEK
o MolyBaHe Ha JINLETO, YCTHUTE, ycTaTa Uild I'bpPIIOTO.
o UecTtute npu3HAIK Ha aIepPTrHYHA PEaKIvs BKIIOUBAT KOXKEH OOpUB U YPTUKApHS (MOXKeE
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na 3acerHat 1o 1 ma 100 qymm).

B penxu ciyuyau ce ¢h001aBaT ajleprudHu 0eJI0APOOHU peakiuu 1 0eJ10APooHO
Bb3NajleHUe NP NAIAEHTH, KOUTO MOJIyYaBaT YCTeKHHYMa0. YBeaoMeTe BeaqHara Bamms
JIeKap, aKo MOJy4YnTe CHMITOMH KAaTO KAIJIMIA, 32IyX H BHCOKA TeMIlepaTypa.

AKO ToNTyYHTe Cepro3Ha ajJepruiHa peakiys, Bamust nekap Moxe na pemu, ye Bue He TpsiOBa
na ynotpebsBate Stelara oTHOBO.

Nudexunuu — Mo:Ke 1a U3UCKBAT crieliHo jJevyeHue. MUadopmupaiite Bamusa gekap, ako
3a0esie;kNTe HAKOM OT cJIeIHUTE MPU3HALM.

o WHQEKIUUTE Ha HOCA WITH TBPJIOTO U TPOCTyJIaTa ca 4ecTH (MoXke Ja 3acerHar a0 1 Ha
10 myrmm)

. WHPEKIMUTE Ha JOJHATE NUXATEITHH IbTHUINA (TPhIHE HHPEKINN) ca HedecTH (MOoXKe /1a
3acerHat jo 1 na 100 mymrm)

° BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (LIETyJINT) € HeuecTo (MOoXe Aa 3acerde o 1 Ha
100 mymm)

. xepriecute (Bu 00Jie3HEH OOPUB ¢ MEXYpH) ca HeUueCTH (MOJKE J1a 3acerHar jo 1 Ha
100 mymm)

Stelara mosxe 1a Hamanu criocooHoctTa Bu 1a ce 6opure ¢ uadeknnu. Hikon nHpeknmnn Moxe
Jla CTaHaT CEPHO3HU U MOXKE 1a BKJIIOUBAT HH(PEKIMH, TPUUYMHEHU OT BUPYCH, 'BOMYKH,
OakTepuu (BKIIIOYUTEIHO TyOepKy103a) HIIH Mapa3uTH, BKIIOUYUTETHO HH(PEKINHU, KOUTO
BB3HUKBAT MPEAMMHO MIPU XOpa ¢ OTcliabeHa HIMYHHA cUcTeMa (OTIOPTIOHUCTUYHU HHPEKIHH).
[Ipu nanyenTy, momyyaBaiy ycTeKHHyMa0, ce cbo0IaBaT ONOPTIOHUCTUYHN NH(EKIINN Ha
MO3bKa (eHIe(aNInuT, MCHUHTHT), OenuTe IPOOOBE U OUUTE.

Jokaro ynorpe0sBare Stelara, TpsOBa aa cieaute 3a mpu3Hany Ha wH(eKIus. Te BKIFOUBar:
BHCOKA TeMIIepaTypa, TpUNonog00H: CHMITOMH, HOIIIHO MOTEHE, 3aryba Ha TerJio
yMopa WK 33]1yX, YIIOPUTa KallTHIa

TOIJIa, 3a4epBeHa U OOJIE3HEHA KOXKa MU OOJIE3HEH KOXKeH 00pUB C MEXypHu

napeHe Mpu ypuHUpaHe

JIAapus

3pHUTEITHO CMYIICHHE HJIH 3ary0a Ha 3peHue

r71aBo0oIie, CKOBAHOCT Ha BPaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, Fa/ICHE HIIH
00BPKaHOCT.

Wudopmupaiite Bamuis nekap BegHara, ako 3a0ele:KUTe HIKOW OT Te3U PU3HAIY Ha
uHdexnus. Te morat na ObIaT MpU3HALM HA MHPEKIUH KaTO TPbIHA HHPEKINU, KOXKHU
MH(EKINHU, XepIiec 30CTeP WIN ONOPTIOHUCTHYHH UH(EKLINH, KOUTO MOTaT Jja JOBEAAT JI0
cepuo3Hu ycnoxHeHus. MHdopmupaiite Bamus nekap, ako iMaTe HIKaKBa YIOPUTA HITH
noBTapsIIa ce nHpeKys. BamusaT gekap Moxe J1a peiy, 4e He TpsiOBa 1a ynorpedsiBare
Stelara, nokato nHdekuusaTa He ObIE U3NEKyBaHa. YBenoMmere Bamms nekap, U ako uMaTte
OTBOpPEHH PaHU I HApaHIBAHUS, Thil KATO MOXeE Jia c€ HHPEKTHPAT.

JIlomeHe HA KOKATA — HHTEH3MBHOTO 3a4ePBsIBaHE U JIIOIIeHe HA KOKATa Ha MO-T0JIsIMa
IUIOLI IO TSIJIOTO MOsKe 1a ca CHMIITOMH Ha €PUTPOAEPMHYECH NCOPHAZHUC HIIN
eKkc(oInaTHBEH 1ePMAaTHT, KOUTO €A CEPHO3HH KOKHU 3200JIs1BaHNA. AKO 3a0e/ieKuTe
HAKOH OT Te3W MPHU3HALM, TPAOBa 1a nHopMupaTte Bammus jexkap He3a0aBHO.

Jpyru HexelaHU peakuMH
YecTu HexeNaHH peakuuu (Moxxe 1a 3acersar 1o 1 Ha 10 gymm):
o Iuapust

. rajcHe
. MOBPBILIAHE
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ymopa

3aMasHOCT

riaaBobosme

chpOex (pypuUTyC)

0o0jKa B rbpOa, MyCKyJIUTE UIIH CTaBUTE
BB3MAIEHO T'BPIIO

3auepBsiBaHE U 0OJIKA HAa MICTOTO HA HHKXCKTUPAHE
UH(EKINS Ha CHHYCHTE

HeuecTn Heskenanu peakuuu (Moxe aa 3acersar o 1 va 100 gymm):

MH(EKINU Ha 350UTE

BarMHaJTHA HH(EKIHsI, TPUIUHEHA OT I'BONIKHI

Jenpecus

3aIlyIleH HOC WU Xpema

KbPBEHE, IOCHHBAHE, BIBBP/SIBAHE, IOAYyBaHE U ChPOEK HA MIACTOTO HA HHKEKTUPAHE

ycellane 3a ci1abocT

CrHaJaHe Ha KJernadya U M3KpUBSBaHE HAa MyCKYJIUTE HA eHAaTa IIOJIOBHHA HA JIULETO

(,yMIIeBa Mapann3a’” WiH ,,l1apain3a Ha benx’”), KoaTo 0OMKHOBEHO € BpEeMEHHA

o NpOMSIHA Ha TICOpHAa3uca ChC 3a4epBsIBaHE M HOBH MAJIKH, KBJITH WIN O€lIH MEXYpH IO
KOXKaTa, MOHSAKOTa IPUIPYKEHU ¢ Temreparypa (ITyCcTyI03eH IICOPHa3HUC)

. OeyeHe Ha Ko)kaTa (eKcqoralus Ha KoyKaTa)

o aKHe

Penxu Hexes1aHM JekapcTBeHH peakuuu (Moxke na 3acersar 10 1 za 1 000 mgyrmm)

o 3auepBsBaHe U JIIOIIEHE HA KOXKAaTa Ha IMO-ToJIsMa TIIOI] 110 TSUIOTO, KOUTO MOXKE Ja
ChPOAT WK J1a ca 6ose3HeHH (eKkcdomaTUBeH aepMartuT). [Tomo0HN cuMIITOMM
MIOHSAKOTA CE Pa3BHUBAT KaTO €CTECTBEHA MPOMSIHA HA BU/Ia HA CHMIITOMHUTE Ha MCOPHA3UC
(epuTpomepMUYEH TICOPHA3HC)

o Br3nanenue Ha MalkuTe KPHPBOHOCHU CHIIOBE, KOETO MOKE J1a JOBEJIE /IO KOXKEH OOPUB C
MAaJIKH YSPBEHU WX JIMJIABHU MMOAYTHHH, TEMIIepaTypa Wik 00JiKa B CTaBUTE (BaCKYJIUT).

MHoro peakH He:KeJIaHU JeKapcTBeHU peakuuu (Moxe na 3acerHat 1o 1 Ha 10 000 mymm)

o OO0pazyBaHe Ha MEXypH I10 KOXKaTa, KOsITO MOXe J1a ObJie 3a4epBeHa, Chposia u
OoneszneHa (Oyno3eH nempuron)
o KOJKEH JIYITyC €pUTEMATO/IEC U JIYIyC-0A00eH CHHAPOM (4epBEH, HaJUTHAT, JIIOIIEI Ce

0OpHB B M3JIOKEHUTE HA CIIBHIIC YYaCThIM Ha KOXKaTa, KOWTO MOXKE J1a € IMPUAPYKEH OT
0OJIKU B CTaBUTE).

Chol01aBaHe HA HesKeJIAHU pPeakIuu

AKO MONTyunTe HAKaKBU HEXXEJIaHU JICKApCTBEHU peakliy, yBeaomere Bamus nexap unu gpapMmaresnT.
ToBa BK/IIOYBA ¥ BCUYKU BB3MOXKHU HEONHMCAHU B Ta3U JINCTOBKA HEXeEJaHU Peakuuu. MoXKeTe ChILo
Jla ChOOIIUTE HEXKENaHHU PEeaKIMU JUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 3a ChOOIIaBaHe, IOCOYeHa B
[Ipunoxenue V. Karo cro0maBare HexXeNaHU PEaKLUK, MOXKETE J1a 1aJAeTe CBOSI IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(OopManus OTHOCHO 0€301MacHOCTTa Ha TOBA JIEKAPCTBO.

5.

Kak na cexpansiBate Stelara

[la ce cbxpaHsABa Ha MsCTO, HEJOCTBITHO 32 JELA.

Ja ce cpxpanssa B xnaqmtHuk (2°C-8°C). [la He ce 3ampassBa.

CexpaHsABaiTe NpeIBAPUTEITHO HATBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATa ONIaKOBKA, 3a J1a Ce
Mpeanasy OT CBETIUHA.

AKO € He0OXO0JMMO, OTJICITHUTE TPEIBAPUTEITHO HAITBIHEHH CIIPHUHIIOBKH Stelara Moxe chIIo 1a
ce ChXpaHABaT MpH craiiHa TeMreparypa a0 30°C 3a MakcuMyMm equH nepuog 1o 30 JHH B
OpUT'MHAJIHATa KapTOHEHA OMAKOBKa, 3a J]a C€ MPeAnas3sAT OT CBETIMHA. 3alMIIeTe JaTara, Ha
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KOATO NPEIBAPUTEIHO HAIIBJIHEHATA CIIPUHIIOBKA € U3BaJICHA 32 IIbPBU ITBT OT XJIAIUITHUKA U
JlaTaTa Ha U3XBBHPIITHE HA 0003HAYCHUTE Ha BHHINHATA KApTOHEHA OMaKoBKa MecTa. JlaraTa Ha
U3XBBPJISHE HE TPSAOBA J1a € CJIe/l OPUTMHAIHHS CPOK Ha TOJHOCT, OTIIEYAaTaH BBPXY
KapTOoHeHaTa onakoBka. Ciiell KaTo BEIHBK CIIPHHIIOBKATA € Oujia ChbXpaHsIBaHa IIpH cTaiiHa
temneparypa (o 30°C), Ts He TpsiOBa Aa ce BphIla B XJIAAWIHUKA. VI3XBEpIIeTe CIPHUHIIOBKATA,
aKO HE Ce M3I0JI3Ba ClIe]l ChXpaHEHUE MpU CTallHA TeMIepaTypa B paMkute Ha 30 JHU WK ciel
M3THYaHE HA OPUTHHAIHUSA CPOK Ha TOJHOCT, B 3aBUCUMOCT OT TOBA, KOE OT JIBETE¢ HACTHITH I10-
paHo.

He pasknamiaiite npeaBapuTeIHO HAITbIHCHUTE CIPUHIIOBKY Stelara. [IpoabiKUTeTHOTO
EHEPruyHO pa3KIalllaHe MOKE Ja MOBPEIH JIEKAPCTBOTO.

He n3nos3Baiite ToBa JIEKApPCTBO:

CJIe/I CPOKa Ha TOJHOCT, OTOEISI3aH BHPXY €THKETa M KapTOHEHATa OMAaKOBKa CJIC]T

»EXP*“/, T'onen no:*“. CpoKbT Ha TOMHOCT OTTOBAPS HA MOCIEAHUS JCH OT TOCOYCHUS MECETI,
aKO TEYHOCTTA € C IPOMEHEH IIBSIT, MbTHA WJIH B Hesl ce 3a0esI3BaT ILTyBAIly TyK/I1 YaCTHIIH
(BwxkTe TOuKa 6 ,,Kak nsriexaa Stelara u KakBO ChAbpPIKa OMAKOBKATa™);

aKo 3HaeTe WIH CMsATaTe, 4e MOXKe J1a € Onita N3NoKeHa Ha eKCTPEMHH TeMIieparypu (KaTo
WHIIUJCHTHO 3aMpPB3BaHE WU 3arpsBaHe);

aKo MPOIYKTHT € OMJI CHEPTHYHO Pa3KIaTeH.

Stelara e camo 3a egHOKpaTHa ynorpeda. Hemsnoms3BanusaT NpoayKT, OcTaHal B CIPUHIIOBKATA, TPIOBa
Jla ce u3XBBpau. He n3xpbpidiiTe iekapcTBaTa B KaHAIM3AHUATA WM B KOHTEHHEpa 3a JOMAIIIHU
ornaasuy. [lonuraiite Bammus ¢apmaneBT Kak 1a U3XBBPIATE JIEKApCTBATa, KOUTO BeUye HE
usnoinssare. Te3n MEepKH Ilie CHOMOTHAT 3a ONa3BaHE HAa OKOJHATA Cpefa.

6.

Cpbabp:kaHue HA ONIAKOBKATA M I0NbJIHUTEIHA HHpopMauus

KakBo cbabpaxa Stelara

AKTUBHO BEIIECTBO: YCTEKHMHYMa0. Besika npeiBapuTeTHO HAITbIIHEHA CIIPHHIIOBKA ChIBPKA
45 mg ycrekunyma6 B 0,5 ml.

Hpyru cberaBku: L-xuctuans, L-XUCTHINHOB MOHOXUAPOXIIOPUT MOHOXHUAPAT, ToaucopbaT 80
(E433), 3axapo3a u BoJa 3a HHKEKITUH.

Kak m3ranexna Stelara n kKakBo cbIbp:Ka ONIAKOBKATA

Stelara e GucThp 70 JIEKO OIajecueHTeH (C MepIIeH OIACHK), Oe3[BETEH 10 OISO BIT HHKEKIIMOHESH
paztBop. Toit MoKe J1a ChABpKA HIAKOIKO NPEOHHU MONYIPO3PAYHH WIH O€H YaCTHIIN TPOTEHH.
JocTaps ce B KapTOHEHA OMaKOBKa, ChABPIKAIA €/JHA CTHKJICHA TPEIBAPUTEITHO HAITBIHEHA
cnpuHIoBka oT 1 ml ¢ eaunuydHa no3a. Besika npeaBapuTeIHO HAaIbJIHEHA CIIPHUHLIOBKA ChIBPIKA

45 mg ycrekuaymad B 0,5 ml MHXKEKIIMOHEH Pa3TBOP.

IIpuTexartes Ha pa3pelIeHUETO 32 ynoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoagureJ
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a nonbJIHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJISL, CBBPIKETE CE C JIOKATHHS
NPENCTaBUTEN Ha TIPUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnorpeda:
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Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKOHCBH & JIxoHchH 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
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EArGoo

Janssen-Cilag ®oppokevtik) Movonpocmnn

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

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.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: +31 76 711 1111
janssen@jacnl.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 Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com
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island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog
Bapvéfoc Xotinravayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

lv@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
Ttn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

I[aTa Ha MOCJCIHO MpepasrjaexKaaHne Ha JJMCTOBKaTa

[TonpoGHa uHpOpMaIKs 3a TOBA JICKAPCTBO € IpeocTaBeHa Ha yeOcaiita Ha EBporelickara areHIus

10 JIeKapcTBaTa https://www.ema.europa.eu.
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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 pemute, ue Bue camu Moxke Ja cu umkektupare Stelara. B Takbss
CITydJaii 1Iie MpeMHUHEeTe 00yUeHHe Kak Jla niKkekTtupare Stelara. ['oBopete ¢ Bammst nexap, ako nMare
BBIIPOCH OTHOCHO MOCTABSIHETO HA HH)KEKLIHATA.

He cmecnaiite Stelara ¢ Apyru TeUHOCTH 32 MHKEKIIHAL.

He pasknamaiite npeBapuTeIHO HaITbJIHEHUTE cIIpUHIOBKH Stelara. [Ipuunnata 3a ToBa e, ue
CHJIHOTO pa3KJalllaHe MOXe Ja MOBpeu JekapcTBoTo. He ynorpebsBaiite 1ekapcTBOTO, ako €
OWJIO CHITHO pa3KJIaTeHo.

Ha durypa 1 e mokazaHo kak M3TJekK/1a IPeABAPUTEIHO HAITBIHEHATA CIIPHHIIOBKA.

