MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

STELARA 130 mg koHIEHTpaT 3a HHPY3UOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bceeku ¢uakon chabpxa 130 mg yerekunymab (ustekinumab) B8 26 ml (5 mg/ml).

VYereknnyMa0 e u3ipsuio yoBeimko [gG 1Kk MOHOKIIOHAIHO aHTHTSUIO0 KbM UHTepIieBKuH (I1L)-12/23,
NPOU3BE/ICHO B MUEJIOMHA KJICThYHA JIMHKS Ha MUIIKK ¢ IOMOIITa Ha pekomOuHanTHa JJHK

TCXHOJIOTHA.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
KonueHnTpar 3a nH}y3uOHEH pa3TBOp

Pa3TBOpBT € OMCTBp, Oe31BETEH 10 OJIETOKBIIT.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHU MOKA3ZAHUS

Bonecr na Crohn

STELARA e moka3aH 3a Jie4eHHe Ha Bh3PACTHH MAIIEHTH C YMEpPEHa JI0 TeXKa aKTHBHA OOJIECT Ha
Crohn, xouTo ca ce MOBIMAIN HENOCTATHYHO, BEYE HE CE MOBJIMABAT MM UMAT HETIOHOCUMOCT KbM
KOHBEHIIMOHAJIHATA TEPAIUs WIM KbM aHTaroHuct Ha TNFo, nin umaT MeTMIIMHCKA
MIPOTHUBOIIOKA3aHUS 33 TAKUBA TEPAIIUU.

Yrepo3eH KOJIUT

STELARA e nokasaH 3a JieueHUE Ha Bb3pacTHU NAIlMEHTH C YMEPEH 10 TEXBK aKTHBEH YIEPO3EH
KOJIUT, KOMTO Ca C€ MOBJIMSIM HEIOCTaThYHO, BEUE HE CE MOBJIUIBAT WM UMAT HEHOHOCUMOCT KbM
KOHBEHI[MOHAIHATA Tepanus Wik KbM OHOJIOrMYeH JIEKapCTBEH MPOAYKT, MM UMaT MEIUIIUHCKU
NPOTUBOIIOKA3aHMUS 32 TaKKUBa Tepanuu (BK. Touka 5.1).

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

STELARA koHueHTpat 3a HH(pYy3UOHEH pa3TBOP € MpeaHasHayeH 3a yrnorpeda 1moJy pbKOBOJICTBOTO U
HaJ[30pa Ha JIeKap ¢ ONUT B JJMarHOCTUIIMPAHETO U JieueHneTo Ha 6onect Ha Crohn wim yneposen
kosnT. STELARA koHIIeHTpaT 32 HHQY3HOHEH pa3TBOP TPsIOBA J]a ce M3I0JI3Ba CaMo 32
MHTPaBEHO3HATa MHAYKLMOHHA J103a.

2 !031/1[ )OBKa

Bonect na Crohn u ysmepo3eH KOJIuT

Jleuenneto cbe STELARA TpsiOBa 1a ce 3amodHe ¢ eIMHAYHA MHTPABEHO3HA 71033, OCHOBaBAIla Cce Ha
TEJIECHOTO Teryio. MH(y3noHHUAT pa3TBOpP TPsIOBA Ja ce MPUrOTBU OT HAKOJKO (takona STELARA
130 mg, xaxTo € yxa3aHo B Tabauua 1 (B. Touka 6.6 3a IPUTOTBSHETO).




Tabnuya 1  Hauanna unmpasenosna 0oza na STELARA

TenecHO Terno Ha MalueHTa [IpenopbumnTenHa Bpoit haakonu
KbM MOMEHTA Ha IpujiaraHe nosza? STELARA 130 mg
<55kg 260 mg 2

> 55 kg 1o < 85 kg 390 mg 3

> 85 kg 520 mg 4

& T[Ipubnusurenso 6 mg/kg

[TepBaTa nmoaKoxHa 032 TpsiOBa 1a ce MPUIIOKK Ha CEIMHULIA 8 ClieJ MHTpaBeHO3HAaTa J103a. 3a
JIO3MPOBKATA MPH MOCIIEBAIATa CXeMa Ha MTOJIKOXKHO NpUIIokeHue BrkTe Touka 4.2 ot KXI1 Ha
STELARA wmxeknuoHeH pa3TBop ((hIakoH) ¥ HHXKEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIIHEHA
CIIPUHIIOBKA WM B TIPEABAPUTEIHO HAIThJIHCHA ITHCAJIKA.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOX0IMMO afanTupaHe Ha 103aTa MPH MAIHeHTH B CTapyuecka Bb3pacT (BXkK. Touka 4.4).

bvbpeuno u uepHodpobHo yepescoare
He ca npoBexxnanu npoyuBanus cb¢ STELARA npu Te3u nomynaruu marperatn. He Mmoxke na ce nane
MpernopbKa 3a J03aTa.

THeouampuuna nonynayus
besonacnoctra 1 edukacuoctra Ha STELARA nipu sedenue Ha 6onect Ha Crohn win ynmepo3eH
KOJIUT HpH Jella Ha Bb3pacT oA 18 rolrHu Bee Ollie HE ca YCTaHOBEHU. JIMICBAT aHHU.

Hauux Ha npusioxeHue

STELARA 130 mg e camo 3a HHTpaBEeHO3HO NpuiioxkeHue. Tol TpsOBa 1ia ce mpujiara B
MPOABIDKEHNE Ha Hall-MaJIKO €TWH Jac.

3a yKa3aHHs OTHOCHO pa3pekaHeTO Ha JEKapCTBEHUS MPOIYKT MPEAN MPUIOKEHHE BIKTE TOUKa 6.6.

4.3 TIlpoTuBOmOKAa3aHUSA

CBp’bX‘-IyBCTBI/ITeJ'IHOCT KbM aKTHBHOTO BCUICCTBO HUJIM KbM HAKOC OT IIOMOUIHHUTEC BCIIICCTBA,
n30poeHu B Touka 6.1.

KinHanyHO 3HaUYMMa, akTUBHA MH(EKIUs (HaIp. akTUBHA TyOepKyJ103a, BK. Touka 4.4).

4.4 CneuuajHu npeaynpe:kaeHus ¥ NpeanasHu MepKH MpH ynorpeoda

IIpocneaumoct
3a fa ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U IAPTHTHUAT

HOMEP Ha MMPUIIOKCHUA ITPOAYKT TpH6Ba SICHO Ja CC 3aI1McCBar.

Undexnnun

YcreknHyMad MoKe J1a Ma MOTEHIHMal Jja yBeJIrudaBa prucKa oT MH()EKIUH U 1a peaKTUBHPa
nareHTHU MHMeknuu. [Tpy KIMHUYHT TPOYYBAHUS ¥ TOCTMAPKETHHIOBO 00CEPBAI[IOHHO MPOYYBaHE
NP TTALMEHTH C TICOPHA3UC ce HaOJII0]aBaT CEPHO3HU OaKTepHaTHH, ThOWYHN U BUPYCHU HHDEKITUH
npu nauuenty, npuemany STELARA (Bx. Touka 4.8).

[Ipu nanyeHTH, IEKyBaHU ¢ YCTEKUHYMaO, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITIOYBAIIA
peaxkTUBUpaHe Ha TyOepKyno3a, APyrd OMOPTIOHUCTUYHHU OaKTepHaTHH HHPEKINU (BKIIOYUTETHO
aTUIUYHA MUKOOaKTepruaiHa UHQEKIHsI, MEHUHTUT, IPUYKMHEH OT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, u HOkapaHno3a), ONOPTIOHUCTHYHA MUKOTHYHH WHEKIHN, OIOPTIOHUCTUYHU BHPYCHH
WHQEKIHUY (BKIFOYUTEIHO eHIIe(aUT, MPUIUHEH OT XepIec CUMIUIEKC 2) B Mapa3uTHU HHPEKITUH
(BKJIFOUMTEIHO OYHA TOKCOIUIA3MO3a).

Tpsa6Ba na ce moaX0Kaa C MOBUIIIEHO BHUMaHHUE, KOTaTo ce 00chxkaa mpuioxenneto Ha STELARA
NPY TAIMEHTH ¢ XPOHUYHU HHOEKIUY WM aHaMHe3a 3a peluauBupaina nHdekius (Bx. Touka 4.3).



IIpenu 3amouBaneTo Ha JieueHne ¢cb¢ STELARA naruenTuTe TpsiOBa a ce U3CjeaBar 3a
Tyoepkyno3Ha uadekms. STELARA He TpsOBa na ce mpuiiara mpu NaieHTy ¢ akTHBHA
TyOepKyo3a (Bxk. Touka 4.3). JleueHueTo Ha naTeHTHA TyOepKyJi03Ha HHDEKIHs TpsiOBa 1a 3amovyHe
npenu npuioxkeanero Ha STELARA. AHTuTyOepKyo3HaTa Tepamnus ChIIo TpsOBa aa 0bae 00chaeHa
nmpean HadanoTo Ha jeueHrne ¢cb¢ STELARA mpu marmueHTs ¢ aHaMHe3a 3a JIATCHTHA WM aKTHBHA
TyOepKyJ103a, MPU KOUTO HE MOXKE JIa CE MOTBBPIU aJICKBAaTCH Kypc Ha JieueHue. [laruenrure,
npuemarmy STELARA, Tps6Ba ga ce HaOIro1aBaT BHUMATEITHO 3a TIPU3HAIIA M CHMIITOMH Ha aKTHBHA
TyOepKyJ03a 1o BpeMe Ha JISYeHUETO U CIIe/T HETO.

[ManuenTute TpsiOBa a OBAAT HHCTPYKTUPAHH J1a MOTHPCAT JCKAPCKH CHBET, aKO CE MOSBAT MPH3HALN
WA CUMITTOMH, TIPEATIoNaramy HHGeKIusI. AKO MaIHeHT pa3Bhe Cepro3Ha HH(EKINS, ChCTOSIHUETO
My TpsiOBa BHUMaTeNHO ja ce ciaeau u STELARA He TpsOBa fa ce mpuiiara, 10KkaTto HHGEKIHaTa He
ObJIe OBJIAASHA.

310KayecTBEHH 3a00IsIBaHUS

HmyHocynpecopy KaTo yCTeKHHYMad UMaT MOTEHIIMAN J1a YBEIWYaBaT PUCKA OT 3JI0KaYeCTBEHH
3abonsaBanus. Hsxon mammentu, kouto ca npueMann STELARA B KTHHUYHY IpOyYBaHUS U B
MOCTMApPKETHHIOBO 00CEPBAIMOHHO NTPOYYBaHE IPH MALMEHTH C IICOPUA3HUC, Ca PA3BHIN KOXKHU U
HEKOXXHH 3JI0Ka4eCTBEHH 3a00s1BaHus (BK. TOUka 4.8). PUCKBT OT 3110KadecTBEHN 3a00IIBaHUS MOXKE
JIa € TI0-BUCOK MPH MAIMEHTH C IICOPHA3KC, KOUTO Ca JIGKYBaHH C IpyTryd OMOJOTMYHH JIEKapCTBa B
X0Ja Ha 3a00JISIBAHETO.

He ca mpoBexnanu npoy4yBaHus, B KOUTO y4acTBaT MallMeHTH C aHaMHE3a 3a 3710Ka4eCTBEHU
3a00JsIBaHMs MM B KOUTO MIPOABIIKABA JCUCHUETO HAa ALMEHTH, Pa3BIIIN 3JI0KaUY€CTBEHO 3a00IsIBaHe
o Bpeme Ha ipueMa Ha STELARA. 3aroBa Tpsi0Ba 1a ce Moaxosaa ¢ OBHINIEHO BHUMAHKE, KOTATO
ce obcwxaa npuinokennero Ha STELARA nipu Te3u manuenTH.

Benuky nanuenTH, no-crenuaito Te3u Hag 60 roanHY, HauueHTH ¢ aHaMHe3a 3a IPOAbIKUTEIHA
MMYHOCYTIpECHBHA TepaIusl WM TaKuBa ¢ anamHe3a 3a [ITYBA-tepamnus, TpsaOBa na ce HaOm0AaBaT 3a
MosIBa Ha pak Ha Koxara (Bxk. Touka 4.8).

CHCTEeMHH U PecIMPATOPHHU PEAKIINU Ha CBPbXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peakIMU HAa CBPbXUYBCTBUTEIHOCT €A JOKJIAJBAHU B IOCTMAPKETHHIOBU YCIIOBHSI, B HSIKOU
CIIy4ad HAKOJIKO THH ciiel] JeueHneTo. Mima cimydyan Ha aHaduIakcus 1 aHrnoeneM. AKO ce MOsIBU
aHa(UIaKTHYHA WK Ipyra CEpHO3Ha PEaKIns Ha CBPbXIYBCTBUTEIIHOCT, TPSIOBA J]a ce Ha3HAUH
noaxozsuia repanus u npuitoxkennero Ha STELARA TpsiOBa na ce npeyctanoBu (Bxk. Touka 4.8).

Peakuuu, cBbp3anu ¢ uHpy3usTa

B KJIMHUYHKTE M3MUTBAHUS Ca HAOJII0/IaBaHU PEaKIlnu, CBbp3aHu ¢ uHQy3usaTa (Bxk. Touka 4.8). 1o
BpeMe Ha OCTMAPKETHHIOBOTO HAOIO/ICHHE Ce ChOOIIAaBa 33 CEPHO3HU PEaKIIMHU, CBhP3aHU C
WH(Y3UATA, BKIFOUUTETHO aHADUIAKTHYHH PEaKIUU KbM HH(DYy3usaTa. AKo ce HaOIr01aBa cepro3Ha
WJIM )KUBOTO3aCTpalllaBailia peakiys, TpsOBa J1a ce 3arouHe MOAXO0/As1a Tepanus U IPUI0KESHUETO Ha
YCTEKHHYMa0 Ja ce MPEeyCTaHOBH.

Pecnupamopnu

Crnyyau Ha ajlepruyeH ajaBeojIuT, CO3MHO(MUITHA THEBMOHUS 1 HeMH(EKIIMO3Ha OrpaHu3upalia
MTHEBMOHUS ca ChOOIICHH 0 BpeMe Ha ITOCTMapKEeTUHTOBaTa yrnorpeda Ha ycTekuayMao. Kimuananute
MPOSIBY BKJIIOYBAT KAIIUIMIIA, TUCITHES ¥ MHTEPCTUIMATHY HHQUITPATH CJIE]I €IHA JI0 TPH JI03H.
CepHo3HHTE TTOCIIENI BKITIOYBAT JINXATENIHA HEJOCTATHYHOCT U MPOABIDKUTEIHA XOCTTUTATU3AIIHS.
[TomoOpenue e choOIaBaHO Clie] IpeyCTaHOBSIBAHE HA JICUCHHETO C YCTEKMHYMal U B HAKOU CITy4an
TIPH MPIJIOKEHUE HAa KOPTUKOCTEPOUIU. AKO Objie M3KIIF0OUeHA HH(DEKIHMS U AUAarHo3aTa ce MOTBbPIH,
NPUIOKEHUETO HA YCTEKHHYMa0 TpsOBa Jja ce MPEeyCTaHOBHU U J]a C€ 3aIl04He IMOAXO/SIIO JICYeHUE
(Bk. Touka 4.8).



ChbpAeYHOCHI0BU CHOUTHS

IIpu maruenTH ¢ copuasuc, ¢ excro3uius Ha STELARA, B TOCTMapKeTHHTOBO 00CEpBAIIIOHHO
MPOyYBaHe ca HAOJ0JaBaH! ChPICYHOCHIOBU CHOUTHS, BKIFOUUTEITHO HH(DAPKT HA MUOKap/a 1
MO3bYHO-ChJIOB UHIHJICHT. PuckoBuTe (hakTOpu 3a ChpACUHOCHIOBO 3a00sIBaHe TPIOBa aa ce
OIICHSBAT PEIOBHO 1O BpeMe Ha JiedeHneTo ch¢ STELARA.

Bakcunanuu

IIpenopbuBa ce na He ce MpHUIIarat )XUBH BUPYCHHU WM )KUBH OakTepuanan BakcuHu (kato BIDK)
eqroBpemeHHO cb¢ STELARA. He ca mpoBexjaHi KOHKPETHH MTPOYYBAHUS P IMAIMEHTH, BEPXY
KOUTO HACKOPO € TpujlaraHa )KuBa BUPYCHA WM XKHUBa OaKkTepuaaHa BakcuHa. Hsma maHHu 3a
BTOPUYHO TpeaaBaHe Ha MHMEKIVS Ype3 KUBU BAKCUHHM IIpH narueHTH, nonyyasamu STELARA.
Jleaenneto cbc STELARA TpsibBa na ce mpeycTaHOBM Hall-Mallko 3a 15 ceqMunu cien mociaeqHaTa
Jl03a MPEJM MOCTABSIHETO HA JKMBA BUPYCHA WJIM )KUBa OaKTepraiHa BAKCHHA U MOXE JIa C€ Bhb30OHOBU
Hal-MaJKo 2 CeIMUIM Clie]l BAKCHHUpPaHeTo. JIekapuTe, MpeImucBaliiy JIEKapcTBOTO, TpsiOBa 1a
HampaBsT cupaBka ¢ KpaTkara xapakTeprcTiKa Ha MPOAYKTa 32 KOHKPETHATa BAaKCHHA 3a
JOTTBTHUTETHA WHPOPMAIIHS U yKa3aHUS 32 €MHOBPEMEHHATa yIIoTpeda Ha MMYHOCYIPECUBHU
JIeKapcTBa Cle]] BAKCUHUPAHE.

He ce mpenopbsuBa npunarane Ha >kuBu BakcuHU (kaTo BLXK BakcuHa) mpu kppmadeTa, ¢ eKCIIO3HUIUS
Ha YCTeKHHYMa0 in Utero, B mpob/KeHHUE Ha ABAHAECET Mecela CIIe/l PayKIaHeTO WIIH JI0KATO
CEPYMHHUTE HUBA Ha YCTEKMHYMa0 MPH KbPMAUeTO CIaJHAT 10 HUBOTO Ha JETEKIH (BXK. TOUKH 4.5 1
4.6). AKo e HaJuIle KaTeropruyHa KIMHAYHA M0J3a 33 OTIEITHOTO KbpMade, MOXKe J1a c€ OOMHCITH
MpuUjIaraHe Ha *KUBa BaKCHHA B [TO-PaHEH MOMEHT, aKo HE c€ OTKPHBAT CEpyMHU HUBA Ha
yCcTeKnHyMao.

[NarmmenTture, kouto ynorpedsBat STELARA, Moxe qa moy4ar e THOBpPEMEHHO WHAKTUBUPAHU WITH
yOHUTH BaKCHUHHU.

Hwarocpounoro neyenue cb¢ STELARA He noTucka XyMOpajlHUsS UMYHEH OTTOBOP KbM
THEBMOKOKOBUTE MOJIM3aXapHU/IHN BAKCHHH WM KbM BaKCHHHUTE CpeIly TeTaHyc (BK. Todka 5.1).

EnHoBpeMeHHa IMYHOCYNIPECHBHA TEPAIIUs

ITpu npoyuBaHus U IICOpUA3UC He ca oLeHsBaHu Oe3zonacHocTTa U epukacHoctta HAa STELARA B
KOMOWHAIIUS C UMYHOCYTIPECOPH, BKITFOUUTEITHO OMOJIOTHYHH NPOILYKTH MK poToTepanust. [Ipu
NPOYYBaHUS NPH [ICOPUATUYUEH apTPUT, €AHOBpeMeHHaTa ynotpeda Ha MTX He noBiusBa
6e3onacHoctTa 1 ehukacHoctTa HAa STELARA. B npoyuBanusta npu 6onect Ha Crohn u yieposexn
KOJIUT €JITHOBPEMEHHATA yIOTpeOa Ha UIMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TJIekK1a He
noBmusiBa 6e3onacHoctTa mim edukacHoctra Ha STELARA. TpsiOBa 1a ce moaxox/a ¢ TOBUIIIEHO
BHUMaHHE, KOTaTo ce 00ChXk/1a eTHOBPEMEHHAaTa ynoTpeda Ha apyru umyHocynpecopu 1 STELARA
WM TIPY TPEMUHABAHETO KBbM JIEUSHHUE ¢ APYTH OMOIIOTHYHN UMYHOCYTIpecopH (BX. Touka 4.5).

HmyHoTEepanus
STELARA He € onieHsIBaH IIpH MAIMEHTH, KOUTO ca MOJUIaraHy Ha UMyHoTepanus 3a anepruu. He e

n3BectHO nanu STELARA mosxe na ce 0Tpa3u Ha IMyHOTepanuaTa Ipu ajlepruu.

Cepro3HH KOXKHU 3a00J15IBaHUS

IIpu manmeHTH ¢ ICOpHA3NC ce ChOOIIaBa 3a Cilydan Ha eKc(homaTuBeH NepMaTUT Clie] JeUeHHUe ¢
ycTekuHyMa0 (Bx. Touka 4.8). [TareHTHTe ¢ Copuasuc ¢ Iaku MOKE Ja Pa3BUAT €PUTPOACPMHUYUCH
MICOPHUA3KC KaTo YacT OT €CTECTBEHUsI X0 Ha 3a00JIIBAHETO ChC CUMIITOMH, KOUTO MOKE OT KIIMHUYHA
TJIe/IHA TOYKA JIa HEe Ce OTIIMYaBaT OT eKC(OIMATHBHMUS JJepMaTuT. Jlekapure TpsOBa Jla BHUMABAT 32
CUMITOMH Ha E€PUTPOJAECPMUYCH IICOPUA3UC MM eKC(POTUATHBEH AEPMATHUT KAaTO YacT OT
MOHHUTOPHPAHETO Ha NIcOpHa3uca Mpy NanueHTa. AKO Te3u CUMIITOMH Ce TOSBSIT, TPsOBa Aa ce
3anouHe noaxonsmo geueHue. [IpuemsT Ha STELARA 1psiOBa na ce npeycTaHoBH, ako UMa
CHMHEHHS 32 JIEKapCTBEHA PEaKIusl.

3aboisBaHus, CBEP3aHU C JTYITYC
Crnyyau Ha 3a00J1s1BaHUs, CBbP3aHHU C JIYIYC, C€ ChOOIIAaBaT NPHU HAIlMECHTH, JICKYBaHH C YCTEKUHYMaO0,




BKITFOUUTEITHO KOYKEH JIYITyC epUTEMATOJIEC U JIyIyc-Tioo0eH cuHapoM. [Ipu Bb3HUKBaHe Ha JIE3WH,
0COOCHO Ha M3TI0KEHUTE Ha CI'BHIIE yYaCThIIA Ha KOXKaTa, WIIA aKO T€ C€ ChIIBTCTBAT OT apTPaJTHA,
MAIUCHTHT TPSAOBA JIa MOTHPCH He3a0aBHO JIeKapcKa MOMOII. AKO ¢€ TOTBBPAAT 3200 IsIBaHMS,

CBBP3aHH C JIYIyC, YCTEKHHYMa0 TpsOBa J1a e MPEYCTAHOBU U J]a CE 3aIOYHE TIOXO/ISIIO JICUCHHE.

CrernyaisHu oIy IAIHA

Cmapuecka év3pacm (> 65 200unu)

B kTMHUYHHTE U3MUTBAHUS TIPH 0T00PEHUTE TTOKA3aHUs HE ce HAOII0/IaBaT ChICCTBCHH PA3IIUYIUS B
eukacHOCTTa MM 0€30MMAacCHOCTTA MPH MAITMEHTH Ha 65-TOIUIITHA BH3PACT U ITO-TOJIEMH, KOUTO
nony4yaBat STELARA, B cpaBHEHHE C MTO-MJI ¥ MAIlMEHTH. BposIT Ha MAI[HEHTHTE HAa BB3PACT

65 roJMHU U MO-TOJIEMH 00aye HE € IOCTAThYCH, 3a J1a Ce ONPECIIN Iajlu CE TIOBIUSIBAT Pa3jINdHO OT
MO-MITQJINTE MAHEeHTH. Thi KaTo pa3npocTpaHeHUETO Ha MHQEKIIMU Cpell cTapuecKara MOy Ialus
KaTo ISUT0 € TO-TOJISIMO, JICYCHHUETO MPH MAIlMEeHTH B CTapuecka Bh3pacT TpsOBa Jia ce mpuiara
BHUMATEITHO.

CoapprkaHue Ha HATPUH

STELARA cbabpika no-manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE JIa Ce Kaxe, ue
npakTrdecky He chabpika Hatpuil. STELARA o6aude ce pa3pexna ¢ mHpY3HOHEH pa3TBOp HA HATPUEB
xsopua 9 mg/ml (0,9%). Tosa TpsiOBa na ce MMa NpeABU TP NALMEHTH Ha JUeTa ¢ KOHTPOIUPaH
npUeM Ha HaTpuii (BXK. Touka 6.6).

45 B3auMmopeiicTBHE ¢ IPYTHU JeKaAPCTBEHH MPOAYKTH M APYru (JopMH HA B3aUMOo/eiicTBHE
JKuBu BakcuHM He TpsiOBa na ce npuiarat eqHoBpeMeHHo cb¢ STELARA.

He ce mpenopbsuBa npunarane Ha >kuBu BakcuHU (kaTo LXK BakcuHa) mpu kppmadeTa, ¢ eKCIIO3HUIUS
Ha YCTeKHHYMa0 in Utero, B mpoJbKeHHUE Ha ABAHANECET Mecela ClIe/l PayKIaHeTO WIIH JI0KATO
CEpPYMHHUTE HUBA Ha YCTEKHMHYMa0 MPH KbPMAueTO CIaJHAT M0 HUBOTO Ha JETEKIH (BXK. TOUKH 4.4 1
4.6). AKo e HanuIle KaTeropruyHa KIMHAYHA MT0J3a 33 OTJEITHOTO KbpMade, MOXKe J1a c€ OOMHCTH
MpuUjlaraHe Ha *KUBa BaKCHHA B [TO-PaHEH MOMEHT, aKo HE c€ OTKPHBAT CEpyMHU HUBA Ha
yCcTeKnHyMao.

He ca nposexnanu nmpoyuBaHus 3a B3auMoJieiicTBusiTa npu xopa. Ilpu ¢papMakoKMHETHYHN aHATHU3H
Ha TMOTyJIANKSITa, HANIPABEeHU B IpoyuBaHus (aza 3, e u3ciiesBad eeKThT HAa HAH-4eCcTOo
€IHOBPEMEHHO MIPUEMAaHH JIEKaPCTBEHN NPOIYKTH NPH MALUEHTH € IICOpUasc (BKIIOYUTEIHO U
naparneramos, HoynpogeH, aleTHICAIMIIIOBA KUCEJTMHA, MET(OPMHH, aTOPBACTaTHH,
JIEBOTHPOKCHH) BBPXY (papMaKOKHHETHKATa Ha ycTekuHyMa0. He ca HaOmojaBanyu npu3HaIy Ha
B3aMMO/IEWCTBHUE C TE€3U €AHOBPEMEHHO IIPHUEMAaHH JIEKAPCTBEHH MPOAYKTH. OCHOBA HA TO3H aHAJIH3 €
¢dakThT, ye Hali-manko 100 mammenT (> 5% OT U3CiIeIBaHATA TIOITYJIAINS) Ca JIEKYBaHU
€HOBPEMEHHO C TE3H JIEKAPCTBEHH MPOAYKTH Ipe3 nmoHe 90% oT neproaa Ha MpOyIBaHETO.
®dapMakOKHHETHKATa HA YCTEKHHYMal He ce € MOBIUsIa OT eJHOBpeMeHHaTa yrnorpeba Ha MTX,
HCIIBC, 6-mepkanronypuH, a3aTHONPHUH U TIEPOPATHA KOPTUKOCTEPOUIH NTPH NMALUEHTH C
HicOpHaTHY4eH apTpuT, 6ostect Ha Crohn wim yiepo3eH KOJIUT, WK OT MPE/IIeCTBAIa eKCITO3HIHS Ha
antu-TNFa cpeacTBa, MpH NAMEHTH C ICOpUATHYEH apTpUT Wi 6osect Ha Crohn, wiu ot
TIpeJIIecTBalla eKCIo3uIus Ha OMOJIOTHYHY JIEKapCTBEHU IPOAYKTH (T.€. aHnTu- 1 NFa cpencTsa n/ninm
BEA0JIM3yMal) MPU MALUEHTH C yILEPO3EH KOJUT.

Pesynratute ot ipoy4Bane in Vitro e mpeamnonaraT HEOOXOIUMOCT OT aJIalITUpaHe Ha j03arta Mpu
NalMeHTH, KOUTO mojy4danar eqHoBpemenHo CYP450 cyGerparu (Bk. Touka 5.2).

[Ipu npoyuBaHus pu NICOPHA3UC HE ca OlicHsIBaHU Oe30macHoCcTTa U eprukacHocTTa HAa STELARA B
KOMOWHAIUS C UMYHOCYTIPECOPH, BKIIOUUTEIHO OMOJIOTHYHH cpeAcTBa Wi poTtoTtepanus. [Ipu
MPOYyYBaHUs MPU TICOPUATUYCH apTPUT, eAHOBpeMeHHaTa ynorpeba Ha MTX He noBnusiBa
6e3omacHoctTa U eprkacHoctta Ha STELARA. B npoyuBanusta mpu 6osect Ha Crohn u ymimeposex
KOJIUT €JITHOBPEMEHHATA yIOTpeda Ha UIMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TIIekK/1a He
noBnusiBa 6e3onacHocTTa mwin edrkacuoctra Ha STELARA. (Bxk. Touka 4.4).



4.6 @epTHIANTET, OPEMEHHOCT U KbpMeHe

Kenu ¢ gereposieH DOTEHITHAI
JKenu ¢ neTepoieH noTeHMa TpsAOBa qa U3MOI3BAT €PEKTUBHU METOIU Ha KOHTPAIICTIIIHS 10 BpeMe
Ha JICUYEHUE U 10 15 ceaqMuI el JIEUEHUETO.

bpemeHnHocT
[IpocriekTHBHYM TaHHU OT HETOISAM Opoii cirydan Ha OpemenHocT cies excriosunus Ha STELARA ¢

M3BECTEH M3XO0J, BKIOUNTETHO ToBeue oT 450 cirydast Ha OpeMEeHHOCT ¢ eKCIIO3HIMS TIPe3 MbPBHS
TPUMECTHD, HE TOKA3BAT MOBUIIICH PUCK OT TOJIEMU BPOACHU Mai(OpMaIliy pyu HOBOPOJICHOTO.

[Tpoy4uBaHMATA TIPH KUBOTHH HE MIOKA3BAT MPEKH UK HETIPEKU BpeIHH ePEeKTH, CBbP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAXKIAAHETO WM MOCTHATAIHOTO pa3BUTHE (BXK.
Toyka 5.3).

HanmuausaT kmuHIYeH onut obade e orpanndeH. KaTto npesmasHa Msapka e 3a MpeAroYnTane 1a ce
n30srea ynorpebara Ha STELARA no Bpeme Ha OpeMEHHOCT.

YcreknHymad mpeMuHaBa Ipe3 IIaleHTaTa i ce OTKPUBa B CepyMa Ha KbpMadeTa, POACHHU OT KEHH,
JIEKyBaHU C YCTEKHMHYMa0 10 Bpeme Ha OpeMeHHOcTTa. KIIMHUYHOTO BBh3AEHCTBHIE Ha TO3H (aKT HE €
U3BECTHO, HO PUCKBT OT MH(PEKIHS PH KbpMadeTa ¢ eKCIO3UIMS Ha YCTeKHHyMab in utero moxe ia
ObJle IOBUIIICH ciel paxaaneTo. He ce mpemnoppuBa mpuiarane Ha xuBH BakcuHH (KaTto BIDK
BaKCHHA) MPH KbpMayeTa, C EKCIO3UIIMS Ha YCTEKUHYyMa0 iN Utero, B mpoIb/DKCHUE Ha

JBaHaJeCceT Mecella ClIe] PaXKAaHETO WM JOKATO CEPYMHHTE HBA HAa YCTEKUHYMAaO MPH KbPMayeTo
CIa/IHAT TI0J] HUBOTO Ha JETeKIus (BXK. ToUukH 4.4 1 4.5). AKo e HaJuIe KaTeropuyHa KIMHIYHA 110132
3a OTIETHOTO KbpMaue, MOXKe J1a ce OOMHUCIIN IpUJIaraHe Ha >KMBa BAKCHHA B [I0-PAHEH MOMEHT, aKo
HE ce OTKpHUBAT CEPyMHH HHMBA Ha yCTEKHHYMao.

Kbpmene
OrpaHn4eHu aHHH, MyOJIMKYyBaHH B JIMTepaTypaTa, IIOKa3BaT, ye yCTeKuHyMal ce eKCKpeTHpa B

YOBEIIKAaTa KbpMa B MHOT'O MaJIKi KoyimuecTBa. He € u3BecTHO fanu ycrekunymad ce abcopoupa
CHUCTEMHO clief1 riorbiiane. [lopaau noreHmana 3a nposiBa Ha HEXKEJIaHH JIEKapCTBEHH PEaKIui KbM
YCTeKHHYMab MpH KbpMadeTaTa, TpsOBa Jia ce B3eMe pellieHue JIaIH Ja ce IPEeyCTaHOBH KbPMEHETO
10 BpEME Ha JICUCHHE U J0 15 ceaMuIly ciiell JICUeHUETO, UiTH J1a Ce MIPEYCTaHOBH TEPAINUITa ChC
STELARA, kato ce B3eMar mpeaBuj 1oji3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT Teparuira Che
STELARA 3a >keHara.

DepTrIIATET
EdekrbT Ha ycTeknHymad BbpXy (hepTHIMTETA IPU XOPa HEe € OleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cniocodHOCTTA 32 oupaHe U padoTa ¢ MAIINHA

STELARA He noBnUsiBa WK TIOBIHBA MPEHEOPEIKUMO CITIOCOOHOCTTA 32 Mo upane u padoTa ¢
MAIluHH.

4.8 Hexenanu JieKapCTBeHH peaKuH

O06o6uieHre Ha poduna Ha Ge30MmacHOCT

Haii-yectute HexxenaHu JeKapcTBEHU peakuuu (> 5%) B KOHTPOJIUPAHHUTE IEPHOAN OT KIMHUYHHUTE
NPOYYBAHUS MPU BB3PACTHHU C TICOPUA3HC, ICOPUATHYCH apTPpHT, OostecT Ha Crohn u yieposeH Koaut
C yCTeKHHYyMab ca Ha30(papuHTHUT U riraBodoiue. [loBedeTo OT TSIX ce CUUTAT 3a JIEKH U He Hallarat
NpeKbCBaHEe Ha MPOYYBAaHOTO JeueHne. Haii-cepro3nara Hexenana JiekapCTBEHa peakiusl, KOsSITO €
cpobmasana 3a STELARA, e cepro3Ha peakuus Ha CBPbXUYBCTBUTEIHOCT, BKIIIOYHTEIIHO
aHagunakcus (Bx. Touka 4.4). O0uuaT npodui Ha 6€30MacHOCT € MOA00CH MPH MAIUSHTH C
NICOpHUA3HC, ICOpUaTuieH apTput, 6osect Ha Crohn u yiiepo3eH KOouT.




TabaudeH cCOMChK Ha HEXKENAHNUTE PEeaKlnu
JannanTe 3a 6€30MaCHOCT, MPEIOCTaBEHU TIO-A0Y, Ca TIOMYyUEHH CIiell eKCIO3UINI Ha YCTEKNHYyMa0

npy Bb3pacTHU B 14 npoyuBanus ¢aza 2 u ¢aza 3 npu 6 709 nauuentu (4 135 ¢ ncopuasuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 825 manuenTu ¢ ynuepo3eH koiut). ToBa BKIIIOUBa
excrio3uis Ha STELARA B KOHTPOJIMPAHUTE M HEKOHTPOJIUPAHUTE IIEPUOIN Ha KIMHUYHUTE
MPOYYBaHUs B MPOALIDKCHNE HA Hal-Manko 6 Mecena wiu 1 roguna (4 577 u 3 253 nanueHTn
CBHOTBETHO C IICOPUA3UC, IICOPUATHYCH apTpUT, 6osect Ha Crohn win yJmepo3eH KOIUT) 1
eKCTIO3HITHS 3a Hali-Mayiko 4 wir 5 ronuan (ChoTBeTHO 1 482 1 838 ManmenTH ¢ Icoprasuc).

B tabnuna 2 e mokazaH CIUCHK ¢ HEKEIAaHUTE JICKAPCTBCHH PEAKITMH OT KIMHUYHU MPOYYBAHHS [TPU
BB3PACTHHU C TICOPHUA3KC, TICOPHATUICH apTPUT, OosecT Ha Crohn u yiIIepo3eH KOJIUT, KaKTo U
HEXETaHUTE PEaKIUK OT MOCTMAapKETHHTOBaTa yrorpeda. Hexxenanure peakiuu ca KiacuuIMpanu
0 CHCTEMO-OPTaHHU KJIACOBE M YECTOTA ChIJIACHO ClIeHATa KOHBeHIMsA: MHoro yectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectn (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 no < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HAIMYHNTE JAHHU HE MOXKe [a ObJe HalpaBeHa
orieHka). [Ipu BCSIKO rpynupane B 3aBHCUMOCT OT YECTOTaTa HEXKEJIAHHUTE JICKAPCTBEHH PEaKIIUH ce
M30pOsABAT B HU3XOAI P/l IT0 OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Tabauya 2 Cnucvk Ha HexceraHu peakyuu

CucremMo0-0pranHu
KJIACOBe

Yecrora: Hemxeranu peakuuu

Nudexunn n nadectanmm

Yectn: nHGEKIUS HA TOPHUTE JUXATEIHN IbTUILA, HA30()apuHTHT,
CHUHY3HT

Heuectn: uenynur, neHTanny nHQEKINHU, XepIiec 30cTep, HHPEKIHS
Ha JIOJTHHUTE TUXaTeTHH MbTUINA, BUPYCHH WH(EKIINN Ha TOPHUTE
OUXaTeJTHHU IbTHUILA, ByJIBOBarMHAIHA MUKOTHYHA HH(QEKINS

Hapyuienus Ha umyHHaTa
cucTemMa

Heuectu: peakiuu Ha CBPbX4yBCTBUTEIHOCT (BKIIOYUTEITHO O0OPUB,
ypTUKapHs)

Penkun: ceprno3Hu peakuy Ha CBPbXYYBCTBUTEIHOCT (BKITIOUHTEITHO
aHa(uIaKcHs, aHTHOEIEM )

[lcuxuuHN HapyILIECHUS

Heuectn: Acnpecus

Hapyuienus Ha HepBHaTa
cucremMa

YecrTu: 3aMaiiBane, 11aBodone
HeuecTu: nuuesa napanusa

PecnimpaTopHu, rpbIHT U
MeANacCTUHAIHU
HapyILIeHus

Uectu: opodapunreanna 6onka

HeuecTtu: HazanHa KoHrecTUs

Penku: anepruueH anBeosuT, €03MHO(MITHA THEBMOHUS
MHOro peiku: OpraHu3Huparia MIMEBMOHUS *

CromanrHo-4peBHU
HapyIICHHs

Yecrtu: nuapus, rajieHe, MoBpblIaHe

Hapymenus Ha koxxarta u
MOJIKOKHATA ThKaH

UYectu: cppOex

Heuectu: mycTyio3eH rncopuasmc, ekchonmaims Ha KoKaTa, akHe
Penxu: ekchonmatuBeH qepMaTuT, XUIIEPCEH3UTUBEH BACKYJIUT
MHoro penku: 0y103eH nmeMpUrona, KOXKeH JyIyC epuTeMaTo Iec

Hapyienust Ha MyCKyJIHO-
CKEeJIETHATa CUCTEMA U
ChEAUHUTEIIHATA ThKaH

UYectu: 601K B rbpOa, MUAITHS, apTPAITHS
MHOro peiKu: JIymyc-1ol00eH CHHIPOM

OO0y HapymeHus u
e(exTu Ha MACTOTO HA
NIPUIOKEHHUE

Uectu: ymopa, eputemMa Ha MSCTOTO Ha HH)KEKTUPaHe, 00JIKa Ha
MACTOTO Ha WH)KEKTHpaHEe

HeuecTn: peakuuy Ha MACTOTO Ha MH)KEKTHPaHE (BKIIOYUTEIHO
KPBBOM3JIMB, XEMaTOM, BTBbP/ASBaHE, OJYBaHE U ChPOEK), ACTCHUS




*  Bwxre Touka 4.4, CHCTEMHHU U PECIIUPATOPHU PEAKIIMU HA CBPBHXUYYBCTBUTEIIHOCT.

Onncanne Ha N30paHN HEXEIIAHN JIEKAPCTBEHN PEAKIINNA

HNudexnnun

B mmanie60-koHTpoIMpany Npoy4YBaHUS MPY MALUEHTH ¢ ICOPUA3UC, ICOPHATHYECH apTPHT, OOJIeCT Ha
Crohn u yniepo3eH KOJIHUT MPOLEHTHT Ha HHPEKIUNTE WIN CEPHO3HUTE HH(EKIMU € CXOJCH IPU
NalUeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuianebo. B mnane6o-KoHTpomupaHust
Nepro/] Ha Te3U KIMHUYHHU NPOYYBaHMs YecToTara Ha uHdekuuute e 1,36 3a mauueHToroguHa
MPOCIIesBaHe MPH MAINEHTH, JIEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu nmanuenTy, JIeKyBaHH ¢
miare6o. [osBunure ce cepro3an nHPEKnnun ca ¢ gectora oT 0,03 3a manueHTOroAuHa IPOCIeasIBaHe
NpY TTALMEHTH, JIeKyBaHH ¢ ycTekuaymad (30 cepro3nu nndexuuu 3a 930 nanueHToroanHu
npocnensBane), u 0,03 mpu manueHTH, JeKyBaHu ¢ manedo (15 cepno3nu nHbeknnu 3a

434 manueHTOroAuHY mpocieasBane) (BK. Touka 4.4).

B koHTpOIMpanuTe 1 HEKOHTPOJIMPAHUTE MIEPUOIN HA KIMHUYHUTE POYYBaHUsI TPU TICOPUA3UC,
THicOpHaTHy4eH apTpuT, 6osect Ha Crohn u ysmepo3eH KoiuT, MPeACTaBIsBALIN

11 581 nanmenToroauHu ekcro3uis npu 6 709 nanueHTH, MeMaHaTa Ha BPEMETO Ha MPOCIICIsIBaHe
e 1,0 romunwy; 1,1 roguHy 3a Npoy4YBaHUATA IIPU IIcopuasuc, 0,6 TOAMHM 33 TPOYYBAHUATA ITPH OOJIECT
Ha Crohn u 1,0 roguna 3a npoy4BanusTa ¢ yiiepo3eH Koaut. [IporenTsT Ha nHdekiuute ¢ 0,91 3a
NalMEHTOrOIMHA [IPOCIeAsBaHE [IPU NAlMEHTH, JISKYBaHH C YCTEKMHYMa0, a IPOLEHTHT Ha
cepuosnute nHpexun npu Tsx e 0,02 3a nanueHToronuHa npocnenssade (199 cepro3znn HHPEKIHH
3a 11 581 manmeHTOrOAMHM TIPOCIEIBAHE) U Ca OKJIAABAHH CEPHO3HU MH(EKIUH, BKIFOUUTEITHO
ITHEBMOHMS, aHAJIEH a0CIIeC, LEIyJINT, UBEPTUKYIINT, TACTPOCHTEPUT U BUPYCHHU HH(EKIIHH.

B npoBeneHn KIMHUYHY MPOYYBaHUS NAMEHTH C JJATEHTHA TyOEpKyno3a, KOUTO ca Oun
€HOBPEMEHHO JIEKYBaHM C U30HHA3U], HE Ca Pa3BUIIM TyOepKyio3a.

3nokayecTBEHH 3a00ISIBaAHUS

B mnane6o-koHTpoNpanus EPUO Ha KITMHWYHY MTPOYYBaHUS TIPH TICOPHA3HC, ICOPHATHYICH apTPUT,
6ostect Ha Crohn u yJmepo3eH KOJIHUT Y4ecToTaTa Ha 3JI0Ka4eCTBEHUTE 3a00IIBaHMUS, C U3KIFOUCHUE HA
HEMEeJIaHOMEH pakK Ha Koxkara, € 0,11 3a 100 manmeHToroAuHN MpociiessBaHe MpH MalueHTH,
JIeKyBaHU ¢ ycTeknHymao (1 mammeHT 3a 929 nanueHToroquHu npocie/ssane) B cpapHeHue ¢ 0,23
MIpH MAIUEHTHTE, JIeKyBaHU ¢ Tuiane6o (1 mamueHT 3a 434 naneHToroIMHYU MPOoCieIsIBaHe).
UYecroTata Ha HEMENaHOMEH pak Ha koxara e 0,43 3a 100 manueHToroIMHu MpociensBaHe 3a
MAlMEeHTUTE, JIKYBaHH ¢ YCTeKHHYyMab (4 marueHTn 3a 929 manyueHToroAuHY MPOCIIC/ISIBaHe) B
cpasaenue ¢ 0,46 npu manueHTHTe, JIEKyBaHH ¢ Tuiane6o (2 naruenTty 3a 433 manueHToroInHu
MIPOCIIEIIBAHE ).