Cko0Ou Ha
Npeana3suTeId Ha
Byrazo wraara Kopmyc Kontpoano Kanaue Ha
mpo3opue Hriara

_'{Fﬁfg ! |>

—-%

I'maBa Ha CTpaHHIH Ha Etnker Hrma
oyTamzoTo NpeanasHTe1d

Ha HraTta

Qurypa 1

1. IlpoBepere Oposi Ha MpeABAPHTEHO HAITBJIHEHUTE CHIPUHIIOBKH U NOATOTBETEe MaTepHaJInTe:
[ToaroroBka 3a U3MOJ3BaHE Ha MPEABAPUTEITHO HATBIITHEHATA CIIPUHIIOBKA

W3Baziere npeaBapuTEIIHO HAITBIHEHATA CIIPHHIIOBKA/CIIPUHIIOBKY OT XiaamwiHuka. OcraBere s
Jla TIPECTOU OKOJIO MOJIOBUH Yac W3BbH KyTHUsTa. TOBa 1€ MO3BOJIM Ha TEYHOCTTA JIa TOCTUTHE
HOAXOAIIA TEMIIEpaTypa 3a HHKEeKTUpaHe (cTaiiHa Temneparypa). He cBansiite kanaukara Ha
UrjaTa, IOKaTo TEYHOCTTA HE TOCTHIHE CTaifHa TeMIleparypa.

XBaHeTe KOpITyca Ha CIIPUHIIOBKATA Taka, 4e MOKPUTATa C KalayKa UIjia J1a COYH Harope.

He xBamaiite riiaBara Ha OyTanoro, OyTajaoTo, CTPAHUIMTE HAa MPEANa3HTells Ha UTJIaTa WK
KaraJykara Ha Urjara.

He m3nbprBaiite OyranoTo.

He cBansiiTe karmaukara Ha UrjaTa OT CIIPUHIIOBKATa, JOKAaTO HEC MPOYCTCTEC B MHCTPYKIUATA 3a
TOBA.

He nokocBaiitTe akTHBHpAIIUTE CKOOM Ha MPeana3uTessl Ha urinata (yKa3aHu CbC 3Be3M4Ka ¥
Ha ¢urypa 1), 3a 1a n30erueTe NPekKAeBPEMEHHOTO MOKPHBAHE Ha UIJIATa C MPEANa3HTels.

[IpoBepeTe nMpeBapUTEIHO HATBIHEHATA CIIPUHIIOBKA/CTIPUHIIOBKH, 32 JIa CE YBEPHTE, e

6pO$IT Ha Ip€aABApUTCIIHO HAITBJIHCHUTC CIIPUHIIOBKH U KOJIUYECTBOTO HA aKTUBHOTO BEIIECTBO
B 1030Ba €JMHHIA Ca BCPHU

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 ase 45 mg NpeaBapUTEIHO HAITBIHEHN

cnpuHIoBKY Stelara u mie TpsiOBa 1a cu mocTaBuTe ABE HHXKeKuuu. M30epere nBe
pa3IMvYHU MeCTa Ha MHKEKTUpaHe (HarnpuMep eHaTa WHXKEKIUS B JFICHOTO Oe/po, a
JpyraTa — B JIIBOTO) U TM HallpaBeTe €AHa CIe APYTra;

TOBa € MPAaBUITHOTO 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 LUBAT WJIX MBTCH U HE ChbAbPKA YYKAHU YaCTHIH,

o Pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMPb3HAIL.

Crbepere BCHUKH MaTepHalld, OT KOUTO CE HY>KIaeTe U TH IMOCTaBETe BhPXY YMUCTa 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 npuara upe3 HHKEKIUSA 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 HsK0# By momara npu moCTaBsSIHETO Ha MHXKCKIUATA, 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]IFOTBeTe MSCTOTO 3a MHKCKTHPAHE
. M3muiiTe prlieTe CH MHOTO TOOpE ChC CaIlyH U TOILIAa BOJA.
. ITouncTeTe KOKaTa Ha MSCTOTO 33 HHKEKTUPAHE C AaHTUCENITUIHA KhPITHYIKA.
. 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 MNpEABAPUTCIHO HAITBJIHCHATA CIIPUHIIOBKA U XBAHCTEC KOPITyCa Hc CIHa PBKa.
L4 Ps3ko H3,Z[’LpHaﬁTe KaltaykKaTa Ha urjiaTa B IIpaBa IOCOKA U A U3XBBPJICTC. HOKaTO IIpaBUTC

TOBa, HE JIOKOCBAiTE OYyTaIOTO.

®durypa 3

L4 Moxe Ja 3a0€NeKHUTE BB3AYLICH MCXYDP B IPCABAPUTCIIHO HAITBJIHCHATA CIIPUHIOBKA WJIN
KaIllka TCYHOCT Ha BbpXa Ha urjara. ToBa e HOPMAaJIHO U HE € HCOGXOZ[I/IMO Ja C€ OTCTpaHsABaT.
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He noxocsaiiTe urnarta v He 1 JONMPANTE B APYTH IOBBPXHOCTH.

He uznon3paiiTe nmpeaBapuTEIHO HAITbIHEHATA CIIPUHIIOBKA, aKO S U3THPBETE C OTBOPEHA UIJIA.
AKO TOBa ce CcITy4H, ce CBbpKeTe ¢ Bammst nexap ninm hapmarieBT.

Mnxextupaiite 103aTa BeHara, oM CBaJIUTE KaraykaTa Ha UrjaTa.

4. NuxexTHpaiiTe 103aTa:

XBaHEeTE NPEeABAPUTEITHO HATBJIHEHATA CIIPUHLIOBKA MEXKIY CPEIHUS MPBCT U MOKa3aaea Ha
e/HaTa pbKa M IIOCTaBeTe MaJjela CH BbpXY IJ1aBaTa Ha OyTaoTo, a ¢ Apyrara pbKa JIeKo
CTHCHETE MOYKMCTEeHAaTa KoXa MeXAy najena u nokasanena. He ctuckaiite cuiHo.

He w3nbpnBaiite OyTtanoTo.

C enHo OBP30 ABWKEHUE BKapaiiTe Uriiara B KOXkaTa, JOKbAETO MOxe (BXK. purypa 4).

Qurypa 4

WuxexTupaiiTe HAI0TO KOJTUYECTBO OT JIEKAPCTBOTO, KaTO HATHCKaTe OyTaloTo, T0KaTO
rJIaBaTa My JOCTHTHE MEX/y CTPaHUIIUTE Ha MpeAra3uTess Ha urnata (Bx. gurypa 5).

Koraro OyTanoro cTUrHe 10 Kpasi, He OTIIyCKaiTe HaTHCKa BbPXY IJIaBaTa My, U3BaJIeTe Urjara
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 MPeaIa3suTems, KaKTo €
MoKa3aHo Ha ¢urypa 7:
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@urypa 7

5. Cien uHKeKTHPaHe:

HpI/ITI/ICHeTe AHTHUCCIITUYHA KbPIIUYKA BbPXY MACTOTO Ha MHXCKTUPAHC B ITPOAB/IKCHUC HAa
HAKOJIKO CEKYH/IH, CJIe]] KaTO TOCTaBUTE NHKEKIUATA.

BB3MOKHO € Ha MACTOTO Ha HWHXXCKTHUPAHE J1a UMa MAJIKO KOJIMYECTBO KPbB UJIM TCUHOCT. Tora
€ HOpMaJIHO.

Moske 1a MPUTHUCHETE MACTOTO Ha MH)KEKTHPaHE ¢ TaMy4eH TaMIIOH WM MapJis U Aa
3anbpxkute 10 cexyHau.

He pa3repkBaiite Koxkara Ha MSICTOTO Ha HHXKEKTHPaHE. AKO € HEOOXO0JMO, MOXKE Ja CIIOKUTE
MaJKa JIEIEHKa BbPXY MSACTOTO Ha MH)KEKTHPAHE.

6. U3xBbpJIsiHe:

W3non3BaHuTe CIPUHIIOBKY TPsIOBA J1a Ce IMOCTABST B HEMPOOUBaeM KOHTEHHEp, KaTo
KOHTEIHEepa 3a ocTpu npeaMeTu (Bx. ¢purypa 8). 3a Barrara 6e301macHOCT H 31IpaBe U 3a
Oe3ormacHOCTTa Ha JPYTUTE, HUKOTA HE M3MOI3BaliTe MOBTOPHO CIIPUHITOBKUTE. V3XBBpIsiiTE
Bamus koHTelHEp 32 OCTPH NMPEAMETH B ChOTBETCTBUE C MECTHUTE Pa3IOPeI0H.
AHTUCENITHYHUTE KbPITMYKU U IPYTH KOHCYMAaTHBU MOXKE JIa Ce U3XBBHPIAT B OOIINS OOKITYK.

Qurypa 8
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 90 mg nH:KeKIIHOHEH Pa3TBOP B NPeIBAPUTETHO HANTbJIHEHA CHIPUHIOBKA
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 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 TPOYETETE OTHOBO.

- AKO UMate HAKaKBH JONBIHUTEIIHA BBIIPOCH, IonuTaiiTe Bamus nexap uiu GapmarieBT.

- ToBa nekapcTBO € npenanucano JuyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To moxe
Jla IM HaBpeIly, He3aBUCHMO Y€ TIPU3HAIIMTE HA TAXHOTO 3a00JsIBaHe ca ChIUTE Kato Bammre.

- AKO TIOJTyYHTe HAKAKBH HEXKEJIaHU peakllny, yBeaoMeTe Bamus siekap wiu gapmarert. Toa
BKJIIOYBA U BCUUKHU BH3MOKHU HEKEJIAHU PEAKI[MU, HEOMIMCAHU 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 npencrasisiBa 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 MMYHHaTa CUCTEMA.

3a xakBo ce n3noJji3Ba Stelara
Stelara ce u3moi3Ba 3a JIeUeHHE HA CIENHNATE BH3MAIUTEIHN 3a00JISIBAaHUS:

] IImakoB rcopuasuc - Mpu BH3PaCTHH | JIela Ha BB3PacT OT 6 TOJAUHU U MO-TOJIEMU

. IIcopuaTuyeH apTpuT — pu Bb3pacTHU

. YmMepeHa 10 Texkka 6osiect Ha KpoH — nipy Bb3pacTHU M Aela ¢ Terio Hai-manko 40 kg
o YMepeH 10 TEXBK YIIEPO3eH KOJUT — IPU Bh3PaCTHU

IlnakoB ncopuasuc
,,[ [ITAKOB TIcCOpHa3uc” € KOKHO 3a00JIsIBaHe, KOSTO BOJIU JI0 Bh3MaJICHHE, 3aCATallo KoXaTa i HOKTUTE.
Stelara HamMajIgBa BB3MAJIEHUETO U APYTUTC IIPpU3HAIU HA 3a00J11BaHETO.

Stelara ce U3noN3Ba MpU BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3KC, KOUTO HE MOTaT Jia
M3II0JI3BAT LUKJIOCIIOPUH, METOTPEKCAT MJIH (POTOTEpaIys, WK KOTaTo Te3U JICUCHHsI He ICHCTBAT.

Stelara ce u3mo/3Ba IpH JCla U FOHOIIN Ha Bh3pacT 6 TOJUHM U TO-TOJIEMHU 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

[IcopuaruueH apTpUT € BB3MAINTETHO 3a00JIsIBaHE HA CTAaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO UMate akTUBEH IICOPUATHYEH apTPHUT, IbPBO 1e Bu nexyBaT ¢ Apyru jiekapcTBa. 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;
) nono0pu puznueckoTo Bu cherosHME;
) 3a0aBU yBpexIaHeTo Ha Baiure craBm.

Bouaect na Kpon

Bonecrra Ha KpoH ¢ Bb3nanuTeliHO 3a00JI1BaHe Ha yepBaTa. Ako umate 6ojiecT Ha KpoH mbpBo 1ie
Bu ce magat npyru nexapctBa. AKO He C€ TTOBIIMSETE TOCTATHYHO WM UMAaTe HETIOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mazge 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 ekapceTBa. AKO He Ce TOBIMSIBATe 100pe WK UMaTe HEMMOHOCHMOCT KbM TE3H
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 MM HIKOSI 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 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 nnu ¢apmaneBT npeau aa usnonssare Stelara. BamusT nexap me nposepu
ChCTOAHMETO By npeau Besiko JeueHne. Y BegoMeTe cBOs JieKap 3a Bcska Barra 6osiect mpeau BCsSKO
neuenne. Coio Taka nHGopMupaiite Bamms ekap, ako HACKOPO CcTe OMIIM B KOHTAKT C YOBEK, KOUTO
MoOXe Jja uMa TyOepkyiio3a. Bamust nekap e Bu npernena u 1ie Hanpasu uscieqBaHe 3a
TyOepKyJo3a, npean Aa u3nonssare Stelara. Axo Bammar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyo3a, Moxke Aa Bu mpeamnuiie nekapcTsa 3a JIe4eHUeTo H.

Ciiegere 3a ceprO3HHU HeKeJIaHU peaKIuu

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 ,,Cepro3Hn HeXETaHU PEakiiy’ B TOYKA 4 3a MMBIHUS CIIUCHK Ha TE3U HEXKEIIaHU 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
0TcnabBaT 4acT OT MMyHHAaTa cucteMa. ToBa Moe Jja MOBHIIH PUCKa OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH 0MOJIOTHYHHM JIEKAPCTBA (JIEKaApPCTBO,

NMPOU3BeeHO OT 0M0JI0rMYeH H3TOYHUK M 00OMKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

o AKO0 UMaTe MJIM HACKOPO cTe UMAJIH MHpeKIus.

o AKO UMaTe HOBU WJIM MPOMEHSIIIM ce JIe3NU B yJaCThLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKO HAKOTa cTe HMAJIM AJIepruYHa peakuus KbM JaTeKe Wiu HHxKkeKknusa Stelara —
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OIIAaKOBKaTa, B KOSATO CE HAMHpPa TO3H JEKapCTBEH MPOIYKT, ChAbpPKA JaTEKCOBA I'yMa, KOSTO
MOXe Jja IPEeIU3BUKA TEXKH AJIEPTHYHHI PEaKIUH MPH X0Pa, YyBCTBUTEIHH KbM JlaTekc. BrkTe
,,Clenere 3a CepHO3HM HEXXeJIaHU peakuy’ B TOUKa 4 3a MpU3HAIUTE Ha ajJepruyHa peakiusl.
AKO noJiy4yaBare Jpyro jJedeHue 3a NCOPUAZUC U/ WM MICOPUATHYEH APTPUT — KaTo JPyrd
UMYHOCYTIpecOopH Win (oToTeparus (KoraTo TSIOTO ce JeKyBa ¢ THI ynTpaBrosnerosa (UV)
cBETNMHA). Te3u JeUeHHs ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3mon3BaHeTo
Ha Te3M JICUeHHs 3aeAHO che Stelara He e u3cnenBaHo. Be3moxkHO € obade, To a yBenuun
puicka oT 3a00JIsIBaHYsI, CBBP3aHH C OTcIabBaHe HA UMYHHATa CHCTEMA.

AKO noJiyuaBaTe WM HIAKOTa cTe MOoJy4aBajyu HHKEKINY 32 JieYeHHe Ha aJIeprum — He €
M3BECTHO fanu Stelara Moe a OKa)ke BIUSHHUE BBPXY THX.

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 manuenTy nmomy4aBar JIymyc-oJoOHU peakly, BKIIOUUTEIHO KOXKEH JYIyC epUTeMaTonec u
JyIyc-1o00eH CUHAPOM, TI0 BpeMe Ha JIeueHue ¢ ycTeKuHyMab. ['oBopere Beanara ¢ Bamms sekap,
aKo MOJYyYHTE YePBEH, HAJAUTHAT, JIOLIEI ce OOPUB, MOHAKOI'a C MO-TbMHU IPAaHUIIY, B U3JI0KCHUTE
Ha CTBHIIC yYacThIM Ha KOXKaTa WM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT ¥ HHCYJITH

WubapkT 1 HHCYNITH ca HAOJII0JaBaHU B MPOYYBAHE MPHU MAIUCHTH C TICOPHUA3HUC, JCKYBaHH ChC
Stelara. Bamwust jgekap peIoBHO Iiie¢ IpOBEpsiBa PUCKOBUTE (PaKTOPHU 3a ChPACUHO 3a00JIABaHE U
UHCYJT TpH Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 10 Moaxo il HaunH. He3abaBHO moThpcere
MEIUIMHCKA TIOMOIL, aKO TTOJTy4HTe OOJIKA B I'bPIUTE, CIA00CT WM HEOOMYaHO yCellaHe OT eHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT Ha JIMIIETO WUJIX T'OBOPHU WX 3PpUTCIIHU CMYIICHUA.

Jlena v I0OHOIIH

Stelara He ce mpenopbyuBa 3a yrnorpeba Mmpu Aela Ha Bb3pacT o 6 TOAMHU C ICOPHUA3HUC, Jena C
oonect Ha Kpon ¢ terno nox 40 kg i nipu fena Ha BB3pacT 1o 18 rofuHu ¢ ICOpUaTHYeH apTPUT
WIN C yIIEPO3€H KOJHT, 3aIl0TO HE € MPOY4BaH P Ta3u Bb3pacToBa rpyIa.

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 nnu mianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, HsikoM BUOBE BakCHHU (’KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

Axo cre nomyyaBanu 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,
BKJIFOUHMTEITHO JKUBH BakcHHH, KaTo BI[DK BakcuHa (M3mon3Bana 3a npeamna3Bane oT
TyOepkyo3a). JKuBute BakCHHH HeE ce penopbuBaT 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.

BpemeHHOCT M KbpMeHe

Axo cte OpeMeHHa, CMATaTe, Y€ MOKe Jla CTe OpeMEeHHa WITH 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 OrpaHUYCHH.
[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
TIOJIXOJISII POTHBO3aYaTh4eH METOI, KOraTo u3mnoi3sare Stelara u mone 15 cenmunu cie
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 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. JKuBu BakcuHu, kato BI)K Bakcuna (n3nomn3BaHa 3a npe/mnasBaHe oT TyOepKyo3a),
He ce MpernopbyBaT 3a Bamero 0ede mpe3 mbpBUTE [BaHAIECeT Mecela Clie]] paXKaaHeTo, aKo
cTe noiy4aBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo Jiekapsar Ha Bamrero 6e6e He
npernopbya Apyro.

. VYcereknHyMab Moke Ja MpeMUHE B KbpMaTa B MHOTO MaJIKH KojruecTBa. [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 MOBNKsIBA WU MTOBIUSBA TPEHEOPEIKUMO CIIOCOOHOCTTA 32 IoQupane 1 padboTa ¢ MaIIUHH.

Stelara ceabp:ka monucopdar 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 YCTAaHOBEHHU aJIePTHH.

3. Kak na n3nmoasBare 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 ka3an 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 kosmyectBo Stelara ce mpuiiara
Bamusr siekap 1ie perim KakBo KonudecTBo Stelara TpsiOBa 1a MONTyYUTe 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 mayanHara 103a, cieaBaniata Bu nosa me O0bae 4 ceqMuLn MO-KbCHO U CJIe TOBa Ha

Bcekn 12 cegmuru. CrienBaliure 1034 OOMKHOBEHO Ca CHIINATE, KATO HaYajJHaTa J1034.

BoJect Ha KpoH nin ynepo3eH KOJHUT

. ITo BpeMe Ha nedenueTo Barmsr jekap e Bu npuiioxu mbpeara 703a 0T MPUOITH3UTETHO
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 [pu HsKOM MALIMEHTH, CJIe]] TbpBaTa MOJIKOKHA HXKeKIus, 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 TpsiOBa aa onpeesu MpaBuiiHaTa 3a Bac 103a, BKIIIOUUTEIIHO 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 Hannden e pnakon ot 45 mg 3a gena, KOUTo TpsiOBa Jia morydaT Mo-MaJiko OT IsuIaTta 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 J03a, cieaBamara Bu qo3a me 0bae 4 ce AMUIM ITO-KBCHO U CJIE]] TOBA Ha
Bceku 12 ceqMHUIIN.

Hena c terno naii-manko 40 kg

Bbonecr na Kpon

o [To BpeMe Ha sedeHneTo Bammst ekap e npuitoky mbpBara J103a ot npudiausuTenHo 6 mg/kg
Stelara upe3 kanmkoBO BIMBaHE BbB BeHA Ha pbKaTa Bu (nHTpaBeno3Ha nndysus). Cnen
HayalHaTa J03a Ie MOyyuTe cieaBamara 1o3a 90 mg Stelara cnen 8 cenmuny, a ciies ToBa Ha
BCEKU 12 cenMuIm upe3 WHKEKITUS MO KoxKaTa (,,[I0JIKOKHO ).

o [Ipu HsKOM MALIMEHTH, CJIe]] TbPBaTa MMOJIKOKHA WHXKeKus, 90 mg Stelara Moxe 1a ce mpuiara
npe3 8 cenMuiy. BammsT jgexap 1e pen kora TpsiOBa Aa MOoIyduTe CeBalara CH 103a.

Kak ce npuiiara Stelara

o Stelara ce mpuara KaTo HHXEKIMA O KoXkaTa (OAKOXHO). B Havanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HHKEKTHUpPA OT JeKap WM MEIUIMHCKA CECTpa.

o Bue u Bammsar nekap o6aue Moxxe 1a pemunTte, ue Bue camu Moxe na cu umxektupare Stelara.
B TaxbB ciydait me npeMuHeTe 00y4eHHe Kak Jia CH WHKeKTupate Stelara caMOoCTOSITEITHO.

. 3a yka3aHus Kak J1a MHKeKkTupare Stelara BukTe ,,YkazaHus 32 IPUIIOKEHNE” B Kpasi Ha Ta3u
JIUCTOBKA.

FOBOpeTe ¢ Bamus JICKap, aKkO UMATC BBIIPOCH OTHOCHO TOBA KaK CaMM A IMOCTAaBATC MHKCKIUATA.

AKO cTe N3M0JI3BAJIN II0BeYe OT HeodxoaumMara g03a Stelara

AKO CTe M3MOoN3BAIIM WK ca By npuitoxxuiy moBeve ot HeoOXoAumMara 1o3a Stelara, He3abaBHO ce
MOCHBETBAMTE ¢ Jiekap win dapMarieBT. Bunaru HoceTe ¢ Bac kapToHeHaTa orakoBKa Ha
JIEKapCTBOTO, JOPH U J1a € Ipa3Ha.

AKoO cTe IPONMYCHAJIM 1a u3noJ3Barte Stelara
AKO CTe IpOoIyCHAaJIM [103a, CBhpKeTe ce ¢ Bamms nekap wiu dapmarnieBt. He npunaraiite qsoitna
J103a, 32 Ja KOMIIEHCUpATe MpOoITycHaTaTa 103a.

AKo cTe cnipesin ynorpeoara Ha Stelara
He e onmacHo na cnipere ynorpebara Ha Stelara. Ako obade 51 cripete, Bammre cumnroMmu Moxe 1a ce
BBH300OHOBSIT.

AKO UMaTe HSIKaKBHU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBA JIEKapCTBO, IONUTAlTe
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!U PEeaKiy, IIPH KOUTO J1a c€ Hajlara CIeIIHO
JICYCHHE.

AJIepru4Hy peakuuu — MOKe 1a U3HCKBAT clelHo jJedenne. Mudopmupaiite Bamus
JIeKap WM He3a0aBHO MOTbpPceTe CIelIHa MeIMUMHCKA IOMOILI, aK0 3a0esieskuTe HAKOM OT
CJIe[THATE MPU3HAIHA.
° CepHo3HHTE alleprUIHA peakiuu (,,aHadumakcus’) ca peAKH MPH Xopa, MpHUeMaIi
Stelara (moxe na 3acernat no 1 Ha 1 000 nymm). [TpusHanmTe BKIIOYBAT:
o) 3aTpyTHEHO JUIIAHE WIH MPETIbIIaHe
o) HUCKO KPBBHO HaJSITaHE, KOETO MOJKE J1a IPUYMHH 3aMAastHOCT WJIH CBETOBBPTEK
o) MOAyBaHE Ha JIMIIETO, YCTHUTE, YCTaTa UIH I'BPIIOTO.
° UYecTuTe MpU3HAIM HA aJIEPTUYHA PEAKIIHS BKIIFOUBAT KOXKEH OOpUB U YPTHKApHs (MOXKe
na 3acerHat o 1 va 100 gymm).
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B peaxu ciyyan ce cb001IaBAT aJleprudHy 0e10ApoOHN peakuuu 1 0e10a1podHO
BB3MaJieHUe NPU NaleHTH, KOUTO NMOJIy4YaBaT ycTeKMHYMa0. YBegoMeTe Beqnara Bamms
JIeKap, aK0 MOJIyYUTe CHMIITOMH KAaTO KAalJIMIA, 33/lyX H BUCOKA TeMIlepaTypa.

AKO TIONy4YHTe CepUO3Ha allepTUYHa peaknus, Bammsar iekap Moxe na permw, 4e Bue He TpsiOBa
Ia yrorpedspare Stelara 0THOBO.

HNHadexnnn — Moxke 1a M3MCKBAT clielIHO JeyeHue. Undgopmupaiite Bamms iekap, ako
3a0eJie;KUTe HAKOH OT CIeJHUTE NPU3HALN.

o MH(EKIUUTE HAa HOCA WM T'BPJIOTO U POCTyJaTa ca 4ecTH (Moxe Aa 3acerHar ao 1 Ha
10 mymmn)

o WHQEKIUUTE HA IOTHUTE TUXATSITHA MBTUINA (TPBHIHN HHPEKIMH) ca HedecTH (MOoXKe Ja
3acerHar qo 1 Ha 100 mymrm)

o BBH3NAJICHUETO Ha MOJKOKHATA ThKaH (LENyJIUT) € HeuecTo (MoXe Ja 3acerHe 1o 1 Ha
100 mymm)

o xeprnecute (BUI Oose3HeH 00pUB C MEXypH) ca HeuecTH (MoXke Aa 3acerHar a0 1 Ha
100 mymm)

Stelara mosxe na Hamanu cnocobnoctTa Bu na ce 6opute ¢ nadekunu. Hixon undexunn moxe
Jla CTaHAT CEPHO3HU U MOJXKE JIa BKITFOUBAT WHPEKIMH, IPUYUHEHU OT BUPYCH, THOUYKH,
OakTepuu (BKIIIOYUTEIHO TyOepKy103a) HIIH Mapa3uTH, BKIIOUYUTETHO HH(PEKINHU, KOUTO
BB3HUKBAT MIPEAMMHO IPU X0pa ¢ oTciiabeHa UMyHHA cucTeMa (OMOPTIOHUCTUYHU HHPEKIIHN).
[Ipu nanyeHTH, MoryyaBay ycTeKHHyMab, ce choOIIaBaT ONOPTIOHUCTUYHN HH(EKIINU Ha
MO3bKa (eHIeanuT, MCHUHTHUT), OeTUTe APOOOBE U OUUTE.

[oxkaro ynorpe0sBare Stelara, TpssOBa aa cieaute 3a nmpu3Hany Ha uH(eKus. Te BKIIOYBaT:
o BHCOKAa TEMIIEPaTypa, TPUIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3aryba Ha Teriio

o yMOpa HITH 3alyX, yIIOpUTa KaIlUTHIIA

o TOIJIa, 3a4ePBEHA U OOJIE3HEHA KOXKa HITH OOJIC3HEH KOXKEH OOPUB C MEXypHU

o napeHe npu YpUHUpPaHEe

o Japust

o 3PUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

o ri1aBo0oJve, CKOBAaHOCT Ha BpaTa, YyBCTBUTECIHOCT KbM CBETIIMHA, TAJICHE HITH
00BPKAHOCT.

Hudopmupaiite Bamist gekap BegHara, ako 3a0€IeKUTe HIKOW OT Te3W MPU3HAIM Ha
uHpeknusa. Te moraT na ObAaT NpU3HALK HA MHOEKIIMY KaTO IPhIHA HHPEKIIUU, KOKHH
UH(EKIINHU, XepIiec 30CTep WIN OMOPTIOHUCTHYHH HH(EKIINH, KOUTO MOTaT Jia JOBEAAT JI0
cepro3Hu ycnoxxHenus. MHbopmupaiite Bamus nekap, ako vMaTe HIKaKBa YIOPHUTA WK
MoBTapsIa ce nHpekys. BamusaT nexkap Moxxe 1a pely, uye He TpsOBa aa yrnoTpeosBaTe
Stelara, noxaro nHpekuATa He ObJIe U3JICKyBaHa. YBenoMere Barwst iekap, U ako umaTe
OTBOPCHU PAHU WJIM HApaHSIBAHUSA, Thil KATO MOXKeE Jia ce HHPEKTHPAT.

Jlo1eHe Ha KOKaTa — MHTEH3MBHOTO 3a4epBsiBaHe U JIOIIeHe HA KOXKAaTa HAa Mo-rojigaMa
VIO 10 TSJIOTO MO3Ke 1A €A CUMIITOMH HA epUTPOAEPMUYEH NICOPUA3UC WU
eKC(OIHATHBEH 1ePMATHT, KOUTO €A CEPUO3HU KO:KHHU 3a00/1s1BaHMsA. AKO 3a0eJie:kuTe
HAKOI 0T Te3u MpU3HAaLM, TPsiOBa 1a undopmupare Bamus jekap He3abaBHO.

Jpyru HexkeJlaHU peaKnMu

YecTu HexeIaHu peakuuu (Moxe 1a 3acerrar mo 1 Ha 10 gymmm):

o Iuapus

o rajieHe

o MOBpBIIAaHE
o yMmopa
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3aMasHOCT

riaBobosme

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 a0 1 Ha 100 qymm):

MH(EKINU Ha 350UTE

BarvMHaJTHa HH()EKIHS, TPUYNHEHA OT 'BONIKHI

Jenpecus

3aITyIIeH HOC WK XpeMa

KbpBEHE, TOCUHSBaHE, BTBBP/SBAHE, TI0{yBaHEe U ChPOEX Ha MSACTOTO HA MHIKEKTHPaHE
ycellane 3a ci1abocT

Cra/iaHe Ha KJienayJa U H3KpUBSIBaHE Ha MYCKYJINTE Ha €{HaTa MTOJIOBUHA HA JIUIETO
(,yMIIeBa Mapann3a’” Wid ,,l1apain3a Ha benx’”), KoaTo OOMKHOBEHO € BpeMEHHA
MPOMSTHA Ha TICOPHA3UCa ChC 3aUEPBSIBAHE M HOBU MAJIKH, JKBJITH WU OCIr MEXYpH I10
KOXKaTa, MOHSAKOTa IPUIPYKEHU ¢ Temreparypa (ITyCcTyI03eH IICOPHa3UC)

OeyieHe Ha Ko)kaTta (eKcqosralms Ha KoyKaTa)

aKHe

Penxu Hexes1aHM JekapcTBeHH peakuuu (Moxke na 3acersar 10 1 za 1 000 mgyrmm)

3ayepBsABaHE U JIOMICHE HA KOXKATa HA TIO-TOJISIMA TUTOII IO TSAJIOTO, KOUTO MOXKE J1a
ChPOST WK J1a ca 0ose3HeHH (eKcomaTuBeH aepMartuT). [Tomo0Hu cuMITOMM
MIOHSAKOTA CE Pa3BUBAT KaTO ECTECTBCHA MPOMSHA HA BHJIa HA CUMIITTOMHUTE Ha MCOPHA3UC
(epUTpOZCPMHUUCH TICOPUA3HC)

Bb3nanenue Ha MaNKUTE KPhbBOHOCHHU ChIOBE, KOSTO MOXKE J1a TOBEE JI0 KOXKECH OOPUB C
MAaJIK{ Y€PBEHU WX JINJIABU MOAYTHHH, TeMIIepaTypa Uik 00JKa B CTaBUTE (BaCKYJIHT).

MHoro peaku He:KeJIaHU JleKapcTBeHU peakuuu (Moxe 1a 3acersat 1o 1 Ha 10 000 mymm)

OO0pazyBaHe Ha MEXypH IO KOXKaTa, KOsITO MOXe J1a ObJie 3a4epBeHa, Chposia u
Ooneznena (Oyno3eH nemduron)

KOJKEH JIYITyC €pUTEMATO/IEC U JIYIyC-0A00eH CHHAPOM (4epBEH, HaJUTHAT, JIIOIIEI Ce
00pHB B M3JIOKEHHUTE Ha CI'BHIIE YYACTHIU Ha KOXKaTa, KOWTO MOXKeE Jia € IPHPYKEH OT
OOJIKU B CTaBHTE).

Chol01aBaHe HA HelKeJIAHU pPeakuuu

AKO MONTyYHnTe HIKaKBU HEXXEJIaHH JICKApPCTBEHU peakiy, yBeaomMere Bamus nexap unu gpapmanesnT.
ToBa BK/IIOYBA ¥ BCUYKU BH3MOXKHU HEONMCAHU B Ta3U JIMCTOBKA HEXKeNAaHU peakuuu. MoxkeTe ChILo
Jla ChOOIUTE HEXKENaHU PeaKIMy JUPEKTHO Ype3 HallMOHAJIHATa CHCTEMa 3a ChoOIIaBaHe, IOCOYeHA B
[Ipunoxenue V. Karo crobmaBare HexxeNaHU PEaKLUK, MOXKETE J1a 1aJeTe CBOSI IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(OopManus OTHOCHO 0€301MacHOCTTa Ha TOBA JIEKAPCTBO.

5.

Kak na cexpansiBate Stelara

[la ce cbxpaHsABa Ha MsCTO, HEJOCTBITHO 32 JELA.

Ja ce cpxpanssa B xnamtHuk (2°C-8°C). [la He ce 3ampazsBa.

CexpaHsABaiTe NPeIBAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA B KAPTOHEHATa ONIaKOBKA, 3a J1a CE
Mpeanasy OT CBETIUHA.

AKO e HeoOXO0IMMO, OTICITHHUTE MPEIBAPUTEITHO HAITBIIHEHN CIIPHUHIIOBKH Stelara Moxe chIIo 1a
ce ChbXpaHsABaT NpH craiiHa TeMrneparypa a0 30°C 3a MakcuMyMm equH nepuof 1o 30 gHH B
OpUTMHAJIHATa KapTOHEHA OMAKOBKa, 3a J]a C€ MPeAna3sAT OT CBETIMHA. 3allHIIeTe JaTara, Ha
KOSITO MIPEBAPUTETHO HAITBIHEHATA CIIPUHIIOBKA € U3BaJIeHa 33 IbPBU BT OT XJIQAWITHUKA U
JaraTta Ha U3XBBPJISIHE Ha 0003HAYEHUTE Ha BHHILIHATA KapTOHEHA OMaKoBKa MecTa. JlaTara Ha
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U3XBBPIISTHE HE TPsIOBa J1a € Clie OPUTMHAIIHHSA CPOK Ha TOTHOCT, OTIIEYaTaH BbPXY
KapTOHEHaTa onakoBka. Ciel KaTo BEJHBX CIPUHIIOBKATa € Onia cCbXpaHsBaHa IPH CTaiiHa
temreparypa (10 30°C), Ts1 He TpsiOBa J1a ce BpbIa B XJIaAUIHUKA. MI3XBBpiieTe CIpHHIIOBKATA,
aKo HE Ce M3II0JI3Ba CJIe]l ChXpaHEHUE TIPU CTaifHa TeMIeparypa B paMkute Ha 30 JTHU WA CIIea
M3THYaHE Ha OPUTHHAIHUS CPOK HA TOAHOCT, B 3aBUCUMOCT OT TOBA, KOE OT JBETE HACTHIIH I10-
paso.