B xoHTpoOnHMpaHuTe M HEKOHTPOJIHUPAHUTE TIEPHUOIN HAa KIIMHUYHUTE MIPOYYBAHHS MTPH TICOPUAZHC,
NICOpUaTHYCH apTpHT, 6ostect Ha Crohn u yiepo3eH KOJIHT, MpeACTaBIIsIBAIIN

11 561 nanueHTOroIMHU eKcro3uius npu 6 709 narueHTH, MeIMaHaTa Ha BPEMETO Ha MPOCIIe/IsIBaHe
e 1,0 roguna; 1,1 roguam 3a mpoy4yBaHUATA MPH nicopuasuc, 0,6 TOAMHY 3a IPOYUBAHUSITA TIPU OOJIECT
Ha Crohn u 1,0 roguHa 3a npoy4BaHusTa C YIIEPO3EH KOJIUT. 3II0KAYECTBEHHU 3a00JIABaHNUS, C
M3KIIIOUEHNe Ha HEMeTaHOMEH pakK Ha KokaTa, ca JOKJIaBaHu Mpy 62 MalueHTH 3a

11 56 1marmenToroauuy Ha pocnenssade (dectora oT 0,54 Ha 100 ManMeHTOroMHN HA
MIpOCIIe/IIBaHe MPH MAIUEHTH JISKyBaHU ¢ ycTeKnHyMa0). Te3un cirydan Ha 3I0Ka4eCTBEHU
3a00JIBaHYs, CHOOIIEHHY TIPY MAIUEHTH, JICKYBaHU C YCTEKUHYMa0, ca CpPaBHUMHU C OUYAKBAHUTE
ciaydau B obmaTa nomynanus (CTanaapTu3nupan koedumuent Ha gectora = 0,93 [95% noseputenen
untepsai: 0,71, 1,20], kopurupas 3a Bb3pacT, noi U paca). Haii-uecto HabironaBanute
3JI0KAYE€CTBEHU 3a00JISIBAaHUS, PA3IMYHA OT HEMEIAHOMHUS KapIIMHOM Ha KOXarta, ca KapIMHOM Ha
MpocTaTara, KOJIOPEKTAICH KapIIMHOM, METAHOM U KapIIMHOM Ha rbpjaTta. CIydanuTe Ha HeMEJIaHOMEH
KapuuHOM Ha Kokarta ca 0,49 na 100 marueHTOroIMHN Ha IPOCIIeAsIBaHE TIPH MAIUEHTH, JICKYBaHH C
ycTekuHyMab (56 nmamuenTH 3a 11 545 manmenToroauan Ha npocieassane). ChOTHOIIICHHETO Ha
MAIUeHTH ¢ 0a3ajeH CIpsIMO CKBaMO3HOKIIEThUEH KapIIMHOM Ha KoxaTta (3:1) € cpaBHUMO ChC
CHOTHOIIIEHHETO B 001aTa momyJanus (BxK. Touka 4.4).



Peakiiy Ha CBPBXYYBCTBUTEITHOCT M PEAKIINH KbM UH(Y3HsITa

B nipoyuBaHusITa C HHTPABEHO3HA HHAYKIMS pH 6osiecT Ha Crohn u ysmepo3eH KolIuT He ce
CHOOIIAaBAT CHOUTHS HAa aHA(PWMIIAKCUS WX APYTU CEPUO3HU PEAKIIMH KbM UH(Y3HUATA CJIC]] CIUHUIHA
WHTpaBeHO3Ha N103a. B Te3u npoyuBanus 2,2% ot 785 manueHTH, JeKyBanu ¢ miarebo, u 1,9% ot
790 nanueHTy, TIeKyBaHU C MPENOPBUNTENHATA 1032 YCTEKHHYMa0, ChoOIIaBaT HeKeJTaH! CHOUTHS,
BB3HUKHAJIH 110 BpEeMe Ha WM B paMKHUTE Ha eInH Jac oT nHPy3uara. [lo Bpeme Ha
MOCTMaPKETHHTOBOTO HAOJIOICHHE Ce ChOOIIaBaT CEPHO3HU PEaKIIMU, CBbP3aHu ¢ UH(DY3UATA,
BKITFOUUTEITHO aHA(DWIAKTUIHH PEaKIINN KbM HHY3HUATA (BXK. ToUKa 4.4).

[enuaTpuyuHa nonyJaaus

Ileduampuunu nayuenmu Ha 6 200UHU U NO-20JIeMU C NIAKOE NCOPUASUC

besomacHocTTa Ha ycTeknHYyMal e mpoydeHa B IBe poy4YBaHus (a3a 3 mpu NeAnaTpUIHY MAIUeHTH C
YMEpEH JI0 TeKBK IJTIaKOB Icopuasuc. [IspBoTo npoyusane € npu 110 narueHT Ha Bb3pact oT 12 1o
17 ronuHu, JeKyBaHU B IPOABIDKeHUE Ha 60 CeIMUIIM, a BTOPOTO MpOyYBaHe € Npu 44 marnueHTH Ha
BB3pacT oT 6 1o 11 roauHm, IeKyBaH! B IPOIBIDKEHHE Ha 56 ceqmunu. Karto msso cpo0meHunTe
He)XeJlaH! CHOWTHS B T€3H JIBE IPOYUYBAHU C JaHHU 3a O€301acHOCT A0 | ToAmnHa ca mogoOHH Ha
Te3U, HaOJII0AaBaHU B MPEUILIHYU MPOYYBAHUA MTPU BB3PACTHHU C IIAKOB IICOPHUA3HC.

Cro01aBane Ha MOJI03MPAHU HEXKEJIAHH PEaKIIUH

CpoO11aBaHeTo Ha MOI03UPAaHH HEXKEJIaHU PEeaklUy cJie]] pa3pelllaBaHe 3a ynoTpeOa Ha JIeKapCTBEHUs
HPOJYKT € BayKHO. ToBa 03BOJIsIBA 1a MPOABIKU HAOIIOICHUETO Ha ChOTHOIIEHUETO 110J13a/pHUCK 32
JIeKapCTBEHUS NMPOAYKT. OT MEAULMHCKUTE CIICLUATIICTH CE U3UCKBA Ja ChOOLIaBaT BCSIKA
[I0JJ03MpaHa HeXellaHa PeaKlysl Ype3 HALlMOHAJIHATA CHUCTEMa 33 ChOOIIIaBaHe B:

W3nmpnHuTENHA areHuus 1o JieKapcTBaTa

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Cocpus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 TIlpemo3mpane

Ennanunn no3u 1o 6 mg/kg ca npuiaraiu MHTPaBEHO3HO B KIIMHUYHU NTPOYyYBaHUs 03
OrpaHMyaBalla J103aTa TOKCUYHOCT. B ciiyuail Ha nmpeno3upane ce npenopb4Ba NaueHTUTE Ja ce
Ha0JI01aBaT 3a MPU3HAIM WM CUMIITOMHU Ha HEXeJlaHU peakilui 1 He3a0aBHO Ja ce MPUII0KH
NOJXOJAIIO CHMITOMATUYHO JICUCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 @apmakoguHAMUYHH CBOMiCTBA

dapmakoTepaneBTuuHa rpyna: imyHocynpecopu, nHxubutopu Ha untepineBkuHa, ATC kox:
LO4ACO05

MexaHu3bM Ha AeiicTBUE

Ycereknnymab e m3usio yoBemko [gG 1k MOHOKIIOHAITHO aHTUTAIIO, KOETO CE CBBP3Ba ChC
cnenu(UIHOCT KbM 001aTa NpoTenHoBa cydeannuia p40 Ha YOBEeIIKH IIUTOKMHN HHTepieBkuH (IL)-
12 u [L-23. Yerexkunymab nmotrcka 6noaktuBHocTTa Ha YoBemkute 1L-12 u IL-23, kato
npenoTBpaTiBa cBbp3BaHeTO Ha P40 ¢ IL-12RB1 peuenTopen npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTEeKMHyMa0 He Moxke f1a ce cBbpike ¢ 1L-12 umu ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 penentopu mo KieThYHATa MOBHPXHOCT. CIEI0BATEIHO € MAIKO BEPOSTHO
yCTeKHHYMa0 Jia yyacTBa B KOMIUIEMEHT- WJIM aHTUTSUIO-MeIMUpaHaTa IUTOTOKCUYHOCT Ha KIIETKUTE
¢ peuenropu 3a IL-12 w/mmm 1L-23. IL-12 u IL-23 ca xeTepoauMepHU IUTOKUHH, CEKPETUPAHH OT
AKTUBHPAHH aHTUTEH-TIPEJICTABANIM KICTKH, HAITpUMep Makpodaru u IEHIPUTHH KICTKU U J[BaTa
[UTOKWHA y4acTBaT B UMyHHUTE QyHKImHY; [L-12 ctumynupa ectectBernte kietku youim (NK) u
npenu3BukBa nudepennuanysata Ha CD4 + T knerkure kM T 1 xenmepen (Thl) penorun, 1L.-23
uanynupa ets Ha T 17 xenmnepute (Th17). AGHOopMHara perynanust Ha [L-12 u IL-23 obaye ce
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CBBP3Ba C IMYHHOMEANUPAHH 3200 IIBAHNS KaTO TICOPHA3KC, TICOpHATHYEH apTpuT, 6osect Ha Crohn
U yIIIEPO3eH KOJIHT.

Upes cepp3Bane Ha obmmata cyoenunnna p40 na IL-12 u IL-23, ycreknnyMab Moe Jja OKa3Ba CBOUTE
KJIMHHYHA ¢(DEKTH P MICOpUa3Kc, MCOpUaTHIeH apTpuT, 6onect Ha Crohn u ysmepo3eH KOIuT Ype3
npekbeBane Ha mpTHIATa Ha Thl u Th17 muTokmHM, KOWTO Ca B OCHOBATa Ha MATOJIOTHATA Ha TE3U
3a00JIsIBaHuUSI.

IIpu manmenTn ¢ 60ect Ha Crohn e4eHneTo ¢ yCTeKnHYyMal BOH 10 HaMaJeHHEe Ha
BB3NATUTETHUTE MapKepH, BKIrounTenHo C-peaktuBe npotenH (CRP) u dekanen kanmpoTeKTrH mo
BpeMe Ha MHIYKIHMOHHATa (a3a, KOeTo Clie/l TOBa ce MOAIbpiKa Ipe3 IisiaTa noaabpxkama ¢dasa. CRP
€ OIIEHEH 110 BpeMe Ha NMPOIBJDKEHUETO Ha MPOYYBAHETO M HAMaJICHHATA, HAOII01aBaH! 110 BpeMe Ha
noaabpikamara aza, OOMKHOBEHO ce 3ama3BaT A0 252 ceaMuIa.

[pn manmeHTy ¢ yuepo3eH KONUT JEYEHHETO C yCTeKHHyMal BON 10 HaMaJIeHHne Ha
BB3MAINTEITHATE MapKepH, BKiItounTeTHo CRP u ¢exanen kanmpoTeKTHH 1Mo BpeMe Ha
MHIYKIMOHHATA (a3a, KOeTo ce MOJIbpiKa IIpe3 IisIaTa o abpikaiia (asa 1 NpoabLKEHHETO Ha
npoyuBaneTo fo ceamuiia 200.

NMyHuzanuu
[To Bpeme Ha IBATOCPOUHOTO MPOABIDKEHHE Ha npoyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3pPACTHUTE MaueHTH, JekyBanu cbc STELARA 3a Haii-manko 3,5 roguHm, ca Jand aHTHTSIIO0-
OTTOBOPH HAa THEBMOKOKOBH IMOJIU3aXapUAHU BaKCUHU U BAKCMHHU CPCIly TCTaHYC, CXOAHH C TE3U IIPU
KOHTpOJIHATA Irpyna MalueHTH, odyyaBalld HECUCTEMHO JeueHue Ha ricoprasuc. CXoJieH NPOLEHT OT
Bb3PAaCTHUTE NAUEHTH, JIeKyBaHH ¢bC STELARA u Te3u B KOHTpOJIHATA IPyNa, Ca PA3BUIIN 3aLIUTHU
HHUBA HA AaHTUITHEBMOKOKOBH M aHTUTETAHWYHM aHTUTENA, U TUTPUTE Ha AHTUTEJIaTa UM Ca CXOJHH.

Knnnnuna edukacHocT

Bbonecr na Crohn

be3omnacHocTTa M eMKacHOCTTA Ha YCTEKMHYMa0 ca OICHEHH B TPU PaHIOMU3MPAHH, JBOMHOCIICIIH,
1a1e00-KOHTPOJIUPAaHN, MHOTOIIEHTPOBH MTPOYYBaHUS TIPU BH3PACTHU MMAIMEHTH C yMEpPEeHa JI0 TEXKA
axtuBHa Oonect Ha Crohn, ¢ Munekc Ha aktuBHOCTTa Ha Oonectra Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). [Iporpamarta 3a KIMHUYHO pa3paboTBaHe ce ChCTOU OT JIBE §-
ceaAMUYHU npoyuBanus ¢ MHTpaBeHo3Ha nHAyKnus (UNITI-1 u UNITI-2), mocnexBaru ot
44-ceIMUYHO PAHIOMHU3UPAHO MIPOYYBAHE C MOAKOKHO MPHIOKEHHE Ha ToIbpxaiia g1o3a (IM-
UNITI), mpeacrapnsiBamm 52-ceMUYIHA TEPAITHL.

IMpoyusanusita ¢ uaaykiws Btousar 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) nanueHTH.
IIspBuYHaTa KpaiHa TOYKa 3a JABETE MHIYKIMOHHU IPOYUYBaHHUs € IIPOLICHTHT HA YYaCTHULIUTE C
KIIMHAYEH OTroBop (omnpesenen kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha cenmuna 6.
Januute 3a eukacHOCT ce chOMpaT M aHATM3UPAT [0 CEAMUIIA 8 3a IBETE MPOYIBAHHS.
EnHOBpEeMEHHOTO NMPHIIOKEHUE Ha IEPOPATHU KOPTHKOCTEPOUIN, UMYHOMOIYIaTOPH,
aMHHOCAJIMIIWIATH U aHTUOUOTHUIH € pa3penieHo u 75% OT MalMeHTHTe MPOALIDKABAT J1a TIOTy4aBaT
Hali-MaJIKO €IHO OT Te3H JIeKapcTBa. B 1BeTe npoy4yBaHus MaMEHTHTE ca PaHIOMU3UPAHH J1a
HOJTy4YaT eTHOKPATHO HHTPABEHO3HO MPENOPBYNTEIHATA /1032 OT MpHOIU3UTENHO 6 mg/kg B
3aBHCHMOCT OT TeJIeCHOTO Tero (BxX. Tabmuma 1, Touka 4.2), pukcupana no3a 130 mg ycrekuaymad
wi 1are6o Ha cenmutia 0.

[TarmenTtrure B UNITI-1 ca nexyBanu HEYCIENIHO WM UMAT HETIOHOCHMOCT KbM TpEANIECTBAIA aHTH-
TNFa tepamust. [Ipubmmsutenao 48% OT MaMEeHTHTE ca JIGKYBaHHM HEYCIIEITHO ¢ 1 mpeamecTnana
antu-TNFa tepanus, a 52% ca nexyBaHH HeycnemHo ¢ 2 win 3 npeamectsamy antu-TNFa tepanun.
B toBa npoyuBane 29,1% oT nanueHTHTE UMaT HEAOCTATHYCH HAYaJICH OTTOBODP (IbPBHYHU
HepecnoHepH), 69,4% ca ce MOBIHUSIIN, HO Ca MPECTaHAIH J1a CE TIOBIUABAT (BTOPHYHU
HepecnoHepn), a 36,4% uMaT HEITOHOCUMOCT KbM aHTh- | NFo Tepammn.

11



ITammmentute B UNITI-2 ca tekyBaHM HEYCIEITHO HAH-MaJIKO ¢ €Ha KOHBEHITNOHAIHA TEPATTHSI,
BKJTIOUMTEITHO KOPTUKOCTEPOH I I HMYHOMO/YJIaTOPH, KaTo MM HE ca JEKyBaHH JJ0Cera C aHTHU-
TNF-a tepanust (68,6%), wnu ca monyyaBanu npeau ToBa aHTu-TNFo Tepamnust, HO Ts e Onna

Heycrenisa (31,4%).

B nBere UNITI-1 n UNITI-2 3Ha9mMO MO-TOJISAM MIPOIEHT OT MAIUEHTHTE B TPyIIaTa, JeKyBaHa C
YCTEKHMHYMa0, ca ¢ KIIMHUYEH OTTOBOP U peMHUCHs B cpaBHeHue ¢ miane6o (Tabmuua 3). Knnauaaust
OTI'OBOP M PEMUCHATA Ca 3HAUYMMH OLE HA CEAMULA 3 PH NALMEHTHUTE, JIEKYBaHH C YCTEKMHYMa0, U
T€ MPOIBJDKBAT Ja ce Moxo0psaBaT 10 ceamunia 8. B Te3u npoyusaHus ¢ HHIYKIHS €PUKACHOCTTA €
HO-BUCOKA U Ce NOAIbpkKa N0-100pe B Ipymara ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TETJIO0, B
CpaBHEHHE ¢ rpynarta ¢ go3a 130 mg u nopaau ToBa Ipu MHTPABEHO3HA MHAYKLUS CE MPENOphYBa
JO3MPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 3: Undykyus Ha kaunuien omeogop u pemucusi ¢ UNITI-1 uw UNITI 2

UNITI-1* UNITI-2**
Ilnaneoo |IIpenopbuute| Ilaaneoo |IIpenopbuuTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTEeKMHYMAa0 YCTEeKHHYMA0
N =249 N =209
KivHnuHa pemucus, ceaMuiia 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)?
Komnuaen otrosop (100 Tousu), 53 (21,5%) | 84 (33,7%)5 | 60 (28,7%) | 116 (55,5%)"
ceamuua 6
Komuen otrosop (100 Touxn), 50 (20,29%) | 94 (37.8%)* | 67 (32,1%) | 121 (57,9%)"
ceamuna 8
70-TOYKOB OTrOBOP, CEAMUIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TO4YKOB OTIOBOp, ceaMHuIa 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Knunnynata pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOp € olpesieieH KaTo HaMaJIeHUE Ha
CDALI ckop ¢ Haii-manko 100 TOUKH WK ChCTOSHHE B KITMHUYHA PEMHICHUS
70-TOYKOBHSAT OTTOBOP € omnpeseseH kato Hamanerne Ha CDAI ckop ¢ Hait-manko 70 Touku

* Heycnex Ha anTH-TNF0 Tepanms

** Heycnex Ha KOHBEHIIOHAJIHATA TEPaIHs

2 p<0,001
® p<0,01

B npoyuBanero ¢ mogabpikaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTHTAT
100-ToukOB KIIMHAYEH OTTOBOP Ha CeaMHIA 8 OT MHAYKIUsATA ¢ ycTreknHyMab B ipoyuBanust UNITI-1
u UNITI-2. [TaruenTure ca paHAOMH3UPAaHN Ha CXeMa Ha MOAIbPIKAIIO JIEYEHHE C ITOJAKOXKHO
npuiokeHue Ha 90 mg ycTekuHyMab mpe3 8 cenmuiiy, 90 mg ycreknaymab nipe3 12 ceMuny mim
iane0o B NpoabJuKeHUe Ha 44 ceMUIHM (3a IpenopbYUTEeNHATa OIbPKAIIa 1032 BXK. ToUka 4.2 oT
KXIT na STELARA umkekiiioHeH pa3TBop ((prakoH) U HHKEKIIMOHEH pa3TBOP B MPEIBAPUTETHO
HAaITbJIHEHA CIIPHHIIOBKA HJIM B TIPEBAPUTEIIHO HAIThJIHEHA ITHCAJIKA).

3HAYUMO TO-TOJISIM MPOLICHT MALUEHTH B IPYIUTE, JICKYBaHU ¢ YCTEKHMHYMAO0, MOUIbPIKAT KIIMHUYHA
PEMHUCHS M OTTOBOP Ha ceamMuIia 44 B cpaBHEHHE ¢ Tpymara Ha marebo (Bx. Tabmuma 4).

Tabnuya 4: Ilooowvpoicane na kiunuunus omeosop u pemucust 8 IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3anoY8aHe ¢ UHOYKYUOHHAMA 003d

IInane6o* 90 mg 90 mg
YCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 ceamuum 12 cenmunu
N =131f N = 129°
N = 1287

KJIMHWYHA peMucHst 36% 53%? 49%°

Knuuuuen o1roBop 44% 59%° 58%°

Knuanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%° 43%"
KiMHMYHA peMHCHs IPU MAIMEHTH:
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B PEMHCHS B HAUAJIOTO HA NOMMBPIAIATA | oot 36/70) | 679 (52/78) | 56% (44/78)
Tepanus

CRDI00SE T OT IPOYIRAne 44% (31/70) | 63% (45/72)° | 57% (41/72)
o e CA YR I0CCTA C AT | 4996 (25/51) | 65% (34/52)" | 57% (30/53)
CRDA0OLs AT OT TIpOYHRARe 26% (16/61) | 41% (23/56) | 39% (22/57)

Knunnynata pemucus e onpenenena kato CDAI ckop < 150; KIMHUYHUSIT OTTOBOP € ONpPEASNeH KaTo HaMaJleHHe Ha
CDAI ckop ¢ Haii-manko 100 TOYKH WM ChCTOSIHHE B KJIMHUYIHA PEMHUCHS

I'pynara Ha miane6o ce CbCTOU OT MALMEHTH, KOUTO €a Ce MOBJIIHSIN OT YCTEKHHYMAa0 U ca paHIOMU3HPAHHU Ja
HOJIy4aBaT IUIae0o0 B Ha4alI0TO Ha MO (bpiKallaTa Teparnus.

*

T INanuenty, kouro umat 100-TOYKOB KITMHAYEH OTTOBOP KbM YCTEKHHYMAa0 B HAYAJIOTO HA MOJUIbPIKAIIATA TEPaITHs
1 ITanmeHTH, KOUTO HE ca ce MOBIUSIM OT KOHBEHIIMOHAJIHATA Tepamnus, HO He aHTH-TNFo Tepanus

8 TTarmenTH, KOUTO ca pedpakTepPHH WK UMAT HEIIOHOCUMOCT KbM aHTH-TNFo Tepamus

a p<0,01

® p<0,05

HOMHUHAITHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nanuedTn He MOAABPKAT OTTOBOPA KbM YCTEKHHYMAO MpH MPHUIIOKEHUE TTpe3
12 cenMunu 1 € MO3BOJIEHO KOPUTHPAHE Ha 103aTa Taka, 4e J1a IoJIydyaBaT ycTeKuHyMal npe3

8 cenmuru. 3arybara Ha otroBop e omnpesenena kato CDAI ckop > 220 Touku u > 100 Touku
nosuieHue crpsmo uzxoauus CDAI ckop. [lpu Te3u nanueHTH KIMHNYHA PEMUCHS ¢e TIOCTUTa MTPU
41,4% ot mauumentute 16 ceamMuIy ciael KOpUTHpaHe Ha J03aTa.

HaHI/ICHTI/ITC, KOHWTO HE Ca NOCTUTHAJIN KIIMHUYCH OTTOBOP KbM MHAYKIUA C YCTCKI/IHYM36 Ha
cenmuiia 8 ot nmpoyusanusrta ¢ uHAyKims UNITI-1 u UNITI-2 (476 manueHTH), ca BKIOYCHH B
HEpaHJOMH3HUpaHATa 9acT OT Mpoy4YBaHeTo ¢ moaabpxama Tepanus (IM-UNITI) u ca nomyunmm
MOJIKOYKHA WHXKEKIUS ¢ yeteknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
NAaIMEHTUTE ca IOCTUIHAIHM KJIMHUYEH OTTOBOP U Ca MPOIBJDKUIIM Aa MOTy4aBaT MOLIbprKalla
Tepanus mpe3 8§ ceamuny. IloBedeTo oT T€3u NauKMeHTH ¢ MPOABJLKUTENHA MOAIbPKAILA TEPAITUS
moTBpkat 0TroBop (68,1%) u mocturat pemucus (50,2%) Ha cenmuia 44, KaTo TPOLIEHTHT UM €
HOI[O6€H Ha TO3U IIPU MaUCHTUTEC, KOUTO IMMbPBOHAYAIHO Ca CC IMOBJJIHAIN OT MHAYKIUA C
YCTEeKUHYMao.

Ot 131 nanueHnTy, KOUTO ca Ce MOBJIUSIN OT MHAYKIMA C YCTEKHHYMal U ca paHAOMU3UPAHU B
rpynara Ha mianedo B Ha4alloTo Ha IMMPOYYBAaHETO ¢ MOAAbPIKaIia Teparus, 51 BrociencTeue ca
3aryOuiy oTroBopa cu u ca noinydmimn 90 mg ycTeknHyMab moaKoxkHo mpe3 8 cenmuiiy. [loBedero ot
MAIMeHTUTE, 3aryOniIi OTTOBOPA CU U MOAHOBUIIH JICUSHUETO ¢ YCTEKMHYMa0, ca ro HalpaBUId B
pamMkuTe Ha 24 CeIMUIM OT MHAYKIMOHHAaTa nHGY3us. Ot Te3u 51 naruentu 70,6% mocturar
KJIIMHAYEH O0TroBop U 39,2% mocturar KIMHUYHA peMUcHsl 16 ceiMULIM Cel MOTy4aBaHEeTO Ha
IbpBaTa MOJKOKHA 1032 YCTEKUHYyMa0.

B IM-UNITI nauuenTure, 3aBbpIININA IPOYUBAHETO 10 ceaMuua 44, ca NOAXOAIIM 12 TPOABIIKAT
JIEYEHUETO B IPOABIDKEHUE Ha TIpoyuBaHeTo. [Ipu Bcuukute 567 manuenTy, BKIFOUYEHU Ha U JIGKYBaHU
¢ yCTeKuHyMab B MPOIBIKEHUETO Ha MPOYYBAHETO, KIIMHHYHATA PEMHUCHS M OTTOBOPHT OOMKHOBEHO
ce ToJIbpKaT 110 ceamuia 252, kakto npu 6oHuTe ¢ Heycrex Ha TNF-TepanuuTe, Taka u npu
MALMEHTUTE C HEYCIIEX Ha KOHBEHIIMOHAIHUTE TepPaIuu.

He ca ycTaHoBeHH HOBU ChOOpakeHHUs 3a O€30MACHOCT IPHU YIbJKABaHE Ha TOBA IIPOYYBaHE JI0
5 ronuuu Ha neueHue pu narpenTy ¢ bonect Ha Crohn.

Enoocxonus

BBHIIHUAT BU HA JIMTABUIIATA € OLICHEH SHIOCKOTICKY MpH 252 MAIMEHTH ¢ TIOXO/IAIIA H3X0HA
€HJTIOCKOIICKA aKTUBHOCT Ha 3a00JIsIBAHETO B €THO MOANpOoyYBaHe. [IbpBruHaTa KpaiiHa ToUKa e
MIPOMSIHA OT M3XOTHOTO HMBO Ha ONMPOCTeHNs eHI0CKOTICKH cKop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HII€0-KOJIIOHHH
CerMeHTa 3a HaIu4Ke/pa3Mep Ha SI3BUTE, MPOICHT Ha JIMTABUYHATA MTOBBPXHOCT, MOKPUTA OT SI3BH,
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HPOLICHT Ha JIMTABUYHATA TIOBBPXHOCT, 3aCerHaTa OT JPYTH JIC3UH, U HAIUYHE/BU]] HA
cTecHsBaHUATa/CTpUKTYpUTe. Ha cenmuia 8, cient eqMHUYHA MHTPaBEHO3HA MHIYKIMOHHA /1034,
npomsiHata B SES-CD ckopa e mo-rosnsima B rpynara Ha yctekuaymab (n = 155, cpenna
npoMsiHa = -2,8) OTKOJIKOTO B rpymnaTa Ha mianedo (n = 97, cpeana npomsina = -0,7, p = 0,012).

Ilosnuseane na gpucmynume

B eana noarpyna nauueHTd ¢ ApeHupamy GucTyiu Ha u3XxoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot nexkyBaHUTE ¢ YCTEKMHYMAa0 MALEHTH Ce MOBJIUABAT B IPOIBIDKEHUE Ha 44 ceMuIu
(ompeneneno kato > 50% HaMaseHre 0T U3XOHO HUBO B MIPOYYBAHETO C MHIYKIWS Ha Opos Ha
npenupaimute Guctynn) B cpaBHerue ¢ 5/11 (45,5%) ¢ miane6o.

Kauecmeo na srcusom, cevpzaro cvc 30pagemo

KadecTBOTO Ha KMBOT, CBBP3aHO CHC 31PABETO, € OLEHEHO MOCPEACTBOM BhIIpoCcHUK NpU
BB3NATUTETHN 3a00sBanus Ha yepBaTa (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BerpocHum SF-36. Ha ceqmuria 8 marnuieHTrTE, MOTyYaBay yCTEKHHYMa0, TIOKa3BaT CTaTHCTUYECKU
3HAYMMO ITO-TOJIIMO M KIIMHHYHO 3HAYUMO Tomo0penne Ha obmus IBDQ ckop u na 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 ¢ mmane6o. B mpoyasanero IM-UNITI no cenmuria 44 te3u nmomoOpeHus
OOHMKHOBEHO C€ TOIBPXKAT I0-100pe TPH JIEKyBaHH C YCTEKMHYyMa0 MAllMeHTH B CPaBHEHHUE C
riane6o. [TogoOpeHneTo Ha Ka4ecTBOTO Ha KUBOT, CBbP3aHO ChC 3[PaBETO, OOMKHOBEHO CeE
MOJTbPIKA MPE3 ISUIOTO MPOIBIDKEHHE 10 ceamuiia 252.

Yuepos3eH KoJIUT

Be3onacHocTTa M e(hUKacCHOCTTA HAa YCTEKMHYMAa0 ca OLEHEHHU B JIBE PaHIOMHU3UPaHH, ABOHHOCIIEIIH,
1a11e00-KOHTPOIMPAaHU, MHOTOLICHTPOBH NPOYYBAHUS IPU Bb3PACTHH MALMEHTH C YMEPEH 10 TEKBK
aKTHBEH yJIepo3eH KoauT (ckop o Mayo 6 no 12; ergockoricku cyockop > 2). [Iporpamara 3a
KIMHAYHO pa3paboTBaHEe ce ChbCTOU OT €JHO MPOyYBaHE C HHTPAaBEHO3HA HHAYKIUS (HapeueHO
UNIFI-]) ¢ nedenue no 16 ceamuim, nocieaBaHo ot 44-ceIMUYHO POYYBAHE C MO IBPIKAIIO0
JIEYSHHUE C MOJKOXKHO MPUIIOKEHHE, C PAHIOMH3UPAHO CiupaHe Ha JieueHueTo (Hapedeno UNIFI-M),
KOETO MPE/ICTaBIIsABA Hail-MaIKko 52 ceIMULIM Ha Tepamusl.

IIpencraBenure pe3ynraru 3a epukacHoct or UNIFI-I u UNIFI-M ce ocHOBaBaT Ha leHTpaieH
nperiies Ha eHI0CKOIUHTE.

UNIFI-I BkirouBa 961 narwentu. [IspBudHaTa KpaliHa TOYKA B POYYBAHETO C UHIYKITUS €
NPOLEHTHT HAa YYaCTHUIIMTE B KIIMHWYHA peMucus Ha ceamuna 8. [lanmenture ca paHIOMH3UpaHH 1a
MOJTyYaT eTHOKPaTHO MHTPABEHO3HO MpernopbunTeNHaTa qudepeHnrpana 1o3a 6 mg/kg (Bx.
Tabmuia 1, Touka 4.2), pukcupana f03a 130 mg ycrekunymad miu mianebo Ha ceamuiia 0.

Pazpemeno e eTHOBpeMEHHO IPUIIOKEHHUE Ha TIEPOPATHA KOPTHKOCTEPOUIH, IMYHOMOYJIATOPH 1
aMuHOcCaIuIuiIaTy, kKato 90% oT manueHTuTe NpoIbJKaBaT Ja MoJTy4aBaT Hal-MajIKko €HO OT Te3’
JekapcTBa. BKiroueHuTe manueHTy TpsiOBa 1a ca NpeMHUHAIN HEYCIIEIHA KOHBEHIIMOHAIHA TePaIlns
(KOPTUKOCTEPOUIU UITH UMYHOMO/IYJIATOPH) HJIH JICYCHHE C Hail-MaJKO eHO OHOJIOTUYHO
nekapcTBeHo cpeacTBo (aHtaronuct Ha TNFo w/nnm Bemonmzymab). [Ipu 49% ot manmenture
KOHBEHLMOHAJIHATA TEpaIys € HEYCIelIHa, HO He U JICYCHUETO C OMOJIOTUYHO JIEKAPCTBEHO CPEACTBO
(ot xouTo 94% He ca JleKyBaHU J1ocera ¢ OMOJIOTMYHH JIEKAPCTBEHH NPOAYKTH). 51% OT manueHTure
ca JIeKyBaHHU HEYCIEITHO I UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEJICTBO.
IIpubmm3utenno 50% OT MaMEeHTHTE ca JIEKyBaHU HEYCIICNTHO ¢ Hali-MaiKko 1 mpemiecTBaria aHTH-
TNFa Tepanus (oT kouto 48% IBPBUYHO HE ca ce MOBIUIIN), a 17% ca nmanu Hail-manko 1 Tepanus
c aatu-TNFa cpenctBo u Begonmmsymao.

B UNIFI-I 3HaunM0 mo-roJyisiM NpoLeHT OT MAMEHTHUTE ca B KIMHUYHA PEMUCHS B IpyIaTa, JIEKyBaHa
C YCTeKHHyMa0, B cpaBHeHue ¢ Tuiarie6o Ha cenmuiia 8 (Tabmuia 5). Omie na Ceqmunia 2, Hali-
paHHAaTa IUTaHWPaHa BU3WTA B MPOYYBAHETO, M PH BCSIKA BU3UTA CJIE/ TOBA MTO-TOJISIM MPOIIEHT
MAIMEHTH C YCTEKMHYMa0 HAMAT PEKTAIHO KbPBEHE HIIH IIOCTUTaT HOPMAaJIHA YeCTOTa Ha JiedeKarus
B CpaBHEHHUE C NMAllMEHTUTE Ha mianebo. HabmogaBaHu ca 3HAYMMH Pa3IvKH MEKAY YCTEKHHYMa0 U
m1ane0o B YacTUYHUS cKop 1o Mayo u cumnToMaTuuHaTa pemucust oie Ha Cenmuna 2.
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EdukacHocTTa € 1mo-BucoKa B rpymnata ¢ audepeHiupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢
no3a 130 mg mo oTHOIIEHUE HA U30paHU KpallHU TOYKH U TIOPaJIH TOBA JU(PEPEHIIMPAHOTO TO3UPAHE
ce MpenopbyBa KaTo 1032 32 HHTPaBEHO3HATA WHAYKIIHS.

Tabnuya 5. Pestome Ha ocnoguume pesyamamu 3a ecpuxachocm 8 UNIFI-I (Ceomuya 8)

IInanedo IIpenopbunTeHa
N =319 1032 ycTeKHHyMao®
N = 322
Kinunnuna pemucus™® 5% 16%*?
[pu manueHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO 9% (15/158) 19% (29/156)°
HE ¥ OMOJIOTHYIHA Teparus
I1py ManMeHTy ¢ HeyCIeNHa OUOIOTMYHA Tepanus’ 1% (2/161) 13% (21/166)°
IIpu nanuenTu ¢ HeycneniHa tepanus Kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa U C Be[0Jn3ymMad
Kiununyen otrosop® 31% 62%*
I[1pu marnueHTy ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO 3506 (56/158) 67% (104/156)°
HE U OMOJIOTHYIHA Teparus
[Ipy manMeHTy ¢ HeycrenHa OUOJ0rMYHA Tepanus’ 27% (44/161) 57% (95/166)°
IIpu nanuenTu ¢ Heycnem#a tepanus kKakto ¢ TNF, 28% (13/47) 529% (30/58)"
TakKa U C BeoInu3ymMad
JluraBuyHO 03/1paBsBaHe’ 14% 27%?
[1pu manueHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO 21% (33/158) 3306 (52/156)"
HE ¥ OMOJIOTHYHA TepaIHsl
I1pu ManyeHTy ¢ HeyCcnenHa OHOJIOrMYHA TEPAIHs 7% (11/161) 21% (35/166)°
CHUMITOMaTUYHA PEMUCHS® 23% 45%°
KOM6I/IHI/IpaIiO CUMIITOMAaTH4YHAa PEMHUCHA U JIMTABUYIHO 8% 21%6
031paBsiBaHe
£

Jlo3a 3a uH}Yy3usa Ha yCTeKHHyMa0 NpH M3MOJI3BaHE Ha CXeMa Ha IpuJiaraHe Bb3 OCHOBA Ha TEJIECHOTO TEIJIO0, YKa3aHa
B Tabauya 1.

KimHnyHata peMucus ce ompezels Kato ckop no Mayo < 2 myHkTa, 6e3 HHANBHIyalleH cyockop > 1.

KimamaausT OTroBOp Ce ompeaenst KaTo HaMaIsIBaHe CIPSMO H3XOJHOTO HIBO Ha ckopa o Mayo ¢ >30% u > 3
MYHKTa, C HAMaJISIBaHe CIPSIMO U3XOJJHOTO HMBO Ha CyOCKOpa 3a PEeKTATHO KbpBeHe > | Wik cyOCKOp 3a peKTaTHO
kbpBeHe 0 nn 1.

AmnTtaronuct Ha TNFo n/umm Begonmnsymao.
JluraBHYHOTO O37paBsiBaHE CE OMpPEAENI KaTo eHJOCKOIICKH cyOckop mo Mayo 0 wmm 1.

CuMnTOMaTHYHATA PEMHCHS Ce ompeens KaTo cyockop o Mayo 3a yecrora Ha nedekanuara 0 uu 1 u cyGekop 3a
peKTaiIHO KbpBeHe 0.

KoMOuHaIusTa OT CHMIITOMAaTHYHA PEMHCHS U JINTaBIYHO O3/IpaBsiBaHE Ce ONpesielist KaTo CyOCKop 3a 4ecToTra Ha
nedexarusita 0 w1, cyGekop 3a pekTainHo KbpBeHe 0 u eHaocKoncku cyockop 0 v 1.

2 p<0,001

Homwunanuo 3uaunmo (p < 0,001)

Homunanuo 3uaunmo (p < 0,05)

B UNIFI-M ca oneHern 523 manueHTH, TOCTUTHAIHM KIIMHUYEH OTIOBOP C €THOKPATHO 1.V.
npuioxxenue Ha yecreknayMad B UNIFI-I. [TanuenTure ca panpoMu3npany 3a mojrydyaBaHe Ha
noxppKama cxema ¢ 90 mg ycreknHymab MOAKOKHO Ha Bceku 8 cenmurin, 90 mg ycreknaymal Ha
Bceku 12 cenmuiy vy mare0o B MpobIbKeHNUEe Ha 44 ceMHUIH (3a penopbunTeTHaTa
nouTbpakaia o3a Bukre Touka 4.2 Ha KXI1 na STELARA wHkekimoneH pa3tBop ((IiakoH) u
WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIHEHA CIIPUHITOBKA WK B IIPEIBAPUTEITHO HAITHTHCHA
NHCAJIKA).

3HaT-II/IMO IIO-TOJIAM IMPOLCHT MalUCHTU Ca B KIIMHNYHA PEMHCHUSA B IBETC I'PYIIH, JICKYBaHU C
yCTeKnHyMab, B CpaBHEHHE C rpyIara ¢ mianebo Ha ceamuia 44 (k. Tabauma 6).
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Tabnuya 6: Pe3siome na ocnosnume usmepumenu 3a epuxacrocm ¢ UNIFI-M (ceomuya 44;

52 cedmuyu om 3anousare Ha UHOVKYUOHHAMA 003a)

Mnamedo* 90 mg 90 mg
N =175 yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 cemmuuu 12 cenmunu
N =176 N =172
Knunanuna pemucus™®* 24% 44%:* 38%°
IIpu nanueHTH ¢ HEycnenHa
KOHBEHITHOHAITHA, HO He W OHOJIOTMYHA 31% (27/87) 48% (41/85)" | 49% (50/102)
Tepanust
gp“ HATHETITH © HeyClielia 17% (15/88) | 40% (36/91)® | 23% (16/70)"
MOJIOTHYHA TEePAIHsI
I[py manueHTy ¢ HEeYCIeNIHA TeParHst 15% (4/27) 33% (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonmzymad
HOI{I{’bp)KaH;: Ha KJIMHUYEH OTTOBOP JIO 45% 7106 68%°
ceamuua 44
[Ipu nanyeHTy ¢ HeyCHelHa
KOHBEHITHOHAITHA, HO HEe W OHOJIOrMYHA 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepanust
gp“ TALHCHTH € HEYCHCIIHa 39% (34/88) | 65% (59/91)* | 56% (39/70)"
HOJIOrMYHa TCpanusd
Hlpy mauperi ¢ Heycneia Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)*
kakTo ¢ TNF, Taka u ¢ Bemonmuzymab
JluraBuyHO 03/1paBsBaHe’ 29% 519%? 44%5
Tombpiane Ha KIMHIIHA PEMHCH3 10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuua 44
Knunugna peMucus 6€3 KOPTHKOCTEPOHAS 23% 42%2 38%°
IIpobIKUTETHA PeMUCHST' 35% 57%:® 48%"
CHMITOMaTUYHA PEMUCHS® 45% 68%"* 62%"
KomOuHHMpaHo cHMNITOMATHYHA PEMUCHS U 28% 48% 41%"

JIMTaBUYHO O3/paBsBaHe*

*  Creq MOBIHSIBAHE OT 1.V. YCTEKHHYMAa0.

** KIMHUYHATa PEMHCHS Ce OIpesers KaTto ckop o Mayo < 2 myHkra, 6e3 nHauBuyaneH cyockop > 1.

§

KAMHUYHUST OTTOBOP Ce OMpeIelis KaTo HaMallsiBaHe CIIPSIMO U3XOJHOTO HUBO Ha ckopa mo Mayo ¢ > 30% u > 3

MYHKTa, C HAMAJISIBaHe CIIPSMO U3XOAHOTO HUBO Ha CyOCKOpa 3a PEKTAIHO KbpBEHE > | MM CyOCKOp 3a PEKTaIHO

kbpBeHe 0 mn 1.
AmnTtaronuct Ha TNFo v/unn Begonuzymao.

T JluraBmanoro 03/IpaBsIBaHE Ce OTPENeIIs KaTo €HA0CKOICKH cyOckop o Mayo 0 mm 1.

koptukoctepounu Ha Cenmuiia 44.

Cenmunia 44 1 yactiyHa pemucus mo Mayo nipu nocnenHara uzuta (Cenmuria 44).

IMoxaepxaneTo Ha KIMHUYHA pemucus 1o Cenmua 44 € onpeesieHo KaTo MalUeHTH B KITMHUYHA PEMUCHS 110
Cenmuna 44 cpen MaMeHTHTE B KIIMHUYHA PEMUCHSI HA H3XOJJHOTO HUBO Ha MOIIbpKamara ¢asa.
Knnunynara pemucust 6e3 KOPTUKOCTEPOU/ Ce ONpeiesist KaTo MAlUeHTH B KITHHUYHA PEMUCHS, KOUTO He MOJTy4YaBaT

IIpoxwinkuTeTHATA PEMUCHS C€ ONpeIeNis KaTo YacTHYHa peMucus o Mayo mpu > 80% npu BCUUKU BU3UTHU NPeIU

Y Cummromarmanara pemucus ce onpenens kato cybckop mo Mayo 3a gecrora Ha gedekanusaTa 0 wan 1 u cybckop 3a

peKTaiHo kbpBeHe 0.