He pasknamaiite npeBapuTeTHO HaITbJIHEHUTE cIIpUHIOBKU Stelara. [Ipoabmxurennoro
EHEePrUYHO pa3KiallaHe MOXe J1a TIOBPEIN JIEKApCTBOTO.

He n3moJsi3BaiiTe TOBa J1eKapCTBO:

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 IPOMEHEH IIBSIT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIly TyK/IU YaCTHIIH
(BwxkTe TOuKa 6 ,,Kak nsrnexaa Stelara u KakBO ChAbpPIKa OMAKOBKATa™);

aKo 3HaeTe WM CMsTaTe, Y€ MOXKe Ja € Omira u3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITUICHTHO 3aMpb3BaHe UM 3arpsBaHe);

aKo MPOIYKTHT € OWJI EeHEPTUYHO Pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHA ynoTpeba. HemsnonsBaHUAT MpOIyKT, OCTaHANI B CIIPUHIIOBKATa, TPsIOBa
Ja ce m3XBbpiau. He u3xpbpisiite ekapcTBaTa B KaHAIH3aUMATA WIKA B KOHTEHHEPa 3a TOMAIIHU
ornaasuy. [lonuraiite Bamus ¢apmaneBT Kak 1a U3XBBPIATE JICKAPCTBATA, KOUTO BeUye HE
u3nonsBare. Te3u MepKu Ie CIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpeja.

6.

Cun,pmaﬂne Ha OMAaKOBKAaTa U JO0IIbJHUTEC/IHA I/IH(l)OpMaIlHH

Kakso cbabpixa Stelara

AKTHBHO BEILIECTBO: YCTEKHHYMa0. Besika npenBapuTeTHO HAITBJIHEHA CIIPUHLIOBKA ChABPKA
90 mg ycrexkuaymMab B 1 ml.

Hpyru ceeraBku: L-xuctuaus, L-XuCcTHANHOB MOHOXUAPOXJIOPUA MOHOXHPAT, moaucopoar 80
(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak nm3runexna Stelara n kKakBo cbbp:Ka ONAKOBKATA

Stelara e OMCTBD 0 JIEKO OIAJIECIEeHTEH (C MEePIICH OJIACHK), OS3IBETEH 10 OJICIOKBIT HHKESKIIMOHECH
pastBop. Toit MoXke 1a ChABpIKa HAKOJIKO IPpeOHM TOTYyNPO3pauHH WM O YaCTHLIX IPOTEHH.
JocTaBs ce B KapTOHEHA ONAaKOBKa, ChABPrKaIlla €aHa CThKJICHA IPEABAPUTEIIHO HAITbIHEHA
cnpuHIIOBKa oT 1 ml ¢ equHMYHa 103a. Besika peiBapuTeIHO HAIbJIHEHA CIIPUHIIOBKA ChIbpKa

90 mg ycrexkunymab B 1 ml HHXEKITMOHEH pa3TBOpP.

IIpuTexaTes Ha pa3pelIeHHETO 32 YNOTpeda
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, CBbP’KCTC CC C JIOKAJTHUSA
MNpEACTABUTCI HA MPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpeGa:
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Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKOHCBH & JIxoHchH 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
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EArGoo

Janssen-Cilag ®oppokevtik) Movonpocmnn

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

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.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: +31 76 711 1111
janssen@jacnl.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 Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com

158



island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog
Bapvéfoc Xotinravayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

lv@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
Ttn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

I[aTa Ha MOCJCIHO MpepasrjaexKaaHne Ha JJMCTOBKaTa

[TonpoGHa uHpOpMaIKs 3a TOBA JICKAPCTBO € IpeocTaBeHa Ha yeOcaiita Ha EBporelickara areHIus

10 JIeKapcTBaTa https://www.ema.europa.eu.
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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 cmecnaiite Stelara ¢ Apyru TeUHOCTH 32 MHKEKIHA.

He pasknamaiite npeBapuTeIHO HaITbJIHEHUTE cIIpUHIOBKH Stelara. [Ipuunnata 3a ToBa e, ue
CHJIHOTO pa3KJIalllaHe MOXe Ja MOBpeu JekapcTBoTo. He ynorpebsBaiite 1ekapcTBOTO, ako €
OWJIO CHITHO pa3KJIaTeHo.

Ha durypa 1 e mokazaHo Kak M3TJIexk/1a IPeIBAPUTEIHO HAITBIHEHATA CIIPHHIIOBKA.

Cko0Ou Ha
Npeana3suTeId Ha
Byrazo wraara Kopmyc Kontpoano Kanaue Ha
mpo3opue Hriara

_'{Fﬁfg ! |>

—-%
I'maBa Ha CTpaHHIH Ha Etnker Hrma
oyTamzoTo NpeanasHTe1d

Ha HraTta

Qurypa 1

1. IIpoBepere Oposi Ha peABAPUTEJHO HATBJIHECHUTE CHPUHIOBKY U MOATOTBETEe MaTepHaJInTe:
[TonroroBka 3a U3M0JI3BaHE Ha IPEABAPUTEIIHO HAITbJIHEHATA CIIPUHIIOBKA:

W3Baziere mpeaBapuTEIHO HAITBIHEHATA CIIPHHIIOBKA/CIIPUHIIOBKY OT XiaamwiHuka. OcraBere s
Jla TIPECTOU OKOJIO MOJIOBUH Yac W3BbH KyTHUsTa. TOBa 1€ MO3BOJIM Ha TEYHOCTTA JIa TOCTUTHE
HOXO/IAIIA TEMITepaTypa 3a HHKEeKTUpaHe (cTaiiHa Temneparypa). He cBamnsiite kanaukara Ha
UrjaTa JOKaTo TEYHOCTTA He JOCTUTHE CTaifHa TeMIiepaTypa.

XBaHeTe KOpITyca Ha CIIPUHIIOBKATA TaKa, Y€ MOKPUTATa C Karmayka Urja Jia COYd Harope.

He xBamaiite riiaBara Ha OyTanoro, OyTajJoTo, CTPAaHUIMTE Ha MPEANIa3UTeIIs Ha UIJIaTa WK
KaraJykara Ha Urjara.

He m3nbprBaiite OyranoTo.

He cBansiite kamaukaTa Ha UrjiaTa OT CIIPHUHIIOBKATA, IOKATO HE MPOYETETe B MHCTPYKIIHATA 32
TOBA.

He nokocBaiitTe akTHBHpAIIUTE CKOOM Ha MPE/a3uTess Ha urinata (YKa3aHu ChC 3Be3u4Ka *
Ha ¢wur. 1), 3a 1a n30erHeTe NPEKACBPEMEHHOTO IIOKPUBAHE HA UTJIaTa C MPEITa3uTels.

[IpoBepeTe mpeaBapUTEIHO HATBIIHEHATA CIIPUHIIOBKA/CIIPUHIIOBKHY, 32 JIa CE yBEPHUTE, Ue:

6pO$IT Ha Ip€aABApUTCIIHO HAITBJIHCHUTC CIIPUHIIOBKH U KOJIUYECTBOTO HA aKTUBHOTO BEIIECTBO

B JI030Ba €IMHUIIA CA BEPHHU:

o ako Bamara no3a ¢ 90 mg, me nonyuute eana 90 mg npeaBapuTeIHO HAITBIHEHA
cnpuHIoBka Stelara;

TOBA € MPABHIHOTO JIEKAPCTBO;

CPOKBT Ha TOJHOCT HE € U3TCKBII;

MPEIBAPUTEIHO HAITbJIHEHATA CIPUHIIOBKA HE € MOBPEICHA,;

Pa3TBOPBT B CIIPUHIIOBKATA € OMCTHP 710 JICKO OMAaJICCIICHTEH (C IepiIeH OJIACHK) 1 Oe3I[BETCH

JIo OJIENIO KBIIT;
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o Pa3TBOPHT B CIIPUHITOBKATA HE € C MPOMEHEH IIBAT WJIM MBTEH U HE ChIBPKa TYIKIN 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 moAroTBeTe MICTOTO 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 U3IM0JI3BaiiTe 00JacTH OT KO)KaTa C 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 ppLeTe cu MHOTO 100pe ChC CallyH M 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 TpH6Ba Ja C€ CBaJId, 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 ma 3a0enexuTe Bh3AyIIeH MEXyp B IPEIBAPUTEITHO HAITBIIHEHATA 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 HATBbJIHEHATA CIPUHIIOBKA, aKO s U3THPBETE C OTBOPEHA HIJIa.

Axo ToBa ce CIIy4H, C€ CBbPIKCTC C Bamms JICKAp Wi (bapMaueBT.

161



® I/IHX(eKTHpaﬁTe Jo3ara B€JHara, 1ioM CBaJIMTC KalraukaTra Ha urjara.

4. NnxexTHpAaiiTe 103aTA%

. XBaHeTe MPEeABAPUTEIIHO HAMBbJIHEHATA CIPUHIIOBKA MEXKYy CPEAHUS MPBCT 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 ABMKCHUE BKapaiTe uriaTa B Koxara, T0KbIeTo MoXke (BK. ¢urypa 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 Korato 0yTanoTo cTUrHe 0 Kpasi, He OTIyCKalTe HATHCKA BbPXY IJIaBaTa My, U3BaJICTE UTJIATa
U IyCHETe Koxara (Bxk. ¢purypa 6).

Qurypa 6
o baBHO oTcTpaHeTe majena cu OT Ii1aBaTa Ha OyTajoTo, 3a Ja MO3BOJIUTE Ha Ipa3HaTa
CHPHUHIIOBKA J1a C€ MPUABIXH Harope, J0KaTo Is1aTa Uria ce MOKpUe ¢ MpeAra3uTens, KakTo €
MOKa3aHo Ha Qurypa 7:
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@urypa 7

5. Cien uHKeKTHPaHe:

IIpuTHCHETE aHTHCENTHYHA KBPIMYKA BEPXY MACTOTO Ha MH)KEKTHpaHE B MIPOABIDKEHNE Ha
HSKOJIKO CEKYH]IH, CJIE/I KaTO MOCTABUTE MH)KEKIIHUATA.

BBb3MOXHO € Ha MACTOTO Ha MH)KEKTHPaHE J]a UMa MaJIKO KOJIMYEeCTBO KPbB MIIM Te4HOCT. ToBa
€ HOpMaJTHO.

Moske 1a MpUTHCHETE MACTOTO Ha MH)KEKTHPaHe ¢ TaMydeH TaMIIOH WM MapJis U Ja
3anepxkute 10 cexynan.

He pa3TppkBaiite KokaTa Ha MSICTOTO Ha HHXKEKTHPaHEe. AKO € HEOOXOMMO, MOXKE Jja CIIOXKUTE
MaJika JIETIeHKa BbpPXY MSCTOTO Ha HHKEKTHpaHE.

6. M3xBbpasine:

W3non3BaHuTe CIPUHLIOBKH TPSOBA J1a c€ MIOCTABAT B HENPOOMUBaeM KOHTEHHEDP KaTo
KOHTEIHEepa 3a ocTpu npeaMeTu (Bx. ¢purypa 8). 3a Barrara 6e301macHOCT H 31IpaBe U 3a
Oe3omacHOCTTa Ha JPYTUTE, HUKOTa HE M3MOI3BalTe MOBTOPHO CIPUHIIOBKUTE. V3XBBpIsAiiTe
Bamms koHTeiiHep 3a ocTpy NpeAMETH B CbOTBETCTBHE C MECTHUTE Pa3opeaou.
AHTHCENTHUYHNUTE KbPIUYKH U APYTH KOHCYMaTHBH MOXKE J1a C€ U3XBBPIIAT B OOLIHSI OOKIIYK.

®durypa 8
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JIncroBka: nuH(popManus 3a NOTpedUTENA

STELARA 45 mg uH:KeKIIHOHEH Pa3TBOP B NPeABAPHUTETHO HATBJIHEHA MU CAJIKA
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 JUCTOBKA € HANIMCAHA 32 MALMEHTAa, KOITO pueMa JIeKapcTBOTO.3aa3eTe Ta3u
nucToBKa. MOJKe Jla ce€ HaJOXKH Ja s MPOYeTeTe OTHOBO.

- AKO UMate HAKaKBH JONBIHUTEIIHA BBIIPOCH, TIonuTaiiTe Bamus nexap uin GapmarieBT.

- ToBa nekapcTBO € npeanucano JuuHo Ha Bac. He ro nmpeorcThnBaiite Ha npyru xopa. To Moxe
Jla UM HaBpeJIY, HE3aBUCHMO Y€ IPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKo MonyunTe HSIKaKBU HEXKEJIaH! peakiny, yBegomere Bammst nekap unu hpapmanest. Toa
BKJIIOYBA Y BCUUKHU BB3MOKHU HEXKEJIAHU PEaKIMU, HEOMIMCAHU B Ta3U JUCTOBKA. BuxkTe
Touka 4.

KakBo cbabpika Ta3u JIHCTOBKA

KakBo npencrasissa Stelara u 3a KakBo ce H3I0I3Ba

KakBo Tpsi0Ba na 3Haete, npeau na uinonspare Stelara

Kak na nsnonzsate Stelara

BB3MOXHU HEKENTaHN PEaKIUH

Kak na cpxpansiBate Stelara

C'b)l'bp)KaHI/Ie Ha OIIaKOBKaTa U JOIIBJIHUTCIIHA I/IH(bOpMaHI/ISI

AN

1.  Kakso npeacraBiasiBa Stelara u 3a KakBo ce H3I10JI3Ba

Kakso npencrasisiBa Stelara

Stelara chabpka akTUBHOTO BELIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJIHO aHTHUTSIIIO.
MOHOKIIOHATHUTE aHTHUTEIA ca TIPOTEHHH, KOUTO pa3lo3HABAT M CBBP3BAT ONpEIeIeHH CrielinGUIHN
MIPOTEHHH B OpraHU3Ma.

Stelara mpuHaANIEKN KbM TpyIIa JIEKApCTBa, HAPSUCHH ,,MyHOCYIpecopr’”. Te3u JiekapcTBa JeicTBar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HAa YacT OT MIMyHHATa CUCTEMA.

3a kakBo ce n3noJji3Ba Stelara
Stelara, npuoxeHa ¢ U3IM0J3BAHETO Ha MPEABAPUTEIIHO HAITbJIHEHA IMHCAJIKa, CE U3I10J13Ba 32 JICUCHHUES
Ha CJIEHUTE BB3MAIUTEIHN 3a00/IIBaHUA:

o [1nakoB nicopuasuc - Npu Bb3pacTHH

o [IcopuaruyeH apTpuT — Ipu Bb3pacTHU

o Ymepena g0 Texka 6oiect Ha KpoH — mpu Bb3pacTHH
o YMepeH 10 TEXBK yILUEpo3eH KOJIUT — IPU Bb3PACTHU

IlnakoB ncopuasuc
,»L LITAKOB TIcOpra3uc” € KOKHO 3a00IIsiBaHe, KOSTO BOIU JI0 BB3MAJICHHE, 3aCATAI0 KOXaTa U HOKTUTE.
Stelara HamalnsiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM Ha 3200JISIBAHETO.

Stelara, IMPUJIOKCHA € U3IMOJI3BAHCTO HAa NPCABAPUTCIIHO HAITBJIHCHA MM CAJIKA, CC U3II0JI3Ba IIPpU
BB3PACTHU C YMCPCH A0 TCXKBK IIJIAKOB IICOPHUA3UC, KOUTO HC MOraT Jd U3M0J3BAT HUKJIOCIIOPHH,
METOTPEKCAT UIIN (1)0TOT6p8HH$I, WJIN KOraTo TC3U JICUCHUA HC HeﬁCTBaT.

IlcopnaTnyen apTpur

[TcopuaTrueH apTpUT € Bb3NATUTEIIHO 3a00JIABaHe Ha CTAaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO UMaTe aKTHBEH TICOPHATHICH apTPUT, IIBPBO I1e Bu iekyBaT ¢ 1pyru jiekapcTBa. AKO
HE C€ MOBJIMSETE IOCTATHYHO TOOpE OT Te3H JieKapcTBa, Moxke a Bu ce mpeanume Stelara, 3a na ce:

° HaMaJsIT IpU3HAIIUTE U CUMIITOMUTE Ha 3a00JsBaneTo Bu;
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o noj00pu puzndeckoTo Bu cherosiHue;
. 3a0aBM yBpexaHeTo Ha Bammre craBu.

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€ MOBJIMSAETE TOCTAThUYHO MM UMATe HETOHOCUMOCT KbM TE3H
nexapcTBa, Moxe na Bu ce mazne Stelara 3a HamansiBaHe Ha MPU3HAIIUTE U CUMIITOMHUTE Ha
3abonsBaneTo Bu.

Yiauepo3eH KoauT

VYIIepo3HUT KOJUT € Bh3MATUTEIIHO 3a00JIIBaHe Ha uepBaTa. AKO UMAaTe YiIepo3eH KOIUT, TbPBO
e Bu ce majar apyru ekapcTBa. AKO He Ce TOBIMIBATE 100pe WIH UMaTe HEMTOHOCHMOCT KbM TE3H
JeKapcTBa, MoXke 1a Bu ce maze Stelara 3a HamansiBaHe Ha MPU3HAIIMTE M CHMIITOMUTE Ha Bamrero
3a00J1BaHe.

2. Kakso Tpsa0Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJa3saiite Stelara

o AKo cTe AJICPITUYHU KBM YCTCKI/IHyMa6 HJIN HAKOA OT OCTAaHAJIIMTE CbCTaBKH HAa TOBaA JICKAPCTBO
(130poenu B TouKa 6).
. AKo nMaTe aKTHBHA MH(]EKINs, KOsATO Bamusr nekap Hamupa 3a 3Ha4nMa.

AKO He cTe CUTYPHH J1ajli HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHACA 3a Bac, mochBeTBaiite ce ¢ Bammms
nekap wiu GapManeBT, peau aa u3nonssare Stelara.

Ilpexynpeskaenus U npeanasHu MepKu

I'oBopere ¢ Bamus jiekap wiu gapManeBT npeau Aa unonseare Stelara. BamusT nekap 1ie npoBepu
CBhCTOSTHUETO Bu mpean Besko JiedeHne. YBeIoOMeTe CBOS Jiekap 3a Beska Bara 6onect npean BCsko
nedenue. Cpiio Taka HHPoOpMupaiiTe Bamus nekap, ako HACKOpPO CTe OWIIA B KOHTAKT C YOBEK, KOMTO
MOJe J1a uMa TyOepKyno3a. BamusT nekap me Bu npernena u mie HanpaBu u3clieBaHe 3a
TyOepKyJo3a, penu aa usnonssare Stelara. Axo Bammst ekap cMsTta, 9e cTe U3JI0’KEHH Ha PUCK OT
TyOepKyJo3a, Moxke 1a Bu mpemuiie ekapcTsa 3a JISYSHUETO 1.

Caenere 3a cCepro3HH HeKeJIAHU pPeakIuu

Stelara Mo>xe 1a MpeIM3BUKa CEPHO3HU HEXKEIaHH PEAKIINH, BKIIOYUTEITHO AJIEPTUYHH PEAKINH U
uHpexnuu. TpsOBa Ja ciaeauTe 3a ONpe/Ie/ICH! IIPU3HAIY Ha 3a00J1ABaHus, T0OKaTo npuemMate Stelara.
Bwxre ,,Cepro3Hn HeXETaHU PEakiy’ B TOUKA 4 3a MMBIHUS CIIUCHK Ha TE3U HEXKEIIAaHU PEAKITHH.

IIpenn na n3nosasBare Stelara nngopmupaiite Bamms Jiekap:

. AKO HSIKOTAa CTe HMAJIM aJIepruyHa peakuusi kbM Stelara. Ao He cTe CUTypHH, TONTUTANTE
Bamus nekap.

o AKO HSIKOTa CTe HMAJIN HAKAKbB BUJ PaK — TOBA €, 3aI10TO UMyHOCYIpecopuTe kato Stelara
0TCITabBaT 4acT OT UMyHHaTa cucteMa. ToBa MOJKe Jja MOBHIIH PHCKA OT pak.

o AKO cTe JIeKyBaHH 32 ICOPHA3KC ¢ APYTrH OMOJIOTHYHH JIEKAPCTBA (JIEKapCTBO,

NMPOU3BeeHO OT OHOJIOrMYeH H3TOYHUK M 00MKHOBEHO NPUJIATAHO Ype3 HHKEKIHA) -
PHUCKBT OT paK MOXE J1a € I0-BHCOK.

. AKO HMaTe MJIM HACKOPO CTe NMAJIM MHpeKus.

o AKO MMaTe HOBH WJIM IPOMEHSIIIM Ce JIE3NH B yJaCTBLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKO HAKOTa cTe HMAJIM AJIePrUYHA peaknus KbM JaTeKe WM MHxkeknus Stelara —

OIIAaKOBKaTa, B KOSATO CE HAMHpPa TO3H JIEKapCTBEH MPOIYKT, ChABbpPKA JaTEKCOBA I'yMa, KOSTO
MOXE J1a IPCAU3BHUKA TCIKKU AJICPTHUIHU PCAKINU ITPU XO0pa, YYBCTBUTCIIHU KbM JIATCKC. Buxkre
,,Clienere 3a CepHO3HM HEXXeJIaHU peKalluy’’ B TOUKa 4 3a MpU3HAIUTE Ha ajJepruyHa peakius.

o AKO noJiyuaBate Jpyro jedeHue 3a NCOPHAZKUC U/ WM MICOPUATHYEH APTPUT — KaTo JPYyTU
MMYHOCYTIpECOpH WiH (oToTeparusi (KOraTo TAJIOTO ce JeKyBa ¢ THIl yaTpasuonerosa (UV)
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CBGTJ'II/IHa). Te3u neueHus ChIIO MOXKE aa OTCIA0AT YacT OT HUMYHHaTa CUCTCMaA. H3nomsBanero
Ha TC3HU JICUCHUA 3a€IHO CbC Stelara He e H3CJICIBAaHO. Bb3MoxkHO € 063.‘16, TO [Aa yBCJINYIHU
pucka ot 336OH${BaHI/ISI, CBBpP3aHHU C orciiabBaHe Ha HMYHHaTa CuCTeMa.

o AKO TOJTIy4YaBaTe UM HAKOTa CTe MOJIyYaBaJIH HHKEKINH 32 JIedeHHe HA aJIePTuu — He €
W3BECTHO Jany Stelara Moxe Jja OKake BIUSHHUE BBPXY THX.
. AKO cTe Ha M Hajl 65 roIMHu — MOXXE J1a CTE TO-CKIIOHHU KbM HH(EKIINH.

AKO He CTe CUT'YPHH JIaH HIKOE OT roper30poeHUTE ce OTHACA 3a Bac, mockBeTRaiite ce ¢ Bamis
Jekap win apmarieBT, Ipeau aa u3noissare Stelara.

Hsikon manmeHTH noy4aBaT JyMyc-IIOA00OHU peaKkiMy, BKIFOYUTEIHO KOXKEH JIYITyC epuTeMaToiec U
JyImyc-1o100eH CHHAPOM, 10 BpeMe Ha JICUeHHe ¢ yCTeKuHyMa0. ['oBopere BeaHara ¢ Bamus sekap,
aKo MOJYYHTE YePBEH, HAJIUTHAT, JIFOIIEI ce OOPUB, TOHSKOTa C MO-THbMHU IPAaHUIIY, B U3JIOKCHUTE
Ha CTBHIIC yYacThIM Ha KOXKaTa WM CTaBHU OOJIKH.

ChbpaeyeH MHPAPKT M HHCYJITH

Wndapkt n nHCYNTH ca HaOMI0JaBaHU B IPOYYBaHE NPH MALUEHTH C ICOPUA3HUC, JIEKYBaHH ChC
Stelara. Bammsr nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (PaKTOPH 3a ChPACYHO 3a00NsABaHe U
uHCyINIT pu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT o moaxo sl HaunH. HezabaBHo oTbpcere
MEIUIMHCKA TIOMOLI, aKO MOJTY4YHuTe 00JIKa B I'bpAUTE, cIab0CT MM HEOOMUYaiiHO ycellane OT eqHaTa
CTpaHa Ha TAJIO0TO, OTIYCHATOCT Ha JIMIETO WJIM TOBOPHU MIIU 3PUTEHN CMYLICHHUS.

Jlena u roHOIIM

Stelara mpenBapuTEeTHO HAITBITHEHA MTUCANIKA HE CE MPETIOPHYBA 32 YIOTpeda MpH Jiela Ha Bh3pacT Mo
18 roauuu ¢ ncopuasuc win 6osect Ha KpoH, 3a1oTo He € MpoydYBaH MPH Ta3u Bh3pacToBa rpylia.
Bwmecto ToBa mpu zelia Ha B3pacT 6 WK MOBEYE FOUHH U IOHOIIHU C ICOpUA3UC TPsAOBa Jia ce
W3II0JI3BA MIPEIBAPUTEITHO HAITBITHEHA CITPUHITOBKA MK (rakoH. BmecTo ToBa npu jena ¢ OonecT Ha
Kpos ¢ Terno naii-manko 40 kg TpsoBa fna ce nsnonssa nH(PY3UMOHEH Pa3TBOP, IIPEIBAPUTEITHO
HaI'bJIHEHA CITPUHIIOBKA WX (DJIAKOH.

Stelara He ce nmpenopbuBa 3a ynorpeba mpu Aela U I0HOIIX Ha BB3pacT o 18 roguHu ¢ ncopuaTHyeH
apTPUT, WIH C YIEPO3eH KOIUT, WK Jielia ¢ bonect Ha KpoH ¢ Terno mox 40 kg, 3amoTo He e
NPOYYBAaH MPH Ta3H Bb3pacToOBa Ipyra.

Jpyru nexapcTBa, Bakcunu u Stelara
TpsibBa na kaxkeTe Ha Barms jgekap wim hapmarieBT:

. AKo npuemare, HAaCKOpO CTe IPUEMAIN WM € Bb3MOXHO Jja IPUEMETE APYTH JIEKAPCTBA.

. Ako Hackopo Bu e npaBeHa nnu miianupare 1a Bu ce nmpasu BakcuHanus. [JJokaTo u3nosassare
Stelara, HsikouM BuOBEe BakCHHH (>KMBU BaKCHHH) HE TpsiOBa J1a ce mpuiiarar.

. Axo cre nomy4aBanu Stelara o Bpeme Ha OpeMEHHOCTTa, TPAOBa J1a KaXkeTe Ha JieKaps Ha

0ebeto Bu 3a neuenuero cbe Stelara, mpeay To a MOTy4YH KaKBaTo U JIa € BAKCHHA,
BKJIFOUMTEITHO JKMBH BakcuHH, KaTo BIK Bakcuna (M3mon3Bana 3a npeamna3Bane oT
TyOepKyJo3a). JKUBHTEe BAKCHMHHU HE ce IpernophuBar 3a Baiero 6e0e npe3 mbpBUTE JBaHAAECET
Mecella ciell paXIaHeTo, aKo CTe ToTydyaBanyu Stelara mo Bpeme Ha OPEMEHHOCTTA, OCBEH aKo
nekapsT Ha Bamero 6e6e He mpenopbya Apyro.

BpemMeHHOCT M KbpMeHe

o Axo cre OpeMeHHa, cMATaTe, 4e MOJKe J]a cTe OpeMeHHa WIH IUIaHUpaTe OPEeMEHHOCT,
nochBeTBaiTe ce ¢ Bammms nekap npeau ynorpebara Ha TOBa JIEKAPCTBO.
o He e nabironaBan mo-BUCOK PUCK OT BpoJeHH AedekTu npu 6edeta, n3noxeHu Ha Stelara B

yrpobara. /lanauTe oT yrnorpebara Ha Stelara mpu OpeMeHHH >keHH 00ade ca OrpaHUYCHH.
[Mopaau ToBa € 3a mpennovnTaHe 1a ce n3dsArBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AXo cTe jKeHa ¢ IeTepOIeH MOTSHINA, )KEJIATETHO € 1a He 3a0peMeHsBaTe U Ja U3I0JI3BaTe
HOAXO/AII IPOTHBO3aYaThueH METOI, KOraTo u3nonspate Stelara u mone 15 ceamunu cien
HOCJIEHOTO Mpuiiarane 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 JiekapuTte Ha BareTo 6e6e 1 Apyrid MEeAMIIMHCKY CIEIUAINCTH, aKoO 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 Barreto 6e0e mpe3 mbpBUTE JABAHAIECCET Mecella 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 WM aKo TUIaHUpare Ja Kbpmute. Bue u Bamwst 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 noaucopdar 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 n3noasBare Stelara

Stelara e npeaHa3HaueH 3a yrnorpeda 1o/ PhbKOBOJICTBOTO M KOHTPOJIA Ha JIEKAP C OMUT B JICUCHUETO
Ha 3a00JsIBaHMsI, 32 KOUTO € IMoKa3aH Stelara.

Bunaru uznossBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bamusar nekap. Ako He cTe CUTypHU B
Heulo, nonuTtaiite Bamus nekap. [loceBerBaiiTe ce ¢ Bamus igexap 3a ToBa, kora e Bu ce moctasst
MHXEKIHUNUTE U KOT'a LIE ca CIEABAIIUTE KOHTPOJIHU MIPETICAHU.

Kakso kosm4ecTBo Stelara ce npuniara
Bammsar nekap mie permu KakBo KonndecTBo Stelara TpsiOBa 1a moryduTe U 3a KaKbB IIEPHOA OT BPEME.

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 mayanHara 103a, cieaBaniata Bu nosa me Obae 4 ceqMuLn Mo-KbCHO U CJIe] 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 pbKara (MHTpaBeHo3Ha nHOy3us). Ciel 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 MOKOKHA HHXeKLus, 90 mg Stelara Moxxe 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 HH>KEKTHpa OT JeKap WM MEAUIMHCKA CECTpa.

o Bue u Bamusar nekap, o6aye 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 32 IPUIIOKEHHE” B Kpasi Ha Ta3H
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 moseve 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
AKO cTe pomycHalH 1033, CBbpkeTe ce ¢ Bamus nexap wnu gpapmauent. He npunaraiite nBoitHa
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 MaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKApPCTBO, IONHTAITEe
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 ja UMaT CepHO3HU HEXEJaH!U PEeaKiH, 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 peaKu Mpu xopa, npuemariy 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 JIMIIETO, 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 MAMUECHTH, KOUTO IoJIydaBaT yCTeRI/lHyMaﬁ. YeBeaomere Beaqnara Bamus JI€eKap, ako
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 — MoKe 1a U3UCKBAT crieliHO JeyeHue. Mudgopmupaiite Bamusa gekap, 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 (LIETyJINT) € HeuecTo (MOoXe Aa 3acerde o 1 Ha
100 mymm)

. xepriecute (Bu 00Jie3HEH 0OpUB C MEXYpH) ca HeuecTH (MoxKe J1a 3acerHat a0 1 Ha 100 xymn)

Stelara Mmosxe n1a Hamanu criocobHoctTa By 1a ce 6opute ¢ nadeknun. Hiaxon nadeknnu Moxe na
CTaHAT CEPUO3HH U MOJXKE JIa BKIIIOYBAT WHPEKIINU, IPUYMHEHU OT BUPYCH, THOWYKH, OaKTepUu
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(BKIIOUUTEIHO TyOEpKyII03a) WM Mapa3uTH, BKIIOUUTETHO HH(PEKLINH, KOUTO Bb3HUKBAT IIPEIUMHO
npu Xopa ¢ oTciabeHa IMyHHa cucTeMa (OMOpTIOHUCTHYHH nHGekun). [Ipy nauuenTy, nomyvyasamy
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, TPUIIONIOIO0HH CUMIITOMH, HOIITHO ITOTEHE, 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

rJ1aB00OJIHE, CKOBAHOCT Ha BpaTa, YyBCTBUTEHOCT KbM CBETJIMHA, aJIcHEe WM 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 ONIOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT J]a JOBEAAT JI0 CEPUO3HH YCIOKHEHHS.
Undopmupaiite Bamus inekap, ako nmare HsIKakBa yIopuTa WK NOBTapsia ce nHpexuus. Bammst
JieKap MOJXKe J1a pely, ye He TpsiOBa na ynorpeodsiBare Stelara, nokato nHdekuusaTa He Obae
u3JeKyBaHa. YBeqoMeTe Bamms Jiekap, 1 ako UMaTe OTBOPSHH PaHU WM HapaHSIBaHUS, Thi KaTO
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 3a00/11BaHusA. AKO 3a0ejieskuTe HAKON 0T Te3u NMPU3HALM,
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)

0oiKa B rpp0a, MyCKYJIUTE WU CTABUTE
BB3IAJICHO I'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/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 TICOPHA3Uca ChC 3a4epBsIBaHE U HOBU MAJIKH, JKBJITH WX O€IH 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 JIIOIICHE HA KOXKATa Ha MO-TOJIsIMA TUIOI 110 TSAJIO0TO, 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 Br3nanenne Ha MaJIKUTEe KPHBOHOCHHU CHJIOBE, KOETO MOJKE /1a JOBEJE /10 KOXKEH 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 KOXaTa, KOSITO MOXe Jia ObJie 3auepBeHa, ChpOsiia 1 00JIe3HeHA
(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 Ha HesKeJIAHM PeaKINU

AKO TIOITyuHTe HIKAKBU HEXKEJTaHH JICKAPCTBEHU peakiiy, yBeaoMere Bammus nexap v gpapmarienT.
ToBa BKJIIOYBa 1 BCHYKH BH3MOKHU HEOMHCAHU B Ta3M JIMCTOBKA HEXeJlaHU peakiuu. MoeTe ChIIo
Ja ChOOIIUTE HEKENIaHU PeaKLMU JUPEKTHO Ype3 HallMOHAIHATa CUCTEMA 3a ChOOIIaBaHe, MOCOYCHA 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, HEJTIOCTBITHO 32 JIeTa.