+  KoMOGMHALWSTA OT CHMIITOMATHYHA pEeMUCHS 1 JIMTaBUYHO O37IPaBsSBAHE CE ONPEEIIs KaTo CyOCKop 3a 4ecToTa Ha
nedexkarusta 0 w1, cyGekop 3a pexTainHo KbpBeHe 0 i eHaockorcku cyockop 0 v 1.

2 p<0,001

® p<0,05

Homwunainuo 3uaunmo (p < 0,001)
Homunanuo 3uauumo (p < 0,05)
be3 cratuctuuecka 3HaYMMOCT

BJ'IaFOHpI/ISITHI/ISIT e(i)eKT Ha YCTCKI/IHyMa6 BBPXY KIMHUYHUA OTTOBOP, JUTABUIHOTO O3ApPAaBABAHC U
KIIMHUYHAaTa pEMUCHUS € Ha6J'IIO}_'[aBaH Py UHAYKIUA U IMTOAOBbPIKAIO JICHCHUC KAKTO IIPH NAIIUCHTUTEC
C HCYCIICIIHAa KOHBCHIIMOHAJIHA, HO HE U OMoIornyHa TCparus, Taka v Ipyu NaquCHTUTE C Hal-MaJIko
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€JIHa TIpe/IIIecTBalla Heyc lenTHa Tepanus ¢ antaroHuct Ha TNFo, BKIIOUHTETHO TpU MalueHTH,
KOUTO ITBPBUYHO HE Ca Ce MOBIUSIN OT Tepanwus ¢ antaronucT Ha TNFo. bnaronpusiten edexr e
HAOJI0JJaBaH ChIIO U MPU HHAYKIIMS MTPH MAIUCHTH C Hali-MaJIKO ¢/IHA HEYCIIEIIHA TPEIIeCTRAINA
Tepanus ¢ antaronucT Ha TNFo u Beonu3ymal, HO OposIT Ha MAIUSHTUTE B Ta3H MOJATPYyTa € TBBPAC
MAaJTbK, 32 J]a C€ HAIpaBAT KaTeTOPUYHH 3aKIIFOUSHHSI OTHOCHO OJIarONMpHUATHUS eeKT 110 BpeMe Ha
MOIbpIKAIaTa TEPAINS B Ta3M IpyIa.

THayuenmu, nosnusgawu ce om unoykyus ¢ yemexkunyma6 na Ceomuya 16

Ha nanmenture, 1eKyBaHH ¢ YCTEKHHYMa0, KOUTO HE ca Moydmin oTroBop Ha cenmuna 8 B UNIFI-I,
e nmpunoxen 90 mg ycrekunymao s.c. Ha cenmuna 8 (36% ot naumenture). Ot T1x 9% oT
MalMeHTHTE, KOUTO ITbPBOHAYAIIHO Ca PaHAOMH3HPAHH 32 MOJyyaBaHe Ha MPENOpPbYHTEIHATA
MHIYKIMOHHA /1033, IOCTUraT KJIMHUYHA peMucus, a 58% mocTuraT KIMHUYEH OTIOBOP HA

Ceamuua 16.

[ManmenTture 6e3 KIMHUYEH OTTOBOP KbM MHIYKIHS C yCTeKHHYMal Ha ceMuIia 8 B IpOy4IBaHETO
UNFI-I, Ho ¢ otroop Ha ceamuiia 16 (157 marpenTs), ca BKIIOYEHH B HEPAHIOMHU3MpAHATa YacT Ha
UNIFI-M u ca npoab/Kuin fa ModydaBaT MOAIbPIKAINa 1032 HA BCEKH 8 CEIMUIIM; TIOBEYETO OT TE3H
nanueHTH (62%) moaabpkaT oTroBopa, a 30% mocturaTt peMucus Ha ceamuua 44.

IIpoovnoicenue na npoyusaremo

B UNIFI narnuenTuTe, 3aBBPIIAIN IPOYyUYBAHETO A0 ceaAMUIa 44, ca MOAXOSIIU Ja MPOABIDKAT JIeUe-
HUETO B NpoAb/bKeHue Ha npoyuyBaHeTo. Cpen 400-Te mauMeHTH, KOUTO ca BKJIFOUEHU Ha U JIEKYBAHU
C YCTeKMHYMa0 Ha BceKH 12 miM 8 ceMUIM B TPOIBIDKEHUETO Ha MTPOYYBAHETO, CHMIITOMATHYHATA
pemucHsi OOMKHOBEHO ce 3amna3sa 10 200-Ta ceMuIIa Mpu MaIMeHTH, ¢ HeyCIelTHa KOHBEHI[MOHATHA
(HO He 1 OMOJIOTHYHA Teparnus) U Te3H ¢ HeYyCIelIHa ONOIOTUYHA TepaITusl, BKIFOUUTEITHO TE3H C HEeYyC-
niex kakTo ¢ anTu-TNF, Taka u ¢ Begonmm3ymad. Cpex marueHTuTe, KOUTO Ca TOTYYHITH 4-TOAHUIITHO
JieueHHe C yCTeKHHYMal U ca OLIEHEHHU ¢ TIOMOILITa Ha IBJIHHS CKOp 1o Mayo 3a mojabpKaHe Ha cell-
muna 200, ceotBeTHO 74,2% (69/93) 1 68,3% (41/60) mogabprkaT 3a3ApaBsIBaHETO HA JIMTABUIIATA U
KJIMHAYHATa PEMUCHSL.

He ca ycTaHOBeHH HOBH ChOOpakeHUsI 32 0€30MaCHOCT MPH TOBA MPOIBIDKEHUE HA MPOYYBAHETO MIPH
NAIUEHTH C YILEPO3€eH KOJIUT, JIEKYBaHH 10 4 TOUHH.

Enoocxoncko nopmanusupane

EnnmockonckoTo HopManu3upaHe € onpeAesieHo KaTo eHA0CKOICKU cyockop o Mayo 0 u e
HabOmonaBaHo omie Ha cenmunia 8 B UNIFI-I. Ha ceqmutia 44 or UNIFI-M T1o ce moctura mpu 24% u
29% OT maIlMeHTUTE, JISKYBaHH C YCTEKHHYMa0 ChOTBETHO Ha BCEKM 12 MK 8 CeIMMIIM, B CPAaBHEHHE
¢ 18% ot marmenTHTe B rpymnara c miamnebo.

Xucmonoeuuno u Xucmo-eHOOCKONCKO UeA8UYHO 030pABseane

XHUCTOJIOTUYHOTO 03/IpaBsiBaHe (ONpeeicHO KaTo HeyTpoduiiHa nHGuATpaus B < 5% OT KpUITHTE,
0e3 paspylaBaHe Ha KPUITUTE U 0€3 epo3uH, yIILEepauy WK IpaHyIalliOHHA ThKaH) € OLICHIBAaHO Ha
ceaqmuua 8 B UNIFI-I u Ha Cenmuua 44 B UNIFI-M. Ha cenmuua 8, cneq enHOKpaTHa UHTPABEHO3HA
WHAYKIMOHHA J103a, 3HAYMMO I10-TOJISIM MPOIEHT MAaIleHTH B TpyIaTa ¢ MpernopbYuTeaHara 103a
MOCTUraT XMCTOJIOIMYHO o37paBsiBane (36%) B cpaBHEHHE C MAaLUEHTUTE B Tpynara c mianedo (22%).
Ha Cenmuna 44 nonabpskane Ha To3H e(eKT ce HaOoAaBa Npy 3HAYUMO TTOBEYE MMALlUeHTH C
XHUCTOJIOTHYHO 03/IpaBsABaHE B IPyNuUTe ¢ ycTeknHyMmal Ha Bcakal2-ta cenmuna (54%) u Ha Besika 8-
Ma ceamutia (59%) B cpaBaenue ¢ miare6o (33%).

KomOunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABUYHO 03/[paBsBaHe, OMPEIENICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHE, € OICHEHA Ha CeMUIIA 8 B
UNIFI-I u na cenmuna 44 8 UNIFI-M. IlanmenTture, morydaBajiv yCTEKMHYMa0 B IpeOpbUYHTEIIHATA
J103a, TIOKa3BaT 3HAYMMO MOJJ0OPEHHUE Ha KpaiiHaTa TOYKa, XMCTO-€HIOCKOIICKO JINTaBUYHO
037paBsiBaHE Ha ceJMHuIa 8, B rpynara ¢ yctekuaymao (18%) B cpaBHeHHe ¢ rpymnaTta ¢ miane6o (9%).
Ha cenqmuria 44 moambpikane Ha TO3HW eeKT ce Habr0o1aBa Mpu 3HAYMMO ITOBEUE MAIMEHTH ¢ XUCTO-
€H/IOCKOIICKO JINTaBUYHO O37]paBsiBaHe B TPYNHUTE C ycTeKnHyMab Ha Besika 12-ta ceamuna (39%) u Ha
Besika 8-Ma ceamunia (46%) B cpaBHeHHE ¢ Tr1are6o (24%).
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Kauecmeso na srcusom, cevp3ano cvc 30pasemo

KauecTBOTO Ha )KUBOT, CBBP3aHO ChC 3/IPABETO, € OLICHIBAHO Ype3 BBIPOCHUK MpH BB3MAIUTEITHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bbnpocuurure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceqmuna 8 8 UNIFI-I nauuenTure, nomy4yaBain ycTeKMHyMa0, MOKa3BaT 3HAYMMO MO-TOJISIMO U
KIMHAYHO 3HaYMMO mmomobpente Ha obmms IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHEeHHE C I11are0o.
ToBa momoOpeHune ce moAabpIKa MpH MaUeHTHTE, JIeKyBaHu ¢ ycTekunyma0, B UNIFI-M no
ceamuna 44. TTogoOpeHneTo Ha KaueCTBOTO Ha KHUBOT, u3MepeHo ¢ IBDQ u SF-36, obukHOBeHO ce
MOIIBPIKA MIPE3 ISLIOTO IpoabibkeHue 10 ceamuria 200.

[MaruenTuTe, MOTy4aBaal yCTEKUHYMA0, UMAT 3HAYUMO TIO-TOJISIMO TIOJJOOPEHUE Ha MTPOYKTHBHOCTTA
mpu paboTa, OlleHEeHO Ype3 MO-TOISIMO HaMallsiBaHe Ha O0IIOTO HapyIIeHne Ha paboTara U Ha
HapyIIaBaHETO HA aKTUBHOCTTA, OlleHeHH upe3 BbnpocHuka WPAI-GH, oTkonKOTO manueHTure,
MOJTyYaBajy rianedo.

Xocnumanuzayuu u onepayuu, cevpanu ¢ yayeposer koaum (YK)

Ho cenvunia 8§ 8 UNIFI-I mporieHTHT Ha YIAaCTHUIIMTE C XOCMIUTAIN3allUY, CBBp3aHu ¢ YK, e 3HaunMo
MO-HUCHK NPU YYACTHUIUTE B IpyNara ¢ NpenopbynTenHaTa ao3a ycrekuaymao (1,6%, 5/322) B
CpaBHEHME C yYaCTHULMTE B rpymnara ¢ mianebo (4,4%, 14/319), karo HUKOW OT y4aCTHULIUTE,
MOJyYaBaji yCTeKUHyMal B MpenopbunTeIHaTa HHAYKIIMOHHA 71032, HE € MOJJI0KEH Ha ONepalius,
cebp3ana ¢ YK, B cpaBuenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Tpynara C miareoo.

Ho cenmuna 44 8 UNIFI-M 3HaunMo no-HUCHK Opo#t xocATanu3anud, cBbp3anu ¢ YK, e
HaOJI0/JaBaH MPU YYaCTHUIMTE B KOMOMHUpaHaTa rpyma ¢ yctekunymao (2,0%, 7/348) B cpaBHeHHE ¢
YYaCTHUIMTE B Tpymnara ¢ miamnebo (5,7%, 10/175). Uucneno nmo-manbk Opoii yUaCTHHIIM B TPyIIaTa ¢
ycrekunymad (0,6%, 2/348) ca moanoxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHe ¢
y4acTHUIMTE B Tpymara ¢ miamnebo (1,7%, 3/175) no cenmuria 44.

NMyHOreHHOCT
1o Bpeme Ha jeueHHe ¢ yCTeKnHYyMal MOTaT Jia ce Pa3BHUT aHTUTENA CPENly YCTeKHHYMao u

MOBEYETO OT TAX ca HeyTpanmsupanin. OOpa3yBaHEeTO Ha aHTHTENA CPEIly YyCTEKUHyMal € CBBbpP3aHo C
HOBHIIICH KIUPBHC HA YCTEKHHYMAa0 MpH naieHTy ¢ 6onect va Crohn win yneposen komut. He e
HaOronaBaHa HamaseHa eukacHocT. He ce HabmoaaBa oueBUIHA 3aBUCMMOCT MEKAY HATUIHETO Ha
aHTHUTENa Cpellly YCTeKMHyMab 1 MosABaTa Ha peakiiy Ha MSICTOTO Ha HHKEKTHUPAHE.

[lenuaTpuyHa nonynanus

EBpormefickaTa areHIums 1o JiekapcTBaTa oTjara 3aJbDKEHHETO 3a IPEIOCTaBsSIHE Ha Pe3yITaTUTE OT
NPOYYBaHUSATA C YCTEKHHYMa0 B €/IHa WJIH [TOBeYe MOJArPYIH Ha MeAHaTpUIHATA TOMyJIaus IPU
6onect Ha Crohn 1 yiuepo3eH KonuT (BX. Touka 4.2 3a nHpopMaLus OTHOCHO ynoTpeda B
TIeANATPUATA).

5.2 ®apmakokuHeTHYHH CBOHCTBa

Crnen nmpenopbhYUTENHATa MHTPABEHO3HA MHAYKIIMOHHA 71032 MEJaHaTa Ha MaKCHMAaJIHaTa CEpyMHa
KOHIICHTpAIs Ha ycTeKnHyMa0, HaOmoaapana 1 gac cien uady3usra, e 126,1 pg/ml npu
nanuenture ¢ 6oxect Ha Crohn u 127,0 pg/ml npu narmeHTUTe C yaIepo3eH KOIUT.

Pasnpenenenue
Menunanara Ha o6eMa Ha pa3mnpe/iesieHre B TepMuHaiHata (asa (Vz) cief eHOKpaTHO HHTPABEHO3HO

NPUJIOKEHUE TIPH MALMEHTH C Icopruasuc Bapupa ot 57 o 83 ml/kg.

Buorpanchopmarus
TouyHUAT BT HA MeTA0OIM3UPAHE HA YCTEKUHYMAa0 HE € U3BECTEH.
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EnumMunupane
Menunanata Ha cucteMans KmphHC (CL) cien emHoKpaTHO HHTPABEHO3HO MPUIIOKEHNE TIPH

MalMeHTH ¢ icopuaszuc Bapupa ot 1,99 1o 2,34 ml/nen/kg. Menuanata Ha momyxuBoTa (ti/2) Ha
YCTEKHMHYMa0 € MpUOIM3UTEIHO 3 CEIMHUIM NIPH MAIMSHTH C YIILEepo3eH Koaut, boect Ha Crohn,
TICOPHA3HC W/WIIK TICOPUATHYEH apTPUT U Bapupa oT 15 1o 32 aHM BBB BCUYKHU NPOYYBAHHS HA
IICOPHA3HC U TICOPHATHYCH apTPHT.

JInHeWHOCT Ha o3aTa

Cucremnara excrio3uiusi Ha ycreknHyMab (Cmax 1 AUC) ce yBenm4uaBa 1o Ha4uH, MPUOTU3UTEITHO
MPOMOPLUHOHANIEH HA J103aTa, cJie]] €THOKPAaTHO HHTPABEHO3HO MPHJIOKECHUE Ha 103U B TPaHMLATa
mexay 0,09 mg/kg u 4,5 mg/kg.

CrenpaiaHy monyJIalu

Hsama nannyau GpapMaKoOKMHETUYHH JaHHU MIPH MAIUCHTH C YBpeneHa ObOpevHa MM YepHOJpoOHa
¢yukuus. He ca mpoBe/icHN KOHKPETHU NMPOYYBAHHS C MHTPABEHO3HO MPUIIOKEHHE HA YCTEKHHYMAO
[IPH MAIMEHTH B CTapYecKa Bb3pacT WK MEAUATPHUUHH MAlIUCHTH.

[Tpu marmenTtn ¢ 6omect Ha Crohn u ymiiepo3eH KOTUT BapuabUITHOCTTa HA KIIMPHHCA HA YCTEKHHYMa0
ce MOBJIHUSBA OT TEJIIECHOTO TEIJI0, HUBOTO HA CEPYMHHS aJIOYMUH, I10J1a M CTaTyca IO OTHOIIEHUE Ha
aHTUTENaTa Cpelry YCTEeKUHyMa0, 10KaTO TEIECHOTO TETJIO € Hail-3HaunMaTa KoBapuarta, BIusela
BBpXY 0oOemMa Ha pasnpenencHue. OcBeH ToBa mpu 6onectta Ha Crohn KIMPBHCHT ce noBnusBa oT C-
PEaKTUBHUS IIPOTEHH, CTaTyca [0 OTHOLIEHUE Ha HeyclieX Ha JedeHneTo ¢ TNF-anTaronuctu u
pacara (a3uaTCKy CIpsIMO Hea3uaTCKH MPOHU3Xo/). Br3aelicTBHeTO Ha TE3U KOBapUaTH € B paMKHUTE Ha
+20% OT TUNMYHaTa WK pedepeHTHaTa CTOMHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
Heo0XoIuMa KOPEKIHs Ha 03aTa 3a Te3u KoBapuaTh. EnHoBpeMeHHaTa ynorpeda Ha
MMYHOMOIyJIaTOPHY HAMA 3HAYUTEIHO BIMSHUE BbPXY PAa3NpPeleIeHUETO Ha YCTEKNHYMao.

Perynupane sa CYP450 enzumu

Edexrure Ha IL-12 nn IL-23 Bepxy perynupanero Ha CYP450 en3umute ca omeHeHH B iN Vitro
MPOYyYBaHE C U3MOJI3BAHE HA YOBEIIKH XEHaTOIUTH, KOeTO mokasea, 4e I1L-12 u/umu IL-23 ¢ HuBa ot
10 ng/ml He npomMeHsT akTrBHOCTTA Ha YoBerikuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
unu 3A4; Bx. Touka 4.5).

5.3 IlpeakIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuHu4HUTE JaHHU HE MOKa3BaT 0COOEH PUCK (HANp. TOKCUYHOCT Ha OpraHUTe) 3a Xopa Ha O0a3ara
Ha M3MUTBAHUATA 32 TOKCUYHOCT TIPH MHOTOKPATHO IMpUJIaraHe, TOKCHYHOCT 332 Pa3BUTHETO U
PENpOYKTUBHA TOKCHYHOCT, BKIIFOYHTEIHO U (apMaKOJIOTUIHUTE OIIEHKH 3a Oe3omacHocT. [1pu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PENPOLYKTUBHA TOKCHYHOCT MPHU JBJITOOTAIIATH MaKaLH
HE ce Ha0JIIoaBaT HeXxelaHu e)eKTH BbpXY QepTUInTeTa Ipu MBXKKHUTE, KAKTO U BPOJCHH Je(eKTh
WJIM TOKCUYHOCT 3a pa3BUTHETO. He ce HaOmoaaBar HexenaHu epeKTH BbpXy QepTUinTeTa mpu
JKEHCKHUTE IPH yrnoTpedaTa Ha aHAJIOTUYIHO aHTUTsUIO cpenry 1L-12/23 mpu mumkn.

Jlo30BUTE HUBA B IPOYYBAHUS IPU KUBOTHH ca 01130 45 MTU MO-BUCOKHU OT Hal-BUCOKATa
€KBUBAJICHTHA J103a, IPEJIBIK/IaHa 32 IPUIOKEHUE MPU MNALMEHTH C ICOPUA3UC, U BOAAT 10
MaKCHMAaJIHA CEpYMHH KOHIIEHTpAIK ITpU MaliMyHH, KOUTO ca Haja 100 mbTH MO-BUCOKH OT
KOHIICHTpAIMUTE, HAOIIOIaBaH! TIPU XOpa.

He ca npoBexaanu mpoyyBaHus 3a KAPLUHOTEHHOCT C YCTEKWHYMa0 MOpaay JUIcaTa Ha MOIXO0 SN
MOJIEIN 32 aHTHTSUIO 0€3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaum.

6. DAPMAIIEBTUYHU JAHHHA

6.1 Cnucbk Ha NIOMOIIHHUTE BeLIeCTBA

EDTA aunatpuera con quxuapar (E385)
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L-xuctuanu

L-XHCTHANHOB MOHOXHAPOXJIOPU MOHOXUAPAT
L-meTronun

IMonucop6ar 80 (E433)

3axapo3a

Bopa 3a nmxeknmm

6.2 HecnbBMecTHMOCTH

[Tpu nunica Ha MpOyYBaHUs 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOJYKT HE TpsiOBa Ja ce cMecBa ©
npyru nexapctBenu npoayktu. STELARA tpsiOBa na ce pazpekaa camo ¢ pa3TBOp Ha HATPHUEB
xmopuz 9 mg/ml (0,9%). STELARA He TpsibBa 11a ce mpuiiara e IHOBpEMEHHO Upe3 e€IHa U ChIa
WHTPaBEHO3HA CUCTEMA C APYTH JIEKaPCTBEHH MPOAYKTH.

6.3 Cpok Ha rogHocT

3 roguuu
a ne ce 3ampassina.

Joka3zana e xuMu4Ha B pU3MYHA CTAaOMITHOCT TI0 BpeMe Ha yrnoTpeba 3a 8 waca mpu 15-25°C.

OT MHEKpOOHOIOTHYHA TJIeJHA TOYKA MPOAYKTHT TPSAOBA [1a ce yImoTpeOr He3a0aBHO, OCBEH aKo
METOJbT Ha pa3pekAaHe U3KII0YBA PUCK OT MUKPOOHO 3aMbpcsiBaHe. AKO He ce yHoTpeOu He3abaBHO,
HepHOIbT Ha M3II0JI3BaHE U YCIOBUATA HA ChbXpaHEHHE NPeH yroTpeda ca OTTOBOPHOCT Ha
moTpeduTeNs.

6.4 Cneunamm yYcdioBusi Ha CbXPaHECHUE

Ha ce cpxpansia B xmammmHUK (2°C — 8°C). [la He ce 3ampa3sBa.
CobxpaHsBaiiTe (yrakoHa B KApTOHEHATa ONAKOBKa, 3a J1a ce Mpe/as3u OT CBETJINHA.

3a yclioBusiTa Ha CbXpaHEHHUE CIIeN Pa3pexaaHe Ha JeKapCTBEHHUS MPOIYKT BIXKTE TOUKa 6.3.
6.5 Bwuxu chabpkaHne HA ONMAKOBKATA

26 ml pastBop BBB (utakoH oT cThKIIO THII I 30 ml, 3aTBOpEeH ChC 3amynianka oT OyTHIOBa ryma ¢
nokputne. STELARA ce pasnpocTpansiBa B orakoBka 1o 1 ¢iaxos.

6.6 CrhenuaJHu NpeanasHu MePKH NP U3XBbPJIsiHe U padoTa

PastBopsT BBB (uiakoHa chc STELARA He TpsiOBa na ce paskiiamia. Pa3TBopbT TpsiOBa /1a ce mpoBepu
BH3YAJIHO 32 HATMYUETO HA TBHP/AN YaCTUIU WITU MIPOMSHA Ha [IBETA, IPEIN Ja CE TPUIIONKH.
Pa3TBOpBT € OUCTHp, Oe3nBeTeH 10 OIe0KBIT. JIekapcTBEeHUAT MPOAYKT He TpsiOBa aa ce
ynorpe0siBa, ako pa3TBOPHT € C MPOMEHEH LBAT WM MbTSH WM aKO B HETO ce 3a0eiIs3BaT BUIUMH
YYXKIM YaCTHLIH.

Pazpexnane
STELARA koHmeHTpaT 3a HHGY3HOHEH pa3TBOp TPsiOBa /la ce pa3peau U 1a Ce MOJTOTBH OT

MCIUIIMHCKHU CIICHUAJIMUCT C MIOMOIIITAa Ha aCCIITUYHA TCXHHUKA.

1. W3uucnere no3ara u 6post Ha HeoOxoaumute ¢rakonu STELARA Bb3 0OCHOBa Ha TETJIOTO Ha
nanueHTa (Bx. Touka 4.2, Tabnuna 1). Beexkn duakon STELARA ot 26 ml ceabpika 130 mg
yctekuayMab. UznomsBaiite camo mbiHU priakonn STELARA.

2. Uzrernere u n3xBbpiieTe ot HHQY3uOHHMS cak oT 250 ml 06eM OT pa3TBOp Ha HATPUEB XJIOPHU]T
9 mg/ml (0,9%), paBen na o6ema STELARA, xoiito Tpsi6Ba na ce 1006aBu. (u3xBbpiere 26 ml
HaTpHeB XJopHz 3a Bceku HeoOxoauM ¢uiakon STELARA, 3a 2 ¢uakona uzxswpiere 52 ml, 3a
3 (dhmaxona m3xsbprieTe 78 ml, 3a 4 drakona uzxebpiere 104 ml)

20



3. Wsrernere 26 ml STELARA ot Bcexku HeoOXoauM (JIaKOH U T 100aBeTe KbM HH(Y3HOHHHS
cak ot 250 ml. Kpaiinusat o0em B nHY3HOHHUSA cak TpsiOBa aa Obae 250 ml. BuumareaHo

cMecere.

4. [Tpeau npunokeHUETO MPOBEPETE BU3yaTHO pa3peaeHus pa3tBop. He ro ynorpe0sBaiite, ako ce
HaOJIFO1aBaT BU3YAITHO HEMIPO3PAYHH YACTHIIM, TPOMSHA Ha I[BETA WX 1y>KIH YaCTHIIH.

5. [Mpunoxere paszpescHUs pa3TBOP 3a MEPUOJ OT Hail-Maiko equH yac. Cliesr KaTo ce pa3pey,

NpUIaraHeTo Ha HHQY3MOHHUST Pa3TBOp TPsOBa 1a ce U3BBPIIN B pAMKUTE Ha OCEM yaca Clie]
paspexaaHeTo B MH(Yy3UOHHHMS Cak.

6. NznomnsBaiite camo Habop 3a nH(Y3US C BrpajieH, CTEpUJIeH, auporeHeH GUiIThp che ciiabo
CBBp3BaHe HA MpoTeuHu (pazmep Ha nopure 0,2 MUKpPOMETPA).
7. Bceku duiakoH € camo 3a eIHOKPaTHO MPWIOKEHUE M HEU3ITOJI3BAHUAT JICKAPCTBEH MPOTYKT

TpHGBa Ja C€ U3XBBHPJIU B CbOTBETCTBUC C MECTHUTE U3 CKBAHUSA.

7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

9. JATA HA I'BPBO PASPEIIABAHE/IIOJJTHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

[ata Ha mepBO pazpemaBane: 16 auyapu 2009 r.

Hata Ha nocienno nonHoBsiBane: 19 centemBpu 2013 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

09/2024

[MoxpoOHa nH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus 1o Jiekapceraata http://www.ema.europa.eu/.
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1. HNME HA JTIEKAPCTBEHUS ITPOAYKT

STELARA 45 mg uHXeKIOHEH Pa3TBOP

STELARA 45 mQ nHXeKIMOHEH Pa3TBOp B MPEABAPHUTEIIHO HAITBIHEHA CIPUHIIOBKA
STELARA 90 Mg uHKeKIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA CIIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mg MHKEKIIMOHEH Pa3TBOP
Bceeku ¢utakon chabppika 45 mg yerekunymab (ustekinumab) B 0,5 ml.

STELARA 45 mQ nHXeKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
Besika peiBapUTEIHO HATBIHEHA CITPUHIIOBKA ChIAbpKa 45 mg ycTekuuymab B 0,5 ml.

STELARA 90 Mg vH»XeKIMOHEH PAa3TBOD B IIPEABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
Besika npeiBapuTeIHO HaMbJIHEHA CIIPHHIIOBKA Chabpka 90 mg ycrekunymab B 1 ml.

VYcrexkunymab e usipuio 4oBemko 1gG 1k MOHOKIOHATIHO aHTUTSIIO KbM uHTepiieBkuH (IL)-12/23,
MPOU3BE/ICHO B MUEIIOMHA KJISThYHA JIMHKS Ha MUIIIKH C TIOMOIIITa Ha pekoMOuHanTHa JIHK
TEXHOJIOI'Us.

3a BJIHUA CHUCHK Ha IMOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mQ MHKEKIIMOHEH Pa3TBOP
WHXeKIHOHEH pa3TBOP

STELARA 45 mg MHKEKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBLIHEHA CIPHUHIIOBKA.
WmxexnumoneH pa3TBop

STELARA 90 mg MHKEKIIMOHEH pa3TBOP B IPEABAPUTEIHO HAITBLIHEHA CIPHUHIIOBKA.
WHXEKIMOHEH Pa3TBOP

Pa3TBOPBT € GHCTBP 10 JIEKO OMaNIECIIeHTEeH, OE31[BETEH 10 OJICA0XKBIIT.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3AHUS

IInakoB ncopuasuc

STELARA e noka3as 3a Je4eHHE Ha yMEPEH 10 TEXXBK IIIAKOB IICOPHUA3NC IPU Bb3PACTHU, KOUTO HE
ca ce MOBJIMSIN, UMAT MPOTUBONOKA3aHNS WIM HEIOHOCUMOCT KbM JPyTH CUCTEMHH TE€panuy,
BKJIFOYBAIIM 1ukiocnoput, Mmetorpekcatr (MTX) mnu [TYBA (micopanien u ynTpaBuoiIeTOBH A THUN)
Tepanus (BXK. Touka 5.1).

[InakoB ncopuasuc npy NeAUaTpUYHH NAIUEHTH

STELARA e noka3as 3a ieueHHe Ha yMEpEH JI0 TEXXbK IIJIAKOB IICOPHA3NC NP JEla U MalueHTH B
FOHOIIIECKA Bb3pacT Ha 6 TOAWHU U NO-TOJIEMH, IIPH KOUTO UMa HEJOCTAThUEH KOHTPOJ WU
HETTOHOCUMOCT KBM JIPYyTH CHCTEMHH Tepanuu uii Gororepanuu (Bx. Touyka 5.1).

[Icopuatnued aptput (PsA)
STELARA, camoctosrenno uinu B komOuHanus ¢ MTX, e mokasaH 3a JcUeHUE HA aKTHBEH
TICOPUATHYCH apTPUT MPU BH3PACTHU MAIUEHTH, P KOUTO OTTOBOPHT KbM IIPEAIISCTBAIIO JICUCHHE C
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HeOmoornyHu Moauduupartu 6onectra antupeBMaTonaHu jJekapctsa (DMARD) e 6un
HeJocTaTh4eH (BXK. Touka 5.1).

Bonecr Ha Crohn

STELARA e nokasan 3a JeueHHE Ha Bb3PACTHHU TAIMEHTH ¢ YMEPEHa JI0 Te)KKa aKTHBHA OoJiecT Ha
Crohn, kouTo ca ce MOBJIMSIN HEIOCTATHYHO, BEUE HE CE MOBIHMIBAT WK UMAT HETOHOCHMOCT KbM
KOHBEHI[MOHAIHATA Tepanus Wik KbM aHTaroHuct Ha TNFo, Wiy uMaT MeTUIUHCKU
MPOTHBOIIOKA3aHUsI 32 TAKMBA TCPAITHH.

Yuepo3eH KOJIUT

STELARA e nokasas 3a Jie4eHHe Ha Bb3PACTHU MAIMEHTH C YMEPEH JI0 TEKbK aKTUBEH YIIEPO3CH
KOJIMT, KOMTO Ca Ce MOBJIHUSIN HEAOCTATHYHO, BEYe HE CE MOBIUIBAT HJIM MMAT HEITOHOCHMOCT KbM
KOHBEHI[MOHAIHATA TePaNys WK KbM OHOJIOTHYCH JICKAPCTBEH NMPOAYKT, HJIU UMAT MEIUITUHCKA
MPOTHUBOMOKA3aHHsI 33 TAKMBA Tepanuu (Bxk. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

STELARA e npeana3HaueH 3a yrnorpeda moJi ppKOBOJICTBOTO M HAA30pa Ha JIeKap C OIMUT B
JMUATHOCTHIIMPAHETO U JICYCHHETO Ha 3a0oisaBaHms, 32 kouto STELARA e nokazas.

203H[20BK3

IInakoB ncopuasuc
IIpenoprunrennara no3upoka Ha STELARA e nauanna g03a 45 mg, npuioxeHa MoJK0XKHO,
MocJIeIBaHa OT 1032 45 Mg 4 ceIMHIM ITO-KBCHO | CJIST TOBA Ha BCEKH 12 CeIMUIIH.

[Tpu manueHTH, KOUTO HE Ca CE MOBJIUSIM OT JICUCHUETO 10 28 ceqMUIIM TPsiOBa 1a ce OOMUCITU
MpeKpaTsBaHe Ha TepaIuaiTa.

Hayuenmu ¢ menecro meeno > 100 kg

3a manmenTH ¢ tenecHo terio > 100 kg mbpBoHavanHata n03a € 90 mg, mpuiIokKeHa MOIKOXKHO,
nocleBana ot 103a 90 Mg 4 ceaMuId O-KHCHO U cliel ToBa Ha Bceku 12 ceqmunu. [lpu Te3u
MAIMEeHTH J03aTa oT 45 mg chIIo € ehuKacHa, HO MO-ToJIsIMa ePUKACHOCT UMa fo3arta oT 90 mg. (Bxk.
Touka 5.1, Tabiuia 4)

[Icopuatuued aptput (PSA)

IIpenopruBanara no3upoBka Ha STELARA e Hauanna go3a 45 mg, npuiioxeHa MoAKOKHO,
nocieBaHa ot f03a 45 Mg 4 ceAMHUIIM TTO-KBCHO U CJIeN TOBA HA BCEKH 12 ceaqMuIM. AJITepHAaTHBHO,
npu narenTu ¢ renecHo tero > 100 kg, Mmoxke na ce u3nonzsat 90 mg.

[Tpu marueHTH, KOUTO HE Ca CE MOBJIUSIM OT JICUSHUETO J10 28 ceaMUIIM TPsiOBa J1a ce OOMHCITU
MIPEeyCTaHOBSBaHE Ha JICUSHUETO.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOX0 MO aJlaniTHpaHe Ha J103aTa [PH MAIlMEHTH B CTapyecKa Bb3pacT (BkK. Touka 4.4).

bvopeuno u wepnoopobro yspesicoane
He ca mposexxnanu npoyusanmsi cb¢ STELARA mpu Te3n momynaruu naruerTn. He Moxke 1a ce nane
MperophKa 3a J03ara.

Ileouampuuna nonynayus
Bbesonacnocrra n eduracHoctra Ha STELARA mpu mena ¢ ncoprasuc Ha Bb3pacT HoA 6 TOJUHU MU
MU JieTia ¢ TICOPUATUYEH apTpUT Mol 18-rouIIHa Bb3pacT BCe OLIe HE Ca YCTAHOBEHH.

[T1aKOB IICOPUA3KC TP TIEANATPUYHN TanneHTH (6 TOIMHM M [TO-TOJIEMH)
IIpenoppuntennara noza Ha STELARA crnopen TenecHOTO Teriio € moka3aHa mo-aoiy (tadnvmm 1 u
2).
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STELARA Tps6Ba ma ce mprutara Ha ceqmuniu 0 u 4, cireq; ToBa Ha BCEKU 12 CeIMMUIIH.

Tabnuya 1. Ilpenopvuumenna 0oza STELARA npu neduampuunu nayueHmu ¢ ncopuasuc

TeJsiecHO Teryi0 KbM MOMEHTA HA NIPUJIAaraHe IIpenopbunTeHA 1032
< 60 kg 0,75 mg/kg
> 60-<100 kg 45 mg
> 100 kg 90 mg

3a u3uncnsBaHe Ha oOeMa Ha nHKekTHpaHe (ml) 3a nanuenTu < 60 kg u3non3Baiite cieqHara
¢dopmymna: TenecHo terio (kg) x 0,0083 (ml/kg) mm BikTe Tabnwma 2. M3uncnenust obem TpsiOBa ga
ce 3akpbrim g0 0,01 ml u na ce mpunara c rpagyupana cnpuanoBka oT 1 ml. Hanmuden e ¢nakon ot
45 mg 3a neAMaTpUYHU MAILMEHTH, KOUTO TPAOBa Ja MOTyvaBaT Mo-MajKo OT Iiara go3a 45 mg.

Tabnuya 2. Obemu nHa unsicekmupane na STELARA npu neouampuynu nayuenmu ¢ nCOpUasuc

< 60 kg
Tenecn;():;:g(:{:(()kla[;eMe Ha Jo3a (mg) O0em Ha unkekTHpaHe (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 23,3 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
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
50 375 0,42
51 38,3 0,42
52 39,0 0,43
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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

[Tpu manueHTH, KOUTO HE Ca CE MOBIIUSIIM OT JICUSHUETO JI0 28 CeMUIIH, TPpIOBa J1a c€ OOMHCTH
MPEYCTaHOBABAHE HA JICYCHUETO.

Bonect Ha Crohn u yniiepo3eH KOJIUT

B cxemarta Ha neuenue mppBata no3a Ha STELARA ce npuiara HHTpaBeHO3HO. 3a J03UpOBKaTa Mpu
HMHTPaBEHO3Ha cxeMa Ha npuiarane Bwkre Touka 4.2 or KXIT va STELARA 130 Mg koHIeHTpaT 3a
nH(Y3UOHEH Pa3TBOP.

[IspBoTO MONTKOkKHO MTprokeHne Ha 90 mg STELARA Tps6Ba 1a ce U3BBPIIN HA CEAMHALIA 8 CIe]
UWHTpaBeHO3HAaTa a03a. Ciel TOBa, c€ NpenopbyuBa MPUIOKEHHUE Mpe3 12 cenMHULu.

[MatmeHTH, KOUTO HE CE MOBIUABAT AOCTATHYHO /0 8 CEAMHUII CJIe]] ITbpBaTa MMOJIKOXKHA /1033, MOXKE
Jla oJTydat BTOpa MOJKOHA /1032 110 TOBa BpeMe (BXK. Touka 5.1).

[MaumeHTH, TPU KOUTO MMa 3ary0ba Ha OTTOBOP MpHU Hpuiiaraxe mnpes 12 ceqMuny, Moxe Jla UMaT 1oJ3a
OT MOBHIIIEHUE Ha YECTOTATa Ha MPIIIOKEHHUE mpe3 8 cenMuIy (BXK. Touka 5.1, Touka 5.2).

BrniocnencTsue no3ara Moe J1a ce Impuijiara Ha MaldeHTUTe npe3 8§ ceIMUI Uil rpe3 12 ceqMUIM Bb3
OCHOBA Ha KJIMHUYHA TpereHKa (BK. Touka 5.1).

TpsiOBa 1a ce OOMHUCIU MPEYCTAaHOBSIBAHE HA JICYCHUETO MPH MAIUCHTH, KOUTO HE NOKAa3BaT JIaHHU 3a
TepaneBTHYHA T03a 16 CeaMHUIM e i.V. HHAYKIIHOHHA 1032 WK 16 CeMHUITU crieT IpeMHUHABAHE
KbM NpHUJIaraHe Ha MOJIbpiKalia /103a Mpe3 8 CeAMMIIH.

[TpunoskeHUeTo Ha UMYHOMOTYJIATOPH U/ KOPTUKOCTEPOUIA MOXKE JIa TIPOIBJIKH 110 BpeMe Ha
neyenuneto cb¢ STELARA. Ilpu nauueHTuTe, KOUTO ca ce NoBausu ot jeueHuero cbec STELARA,
MPUIIOKEHUETO Ha KOPTUKOCTEPOUIA MOXKE J1a Ce HaMAJIH WIIH J]a C€ TIPEyCTaHOBH B ChOTBETCTBHUE ChC
CTaHJapTa Ha JICUCHUE.

ITpu 6onect Ha Crohn Wi yinepo3eH KOJIUT, aKO TepamnusiTa ce MpeKbCHE, MOHOBIBAHETO HA
JICYCHUETO C MOJIKOKHO MPHIOKEHHE Tpe3 8 CeaMHUIH € 0e30MacHO 1 ePEKTUBHO.

Cmapuecka év3pacm (= 65 coounu)
He e HeoOX0MMO KOpHIHpaHe Ha 03aTa [IPU MAKUEeHTH B CTapuecka Bh3pacT (BK. Touka 4.4).

bvopeuno u uepnoopobro yspescoare
STELARA He e mpoy4BaH Ipu T€3U NMONyJaliy nanueHTu. He Morat fa ce HalpaBsIT MPENOpHKH 3a
JI03UpaHe.

Tleouampuuna nonyrayus
be3onacnocrra u epukacHoctra Ha STELARA mipu siedenue Ha Gonect Ha Crohn uiu yimepo3eH
KOJIUT TIPH JieTla Ha Bb3pacT 1Mo 18 roauHM Bee OIIe He ca yCTaHOBEHU. JIMIcBaT NaHHU.

Hauun Ha npunoxenue

STELARA 45 mg ¢nakonu mim 45 mg u 90 mg npeaBapuTeIHO HAITBITHEHN CIIPHHIIOBKH €a caMo 32
MOJKOKHO MHKeKTHpaHe. [10 Bb3MOKHOCT KOXKHUTE yJacThIM C U3SBEH TICOpUasuc TpAaOBa 1a ce
M30srBaT KaTo MSCTO HAa MHXKEKTHPAHE.
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Cnen noaxoasmio oO0y4yeHue 3a TEeXHUKATa Ha MMOJKOKHO MHKXEKTUPAHE TAI[HEHTUTE WIIN TeXHHUTE
oomuorneaaun morat aa umwkektupat STELARA, ako nekapsT perty, ue ToBa € yMecTHO. Bee mak
JIeKapsAT TpsIOBa J1a OCUTYPH NOAXOSIIO MTPOCieisBaHe Ha MalueHTuTe. [lallueHTuTe MM TEXHUTE
OonHoOrNIEeaaYM TPIOBa a ObJAT MHCTPYKTUPAHH Ja WHKEKTHUPAT MPEANUCAHOTO KOJHYECTBO
STELARA cpriacHo ykasanusaTta B IucToBkaTa. [lompobHn ykazaHus 3a MPUIIOKEHUE ca JaicH! B
JHMCTOBKATA.

3a 1Mo-HATATHIIHHU YKAa3aHHs 3a IPUTOTBSHE U CIICIIMATHU TPEITa3HU MEPKH MpU paboTa BUKTE
TOuKa 6.6.

4.3 TIpoTuBomoKa3aHusi

CBpBXUYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KBM HIKOE OT MIOMOIIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

KiuHnyuHO 3HaunMa, akTuBHA HHGEKIMs (HAMp. aKTHBHA TYOEpKyJ103a, BX. Touka 4.4).

4.4 CneuuaJHu npeaynpe:kieHus ¥ NpeanasHu MepKH NpH ynorpeda

[Ipocneaumoct
3a fa ce moIo0pu MPOCICTUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHIHUAT

HOMEp Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J1a Ce 3aluCBarT.

Hudexnun

YcreknaymMad MOXKe J1a IMa TIOTEHIIHAI J1a YBeJIMYaBa pUCKa OT HHPEKIUH U ]a PeaKTHBUpA
nareHTHH MHpeKmu. [Ipy KITMHUYHE TPOyYBaHUS U TIOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBaHE
NPY TALMEHTH C TICOPHA3UC ce HaOII0]aBaT CEpHO3HU OaKTepHaIHH, ThOWYHN U BUPYCHU HH(EKIUH
npu nauuenty, npueman STELARA (k. Touka 4.8).

[Ipu nmanuenTy, JeKyBaHH ¢ YCTEKHHYMa0, ce ChoOIaBa 3a OMOPTIOHUCTHYHE WH(EKIINHU, BKITIOYBAIIH
peakTUBUpaHe Ha TyOepKyio3a, APyrd OMOPTIOHUCTUYHU OaKTepHaTHI WHPEKIUU (BKIIOYUTEITHO
aTWNMYHa MUKOOaKTepraiHa MHGEKIHs, MEHUHTUT, TPHYHHEH OT Listeria, MTHEBMOHUS, IPUYMHEHA OT
Legionella, n HOKapano3a), OMOPTIOHUCTUYHA MUKOTHYHH WH()EKIIMH, OTIOPTIOHUCTHYHHN BHPYCHU
WHQEKIHUN (BKIFOYUTEIHO eHIIe(QaIUT, IPUIUHEH OT XepIec CUMIUIEKC 2) M apa3uTHU HHPEKITUH
(BKJTIFOUMTEITHO OYHA TOKCOILIa3M03a).