. [a ce cexpanssa B xmaguiauK (2°C—8°C). Jla He ce 3ampassBa.

o CoxpaHsiBaiiTe IpeABApUTEIHO HATBIIHEHATA MICcAlKa B KAPTOHEHATa OMaKOBKa, 3a JIa ce
NpeArnasy OT CBETJIHHA.

o AKO € HeoOX0MMO, OTACTHHUTE MPEABAPUTEIHO HAIIBJIHEHN THCANIKH Stelara MoXke ChIIo J1a ce

CBhXpaHsBAT MpH CcTaiHa Temmepatypa 10 30°C 3a MakcumMyMm enuH nepuos a0 30 q1au B
OpUTHMHAJHATa KapTOHEHa OIMaKOBKa, 3a J]a ce MPeana3saT OT CBeTIMHA. 3aluIleTe Jarara, Ha
KOSTO MIPEIBAPUTEIHO HAITbIHEHATA MHMCAJIKa € U3Ba/IcHa 3a TbPBU ITBT OT XJIaJAUIHUKA 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 onakoBka. Ciell KaTo BeIHBX MUcaKaTa € Ouiia ChbXpaHsBaHa IIpH CTalfHa
temmneparypa (1o 30°C), T He TpsiOBa 1a ce BpbIua B XJIaAUIHUKA. MI3XBBpIeTe mucaikara, ako
HE Ce M3I0JI3Ba CJIENl ChXpaHEHUE NIPU CTaifHa TeMIepaTypa B paMkuTe Ha 30 THU WK CIe
M3TUYaHE Ha OPUTHHAIHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBETE HACTHITH I10-
paHo.

o He pasknamaiite npenBaputenHo HamrbiHeHHTe nucanku Stelara. [Ipoabmxurennoro
EHEePrUYHO pa3KiallaHe MOXe J1a TIOBPEIN 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 TOCOYCHHUS MECETI,

. 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 € Omiia 3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITUICHTHO 3aMpb3BaHe UM 3arpsBaHe);

° aKo MPOIYKTHT € OMJI CHEPTHYHO pa3KIaTeH.

Stelara e camo 3a egHOKpaTHA yrorpeba. Henm3non3BaHusT MPOAyKT, OCTaHal B MTUcajKara, 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 BEIIIECTBO: YCTEKHHYMa0. Besika mpeBapuTeTHO HaITbJIHEHA MHCaKa ChIbpka 45 mg

ycrekuayMad B 0,5 ml.

o Hpyru cveraBku: L-xuctuaus, L-XuCcTHINHOB MOHOXHUAPOXJIOPUA MOHOXHIPAT, moaucopoar 80

(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak nm3runexna Stelara n kKakBo cbIbp:Ka ONAKOBKATA

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, ChABPKAIlla €AHa CThKJICHA IPEABAPUTEIIHO HAITBJIHEHA MTHCAJIKa
ot 1 ml ¢ equanvHa 103a. Besika peiBapuTeHO HAITBIIHEHA MTUCAJIKA 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/Tél: +32 14 64 94 11
janssen@jacbe.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
jancil@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.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: +31 76 711 1111
janssen@jacnl.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 hf.

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.o0.

Tel: +386 1 401 18 00
Janssen_safety slo@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

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@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

Hacrosiute "VYka3anus 3a ynorpeda" chabpikaT HHpOpMaIKs 3a TOBA KakK J1a CH HHKEKTUPATE
Stelara.

Bazxkno
Stelara ce nmpeayara B npeBapUTEIIHO HAITBIHEHA MMCAJIKa 3a €IHOKpATHA yoTpeOda, ChabpKaiia
enHa no3a 45 mg unu egHa no3a 90 mg.

Ilo Bpeme HA HHIKEKTHPAHETO HATHCHETE APbKKATA JOKPail HAL0JLy, I0KATO MPecTaHe 1a ce
BUIK/IA JIWJIABOTO TS0, 32 1a MHKEKTUPaTe MbjHaTa no03a. HE BZ[PIFAVITE
HPEABAPUTEJIHO HAITbJIHEHATA IINCAJIKA no BpeMe Ha MH:KEeKTHPaHeTo! AKO 1o
HANPABUTE, MPEeIBAPUTEHO HAITbJIHEHATA MUCAJIKA Le Ce 3aKJIIYU U HAMA /12 MO0JLyYnTe
nbJHATA A03a.

Axo Barmmwusr jekap pemy, ye Bue nin oorpmwksaiioTo Bu juile Moke 1a HOCTaBATE HMHKEKIIUUTE CH
Stelara y moma, TpsiOBa a MoJay4YuTe 00yYEeHHUE 3a MPABUITHAS HAYHMH 32 IIOJIrOTOBKA M HHKCKTHPaHEe
Ha Stelara ¢ momoIITa Ha IpeBapUTEITHO HaIThIHEHAaTa ucanka. He ce omuTBaiiTe 1a ce
HHKEKTHpaTe CaMH, 10KATO He ObJeTe 00ydyeHu oT Bamus jexap.

Bcesika npeaBapuTenHo HarbJIHEHA MACAIKA MOXKE J]a C€ U3IT0JI3Ba CaMo BEIHBXK. M3xBbpere s
(Bmwxte Crbnka 3) cien ynorpeda, JOpH ako B Hesl € OCTaHANO JIEKapCTBO.

He n3noJ13BaiiTe NOBTOPHO NMPeIBAPUTEIHO HANTBJIHEHATA MU CAJIKA.

IIpouerere Te3m "Yka3aHusi 3a ynorpeda' mpeau aa u3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajika Stelara u Bcekd bT, KOraTo NMoJiydaBaTe HOBA MPeABAPHUTEIHO HAITbJIHEHA MUCATKA.
BB3MoxHO € J1a iMa HOBa nHGpopmaius. Ta3u JUCTOBKA HEe 3aMeCTBa pasroBopa ¢ Barwms nekap

OTHOCHO Baiireto 3a00/1sBsSIHE WU JICUCHHE.

Axo HEe MOXKeTe Ja CH IIOCTaBUTC CaMH MHXKCKIMATA:

) momoJieTe Barmus iexap uiu MeAUIIMHCKA CecTpa Ja B moMorHar wiu
) MIOMOJIETE HAKOM, KOMTO ¢ 00Yy4EH OT JIeKap WM MEAMIIMHCKA cecTpa, 1a Bu mocTaps
WHKECKITUHATE.

3a 1a ce HaMaJii PUCKBT OT CITy4aitHO YOOXKIIaHEe C MIJIa, BCSKA MPEJBAPUTEIHO HAITBIHEHA MTUCAIIKa
¥Ma Mpeana3uTell 3a Urinara, KOMTO aBTOMaTUYHO MMOKPUBA UIJIaTa U CE 3aKJII0UBA, CIEN KaTo CTe
MTOCTABWIIM HHKEKIIHSITA U MHXKEKTOPHT € BAUTHAT. He moBauraiiTe mpenBapuTeTHO HAITbIHCHATA
MHCcajKa M0 BpeMe Ha WHKCKTUPAHE, TOKATO WHKEKIHSITa HE TPUKITIOYH.
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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.

MOJISI, IMPOYECTECTC BHUMATCIIHO M JIMCTOBKATA MPCAU Aa 3allOYHETC MHKECKTUPAHETO U OGCBHGTC
BCHUYKHU BBIIPOCH, KOUTO MOXE J1a UMATeE, C Bamus JICKap W MCIUIIMHCKA CeCTpa.

m HNudopmanus 3a cbXpaHeHHe
CoxpaHsiBaiiTe B XJIaJUITHUK Ha TeMiepaTypa ot 2° 10 8°C. Ako e He00X0UMO, ChXpaHsSIBalUTe Ha
craifa Temnepatypa 110 30°C 3a nepuon 10 30 1HU B OpUrHHATIHATa KapTOHEHa onakoBka. He
BPBIIAiiTe B XJIAAMJIHUKA, CJIE]] KaTO CTE ChbXPAHIBAIU HA CTAliHA TeMIIEpaTypa.

He 3ampa3siBaiiTe npeiBapuTEIHO HAITbJIHEHATA MTHUCAJIKA.

CbxpaHsiBaiiTe npeABaAPUTEJHO HAITbJIHEHATA MUCAJIKA U BCHYKH JeKapCTBA 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 npeABaAPUTE]HO HATbJIHEHATA MUCAJIKA B OPUTHHAIHATA KAPTOHEHA OMAKOBKA,
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 ITIOMOII MJIM 3a Aa CIIOACIINTEC MHCHHUETO CH, BMXKTC JIMCTOBKATa 3a HHq)OpMaHHSI 3a
KOHTAKT C JIOKaJTHUA NPCACTaBUTEII.
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YacTa Ha npelBapHTEe/IHO HATbJIHEHATA MHCAJIKA
HH/RERTOP

IIpenn ynorpeda Cuanenx ynotpeba

Jdpbkka - -

JpbKKaTa ce HATHCKA
HaJ0J1Y J0KpaH

JInaaBo THAIO

IIpo3opue | L2 JIHIABOTO THIO

HE C¢ BHAEKIA

- i Clen moBOATaHe

ODpeInasHTe/IAT HA HIJIATa
CE€ 3AKJI'YEBA H C€ NOABABA

IlpenmasuTe.
Ha HIJIaTa

4 Kamauka

' Ha HIJIaTa -
Jo/Ha KamaIK ABJITA JIEHTA.
He nunaiite He paHraiite mo BpeMe Ha
BET]E. HH:KeKTHPAHe.

[NpuroTeeTe cneHUTe MaTepuany.

MpepocTasetm B onakoskara:

- lNpensapuTenHo HambNHeHaTa nucanka
VHKEKTOP

He ca npefocTagetn B onaKoskaTa:

- TamnoH cbe cnupt

- NapyeTa namyk unu mapns

- AlxeauBHa npespb3ka

- KonteiiHep 3a octpu npeamety (Bikte

Ctbnka 3)

1. IToaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emeTe kapTOHeHaTa(UTe) ONAKOBKA(M)

AKo e(ca) cexpaHsBaHa(1) B XJIaAWIHUK, U3BaJIeTe KapTOHEHATa(UTE) OMAaKOBKA(H) C MPEABAPUTEITHO
HaIThJIHEHATA TIHCAJIKA OT XJIaJMITHUKA U SI(TH) TIOCTaBETe HA paBHA MOBBPXHOCT.

OcraBete Ha cTaiiHa TeMnepaTypa 3a Hali-Maako 30 MUHYTH nipean yrnorpeoda.

He 3aromsiiTe Mo HUKAKbB IPYT HAUUH.

Axo Bamara n03a e 45 mg, 1ie nosy4uTe eHa NPeABAPUTEIHO HATBIIHEHA MTUCANIKA OT 45 mg.

Axo gozara Bu e 90 mg, me noxyuure eana ot 90 mg unu 18e ot 45 mg npeaBapuTEHO HAIBJIHEHU
MHACAJIKU. AKO TIOyYUTE ABE TIPEIBAPUTEITHO HAIBJIHCHH NTUCAIKU OT 45 mg, cneasaite Cteiku 1-3 u
3a IBETE MHKEKLINH.

H30epeTe pa3auyHO MACTO 32 HHIKEKTHPAaHe HA BTOPATA HHKEKIIUS.
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IIpoBepeTte 1aTaTa HAa U3THYAHE HA CPOKA HA TOAHOCT (,I'01eH 10:%) ¥ 3ameYaTBaHETO Ha
KApTOHeHATa(UTe) ONAKOBKa(H)

He n3non3aiiTe NpeABapUTENHO HATbJIHEHATA TUCAJIKA, AKO 3aII€YaTBAHETO HA KAPTOHEHATA
OITaKOBKa € HapyIIEHO UM aKO CPOKBT Ha TOAHOCT € U3TEKBIL.

He nznon3BaiiTe npeABapUTEIHO HATbJIHEHATA MK CAKa, aKo € Oula chbXpaHsBaHa Ha CTaiiHa
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 HHX(GKTHpaﬁTe 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/I36’I>pIIICT€ I/136paHOT0 ot Bac msacTo 3a HUHKCKTHUPAHE C TAMIIOH CBC CIIUPT U I'0O OCTABCTC a
HN3CHXHE.

He ,Z[OKOCBafITe, HE BEUTE U HE z[yxaﬁTe BBPXY MACTOTO Ha MHXCKTUPAHC, CIICA KATO CTC I'0
IMOYHUCTHIIN.

IIpoBepeTe TeYHOCTTA B IPO30PYETO

H3bepete n100pe ocBeTeHa, YUCTA U paBHA pabOTHA MOBBPXHOCT.

W3Bajere npeBapUTEIIHO HAMMBIHEHATA TIHCAIKA OT KApTOHEHATA OMAKOBKA M MPOBEPETE 3a MOBPE/a.
IIpoBepeTe TeuHOCTTA B Ipo30pueTo. Ts1 TpsaOBa fa Obic MPO3pavHa /10 JIEKO ONAJeCleHTHA U
0e31BETHA JI0 0JIe0KBJITA  MOXKE J1a ChIbP)Ka MAJIKHU 0€JIM HJIH NPO3PAYHU YACTHIU 1 €THO WU
noBevye BL3AYIIHH Mexypuera. ToBa € HOpMAITHO.

He nmkekTupaiiTe, ako TEYHOCTTA € 3aMPb3HANIA, MbTHA, C IPOMEHEH I[BAT WIH ChIbPIKA TOIEMU
gactuiy. Obanere ce Ha Bamius iekap win ¢papMareBT 3a HOBa MPEABAPUTEIIHO HAITBJIHCHA MTHCAJIKA.

2. Un:xxkexkTupane Ha Stelara

HzabpnaiiTe qo1HATA Kanadka

JpbkTe phueTe cH Jajied 0T NpenasuTe/isi Ha UIJIaTa, clie]l KaTo cBajauTe KanaukaTta. 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 mpeaBapuTEIHO HAITbJIHEHATA MUCAJIKA, aKo TS ObJe N3IyCHATA ClIe]l OTCTPaHsIBaHEe

Ha Karraykara. O6aneTe ce Ha Bammms JICKap Wjin Q)apMaueBT 3a HOBA MPCABAPUTCIIHO HAITBJIHCHA
nucajika.
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IMocraBere HanpaBo BLPXY Ko:kaTta. HaTHCHeTe ApBbiKKAaTa JOKPail HA0J1y, I0KATO NPecTaHe 1a
ce BHK/a JINJIABOTO TSLJIO.

HE BJIUT AUTE HAITBJJTHEHATA IIPEJIBAPUTEJHO IACAJIKA no Bpeme Ha
HHKEKTHPAHETO!

Axo 10 HalpaBUTEC, NPCAITa3UTCIIAT Ha UIJIaTa € C€ 3aKJI04YHM, KaTO CC MMOABU XKXbJITA JICHTA, U HAMaA J1a
MOJIYYMTE ITBJIHATA J032.

Moske 11a gyeTe mpaKkBaHe, KOraTo HHKEKTHPaHeTo 3amouHe. [IpoabsinkeTe 1a HaTHCKaTe.
AKO yceTHTe ChIIPOTHBJIEHHE, POIBJIKETE 1a HaTHCKaTe. ToBa e HOpMaJIHO.
JlekapCTBOTO ce MHXKEKTHPA, TOKAaTO HaTHCcKaTe. [IpaBeTe ToBa ChC CKOPOCT, KOSATO € ya00Ha 3a Bac.

T IIPAK

0

YBepere ce, Ye HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHeTo € 3aBbPIICHO, KOTaTo:

° JIn1aBoOTO TAJIO HE ce BHIKAA.
° Bede He MoxkeTe a HATHCKATE APBHKKATA HAJOMY.
. Moske J1a uyere IpaKkBaHe.

g

Baurnere npaso Harope
JKpnraTta nenTa rmokasa, 4e mpeana3uTessaT Ha UTJlaTa € 3aKJII0YeH Ha MSCTO.
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3. Cie MHKEKTHPAHETO

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 KOHTEHHED 3a U3XBBPIIIHE HA OCTPU IPEAMETH.

IIpoBepeTe MSICTOTO HA MHAKEKTUPaHe

BB3MOXHO € Ha MSICTOTO Ha MHKEKTUPAHE J]a UMa MaJIKO KOJMYECTBO KPhB MM TEUHOCT. ToBa €
HopMaiHo. [IpuTHCHETE Mapye mamMmyK MK Mapiisi KbM MSCTOTO Ha HHXEKTHPAHE, TOKATO KbPBEHETO
crpe.

He pastpuBaiiTe MACTOTO Ha HH)KEKTHPAHE.

AKO e HeoOXO0JMMO, IOKPUITE MIACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TIOSTy4YHTe JBE MPEABAPUTEIIHO HAIBJIHEHHU MUCAIKH OT 45 mg 3a no03a 90 mg, moBTopere CTHIIKU
1-3 ¢ BTOpaTa npeaBapuUTENHO HaTbJIHEHA 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 MUCAJIKA
ycreknayMa0 (ustekinumab)

IIqueTeTe 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.

- 3amaszeTe Ta3u JMCTOBKAa. MOXKe 1a ce HaJIOKU [ 1 IPOYeTeTe OTHOBO.

- AKO UMaTe HSIKaKBHU JOMBJIHUTEIHN BBIIPOCH, HonuTaiTe Bamms nekap unu ¢papmanesT.

- ToBa siekapcTBO € npeanucado JuyHo Ha Bac. He ro nmpeorcrenBaiite Ha apyru xopa. To moxe
Jla M HaBpe.d, He3aBUCUMO Y€ TIPU3HAIIMTE Ha TIXHOTO 3a00JIsBaHe ca chIUTe KaTo Bammre.