Tps6Ba na ce moAX0K/aa C MOBUIIIEHO BHUMaHHUE, KOTaTo ce 00chxkaa npuioxenneto Ha STELARA
TIPY TIAIMEHTH ¢ XPOHUYHN MHMEKIMY WIIH aHaMHe3a 3a peluanBupaia nadexus (Bx. Touka 4.3).

[Mpenu 3anouBaneto Ha jedenne cb¢ STELARA manuenTure TpsiOBa aa ce nscieasar 3a
TyOepkyno3na uadekius. STELARA He TpsOBa 1a ce mpuiiara mpu naieHTy ¢ akTHBHA
TyOepKyIo3a (Bxk. Touka 4.3). JleueHueTo Ha naTeHTHA TyOepKyIio3Ha HH(EKIHs TpsiOBa 1a 3armovyHe
npeau npuioxkennero Ha STELARA. AntutyGepkyiio3HaTta Teparusi chilo TpsaOBa na 0b1e oochaeHa
npeau HavanoTo Ha JeueHune ch¢ STELARA mpu maruieHTs ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyJi03a, TPy KOUTO HE MOKE J]a Ce IIOTBBPIU aJeKBaTeH Kypc Ha jJeuenue. [lanuenTure,
npuemant STELARA, Tpa6Ba n1a ce Habm0AaBaT BHUMATEIHO 3a MIPU3HAIM U CHMIITOMH Ha aKTHBHA
TyOepKyJ03a 1o BpeMe Ha JISYEHUETO U CIIe/T HETO.

[TanuenTure TpsaOBa 1a ObJAT MHCTPYKTUPAHU J1a IOTHPCAT JICKAPCKU CHBET, aKO CE MOSBAT MPU3HAIN
WJIM CUMIITOMHU, MPEAroaranid HHPeKIus. AKO MalueHT pa3Brue cepruo3Ha MH(EKIINs, CbCTOSIHHETO
My TpsiOBa BHUMaTeNHO 1a ce cieau 1 STELARA He TpsiOBa na ce npuiiara, 10Kkato nH(EKIHUITa He
ObJIe OBJIAASHA.

310Ka4YecTBEHH 3a00ISIBAHUS

HNmyHOCympecopu KaTo yCTeKHHyMad UMaT MOTeHIMAT []a YBEJINYaBaT PUCKa OT 3JI0KaYECTBEHH
3abomnsBanus. Hakon nanuenTu, kourto ca npuemanu STELARA B KIIMHUYHY NPOYYBaHUS U B
MOCTMApKETHHTOBO OOCEPBAIMOHHO MPOYYBAHE MIPH MAIEHTH C IICOPUA3UC, Ca PA3BIIIN KOXKHH U
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HEKO)KHU 37I0KaueCTBEHM 3200 11BaHus (BK. ToUKa 4.8). PHCKBT OT 3/10KaueCTBEHH 3a00JIIBaHUSA MOXKE
Jia € TI0-BUCOK TPH MAIMEHTH C IICOPHA3KC, KOUTO Ca JIGKYBaHH C Py OUOJOTHYHH JIEKapCTBA B
X0Jia Ha 3a00JISIBAHETO.

He ca npoBexpanu Mpoy4yBaHus, B KOUTO YYaCTBAT NMAIMCHTH ¢ aHAMHE3a 32 3]I0Ka4eCTBEHU
3a00JISIBAHMUS WITH B KOUTO MPOABIDKABA JICUCHHETO HA TAMEHTH, Pa3BUIIN 3I0KAUYECTBEHO 3a00IIsIBaHe
o Bpeme Ha ipueMa Ha STELARA. 3aroBa TpsiOBa J1a ce Moax0kKaa ¢ IOBHIICHO BHUMAHUE, KOTATO
ce o6cwrxaa nmpunoxenneto Ha STELARA mpu Te3u marueHTH.

Bceuuku naruenTy, mo-crnenuantio Te3u Haj 60 TOAWHY, MAIMEeHTH ¢ aHaMHe3a 3a MPOIbJIKUTEITHA
UMYHOCYIIPECHBHA Tepallvs WK TakuBa ¢ aHamHe3a 3a [ITYBA-Tepanus, TpsOBa na ce HaOmogaBar 3a
0sIBa Ha pak Ha Koxkarta (BX. Touka 4.8).

CHCTEeMHU U pecnMpaTOpHU PEaKIMU Ha CBPbXYYBCTBHTEIHOCT

Cucmemnu

Cepro3HH peakIiy Ha CBPhXUYBCTBUTEIHOCT €A JIOKJIABAHU B IOCTMapKETHHIOBU YCIIOBUS, B HAKOH
CIIy4ad HSKOJIKO THU ciief] JeueHneTo. MiMa cimyyan Ha aHaduIakcus U aHTroeeM. AKO ce MOSIBH
aHa(WIIaKTUYHA WIN IpyTa CepHO3Ha Peakiys Ha CBPbXUYBCTBUTEIHOCT, TPSAOBA J1a ce Ha3HAYH
noaxosia repanus u npuioxkennero Ha STELARA Tps6Ba a ce npeycranoBu (Bx. Touka 4.8).

Pecnupamopnu

Crydyau Ha anepruyeH ajJBeoJuT, €O3MHO(MMITHA THEBMOHUS 1 HEMH(EKIINO3Ha OpraHu3uparia
MTHEBMOHUS ca ChOOIICHH 10 BpeMe Ha ITOCTMapKEeTUHIOBaTa yrnorpeda Ha ycTekuHyMao. KimmHuunuTe
MPOSIBY BKJIIOYBAT KAllUIMIIA, TUCITHES M MHTSPCTUIIMATHY UH(UITPATH CIIE CIHA JIO TPH JI03H.
Cepuo3HHTE TOCIESIUITY BKITFOYBAT AUXATeTHA HEJOCTATHPUYHOCT U MPOIBIDKUTEITHA XOCITUTAIN3AIINS.
[Tomobpenwne e cro0IIaBaHO ClIe]] MPEYCTaHOBSIBAHE HA JICYEHUETO C YCTEKHHYMa0 U B HAKOU CITydan
MIPH MPHIOKEHUE Ha KOPTUKOCTEPOUIU. AKO ObJie M3KIIIOUeHA MH(EKIIHS U UarHo3aTa ce MOTBbPIH,
MPUIOKEHUETO HA YCTEeKHMHYMa0 TpsIOBa Jja ce MPEyCTaHOBHU U J]a Ce 3aIl0YHE MOIXO/AII0 JIeUeHUE
(Bk. Touka 4.8).

ChbpeyHO-Ch/IOBH CHOUTHUSA

ITpu nmanuentu ¢ ncopuasuc, ¢ exkcrnozuus Ha STELARA, B TOCTMapKETHHIOBO 00CEPBAIlMOHHO
Npoyd4BaHe ca HaOII0JaBaH! ChPAEYHO-CHIOBU CHOUTHS, BKIIOYUTEIIHO HHPAPKT HA MUOKapAa U
MO3BYHO-CH/IOB HHIIMJICHT. PHCKOBHUTE (hakTOpH 32 ChpICUHOCHI0BO 3a00siBaHe TPsOBA Aa ce
OIICHSIBAT PEIOBHO MO BpeMe Ha JieueHueTo cb¢ STELARA.

Yyecmeumennocm Kvm 1amexc

[Mpeamasurenst Ha urinata Ha STELARA npenBapuTellHO HalbJIHEHA CIPUHIIOBKA € TIPOU3BEIEH OT
CYX €CTeCTBEH KayudyK (IIPOM3BOAHO HA JIATEKC), KOWTO MOXKE J1a IIPEIN3BUKA aJIeprHYHN PEAKLUH IPU
X0pa, YyBCTBUTEITHHU KbM JIaTEKC.

Bakcunanyu
[IperopruBa ce Aa He ce MpUiarat >KMBH BUPYCHU HITH JKUBU OakTepuaiHy BakcuHu (kato BIIXK)

eanoBpemeHHO cb¢ STELARA. He ca npoBexjaHi KOHKPETHH MTPOYUYBAHUS MPH MALIMEHTH, BEPXY
KOHMTO HACKOPO € IIpujlaraHa >kiBa BUPYCHA WM jkMBa OakTepuasiHa BakcuHa. Hsima nannu 3a
BTOPUYHO TpeiaBaHe Ha MHPEKIHs Ype3 )KUBU BAKCHHU NpH nanueHTH, nonydasamy STELARA.
Jleuenneto cbe STELARA TpsiOBa 1a ce mpeycTaHOBH Hal-MaiKo 3a 15 ceIMUIM Cliel ocieiHaTa
Jl03a MPear MOCTAaBIHETO Ha JKMBA BUPYCHA WJIH KMBa OaKTepHraHa BAKCHHA U MOXe JIa c€ Bb30OHOBU
Hail-MaJIko 2 ceIMHLIM cjie]] BaKCHHUpaHeTo. Jlekapure, MpeanucBaliy JIEKapcTBOTO, TpsiOBa aa
HampaBsT cupaBka ¢ KpaTkara xapakTepucTika Ha MPOYKTa 32 KOHKPETHATa BAaKCHHA 3a
JOIIBITHUTETHA MH(OpMAIIHS M yKa3aHHS 3a €THOBPEMEHHATa yroTpeda Ha HIMYHOCYTIPECHBHU
JIEKapCTBa ClE]] BAKCUHUPAHE.

He ce nmpenopbsuBa npunarane Ha >kuBu BakcuHH (kato LXK BakcuHa) mpu kbpmadeTa, ¢ eKCIO3UINS
Ha ycTeknHyMmao in Utero, B mpoasiDKEeHHe Ha JIBaHAIECET Mecella Clie]l PaXKIaHEeTO HIIH J0KATO
CepyMHHUTE HUBA HA YCTEKHHYMa0 NpU KbpMAUueTO CIAJHAT [10Jl HUBOTO Ha AETeKUMs (BXK. TOUKU 4.5
4.6). Axo e HaJIMIIE KaTeropudIHa KIMHUYHA T0J13a 32 OTJASITHOTO KbpMade, MOXKe Ja € 0OMUCIIH
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NpUJIaraHe Ha )KUBa BaKCHHA B IMO-PaHEH MOMEHT, aKO HE C€ OTKPHBAT CEPYMHH HHMBA Ha
YCTEKHHYMaO.

[MaumenTure, kouto ynotpedssat STELARA, Morxe 1a mosryyaT eAHOBPEMEHHO MHAKTUBUPAHU HIIH
yOWTH BaKCHHHU.

Hsiarocpounoto neuenune cb¢ STELARA He moTrucka XyMopanHHsS UMYHEH OTTOBOP KbM
ITHEBMOKOKOBHTE MOJIM3aXapUIHH BAKCHHHU WK KbM BaKCHHHTE CPEIly TeTaHyc (BXK. Touka 5.1).

EnnoBpemMeHHa IMYHOCYNIpECHBHA TEPAIUs

[Tpu npoyuBaHust pu TIcOpUasUC He ca oleHsBaHu Oe3zomnacHocTTa U epukacHoctta HAa STELARA B
KOMOHMHAIHS ¢ HIMYHOCYIIPECOPH, BKIFOUUTEIHO OMOIOTHYHH POAYKTH MK (oToTepanus. [1pu
NPOYYBaHUS MPH NICOPUATUUEH apTPHUT, eAHOBpeMeHHaTa ynoTpeda Ha MTX He noBiusBa
6e3omacHoctTa U epukacHoctta Ha STELARA. B npoyuBanusra mpu 6osxect Ha Crohn u ynueposen
KOJIIT €JHOBPEMEHHATA yIoTpeda Ha IMYHOCYIIPECOPH WIN KOPTUKOCTEPOHIH M3TIIEXK I He
MoBIIKsABa Oe3omacHocTTa i eukacHocrra Ha STELARA. TpsaOBa 1a ce moaxoxaa ¢ IMOBUILIECHO
BHUMaHHE, KOTaTO ce 00CHXk/1a eTHOBPEeMEHHATa yroTpeda Ha apyru umyHocynpecopu 1 STELARA
WITH [IPY IPEMUHABAHETO KbM JICUCHHE C IPYTH OMOJOTHYHH UMyHOCYTpecopH (BxkK. Touka 4.5).

UmyHoTepanus
STELARA He e olieHsIBaH MpHY MAIMEHTH, KOUTO ca MoJjlaraHyd Ha UMyHOTepanus 3a aneprun. He e

n3BectHO qan STELARA Moske ma ce oTpa3u Ha IMyHOTEpAIuATa Py allepryu.

Cepro3uu KOKHH 3a00JISIBAHHUS

[Ipu mammenTy ¢ copuasuc ce choOIaBa 3a caydan Ha eKC(OIMATHBEH JEPMATHUT CJe]l JICUSHHE C
ycTekuHyMab (Bx. Touka 4.8). [lamuenTuTe ¢ mcopuasuc ¢ miaku MOXKe J]a pa3BUAT epUTPOAEPMUICH
MICOPUA3UC KATO YaCT OT €CTECTBEHUS X0/ Ha 3a00JISIBAHETO ChC CUMITTOMH, KOUTO MOXE OT KIIMHUYHA
TJICJIHA TOYKA J]a He CE€ OTJIMYaBaT OT eKC(oJIMaTUBHYS IepMaTuT. Jlekapure TpsOBa Jla BHUMAaBar 3a
CUMITOMH Ha EPUTPOJECPMUYCH TICOPUA3UC HITH €KCPOITUATHBEH JEPMATHUT KAaTO YacT OT
MOHHMTOPHPAHETO Ha TICOPHA3KCa MPH MAIUeHTa. AKO TE3U CUMIITOMHU C€ TIOSIBAT, TPSAOBA J1a ce
3anouHe noaxossmio aedenue. [IpuemsT Ha STELARA TpsiOBa ga ce nmpeycTaHoBH, ako nMa
CHMHEHHS 32 JIEKapCTBEHA PeaKIusl.

3a0o0ssaBaHysl, CBbP3aHU C JIYIYC

Crnyvau Ha 3a00NsIBaHUs, CBBP3aHH C JIYIYC, CE ChOOIIABAT MPU MAICHTH, JICKYBaHU C YCTEKUHYMAO,
BKJTFOUMTEITHO KOYKEH JIYIyC EPUTEMATO/IEC H JTyITyC-110100eH CHHAPOM. [Ipu Bh3HUKBAHE Ha JIE3UH,
0Cc00€eHO Ha M3JI0KEHUTE Ha CITBHIIE YYaCThIM Ha KOYKaTa, MITH aKo T€ Ce€ ChITBTCTBAT OT apTPAJITHs,
MaIMeHThT TPSAOBA /1a TIOThPCH He3abaBHO JIEeKapCKa TOMOIIL. AKO ce MOTBBPIAT 3a00IsIBaHuS,
CBBP3aHH C JIyITyC, yCTeKMHYMab TpsiOBa 1a ce MPEyCTaHOBH U J1a CE 3all0YHE MOIXOISIIO JICUCHHUE.

CrernmanHu MoIyJIalnn

Cmapuecka 8v3pacm (= 65 coounu)

B kmMHMYHKTE M3MUTBAHUS IPH 0100PEHUTE NTOKAa3aHUs HE ce HaOII01aBaT ChIECTBEHH PA3IUUus B
e(uKacHOCTTa WM OE30MaCHOCTTA MPY MAIMEHTH Ha 65-TOAMIIHA BB3PACT U ITO-TOJIEMHU, KOUTO
nosydaBaT STELARA, B cpaBHEHME ¢ TIO-MJIa[i MAMEHTH. bpoAT Ha MallMEHTUTE HA BB3pacT

65 roguHM U Mo-TosieMu obaue He € T0CTaTh4eH, 3a Ja Ce ONPEAEIH AajH Ce MOBIUIBAT PA3JIMYHO OT
MO-MIIQJINTE MAHeHTH. Thi KaTo pa3npocTpaHeHHETO Ha MHQEKIIMU cpell cTapuecKara MOMyialus
KaTo IISUT0 € TIO-TONISAMO, JISYUEHHETO TPY TAIMEeHTH B cTapuecka Bh3pacT TpAOBa Jia ce mpuiara
BHUMATEIHO.

45 BzamMmopeiicTBHe ¢ IPYTHU JeKaAPpCTBEHM MPOAYKTH M APYTrH (opMH Ha B3auMo/eiicTBHE
JKusu BakcuHM He TpsiOBa na ce npwiarat eqHoBpeMeHHo cb¢ STELARA.
He ce mpenopbsuBa npunarane Ha >kuBu BakcuHH (kato LXK BakcuHa) mpu kbpmadeTa, ¢ eKCIO3ULINS

Ha yCTeKnHyMao in Utero, B mpoabXKEHUE Ha JIBAHA/ICCET Mecella Clie] PaXIaHETO HITH TOKATO
CEPYMHHUTE HHMBA Ha YCTEKHMHYMa0 MPH KbPMAUeTO CIAJHAT 110 HUBOTO Ha JETEKIHS (BXK. TOUKH 4.4 1
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4.6). Axo ¢ HaJIMIIE KaTeropuIHa KIMHUYHA T0J13a 32 OTIASITHOTO KbpMade, MOXKe Ja ¢€ 0OMUCIIH
NpUJIaraHe Ha )KUBa BaKCHHA B IMO-PaHEH MOMEHT, aKO HE c€ OTKPHBAT CEPYMHH HHBA Ha
yCcTeKnHyMao.

He ca mpoBexxganu mpoyduBaHUs 3a B3aUMOJIEHCTBHATA Tpu Xopa. [Ipu hapMakOKMHETHYIHN aHATTN3H
Ha TIOMyJIAINATa, HAIPaBEHH B Mpoy4BaHus (daza 3, e m3cieBad epekThT Ha Hal-uecTo
€IHOBPEMEHHO MPHUEMaH! JIEKAPCTBEHU MPOIYKTH NPH MALMEHTH € IICOpUasic (BKIIOYUTETHO U
napareramod, noynpodeH, aleTHICATHIIAIOBA KHCEIHHA, MET()OPMHH, aTOPBACTATHH,
JIEBOTHPOKCHH) BbPXY (papMaKOKHHETHKATa Ha ycTeknHymad. He ca HabnromaBanu mpu3HAIY HA
B3aUMOJICHCTBHUE C T€3H €IHOBPEMEHHO PUEMaHH JIEKapCTBEHU NPOAYKTH. OCHOBA HA TO3U aHANU3 €
¢axThT, ye Hail-manko 100 mamuenTy (> 5% OT U3cienBaHaTa MOMyalys) ca JeKyBaHH
€IHOBPEMEHHO C Te3H JIEKAPCTBEHH MPOAYKTH Ipe3 moHe 90% oT meproaa Ha IpOydIBaHETO.
dapMaKOKHHETHKATa HA YCTEKHHYMal He ce € MOBIHUsUIa OT eJHOBpeMeHHaTa ynorpeba na MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPUH U IEPOPATHA KOPTUKOCTEPOUIH NIPY MALIUCHTH C
NICOpUATHYCH apTPHT, OostecT Ha Crohn wiu yiepo3eH KOIWT, WK OT MPEIIeCTBaIla eKCIO3UIINS Ha
autu-TNFa cpeacTsa, IpH MaIMeHTH ¢ IICOpHaTHIeH apTpuT uiu 6omect Ha Crohn, wiu ot
MpeIIecTBalla eKCIo3uIus Ha OMOJIOrMUHY JIEKAPCTBEHU NPOAYKTH (T.€. aHnTu- 1 NFo cpencTsa w/ninu
BeJI0NM3yMa0) MPH MalMeHTH C YIIEPO3eH KOIUT.

PesynrtatuTe OT mpoy4Bane in Vitro e mpeamosaraT HEOOXOIUMOCT OT aJaNTHPaHE Ha 103aTa IPU
HalUeHTH, KOUTO mojy4daBar eqHoBpeMeHHo CYP450 cyGerparu (Bk. Touka 5.2).

[Tpu npoyuBaHust pu TIcOpUa3UC He ca olieHsBaHu Oe3zonacHocTTa U epukacHoctta HAa STELARA B
KOMOWHAINS C UMYHOCYTIPECOPH, BKITIOUUTEITHO OMOJIOTHYHY cpeicTBa WK poToTtepanus. [Ipu
NPOYYBaHUS NPH [ICOPHATUYEH apTPUT, €AHOBpeMeHHaTa ynotpeda Ha MTX He nosiussa
6e3omacHoctTa U epukacHoctta Ha STELARA B npoyuBanusita npu 6osect Ha Crohn u yimepo3ex
KOJIUT EJHOBPEMEHHATA yOTpeOa Ha UIMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TIIEekKAa He
noBnusiBa 6e3omacHoctTa Wik eprukacHocrta Ha STELARA. (Bk. Touka 4.4).

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe
Kenu c nereponeH noTeHuman

JKenu ¢ nereponieH noTeHnman TpsAOBa qa U3MOI3BAT €(PEKTHBHA METOIM Ha KOHTPAIIETIIHA TTO0 BpeMe
Ha JeYeHue u 10 15 ceaMuI el JeUEHHETO.

bpemeHHOCT
[TpocriekTHBHY JaHHU OT HETOJIsIM Opoii cirydan Ha 6pemeHHocCT ciefi ekcrio3unus Ha STELARA c

W3BECTEH M3X0Jl, BKIIIOYHUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCIIO3HIINS TIPe3 TbPBHS
TPUMECTHP, HE IOKA3BAT MOBHUILEH PHCK OT TOJIEMH BPOACHU MaJI(QOpMALIH P HOBOPOAEHOTO.

[IpoyuBaHUsATA IPH )KUBOTHH HE TIOKA3BAT MPEKH WIK HEMTPEKU BPEIHH €(DEKTH, CBbP3aHH C
OpeMEHHOCTTa, EMOPHOHATHOTO/(DETATHOTO Pa3BUTHE, PAKIAHETO HIIM OCTHATAIHOTO pa3sBUTHE (BK.
Touka 5.3).

HannuausT kiMHUYEH onut obade e orpaHndeH. KaTto npe/masHa Mspka € 3a MpeArnoYrTaHe Jia ce
n30srea ynorpedara Ha STELARA no Bpeme Ha OpeMEHHOCT.

Ycerekuaymab mpeMuHaBa Mpe3 IUIANeHTaTa U ce OTKPUBA B CEpyMa Ha KbpMadeTa, POJICHU OT JKEHH,
JIEKyBaHU ¢ yCTeKHHYyMal 1o Bpeme Ha OpeMeHHOcTTa. KIIMHUYHOTO BB3/IeiicTBHE Ha TO3W (akT HE €
M3BECTHO, HO PUCKBT OT WH(EKIMS IIPH KbpMadeTa, C EKCITO3UIINS Ha yCTeKHHyMab in utero Moske ma
0ble oBHUIIIeH ciell paxaaneTo. He ce mpenoppuBa mpuiarane Ha xuBH BakcHH (KaTto BIDK
BaKCHHA) MPH KbpPMaUeTa, C CKCIO3UIMS Ha YCTEKHHYMa0 in Utero, B mpoabKeHHE Ha

JIBAaHAJIECET Mecella ClIe]] PXIaHEeTO WK IOKATO CEpYMHHUTE HUBA HAa YCTEKHMHYMa0 P KbPMadeTo
CIIaJHAT TI0]] HUBOTO Ha JETEKITHS (BX. TOUukH 4.4 u 4.5). AKo € HanuIe KaTeropuiHa KIMHUYHA T10J13a
3a OTJICITHOTO KbpMaue, MOKe Jia ce€ OOMKCIIM MPHIaraHe Ha KMBa BaKCHHA B MO-PaHEH MOMEHT, aKo
HE Ce OTKpUBAT CEPyMHH HUBA HAa yCTEKHHYMaO.
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Kwpmene
OrpannyueHy JaHHH, yOJIMKYBAaHU B INTEpaTypaTa, MoKa3BaT, 4e yCTeKHHyMab ce eKCKpeTHupa B

YOBeIIKaTa KbpMa B MHOTO MaJIKU KoJindecTBa. He € n3BeCcTHO Jaiu yCTeKHHYyMab ce abcopOupa
CHCTEMHO ciiest orbliiane. [Topaau moTeHIMAaa 3a POsIBa Ha HEXXETaH! JICKAPCTBEHN PEAKI[HH KbM
yCTeKHHYMab Npy KbpMadeTaTa, TpsOBa Jia ce B3eMe pellIeHHe JalH Jia ce MPEYCTaHOBH KbPMEHETO
M0 BpEeMe Ha JICUeHHUE U JI0 15 ceqMuny ciel JIeYeHUeTo, W J1a ce TIPEYCTAHOBH TePaIHsiTa ChC
STELARA, xaTo ce B3eMaT npeBH/I 10JI3aTa OT KbPMEHETO 3a JETETO U MoJI3aTa OT TepanusaTa Che
STELARA 3a xenara.

Peprunurer
EdekTsT Ha ycTeKMHYMa0 BbpXY (epTHIUTETa IPH X0OPpa He € OlleHeH (BXK. Touka 5.3).

4.7 EdexTtn BbpXy cnoco0HOCTTa 32 modupaHe u padoTa ¢ MAINHH

STELARA He moBnmsIBa WM ITOBINABA TPEHEOPEIKUMO CITOCOOHOCTTA 3a modupaHe u padoTta ¢
MAIlHH.

4.8 Hexenanu JeKkapcTBeHH peaKIHU

O606uienre Ha npoduita Ha Ge30MacHOCT

Haii-yecTure HexenaHu JIeKapcTBEHH peakuuu (> 5%) B KOHTPOJIMPAHUTE MEPUOTN OT KIMHUIHUTE
HPOYYBaHMUS [IPU BH3PACTHH C ICOPUA3UC, IICOPUATHYCH apTPHT, Oonect Ha Crohn u yiepo3eH KoauT
¢ ycTeknHymab ca Ha3o(hapuHTHT U TiaBoOosue. [IoBedeTo OT TAX ce cUMTaT 3a JISKU U HE Hajlarat
NpeKbCBaHe Ha MPOYYBAHOTO JeueHue. Hali-cepro3nara Hexenana JiekapCTBEHA PEaKIusl, KOsITO €
crobmaBana 3a STELARA, e cepro3Ha peakius Ha CBPbXUyBCTBHTEIHOCT, BKIIFOUUTEITHO
aHadwmrakcus (Bxk. Touka 4.4). O6musaT npodui Ha 6e30MacHOCT € MOA00CH MPH MAIUEHTH C
TICOpHA3NC, ICOPHATUYEH apTpHT, OonecT Ha Crohn  yIepo3eH KOJUT.

TaOnuyeH cCIMChK HAa HEXETAHUTE PEaKuu

JannuTte 3a 6€30MacHOCT, IPEAOCTaBEHH MO-A0IY, Ca MMOMYUYCHH CIIe]l eKCTIO3UIHS Ha YCTEeKHHYMao
npy Bb3pacTHU B 14 npoyuBanus daza 2 u daza 3 npu 6 709 nauuentu (4 135 ¢ ncopuaszuc u/umm
nicopuatuueH aptpur, 1 749 ¢ 6osect Ha Crohn u 825 maruenTy ¢ yimepo3eH koiuT). ToBa BKIIIOYBA
excriosuis Ha STELARA B KOHTpOJIMpaHHUTE M HEKOHTPOJIMPAHUTE TIEPUOIN Ha KITMHUYHUTE
MPOYYBaHUs B MPOIBIDKEHUE HA Hali-Maiko 6 Meceria wiu 1 roguna (4 577 u 3 253 nanuentu
CHOTBETHO C IICOPUA3HUC, ICOPUATHYEH apTPHT, OosecT Ha Crohn miu ¢ yiepo3eH KOJIHT) U
EKCITO3UITHS 32 Hal-Mako 4 i 5 roguau (choTBeTHO 1 482 u 838 manueHTH ¢ icopuasuc).

B Tabnuna 3 € mokasaH CIHCHK C HEXKEIAHUTE JIEKAPCTBEHU PEaKIMU OT KJIMHUYHY [TPOYYBAHUS IPU
BB3PACTHH C IICOPUA3KC, IICOPUATHIEH apTpuT, 6osect Ha Crohn u ¢ yiepo3eH KOJIMT, KaKTO U
HEXEJIAHUTE PEaKIMK OT MOCTMapKETHHIoBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacupuipaHu
0 CHCTEMO-OPTaHHU KJTACOBE M YECTOTA CHIJIACHO ClIeHaTa KOHBeHIMsA: MHoro yectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penxu (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HAIMYHHUTE TAHHU HE MOXe J1a ObJic HarnpaBeHa
orieHka). [Ipu Bcsiko rpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEXKEJIAHUTE JICKAPCTBEHU PEaKIIUHU Ce
W30pOSIBAT B HU3XOJSII PEJT TI0 OTHOIIEHHE HA TAXHATA CEPUO3HOCT.

Tabnuya 3 Cnucvk Ha HedCeNAHU PEeaKyuu

CucreMo-opranau YecroTa: He:xenaHu peakiuum

KJIacoBe

Undexnyn u unpecrammn ~ Yectu: nHpEKIUs HA TOPHUTE JUXATEIHH IbTUILA, HA30(apHHTHT,
CHUHY3HT

Hedectn: nenynur, nreHTanay HHQEKINHU, Xepriec 30cTep, HHPEKIHS
Ha JIOJTHUTE TUXaTeHU MbTUILA, BUPYCHH MH(EKIINN Ha TOPHUTE
JXaTeJTHH TTHUIA, ByJIBOBarHAIIHA MUKOTHYHA WH(EKIIHS
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Hapymenus Ha umyHHaTta
cucremMa

Heuectn: PCaKkn Ha CBPBXYYBCTBUTCIIHOCT (BKJ'IIOLII/ITCJ'IHO 06pI/IB,

YPTHKAPHS)

PGILKI/IE CCPUO3HU PpCAKIU HA CBPBbXYYBCTBUTCIIHOCT (BKJ'IIO‘II/ITGJ'IHO

aHa(UIAKCHS, aHTUOC]IEM )

IIcuxuyHu HapyIIEHUS

HeuecTu: nenpecus

Hapymenus Ha HepBHaTa
cucremMa

YecTu: 3aMaiiBane, I1aBoooIne
HeuecTu: nunesa mapanuza

PecnimpaTtopHu, rpbIHT 1
MeANAaCTUHAIHU
HapyILIeHns

Uectu: opodapunreanna 6onka

HedecTn: HazanmHa KOHTECTHS

Peniku: ajgepruyucH aaBeosnuT, CO3MHO(UITHA THEBMOHUSI
MHOTO peiki: OpraHU3Mpara MHEBMOHUS

CroMantHo-4peBHI
HapyIICHUs

UecTu: nuapus, rajicHe, IOBPhITaHEe

Hapymenus Ha koxxara u
MOJKOYXKHATA ThKaH

Yectu: chpOex

Heuectu: mycTyno3eH rncopuasuc, eKconmaims Ha KoKaTa, akHe
Penku: ekchoaraTUBEH JEPMATHT, XUIIEPCEH3UTHBCH BACKYIUT
Msuoro peaku: 0ys03eH neMpUron1, KOKeH JTyIyC epUTEMaTOoIeC

HapyieHnus Ha MycKyJIHO-
CKeJIeTHaTa CHCTEMA U
ChEAVHUTEIIHATA ThKaH

UYectu: 6071KH B rbp0a, MUANTHS, apTPAITHUS
MHoOro peaku: Iymyc-noj00eH CHHIPOM

OO HapymeHus 1
e(heKkTH Ha MACTOTO Ha
NPUIIOKECHUE

UYectn: ymopa, epuremMa Ha MACTOTO Ha WH)KEKTHUpaHe, 00Jka Ha
MSICTOTO Ha HH)KEKTHpaHe
HeuecTu: peakuuy Ha MACTOTO Ha MH)KEKTHUPaHE (BKIIOYUTEIHO

KPBBOU3JIMB, XEMaTOM, BTBbP/AsSBaHE, IOJyBaHe U ChpPOEK), aCTCHUS

*  Bmkre TOYKa 44, CHUCTEeMHH 1 pecnpaToOpHU p€aki Ha CBPbXYYBCTBUTCIIHOCT.

Onucanve Ha W30paHN HEXEJIAHU JIEKAPCTBEHU PEaKIINU

Undexnuun

B mnare60-koHTpoIupaHu Npoy4YBaHUs MIPH MAIIMEHTH C TICOPUA3HC, ICOPUATHYEH apTPUT, O0JIECT Ha
Crohn u ¢ yiiepo3eH KOJUT MPOICHTHT Ha HHPEKIIMUTE MM CEPHO3HUTE HHMEKIMU € CXOJIEeH MPH
MAIMEHTHTE, JIEKyBaHH C YCTEKUHYyMa0, U MpH JIEKyBaHUTE C Iarebo. B miameb6o-koHTponupanus
MIEPHUO/I HA T€3U KJIIMHUYHU IIPOYYBAHUS YyecToTaTa Ha MHPeKuuTe ¢ 1,36 3a manueHToro[uHa
MPOCIIeIBaHe MU MAIUEHTH, JIEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu manuenHTy, JIEKyBaHH C
rane6o. [osumute ce cepuo3an nudeknuu ca ¢ yecrtora ot 0,03 3a mareHToroInHa MPOCIeIsIBaHe
NIpY TALMEHTH, JIeKyBaHH ¢ ycTekrnaymab (30 cepro3nu nndeknmu 3a 930 manueHToroAnHu
npocnensasane), u 0,03 — npu nanyeHTy, JieKyBaHH ¢ tiane6o (15 cepro3nu HHPEKIUH 3a

434 manueHToroAMHu npocieasBane) (Bx. Touka 4.4).

B koHTpOIHMpaHuTe U HEKOHTPOJIMPAHUTE MIEPUOIU HA KIMHUYHUTE TIPOYYBAHUSI ITPU TICOPUA3UC,
NICOpUATUYCH apTpHT, OostecT Ha Crohn u ynepo3eH KoauT, mpeAcTaBIsIBaIIN

11 58 1manuenToroannu ekcro3uuus npu 6 709 nmanueHTH MeMaHaTa Ha BpEMETO Ha MPOCIIEsIBaHE €
1,0 ronuHa; 1,1 roauHM 32 MPOyYBaHUATA IIPH NICOpUATHYHO 3a00isBaHe, 0,6 ToAMHY 32
npoyuBanusta npu 6osiect Ha Crohn u 1,0 ronuHa 3a npoyyYBaHUsATA C yIIEpOo3eH KOauT. [IponeHThT
Ha nHpexknuute e 0,91 3a manMeHToroANHa NpocieAsBaHe MPH NAlMEHTH, JIEKYBaHHU ¢ YCTEKUHyMao, a
MPOLEHTHT Ha cepro3HnTe nHpekmn mpu Tax € 0,02 3a manueHToroInHa mpociesiBaHe

(199 ceprosam nHdpeknnu 3a 11 58 1 manueHTOrOANHN MPOCIIEAIBaHe) U ca TOKIAJABAHN CEPHO3HH
MH(EKINH, BKIFOYUTEIHO MTHEBMOHMS,aHaJIeH abcLec, LeTynUT, TUBEPTHKYIINUT, FACTPOSHTEPUT U
BUPYCHU MH(DEKIIUH.

B MMPOBCACHU KIIMHUYHU IIPOYYBAHUA IMTAOUCHTHU C JIATCHTHA Ty6ep1<yno3a, KOMTO ca Ouau
CAHOBPCEMCHHO JICKYBAHU C U30HHUA3U, HC Ca pa3BUJIN Ty6ep1<yno3a.

31



3nokauecTBEHN 3a00ISIBAHUS

B mnare0o-koHTpoMpaHus EPUO Ha KITMHUYHY MTPOYYBaHUS TIPU TICOPHA3KC, ICOPHUATUYCH apTPUT,
6omect Ha Crohn u yimepo3eH KONMUT YecToTaTa Ha 3JTI0KaueCTBEHUTE 3a00NIIBaHus, C H3KITIOYCHUE Ha
HEMeJIaHOMEH pak Ha Koxata, ¢ 0,11 3a 100 marueHToroqIuHy IpociaeasiBaHe Py TaIlueHTH,
nexyBaHu ¢ ycreknHyma0 (1 mammeHT 3a 929 nmanueHTOroIMHYU npociensBane) B cpaBHenue ¢ 0,23
MIpH MAIUCHTHUTE, JISKyBaHU ¢ Tuiane6o (1 mamueHT 3a 434 NarMeHTOroIMHU MPOCICISIBaHe).
YecTrorara Ha HEMeTaHOMEH pak Ha kokara € 0,43 3a 100 manueHTOroAuHN POCIIeIIBaHe 3a
MAIUEHTHTE, IEKyBaHH C YyCTeKNHYyMa0 (4 manueHTH 3a 929 manueHTOoroJuHH MPOCieIsIBaHe) B
cpaBaenue ¢ 0,46 npu ManMeHTHTe, JICKYBaHH ¢ Tuiane6o (2 maruenTty 3a 433 nanueHToroIMHu
npocieIsBaHe).

B koHTpOAMpanuTe 1 HEKOHTPOJIMPAHUTE MIEPUOIN HA KIMHUYHUTE POYYBaHUsI ITPU TICOPUA3UC,
NICOpUATUYCH apTpHT, OostecT Ha Crohn u ynepo3eH KoauT, MpeACTaBIsIBaIIN

11 561 manueHTOroAuHU eKCcro3uis npu 6 709 manueHTH MeAMaHaTa Ha BPEMETO Ha IIPOCIIEAsSBaHe €
1,0 ronuna; 1,1 roauHM 32 MPOyYBAHUATA MIPH ICOPUATHYHO 3a00isBaHe, 0,6 TOMUHY 32
npoyuBanusTa npu 6onect Ha Crohn 11,0 roguHa 3a Mpoy4BaHUATA C YIIIEPO3EH KOJIHT.
3nokayecTBEHH 3a00JSIBaHuUS, C U3KIIOUCHUE HA HEMETaHOMEH paK Ha KOXKaTa, ca AJOKJIaJBaHU IpU
62 manmenTH 3a 11 56 lmanmenToroauan Ha pocneasBane (decrtora ot 0,54 Ha 100 manmeHTOrOIMHU
Ha MpOCJIeAsSBaHe MPH MAMEHTH JICKYBaHH ¢ YCTeKHUHYMa0). Te3u ciaydan Ha 3710Ka4eCTBEeHH
3a00JIsIBaHUS, CHOOIICHU TIPH MAIIMEHTH, JICKYBaHU C YCTEKHHYMa0, ca CpaBHUMHU C OUYaKBaHUTE
ciydad B oOmiara nomyianus (cTaHaapTu3upad koepunueHT Ha yectora = 0,93 [95% noseputeneH
untepsai: 0,71, 1,20], kopurupas 3a Bb3pacT, 1oJ1 ¥ paca). Haii-dyecto HaOIr01aBaHUTE
37I0Ka4eCTBEHH 3a00JISIBAHUS, PA3TUYHU OT HEMEIAHOMHUS KapIIUHOM Ha KOXaTa, ca KapIMHOM Ha
npocTaTara, KOJOPEeKTaJleH KapLMHOM MEJIaHOM M KapLUMHOM Ha I'bpaarta. Cilyyante Ha HEMEITaHOMEH
KapuuHOM Ha kokarta ca 0,49 Ha 100 nanueHTOroAMHN Ha NPOCieAsiBaHE NPU MAIUEHTH, JICKYBaHH C
ycreknayMab (56 manmenTu 3a 11 545 nanmenToronuuu Ha npocieasBane). CbOTHOIIEHHETO Ha
MAIUEeHTH ¢ 0a3aJIeH CIPSIMO CKBaMO3HOKJICThUEH KaplIMHOM Ha KoxkaTa (3:1) € CpaBHUMO ChC
CHOTHOIIIEHHETO B 00IaTa momyJanus (Bx. Touka 4.4).

Peakinu Ha CBPBXYYBCTBUTEIHOCT
B xoHTpONIMpaHuTe MEpuoaN Ha KIMHWYHYU MTPOYYBAHHS IIPH TICOPUA3HC U TICOPHATHIEH apTPHUT HA
ycTeknHyMab oOpuB U ypTuKapus ca HabmoaBanu npu < 1% oT naipeHTure (BK. Touka 4.4).

Ileduampuuna nonynayus

[lennaTpuyHM MAUEHTH Ha 6 TOJUHM H [IO-TOJIEMH C IJIAKOB NICOPHUA3UC

be3zonacHocTTa Ha ycTeknHyMab € mpoydeHa B JIBe MpoyuBaHus (aza 3 Ipu MeAuaTpUIHH MalUeHTH C
YMEpEH JI0 TeXKbK IIakoB ncopuasuc. [IspBoTo npoyusane e npu 110 manuenTn Ha Bb3pacT oT 12 10
17 roguHm, NeKyBaHH B Ipoab/DKeHHE Ha 60 ceMHIIM, a BTOPOTO NPOyUBaHe € NpH 44 maunueHTy Ha
BB3pacT oT 6 110 11 roauHwu, JIeKyBaH! B IPOIbIDKEHHE HA 56 ceqmuiiu. Karto 1sio choOmeHuTe
HEXKEJNaHU CHOUTHS B TE3H JBE MIPOYUYBAHUS C JJAHHU 3a Oe30MacHOCT A0 1 roguHa ca mojo0Hu Ha
Te3H, HabJII01aBaH! B MPEAMIIHN IPOYYBAHUS [IPU BB3PACTHU C IUIAKOB IICOPHA3HC.

CpoOuraBaHe Ha 10103UPAHU HEKEIIAHU PEaKIIUH

Cpo01maBaHeTo Ha MMOI03MPaHN HEKEJIaHU PEaKLUH Cle]] pa3pellaBaHe 3a ynoTpeda Ha JIeKapCTBEHHS
NPOAYKT € BakHO. ToBa Mo3BoIIsABa 2 MPOIBIDKH HAOIIOCHUETO Ha ChOTHOIIEHUETO T0JI3a/PHUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICIUATIICTH CE U3MCKBA Jia ChOOIIaBaT BCSIKA
HOI03MpaHa HeXEJIaHA PeaKIys Yype3 HAI[MOHAIHATA CUCTEMa 32 ChOOIIaBaHe B:

WzmbiHuTEIHA areHuys 1o JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg
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4.9 Ilpemo3upane

Enunnynu 1o3m 1o 6 rng/kg Ca Mpwjiaraii MHTpaBCHO3HO B KIIMHWYHH ITPOYYBAHUA 0e3
orpaHnnvaBaliia 103aTa TOKCUYHOCT. B cnyqaﬁ Ha MpEao3upaHe CC MPEIropbiBa NAINUCHTUTE Ja CC
H8.6J'IIOILaBaT 3a IIpU3Halu Uik CUMIITOMH Ha HEXKECJIaHU pCaKINU 1 He3a0aBHO Ja C€ IPUIIOKHU
noaxXoadaIo CUMIITOMATHYHO JICYCHUC.

5. ®APMAKOJIOTUYHHA CBOMCTBA
51 d@apmakoaMHAMMYHU CBOIiCTBa

dapmakoTepaneBTuuHa rpyna: myHocynpecopu, nHxubutopu Ha natepiaeBkuHa, ATC kox:
LO4ACO05

MexaHHu3bM Ha JICHCTBHE

Ycrekunymad e usisuio 4oBemko [gG 1k MOHOKIIOHATHO aHTUTSIIO, KOETO CE CBBP3Ba ChC
CrenupUIHOCT KbM 00IIaTa nporenHoBa cydeauania p40 Ha 9OBEIIKH MUTOKIUHN HHTEepieBKuH (IL)-
12 u IL-23. YcTexkuHyMab motucka OmoakTuBHOCTTA Ha yoBemkute [L-12 u IL-23, xaTo
npeaoTBpaTsaBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 penenTopen npoTenH, pa3noiokeH Ha HOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKMHYyMalb He Moxke 11a ce cBbpike ¢ 1L-12 umu ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 pemenTopu mo kineTbYHaTa TOBBPXHOCT. CIIeIOBATEITHO € MAJIKO BEPOSTHO
yCTeKHHYMa0 Jia yyacTBa B KOMIUIEMEHT- WM aHTUTSUIO-MEIMUpaHaTa IIATOTOKCHYHOCT Ha KIICTKUTE
¢ peuenropu 3a IL-12 w/umm IL-23. IL-12 u IL-23 ca xeTepoauMepHH IUTOKHHH, CEKPETUPAHH OT
AKTUBHPAHM aHTUT€H-TIPEIICTABALIN KIETKH, HalpUMep Makpodaru U NIEHIAPUTHH KIETKU U [BaTa
[UTOKWHA y4acTBaT B UMyHHUTE QyHKImY; [L-12 ctumynupa ectectBernte kietku youim (NK) u
npean3BrkBa qudepennnanusata Ha CD4 + T xnerkute kM T 1 xenmepen (Thl) penorumn, 1L-23
uanynupa ets Ha T 17 xennepute (Th17). AGHopMHuara perynanust Ha [L-12 u IL-23 obaye ce
CBBP3Ba C IMYHHOME/IMUPAHU 3200 IsIBaHUS KaTO [ICOPHA3KC, ICOPUATHYEH apTpHT, 6onecT Ha Crohn
U yJIIEepOo3eH KOJIHT.

Upes cBbp3Bane Ha obmiara cyoenuuuia p40 na [L-12 u [L-23, ycreknaymMabd MoKe /1a OKa3Ba CBOHUTE
KIMHAYHE e(DeKTH MPHU COpHa3uc, MCOpUaTHIEH apTpuT, 6oaecT Ha Crohn u yiepo3eH KOIuT upes3
npekbcBane Ha mbTuinata Ha Thl u Th17 uuToKMHM, KOUTO Ca B OCHOBAaTa Ha MATOJIOTUATA HA TE3U
3a00JIABaHUSI.

Ipn nauuentu ¢ 6oxect Ha Crohn jedeHneTo ¢ ycTekuHyMal BOAM 10 HAMAJICHUE Ha
BB3NATUTEITHATE MapKepH, BKIrounTenHo C-peaktuBeH npotenH (CRP) u ekanen kanmpoTeKTrH 1o
BpeMe Ha MHIYKIMOHHATa (ha3za, KOETO ciiell TOBa ce MOAIbpIKa Mpe3 Isiara noaabppxaia ¢gasza. CRP
€ OLIEHEH I10 BpeMe Ha NMPOJBJKEHUETO Ha TIPOYYBAHETO M HAMAJICHUATa, HAOJII0JaBaH! 110 BpeMe Ha
nojyIbpKamara ¢asa, OOMKHOBEHO ce 3ama3Bat 70 252 ceMHIa.

[Tpy manueHTy ¢ yaepo3eH KOJIHUT JICYSCHUETO ¢ YCTEKHHYMa0 BOJIM JI0 HAMAJICHHE Ha
BB3NAJIUTETHUTE MapkepH, BKiounTeiHo CRP u dekaiieH KalnnpoTeKTHH 10 BpeMe Ha
WHIYKIIMOHHATA (Da3a, KOETO ce MOoIbpkKa Mpe3 IsuiaTa mojyibpxania Gaza u mpoabIDKSHUETO Ha
npoyuBaneTo fo ceamuina 200.

NmyHusanmu
ITo Bpeme Ha ABJITOCPOUHOTO MPOABIDKEHHE Ha TpoyuBaHe mpu rncopuasuc 2 (PHOENIX 2),

BB3pPACTHUTE TAIUeHTH, JIekyBanu ¢h¢ STELARA 3a Haii-manko 3,5 roawHwu, ca Jaad aHTUTSIIO-
OTTOBOPH HAa THEBMOKOKOBH ITOJIM3aXapHIHU BAKCUHH U BAKCHHU CPEIly TETaHyC, CXOJIHHU C T€3U IpH
KOHTpOJIHATa rpyna MalueHTH, ody4yaBalld HECUCTEMHO JeUeHHe Ha Iicoprasuc. CXoJIeH MPOLEHT OT
BB3paCTHUTE MalMEHTH, JeKyBaHHu ¢cb¢c STELARA u Te3u B KOHTpoIHATa Ipyna, ca pa3BUIM 3alUTHH
HUBA Ha aHTUITHEBMOKOKOBH M aHTUTETAaHUYHU aHTHUTENA, M TUTPHUTE HAa aHTUTENIaTa UM Ca CXOJIHH.
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Kinunuuna edukacHocT

I[11aKoB cOpHa3uC (Bb3PACTHU MAIIUEHTH)

Bbe3zonacHocTTa M ehukacHOCTTa Ha ycTeKUHyMal ca oueHenu npu 1 996 manuenTu B

JBE paHIOMU3UPAHH, IBOHHO-CJIETH, 171a11e00 KOHTPOJIMPAHH IPOYUBaHUs NIPHU NALUEHTH C YMEPEH
JI0 TEXKBK IJIAKOB IICOPUA3UC, KAHAUAATH 3a (oTOTEpaIus Win cucreMHa tepanus. OCBEH TOBa B €1HO
PaHIOMHU3UPAHO, aKTUBHO KOHTPOJIHUPAHO MPOYYBAHE CHC 3aciIeNeH OLCHUTEN € CPABHEHO JIEHCTBUETO
Ha YyCTEKMHYMab U eTaHepLEeNT NPH NAlUEeHTH C YMEPEH A0 TEeXbK IUIaKOB IICOPHA3HC, KOUTO HE ca ce
HOBJIMSUIH, IPOSIBUIIN €A HEIOHOCUMOCT MJIM €4 UMaJI IPOTUBOIIOKA3aHNE KbM IUKI0CcTIOpuH, MTX
i [TYBA Tepanus.

B npoyusane nipu nicopuazuc 1 (PHOENIX 1) ca onenenn 766 nanmentu. 53% ot 15X He ca ce
TIOBJIMSUIH, TIPOSIBUJIM Ca HEIIOHOCUMOCT WJIM Ca MMAJTH MPOTUBOIIOKA3aHHEe KbM JIpyra CHCTEMHA
tepanusl. [lanpeHTure, paHAOMHU3UPaHHU 32 JIeYEHHE C YCTEeKHHYMa0, ca preny 1031 oT 45 mg nin
90 mg B cemmunm 0 ¥ 4 ¥ ca MPOIBJLKKIIH Jia IPUEMAT ChIaTa J103a Ha BCceKU 12 ceMuUIu.
[TanmenTrTe, paHAOMU3HPAHH 3a JiedeHHe ¢ Tuianedo B ceqmuiy 0 u 4, ca IpeMUHAIIN KbM JISYCHHE C
ycTekuayMa0 (45 mg wiu 90 mg) B cenmuiu 12 u 16, ciex KOeTo ca MPOIbJIKHIIN J1a TPUEeMaT
cplIaTa 103a Ha Bceku 12 ceaqmuuu. [lanyenTy, mbpBOHAYATHO PAHAOMU3ZHPAHU 32 JICUCHHE C
YCTeKHHYMa0, KOUTO ca JOCTUTHAJIM HUBO HA MOBIIMsABaHE 75 MO MHJIEKCA 32 00JIaCT U TEXKECT Ha
nicopuasuc (PASI) (monodpenne o PASI ot munumym 75% B cpaBHEHHE C U3XOJHHUTE CTOHHOCTH) B
ceamuny 28 u 40, ca MOBTOPHO PaHIOMU3HMPAHH 32 JICUCHUE ¢ YCTeKHMHYMa0 Ha BCEKHU 12 ceqmuim
WK ¢ TUIanebo (T.e. OTTErIsIHE OT TepanusaTa). [lannenTiTe, TOBTOPHO paHAOMHU3UPAHH 32 JICUCHHUE C
rtane6o B cenmuna 40, ca Bp300HOBIH Tepanusita cbc STELARA B mbpBOHauanHaTa cu cxema Ha
no3upane, cief kato nogoopennero um o PASI B cenmuria 40 e namansuio ¢ MuaumyM 50%. Bendku
MAIMEeHTH ca MPOCIEIEHH 32 MEePHO/ 10 76 CEAMUIIN CIIe ] TbPBOTO MPIIIOKEHUE Ha U3CIIEIBAHOTO
JIeYeHNeE.

B npoyusane npu ncopuazuc 2 (PHOENIX 2) ca ouenenu 1 230 manentu. 61% ot Tsx He ca ce
TIOBJIHSTH, TIPOSIBIITH Ca HETTOHOCUMOCT HMJIH Ca UMAJTH MPOTHBOMOKA3aHUE KbM JIPyra CHCTEMHA
tepanus. [lanMeHTUTE, paHIOMHU3UPAHH 32 JICYCHUE ¢ YCTEKMHYMa0, ca MPUen 103U OT 45 My wiu
90 mg B cenmuiy 0 u 4, moCJeABaHM OT JOIIBJIHUTEIIHA 1032 B ceamuna 16. [aruenture,
PaHIOMU3UPAHH 3a JiedeHue ¢ Tiare6o B ceaqmuny 0 u 4, ca MpeMUHAIH KbM JIeUeHHEe C YCTEeKHHYMa0
(45 mg wr 90 mg) B cenmunu 12 u 16. Bcuuku manueHTy ca mpocieeHu 3a epuo 10 52 ceIMHUIH
clie]l TbPBOTO MPHUIIOKEHUE HA W3CIICIBAHOTO JICUCHHE.

B npoyusane npu ncopuasuc 3 (ACCEPT) ca onenenu 903 nanueHTH ¢ yMEpeH A0 TEXbK ICOPHA3HC,
KOHUTO HE ca CE MOBJIHSIIH, IPOSIBUIIN ca HEMOHOCHMOCT WJIM Ca MMaJli MPOTHBOIIOKAa3aHUe KbM JIpyra
cucrtemHa tepanusi. CpaBHeHa € e(UKacHOCTTa Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEpIIETIT U € OIleHeHa
Oe3omacHOCTTa Ha yCTeKMHYMab u eraHepuent. [lo Bpeme Ha 12-ceaMuyHaTa aKTUBHO KOHTPOJIUPaHa
YacT OT MPOYYBAHETO MAI[UEHTUTE ca PaHIOMM3UPAHU Jia Mpuemat eraHepuent (50 mg 1Ba NbTH
CEeIMUYHO), yeTekuHyMao 45 mg B ceamuitu 0 1 4 winu yerekuaymad 90 mg B ceqmuriu 0 u 4.

W3xoaHNTE XapaKTEPUCTUKHU Ha 3a00JI1BAaHETO Ca MPUHLUITHO ITOCIIEI0BATEIHM BbB BCUUKHU IPYIIH Ha
JIeYeHue B MpoydBaHe npu nicopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha n3xonHo HuBO oT 17 110 18,
¢ MeJMaHa Ha TeJiecHa MoBbpXxHOCT (BSA) Ha m3xonHO HUBO > 20 ¥ ¢ MeMaHa HA 1€PMATOJIOIHYCH
uHeKe 3a kauecTBO Ha kuBOT (DLQI) B rpanunute ot 10 no 12. bauso enHa tpera (mpoyuBaHe npu
nicopuasuc 1) u egHa 4eTBHPT (IPOyUYBaHE MPH IICOPHA3NC 2) OT MAIMEHTUTE UMaT IICOPUATHIEH
aptput (PsA). [Togo6Ha TexxecT Ha 3a00J11BaHETO ce HAOJIF01aBa U IPU POYYBaHE MPH IICOpUa3UC 3.

IIspBUYHATA KpaifHa TOYKA B TE3W MIPOYIBAHUS € CHOTHOIICHUETO Ha MMAIIHEHTUTE, TOCTUTHAIIA HUBO
Ha moBymsiBaHe 110 PASI 75 cripsiMo M3X0IHUTE CTOMHOCTH B ceamura 12 (Bxk. Tabmuiy 4 u 5).
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Tabnuya 4. Obobwenue na knunuuHomo nosiusasane 6 npoyusane npu ncopuaszuc 1 (PHOENIX 1) u

npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cemmuna 12

2 nos3u (ceamuria 0 u ceamuna 4)

Cenmuiia 28
3 no3u (ceamuria 0,
cenmuria 4 u ceamuna 16)

ITnane6o

45 mg

90 mg

45 mg 90 mg

IIpoy4Bane npu
ncopuasuc 1

Bpoii
paHIOMHU3UpPaHU
MalUeHTH

255

255

256

250 243

IloBnusBane mo
PASI 50, 6p. (%)

26 (10%)

213 (84%)2

220 (86%) 2

228 (91%) | 234 (96%)

TloBamsaBane mo
PASI 75, 6p. (%)

8 (3%)

171 (67%)?

170 (66%)

178 (71%) | 191 (79%)

IloBnusBane mo
PASI 90, 6p. (%)

5 (2%)

106 (42%)?

94 (37%)

123 (49%) | 135 (56%)

OOJI° 3a u34ncTEHN
WM MUHUMAITHH, Op.

(%)

10 (4%)

151 (59%)

156 (619%)

146 (58%) | 160 (66%)

Bpoit nanmenT
<100 kg

166

168

164

164 153

IloBnusBane 1o
PASI 75, 6p. (%)

6 (4%)

124 (74%)

107 (65%)

130 (79%) | 124 (81%)

Bpoit nanmenTn
> 100 kg

89

87

92

86 90

IloBnusBane o
PASI 75, 6p. (%)

2 (2%)

47 (54%)

63 (68%)

48 (56%) 67 (74%)

IIpoyuBane npu
TCOpHA3HC 2

Bpoit
paHIOMHU3UPAHU
MAaLUEHTU

410

409

411

397 400

IloBnusBane 1o
PASI 50, 6p. (%)

41 (10%)

342 (84%)

367 (89%)®

369 (93%) | 380 (95%)

IloBnusiBaHe mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)®

311 (76%)*

276 (70%) | 314 (79%)

IloBnusBane o
PASI 90, 6p. (%)

3 (1%)

173 (42%)

209 (51%)

178 (45%) | 217 (54%)

OOJI® 3a u3uncrenn
WM MUHUMAJIHH, Op.

(%)

18(4%)

277 (68%)®

300 (73%)°

241 (61%) | 279 (70%)

Bpoii nanmenT
<100 kg

290

297

289

287 280

IloBnusBane 1o
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%) | 226 (81%)

Bpoii nanuentn
> 100 kg

120

112

121

110 119

IloBnusiBane 1o
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%) 88 (74%)

a
6

OOJI = O6ma oreHKa Ha JIeKapst
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Tabnuya 5 Ob6obwenue na knunuunomo nosiuasane 6 npoyusane npu ncopuasuc 3 (ACCEPT) ua

ceomuya 12
IIpoyuBane npu ncopuasuc 3
Ertanepuent VYcrekunymab
24 no3u 2 nosu (cemmuna 0 u ceaqmuna 4)
(50 mg nBa mbTH 45 mg 90 mg
CEJIMHYHO)
Bpoii panioMHU3MpaHu MALUEHTH 347 209 347
[osnusisane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)?
[MoBnusBane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)?
Iosmussane o PASI 90, 6p. (%) 80 (23%) 76 (36%)2 155 (45%)?
OOJI 3a U3YUCTEHN WIH 0 oma oma
MuHIMaTHH, Op. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii marmentu < 100 kg 251 151 244
g/‘;;m’ma*‘e no PASIS, 6p. 154 (61%) 109 (72%) 189 (77%)
bpoii naumentu > 100 kg 96 58 103
g/z);antaHe mo PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

a

6

p < 0,001 3a ycrekunymab 45 mg win 90 mg B CpaBHEHHE C €TAHEPIICTIT.
p = 0,012 3a ycreknaymab 45 mg B CpaBHEHHE C CTAHEPIICIIT.

B mpoyuBane npu ncopuasuc 1 nogabpxanero Ha PASI 75 e 3HaunTeTIHO MO-BUCOKO MPH
MPOJBIDKUTEITHO JICUCHUE, B CPAaBHEHHE C TOBA NpU oTTerysiHe oT JieuenueTo (p < 0,001). [TomoOHu
pes3yiaTaTi ce HaOMI0AaBaT MpH BCsKa f03a yerekuHymad. Ha 1°*™ roguna (ceamuna 52) 89% ot
MalUEHTUTE, HOBTOPHO PaHIOMU3HPAHU 33 MOAIBPKALLO JIeUeHHe, ca ce nonusin no PASI 75, B
cpaBHEHUE ¢ 63% OT MalUEHTHUTE, IOBTOPHO PaHIOMH3HPAHH 3a Iane0o (OTTErJIsTHE OT JICYSHUETO)
(p <0,001). Ha 18™* mecer (ceamutia 76) 84% OT MallMeHTUTE, TIOBTOPHO PAHIOMH3UPAHH 32
NOJIBPIKAILLO JIeUeHue, ca ce noausuu o PASI 75, B cpaBaenue ¢ 19% ot nauueHTHTe, HOBTOPHO
paHIOMH3UpaHHU 3a ianebo (oTTersHe ot jgeueHuero). Ha 3™ roguna (ceamuna 148), 82% ot
MAIMeHTHTE, TOBTOPHO PAHIOMHU3HUPAHH 3a MTOABPIKAIIIO JIedeHue, ca ce mosnusuii o PASI 75. Ha
5-ta ropuna (ceqmuia 244) 80% ot manueHTuTe, MOBTOPHO PaHAOMU3UPAHN Ha MOABPIKAIIO JICUCHHE,
ca ce nosnusnu no PASI 75.

[Tpu manueHTUTe, MTOBTOPHO PAHIOMHU3UPAHH 3a TIae00, KOUTO OTHOBO Ca MPEMUHAITNA KbM
IbpBOHAYAHATA CH CXeMa Ha JISYeHHe C YCTeKHHYMa0 ciej 3arybara Ha > 50% momgoOpeHue mo
PASI, 85% ca Bp3cTanoBmim noBiusiBaHeTo mo PASI 75 B pamkute Ha 12 ceamurm ciex
Bb300HOBSIBaHE HA TEPAIUATA.

B npoyuBane npu nicopuasuc 1 B ceamuiia 2 u cenmuna 12 ce HaOII0JaBa 3HAYUTEITHO TTOA00peHNE
crpsiMo u3xoanHuTe ctoiiHoct Ha DLQI BBB BCsiKa OT rpynuTe Ha JieueHHEe C YCTEKNHYMao B
cpaBHeHue ¢ manebo. [Tonodpenuero ce 3anaspa 1o ceamuna 28. [lonoOHO 3HaUMTENTHO TOKOOPEHNE
ce HaOrO/1aBa B IPOyYBaHe MpH rcopuasuc 2 B ceamunu 4 u 12, koeto ce 3ana3sa o cenmuia 24. B
NpoyYBaHe MpH Icoprazuc 1 mogoOpeHnsTa B HOKbTHHUS TIcOpUa3uc (MHIEKC 3a TeKECTTa HA HOKBTEH
NICOpHA3NC), B 00IIaTa OLEeHKa Ha PU3MYECKOTO U EMOLMOHAIHOTO cheTosHue 1o SF-36 1 BbB
BU3yaJIHO-aHAJIOTOBATa CKajla 3a ONpeelisiHe Ha CTOMHOCTTA Ha Ooskarta npu cbpoex (VAS) chiio ca
3HAYUTENIHU MIPHU BCSIKA TPyIIa Ha JiedeHue ¢ ycTeKHHyMal B CpaBHEHHE ¢ uianebo. B mpoyuBane npu
nicoprasuc 2 KIMHUYHATA cKajia 3a TpeBoxHOCT u genpecus (HADS) u BBIPOCHUKET 32 paboTHH
orpannueHust (WLQ) cbio moka3Bar 3HaUNTETHO OAOOPEHUE BBB BCSIKA OT IPYNUTE Ha JICUECHHE C
yCTeKnHYMal B CpaBHEHUE ¢ Tuareo.

IIcopuatnuen aprpur (PSA) (Bb3pacTHU HAIIMEHTH)

JlokazaHo e, 4ye yCTeKuHyMa0 1moio0psBa MpU3HALUTE U CUMITOMUTE, (DU3HYECKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA )KMBOT M HAMaJIsIBa CTEIICHTA Ha IPOrPecus Ha MepuQepHOTO
CTaBHO YBPEX/IaHEe IPU Bb3PACTHH MALMEHTH C aKTUBEH PsA.
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be3omnacHocTTa 1 ehMKacCHOCTTA Ha YCTEKMHYMa0 ca OICHeHH IIpy 927 MallueHTH B JBE
paHIOMHU3UPAHH, TBOHHOCIEIH, IAe00-KOHTPOIMPAHH TPOYYBaHUS IPU MAIIUEHTH ¢ aKTHBEH PSA
(> 5 noxyTy cTaBu U > 5 OOJNIE3HCHH CTaBH) BBIIPEKH yIIOTpeOaTa Ha HECTSPOUHH
npotuBopb3nanuTentu cpeacrsa (HCIIBC) wiu momuduimpariu 60aecTTa aHTUPSBMATOUTHH
nekapctBa (DMARD). IlatmenTuTe B TE31 MpOyYBaHUS ca MMAIIM TIOCTaBeHa uarno3a PsA Haii-
MaJIKo OT 6 Mecera. BkirroueHu ca ManieHTy ¢ BCSIKaKbB MOATHIT Ha PSA, BKITFOUNTEITHO
MOJIMAPTUKYJIAPEH apTPUT Oe3 JaHHU 32 PEeBMATOUIHU Bb3IHU (39%), CHOHIWINT ¢ iepudepeH apTpuT
(28%), acumerpuuer nepudeper aptpur (21%), ¢ yuactre Ha TucTaiHa HHTEpQaIaHTrea Ha CTaBa
(12%) n naBammuauzupamny aptput (0,5%). Hax 70% u 40% oT manmeHTHTE B IBETE MPOYUIBAHUS Ca
UMaJIA ChOTBETHO €HTE3UT U JIAKTHIIUT Ha U3X0AHO HUBO. [lanneHTuTe ca paHI0MU3MpaHu Ja
MOJTy4aT JIeYeHue ¢ ycrekuaymao 45 mg, 90 mg, wiu miane6o noakoxxHo Ha cenmuii 0 u 4,
MOCIIe/IBAHM OT Tipuiiarane Ha Bceku 12 cenmuitu (q12w). [Ipubmmsurenno 50% ot manueHTHTE ca
MPOABIDKHIIIY Ha ocTosiHHA 1032 MTX (< 25 mg/cenmuria).

B PsA mpoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), crorBetHO 80% 1 86% oT
nmanuenTuTe, ca omnu nekyBanu ¢ DMARD. B npoyuBane 1 He e OMII0 TIO3BOJICHO MPEAMIITHO JICYSHUE
C aHTarOHUCT Ha TyMOp-HekpoTusupail paktop ainda (TNF)a. B mpoyuBane 2, HoBeYETO MAIIMEHTH
(58%, n = 180) ca 6uu JekyBanu ¢ eqHo win nmosede antu-TNFa cpeacto(a), kato ot Ts1x Hax 70%
ca mpeycTaHoBmIN cBoeTo aHTH-TNFa nedenue, mopaay aurca Ha e(pUKACHOCT WM HEITOHOCHUMOCT,
IO BCSIKO BpPEMeE.

Tpusnayu u cumnmomu

JleyeHuneTo ¢ ycTeKMHyMab BOJIHM 10 3HAYMTEIIHH TO00PEHHS B H3MEPHTEIIUTE 3a AKTUBHOCT Ha
3a00JIIBAHETO B CpaBHEHHME C TU1anedo Ha cenamuna 24. [TbpBruyHaTa KpaiiHa TOYKa € IMPOIEHTHT Ha
HaIlMEHTUTE, TIOCTHTHAIK OTrOBOP 20 MO KpUTEPUUTE HAa AMEPUKAHCKHUS KOJIEXK MO PEBMATOJIOTHS
(American College of Rheumatology, ACR) na cenmuiia 24. OCHOBHUTE pe3y/ITaTh 3a e(hHUKACHOCT ca
npeacTaBeHy B Tabuuia 6 mo-m1ouy.

Tabnuya 6 bpoil na nayuenmume, NOCMUSHAIU KIUHUYEH OM2080P NPU NCOPUATUYEH aPMPUN
IIpoyusane 1 (PSUMMIT I) u Ilpoyusane 2 (PSUMMIT Il) na ceomuya 24

HpquBaHe IpHA NMCOPUATHICH HpquBaHe IPpH NMCOPUATHICH
aprpur 1 aptpur 2
Ilnamnedo 45 mg 90 mg Iamedo 45 mg 90 mg
Bpoii
PAHIOMU3HPAHH 206 205 204 104 103 105
NalnueHTH
ACR 20 47 (23%) | 87 (42%)° | 101 (50%)* | 21 (20%) | 45 (44%)* | 46 (44%)"
otrosop, N (%)
OATfSBig’ Ng | 18(O%) | SLESWF | 57(8%) | T(%) | 18(17%)° | 24 (23%)
ACR 70

orrosop, N (%) | 5 @%) | 25(12%)" | 29 (14%) | 3(3%) | 7(1%)" | 9 (%)

bpoii nayuenmu c

> 3% BSA" 146 145 149 80 80 81
PASIT5 16 (11%) | 83 (57%)* | 93 (62%)? 4 (5%) 41 (51%)? | 45 (56%)?
otrosop, N (%)

PASI 90 0, 0/)a 0/4)a 0 0/)a AT
otrosop, N (%) 4(3%) | 60 (41%)" | 65 (44%) 3 (4%) 24 (30%)® | 36 (44%)
Kombunnpan

i 8(5%) | 40 (28%)° | 62(420%) | 2(3%) | 24 (30%)" | 31 (38%)°

otrosop, N (%)

Bpoii nauuenTH

<100 kg 154 153 154 74 74 73

ACR 20
ortrosop, N (%)

39 (25%) | 67 (44%) | 78(51%) | 17 (23%) | 32 (43%) | 34 (47%)
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bpou nayuenmu c
> 306 BSA" 105 105 111 54 58 57

PASI 75
otrosop, N (%)
Bpoii nannenTu

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

> 100 kg 52 52 50 30 29 31
ACR 20 8 (150%) | 20 (38%) | 23 (46%) | 4(13%) | 13 (45%) | 12 (39%)
otrosop, N (%)

bpoii nayuenmu c

> 3% BSA' 41 40 38 26 22 24
PASI 75 0 0 0 0 0
orrosop, N (%) 2 (5%) 19 (48%) 20 (53%) 0 10 (45%) | 13 (54%)

2 p<0,001

® p<0,05

" p=NS

Bpoit manmenTn ¢ > 3% BSA 3acernara ncopuatidHa Ko)ka Ha H3X0JJHO HHUBO

ACR 20, 50 u 70 oTroBOpH MPOABIKABAT Ja CE TOA00PABAT HIIH CE MOUTbpiKat a0 ceamuna 52 (PSA
[Mpoyusane 1 u 2) u cenmuna 100 (PsA IIpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
cenmuna 100 ca mocturnatu npu 57% u 64%, crorBetHo 3a 45 Mg u 90 mg. B PsA Ilpoyusane 2,
ACR 20 otroBopu Ha ceamunia 52 ca nocturHatu npu 47% u 48%, cpotBeTHO 32 45 mg u 90 mg.

[TpoueHTHT Ha MAIMEHTHUTE, TOCTUTHAIU OTTOBOP 10 MoauduIpanu PSA kputepun Ha OTTOBOD
(PSARC) cbI110 € 3HAYMTEITHO MMO-TOJISIM [IPU IPYIUTE HAa YCTEKUHYMa0, B CpaBHEHHE C IUIae0o Ha
ceamuna 24. OrroBopu PSARC ce nmoaabpxar mo Bpeme Ha ceamuiiy 52 u 100. [To-roism npoueHT ot
MAIUCHTUTE, JICKYBaHH C YCTEKUHYMa0, KOUTO ca UMaJTU CIIOHJAWIUT ¢ Iepu(epeH apTPUT KaTo
OCHOBHA JMarao3a, nokaszsar 50 u 70 mpoueHTHO moo0peHne B cKopa 1o baTt HHAeKC 32 aKTUBHOCT
Ha 3abonsBanHeTO npu ankwiosupai cronauwaut (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHeHue ¢ mianebo Ha ceamuna 24.

OTtroBopuTte, HaOOJaBaHU TP TPYIHUTE, JICKYBaHU C yCTEKHUHYMa0, ca CXOJHH MPH MAIUeHTHTE,
KOUTO TOJIyYaBaT WM HE Toy4yaBaT efHoBpeMeHHO MTX u ce moappkar 1o BpeMe Ha CeIMUIU 52
u 100. [MTanmenTuTe, JeKyBaHu npeau ToBa ¢ anTH-TNFo, cpeicTBa, KOMTO ca MOJYYHIN YCTEKHMHYMa0,
Ca TIOCTUTHAJIH TIO-TOJISIM OTTOBOP Ha CeAMHMIIA 24 B CpaBHEHHE C MAIMEHTUTE, TOTyYaBaId TUIaredo
(ACR 20 otroBop Ha cemmutia 24 3a 45 mg u 90 mg e crotBeTHO 37% 1 34% B cpaBHEHUE ¢ U1ae060
15%; p < 0,05) u oTroBOpPUTE CE MOUIBPIKAT 110 BpeMe Ha ceamuriia 52.

[Tpu marmeHTH ¢ €HTEe3UT WM JaKTHIUT Ha U3XOAHO HHUBO, pu PsA IlpoyuBane 1 ce HabmogaBa
3HAYMMO NOJJOOpEHHE B CKOPOBETE 3a €HTE3UT U IAKTHIIUT [IPU TPYITUTE Ha yCTEKUHYMal B cpaBHEHHUE
¢ ane6o Ha ceamuia 24. B PsA TIpoyusane 2 ce HaO/r01aBa 3HAYUMO T10JI00pPEHKE B CKOpa 3a
EHTE3UT U YHCIIEHO N0JJO0peHNne (He € CTATUCTHYECKH 3HAYMMO) B CKOpa 3a JAKTHJIUT IIPH Ipynara Ha
ycTekuayMad 90 mg B cpaBHeHHe ¢ Tuiane0o Ha ceamuiia 24. [logo0peHusiTa B CKOpa 3a EHTE3UT U B
CKOpa 3a JaKTHJIUT ca MOJAbp KaHu 1o Bpeme Ha ceamuiy 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO YBpEXKJIaHE B JIBETE PHIIC M KpaKara ce n3passiBa KaTo MPOMSIHA CIIPSIMO U3XOJJHOTO HHBO
B o0mwms van der Heijde-Sharp ckop (vdH-S ckop), moxndunmpan 3a PsA upes nobassiHe Ha
JIUCTANHUTE MHTep(aJaHreaIHy CTaBu Ha pruere. [IpoBeneH e npeaBapuTenHo qeGuHupaH
WHTETPHUpaH aHaJN3 Ha KOMOMHUpaHu JaHHu OoT 927 manmenTH B ABeTe PsA IIpoyuBanus 1 u 2.
YcreknHyMa0 Mmoka3Ba CTaTUCTHYSCKH 3HAYMMO HaMaJleHUE B CTEIIEHTa Ha MPOrpecusi Ha
CTPYKTYPHOTO YBpEXJaHE B CPaBHEHHE ¢ I1ae00, H3MEPEHO Ype3 IPOMSHA CIIPIMO U3XOAHOTO HHUBO
10 24 ceqmuria B o6rms moauduimpan VAH-S ckop (cpemen + SD ckop e 0,97 + 3,85 B rpymara Ha
riane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 nipu choTBETHO ycTeknHyMab rpymnu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edekr ce nbxu Ha PsA TlpoyuBane 1. EpexTsT ce cunra 3a
JIOKa3aH, He3aBUCHMO OT eAHOBpeMeHHaTa ynorpeda Ha MTX u ce mogabpxa 1o BpeMe Ha

cenmuiy 52 (uarerpupad anainus) u 100 (PsA Ipoyusasne 1).
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Qu3suuecko cbCcmosaHUe U C8bP3AHO CbC 30PABEMO KAYeCMB80 HA HCUBOM

[MarnuenTw, JIeKyBaHH ¢ YCTEKHHYMA0, ca IOKa3alu 3HAYUTEITHO TTOA00peHNe Ha PU3MYECKOTO
CBCTOSIHUE, KAKTO € OLIEHEHO 10 MHJIeKCa 32 MHBAJIMAHOCT OT BBIIPOCHUKA 32 OLIEHKA Ha 37paBeTo
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na ceamuna 24. TIponieHThT Ha
NAalMEHTHUTE, IOCTUTHAIN KIMHUYHO 3HauuMo > 0,3 nono6penue Ha HAQ-DI ckopa cripsimo
M3XOTHUTE CTOMHOCTH, CHIO € 3HAYUTETHO ITO-TOJISIM IIPY TPYTIHTE Ha YCTEKHHYMab, B CpaBHEHHE C
mtane6o. [logobpenne na HAQ-DI ckop cripsiMo U3XOAHOTO HUBO Ce MOAIbPIKA 10 BpeMe Ha
ceamur 52 u 100.

Nwma 3nauntenno nogoopenne B DLQI ckopoBeTe mpu rpynuTe Ha ycTeKHHyMa0, B CpaBHEHHE C
riane6o Ha ceamuna 24, KOeTo ce moAxbpxka no Bpeme Ha ceamunu 52 u 100. B PsA TIpoyusane 2
UMa 3HAYHUTEITHO TIOJJIOOpEHHE B CKOPOBETE 32 PYHKI[MOHATTHA OIIEHKA Ha TepanusaTa 3a XpOHUIHO
3abonsBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
TpyNUTE HA YCTEKHHYMa0, B cpaBHEHHE ¢ Tianebo Ha cenMulia 24. [IponeHTsT Ha NalMeHTHTE,
JMIOCTUTHAIN KIMHUYHO 3HAYNMO 1To100penue Ha ymoparta (4 touku mo FACIT-F) cwimo e 3HaunTenHO
MO-TOJISIM TIPHU TPYIUTE HA YCTEKNHYyMal, B cpaBHeHue ¢ manebo. [lomobpenusra na FACIT-F ckop
ce TOJIbPIKAT 10 BpeMe Ha ceamuIia 52.

[lenuaTpuyHa nONyays

EBponeiickaTa areHIys 1o jJekapcTBara oTjara 3a1bJKEHHETO 3a PEI0CTaBsIHE Ha PE3yJITaTUTE OT
IIpoy4BaHuATa C yCTCKI/IHyMa6 B ¢/IHA UJIU IMOBCYC MOATrPYIIX HA MICAUaTprUIHaTa IoIyjaanus ¢
IOBEHWJICH UUOTIATHYEH apTPHUT (BK. ToUKa 4.2 3a wHPOpMAIH OTHOCHO yIIOTpeda B MeUATPUITA).

IInakos ncopuasuc npu neouampuiHyu nayueHmu

JokazaHo e, ye ycrekuHyMal nogo0OpsiBa MpU3HALUTE U CUMIITOMUTE, (PU3UUIECKOTO CHCTOSIHUE U
CBBP3aHOTO CHC 3[PABETO KAYECTBO HA KUBOT MPH NEAUATPUYHH MALUCHTH HA 6 TOIWHU U IO-TOJIEMHU
C IJIAKOB IICOPHUA3HUC.

Tayuenmu 6 onowecka ev3pacm (12-17 200unu)

EdukacHoctTa Ha ycTeknayMab e npoydyena npu 110 neauaTpuvHy MallMeHTy Ha Bb3pact oT 12 1o

17 roguHM ¢ yMEpEeH 10 TEXBK IJIAKOB IICOPUA3UC B MHOTOIICHTPOBO, PAHIOMU3HPAHO, TIBOWHO-
CIIATI0, TIare60 KoHTposiupano npoy4usade ¢daza 3 (CADMUS). TNanueHTrTe ca paHI0MH3UPAHH 1a
nosyyaBat win wiane6o (N = 37), win npenopbynTeaHaTa 103a yeTeKMHyMab (Bxk. Touka 4.2; n = 36),
WJIM TTOJIOBMHATA OT MIPEMOPBUUTENHATA /1032 YCTeKHHYMa0 (N = 37), upe3 MOAKOKHO HHKEKTHPaHEe Ha
ceamunu 0 u 4, cires; ToBa npuiiarane Ha Bceku 12 ceqmunu (q12w). Ha cenmuna 12 manuentwure,
JIeKyBaHH ¢ T1a1e00 ca MpeMUHAIN Ha YCTEKHHYMao.

IMaruentu ¢ PASI > 12, PGA > 3 u 3acernara tenecHa nopbpxaoct (BSA) none 10%, kouto ca Ounu
KaH/IU/IaTH 32 CHCTEMHA Tepanus win GoToTepanws, ca OTTOBAPSUIN HA YCIOBHUITA HA IPOYYBAHETO.
[Mpubnuzutenno 60% ot manueHTUTe ca OWIIK MOAJI0KEHHU Ha TPENIecTBaIla KOHBEHIIMOHAIHA
cucTteMHa Tepanus wim gortotepanust. [Ipubmmuszurento 11% oT nanueHTHTe ca MMany npealiecTBaa
Tepanus ¢ ONOJIOTUYHH CPEJICTBA.

[TepBUYHaTa KpaliHa TOYKA € CHhOTHOIIIEHHETO Ha MAIllMeHTHTE, KOUTO ca JocTurHaim PGA omneHka Ha
n3uncreny (0) wn muanManau (1) mmaky Ha ceamuna 12. BropuuHuTe KpaltHU TOYKH BKIIFOUBAT
PASI 75, PASI 90, npomsiHa cripsiMO U3XOJIHOTO HUBO Ha JlepMaTOJIOrHyYeH UHJIEKC 3a Ka4eCTBO Ha
xwuBot npu Aena (Children’s Dermatology Life Quality Index, CDLQI), npomsiHa cripsiMO U3XOAHOTO
HUBO Ha 00II1aTa OlIEHKa 110 CKajaTa Ha BenpocHuK 3a kauecTBO Ha KuBOT 1pu aena (Paediatric
Quality of Life Inventory, PedsQL) Ha cemmuna 12. Ha ceqmutia 12, nanimeHTUTE TPETUPAHU C
yCTeKHHYMa0 MOKa3BaT 3HAYUTEIHO MMO-TOJISIMO 1TOI00pEHUE Ha TICOPHAa3Kca M CBBP3aHOTO ChC
3/IpaBETO Ka4eCTBO Ha KMBOT B CpaBHEHME C marebo (Tabnura 7).

Benuky manueHTH ca npociieAsBaHu 3a ehUKAaCHOCT 32 MePHoAa OT 52 CeAMUILH CIIe ITBPBOTO
NPUIOKEHUE Ha M3MUTBAHMUS JIEKapcTBeH MPoayKT. ChoTHONIeHUeTo Ha maiuenTure ¢ PGA oreHka
Ha n3urcrenu (0) uian MuarManHu (1) miaku U chOTHOLIEHUETO Ha ocTurHaimute PASI 75 nokas3sa
pasyinka Mexay rpyrnara JeKyBaHa ¢ YCTeKMHyMal U miane0o rpynaTa Ha IbpBaTa BU3UTA Ha
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ceaMuIa 4 ciel HauaHaTa, TOCTUralKy MakcuMyM 1o ceamuna 12. [Togoopenusita B PGA, PASI,
CDLQI u PedsQL ce mommppsxat mo ceamuria 52 (tabamma 7).

Tabnuya 7. ObobweHue Ha NbpsUNHUmME U 6MOPUYHUME KPAUHU MouKu Ha ceomuya 12 u ceOmuya 52

IHeguaTpuyno npoyuBade npu ncopuasuc (CADMUS) (Bb3pact 12-171.)

Ceavmuna 12 Ceamuiia 52
Ianeto [TpenopbunTenHa [TpenopbunTenHa
no03a Ycrekuaymad | jmo3a YCTeKHHYyMao
N (%) N (%) N (%)
PangoMu3upaHu MalueHTH 37 36 35
PGA
PGA na uzunctenu (0) nnn 2 (5,4%) 25 (69,4%)" 20 (57,1%)
MuHUManHU (1)
PGA na uzuncrenu (0) 1(2,7%) 17 (47,2%)? 13 (37,1%)
PASI
PASI 75 pecrionaepu 4 (10,8%) 29 (80,6%)? 28 (80,0%)
PASI 90 pecrionepu 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 unnm 1° 6 (16,2%) | 18 (50,0%)" 20 (57,1%)
PedsQL
IIpomsiHa cipssMO U3XOIHO
HUBO 3,35 (10,04) 8,03 (10,44)* 7,26 (10,92)
Cpemno (SD)"
“ p<0,001

6

CDLQI: CDLQI e nepmMaTosioriyeH HHCTPYMEHT 3a U3MEpBaHe Ha eekTa Ha KOKHHS IPOOJIEM BEPXY CBBP3aHOTO

CBC 3J[paBETO KauyeCTBO HA XKUBOT NpH reanarpudHara nomynanus. CDLQI ot 0 wim 1 mokasBa, e HiMa epeKT BbpXy

Ka4eCTBOTO Ha )XHUBOT HaA JACTCTO.

P p=0,002

A p=0,028

PedsQL: PedsQL ¢ o01ua ckana 3a n3MepBaHe Ha CBbP3aHOTO ChC 3PABETO KAYECTBO HA JKUBOT, pa3paboTeHa 3a
ynoTpeda B MmoImyanyuuTe Ha Aela U I0HOMmH. 3a mianebo rpynara Ha ceamuna 12, N = 36

ITo BpeMe Ha TIae00-KOHTPOIMPAHUS IEPUOJ 10 ceaMulia 12, ehukacHOCTTa Ha IBETE I030BU
TPy, NPENOPHUNTETHATA U TIOJIOBUHATA OT MPEMOPHUYUTEITHATA, KATO IS0 € CPaBHUMA B
IbpBUYHATA KpaitHa Touka (69,4 u 67,6% chOTBETHO), BHIIPEKH Y€ NMa JaHHU Ha J030B OTTOBOD 3a
M0-BUCOKHU CTOMHOCTH Ha KpuTepuute 3a epukacHoct (Hanp. PGA na usuncrenu (0), PASI 90). Crnen
cenmuiia 12, ehukacHOCTTa KaTo [SJI0 € MO-BUCOKA U MO-TIPOIBIDKUTENIHA MTPU TPyIaTa ¢
MPENOpPBUYKUTENHA /1033, B CPABHEHHUE C TpyIara Ha MOJOBUHATA OT MPETNOPhUUTETHATA 103a, IPH
KOSITO ce HaOJII0JaBa Mo-4eCcTo yMepeHa 3ary0a Ha e(pUKacHOCT B Kpast Ha BCeKH 12-ceIMUYeH J1030B
untepBai. [Ipodunure Ha 6e30MaCHOCT Ha MPENOPBUYUTEIIHATA 032 U HA MTOJIOBUHATA OT
NPENOpPbUYUTENHATA 7032 Ca CPABHUMHU.

leuya (6-11 co0unu)

EduxacHocTTa Ha ycTeknHyMab e npoydyeHa npu 44 neiuaTpUuHU MAUEHTH HA Bb3pacT OT 6 110

11 roauHU ¢ yMEpeH JI0 TEXBK IIAKOB TICOPHA3UC B OTKPUTO, MHOTOIICHTPOBO TipoyuBaHe (aza 3 ¢
enno pamo (CADMUS Jr.). [lanmenTrTe ca JieKyBaHH C MIPEOPHUYUTEIHATA J]03a YCTEKUHYMAa0 (BXK.
Touka 4.2, N = 44) upe3 noaKoKHa HHXKEKUuUs B ceamuiy 0 1 4, mocnenBaHo OT NpUJIaraHe BEJHBXK Ha

Bceku 12 cenmumu (q12w).

TTanmentu ¢ PASI > 12, PGA > 3 u cbc 3acernara BSA naii-manko 10%, KOUTO ca KaHIUIATH 3a
CUCTEMHa Teparus win GoToTepanus, ca Oy MOoIXOAAIH 3a IpoyuBaHeTo. [Ipudnusurento 43% ot
MAIMEHTUTE UMAT IPE/IIeCTRAIla EKCITO3UIIMS Ha KOHBCHIIMOHAJIHA CHCTEMHA TePAIUs UK
¢dorotepanus. [IpubnusurenHo 5% OT MaMEHTUTE UMAT MPEANIECTBAIA eKCTIO3UIIUS Ha OMOJIOTUYHU

CpencTBa.
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IIspBHUYHATA KpaitHa TOYKA € MPOIEHTHT MAIMEHTH, TOCTUTHAIH ckop Ha PGA m3uuctenu (0) win
munumaiau (1) Ha cenmuria 12. Bropuuynure kpaiiau Touku Brarodeat PASI 75, PASI 90 u npomsiHa
CHPSIMO U3XOJHOTO HUBO Ha JlepMaTonornyHus HHAEKC 3a KauecTBO Ha >kuBOT npH Aena (Children’s
Dermatology Life Quality Index, CDLQI) Ha cenmuna 12. Ha ceqmuna 12 nauueHTHTe, 1eKyBaHH C
yCTEKHHYMAa0, TIOKa3BaT KIMHIUYHO 3HAYUMO TTOI00pEHUE Ha TICOPUA3UCa U CBHP3aHOTO ChC 3JIPABETO
Ka4eCTBO Ha XHUBOT (Tabnuia 8).