- AKO MonyunTe HSIKaKBU HEXXEJIaHU peakuH, yBeaomere Bamms nexap ninu papmanest. 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 U3MOI3Ba

Kakso Tpsi0Ba na 3Haete, npeau na uinonspare Stelara

Kak na usnonssare Stelara

BBb3MOXHU HEXETaH! peaKiin

Kak na cpxpansiBate Stelara

ChbabppaHye Ha ONIAKOBKATa M JOIBIHUTENIHA HHPOPMALIUS

AU e

1.  Kakso npeacraBisiBa Stelara u 3a KakBo ce H3I10JI3Ba

Kaxkgo npeacraBasBa Stelara

Stelara chabpika akTHBHOTO BEILIECTBO ,,yCTEKUHYMA0”’, KOETO € MOHOKJIOHAIHO aHTHUTSLIO.
MOHOKIIOHATHUTE aHTUTENA Ca MPOTEUHHU, KOUTO PAa3MO3HABAT U CBBP3BaT OIPEeIeHN crienu(puaHn
MIPOTEHHH B OpraHU3Ma.

Stelara mpuHaaIexu KbM IpyIia JEKapcTBa, HAPEUCHH ,,MMyHOCcynpecopu”. Te3un nekapcTBa qeicTBar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HAa YacT OT MIMyHHATa CUCTEMA.

3a xakBo ce n3noJji3Ba Stelara
Stelara, mpunoxeHa ¢ U3MOI3BAHETO HA MPEABAPUTEITHO HAIThIHEHA IMHCAIKa, CE U3I0JI3Ba 32 JICUeHHUE
Ha CJIEAHUTE BB3IAIUTEIHHU 3200 IIBaHUA:

o [IakoB ncopuasuc - Mpu BB3PACTHU U Jela Ha Bb3pacT OT 6 TOJUHU U [TO-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 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, MPUJIIOKCHA C U3IMOJ3BAHCTO HAa NPCABAPUTCIIHO HAITBJIHCHA MM CAJIKA, CC U3II0JI3Ba IIPU
BB3PAaCTHU C YMEPCH 10 TCXKBK IIJIAKOB IICOPHUA3NUC, KOUTO HE MOrarT Jia U31o0J3BaT HUKIOCIIOPHH,
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 IICOPUATUUEH apTpUT, IbPBO 11ie Bu nekyBaT ¢ apyru ekapctBa. AKO
HE ce MOBJIKsAETE JOCTaThUHO A00pe OT Te3H JIeKapcTBa, MOe 1a Bu ce mpennume Stelara, 3a na ce:

181



° HaMaJsIT IpU3HAIUTE U CUMIITOMUTE Ha 3a00JsBaHeTo Bu;
° nono0pu puzuueckoro Bu cherosiHue;
) 3a0aBU yBpexaaHeTo Ha BaiuTe craBm.

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 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 ekapcTBa. AKO He Ce TOBIMIBATE 100pe WK UMaTe HEMTOHOCHMOCT KbM TE3H
JeKapcTBa, MoXke 1a Bu ce maze Stelara 3a HamanmsBaHe Ha MPU3HAIIMTE M CHMIITOMUTE Ha Bamrero
3a00J1BaHe.

2. Kakso Tpsa6Ba 1a 3Haere, npeau Aa usnoassare Stelara

He u3noJa3saiite Stelara

o AKO cTe aJIEeprHYHi KbM YCTeKMHYMAa0 I HIKOS OT OCTAHAINTE ChCTABKU HA TOBA
JieKapcTBO (M30pOeHH B TOUKa 6).
o AKO MMaTe aKTHBHA HH(EKIMA, KOSITO Bamust iekap HaMupa 3a 3HaunMa.

AKO He cTe CUTYpHH J1ajTi HSIKOE OT U30pPOCHUTE TTO-Tope ce oTHACA 3a Bac, mochBeTBaiite ce ¢ Bammms
nekap wiu GapManeBT, peau aa u3nonssare Stelara.

Ilpexynpeskaenus U npeanasHu MepKu

T'oBopere ¢ Bamus jiekap wiu gapManeBT npeau Aa uinonseare Stelara. BamusT nekap 1ie npoBepu
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
MOJKe J1a uMa TyOepKyno3a. BamusT nekap me Bu npernena u mie HanpaBu u3clieBaHe 3a
TyOepKyJo3a, penu aa usnonssare Stelara. Ako Bammsr nekap cmsta, 4e cTe U3JI0’)KEHU 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/ICH! IIPU3HAIK Ha 3a00J1ABaHus, T0KaTo npuemate Stelara.
Bwxre ,,Cepro3Hn HeXETaHN PEakiiy’ B TOYKA 4 3a MMBIHUS CIUCHK Ha TE3U HEXKEIIAaHU PEAKITHH.

IIpenn na n3nosasBare Stelara mngopmupaiite Bamms Jiekap:

. AKO HSIKOTA CTe HMAJIM aJIepruYHa peakuusi kbM Stelara. Ao He cTe CUTypHHU, TONTUTANTE
Bamusa 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,

NMPOU3BeIeHO OT OM0JIO0rHYeH H3TOYHUK 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 AJIEPIrUYHA peaknus KbM JaTeKc WM MHxKkeknus Stelara —

OIAaKOBKaTa, B KOSATO CE HAMHpPa TO3H JIEKaPCTBEH MPOAYKT, ChAbPKA JaTEKCOBA I'yMa, KOSTO
MOXE J1a IPCAU3BHUKA TCIKKU AJICPTHUIHU PCAKINU ITPU XO0pa, YYBCTBUTCIIHU KbM JIATCKC. Buxkre
,Clenere 3a CepuO3HM HeXXeJIaHU peakui’ B TOUKa 4 3a MpHU3HAIUTE Ha ajJepruyHa peakiusl.

o AKO moJiyuaBate Jpyro jedeHue 3a MNCOPHAZNC U/ WM MICOPUATHYEH APTPUT — KaTo JPyTU
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MMYHOCYTIpECOpH WK (oToTeparusi (KOraTo TAJIOTO ce JeKyBa ¢ THIl yaTpaBuonerosa (UV)
CBETNIMHA). Te3H JeUeHus ChII0 MOXKE J1a OTCIa0AT YyacT OT UIMyHHaTa cucteMa. M3non3BaHeTo
Ha Te3W JICUeHUs 3aeJHO che Stelara He e u3cnenBaHo. Be3MokHO € obade, To Jla yBen4n
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 — MOXXE J1a CTE TO-CKIOHHU KbM HH(PEKIINH.

AKoO He cTe CUTYpHH J1ajli HIKOE OT TOPEeu30pOeHUTE ce OTHAcA 3a Bac, mocwsBeTBaiite ce ¢ Bamus
nexap win papmareBT, Ipeau 1a u3nonspare 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, HAJAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C MO-TbMHU IPAHULIHM, B U3JIOKCHUTE
Ha CII'BHIIE yYacThIIM Ha KOKaTa UM CTaBHU OOJIKH.

CbpaeyeH HHPAPKT U HHCYJITH

WndapkT 1 nHCYNTH ca HaOII0JaBaHU B MPOYYBaHE NPU MALUEHTH C ICOPHUA3HUC, JEKYBAaHH ChC
Stelara. BamusT nexap pesoBHO 1€ IPOBepsiBa PUCKOBUTE (GAKTOPH 32 ChPAEUHO 3a00JsIBaHe U
uHCynT npu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonsil Haund. HezabaBHo moTbpcere
MEIUIMHCKA TIOMOLL, aKO NOJIy4HTe 00JIKa B I'bpAUTE, cIab0CT MM HEOOMUYaiHO ycellane OT eqHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT Ha JIMIIETO UJIX T'OBOPHU WX 3PpUTCIIHU CMYIICHUSA.

Jlena v IOHOIIH

Stelara nmpenBapuTETHO HAITBJIHEHA MHCAIKA HE c€ TPENOPHYBa 32 YIOTpeOa MpH Jiela Ha B3pacT 1O
18 roauHu ¢ rcopuasuc wim oosect Ha KpoH, 3a110To He € Mpoy4BaH IIPpH Ta3u Bb3pacTOBa rpyIa.
BwmecTo TOBa mpu Jienia Ha Bh3pACT 6 WK MOBEYE TOJWHH U FOHOIIH ¢ TICOpUa3uc TpsiOBa Ja ce
W3M0JI3Ba MPEIBAPUTEITHO HATBIIHEHA CIIPHHIIOBKA WK (1akoH. BMecTo ToBa npu Jiera ¢ 0oect Ha
Kpou ¢ Terio naii-manko 40 kg TpsiOBa 1a ce n3nos3Ba MHQY3UOHEH Pa3TBOP, MIPEIBAPUTEITHO
HAIbJIHEHA CIIPUHIIOBKA HITH (DJIAKOH.

Stelara He ce mpenopkyBa 3a yrnorpeda MpH Jelia U I0HOIIHM Ha BB3pAacT MoJ 18 rofiMHu ¢ ICOpUaTHYCH
apTpMT, C YJLIEPO3eH KOJIUT Wi fena ¢ 6osect Ha Kpon ¢ Terno nox 40 kg, 3a1oTo He € npoyyBaH
MIPH Ta3W Bh3pacToBa rpyma.

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, 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
TyOepKyo3a). JXuBUTEe BaKCHHU He ce IperophuBar 3a Bamero 6e0e rmpe3 mbpBUTE JBAHAAECET
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 MIaHupaTe 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. [lanaute oT ynorpebara Ha Stelara mpu OpeMeHHH >keHH 00ade ca OrpaHUYCHH.
[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
MIOJIXOJISIIT IPOTHBO3a4aThYeH METO/I, KOorato u3noissare 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 BaxkHo e 1a kaxkeTe Ha JiekapuTe Ha Barero 0e0e u Apyru MEAUIIMHCKH CIICIIHATUCTH, 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 nmpernopbuBar 3a Barreto 6ebe mpe3 mbpBUTE JBaHAICCET Mecela Clie]] paKIaHeTo, aKo
cTe nmoiy4aBaiu Stelara mo BpeMe Ha OGPEMEHHOCTTA, OCBEH aKo Jiekapsat Ha Barero 6e6e He
npenopbya JApyro.

o YcreknnyMad MoKe Jla MPeMUHE B KbpMaTa B MHOTO MaJIKi KosindecTBa. [lochBeTBaiiTe ce ¢
Bamms nekap, ako KbpMHUTE WX aKo TUIaHUpare jJa 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 MOBNMSIBA WITH MTOBIUSBA TPEHEOPEIKUMO CIIOCOOHOCTTA 32 IoQupane 1 padoTa ¢ MAITUHH.

Stelara cbabp:ka noaucopdar 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 aJIepPruH.

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 usnossBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3an Bamuar nekap. AKo He cTe CUTYpHU B
Henlo, nonurtaiire Bamus nekap. [loceBeTBaiite ce ¢ Bamus nexap 3a ToBa, kora me 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 32 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 mayanHara 103a, cieaBaniata Bu nosa me Obae 4 ceqMuLn Mo-KbCHO U CJIe] 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 pbKara (MHTpaBeHo3Ha nHOy3us). Ciel 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 MaLMEHTH, CIe MbpBaTa MMOIKOKHA 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 WM MEIUIMHCKA CECTpa.

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 yka3zaHus Kak Jla HHKeKkTupare Stelara BUxKTe ,,YKazaHus 32 IPUIOKEHHE B Kpasi Ha Ta3H
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 HU3MOoJI3BaJIM WK ca Bu npuitoXxuiy 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
AKO cTe pomycHalH 1033, CBbpkeTe ce ¢ Bamus nexap wnu gpapmauent. He npunaraiite nBoitna
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 HSIKaKBU JOMBIHUTEIIHH BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKapCTBO, IONUTAITE
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! 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 allepruIHA peaknnu (,,anadumakcus’) ca pedKu IMpu Xxopa, 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 JIMIIETO, 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
NpU MAUECHTH, KOUTO IoJIydaBaT yCTeKI/IHyMaﬁ. YeBeaomere BeqHara Bamus JeKap, ako
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 — MoKe 1a U3MCKBAT crielHO JevyeHue. Magopmupaiite Bamusa gekap, 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 NUXATEIHH IbTHUINA (TPBIHE HHPEKIINN) ca HedecTH (MOoXKe J1a
3acerHat qo 1 na 100 mymrm)

o BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (LIETyJINT) € HeuecTo (MOoXe Aa 3acerde o 1 Ha
100 mymm)

. xepriecute (Bu 00Jie3HEH 0OpUB C MEXYpH) ca HeuecTH (MoxKe J1a 3acerHat a0 1 Ha 100 xymn)

Stelara Mosxe a Hamanu criocooHoctTa By a ce 6opute ¢ nadekun. Hiaxon nadeknnu Moxe na
CTaHAT CEPUO3HH U MOJXKE JIa BKIIIOYBAT WHPEKIINU, IPUYMHEHU OT BUPYCH, THOWYKH, OaKTepUu
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(BKIIOUUTEIHO TyOEpKyII03a) WM Mapa3uTH, BKIIOUUTETHO HH(PEKLINH, KOUTO Bb3HUKBAT IIPEIUMHO
npu Xopa ¢ oTciabeHa UMyHHa cucTeMa (OMOpTIOHUCTUYHH nHekun). [Ipy nauuenTtu, nomyyasamy
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, TPUIIONOA00HN CUMIITOMH, HOIITHO NIOTEHE, 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

rJ1aBo0OJIHEe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, FaJIeHEe WIN 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
WJIM ONOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia IOBEAT JI0 CEPUO3HU YCIOKHEHHUSI.
Undopmupaiite Bamus inekap, ako nmare HsIKakBa yIopuTa WK NOBTapsia ce nHpexuus. Bammst
JieKap MOJXKe J1a pely, ye He TpsiOBa na ynorpeodsiBare Stelara, nokato nHdekuusaTa He Obae
u3JeKyBaHa. YBegoMeTe Bamms jiekap, 1 ako UMaTe OTBOPEHU paHH 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 KOKHHU 3a00/1siBaHUsA. AKO 3a0e/ieskuTe HAKON 0T Te3u NMPU3HALM,
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 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/SIBAHE, IOAYyBaHE U ChPOEK HA MICTOTO HAa HHKEKTUPAHE

ycellane 3a ci1abocT

CrHaJaHe Ha KJjernaya U M3KpUBsSBaHE HA MyCKYJIMTE Ha eHaTa MOJOBHUHA Ha JHULETO (,,JULIEBa

napanau3a’” Wid ,,iapajinia Ha beir”), kosTo 0OMKHOBEHO € BpeMeHHa

o NPOMSIHA Ha TICOpHA3uca ChC 3a4epBsIBaHE U HOBH MAJIKHU, JKBJITH WX O€I1 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 gymn)

o 3ayepBsiBaHE U JIIOMICHE HA KOXKaTa Ha MO-TOJIsIMA TUIOI 110 TSAJIO0TO, KOUTO MOXKE A3 ChPOST HIIH
Ja ca 6ose3HeHu (ekchonuaTUBeH aepMaTuT). [10J00HH CUMIITTOMHU MTOHSKOTa C€ Pa3BUBAT KaTo
€CTeCTBEeHa IPOMsHA Ha BUa HAa CHMIITOMHTE Ha ICOpHa3UC (EpUTPOIEPMHUUEH IICOPHUA3HC)

o Br3nanenune Ha MalKuTe KPbBOHOCHHU CHJIOBE, KOETO MOJKE J1a IOBEZE 10 KOXKEH OOPHUB 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)

. OO0pa3yBaHe Ha MEXypH IO KO)KaTa, KOSITO MOXe Ja Objie 3a4epBeHa, chpOsina u 00Ie3HeHA
(6ynozen nemduromn;)

o KOJKEH JIYITyC epUTeMaTo/ieC 1 JyIMyc-o100eH CHHIPOM (YepPBEH, HAUTHAT, JIFOMICH] ce 0OpHB
B U3JIOKEHHUTE Ha CIIBHIIC YUACTHIN Ha KOXAaTa, KOMTO MOXe J1a € MIPUIPYXKEH OT OOJIKU 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
Ja ChOOIIUTE HEeKENaHU PeaKkUUi JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMA 3a ChOOIIaBaHe, MOCOUCHA 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 xmaguiauK (2°C—8°C). Jla He ce 3ampassBa.

o CoxpaHsiBaiiTe IpeABApUTEIHO HATBIIHEHATA MICcAlKa B KAPTOHEHATa OMaKOBKa, 3a JIa ce
NpeArnasy OT CBETJIHHA.

o AKO € HeoOX0MMO, OTACTHHUTE MPEABAPUTEIHO HAITBJIHEHN MUCANIKH Stelara MoXke ChIIo 11a ce

CBhXpaHsBAT MpH CcTaiHa Temmepatypa 10 30°C 3a MakcumMyMm enuH nepuos a0 30 q1au B
OpUTHMHAJHATa KapTOHEHa OIMaKOBKa, 3a J]a ce MPeana3saT OT CBeTIMHA. 3aluIleTe Jarara, Ha
KOSTO MIPEJBApPUTEIHO HAITBbIHEHATA MM CAIKa € U3BaJicHa 3a TbPBU BT OT XJIaJUIHHKA U
JaraTta Ha U3XBBPIISIHE Ha 0003HAYEHUTE Ha BHHILIHATA KapTOHEHA OMaKoBKa MecTa. JlaTara Ha
U3XBBPIISTHE HE TPSIOBA J1a € Cliel OPUTMHAIIHHS CPOK Ha TOJTHOCT, OTIEYaTaH BbPXY
KapTOHEHaTa onakoBka. Ciell KaTo BeIHBX MUcaKaTa € Ouiia chXpaHsBaHa IIpH CTaliHa
temmneparypa (1o 30°C), T He TpsiOBa 1a ce BpbIua B XJIaAUIHUKA. MI3XBBpJIeTe MucankaTa, ako
HE Ce M3I0JI3Ba CJIe]l ChXpaHEeHHE IIPH CTallHa TeMIIEpaTypa B paMKkuTe Ha 30 THU WK CIIea
M3TUYaHE Ha OPUTHHAIHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBETE HACTHITH I10-
paHo.

o He pasknamaiite npenBapuTenHo HamrbiHeHHTe nucanku Stelara. [Iponbmxurennoro
EHEePrUYHO pa3KiallaHe MOXe J1a TIOBPEIN 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 MOCOYCHUS 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 € Omita 3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITUICHTHO 3aMpb3BaHe UM 3arpsBaHe);

) aKo MPOIYKTHT € OMJI CHEPTHYHO pa3KIaTeH.