Bcewukn nmaruenTy ca nmpociensBaHu 3a ePUKacHOCT 10 52 CeAMMUIIA CIIE]] ITbPBOTO MPHIIOKEHUE HA
MPOYYBAHOTO JIeKapcTBO. [IponeHThT Ha manmenTuTe che ckop Ha PGA m3uncrenu (0) nim
muauManiu (1) Ha cenmuna 12 e 77,3%. Epuxacnoct (onpenenena karo PGA 0 nm 1) e
HaOJI0JaBaHa OIlle IPH IIBPBOTO MOCEIICHUE CJIE/ U3XOIHOTO HMBO Ha ceMHUIIA 4, a IPOIICHTHT Ha
MaIIeHTUTE, TOCTUTHAIN cKop Ha PGA 0 wm 1, ce moBumaBa 10 ceamuria 16, KaTo ciex ToBa 0cTaBa
OTHOCHUTEIHO cTabuieH a0 cenmuia 52. [lonoopenusra Ha PGA, PASI u CDLQI ce nogabspxar 1o
cenmuiia 52 (tabmaumna 8).

Tabnuya 8 Obobwenue Ha NbPeUYHAMA U BMOPULHUME KPALHU MOYKY Ha ceomuya 12 u Ha
ceomuya 52

IMexmaTpuyno npoyuBane npu ncopuasuc (CADMUS Jr.) (Bs3pact 6-111.)

Cenmumna 12 Cenmuna 52
IIpenoppruntenna gosa [Ipenoppruntenna go3a
YCTEKMHYMa0 YCTEKHHYMa0
N (%) N (%)
BxkiaroueHu manueHTH 44 41
PGA
PGA na m3uncrenn (0) nam 34 (77,3%) 31 (75,6%)
muanManau (1)
PGA na m3uucrenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pectiornepu 37 (84,1%) 36 (87,8%)
PASI 90 pectioniepu 28 (63,6%) 29 (70,7%)
PASI 100 pecriormepn 15 (34,1%) 22 (53,7%)
CDLOQI?
[Manimentu ¢ CDLQI > 1 Ha (N=39) (N=36)
W3XO0JTHO HUBO
CDLQI 0 smm 1 24 (61,5%) 21 (58,3%)

& CDLQI: CDLQI e 1epMaToIOrHyeH HHCTPYMEHT 33 OLieHKa Ha e(ekTa Ha KOKHHUS MPO6IIeM BBPXY CBBP3AHOTO ChC

3/IpaBETO KaueCTBO HA JKUBOT Ipu neauatpuanaTa nomyianus. CDLQI 0 wmn 1 mokassa, ue HAMa eheKT BBpXY
KayeCTBOTO Ha )KMBOT Ha JETETO.

Bbonect Ha Crohn

be3zonacHocTTa M e(hUKacHOCTTA Ha YCTEKMHYMAa0 ca OLIEHEHU B TPH PaHAOMHU3UPAaHH, IBOMHO-CIICIIH,
1ane00-KOHTPOIMPAaHU, MHOTOLIEHTPOBH MPOYYBAaHKS NIPY BB3PACTHH MAIUCHTH C YMEpEHa JI0 TekKKa
axtuBHa O0ostecT Ha Crohn, ¢ Muaekc Ha aktuBHOCTTA Ha O60sectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KJIMHUYHO pa3pabOTBaHe Ce ChCTOM OT JABE §-
ceaAMHUYHH npoyuBaHus ¢ nHTpaBeHo3Ha HHAYKIUA (UNITI-1 u UNITI-2), mocnexsaru ot 44-
CEIMUYHO PaHAOMH3MPAHO MPOYYBAHE C MOAKOKHO MPUIIOKeHHe Ha moaabpikara go3a (IM-UNITI),
NpEeACTaBISABAIIN 52-CeAMUYHA Teparusl.

[poyuBanwusita ¢ uaayknus Brmousat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nanueHTy.
[TppBUYHAaTa KpaiiHa TOYKA 32 JABETEC UHIYKIIHOHHU IIPOYYBAHHUS € POLECHTHT HA YYACTHHIIUTE C
KJIMHAYEH OTroBop (omnpezaeneH kato HamaneHue Ha CDAI ckopa ¢ > 100 Touku) Ha cenmuna 6.
JannuTe 3a ehukacHOCT ce ChOMpaT M aHATM3UPAT J0 CEAMUIIA 8 3a IBETE MPOYIBAHHUS.
EnHOBpeMEHHOTO MPUIIOKEHNE Ha MEPOPATTHU KOPTUKOCTEPOH TN, UMYHOMOTYJIaTOPH,
AMHUHOCAITMIIWIIATA ¥ QHTUOMOTHIIH € pasperieHo u 75% OT manueHTHTe MPOIbIDKABAT J1a IMOyvaBatT
Half-MaJIko €JHO OT T€3H JIeKapcTBa. B 1BeTe mpoyyBaHus MaLMEHTUTE ca PAaHIOMU3UPAHH a4
MOJIy4aT €IHOKPATHO HHTPABEHO3HO NPEOPhUUTEIHATA 103a OT IpUOIn3uTenHo 6 mg/kg B
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3aBUCUMOCT OT TEJIECHOTO Terio (Bk. Tabmmma 1, Touka 4.2), pukcupana mo3a 130 mg ycrekuaymad
wi 1are6o Ha cenmutia 0.

[Maruenture B UNITI-1 ca iekyBaHM HEYCICIIHO MM UMAT HEMIOHOCUMOCT KbM TPEAIISCTBAINA aHTH-
TNFa tepamus. [pubnmsurenno 48% oT manueHTHTE ca JIeKyBaHHU HEYCIICITHO C | mpeamecTBama
anTtu-TNFa Tepanms, a 52% ca nexyBaHu HeycremHo ¢ 2 win 3 npeamectsany antu- T NFa Tepanim.
B toBa npoyuBane 29,1% OT nanueHTHTE UMAT HEAOCTATHYCH HAYAJICH OTTOBOP (IbPBUYHU
Hepecnornepn), 69,4% ca ce MOBIMSIIN, HO ca IPECTaHANIN Ja C€ TIOBIHUSABAT (BTOPUIHU
HepecroHaepn), a 36,4% nMat HemoHOCHMOCT KbM aHTH- | NFa Tepamuu.

[Manmentute B UNITI-2 ca nekyBaHu HEYCHEIIHO HA-MAJIKO C €JHAa KOHBEHIIMOHAIHA TEPATIHS,
BKJIFOYUTEITHO KOPTUKOCTEPOUIN WIH UIMYHOMOIYJIATOPH, KATO WIX HE Ca JIEKYBAHU JIOCETa C aHTH-
TNF-a tepanust (68,6%), wnu ca monydaBanu npeau ToBa aHTu-TNFo Tepamnust, HO Ts € Onna
Heycrenisa (31,4%).

B nBere UNITI-1 n UNITI-2 3Ha9nMO MO-TOJSAM MIPOIEHT OT MAIUEHTHTE B TPyIIaTa, JeKyBaHa C
YCTeKHHYMa0, ca ¢ KIIMHIYCH OTTOBOP M PEMHUCHs B cpaBHeHue ¢ miarebo (Tabmuma 9). Knuauaaust
OTrOBOP M PEMHUCHATA Ca 3HAYMMH OLIE HA CEAMHLA 3 MPH MALMEHTHUTE, JIEKYBaHHU C YCTEKMHYMa0, U
T€ MPOIBJIKBAT Ja ce Moao0pABaT 10 ceamuna 8. B Te3u npoyuBaHus ¢ HHIYKIMS €PUKACHOCTTA €
MO-BUCOKA U CE MOIABpPIKa MM0-100pe B rpymaTa ¢ 103a B 3aBUCMOCT OT TEJIECHOTO TETJIO0, B
cpaBHEHHe ¢ rpynarta ¢ go3a 130 mg u nopaau ToBa Ipu MHTPABEHO3HA MHAYKLUS Ce MPEernopbyBa
JO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 9. Undyxyus Ha kaunuden omeogop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Iname6o |IIpenmopbuurte| Ilaamedo |IIpemopbuuTte
N = 247 JIHA 1032 N =209 JIHA 1032
YCTEeKMHYMAa0 YCTEeKHHYMA0
N =249 N =209
KivHnuHa pemucus, ceaMuiia 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*
Komunmen orrosop (100 Touxn), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)
ceaMuia 6
Kommiaer orrosop (100 Touxn), 50 (20,2%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)¢
ceamuia 8
70-TOYKOB OTTOBOP, CeAMHUIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)?
70-TOYKOB OTTOBOD, ceaAMHIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Kmuangnata pemucus e onpenenena kato CDAI ckop < 150; KTHHIYHUAT OTTOBOp € OTpeesieH KaTo HaMalleHHe Ha
CDAI ckop ¢ Haii-manko 100 TOUKH WK CHCTOSHHE B KITMHHYIHA PEMHCHUS

70-TOYKOBHAT OTTOBOP € ompeneneH kato HamaneHne Ha CDAI ckop ¢ Haii-manko 70 ToOuku

* Heycnex Ha aaTH-TNF0 Tepanms

** Heycrex Ha KOHBEHIIOHAJHATA TEPaTIHs

2 p<0,001
® p<0,01

B npoyuBanero ¢ mogabpixkaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTHTAT
100-TouKOB KIIMHHYEH OTTOBOP Ha CeMUIA 8 OT MHAYKIUTA ¢ ycTeknHyMab B ipoyuBanust UNITI-1
u UNITI-2. [TanmenTrTe ca paHIOMU3HPAHN HA CXeMa Ha MOIIBPIKAII0 JICUCHHE C TTOKOKHO
npuinoxxenue Ha 90 mg ycreknuHymab npes 8 cenmunu, 90 mg ycreknnymad npes 12 ceamMuny uiu
ianedo B NpobDKeHue Ha 44 cenmuny (3a MpenopburTeNIHATA IO UTbPIKAIla 1032 BXK. TOUKa 4.2).

3HaYMMO IMO-TOJISIM MPOLIEHT NAlMEHTH B TPYIHTE, JIEKYBaHH C YCTEKHHYMa0, NOJIbPXKAT KIMHUYHA
peMUCHs B OTTOBOp Ha ceaMmuna 44 B cpaBHEHHUE ¢ rpymnara Ha miane6o (Bx. Tadmuna 10).
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Tabnuya 10: Ilooovporcarne na knunuunus omeosop u pemucust 6 IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3aN0Y8aHe ¢ UHOYKYUOHHAMA 003d

Mnamedo* 90 mg 90 mg
yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 ceamuuu 12 ceamuuu
N =131" N = 129°
N = 1287

KiuHW4HA peMucHus 36% 53%? 49%°
KJIMHWYEH OTTOBOD 44% 59%° 58%°
Knunnuna pemucus 6€3 KOPTHKOCTEPOUAH 30% 47%° 43%"

KnuHnuHa peMucHs pu MaueHTH:

B PEMUCHS B HAYAJIOTO HA MOIbprKaIaTa

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

KOHMTO C€ BKJIFOUBAT OT IMPOYYBAHE

CRD3002 44% (31/70) | 63% (45/72)* 57% (41/72)

KOUTO HE Ca JICKYBaHHU O0CE€Tra C aHTU-

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

KOHUTO CE BKJIOYBAT OT MPOYYBAHE o . .
CRD30018 26% (16/61) | 41% (23/56) 39% (22/57)

Knmamynara pemucus e onpenenena karo CDAI ckop < 150; KiHHUYHUAT OTTOBOP € ONpe/ielieH KaTo HaMaJleHHe Ha
CDAI ckop ¢ Haii-manko 100 TOYKH WM CBCTOSIHHE B KJIMHUYIHA PEMHUCHSI

I'pynara Ha mare6o ce ChbCTOH OT TMAIMEHTH, KOUTO €a Ce MOBIHSIN OT yCTEKUHYMal U ca paHIOMHU3UpPAHHU Ja
MOTy4aBaT Iu1anebo B HAYaJIOTO HA MO IbprKaliaTa Tepamnms.

*

1 IlamuenTy, kouto uMat 100-TOYKOB KIMHUYEH OTTOBOP KbM YCTEKHHYMA0 B HAYAJIOTO HA MOAIBPIKAIATa TePanus
Y Tlaumentn, KouTO He ca Ce MOBMNMSIN OT KOHBCHIMOHANHATA Tepanus, HO He aHTU-TNFa Teparnus

8 Maumenty, xouro ca pedpakTepH WM UMaT HETTOHOCHUMOCT KbM aHTH-TNFa Tepamms

2 p<0,01

® p<0,05

HoMuHaIHO 3HaynMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MPH NPUIIOKEHUE IPe3
12 ceqmuIy 1 € MMO3BOJICHO KOPUTHPAHE Ha Jlo3aTa Taka, ue Jia MoJydaBaT YCTeKHHyMal mpe3

8 ceqmuru. 3arybara Ha otroBop e omnpejenena kato CDAI ckop > 220 Touku u > 100 Touku
nouteHue crpsamo uzxogaaus CDAI ckop.llpu Te3u manueHTH KIMHUYHA PEMHUCHS CE TTOCTUTA TTPH
41,4% ot mauuenture 16 ceqMuuu ciel KOpUrupaHe Ha J03aTa.

[ManeHTHTE, KOUTO HE Ca TIOCTUTHAIM KIIMHWYEH OTTOBOP KbM MHIYKIIUS C yCTEKUHyMal Ha
cenmuiia 8 ot npoyusanusrta ¢ uHAyKImss UNITI-1 u UNITI-2 (476 nanmeHTH), ca BKIOYEHH B
HEpaHJOMH3HMpaHaTa 9acT OT MpOoy4YBaHeTo ¢ nmojabpxaia Tepanust (IM-UNITI) u ca nomyumnu
MOJIKOYKHA WHXKEKIUS ¢ yeteknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIUEHTHTE Ca MMOCTUTHAIIN KIIMHUYESH OTTOBOP M Ca MPOIBIDKIIIH Ja MOTydaBaT Mo IbpIKalia
Tepanus npe3 8§ cenmui. [loBedeTo OT Te3n MaIMeHTy ¢ MPOIBIDKUTETHA MTOTbpIKAIa Teparus
o TbpKat 0TroBop (68,1%) u mocturat pemucus (50,2%) Ha cenmuia 44, KaTo TPOLIEHTHT UM €
1mo100€H Ha TO3U MPH MANUEHTUTE, KOUTO THPBOHAYAITHO Ca CE MOBIUSIIN OT HHIAYKIIHS C
yCTeKnHyMao.

Ot 131 nanuenTy, KOUTO ca Ce MOBJIUSIN OT MHAYKIHA C YCTEKHHYMal U ca paHAOMHU3HUPAHU B
rpynara Ha mjane0o B Ha4aJoTo Ha MPOYYBAHETO C MOIbprKalla Tepanusi, 51 BrociuencTBue ca
3aryOomIM OTTOBOpa CH U ca moiaydmin 90 mg ycTekmHyMad moakoxxHO mpe3 8 cenmuin. [loBegeTo oT
MAIEeHTHTE, 3aryOniIi OTTOBOPA CH M MIOAHOBMIIM JICUEHHETO C YCTEeKHHYMa0, ca ro HalpaBUiIH B
paMkuTe Ha 24 ceaAMUIM OT UHAYKIMOHHATa HHPY3us. Ot te3u 51 namuentu 70,6% mocturar
KJIMHUYEH OTroBop U 39,2% mnocturat KIMHHYHA peMHCcHs 16 ceIMHLN clies1 ITOJTy4YaBaHETO Ha
IbpBAaTa MOAKOKHA /1032 YCTEKHHYMaOo.

B IM-UNITI nanuenTuTe, 3aBbpIIMIN IPOYYBAHETO 10 ceaMuna 44, ca MOIXOAAMM 1a TPOABIKAT
JICUCHUETO B MPOIBbIDKEHHUE Ha Mpoy4yBaHeTo. [Ipu Bcnukute 567 manueHTH, BKIFOUSH Ha U JICKYBaHH
C YCTEKHHYMa0 B MPOIBIKCHUETO HA TIPOYYBAHETO, KIMHUYHATA PEMUCHS X OTTOBOPHT OOUKHOBEHO
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ce TIoAIBbpPIKaT 10 ceamuIia 252, kakTo npu 6omauTE ¢ Heycnex Ha TNF-Tepanuure, Taka u npu
MAIMEHTHUTE C HEYCIeX Ha KOHBEHIIMOHAITHUTE TePaIIHH.

He ca ycranoBeHr HOBU chOOpakeHHs 32 0€30MACHOCT NPH YAbKaBaHe Ha TOBA IPOYYBaHE JI0
5 roguHaM Ha IedeHue pHu manueHTH ¢ 6onect Ha Crohn.

Enoocronus

BBHIIHUAT BU HA TUTABUIIATA € OLICHEH SHIOCKOTICKY NpH 252 MAIMEeHTH ¢ TIOJXO/IAIIA H3X0IHA
€HJIOCKOIICKA aKTUBHOCT Ha 3a00JISIBAHETO B €THO MOANpOoyYBaHe. [IbpBruHaTa KpaiiHa ToUKa €
MPOMSIHA OT M3XOTHOTO HMBO Ha OMPOCTeHUs SHIOCKOTICKH ckop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HII€0-KOJIOHHU
CerMeHTa 3a HaJn4Ke/pa3Mep Ha SI3BUTE, MPOICHT Ha JINTaBHYHATA MIOBBPXHOCT, TOKPUTA OT SI3BH,
MPOIIEHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCerHaTa OT APYTH JIC3UH, U HATNIHE/BU/T HA
cTecHsBaHHATa/cTpUKTypuTe. Ha cenmuna 8, ciien eqMHuYHAa HHTPaBeHO3HA HHAYKIIMOHHA 71032,
npomsiHaTa B SES-CD ckopa e mo-ronsiMa B rpymnaTa Ha ycreknaymad (n = 155, cpegna

npoMsiHa = -2,8) OTKOJIKOTO B rpymnaTa Ha ranedo (n = 97, cpeana npomsina = -0,7, p = 0,012).

Toenuasane na pucmynume

B eana noarpyna nauneHTu ¢ qpeHupamy Gpuctynu Ha n3xoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) OT neKyBaHHUTE C YCTCKUHYMA0 MallMEHTH Ce TIOBIHUSABAT B MPOIBIDKCHUE Ha 44 CeAMMUIIN
(ompeneneno karo > 50% HamalieHHE OT U3XOJHO HHBO B IPOYYBAHETO C MHAYKIHS Ha Opos Ha
IOpenupamute ¢uctynn) B cpaBHerue ¢ 5/11 (45,5%) ¢ mnanedo.

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )XKHBOT, CBHP3aHO CHC 3MIPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3MAIUTETHN 3a00saBanHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BerpocHurm SF-36. Ha cenmunia 8 manueHTHTe, MOJMyYaBaliy yCTeKHHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYUMO TO-TOJIAIMO U KIIMHUYHO 3HAYMMO 1mogo0penue Ha oouwst IBDQ ckop u na SF-36 Mental
Component Summary Score 8 UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ mane6o. B npoyusanero IM-UNITI no cenmunia 44 te3u nomoOpeHus
OOMKHOBEHO C€ MOIbPIKAT MM0-100pe MPH JISKYBaHH C YCTEKUHYMAa0 MalMEeHTH B CPAaBHEHUE C
rtane6o. [loqoOpeHrneTo Ha Ka4eCTBOTO Ha KUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO CE
MOJTBPIKA MPE3 ISUTOTO MPOIBIDKEHHE 0 cenMuiia 252.

YiueposeH KonuT

be3zonacHocTTa M e(hUKacHOCTTA Ha YCTEKMHYMAa0 ca OLICHEHH B JIBE PaHIOMU3UPAHH, ABOHHOCIIEIH,
T1a11e60-KOHTPOJIUPAHN, MHOTOIIEHTPOBH IIPOYYBAHUS MPU BH3PACTHHU MALIMEHTH C YMEPEH JI0 TEXBK
aKTUBEH YJIIepo3eH KoJHT (ckop 1o Mayo 6 mo 12; ergockorncku cyockop > 2). [Iporpamara 3a
KJIMHAYHO pa3paboTBaHe ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HApeueHO
UNIFI-I) c negenue no 16 ceamuim, mocieBano ot 44-ceIMUTHO IPOYIBAHE C MMOAIBPIKAIIO
JICYCHHUE C MOJKOKHO NPUIIOKEHHE, C pPaHIOMH3HPAHO CriupaHe Ha JieueHueTo (Hapedeno UNIFI-M),
KOETO MPEJCTaBIsIBa Hall-MaJIKoO 52 ceIMHUIM Ha Teparnusl.

[MpencraBenure pe3dynraru 3a epukacHoct ot UNIFI-I u UNIFI-M ce ocHOBaBaT Ha 1eHTpaieH
nperiies Ha eHI0CKOIUHTE.

UNIFI-I BxirouBa 961 marnmentu. [IppBruHaTa KpaitHa TOYKa B IPOYIBAHETO ¢ HHAYKITUS €
MPOLICHTHT HAa YYACTHUIIMTE B KJIMHUYHA peMHUCHs Ha ceamuiia 8. [laineHTrTe ca paHIoMU3UpaHH J1a
MOJTy4aT €THOKPAaTHO WHTPABEHO3HO NperophunTeTHaTa nudepennrpana no3a 6 mg/kg (Bxk.
Tabmuia 1, Touka 4.2), hukcupana f103a 130 mg ycrekunymad miu mianebo Ha ceamuiia 0.

Paspemieno e eqHOBpEMEHHO MPUIIOKEHUE HA IEPOPATHU KOPTUKOCTEPOUIN, IMYHOMOYJIATOPH U
aMUHOCAIMIMIATH, KaTo 90% OT manueHTuTe NpoabiKaBaT Jja MoJly4aBaT Hali-Majiko €HO OT Te3U
JeKapcTBa. BriroueHuTe manueHTy TpsiOBa J1a ca MpeMHHAIN HEeyCIIelIHA KOHBEHIIMOHAIHA TePaIns
(KOPTHKOCTEPOUIN MM UMYyHOMOIYJIATOPH) WK JICUCHHUE C HAil-MaJIKO eTHO OHOIIOTHYHO
nexkapcTBeHO cpeacTBo (antaronuct Ha TNFo u/nnm Benonuzymab). [pu 49% ot manuenture
KOHBEHLMOHAJIHATA Tepalys € HEeYCIelHa, HO HE U JIEUCHUETO C OMOIOTUYHO JIEKAPCTBEHO CPEACTBO
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(ot xouTo 94% He ca NeKyBaHM Jlocera ¢ OMOJIOTHYHH JIEKaPCTBEHU NPOAYKTH). 51% OT maruenTuTe
ca JICKyBaHHU HEYCIEIIHO WM UMAaT HEIIOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPECTBO.
[Mpubnuzutenno 50% oT manMeHTUTE ca JIEKyBaHU HEYCIEIIHO ¢ Haii-Manko | mpenmiecTpaa aHTH-
TNFa Tepanus (oT kouto 48% THPBUYHO HE ca ce MOBIUIN), a 17% ca nmanu Haii-manko 1 Tepanus
¢ aatu-TNFa cpenctBo u Bemonmmsymao.

B UNIFI-I 3HaunMo 1mMO-roJisiM IPOICHT OT MAIUCHTUTE ¢a B KIMHUYHA PEMUCHS B TpyIaTa, JICKyBaHa
C yCTeKHHYMa0, B cpaBHeHHeE ¢ uiaiedo Ha ceamuna 8 (Tadmuma 11). Ome Ha Cenmuna 2, Haii-
paHHaTa IUIaHUpaHa BU3UTA B TIPOYYBAHETO, U TIPU BCSKA BU3UTA CJIC/ TOBA TIO-TOJISIM MTPOIICHT
MAIUCHTH C YCTEKUHYMa0 HAMAT PEKTATHO KbPBEHE WIM NOCTUTAT HOPMAaJTHA YECTOTa Ha Je(eKaIis
B CPaBHEHUE C MalMEHTHTE Ha Iiare6o. HabmonaBanu ca 3Ha4MMU Pa3InKU MEX]y YCTCKUHYMa0 U
m1ane0o B YaCTUYHHS CKOp 110 Mayo u cuMnToMaTH4HaTa peMucus oie Ha CenMuna 2.

EdukacHoctTa € mo-Bucoka B rpymnara ¢ audepeHimpanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIaTa ¢
nmo3a 130 mg mo oTHOmIeHNe Ha N30paHu KpalHU TOYKH U IOPAJIX TOBA AU(EPEHIIPAHOTO TO3UPAHE

C€ MPETOpHUBa KAaTO 1034 3a MHTPABCHO3HATAa MHAYKIUA.

Tabauya 11: Pestome Ha ocnoguume pesyamamu 3a ecpuxachocm 8 UNIFI-I (Ceomuya 8)

Inane6o IIpenopbunTenna
N =319 1032 yCTeKHHyMao®
N =322
Knuanana pemucus™® 5% 16%*
[Tpu manmeHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HE 9% (15/158) 19% (29/156)°

1 OMOJIOTHYHA Tepanus

I[Ipy manMeHTy ¢ HEYCIENHAa OUOIOTMYHA TEPAIHs’ 1% (2/161) 13% (21/166)°

IIpu nanuenTu ¢ HeycneniHa tepanus kakto ¢ TNF,

0% (0/47) 10% (6/58)®
Taka ¥ ¢ BeIoIn3ymMad
KnuanueH otroop® 31% 62%?
IIpu nanueHTH ¢ HEyCIEIHA KOHBEHIIMOHAIHA, HO HE 35% (56/158) 67% (104/156)°

1 OMOJIOTHYHA Tepanus

IIpu NalMeHTH ¢ HeycrenHa OMOJIOrMYHA Tepanus’ 27% (44/161) 57% (95/166)°

[Ipu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 28% (13/47) 529% (30/58)"
Taka ¥ ¢ Benonm3ymad

JluraBuuno o3npassiBane’ 14% 27%*

HpI/I MNanUCHTH C HCYCIICIIIHA KOHBCHIIMOHAJIHA, HO HE

21% (33/158) 33% (52/156)®
1 OMOJIOTHYHA TEPAITHSI
ITpy manueHTy ¢ HEeYyCIenHa OMOIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHUMNTOMATUYHA PEMHCHS” 23% 45%°
KOM6I/IHI/IpaI-fLO CHUMITOMATHYHA PEMHUCHS M JINTABUYHO 8% 21066
03/IpaBsiBaHe

£ 21033. 3a I/IH(by?;I/IS[ Ha yCTeKI/IHyMaG TIpH U3M0JI3BaHE Ha CXEMa Ha NNpujiaraHe€ Bb3 OCHOBA Ha TEJIECHOTO TEIJIO, YKa3aHa B

Tabauya 1.

KnuandnaTa pemucus ce onpeznesst KaTto ckop mo Mayo < 2 myHkTa, 6e3 HHIUBHIyaieH cyockop > 1.
KiIMHUYHUSAT OTrOBOP ce Ompesielis KaTo HaMalsiBaHe CIPsIMO W3XOJHOTO HUBO Ha ckopa o Mayo ¢ >30% u >3
IyHKTa, C HAMAJSIBaHE CIPSIMO W3XOJHOTO HUBO Ha CyOCKOpA 33 PEeKTAIHO KbpBEHE > 1 Ml CyOCKOp 3a pEeKTaIHO
kbpBeHe 0 wiu 1.

Anraronuct Ha TNFa w/nnn Begonusyma.
JIuraBuuHOTO O31paBsABaHE ce ONpeesst KaTo HAOCKONCKU cyOckop nmo Mayo 0 wmm 1.

¥ Cummromarimamara pemucus ce onpenens karo cyockop mo Mayo 3a gecrora Ha gedekanmsta 0 win 1 1 cydckop 3a
pexTanHo KbpBeHe 0.

KomOuHamusaTa OT CHMITOMAaTHYHA PEMUCHS M JIUTABUYHO O3PaBSBaHE CE€ OTPEIEIIs KaTo cyOCKOop 3a 4ecToTa Ha
nedekarusita 0 wu 1, cyOckop 3a pekTainHo KbpBeHe 0 1 eHgocKorcku cyockop 0 mmm 1.

a p <0,001

Homunanuo 3uaunmo (p < 0,001)

Homwunanuo 3uaunmo (p < 0,05)

B UNIFI-M ca oneHenn 523 manueHTH, HOCTUTHAIM KIIMHUYEH OTIOBOP C €IHOKPATHO 1.V.
npunoxxenue Ha ycreknayMmad B UNIFI-I. [TauuenTture ca pangoMusupany 3a MojlydyaBaHe Ha
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nmorsprkama cxema ¢ 90 mg ycreknayMad MoJIKOKHO Ha Beeku 8 ceamuird, 90 mg ycrekuayMad Ha
BCcekH 12 ceamuny wiy Tane0o B Mpoab/DKeHIE Ha 44 ceqMUITy (3a IpermopbunTeTHATA
nogabspxkaia qo3a Bukre Touka 4.2 Ha KXI1 na STELARA umkexknuonen pa3tBop ((hiaakoH) u
WH)XEKLIHMOHEH Pa3TBOP B MPEBAPUTEIHO HAITBIHEHA CIIPHUHIIOBKA WJIH B TIPEABAPUTEIIHO HAIThJIHEHA

MIHCAJIKA).

3HAYMMO IIO-TOJISIM IMMPOLCHT MAallMCHTHU Ca B KIIMHWYHA PEMHCHS B IBCTC I'PYIH, JICKYBaHU C

yCTeKHHYMa0, B CpaBHEHHE C Tpymara ¢ mianebo Ha ceaqmuia 44 (Bx. Tabnuma 12).

Tabnuya 12: Pestome na ocnoguume usmepumenu 3a epuxactocm ¢ UNIFI-M (ceomuya 44;

52 ceomuyu om 3anousane Ha UHOYKYUOHHAMA 003a)

IL1ane6o* 90 mg 90 mg
N =175 yCTeKMHYMAa0 | yCTeKHHYMa0
npe3 npe3
8 cenmuuu 12 cenmunu
N =176 N =172
Knunnuna pemucus™* 24% 44%° 38%°
IIpu nanyeHTy ¢ HeyCHelHa
KOHBEHI[HOHAITHA, HO He U OHOJIOrMYHA 31% (27/87) 48% (41/85)" | 49% (50/102) "
Tepanust
llpy mauwenti ¢ Heycnensa 17% (15/88) | 40% (36/91)® | 23% (16/70)"
OHMOJIOTHYHA TepaIus
[Ipy mamMeHTH ¢ HEYCIeNIHA TeParTHst 0 0 H 0 X
kakTo ¢ TNF, Taka u ¢ Begoanzymad 15% (4/27) 33% (7/21) 23% (5/22)
Houm,pn(aH;: Ha KJIMHUYEH OTTOBOP 110 45% 7192 68% 2
ceamuna 44
[Ipu nanyeHTy ¢ HeyCHelHa
KOHBEHI[HOHAITHA, HO He U OHOJIOrMYHA 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepars
gp“ TALHCHTH € HEYCHeIHa 39% (34/88) | 65% (59/91)® | 56% (39/70)"
HOJIOTHYHA TEPAIIHsI
Tlpy mauyers ¢ HeyCrneia Tepanus 41% (11/27) | 67% (14/21)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Begonnzymab
JluraBuuHo o3/1paBsiBane’ 29% 51%? 44%°
TombpiaHe Ha KIHHHIHA PEMHCHS 210 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Knunugna peMucus 6e3 KOPTHKOCTEPOHAS 23% 42%2 38%°
[TpOABIKUTENHA PEMUCHST' 35% 57%" 48% "
CuMnToMaTHyHa pemMucHs’t 45% 68%" 62%"
KoMOHWHHpaHO CHMIITOMATHYHA PEMUCHS U 28% 48%" 41%"

JIMTaBUYHO O3/IpaBsBaHe*
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Cren OBNIHUSBaHE OT 1.V. yCTEKUHYMa0.
** KiMHUYHATa pEMHCHS ce OIpeaensi KaTo ckop no Mayo < 2 myHkTa, 6e3 HHIUBHIyaseH cyOckop > 1.

KimamgausT 0TroBOp Ce onpesels KaTo HaMaIsIBaHe CIPSIMO H3XOJHOTO HIBO Ha ckopa o Mayo ¢ > 30% u >3
MYHKTa, C HAMaJIABaHe CIIPSAMO U3XOAHOTO HUBO Ha CyOCKOpa 32 PEKTANHO KbpBEHE > | MM CyOCKOp 3a PEKTaIHO
kbpBeHe 0 nm 1.

AmnTtaronuct Ha TNFo w/wmm Benonuzymao.
T JluraBmanoro 03/IpaBsBaHE ce ONpeJelis KaTo €HA0CKOICKH cyOockop mo Mayo 0 wiu 1.

ToxabprxaneTo Ha KIMHUYHA pemucus 1o Cenmuna 44 ¢ onpeneneHo KaTo MaUeHTH B KIMHUYHA PEMUCHS 10

Cenmuna 44 cpen MaeHTHTE B KIMHUYHA PEMUCHSI HA U3XOJHOTO HUBO Ha MOJAAbpKamara ¢asa.

KimnnyHata pemucus 6e3 KOPTHKOCTEPOU CE ONpeiess KaTo MalMeHTH B KITMHUYHA PEMUCHS, KOUTO HE MOJIy4aBaT

KopTukocTepouan Ha Cenmuna 44.

IIponpmwKkuTeTHATa PEMUCHS CE ONIPEREIst KaTo YacTHYHa peMucus 1o Mayo npu > 80% npu BCHYKHM BU3UTH IPeIN

Cenmuna 44 u yactuyHa pemucus no Mayo npu nocnennara Buzuta (Cenmuna 44).

! Cummromarmanara pemucus ce onpexens kato cybckop mo Mayo 3a ecrora Ha gedekanusata 0 wian 1 u cydckop 3a
pekTanHo KbpBeHe 0.

+  KoMOGMHALWATA OT CHMITOMATHYHA PEMHCHS H TUTABHYHO O3/PABsBAHE CE ONPE/IENs KaTo Cy6CKOp 3a 4ecToTa Ha
nedexkarusta 0 wu 1, cyGekop 3a pekTainHo KbpBeHe 0 i eHIocKorcku cyockop 0 wmm 1.

2 p<0,001

® p<0,05

Homunanuo 31aunmo (p < 0,001)

Homunanuo 3uagumo (p < 0,05)

bes cratucruyecka 3HaYMMOCT

brnaronpusatHUAT epeKT Ha YCTEKHUHYMAa0 BbPXY KIMHUYHUS OTTOBOP, JUTABUYHOTO O3/paBsSBaHE U
KIIMHUYHATA pEMUCHS € HaOIroAaBaH Py WHAYKIHS U MOAIBPIKAIIO JISYSHNE KAKTO MTPH MAIUEHTHTE
C HEeYCIICIIHA KOHBCHIIMOHATHA, HO HE ¥ OMOJIOTUYHA TepaIus, TaKa U MPH MAUEHTUTE C Hal-MaJIKO
€JlHa MPEUIECTRAILA HEYCIICIIHA Tepanusl ¢ aHTaroHUucT Ha TNFo, BKIIOUUTENTHO TPU NAalUEHTH,
KOUTO ITBPBUYHO HE Ca Ce MOBIUSIN OT Tepanwus ¢ aHtaroHucT Ha TNFo. bnaronpusiten edekr e
HaAOII0JaBaH CHIIO U MPH HHAYKIHS MPH MAIUEHTH C Hali-MaJIKO €/THa HEYCIIeIIHA TpeIecTBaIIa
Tepanus ¢ antaronucT Ha TNFa u Beonu3ymal, HO OposT Ha MAIMSHTUTE B Ta3H MOATPYyIa € TBbPAC
MAaJTbK, 32 J]a C€ HAIpaBAT KaTeTOPUYHH 3aKIIFOUSHHSI OTHOCHO OJIarOMpPHUATHUS eEeKT 110 BpeMe Ha
MOAAbPIKALLATA TEPAINUS B Ta3U rPyIa.

Hayuenmu, nosiuseawu ce om unoykyusi ¢ yemekunymao na Ceomuya 16

Ha manmenture, JiekyBaHu ¢ yCTeKUHyMaO, KOUTO HE ca NOIy4YMiu oTroBop Ha ceamuua 8 B UNIFI-I,
e npuioxer 90 mg ycrekunymao s.c. Ha ceamuiia 8 (36% ot nanuerture). Ot T1x 9% oT
MalMEeHTHTE, KOUTO ITbPBOHAYAIIHO Ca PaHAOMH3HPAHH 32 MMOJyYyaBaHe Ha MPENopbYHTEIHATA
WHAYKIIMOHHA 71034, TIOCTUTAT KIMHUYHA peMuCcHS, a 58% MOCTUraT KIIMHUYEH OTTOBOP Ha

Cemmura 16.

[ManmenTruTe 6€3 KIMHUYEH OTTOBOP KbM MHAYKIIHS C YCTEKMHYMa0 Ha ceMHIIA § B TPOYYBAHETO
UNFI-I, Ho ¢ otroBop Ha cemmunia 16 (157 maipeHTn), ca BKIIIOYEHH B HEPaHIOMHU3MpaHATa 4acT Ha
UNIFI-M u ca npoabikuiiy 1a ody4yaBat MoAIbpKalla 103a Ha BCEKH 8§ CEIMUIIN; TOBEUETO OT Te3U
nanueHTy (62%) momabppxaT 0TroBopa, a 30% nocturaTt pemucus Ha ceamuiia 44.

IIpoovicenue na npoyugaremo

B UNIFI manmenTrTe, 3aBBPIIIINA MTPOYIBAHETO 0 ceamuIia 44, ca moaxo Iy 1a IPOIbIKAT Jiede-
HUETO B NpoAbkeHue Ha npoyuBaHeTo. Cpen 400-Te malueHTH, KOUTO ca BKIIIOUEHU Ha U JIEKYBaHU
¢ ycTeknHyMal Ha Bceku 12 wim 8 ce MUY B IPOABIDKEHUETO HA MTPOYYBAHETO, CHMIITOMATHYHATA
pemMucHs 0OMKHOBEHO ce 3ama3Ba g0 200-ta ceqMuIia IpH MalUeHTH, C HEYCITeNTHA KOHBEHITHOHATHA
(HO He u GMOIOTHYHA Tepanys) U Te3H ¢ HeyCIelHa ONOIOTHYHA TepaIusl, BKIIOUUTEIHO TE3H C HEeYyC-
niex kakTo ¢ anTu-TNF, Taka u ¢ Begonmmzymad. Cpej MarueHTuTe, KOUTO ca TMOTYYHIN 4-TOAHUIITHO
JIeYeHNe C YCTEeKMHYMab 1 ca OI[EHeHH! C IIOMOIITa Ha TBIHUS cKop mo Mayo 3a monappikaHe Ha cef-
muiia 200, ceorBeTHO 74,2% (69/93) 1 68,3% (41/60) moaabprKaT 3a37ApaBsIBaHETO HA JIMTABUIATA U
KJIIMHUYHATA PEMUCHUSL.

He ca ycranoBeHH HOBU ChOOpaKeHHs 32 0E30MACHOCT IIPU TOBA MPOABIDKEHNE HAa TIPOYYBAHETO MPH
NAIMEHTH C YILEPO3eH KOJIUT, JIEKYBaHH 10 4 TOTUHH.
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Enoocxoncko nopmanusupane

EnpockorckoTo HopMaIu3upaHe € onpeneeHo KaTo eHA0CKOIICKH cyockop mo Mayo 0 u e
HabmronaBano omie Ha cenmuna 8 B UNIFI-I. Ha ceamuna 44 ot UNIFI-M To ce moctura npu 24% u
29% OT manueHTUTe, JICKyBaHH C YCTEKHMHYMa0 ChOTBETHO HA BCEKH 12 MK 8 CeJIMHIIU, B CPAaBHCHUE
¢ 18% ot nauueHnTuTe B rpymnara ¢ mianeoo.

Xucmono2uyno u Xucmo-eHOOCKONCKO USA8UUHO 030passeéane

XHWCTOIOTUYHOTO O3/IpaBsiBaHe (OmpezaeneHo kaTo HeyTpodmiHa nHGuATparms B < 5% ot Kpunrure,
0e3 paspyiaBaHe Ha KPUITHATE U 0€3 €pO31H, YIIIEePaIlny WIH TpaHyJIallMOHHA ThKaH) € OIEHSBaHO Ha
ceqmuna 8 B UNIFI-I u na Cenmunia 44 8 UNIFI-M. Ha cenmunia 8, cnes enHOKpaTHa HHTPABEHO3HA
WHAYKIIMOHHA 71033, 3HAYMMO TO-TOJISIM MPOICHT MAI[eHTH B TPyIIaTa ¢ MpernopbYuTeIHaTa 103a
MOCTUTAT XMCTOJIOTUYHO 031paBsiBaHe (36%) B cpaBHEHHE ¢ AIIMEHTUTE B Tpymara ¢ miaredo (22%).
Ha Cenmuna 44 nogabpixane Ha To3U epeKT ce HaOIr01aBa Mpy 3HAYMMO TTOBEUE IMAIUCHTH C
XUCTOJIOTHYHO O3/IpaBsSBaHE B IPYIUTE ¢ yCTeKnHyMal Ha Beskal2-ta cenmuna (54%) u Ha Besika 8-
Ma cenmutia (59%) B cpaBHeHwue ¢ miarne6o (33%).

KomOunupana kpaiiHa TOYKa — XUCTO-EHJIOCKOIICKO JIMTABUYHO O37[paBsiBaHe, ONPEAETICHO KaTo
YYaCTHHIM C €JHOBPEMEHHO JIUTAaBUYHO M XUCTOJIOTHYHO O3]paBsiBaHe, € OIICHeHA Ha CeMUIIA 8 B
UNIFI-1 u Ha ceqmuia 44 8 UNIFI-M. [lanentuTe, momydaBani yCTeKHHYMa0 B MpemopbYnTeTHATA
J103a, TIOKa3BaT 3HAYMMO MOJJOOpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsBaHE Ha ceJMHUIIa 8, B rpynara ¢ yctekuayMad (18%) B cpaBHeHHe ¢ rpymnarta ¢ miane6o (9%).
Ha cenmunia 44 momgmbsprxane Ha To3u e(eKT ce HaOIItoJaBa Mpy 3HAYUMO ITOBEYE MAIleHTH C XUCTO-
€HJIOCKOIICKO JIMTABUYHO O37]paBsiBaHe B TPYNHUTE C ycTeKHHyMab Ha Besika 12-Ta ceamuna (39%) u Ha
Becsika 8-Ma cenmunia (46%) B cpaBHeHUe ¢ iaine6o (24%).

Kauecmeo na sccusom, cevp3ano cve 30pasemo

KauecTBOTO Ha )KHBOT, CBBP3aHO ChC 3/IPABETO, € OLICHIBAHO Ype3 BBHIPOCHUK MpH BB3MAIUTEITHU
3abonsiBanus Ha yepsara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bpnpocuunute SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I naruentute, nmojiy4aBaiv yCTeKUHYMa0, OKa3BaT 3HAYUMO MO-TOJIIMO U
KJIMHHYHO 3HAYUMO 1o100penune Ha obmust IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHE C 11a11e00.
ToBa mogoOpeHne ce MoAIbpIKa MPpH MAIMEeHTHTE, JIeKyBaHu ¢ ycTekuayma0o, B UNIFI-M no
ceamuna 44. ITogoOpeHneTo Ha Ka4eCTBOTO Ha JKHUBOT, u3MepeHo ¢ IBDQ u SF-36, obukHOBeHO ce
MOJTBbPIKA MPe3 ISUTOTO IporbnkeHue 1o ceamuna 200.

[ManmeHTHTE, MOMyYaBain yCTeKUHYMa0, HMAT 3HAYMMO MO-TOJISIMO TI0JJOOpEHHEe Ha MPOTYKTHBHOCTTA
nipu paboTa, OlIeHEeHO Ype3 MO-TOISIMO HaMmallsiBaHe Ha O0IIOTO HapyIIeHne Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OIlecHeHH upe3 BriipocHuka WPAI-GH, oTkonkoTo manuenTure,
MOJTyYaBajy ranedo.

Xocnumanuzayuu u onepayuu, cevp3aru c yiyeposzen xoaum (YK)

Ho cenvuria 8§ 8 UNIFI-I mporieHTHT Ha YIACTHHUIIMTE C XOCIIUTATN3AINN, CBBp3aHu ¢ YK, € 3HaunMo
NO-HUCHK NP YUACTHULUTE B Ipynara ¢ NpenopbunTesHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIIMTE B Tpymnara c miamnedo (4,4%, 14/319), kaTo HUKO# OT y4aCTHUIUTE,
MOJTy4aBaIM YCTEKMHYMa0 B IPETIOPHUYATETHATA HHIYKIIMOHHA /1032, HE € TIOJIOKEH Ha OTeparus,
cebp3ana ¢ YK, B cpaBuenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipynara ¢ miamedo.