Stelara e camo 3a egHOKpaTHA yrorpeba. Henm3non3BaHusT 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

o AKTHBHO BEIIIECTBO: YCTEKHHYMa0. Besika npenBapuTeTHO HaITbJIHEHA THcaKa ChIbpxka 90 mg

ycrekuaymat B 1 ml.

o Hpyru cveraBku: L-xuctuaus, L-XuCcTHINHOB MOHOXHUAPOXJIOPUA MOHOXHIPAT, moaucopoar 80

(E433), 3axapo3a u BoJa 3a HHKEKIIUH.

Kak nm3rnexna Stelara u kKakBo cbIbp:Ka OAKOBKATA

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, ChABPrKallla €AHa CThKJICHA IPEIBAPUTEIIHO HAIThJIHEHA MTHCAJIKa
ot 1 ml ¢ equanvHa 103a. Besika peiBapuTeHO HAITBIHEHA MTUCANKA ChIbpka 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/Tél: +32 14 64 94 11
janssen@jacbe.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
jancil@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.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: +31 76 711 1111
janssen@jacnl.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 hf.

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.o0.

Tel: +386 1 401 18 00
Janssen_safety slo@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

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@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

Hacrosiute "VYka3anus 3a ynorpeda" chabpikaT HHpOpMaIKs 3a TOBA KakK J1a CH HHKEKTUPATE
Stelara.

Bazxkno
Stelara ce nmpeayara B npeBapUTEIIHO HAITBIHEHA MMCAJIKa 3a €IHOKpATHA yoTpeOda, ChabpKaiia
enHa no3a 45 mg unu egHa no3a 90 mg.

Ilo Bpeme HA HHIKEKTHPAHETO HATHCHETE APbKKATA JOKPaii HA/N0JLy, IOKATO MPecTaHe 1a ce
BUIK/IA JIWJIABOTO TS0, 32 1a MHKEKTUPaTe MbjHaTa no03a. HE BZ[PIFAVITE
HPEABAPUTEJIHO HAITbJIHEHATA IINCAJIKA no BpeMe Ha MH:KEeKTHPaHeTo! AKO 1o
HANPABUTE, MPEeIBAPUTEHO HAITbJIHEHATA MUCAJIKA Le Ce 3aKJIIYU U HAMA /12 MO0JLyYnTe
nbJHATA A03a.

Axo Barmmwusr jekap pemy, ye Bue nin oorpmwksaiioTo Bu juile Moke 1a HOCTaBATE HMHKEKIIUUTE CH
Stelara y moma, TpsiOBa a MoJay4YuTe 00yYEeHHUE 3a MPABUITHAS HAYHMH 32 IIOJIrOTOBKA M HHKCKTHPaHEe
Ha Stelara ¢ momoIITa Ha IpeBapUTEITHO HaIThIHEHAaTa ucanka. He ce omuTBaiiTe 1a ce
HHKEKTHpaTe CaMH, 10KATO He ObJeTe 00ydyeHu oT Bamus jexap.

Bcesika npeaBapuTenHo HarbJIHEHA MACAIKA MOXKE J]a C€ U3IT0JI3Ba CaMo BEIHBXK. M3xBbpere s
(Bmwxte Crbnka 3) cien ynorpeda, JOpH ako B Hesl € OCTaHANO JIEKapCTBO.

He n3noJ13BaiiTe NOBTOPHO NMPeIBAPUTEIHO HANTBJIHEHATA MU CAJIKA.

IIpouerere Te3m "Yka3aHusi 3a ynorpeda' mpeau aa u3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajika Stelara u Bcekd bT, KOraTo NMoJiydaBaTe HOBA MPeABAPHUTEIHO HAITbJIHEHA MUCATKA.
BB3MoxHO € J1a iMa HOBa nHGpopmaius. Ta3u JUCTOBKA HEe 3aMeCTBa pasroBopa ¢ Barwms nekap

OTHOCHO Bairrero 3a001s1BaHe WK JICUCHHUE.

Axo HEe MOXKeTe Ja CH IIOCTaBUTC CaMH MHXKCKIMATA:

) momoJieTe Barmus iexap uiu MeAUIIMHCKA CecTpa Ja B moMorHar wiu
) MIOMOJIETE HAKOM, KOMTO ¢ 00Yy4EH OT JIeKap WM MEAMIIMHCKA cecTpa, 1a Bu mocTaps
WHKECKITUHATE.

3a 1a ce HaMaJii PUCKBT OT CITy4aitHO YOOXKIIaHEe C MIJIa, BCSKA MPEJBAPUTEIHO HAITBIHEHA MTUCAIIKa
¥Ma Mpeana3uTell 3a Urinara, KOMTO aBTOMaTUYHO MMOKPUBA UIJIaTa U CE 3aKJII0UBA, CIEN KaTo CTe
MTOCTABWIIM HHKEKIIHSITA U MHXKEKTOPHT € BAUTHAT. He moBauraiiTe mpenBapuTeTHO HAITbIHCHATA
MHCcajKa M0 BpeMe Ha WHKCKTUPAHE, TOKATO WHKEKIHSITa HE TPUKITIOYH.
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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.

MOJISI, IMPOYECTECTC BHUMATCIIHO M JIMCTOBKATA MPCAU Aa 3allOYHETC MHKECKTUPAHETO U OGCBHGTC
BCHUYKHU BBIIPOCH, KOUTO MOXE J1a UMATeE, C Bamus JICKap W MCIUIIMHCKA CeCTpa.

m HNudopmanus 3a cbXpaHeHHe
CoxpaHsiBaiiTe B XJIaJUITHUK Ha TeMiepaTypa ot 2° 10 8°C. Ako e He00X0UMO, ChXpaHsSIBalUTe Ha
craifa Temnepatypa 110 30°C 3a nepuon 10 30 1HU B OpUrHHATIHATa KapTOHEHa onakoBka. He
BPBIIAiiTe B XJIAAMJIHUKA, CJIE]] KaTO CTE ChbXPAHIBAIU HA CTAliHA TeMIIEpaTypa.

He 3ampa3siBaiiTe npeiBapuTEIHO HAITbJIHEHATA MTHUCAJIKA.

CbxpaHsiBaiiTe npeABaAPUTEJHO HAITbJIHEHATA MUCAJIKA U BCHYKH JeKapCTBA HA MSCTO,
HEOCTBITHO 32 Jena.

He pa3kiamaiiTe npeaBapuTeIHO HAITBJIHEHATA THCAJKa. Pa3KiiaaneTo Moxe 1a IoBpeIn
JekapcTBOTO Stelara. AKo IpeaBapUTEIHO HAITbJIHEHATA IHUCAIKa € Ouila pa3KiaTeHa, He 5
U3I10J13BaiiTe. B3emeTe HOBa MpeiBapUTEIHO HATBIHEHA MTHCAJIKA.

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 ITIOMOI MJIM 3a Aa CIIOACIINTEC MHCHHUECTO CH, BMXKTC JIMCTOBKATAa 3a I/IH(i)OpMaIII/IH 3a
KOHTAKT C JIOKaJTHUA NPCACTaBUTEII.
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YacTn Ha npeaBapHTe/IHO Hallb/JHEHATa MHCAIKa
HHREKTOP

IIpean ynorpeda CJe ynotpeda

JApBEKa - : =

JpbKKaTa ce HATHCKA
HaJoJay JoKpai

JInIaBo THI0

IIpozopue | L2 JIHIaBOTO TAIO

HE€ ce BH:RIA

IIpexmazuTen - i Crex moBIHraHe

npeImasHTe J
HA HIJIaTa 1 Kama1ka pea AT Ha HIJIATa
| Ce 3AKJI'YBA H C¢ MOABABA
‘ HAa HIIaTa o
JTonHa KamauK ABJATA JE€HTA.

He namaiite He Badraiite no speme Ha
BBIPE. HH:XeKTHpaHe.

MpuroTBeTe cnegHKUTe MaTepuan.

MpepocTasety B onakoskara:

- [pepBapuTenHo HambnHeHaTa nucanka
WHKEKTOp

He ca npepocTaseHM B onakoBkata:

- TamnoH cbec cnupT

- MNapyeTa namyk unu mapna

- AfxeauBHa npespbaka

- KonTefinep aa ocTpu npeameti (Buxre

Crenka 3)

1. IToaroroBka Ha Stelara 3a HHIKEeKTHpPaHe

B3emeTe kapTOHEeHaTa(UTe) ONAKOBKA(M)

AKo e(ca) cexpaHsBaHa(1) B XJIaJAWIHUK, U3BaJIeTe KapTOHEHATa(UTE) OMAaKOBKA(H) C MPEABAPUTEITHO
HaIThJIHEHATA HCAJIKA OT XJIaMITHIKA U SI(/TH) IIOCTaBeTe HA paBHA IOBBPXHOCT.

OcraBeTe Ha cTaiiHa TeMmepaTypa 3a Haii-majko 30 MEHYTH TIpea yrnoTpeoa.

He 3aromsiiTe Mo HUKAKbB IPYT HAUUH.

Axo Bamara n103a e 45 mg, 11e nosy4uTe eHa NPeABAPUTEIHO HATBIIHEHA MTUCANIKA OT 45 mg.

Axo gozara Bu e 90 mg, me noxyuure eana ot 90 mg unu 18e ot 45 mg npeaBapuTEHO HAIBJIHEHU
MUCAJIKHU. AKO MOITy4YHUTE ABE PEIBAPUTEIHO HATBIHEHH NMUCANKH OT 45 mg, cneasaiite CTenku 1-3 u
3a IBETE MHKEKIINH.

I/I36epeTe PA3JIUIHO MACTO 324 HHXKCKTHUPAHE HA BTOpaTa MHKEKIIUA.
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IIpoBepeTte 1aTaTa HAa U3THYAHE HA CPOKA HA TOAHOCT (,I'01eH 10:%) ¥ 3ameYaTBaHETO Ha
KAPTOHeHATa(UTe) OMAKOBKA(M)

He n3non3aiiTe NpeABapUTENHO HATbJIHEHATA TUCAJIKA, AKO 3aII€YaTBAHETO HA KAPTOHEHATA
OITaKOBKa € HapyIIEHO UM aKO CPOKBT Ha TOAHOCT € U3TEKBIL.

He nznon3BaiiTe npeABapUTEIHO HATbJIHEHATA MK CAKa, aKo € Oula chbXpaHsBaHa Ha CTaiiHa
Temreparypa 3a nosede ot 30 THM WK ako € Ouila chXpaHsBaHa Ha Temnepatypa Hag 30°C. Obanere
ce Ha Bamms nekap winu apManeBT 3a HOBa IMPeIBAPUTEITHO HAITBJIHEHA MTHCAJKA.

N36epere MSACTO 32 HHIKEKTHPaHe

W306epere enH OT CICTHUTE yYacThIH 32 HHKEKTHPAHE:

o [Ipennara yact Ha Oempara

. JlonHaTa yacT Ha KOpeMa, ¢ M3KITIOYEHHE Ha 5-CAHTHMETPOBAaTa 30Ha TOYHO OKOJIO ITbI1a

AKo HsKOM npyr Bu mocTaBs WHKEKIHATA, MOXKE J1a M3M0JI3Ba CHIIIO:
. 3a/lHaTa 4YacT Ha MULITHUIIUTE

He HHX(GKTHpaﬁTe B KO’Ka, KOATO € YYBCTBUTC/IHA, HACHUHCHA, 3a4CPBCHA WX BTBbPJACHA.

HM3noa3paiite PA3JIUIHO MACTO 324 HHIKCKTHPAHE IIPH BCAKO HHIKEKTHPAaHE.
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H3zmuiite pbuere cu
Wzmuiite 1obpe phLETE CH ChC CallyH U TOIIA BOAA.

IToyucrere MCTOTO HA HHKEKTHPaHE

U36bpiueTe n3dpaHoTo ot Bac MACTO 3a HHXKEKTUPAHE C TAMIIOH ChC CIIUPT U 'O OCTaBeTE J1a
U3CBXHE.

He noxocpaiite, He BEUTE U HE JyXalTe BbPXY MACTOTO HA MH)KEKTUPAHE, CIIEN KaTO CTE IO
IIOYUCTHUIIN.

IIpoBepere TEYHOCTTA B PO30PUETO

H3bepete n100pe ocBeTeHa, YUCTA U paBHA pabOTHA MOBBPXHOCT.

HW3BasieTe npeaBapuTeIIHO HATbJIHEHATA MTHCAIKa OT KapTOHEHATa OMAaKOBKa M MPOBEPETE 3a MOBPE/Ia.
IIpoBepeTe TeuHOCTTA B Ipo30pueTo. T3 TpsaOBa fa Obc MPO3pavHAa JI0 JIEKO ONAJeCleHTHA U
0e311BeTHA /10 6J1eI0KbJITA U MOXKE J1a ChIbPIKa MAJIKH 0€JIU WU MPO3PAYHN YACTHIM U €THO HJIH
noBevye BL3AYIIHH Mexypuera. ToBa € HOpMAITHO.

He I/IH)iCEKTPIpafITe, aKO TCYHOCTTa € 3aMpb3Hajla, MbTHA, C IPOMCHCH IBAT UJIU CbAbPiKa roJIEMU
yactuim. Obazete ce Ha Bamus nekap wid (papMarieBT 32 HOBa MPEABAPUTEITHO HAMMBIHEHA MTUCATIKA.

2. UnxkexTtupane Ha Stelara

2277h

HzpbpnaiiTe qo1HATA Kanadka

JpbKTe pbLeTe CH Jajied OT Npeana3uTesisi Ha UIJ1aTa, cie] KaTo CBaIuTe Kanadkara. Hopmanxo
€ J1a BUJINTE HAKOJIKO KaIKU TEYHOCT.

HNnskexTupaiite Stelara B paMKuTe Ha S MUHYTH cJiel OTCTPaHsIBaHE HA Kama4ykKaTa.

He nocragsiite kanaukata o0paTHo. ToBa MOXe Aa JOBEAE 10 YBPEXKIaHE Ha UTJIaTa.

He nznon3BaiiTe npeABapUTENIHO HATBIHEHATA MHUCANIKA, aKO Ts1 ObJe U3ITyCHATA CJIE OTCTPAHSIBaHE
Ha karnadykara. O0azere ce Ha Bamms niekap uian dapMarieBT 3a HOBA IPEABAPUTEIHO HAITbJIHEHA
MUCAJIKA.
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IMocraBere HanpaBo BLPXY Ko:kaTta. HaTuCHeTe APBiKKATa JOKPail HA0.1y, I0KATO NPecTaHe 1a
ce BHK/a JINJIABOTO TSLJIO.

HE BJIUT AUTE HAITBJJTHEHATA IIPEJIBAPUTEJHO IACAJIKA no Bpeme Ha
HHKEKTHPAHETO!

Axo 10 HalpaBUTE, NPCAITA3UTCIIAT Ha UIJlaTa € C€ 3aKJI04YM, KaTO CC MMOABU XXBJITA JICHTA, U HAMA J1a
MOJIYYMTE ITBJIHATA J032.

Moske 11a gyeTe mpaKkBaHe, KOraTo HHKEKTHPaHeTo 3amouHe. [IpoabsinkeTe 1a HaTHCKaTe.
AKO yceTHTe ChIIPOTHBJIEHHE, POIBJIKETE 1a HaTHCKaTe. ToBa e HOpMaJIHO.
JlekapCTBOTO ce MHXKEKTHPA, I0KAaTO HaTHCKaTe. [IpaBeTe ToBa ChC CKOPOCT, KOSATO € y00Ha 3a Bac.

T IIPAK

0

YBepere ce, Ye HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHeTo € 3aBbPIICHO, KOTaTo:

° JIn1aBoOTO TAJIO HE ce BHIKAA.
° Bede He MoxkeTe a HATHCKATE APBHKKATA HAJOMY.
. Moske J1a uyere IpaKkBaHe.

g

Baurnere npaso Harope
JKpnraTta neHTa mokasBa, ye mpeana3uTeNsaT Ha UTJaTa € 3aKIII0YeH Ha MICTO.
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3. Cie MHKEKTHPAHETO

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 KOHTEHHED 3a U3XBBPIIIHE HA OCTPU IPEAMETH.

IIpoBepeTe MSICTOTO HA MHAKEKTUPaHe

BB3MOXHO € Ha MSICTOTO Ha MHKEKTUPAHE J]a UMa MaJIKO KOJMYECTBO KPhB MM TEUHOCT. ToBa €
HopMaiHo. [IpuTHCHETE Mapye mamMmyK MK Mapiisi KbM MSCTOTO Ha HHXEKTHPAHE, TOKATO KbPBEHETO
crpe.

He pastpuBaiiTe MACTOTO Ha HH)KEKTHPAHE.

AKO e HeoOXO0JMMO, IOKPUITE MIACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TIOSTy4YHTe JBE MPEABAPUTEIIHO HAIBJIHEHHU MUCAIKH OT 45 mg 3a no03a 90 mg, moBTopere CTHIIKU
1-3 ¢ BTOpaTa npeaBapuUTENHO HaTbJIHEHA Hcanka. M30epere qpyro MsicTo 3a HHKEeKTHPaHe HA
BTOPATA MHKEKIHS.
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