Ho cenvuria 44 8 UNIFI-M 3Ha49mMO 1MO-HUCHK OpO¥ XocTHTaIM3amuy, CBbp3anu ¢ YK, e
Ha0JII0/JaBaH MPU YYaCTHUIMTE B KOMOMHUpaHaTta rpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHeHHE ¢
YYaCTHUIMTE B Tpymara ¢ miamnedo (5,7%, 10/175). Unucneno mo-mambk Opoii yYaCTHHIIM B TPyIIaTa C
ycrekuayMab (0,6%, 2/348) ca moanoxxeHu Ha orepanys, CBbp3aHa ¢ YK, B cpaBHeHHE C
y4acTHHUIMTE B rpymara ¢ miamebo (1,7%, 3/175) no cenmuiia 44.

48



HmyHorenHoct
ITo BpeMe Ha JieueHHE ¢ YCTEKMHYMa0 MOTaT Jla Ce Pa3BUAT aHTUTEIIA CPEIly YCTEKHHYyMal 1

MOBEUETO OT TAX ca HeyTpanu3upaniy. O0pa3yBaHETO Ha aHTUTENA CPEIY YCTCKUHYMaO € CBBhP3aHo C
MOBHUIIICH KIIMPBHC HA YCTEKMHYMa0 mpu nanueHTn ¢ 6onect Ha Crohn wim yireposen koiut. He e
HabmojaBaHa HaManeHa epukacHocT. He ce HaOmonaBa oueBUAHA 3aBHCHMOCT MEX/Ty HATHIHUETO Ha
aHTHUTENIA CPEIly YCTeKHHyMal 1 ToABaTa Ha PEakIuy Ha MICTOTO Ha HHXKEKTHUPAHE.

[Nenmarpuyna momyaarus

EBpomneiickaTa areHIys 1o JeKapcTBara oTiara 3aIbJDKEHHETO 3a PEJI0CTaBsIHE Ha PE3YNITATUTE OT
NPOYYBaHUATA C YCTEKHHYMa0 B €/IHA WJIH MTOBeYe MOATrPYIH Ha MEeANaTPUIHATA MOIMyJIaus Ipu
6onect Ha Crohn 1 yiuepo3eH KoiuT (BX. Touka 4.2 3a nHpOpMaLus OTHOCHO yHoTpeda B
MIeTUATPHSITA).

5.2 @apmakoKMHeTHYHH CBOWCTBA

AGcopbums
MenuanaTa Ha BpeMe 3a IOCTUTaHe Ha MaKCHMallHa cepyMHa KOHIEHTpauus (tmax) € 8,5 mHU cien

€HOKPATHO NpuiiokeHre Ha 90 mg nMoAK0KHO IPH 3ApaBU MAaUMEHTU. MennaHata tmax Ha
YCTeKHHYMab ciell eTHOKPaTHO MpriiokeHue Ha 45 mg nimu 90 mg moIK0KHO TPH ITAlUEHTH C
IICOPHUA3UC Ca CXOJHU C HAaOJII0JaBAHUTE IIPU 3APaBU NALlUEHTH.

AGcomoTHaTa OMOHAIMYHOCT Ha YCTEKHHYMa0 Clie]] €THOKPATHO TOIKOKHO TIPHIIOKEHNUE €
n3ymcieHa Ha 57,2% npu maueHTy ¢ Icopuasuc.

PasnpenencHue
Menmnanara Ha o6eMa Ha pasnpe/eleHre B TepMuHaiHara (asa (Vz) cien emHOKpaTHO HHTPABEHO3HO

MPUIIOYKEHHE TIPY TIAIMEHTH ¢ TICOprasuc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmars
ToYyHUAT BT Ha MeTa0OJIM3UPAHE HA YCTEKUHYMA0 HE € U3BECTCH.

Enumunupane
Menunanara Ha cuctemans knupbsHC (CL) crien eIHOKpaTHO MHTPABEHO3HO MPUIIOKEHHE TIPH

MAIMEeHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha noinyxuBoTta (t12) Ha
YCTEKHHYMa0 ¢ MPUOIM3UTETHO 3 CEIMMITH IIPH MAIIMEHTH C TICOPHA3UC, TICOPHATHYCH apTPHT, OOJIECT
Ha Crohn mim yieposeH KoJauT u Bapupa ot 15 10 32 1Hu BbB BCHUKH MIPOYYBAHUS HA TICOPHA3UC U
ncopuatrueH apTput. ChrilacHO MpoBeeH papMaKOKHHETHIEH aHAIN3 Ha MOITYJIAIMATa PHBHUIHHUST
kiupbHC (CL/F) u npusuanusar obem Ha pasnpenenenue (V/F) ca cborsetHo 0,465 1/d u 15,7 1 npu
nanueHTH ¢ ncopuaszuc. CL/F Ha ycTeknHyMa0 He € 3aBHCHM OT moJia. Pe3ynTatu oT momyianioHeH
(hapMaKOKMHETHYECH aHaJIH3 [TOKAa3BaT, 4e MMa TEHICHIUS KbM T0-BHCOK KIIMPHHC HA YCTEKHHYMAO
NPH MAIMSHTUTE, AT OJOKHUTEIICH PE3yJITaT Ha M3CIICBAHETO 3a aHTHUTENA CPEIIy YCTEKUHYMa0.

JInHeWHOCT Ha Jio3aTa

CucremHara excrio3uiust Ha ycTreknHyMao (Crax 1 AUC) ce yBenmuaBa 1o Ha4uH, MPUOTU3UTEITHO
NPONOPLMOHAJIEH HA J103aTa, CJie]] €THOKPAaTHO HHTPABEHO3HO MPHUJIOKECHUE Ha 103U B TPaHULIATA
mexay 0,09 mg/kg u 4,5 mg/kg unm cies eJHOKPAaTHO MOAKOKHO MPHUIIOKEHUE HA JI03H B TPaHULATA
Mexay 24 mg u 240 mg npu ManyueHTH ¢ COpHas3uc.

EnnHnyHa cpelly MHOTOKpaTHa J103a

[IpodwmnTe Ha cepyMHa KOHIIEHTPALIUSA-BpEME Ha YCTEKHHYMAO ca MIPUHIUITHO MPEABUIUMH CJIE]T
MOJIKOYKHOTO MPUIIOKEHHE Ha €IHOKPATHH U MHOTOKPATHU J103K. [Ipu MaiuenTy ¢ rcoprasuc
CTallMOHAPHUTE CEPyMHH KOHIIEHTPALH Ha YCTEKHHYMab ca JOCTUIHATH B ceAMula 28 cien
I'BPBOHAYATIHN TOAKOXKHHU 103U B ceMuiin 0 u 4, mocienBaHu OT A03W Ha BCeKH 12 ceaqmunu.
Menuanara Ha cTalfiOHapHaTa cepyMHa KOHIIEHTpalus € B rpanunuTe 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 oueBumHO KyMyupaHe B
cepyMHaTa KOHLIEHTpalKs Ha yCTeKHHyMab ¢ BpEMeTo, KOraTo ce Ipuiiara IoAKOKHO Ha BCEKH
12 ceqmunu.
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Ipu manuentn ¢ 6oaect Ha Crohn u yirepo3eH KOIUT Clie HHTPaBeHO3Ha 103a 0T ~6 mg/Kg ce
npHJIara moKOKHa MoIbpikaiia tepanusi ot 90 mg ycrekuunymab npe3 8 win 12 cemmuIm, Kosito
3amouBa Ha ceamuiia 8. KoHIEHTpaIus Ha yCTEeKHHYMal B CTAIIMOHAPHO CHCTOSHUE CE JTOCTHUTa KbM
HAYaJ0TO Ha BTOpara moyrbprkaina no3a. [Ipu mammentu ¢ 6oaect va Crohn MeananaTta Ha Haii-
HHUCKUTE KOHIICHTPAIIUH B CTAIIMOHAPHO ChCTOstHUE Bapupa oT 1,97 pg/ml 1o 2,24 pg/ml u ot

0,61 pg/ml 10 0,76 pg/ml 3a ycreknaymad 90 Mg cbOTBETHO Tpe3 8 CEAMUIIN WITH Ipe3 12 ceaMuIiu.
Ipu maryeHTy ¢ yirepo3eH KOJIUT MeIiaHaTa Ha Hall-HUCKUTE KOHIICHTPAIIUHU B CTAI[HOHAPHO
cberosiHue Bapupa ot 2,69 pg/ml 10 3,09 pg/ml u ot 0,92 pg/ml 1o 1,19 pg/ml 3a 90 mg ycrekunymab
Ha BCEKH 8 CEJIMUIIM WK Ha Bceku 12 ceqmunu. Hail-HucKUTe HIBA HA yCTEKUHYMal B CTAIIMOHAPHO
CBCTOSIHUE, TTOTy4YeHHu npu 90 MQ ycreknHymab npe3 8 ceaMHIIHY, ca CBbP3aHHU C IT0-BUCOKA YeCTOTa
Ha KJIMHUYHA PEMHCHSI B CPABHCHHUE C Hali-HUCKHUTE HMBA B CTAIIMOHAPHO CheTOsiHKE cienq 90 mg mpe3
12 cenmunu.

Bausnue Ha TErnoTo BEpXy hapMakoKHHETHKATa

B npoBezen nmomynanoneH GpapMakOKHHETHYECH aHAIN3, KBIETO €A M3IOI3BAHU JAaHHH OT IAI[HEHTH
C IICOPUA3HUC € KOHCTATUPAHO, Y€ TEJIECHOTO TEIJIO € Hali-3HauuMaTa KoBapuara, BIUsella BbpXy
KIMpbhHCa Ha ycTeknHyMa0. Menuanara Ha CL/F npu manmenTn ¢ Terno > 100 kg e mpubnuzurenHo ¢
55% mno-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terao < 100 kg. Meananara va V/F npu nauueHTH ¢ Terio
> 100 kg e mpubmmsutenHo ¢ 37% mo-BUCOK B cpaBHEHHE ¢ manueHTy ¢ Teryo < 100 kg. Mennanata
Ha MUHUMAJIHU CCPYMHH KOHUCHTPAIIUX Ha YCTCKI/IHyMa6 IIpU MaiUCHTHU C MO-T'OJIAMO TCIJI0

(> 100 kg) B rpymara ¢ 103a 90 mg ca Mog00HH Ha TE3W MPH MAUEHTHTE ¢ o-Maiko Terio (< 100 kg)
B Tpynara c no3a 45 mg. [TogoOHu pe3yaTaTy ca MmoryuyeH: OT MOTBbPANUTENCH (apMaKOKHHETHUCH
MOITyJIAIIMOHEH aHANN3, KBbJIETO Ca U3MOI3BAHU JaHHH OT NMAlUEHTH C ICOPHATUYEH apTPHT.

Kopurupase Ha yectoTaTa Ha HPUIOKEHUE

B®b3 ocHOBa Ha HaOrOaBaHKUTE aHHU U nomynanuonHuTe OK aHanu3u npu nanueHTH ¢ 6onect Ha
Crohn u ¢ ynepo3eH KOJIUT paHI0OMU3UPAHUTE YYACTHHUIIN, KOUTO MPECTAHAT Ja Ce MOBJHIBAT OT
JIEYEHUETO, IMAT TO-HUCKU CEPYMHHU KOHIICHTPAINY Ha YCTEKUHYMaO BB BPEMETO B CPaBHEHHE C
y4YaCTHHIIUTE, KOMTO HE ca 3aryouu otroBop. [Ipu Gosnectra Ha Crohn kopurupaHero Ha jo3ara ot
90 mg Ha Bceku 12 cenmuii Ha 90 mg Ha BCekH 8 CEIMUIIM € CBBP3aHO ¢ MOBHIIIABAHE HA Hal-
HUCKHUTE KOHIIEHTPAIIMU Ha yCTEKHHYMa0, KaTo TOBA C€ CHITHTCTBA C MIOBUIIIABAHE HA €(PUKACHOCTTA.
[Ipu ynueposen koaut nomynanuoneH @K Mozen nokaspa, ue KOPUrHpaHeTo Ha Ao3ara oT 90 mg Ha
Bceku 12 cenMuIy Ha § ceMHIIM MOJKE /1a C€ OYaKBa J1a I0Bee /10 3-KpaTHO yBeJIW4YeHNEe Ha Hail-
HUCKHWTE KOHIIEHTPAIIMU Ha yCTEeKHHYMa0 B CTallMOHApHO ChcTOsiHUE. OCBEH TOBa, Bh3 OCHOBA Ha
JTaHHU OT KJIMHUYHUTE U3IUTBAHUS, [IPU MMALMEHTH C YILEPO3EH KOJIUT € yCTaHOBEHA MOJIOKUTEIHA
BpPb3Ka EKCIIO3ULUA-OTTOBOP MEXAY Ha-HUCKUTE KOHLUEHTPALMH U KIIMHAYHATA PEMUCHS U
JINTaBUYHOTO O3PaBsIBAHE.

CrernmanHu MoIyJIalnn
Hsma Hamuuau (apMaKOKMHETUYHU JIaHHU TIPY TAIIMEHTH ¢ yBpeaeHa ObOpeuHa Ml YepHOAPOOHa
¢byukuus. He ca mpoBe/ieHH KOHKPETHU NMPOYYBAHMS TP MAIHESHTH B CTApUeCcKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha yCTeKI/IHyMa6 KaTo IAJI0 € CpaBHUMaA MCKAY MALMCHTH C IICOPHUA3UC U
YIIOEpO3€H KOJUT OT a3UATCKU U HCA3UATCKU IPONU3XOM.

[Ipu manmenTu ¢ 6osect Ha Crohn ¥ yIIepo3eH KOJIUT BapuaOMIHOCTTA Ha KJIMPBhHCA HAa YCTEKMHYMa0
Cce TIOBJIHIBA OT TEJIECHOTO TETJI0, HUBOTO HA CEpyMHHMS aOyMHH, TI0JIa U cTaTyca 1o OTHOIIeHHEe Ha
aHTHUTEJNIaTa CPelly YCTEeKHMHYMa0, JOKaTO TEIEeCHOTO TErJIO € Hali-3HauuMaTta KoBapHuaTa, BiIHseIa
BBpXY 00eMa Ha pasnpeseneHue. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHCHT ce moBnusBa ot C-
pEaKTHBHUS MIPOTEHH, CTATyca MO OTHOIICHUE Ha HeyclieX Ha jJedeHneTo ¢ TNF-anTaronucTy u
pacata (a3uaTCKy CIpsIMO Hea3UaTCKH MPOM3X0o.). Bbr3aelicTBHEeTO Ha TE3U KOBApUATH € B PAMKHTE Ha
+20% oT THnMYHaTa WK pedepeHTHaTa CToMHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
HeoOX0Ma KOPEKIIHs Ha 103aTa 3a Te3W KoBapuaTth. EHoBpeMeHHaTa ynoTpeda Ha
UMYHOMOTyJIATOPH HAMa 3HAYMTEIHO BIMSHUE BBPXY PA3NpPEIeIEHUETO Ha YCTEKHHYMAO.
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Pesynratu ot apMakoOKHHETHYEH aHAIM3 Ha MOMYJIAIMTA He TIOKa3BaT BIMSHIE Ha TIOTIOH WK
aJKOXO0J BBPXY (papMakOKMHETHKATA Ha YCTEKHHYMaO.

buonanuunocTTa Ha yCTeKI/IHYMa6 CJICd MPUJIIOKCHUC CHC CIIPUHIOBKA WJIN MPEABAPUTCIIHO
HaITbJIHEHA ITUCaJIKa € CpaBHUMA.

CepyMHHTE KOHICHTPALUK Ha YCTEKWHYMA0 MpHY MeJUaTpUIHN allueHTH C ICOPUA3UC, HA BB3pacT OT
6 1o 17 roguHy, IEKyBaHH C IPETIIOPHUYUTENIHATA J]03a CIIOPE] TEJIECHOTO TErJI0, Ca CPAaBHUMHU C TE3U
IPU BB3PACcTHATA IOITy Al C TICOPHA3NUC, JISKYBaHa C 7103a 3a Bb3pacTHH. CepyMHUTE KOHIICHTPAIN
Ha yCTeKMHYMaO MpH NeHMaTPUYHK MaleHTH Ha Bb3pacT 12-17 roaunu ¢ ncopuazuc (CADMUS),
JIEKyBaHH C TIOJIOBHUHATA OT MPENOPBbUYUTENHATA 034 CIIOPE TEIECHOTO TErJI0, ca 3HAYUTEITHO 110-
HHCKH OT T€3H IPH BH3PaCTHH MALMECHTH.

Perynupane nHa CYP450 eH3umu

Edexrure Ha IL-12 i IL-23 Bepxy perynupanero Ha CYP450 en3umure ca oreHeHH B iN Vitro
MpOyYBaHe C U3MOI3BaHE HA YOBEIIKH XEMaTOIUTH, KOeTo moka3Ba, de 1L-12 w/umm IL-23 ¢ HuBa ot
10 ng/ml He npomMeHsAT akTHBHOCTTA Ha "oBerikuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
unu 3A4; BXx. Touka 4.5).

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnmuHandHWTE TaHHN HE TIOKAa3BaT OCOOEH PUCK (HAIp. TOKCHYHOCT Ha OpraHMTe) 32 Xopa Ha Oa3aTa
Ha M3MUTBAHUATA 32 TOKCUYHOCT TIPH MHOTOKPATHO IMpUjIarane, TOKCHYHOCT 33 Pa3BUTHETO U
PENPOAYKTUBHA TOKCHYHOCT, BKIIFOYHTEIHO U (JapMaKOJIOTHIHUTE OIIEHKH 3a Oe3omacHocT. [1pu
IPOYYBAHUS 32 TOKCUYHOCT 32 Pa3BUTHETO U PEHNPOLYKTUBHA TOKCHYHOCT MPU JIBJITOOTAIIATH MaKaly
He ce HaOoJaBaT HeXxeNnaHu epeKTH BrpXy (pepTHiuTeTa MpU MBKKHUTE, KAKTO U BPOJACHH JeEeKTH
WJIM TOKCUYHOCT 3a pa3BUTHETO. He ce HaOmogaBar HexxenaHu epeKTH BbpXy QepTHiinTeTa npu
JKEHCKHTE MPH yrnoTpedaTa Ha aHAIOTMYHO aHTUTsUIo cperty 1L-12/23 nmpu Muky.

Jlo30BUTE HHBA B IPOYYBAHUS PU )KMUBOTHH ca 0J130 45 IIBTH [TO-BUCOKHU OT Hai-BUCOKaTa
€KBHMBAJICHTHA 7103, IPEBIK/IaHa 32 MPUIIOKEHHE TIPU TTAIIUEHTH C TICOPUA3UC, U BOJAT 10
MaKCHUMAaJIHH CEPYMHH KOHLIEHTPALMU IpHU MaiiMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKU OT
KOHIICHTpAIMHTE, HAOIFO1aBaH! TIPH XOpa.

He ca mpoBexxganu mpoydBaHUs 32 KapIUHOTEHHOCT C yCTEKMHYMa0 Mopan JUICcaTa Ha MOIXOSIIH
MOJIEJIH 3a aHTHUTSUIO 0e3 KPbCcTOCaHa peakTUBHOCT KbM IL-12/23 p40 Ha rpu3zavn.

6. DAPMAIIEBTUYHU JAHHA

6.1 Cnucbk HAa NIOMOIIHHUTE BELIeCTBA

L-xuctuouu

L-XMCTHANHOB MOHOXUAPOXJIOPU MOHOXUAPAT

[Mosnucop6ar 80 (E433)

3axapo3a

Bona 3a umkeknun

6.2 HecbBMecTHMOCTH

[Tpu nunca Ha MpOyYBaHHS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOYKT HE TPsOBA Ja ce cMecBa ¢
JIpYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha romHocT

STELARA 45 mg uHXeKIIMOHEH Pa3TBOP
2 TOIMHU
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STELARA 45 mg uHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA CIIPUHIIOBKA
3 ronuHU

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
3 roguHu

OTnenHuTE NPEABAPUTEITHO HAITBITHEHH CIIPUHIIOBKY MOXE JIa Ce ChbXPaHsIBAT MpH cTaiiHa
temmeparypa 1o 30°C 3a MakcuMyM eiuH repuon 1o 30 JHU B OpUTHHATHATA KApPTOHEHA OIMAKOBKA,
3a Jla ce Mpena3saT OT CBET/IMHA. 3alUIIeTe JaTaTa, Ha KOSITO MPEABAPUTEITHO HAITbJIHEHATA
CIIPUHIIOBKA € M3BaJICHA 3a ITbPBU ITBT OT XJIaJAWIHHUKA U JaTaTa Ha U3XBbPJSHE Ha 0003HAUCHUTE HA
BBHHIITHATA KAPTOHEHA OMAaKOBKa MecTa. J[aTata Ha U3XBBPISIHE HE TPAOBA Jia € CIie]l OPUTHHATHUS
CPOK Ha TOJIHOCT, OTIIEYaTaH BbPXY KapTOHEHATa onakoBka. Cie/ KaTo BEHBXK CIIPUHIIOBKATA ¢ Onia
chXpaHsiBaHa Mpu cTaitHa Temnepatypa (10 30°C), T He TpsOBa Ja ce BpbhIla B XJIaUTHHKA.
U3xBBpIieTe CPUHIIOBKATA, aKO HE C€ M3I0JI3BA ClIe/I ChbXpaHEHUE MPH CTalHa TeMIeparypa B
pamkute Ha 30 THU WIK clie]l U3THYaHE Ha OPUTUHATHHS CPOK Ha TOJTHOCT, B 3aBUCHMOCT OT TOBA, KOE
OT JIBETE HACTHIIM MO-PAHO.

6.4 CrhenuajaHu yCJIOBHS HA ChbXpPaHeHHUe

[a ce chxpanspa B xnamuiHuk (2°C — 8°C). [la He ce 3ampa3siBa.

CoxpansBaiiTe (1akoHa WK TPEIBAPUTEITHO HAMMBIHEHA CIIPUHIIOBKA B KAPTOHCHATA OMAKOBKa, 33 J1a
ce Mpe/nas3y OT CBETIIHHA.

Axo e HeO6XOIH/IMO, OTACITHUTE NPCABAPUTCIIHO HAITBJIHCHU CIIPUHIOBKH MOXKE J1a C€ ChbXpaHABAT IIpU
craiina Temnepatypa 10 30°C (Bx. Touka 6.3).

6.5 Bwuxu chabpkaHNe HA ONAKOBKATA
STELARA 45 mQ umKeKIIMOHEH pa3TBOP

0,5 ml pa3tBop BBB (yiakoH OT cTHKIIO THII | 2 ml, 3aTBOpEH Che 3armmymaiKa OT OyTUIIOBa T'yMa ¢
TIOKpUTHE.

STELARA 45 mg uHKeKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA

0,5 ml pa3TBOp B cipuHIIOBKa OT cTHKIO THIl [ 1 ml ¢ ¢pukcupana urina ot HepHxKIAEMa CTOMaHa U
MIpeIa3nuTeNl Ha UIJIaTa, ChABPKAI CYyX €CTECTBEH KaydyK (TIPOM3BOIHO Ha JiaTekc). CIpuHIIOBKATa €
cHabieHa ¢ yCTPOMCTBO 3a MaCHBHA 3alIUTA.

STELARA 90 mg uHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA CIIPUHIIOBKA

1 ml pa3TBOp B CIIpUHIIOBKA OT cTHKJIO TUM [ 1 ml ¢ pukcupana uria oT HephKIaeMa CTOMaHa U
MIPEAMa3uTeN Ha UTJIaTa, ChIBPIKAIIl CyX €CTECTBEH KaydyK (Tpon3BOIHO Ha JaTekc). CIpHHIIOBKATA €
cHa0JieHa ¢ yCTPOWCTBO 3a MaCUBHA 3alllUTa.

STELARA ce pa3npocTpaHsiBa B OIIakoBKa 110 1 (IakoH MM ONaKoBKa 10 1 mpeaBapuTeHO
HaIbJIHEHA CIIPUHIIOBKA.

6.6 CrnenuajJHu npeanasHu MEPKH NMPH U3XBBPJIsiHe U padoTa

PaztBOp®T BBB himakona cbc STELARA wmnm mpenBapuTeIHO HarbJIHEHATa CIIPUHIIOBKA HE TpAOBa /1a
ce paskiania. Pa3TBopbT TpaOBa 1a ce MpoBEpH BU3YaTHO 38 HAIMYUETO Ha TBBPAU YACTHLIM HIIH
NPOMSIHA Ha [[BETA, PEJU JIa CE TIPUIIOKH MOJIKOKHO. Pa3TBOPBT € OUCTHP 0 JIEKO OlaeceHTeH,
Oe31BeTeH 10 OJEIOKBIT U MOXKE JIa ChIbPKa HAKOJIKO JIPeOHH MOTYIPO3PaYHU HITH Ol YacTUIIH
npoterH. To3n BbHIIEH BUJ HE € HeOOMYaeH 3a NPOTEHHOBUTE Pa3TBOPH. JIeKapCTBEHUST NPOIYKT HE
TpsiOBa J1a ce yrnoTpe0siBa, ako pa3TBOPHT € C MPOMEHEH LBAT WM MBTEH MM aKO B HETO ce
3a0es13BaT TBbpAM uyxau yactuiy. [Ipenu npuinarane STELARA tpsiOBa a 1ocTUrHE cTaliHa
TeMreparypa (MpuOIU3UTETHO 32 OKOJIO MOJIOBHH 4ac). [logpobun ykazanus 3a ynorpeba ca
NPEOCTaBEHH B JIMCTOBKATA 32 MAL[EHTA.
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STELARA He chappika KOHCEPBAHTH, 3aTOBA HEU3IIOI3BAHUAT JIEKAPCTBEH MPOIAYKT, OCTAHAT BHB
(1akoHa U CIPUHIIOBKATA, HE Tpsi0Ba aa ce u3noia3Ba. STELARA ce moctaBs kato crepuiicH (akoH
3a eJJHOKpaTHA yoTpeba WK MPeIBAPUTEITHO HATBITHCHATA CIIPUHIIOBKA 3a €THOKpaTHa yroTpeoa.
CrpuHIIOBKaTa, Uriata u QIakoHbT He TPSAOBA Jia CE U3IMOJI3BAT MOBTOPHO. Hensmon3sanusT
JIEKapCTBEH MPOAYKT WM OTMAAbYHUTE MaTepHUAIN OT HETO TPsIOBa Jja ce M3XBBPJIIIT B CHOTBETCTBHE C
MECTHHUTE U3NCKBAHUS.

Koraro ce n3moinsBa eqH0030B (bIaKoH, MPernophuBa ce M3IMOI3BAHETO Ha CIPUHIIOBKA oT 1 Ml ¢ uria
27G, Yo unyg (13 mm).

7. HNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

STELARA 45 mQ umKeKIIMOHEH pa3TBOP
EU/1/08/494/001

STELARA 45 mQ MHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIHO HAN'BIHEHA CIIPUHIIOBKA
EU/1/08/494/003

STELARA 90 mQ nHXEKIIMOHEH PA3TBOD B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
EU/1/08/494/004

9. JATA HA ITbPBO PAZPEINABAHE/TIOJJHOBABAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBO pa3pewaBane: 16 sayapu 2009 r.
Hata Ha nocienno nonHoBsiBane: 19 cenremBpu 2013 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

09/2024

[MoxpoOHa nH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBpornelickara
areHIus o Jiekapcreata http://www.ema.europa.eu/.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

STELARA 45 mg nHXeKIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA MTUCAIKa
STELARA 90 mg nHXeKIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA MTUCAIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mQ nHXeKIMOHEH PAa3TBOP B IIPEABAPUTEIHO HAITBJIHEHA ITUCATIKA
Besika npeaBapUTEIHO HATBIHEHA MUcaka Chabpxka 45 mg ycreknaymad B 0,5 ml.

STELARA 90 Mg nH»XeKIIMOHEH PAa3TBOD B IIPEABAPUTEIHO HAITBJIHEHA ITUCATIKA
Besika mpeBapUTEIHO HATBIHEHA MUcATKA ChAbpka 90 My ycrekunymad B 1 ml.

VYcerekunymab e usipuio 4oBerko 1gG 1k MOHOKIOHATIHO aHTUTSIIO KbM uHTepsieBkuH (IL)-12/23,
NpPOU3BE/ICHO B MUEJIOMHA KJICThUHA JIMHKS Ha MUIIKK C TIOMOIITa Ha pekomOuHantHa JJHK
TEXHOJIOI'Us.

3a IBIHUA CIIMCHK HAa TOMOIIHUTE BEIECTBA BUKTE ToUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mg MHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIHO HATLIHEHA ITHCAJIKA
WHXeKINOHEH pa3TBOP

STELARA 90 mg MHKEKIIMOHEH PAa3TBOP B IIPEABAPUTEIHO HAITLIHEHA ITHCAJIKA
NHxexunoHeH pa3TBOp

Pa3TBOPBT € GHCTBP 10 JIEKO OMalleCeHTeH, Oe31BETEH 10 OJICAOXKBIIT.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

IInakoB ncopuasuc

STELARA e nokasan 3a jieueHHe Ha yMEpEH JI0 TEXbK IIIaKOB IICOPUA3KC TPU BB3PACTHHU, KOUTO HE
ca ce MOBJIMSUIIN, UMAaT MPOTHBOIOKA3aHUs MIM HEIIOHOCUMOCT KbM JPYTH CUCTEMHH TEPaIH,
BKJIFOYBAIIM 1uKiocnopuH, Metorpekcar (MTX) mnu [TYBA (nicopanien u ynTpaBHOIETOBH A THUN)
Tepanus (BX. Touka 5.1).

[Icopuatuued aptput (PSA)

STELARA, camocTosTenHo uin B komOouHaius ¢ MTX, e mokasaH 3a jiedeHHe Ha aKTHBEH
NICOPUATHYEH apTPUT NP BB3PACTHH MALMEHTH, TP KOUTO OTTOBOPBHT KbM IPEAIIECTBAILO JIEUESHUE C
HeOnonornyHu Moauduuupaiy 6onecrra antupeBMaronguu jgekapcrsa (DMARD) e 6un
HeIoCcTaThyeH (BXK. Touka 5.1).

Bonect Ha Crohn

STELARA e noka3sas 3a JiedeHHE Ha Bb3PaCTHU MAIIMEHTH C YMEPEHa JI0 TeXKa aKTHBHA 00JIECT Ha
Crohn, xouTo ca ce NOBIUAIN HENOCTATHYHO, BEYE HE CE MOBIIMABAT MM UMAT HEIIOHOCUMOCT KbM
KOHBEHIIMOHATHATA Tepanus Wik KbM aHTaroHucT Ha TNFo, win uMat MeTuuuHCKH
MIPOTHUBOIIOKA3aHUS 33 TAKUBA TEPAIUU.

Ymepo3eH KOJUT
STELARA e nokasa 3a Jie4eHHe Ha Bb3PACTHU MALMEHTH C YMEPEH /10 TEKbK aKTUBEH YJILEPO3EH
KOJIMT, KOMTO Ca Ce MOBJIMSIN HEJOCTATHhYHO, BEUe HE CE MOBIUIBAT MJIM MMAT HEITIOHOCHMMOCT KbM
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KOHBCHITMOHAITHATA TEPAIUs WIH KbM OHOJIOTHYCH JICKAPCTBEH MPOAYKT, WIIA UMAT MEAMIIUHCKH
MIPOTHBOIIOKA3aHMs 33 TAKMBA Tepanuu (Bxk. Touka 5.1).

4.2 Jlo3UpOBKa M HAYMH HA MPUJIOKEHHE

STELARA e npeana3HaueH 3a yrmorpeda mo ppKOBOJICTBOTO M HAA30pa Ha JIeKap C OIMUT B
JIMaTHOCTHIIMPAHETO U JICYCHUETO Ha 3a0omsaBanus, 32 kouto STELARA e nokasaH.

2031/1[2031«1

[1nakoB nicopuasmc
IIpenoppuntennara no3uposka Ha STELARA e nHauanHa mo3a 45 mg, npriIiokKeHa MoIKOXKHO,
nmocJie/iBaHa oT Jo03a 45 Mg 4 ceiMHUIIM TIO-KBCHO U CJIS/ TOBA HA BCEKU 12 CEIMUIIH.

IIpu marueHTH, KOMTO HE Ca ¢€ MOBIMIIH OT JICUCHUETO 10 28 ceIMHUIIH TPSAOBa 1a ce OOMHUCITH
npeKpaTsBaHe Ha TePaIusTa.

Tayuenmu ¢ menecrno mezno > 100 kg

3a maruenTu ¢ TenecHo Terino > 100 kg mepBoHavanHaTa m03a € 90 mg, mpuIIokeHa OIKOXKHO,
nocieaBana ot 103a 90 mg 4 ceaMuIy Mo-KbCHO | Clie/l TOBa Ha BeekH 12 cenmunu. [Ipu Te3u
MAIMeHTH J03aTa 45 mg chIlo ¢ euKacHa, HO MO-rojiAMa epUKacHOCT uMa go3ara 90 mg. (Bk.
Touka 5.1, Tabmuma 4)

[Icopuatnued aptput (PsA)

[IpemopruBanara no3upoBka Ha STELARA e Hauanna no3a 45 mg, mpuirokeHa OAKOKHO,
moclieIBala ot f03a 45 Mg 4 ceAMUIIN TTIO-KHCHO U CJIeN TOBA HA BCEKHU 12 ceqMumm. AJITepHATHBHO,
npu narueHTu ¢ teaecHo terio > 100 kg, Mmoxke aa ce usnonssat 90 mg.

[Ipu marmeHTH, KOUTO HE Ca Ce MOBIUSIIH OT JICUSHUETO 10 28 ceaMUIH TPsiOBa 1a ce€ OOMICITH
MIPEYCTaHOBABAHE HA JICYCHUETO.

Cmapuecka 8v3pacm (= 65 co0unu)
He e HeoOX0aMMO aianiTUpaHe Ha J103aTa MPH MAMeHTH B CTap4yecka Bb3pacT (BXK. Touka 4.4).

bvopeuno u uepnoopobro yspescoare
He ca mposexxnanu npoyuBanus cb¢ STELARA npu Te3u nonynanuu nanueHtd. He Moxke n1a ce nane
MpemnopbKa 3a J03aTa.

Ileduampuuna nonynayus

besonachoctra u ehukacHoctra Ha STELARA mipu zienia ¢ mcopuasuc Ha Bb3pacT 1Mo 6 TOAWHU HITH
MIpH JieTia ¢ TICOPUAaTHYeH apTpHT Mol 18-roauIIHa Be3pacT BCe Olle He ca YCTAaHOBEHH.
IIpeaBapuTenHO Ha'bJIHEHATA MHCAIKA HE € IPOyYBaHa MU IeIuaTpruyHaTa IMOIyJIalus U He ce
npenopbyBa 3a ynorpeda npu nexuaTpuuHu nanueHTH. Biokre Touka 4.2 ot KXII Ha npeaBapuTenHo
HaIllTbJIHCHATa CIIPUHIIOBKA 3a JO3MPOBKATA U HAYWHA HA IMPUIJIOKCHUC ITPU NICTUATPUYHU IMTAHUCHTU Ha
6 ¥ oBeue rOJJMHHU C IICOPHA3HC.

bonect Ha Crohn u ynuepo3eH KoiuT

B cxemara Ha neuenue mppBara 03a Ha STELARA ce npuiiara MHTpaBeHO3HO. 3a J03UpOBKaTa Mpu
MHTpaBeHO3Ha cxeMa Ha npuiarane Bixkre Touka 4.2 or KXII na STELARA 130 mg koHIIEHTpaT 3a
WH(Y3UOHEH Pa3TBOP.

[IspBoTO MOKOXHO NpUokeHre Ha 90 mg STELARA TtpsiOBa 1a ce U3BBPIIM HA CeIMUIIA § ClIex
MHTpaBeHO3HaTa 103a. Cieq ToBa ce MpenopbyuBa NPHIOKEeHHE npe3 12 ceIMUIIH.

[TarmenTH, KOUTO HE CE MOBIMSBAT JOCTATHYHO J0 8 CEAMMIIN CIIE]] TbPBaTa MOJKOKHA 7033, MOXKE
Jla IoJTydyat BTOpa MOJKOXKHA 71032 110 TOBAa BpeMe (BXK. Touka 5.1).
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[MarnuenTy, Mpy KOUTO UMa 3aryda Ha OTTOBOp MPH MpUIarane mnpe3 12 ceMuIy, MOXKe Jia UMaT 110J13a
OT TIOBHUIIIEHHE Ha YECTOTATa Ha MPUIOKEHHE Mpe3 8 ceaMuId (Bk. Touka 5.1, Touka 5.2).

Brnocnencteue no3ara Moxe J1a ce mpuiiara Ha MaldeHTUTe Ipe3 8 ceaMUIU Win mpe3 12 ceaMuIu Bb3
OCHOBa Ha KIIMHMYHA TpeleHKa (BxK. Touka 5.1).

TpsiOBa 1a ce OOMHUCITU MPEYCTAaHOBSIBAHE HA JICYCHUETO MPY MAIUCHTH, KOUTO HE TOKAa3BaT JIaHHU 3a
TepaneBTHYHA 1moJ3a 16 ceaMuIy cieq i.V. MHAYyKIIMOHHA 1032 WK 16 CeaMUIIM Clie] MPeMHHABAHE
KBM IpHjIarane Ha MOIIbprKaIa 103a IMpe3 8 CeaMUIIH.

[TpunoskeHueTo Ha UMYHOMOTYJIATOPH U/MIM KOPTUKOCTEPOUIA MOXKE JIa TIPOIBJIKH 110 BpeMe Ha
nederneTo ¢cb¢ STELARA. Ilpu manueHTruTe, KOUTO ca ce MOBIUsIIN oT ieueHneTo ¢cbec STELARA,
MIPUJIOKEHUETO Ha KOPTUKOCTEPOUIN MOXKE Jla C& HAMAJIM WK Jla C€ TIPEYyCTaHOBH B ChOTBETCTBUE ChC
CTaH/apTa Ha JICYCHHUE.

IIpu Gomect rHa Crohn mim yniepo3eH KOJUT, aKo TepanusTa ce IpeKbCHE, MTOTHOBSIBAHETO Ha
JICUCHHUETO C MOJIKOKHO MPUIIOKEHHE TIpe3 8 ceqMuIu € 6e30MacHo U eeKTUBHO.

Cmapuecka év3pacm (> 65 2o0unu)
He e HeoOx0aMMO KOpUTHpaHe Ha J03aTa MPH MAIMEeHTH B CTapuecka Bb3pacT (BK. Touka 4.4).

bvbpeuno u uepHodpobHo yepesicoare
STELARA He e mpoy4BaH Ipu Te3H MOMyJaliy nanueHTd. He Morat a ce HalpaBsT MPenopbKU 3a
JO3HUpaHe.

Tleouampuuna nonyrayus
Beszonacnoctra u epukacHoctta Ha STELARA mipu siedenue Ha 6osnect Ha Crohn uim ynepo3eH
KOJIUT MpH Jella Ha Bb3pacT Mo 18 roauHu Bce OIle He ca yCTaHOBEHU. JIUmcBaT NaHHU.

Hauun Ha npunoxxeHue

STELARA 45 mg 1 90 mg nipeiBapuTEITHO HAITBIHEHH MTUCAJIKU Ca CaMo 3a TIOJKOKHO HH)XEKTHUPaHE.
ITo BB3MOXHOCT KO’KHUTE YYacCThLIU C U3BEH IICOPHA3HC TPSAOBA Aa ce n30srBaT KaTo MsICTO Ha
WH)XXEKTHpaHeE.

Cren noaxozsuio o0yyeHre 3a TEXHUKAaTa Ha MOJKOKHO HHXEKTHPAHE MAUeHTUTE WIN TEXHUTE
6onuornenaun morat Aa nwkektupar STELARA, ako jexapsT pemin, ue ToBa € yMecTHO. Bee mak
JIeKapsAT TPsIOBa Jla OCUTYPH MOAXOISIIO MTPOCIIe/IsBaHe Ha MalueHTuTe. [lallueHTuTe MM TEXHUTE
OosHOIIIeAaun TPsOBa 1a ObJaT MHCTPYKTHUPAHH J1a MHXKEKTUPAT MIPEIITUCAHOTO KOJIMIECTBO
STELARA cbriacHo ykazaHusTa B JUCTOBKaTa. [lonpoOHM yKa3aHUs 3a NPUIOKEHHUE ca JaleHH B
JIUCTOBKATA.

3a 1mo-HaTaTHITHU YKa3aHUs 33 IPUTOTBSHE U CIICIIUAHY TPEAITa3HI MEPKH TPU paboTa BIKTE
TO4YKa 6.6.

4.3 IlpoTuBOmOKAa3aHUS

CBp’bX‘IYBCTBHTeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBbM HAKOC OT IIOMOIIHHUTEC BEIICCTBA,
n30poeHu B Touka 6.1.

KiuHuuHO 3HaunMa, akTHBHA HHQEKIMs (HAMp. aKTHBHA TyOepKyJ103a, BXK. Touka 4.4).

4.4 CneuuaJHu npeaynpe:kaeHus ¥ NpeAna3Hu MepKH NpH ynorpeda

IIpocienumoct
3a 1a ce moio0pu MPOCIEAUMOCTTa Ha OHMONIOTMYHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MAPTHIHUAT

HOMCP Ha IMPUIJIOKCHUA ITPOAYKT Tpﬂ6Ba SICHO Ja CC€ 3aI1McBar.
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HNudexnmu

VYcreknaymad MOXKe J1a IMa TIOTEHIIHAI /1a YBeJIMYaBa pUCcKa OT MHPEKIUH U ]a peaKTHBUpa
nareHTHU MH(ekuuu. [Tpy KTMHUYHT IPOYYBaHUS M MOCTMAPKETHHIOBO 00CEPBAIIOHHO MPOYYBaHE
NpY TALMEHTH C TICOPHA3UC ce HaOII0aBaT CEpHO3HU OaKTepHaIHH, THOWYHN U BUPYCHU HH()EKIUH
npu manuenty, npuemand STELARA (Bx. Touka 4.8).

[Ipu manuenTy, JeKyBaHH ¢ YCTEKHHYMa0, ce choOIaBa 3a OMOPTIOHUCTHYHH WH(EKIINHU, BKITIOYBALIH
peaxTUBUpaHe Ha TyOepKyo3a, APYTH OMOPTIOHUCTHYHU OaKTepraTHi HH(EeKINN (BKIIOYHTEITHO
aATUITMIHA MUKOOAKTepraiiHa HHGEKIIHsI, MCHHHTUT, IPUIHMHEH OT Listeria, MHEBMOHUS, IPUYHHEHA OT
Legionella, u Hokapano3a), ONOPTIOHUCTUYHA MUKOTHYHH WHPEKIMU, OHNOPTIOHUCTUYHU BUPYCHH
MHQEKIHUU (BKIIOYUTEIHO eHIe(AINT, IPUIUHEH OT XepIec CUMIUIEKC 2) U Mapa3uTHU HHPEKIUH
(BKIIFOUATETTHO OYHA TOKCOILIa3MO03a).

TpsiOBa 1a ce MOAX0kK/Ia ¢ TOBHUIIICHO BHUMaHKE, KOTaTo ce 00ChxkAa mpriokenuero Ha STELARA
IIPY TAIUEHTH ¢ XPOHUYHN MHGEKIUY WK aHaMHe3a 3a peluanBupaina nHdexnus (Bx. Touka 4.3).

[Mpenu 3anouBaneto Ha jeyeHne cb¢ STELARA manuenTture TpsiOBa aa ce nscieasar 3a
Tybepkyno3Ha nHpeknms. STELARA He TpsOBa na ce mpuiiara mpu MarieHTy ¢ aKTHBHA
TyOepKymo3a (Bxk. Touka 4.3). JleueHueTo Ha nmaTeHTHA TyOepKyIi03Ha HH(EKIHs TpsiOBa fa 3amovynHe
npeau npuioxkeHnero Ha STELARA. AaTuTyOepkyio3HaTta Teparus chio TpsaOoBa na 0b1e o0chaeHa
npeau HavanoTo Ha JeueHue cb¢ STELARA mpu mareHTs ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyJi03a, IpY KOUTO HE MOKE J1a c€ IOTBBPIM aJeKBaTeH Kypc Ha jJeuenue. [lanuenture,
npuemanii STELARA, tps0Ba fa ce HaO1r01aBaT BHUMATEIHO 32 MIPU3HAIIM U CUMIITTOMH HA aKTHBHA
TyOepKyJIi03a 1o BpeMe Ha JICYCHUETO U CIIE] HETO.

[ManmenTute TpsiOBa 1a OBAAT HHCTPYKTUPAHU JIa TOTHPCAT JICKAPCKU CHBET, aKO CE MOSBAT MPU3HALN
WM CUMIITOMHU, MPEAIoaramy HHPEKIys. AKO MalUeHT pa3BUe Cepruo3Ha MH(EKIIUsS, ChbCTOSIHUETO
My TpsiOBa BHUMaTeNHO 1a ce cinenu u STELARA He TpsiOBa na ce npuiara, 10KkaTto WH(EKIHUATa He
Oblle OBNa/IAHA.

310Ka4ecTBEHH 3a00IBAHUS

HmyHocynpecopy KaTo yCTeKHHYMad UMaT MOTEHLIMAN J1a YBEIMYaBaT PUCKA OT 3710KaYeCTBECHH
3abomsBanus. Hakon nanuenTu, kouro ca npuemanu STELARA B KIIMHUYHY NPOYYBaHUS U B
MMOCTMapKETHHIOBO OOCEPBAIlMOHHO NMPOYYBAaHE MPH MAIEHTH C MICOPHUA3UC, Ca PA3BIIIN KOXKHU U
HEKOXHHM 3JI0Ka4eCTBeHHM 3a00iisBaHus (BK. TOuka 4.8). PUCKBT OT 3110KadecTBEHN 3a00IBaHUS MOXKE
Jia € TI0-BUCOK NPH NALMEHTH C IICOPHAa3HC, KOUTO Ca JIEKYBaHM C ApyTry OMOJOrMYHH JIEKapCTBa B
X0Jla Ha 3a00JIsIBaHETO.

He ca mpoBexxganu mpoydBaHus, B KOUTO yUacTBAT MAI[USHTH C aHAMHE3a 3a 3JI0KaUYeCTBEHH
3a00JIIBaHUs HIIM B KOMTO MPOIbJKABA JICUCHUETO Ha MAIMEHTH, Pa3BUIIM 3JI0KAUYECTBCHO 3a00JIsIBaHEe
o Bpeme Ha nipueMa Ha STELARA. 3aroBa TpsiOBa J1a ce 1MOAX0kK/1a C TIOBUIIICHO BHUMAHUE, KOTATO
ce oocexaa mpmnokenueto Ha STELARA nipu Te3u narueHTw.

Bcunyku nanpeHTH, mo-crenuanio te3u Hajg 60 ToIuHH, TAlUeHTH ¢ aHaMHEe3a 32 MPOIBIKUTENHA
MMYHOCYTIPpECHBHA TEpaIus WK TakuBa ¢ aHamHe3a 3a [ITYBA-tepamnus, Tpsa0Ba 1a ce Habmoaasar 3a
HOsiBa Ha PaK Ha Koxkara (BK. Touka 4.8).

CucTeMHH U peCIMPAaTOPHU PEAKINU Ha CBPHXIYBCTBUTEITHOCT

CucmemHu

Cepuno3HH peakIiy Ha CBPbXYyBCTBUTEIHOCT Ca JOKJIAJBAHN B IOCTMapKETHHIOBH yCIIOBHS, B HAKOU
CJIydau HAKOJIKO JTHU ciie]] JeueHneTo. MiMa ciyyan Ha aHaduIakcus U aHTuoesieM. AKO ce MOSIBH
aHa(UIaKTUYHA WK Jpyra CEpHO3Ha Peaklusl Ha CBPbXUyBCTBUTEIIHOCT, TPAOBa ja c€ Ha3HAUM
noaxoxsuia repanus 1 npuioxkennero Ha STELARA TpsiOBa na ce npeycranoBu (Bxk. Touka 4.8).

Pecnupamopnu
Crnyuyau Ha anepruyeH ajJBeouT, CO3MHO(WIHA THEBMOHUS 1 HEMH(EKIIMO3Ha OpraHu3upaIia
MTHEBMOHUS Ca CHOOITICHH 110 BpeMe Ha IMOCTMapKETHHTOBaTa ynorpeda Ha ycreknaymab. Kimmanauaure
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IPOSIBY BKJTFOYBAT KAIIIUIIA, AUCITHES ¥ HHTEPCTUIIMATHA HH(UIITPATH CIIC]] €IHA JI0 TPH JO3H.
CepHo3HHUTE MMOCIIEIUIN BKIIIOYBAT JUXATEIHA HEOCTATHYHOCT M TIPOIB/DKUTETHA XOCTTHTATH3AI[HS.
ITomoGpenwe € choOIIABaHO CIIC MPEYCTAaHOBSIBAHE HA JICYEHHETO C YCTEKMHYMA0 M B HAKOM CIIy4an
IPH [TPUIIOKEHNE HA KOPTHKOCTEPOUIN. AKO ObJie M3KIIOUeHa MHPEKIINA U HarHo3ara ce IMOTBbP/IH,
NPHJIOKEHHUETO HA YCTEKHHYyMab TpsiOBa J1a ce IPEYCTaHOBH | JIa CE 3aIll0YHE TOIXO/IAIIO JICUCHUE
(Bx. Touka 4.8).

ChbpaeyHo-ChIOBH CHOUTHS

IIpu maruenTH ¢ mcopuasuc, ¢ ekcro3uis Ha STELARA, B TocTMapKeTHHTOBO 00CEpBAIIIOHHO
MPOyYBaHe ca HAOJI0JaBaHK ChPICYHO-ChIOBH ChOUTHS, BKIIFOUNTEIIHO HH(MAPKT Ha MUOKap/a U
MO3bYHO-ChJIOB UHIHJICHT. PuckoBuTE (hakTOpH 3a CHPACUYHOCHIOBO 3a00IsIBaHe TPIOBa J1a ce
OIICHSBAT PEIOBHO 10 BpeMe Ha JiedeHneTo ch¢ STELARA.

Yyecmeumennocm KoM 1ameKc

[IpenmasurensT Ha UriIaTa B OJHATA Kaladka Ha MPEABAPUTEIIHO HATBIIHEHATA MTHCATIKA €
MIPOM3BE/IEH OT CYX €CTECTBEH Kay4yK (TIPOM3BOTHO HA JIATEKC), KOHTO MOXKE J1a TIPEAN3BUKa
aJICPTUYHH PEAKINH MPU X0Pa, YYBCTBUTEIIHU KbM JIATEKC.

Bakcunanyu
[IpenopbyBa ce J1a HE ce MpUJIarat >KWBU BUPYCHH WM JKWBU OakTepuanyu BakcuHu (kato BLIXK)

eanoBpemeHHO cb¢ STELARA. He ca npoBexjaHi KOHKPETHHU IPOYUYBAHUS MIPHU MALIUEHTH, BEPXY
KOHMTO HACKOpO € IIpujlaraHa >kuBa BUPYCHA WM jkMBa OakTepuasiHa BakcuHa. Hsima nannu 3a
BTOPUYHO TpeaBaHe Ha HHPEKIMs Ype3 )KUBU BAKCHHU NpH nanueHTH, nonydaBamy STELARA.
Jleuenneto cbc STELARA TpsiOBa aa ce mpeycTaHOBH Hall-MajKo 3a 15 ceIMUIM cief] mociaeHaTa
J103a IPEAM MOCTAaBSIHETO HA )KMBA BUPYCHA MJIHM XKHMBa OaKTEpHUAIHA BAKCHHA U MOXE J]a C€ Bb300HOBU
Hal-MaJKo 2 CeIMUIH cliell BAKCHHUpaHeTo. JIekapuTe, MpeImucBally JIEKapCTBOTO, TPSIOBa 1a
HanpassT cupaBka ¢ KpaTkara xapakTepucTHKa Ha MPOJYKTa 32 KOHKPETHATa BaKCHHA 3a
JOIBIIHUTEHA HHQOpMAIIHS M yKa3aHHA 3a eTHOBPEMEHHATa yoTpeOa Ha HIMYHOCYTIPECHUBHU
JIeKapCTBa CJIel BAKCHHHUPAHE.

He ce nmpenoppuBa npuarane Ha kuBH BakcuHU (kato BLDK BakcuHa) mpu kbpmadeTa, ¢ eKCIO3ULIUS
Ha yCTeKHHYMa0 in Utero, B mpobKeHHe Ha ABAHAIECET Mecella CIIe/l PAKIAaHETO HITH JT0KATO
CepyMHHUTE HUBA HA YCTEKHHYMa0 IpU KbpMAUyeTO CIaJHAT [10Jl HUBOTO Ha AETeKUMSA (BXK. TOUKU 4.5
4.6). AKO ¢ HaJIMIIe KaTeropuyHa KIMHUYHA 110J13a 33 OTICIIHOTO KbpMade, MOXKE J1a Ce OOMHUCIIH
Ipujarase Ha )KMBa BaKCHHA B I0-PAHEH MOMEHT, aKO HE C€ OTKPHBAT CEPYMHH HHBA Ha
YCTeKUHyMao.

ITarmenture, kourto ynorpebsBat STELARA, moxe a nmoy4ar eITHOBPEMEHHO WHAKTUBUPAHU WIIN
yOWTH BaKCHHHU.

Hsnrocpounoto neuenune cs¢ STELARA He moTrncka XyMopalTHHUS UMYHEH OTTOBOP KbM
ITHEBMOKOKOBHTE MOJIM3aXapU/IHA BAKCHHH WITH KbM BaKCHHHTE CPEIy TeTaHyc (BkK. Touka 5.1).

EnHoBpeMeHHa IMYHOCYNPECUBHA Tepanus

ITpu npoyuBaHus IpU IICOpUA3UC He ca oLeHsBaHu Oe3zonacHocTTa U epukacHoctta HAa STELARA B
KOMOMHAIUS C UMYHOCYTIPECOPH, BKIIFOUUTETHO OMOJIOTMYHM NPOLYKTH MK poToTepanus. [Ipu
MPOyYBaHUS MPHU TICOPUATUIEH apTPHUT, eAHOBpeMeHHaTa ynorpeda Ha MTX He moBnusiBa
6e3omacHoctTa U eprkacHoctta Ha STELARA. B npoyuBanusta mpu 6osect Ha Crohn u ymimeposex
KOJIUT €AHOBPEMEHHATA yIOTpeOa Ha UMYHOCYIIPECOPH MIIM KOPTHKOCTEPOUIN M3TIICKAA HE
noBnusiBa 6e3onacHocTTa mwin eukacHoctra Ha STELARA. TpsiOBa 1a ce moaxox/1a ¢ MOBHIICHO
BHHMaHHe, KOraTo ce 00ChkIa eTHOBpeMeHHaTa yrnoTpeda Ha apyru umyHocynpecopu 1 STELARA
WY [IPY IPEMUHABAHETO KbM JICUCHHUE C IPYTH OMOJIOTUYHN UMyHOCYTpecopH (BXkK. Touka 4.5).

HmyHoTtepanus
STELARA He e olleHsIBaH MpHY MAIUEHTH, KOUTO ca MoJjIaraHd Ha UMyHOTeparnsl 3a aeprun. He e

n3BectHO Janmu STELARA Moske fa ce 0Tpa3u Ha UMyHOTEpanusaTa npy aJlepruu.
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CepHno3Hy KOKHH 3a00JIIBaHU

[Ipu nanueHTH ¢ ICoprazmc ce ChoOIIaBa 3a ciiydan Ha eKC(OIMATUBEH JEPMATHUT CIIe]] JICUCHHE C
ycTekuHyMa0 (Bx. Touka 4.8). [lareHTuTe ¢ copuasuc ¢ miaku MOXKe Jia pa3BUAT ePUTPOJACPMUYCH
TICOPUA3UC KATO YaCT OT €CTECTBEHUS XOJ1 Ha 3a00JISIBAHETO ChC CUMITTOMH, KOUTO MOXE OT KIIMHUYHA
TJIC/IHA TOYKA Ja HEe Ce OTIMYABaT OT eKC(OIMATUBHHUS JepMaTuT. Jlekapure TpsiOBa 1a BHUMABAT 3a
CHUMIITOMH Ha €PUTPOJICPMHUUCH IICOPHA3KC MITH eKCHOTUATUBEH IEPMATHT KATO YacT OT
MOHHMTOPHPAHETO Ha TICOPHA3KCa MIPH MaIUeHTa. AKO TE3U CUMIITOMHU C€ TIOSIBAT, TPSOBaA J1a ce
3ammoune nonxozsmo gedenue. [Ipuemst Ha STELARA TpsiOBa na ce mpeycTaHoBH, ako MMa
CHhMHEHUSI 32 JIEKapCTBEHA PEaKIIsI.

3a0osiBaHuUs, CBbP3aHU C JIYITYC

Crmydyau Ha 3a00JsIBaHUS, CBBP3aHH C JIYITYC, CE ChOOIIABaT MpHY NAIMEeHTH, JIEKyBaH! C YCTEKHHYMao,
BKITIOUHTEITHO KOKEH JYIYC €pUTEMATOIeC U JIynyc-noo0eH cunapom. [Ipu Bb3HUKBaHE Ha JIe3UH,
0c00€HO Ha M3JI0KEHUTE Ha CITBHIIC YYacThIM Ha KOXKaTa, UM aKo T€ CE ChITBTCTBAT OT apTpajrus,
MaIMCeHTHT TPSOBA Ja TIOTHPCH He3a0aBHO JIeKapcKa MOMOII. AKO ce TIOTBLPASIT 3a00IIBaHuUsA,
CBBP3aHHU C JIYITyC, yCTeKHHYMa0 TpsiOBa 1a ce MpeyCTaHOBH U Ja C€ 3aM0YHE MOXOISIIO JICUYCHHE.

CrenyanHy nonyJianuu

Cmapuecka év3pacm (> 65 2o0unu)

B KIMHUYHWTE W3MUTBAaHUS MIPH OJIOOPEHUTE TIOKA3aHUS HE c€ HAONI0aBaT ChIICCTBCHU Pa3IHyMs B
euKacHOCTTa WK OE30MaCHOCTTA MIPU MALMEHTH Ha 65-TOAMIIHA BB3PACT U IO-TOJIEMHU, KOUTO
nomydaBaT STELARA, B cpaBHeHHE ¢ TIO-MIIaJIH TTAIMEHTH. bposT Ha MaleHTuTe Ha Bh3pacT

65 roauHM 1 Mo-ToyieMu obave He € T0CTaTh4eH, 3a Jia Ce ONPEIENH IajH Ce MOBIHMIBAT Pa3IMYHO OT
MO-MIIQINTE MAUEeHTH. Thi KaTo pa3npocTpaHeHUETO Ha MH(EKIUU cpell cTapuecKara MoMmyIaus
KaTo ISUI0 € IO-TOJISIMO, JICYCHUETO NPH MALMEHTH B CTapuecKa Bb3pacT TpsiOBa a ce mpuiara
BHUMATEIHO.

45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMo/elicTBHE
JKuBu BakcuHM He TpsiOBa na ce npuiarat eqHoBpeMeHHo cb¢ STELARA.

He ce npenopbuBa npuiarane Ha xuBH BakcuHu (kato BLIJK BakcuHa) mpu KbpMaueTa, ¢ eKCIIO3UIHs
Ha yCTeKHHYMa0 in Utero, B mpobKeHHe Ha ABAHAIECET Mecella CIIe/l PAKIAaHETO HITH JT0KATO
CepYMHHUTE HHBA Ha YCTEKUHYMal MpPU KbPMAUeTO CIaHAT [0]] HUBOTO HA ACTEKIMs (BXK. TOUKU 4.4 1
4.6). Ako e HaTHIe KaTeropuvHa KIMHAYHA T10J13a 32 OTACIHOTO KbpMaye, MOKe J1a c€ OOMUCITH
HpHaraHe Ha )KMBa BaKCHHA B [0-PAHEH MOMEHT, aKO HE CE OTKPHBAT CEPYMHH HHBA Ha
yCcTeKnHyMao.

He ca nposexnanu nmpoyuBaHus 3a B3auMoJieiicTBusiTa npu xopa. Ilpu ¢papMakoKMHETHYHN aHATHU3H
Ha TOTyJIAIMSITa, HAPABEHU B IpoyuBaHus (aza 3, e u3ciiesBad eeKThT HAa HAl-4eCcTOo
€HOBPEMEHHO NMPUEMAaHH JIEKapCTBEHH MPOIYKTH MPU MAIUEHTH C IICOPHUAZUC (BKIIOUUTEIHO U
naparneramos, HoynpogeH, aleTWICATMIIIOBA KUCETTMHA, MET(OPMHH, aTOPBACTaTHH,
JIEBOTUPOKCHH) BBPXY (papMaKOKHHETHKaTa Ha ycTeknHyMao. He ca HaOmogaBaHu mpU3HALM Ha
B3aMMO/IEWCTBHUE C TE€3U €AHOBPEMEHHO IIPHUEMAaHH JIEKApCTBEHH MPOoAYKTH. OCHOBa HA TO3H aHAJIH3 €
¢dakThT, ye Haii-manko 100 mammenTt (> 5% OT U3CiIeIBaHATA TIOITYJIAINs) Ca JIEKYBaHU
€JHOBPEMEHHO C TE3U JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT neproaa Ha MpOoy4YBaHETO.
®dapMaKOKHHETHKATa HA YCTEKHHYMal He ce € MOBIUsIa OT eJJHOBpeMeHHaTa yrnorpeba Ha MTX,
HCIIBC, 6-mepkantomnypuH, a3aTHOIPHH W TIEPOPATHNA KOPTUKOCTEPOUIH MIPH MAITUEHTH C
NICOpPUATUYCH apTpHT, OostecT Ha Crohn wim yiepo3eH KOJIMT, WK OT MPEIIIeCTBAIIA EKCIIO3UIINS Ha
antu-TNFa cpecTBa, Mpu MAMEHTH C ICOpUATHYCH apTPUT Wik 6osiect Ha Crohn, win ot
IpeIIecTBalia eKCIo3uIys Ha OMOJIOrMUHH JIEKAPCTBEHU IPOAYKTH (T.€. anTu- T NFo cpencTea u/niu
BEA0JIM3yMal) MPU MALUEHTH C YJILEPO3EH KOJUT.

Pesynratute oT ipoy4Bane in Vitro He mpemnonaraT HEOOXOIUMOCT OT aJIalITUpaHe Ha j03arta Mpu
HalUeHTH, KOUTO mojtydaBar eqHoBpeMmenHo CYP450 cyGerparu (BK. Touka 5.2).
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IIpu npoy4BaHus IpH IICOPHA3UC HE ca OlcHIBaHU Oe30macHoCcTTa U eprkacHocTTa HAa STELARA B
KOMOWHAINS C UMYHOCYTIPECOPH, BKITIOUHUTEITHO OMOJIOTHYHY cpesicTBa i GoToTepanus. [Tpu
NPOYYBaHUS MPH [ICOPUATUYUEH apTPUT, eAHOBpeMeHHaTa ynoTpedba Ha MTX He noBiusBa
6e3omacHoctTa U epukacHoctta HAa STELARA B npoyuBanusita npu 6onect va Crohn u ymuepo3ex
KOJIUT €JITHOBPEMEHHATA yIOTpeOa Ha UMYHOCYITPECOPH WM KOPTHKOCTEPOUIN M3TIICKIa He
moBiHsBa Oe3omacHocTTa min edukacuoctTa Ha STELARA. (Bk. Touka 4.4).

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe
2KeHnu ¢ neTepojieH NoTeHIMAN

JKenu ¢ neTepoieH noTeHMaN TpsAOBa 1a U3MOI3BAT €PEKTUBHU METOIU Ha KOHTPAIICTIIIHS 10 BpeMe
Ha JIEUYEeHUE U 10 15 ceaqMuI el JIEUEHUETO.

bpemeHHoCT
[IpocriekTHBHY TaHHU OT HETOJSAM Opoii cirydan Ha OpemenHocT cies excriosunus Ha STELARA ¢

M3BECTEH M3XO0J, BKIOUNTETHO ToBeue oT 450 cirydas Ha OpeMEHHOCT ¢ eKCIIO3HINS TIPe3 MbPBHS
TPUMECTBD, HE ITOKA3BAT OBUIIICH PUCK OT TOJIEMU BPOACHU Mai(OpMaIliy Mpyu HOBOPOJICHOTO.

[IpoyuBaHUATA IPH )KUBOTHH HE TIOKA3BAT MPEKH WIH HEMIPEKU BPeIHH €PEKTH, CBBP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAYKAAHETO WM ITOCTHATAIIHOTO pa3BUTHE (BXK.
Toyka 5.3).

Hanuunust knuarYeH onut obade e orpanuueH. Kato npeanaszHa Mspka € 3a npearovynTane aa ce
n30srea ynorpebara Ha STELARA no Bpeme Ha OpeMEHHOCT.

YcreknHymab mpeMuHaBa Ipe3 IIAleHTaTa i ce OTKPUBa B CepyMa Ha KbpMadeTa, POACHHU OT KEHH,
JIEKyBaHU C YCTEKHMHYMa0 10 BpeMme Ha OpeMeHHOocTTa. KIIMHUYHOTO BBh3AEHCTBHIE Ha TO3H (aKT HE €
U3BECTHO, HO PUCKBT OT MH(PEKIMS MPH KbpMadeTa, C SKCIIO3UIHUS Ha yCTeKMHYMa0 in utero mosxxe na
ObJle TOBUIIICH ciell paxaaneTo. He ce mpenoppuBa mpuiarane Ha xuBH BakcuHH (KaTto BIDK
BaKCHHA) MPH KbpMayeTa, C EKCIO3UIIMS Ha YCTEKUHYyMa0 iN Utero, B mpoIb/DKCHUE Ha

JIBaHA/IeCET Mecela ClIe/l PaXKJaHeTO WIN JOKAaTO CEpyMHHUTE HUBA Ha yCTEKMHYMaO0 MpU KbpMadeTo
craJaHaT MoJ HUBOTO Ha JIeTeKUus (BX. TOUKH 4.4 u 4.5). AKO € HaJuIe KaTeropuyHa KIMHUYHA 10138
3a OTJETHOTO KbpMaue, MOXKe J1a ce OOMHUCIIM TpHJIaraHe Ha >KMBa BAKCHHA B MIO-PAaHEH MOMEHT, aKo
HE ce OTKpHBAT CEpyMHU HUBA Ha yCTEKMHyMaO.

Kopmene
OrpaHuveHH JaHHU, yOJUKYBaHH B JIMTEPATypaTa, IOKa3BaT, 4e¢ YCTEKUHYMal ce EKCKpETHpa B

YOBEIIKAaTa KbpMa B MHOT'O MaJIKi KoyimuecTBa. He € u3BecTHO anu ycrekunymad ce abcopoupa
CHUCTEMHO clief1 riorbiiane. [lopaau noreHmana 3a nposiBa Ha HEXXEJIaHH JIEKapCTBEHH PEaKIui KbM
YCTEKMHYMa0 MpH KbpMaueTaTa, TpOBa Jia ce B3eMe peIlIeHUE JIaJIH Ja ¢e IPEeyCTaHOBH KbPMEHETO
10 BPEME Ha JICUCHHE U J0 15 ceaMuIly ciiell JICUeHUETO, UiTH J1a Ce MIPEYCTaHOBH TePAINUITa ChC
STELARA, kato ce B3eMar mpeaBuj 1oji3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT TeParuira ChC
STELARA 3a >keHara.

Peprunurer
EdekTbT Ha ycTeknHymad BbpXy (hepTHIMTETA IIPU XOpa HE € OLIEHEH (BXK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTa 32 modupaHe U padoTa ¢ MAIIUHA

STELARA He noBJvsiBa WM MOBJIHSIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a IodupaHe U padoTa ¢
MallluHH.

4.8 Hexenanu JieKapCTBeHH peaKLuH
O0600mmenre Ha npoduia Ha 6E30MaCHOCT

Haii-yectute HexxenaHu JeKapcTBEHU peakuuu (> 5%) B KOHTPOJIUPAHUTE IEPHOAN OT KIMHUYHHUTE
NPOYYBAHUS MIPU B3PACTHHU C TICOPUA3HC, ICOPUATHYUCH apTpHT, OostecT Ha Crohn u yieposeH Koaut
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C YCTeKHHYMal ca Ha30(papuHTHUT U ri1aBodoiue. [loBedeTo OT TSIX ce CUUTAT 3a JICKH U He HallaraT
NpeKbCBaHe Ha MPOYYBAHOTO JeueHue. Hali-cepro3Hara HexenaHa JIeKapcTBEHA PEakiusl, KOsITO €
crobmaBana 3a STELARA, e cepro3Ha peakiius Ha CBPbXYyBCTBHTEITHOCT, BKIIFOUUTEITHO
anadwitakcus (Bx. Touka 4.4). O0musT npodui Ha 6€30MaCHOCT € MOA00CH MPH MAIUCHTH C
TICOPUA3MC, ICOpPUATHYEH apTpuT, OosecT Ha Crohn u ynepo3eH KOIuT.

Tabnu4eH cIUCHK Ha HEXKETAHUTE PEaKIIUU

JannanTe 3a 6€30MaCHOCT, MPEIOCTaBEHN TIO-A0Y, Ca TIONYyUeHH CIiell eKCIO3UIHA Ha YCTEKHHYyMa0
npy Bb3pacTHU B 14 npoyuBanus daza 2 u dasa 3 npu 6 709 mauuentu (4 135 ¢ ncopuaszuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 825 manuenTu ¢ ynuepo3eH koiut). ToBa BKIIIOYBa
excno3uus Ha STELARA B KOHTpOJTUpaHUTE U HEKOHTPOJIUPAHUTE TIEPUOAN HA KIMHUYHUTE
MPOYYBaHUs B MPOABIDKCHNE HA Hal-Manko 6 Mecena wiu 1 roguna (4 577 u 3 253 nanueHTn
CHOTBETHO C IICOPUA3UC, ICOPUATHYEH apTpHUT, Oonect Ha Crohn wiu ¢ yaepo3eH KOJIuT) U
EKCITO3UITHS 32 Hal-MaJiko 4 win 5 roguHu (ChoTBeTHO 1 482 u 838 marnueHTH ¢ ncopuasuc).

B tabnuna 1 e mokazaH CIUCHK ¢ HEKENAHUTE JICKAPCTBEHH PEAKIIUK OT KJIMHUYHU MPOYYBAHHS TPH
BB3pPaCTHH C IICOPUA3KC, ICOPUATHICH apTpuT, 6onect Ha Crohn u ¢ yiepo3eH KOJIHT, KaKTO U
HEXENaHUTE PEaKIUK OT MOCTMAPKETHHTOBaTa yrorpeda. Hexxenanure peakiuu ca Kiacuuimpanu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIUsA: MHoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectn (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHHUTE JAHHHU HE MOYXKe Ja Ob/Ie HalpaBeHa
orieHka). [Ipu BCSIKO rpynupane B 3aBHCUMOCT OT YECTOTaTa HEXKEIAHHUTE JICKAPCTBECHH PEaKIIUH Cce
H30pOSIBAT B HU3XOISII PEJT TI0 OTHOIIIEHHE Ha TAXHATA CEPHO3HOCT.

Tabnuya 1 Cnucvk Ha Hedxcenanu peakyuu

CucremMo-opraHau
KJIACOBE

Yecrora: Hexeranu peakumuu

WNndexumu n napectanmu

UYectn: nHEKIMS HA TOPHUTE JUXATEIHN TbTUINA, Ha30(apHHTHT,
CHUHY3HT

HeuecTu: nenynur, neHTanHy HHQEKUNH, XepIec 30C¢Tep, HHPEKIHS
HAa JIOTHHUTE TUXaTeHH MbTUINA, BUPDYCHH WH(EKIINN Ha TOPHUTE
JOUXaTeJIHHU IbTHUILA, ByJIBOBarMHAIHA MUKOTHYHA HH(EKINS

Hapyuienns Ha umyHHaTa
cucTemMa

Heuyectu: peakiuu Ha CBPbXYYBCTBUTEIHOCT (BKIIIOYUTEITHO OOPHB,
YpTUKapHs)

Penxu: cepro3HM peakiiui Ha CBPbXYYBCTBUTEITHOCT (BKIFOYUTEITHO
aHa(UIaKCHS, aHTHOE]IEM )

IlcuxuyHK HapylIeHUs

Heuectu: nenpecus

Hapymenus Ha HepBHaTa
cucrema

YecTu: 3aMaiiBane, 1i1aBooome
HeuecTu: nuuesa napanusa

PecnimpaTtopHu, rpbIHT U
MeINacTUHAIHA
HapyIICHUS

Uectu: opodapunreanna 60ika

HeuecTu: HazanHa KOHrecTuUs

Penxu: anepruveH aaBeonuT, €O3MHOPUITHA THEBMOHHUS
MHoOro peiku: opraHu3upania MHeBMOHUS

CromamrHo-4peBHI
HapyIIeHUs

Yecrtu: nuapusi, rajieHe, MoBpbIIaHe

Hapymenus Ha koxxara u
MOJKOKHATA ThKaH

UYectu: cppOex

HedecTu: mycTys03eH ncopuasuc, ekchoiuarms Ha KoKaTa, akHe
Penxu: ekchonmatuBeH qepMaTuT, XUIIEPCEH3UTUBEH BACKYJIUT
MHoro penku: 0y03eH nmeMGUrona, KOXKeH JyIyC epuTeMaTo Iec
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Hapymenus Ha myckynno-  Yectu: 0oiku B rep0Oa, MUANTHs, apTpaiTUs

CKeJIeTHaTa CHCTeMa U MHoro penku: IyImyc-mog00eH CHHAPOM

ChEANMHUTEIIHATA ThKaH

OO01yM HapyIIeHUS U Uectu: ymopa, eputeMa Ha MSCTOTO Ha MHXKEKTUPaHe, 00JIKa Ha
e(eKkTH Ha MACTOTO Ha MSCTOTO Ha WH)KEKTHpaHe

MIPHUIIOKEHHE Heuectu: peakumn Ha MSCTOTO Ha WHIKEKTHpaHe (BKIIOYUTEITHO

KPBbBOU3JIIMB, XEMATOM, BTBBPASABAHC, [IOAYBAHC U C’Bp6C)K), aCTCHUA

*  Bmxre Touka 4.4, CHCTEMHH U PECIUPATOPHU PEAKIU HA CBPBXTyBCTBUTEIHOCT.

Omnncanne Ha N30paHU HEXEIIAHN JIEKAPCTBEHN PEAKIINNA

HNudexnnun

B nmanie60-koHTpOIMpaHy NpoyyYBaHUS IPY MALKMEHTH ¢ IICOPUA3UC, ICOPUATHYECH apTPUT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJIUT MPOLEHTHT Ha HHPEKINHUTE WIH CEPUO3HUTE MHPEKLHU € CXO/ICH TIPH
NalUeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuianebo. B mnane6o-KoHTpomupaHust
NepUo] Ha Te3U KIMHUYHU NIPOYYBaHMA YecToTara Ha uHpekuuute € 1,36 3a nauueHroroquHa
npociensBaHe MPpU NalueHTH, JIEKyBaHH ¢ YCTeKHHYyMa0, u 1,34 — npu nauueHTH, JeKyBaHU ¢
miane6o. [osBunute ce cepuo3nu nHdeknuu ca ¢ yecrtora ot 0,03 3a marMeHTOroAnHa NpoCieAsIBaHe
NIPY TTALMEHTH, JIeKyBaHH ¢ ycTekrnaymao (30 cepro3nu nndekunu 3a 930 manueHToroanHu
npocnenssane), u 0,03 — npu manueHTy, TeKyBaHu ¢ Tane6o (15 ceproznn nHPEKIn 3a

434 nanueHTOroAMHN npocieasBane) (Bxk. Touka 4.4).

B koHTpOIMpaHKUTEe U HEKOHTPOJIMPAHUTE NIEPUOIN HA KIMHUYHUTE IPOYYBAHUS IIPU TICOPUA3UC,
HIcOpHaTH4eH apTpuT, Oosect Ha Crohn u ysmepo3eH KoiuT, NpeACTaBIsBALIN

11 581marenroroaunu ekcro3unus npu 6 709 manueHTH MeraHaTa Ha BpEMETO Ha MPOCIICIABaHE €
1,0 roguna; 1,1 ToguHM 32 MpOoyYBaHUSTA TIPH TICOPUATHYHO 3a0omnsBane, 0,6 TonuHu 3a
npoy4BanusTa npu 6onect Ha Crohn u 1,0 roxguHa 3a npoy4uBaHusTa ¢ yaepo3eH KoiauT. [IponeHTsT
Ha nHexknuute e 0,91 3a manMeHToroANHa MpOCieAsBaHe MPH MAMEHTH, JICKyBaHHU C YCTEKUHYyMao, a
NPOIIEHTHT Ha cepruo3HNTE MHPeKIMU TpH TsX € 0,02 3a manueHToroIuHa MpociesaBaHe

(199 cepro3nn nudekimu 3a 11 581 naireHTOroMHN NPOCIesIBaHe) U ca IO0KJIaBaHH CEPUO3HH
WH(EKIHUHY, BKIIFOYATEIHO THEBMOHHS, aHAJIEH a0CIiec, IeNyJIUT, AMBEPTUKYIUT, TACTPOCHTEPUT U
BUPYCHU MH(DEKIINH.

B npoBenenn KIMHUYHA IPOYYBaHUS MMAIIMEHTH C JIATEHTHA TyOepKyJo3a, KOUTO ca Omin
€HOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca Pa3BHIIU TyOEpKyI03a.

310Ka4eCTBEHHN 3a00/IsIBaHUS

B mnare6o0-koHTpoIupaHust Mepruoa Ha KIMHUYIHHU MPOYYBAHUS [IPU TICOPUA3HC, TICOPUATUYICH apTPHUT,
6omect Ha Crohn u yimeposeH KONMUT YyecToTaTa Ha 3JI0KaueCTBEHUTE 3a00IIBaHus, C H3KITIOYEHNE Ha
HEMEJIAHOMEH pak Ha KoxaTa, € 0,11 3a 100 nanueHToroquHu npocieasiBaHe Opy NauueHTH,
neKyBaHu ¢ ycreknHyma0 (1 mamueHT 3a 929 nanueHTOroIMHYU npociensBane) B cpaBHeHue ¢ 0,23
[IPH MAIUEHTHUTE, JISKyBaHU ¢ Tuiane6o (1 namueHT 3a 434 nalMeHTOroIMHYU MPOCeIIBaHe).
UYecToTata Ha HEMeJIaHOMEH pak Ha koxkata € 0,43 3a 100 nauueHTOroAMHY MpocieasiBaHe 3a
MAIUEHTUTE, JISKyBaHH C yCTeKNHYyMa0 (4 mamueHTH 3a 929 nanueHTorofuHH MPOCieIsIBaHe) B
cpaBHenue ¢ 0,46 npu MalnueHTHTe, JIEKYBaHH ¢ 1iane6o (2 naruenTy 3a 433 nanueHToroInHu
MIPOCIESBAHE).

B xonTponmpaHuTe M HEKOHTPOJIMPAHUTE TIEPUOAN HA KIMHUYHUTE TPOYYBAHMSI IPH TICOPHUABHC,
TICOpPHATHYEH apTpHuT, 6oect Ha Crohn u yirepo3eH KOJIWT, MpeacTaBIsBaIid

11 561 nanueHTOrOMUHY eKcro3uiys pu 6 709 manueHTH MeMaHaTa Ha BPEMETO Ha MPOCIIE/sBaHE ©
1,0 roguna; 1,1 ToauHM 32 MpOyYBaHUSTA TIPU NICOPUATHYHO 3a0onsBaHe, 0,6 ToMWHY 3a
npoyuBanusta npu 6osect Ha Crohn 11,0 roauHa 3a Mpoy4BaHHUATA C YIIIEPO3EH KOJIHT.
3rmokavyecTBeHU 3a00IBaHNS, C M3KITFOUCHHE HA HEMEIIAHOMEH PaK Ha KOXKaTa, ca JIOKJIaIBaH! NpH

62 manmenTy 3a 11 56 1 manmenToroauuu Ha npocieasBane (uecrora ot 0,54 Ha 100 manMeHTOroIMHU
Ha IPOCJICAsIBAHE MTPH MAIMSHTH JICKYBaHHU ¢ YCTeKMHyMa0). Te3u ciiydau Ha 37I0Ka4eCTBEHU
3a00J1sBaHus, ChOOIICHH NPU NAIIMEHTH, JIEKYBaHHU ¢ YCTEKMHYMa0, ca CpaBHUMHU C OYaKBAHUTE
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cirydau B oOmiara momynaius (ctanaapTusupan KoedunreHT Ha yectota = 0,93 [95% nosepurenen
uaTepsair: 0,71, 1,20], kopurupas 3a BB3pacT, 1o 1 paca). Hali-decto HabIronaBanuTe
3JI0KQ4eCTBEHU 3a00JIIBaHUS, PA3JIUYHU OT HEMEJIAHOMHUS KapIIMHOM Ha KOXKaTa, ca KapIIMHOM Ha
MpOCTaTaTa, KOJOPEKTAIICH KapIIMHOM MEJIaHOM M KapIIMHOM Ha rbpjata. Coyyanute Ha HEMEIaHOMEH
KapruHOM Ha koxara ca 0,49 ra 100 manueHTOroAnHN Ha MpociensBaHe MpY NANeHTH, JIEKyBaHH C
ycTexkuHyMab (56 manmenTH 3a 11 545 manuenToroanan Ha npocneasBane). CbOTHOIIEHHETO Ha
MAIUeHTH ¢ 0a3aJeH CIPsIMO CKBAMO3HOKIICThUEH KapIIMHOM Ha KoxaTta (3:1) € CpaBHUMO ChC
CHOTHOIIIEHHETO B 00IIaTa momyJanus (BxK. Touka 4.4).

Peakiyu Ha CBPBXYYBCTBUTEITHOCT
B koHTponupaHuTe Neproan Ha KIIMHUYHU TIPOYYBAHUS MPU IICOPUAZKC U TICOPUATUYCH apTPUT C
yCTeKHHYyMa0 ca HaOJro1aBaHu 00puB U ypTukapus npu <1% ot narpenTute (BK. Touka 4.4).

Ileouampuuna nonynayus

[leanaTpuyHy manyeHTy Ha 6 TOMUHM U NIO-TOJIEMH C IUIAKOB IICOPHA3UC

be3onacHocTTa Ha ycTeknHyMa0 € mpoy4yeHa B iBe MpoyuBaHus (a3a 3 Ipu neauaTpuvHu MalUeHTH ¢
YMEpEH /10 TeXKbK IIaKkoB ncopuasuc. [IpBoTo npoyusane e npu 110 nanuenTu Ha Bb3pacT oT 12 10
17 ronuHu, TeKyBaHH B IpOAbIDKeHNE Ha 60 ceIMUIIN, a BTOPOTO MpOyUBaHe € Npy 44 manueHTH Ha
BB3pacT oT 6 1o 11 roauHm, IeKyBaH! B IPOIBIDKEHHE Ha 56 ceqmunu. KaTto mssio cpo0meHunTe
HE)KEJNaHU CHOUTHS B TE3H JBE MPOYUYBAHUS C JAHHU 3a Oe30MacHOCT A0 1 roauna ca moJo0Hu Ha
Te3U, HaOJII0AaBaHU B PEIUILIHYU MPOYYBAHUA MTPU BB3PACTHHU C IJIAKOB IICOPHUA3HC.

Crol1aBane Ha IOJ03UPAHU HEXEIaHU PEAKIIUH

CpoO11aBaHeTo Ha MOI03UPAaHH HEXKEJIaHU PEeaKIUy clle]] pa3pelllaBaHe 3a ynoTpeOda Ha JIeKapCTBEHUs
NPOAYKT € BakHO. ToBa 1o3BosisABa Aa NPOIB/DKH HAOMIOICHUETO Ha ChOTHOIICHUETO 0I3a/PHUCK 3a
JIeKapCTBEHUS NMPOAYKT. OT MEAULMHCKUTE CIICUATIICTH CE U3UCKBA Ja ChOOIIABAT BCSKA
[I0JJ03MpaHa HeXellaHa PeaKlysl Ype3 HALlMOHAJIHATA CHCTEMA 33 ChOOIIIaBaHe B:

W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Cocpus

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

4.9 TIlpemo3upane

Ennanunn no3u 1o 6 mg/kg ca npunaraiu MHTPaBEHO3HO B KIIMHUYHU NIPOYyYBaHUs 03
orpaHyuaBalla J103aTa TOKCUYHOCT. B cityuail Ha npeo3upane ce npenopbysa NallUEeHTUTE Ja ce
Ha0JI01aBaT 3a MPU3HAIM WM CUMIITOMHU Ha HEXeJIJaH! peaklni 1 He3a0aBHO Ja ce MPUII0KH
MOJIXOJAIIO CHMITOMATUYHO JICUCHHE.

5. ®APMAKOJIOTMYHHA CBOMCTBA
51 ®@apmakoguHAMUYHM CBOMiCTBA

®dapmakoTepaneBTuuHa rpyna: myHocynpecopu, naxubutopu Ha uatepneBkud, ATC kox:
LO4ACO05

MexaHHU3bM Ha JICHCTBHE

Ycereknnymab e m3usio yoBemko [gG 1k MOHOKIIOHAITHO aHTUTAJIO, KOETO CE CBBP3Ba ChC
cnenu(UIHOCT KbM 001aTa NpoTenHoBa cydeannuia p40 Ha YOBEIIKH IIUTOKMHN HHTepiIeBkuH (IL)-
12 u IL-23. Ycreknnymab notucka 6noakTuBHOCTTa Ha yoBemkute 1L-12 u IL-23, karo
npenoTBpaTsiBa cBbp3BaHeTO Ha P40 ¢ IL-12RB1 penenTopen npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHHUTE KJIETKH. Y CTeKHHYMa0 He Moxe a ce cBbpike ¢ IL-12 nmm ¢ [L-23, xouto Beue ca
cBbp3anu ¢ [L-12RB1 penentopu mo KieThYHATa MOBHPXHOCT. CIE0BATEIHO € MAIKO BEPOSTHO
YCTEKHHYMab Ja yyacTBa B KOMIUIEMEHT- WJIM aHTUTSUIO-MEeIMUpaHaTa IUTOTOKCUYHOCT Ha KJICTKUTE
¢ penenrropu 3a IL-12 w/umm 1L-23. IL-12 u IL-23 ca xeTepouMepHH IIUTOKHHU, CEKPETUPAHH OT
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aKTHBUPAHH aHTUTCH-TIPECTABSIIH KICTKH, HaIIpUMep Makpodaru 1 ICHAPUTHHU KIETKH U 1BaTa
IIATOKWHA y9acTBaT B uMyHHUTE GyHKINT; IL-12 ctumymnupa ectectBenuTe kietku yomiinm (NK) u
npeau3BrkBa qudepennnanuata Ha CD4 + T knetkute kM T 1 xenmnepen (Thl) penorumn, 1L-23
nanyuupa et Ha T 17 xennepute (Th17). AGHopMHuara perynanust Ha [L-12 u IL-23 obaye ce
CBBP3Ba C IMYHHOME/IMUPAHH 3200 IsIBaHUS KaTO [ICOPHA3KC, ICOPUATHYEH apTpHT, 6onect Ha Crohn
1 yIIIEPO3eH KOJIHT.

Upes cepp3Bane Ha obmiara cyoennuuma p40 Ha IL-12 u IL-23, ycreknmaymMabd Moke /1a OKa3Ba CBOHUTE
KIMHAYHH e()eKTH MpU MCOpHa3uc, MCOpUaTHICH apTpUT, 6oaecT Ha Crohn u yiepo3eH KOIuT 4Ypes3
npexkbcBane Ha mbTumata Ha Thl u Th17 uuTokuHM, KOMTO ca B OCHOBAaTa Ha MATOJOTHITA Ha TE3H
3a00JIsIBaHUSI.

[Tpu manmentu ¢ 6onect Ha Crohn JeuyeHneTo ¢ ycTeKnHyMad BOIU 10 HAMaleHUe Ha
BB3MAIUTEIHATE MapKepH, BKIItoUnTeHo C-peaktuer npotenH (CRP) u dekasieH KalnpoTeKTHH M0
BpeMe Ha MHIYKIIMOHHATA (ha3a, KOeTo clie]l TOBa ce MO IbpiKa Mpe3 1siata noaappxkaiia gasa. CRP
€ OIICHEH 110 BpeMe Ha MPOJIBIDKCHUETO Ha IPOYYBAHETO M HAMAJICHUATA, HAOII0JaBaH! 110 BpeMe Ha
nojspxKamara ¢asa, OOMKHOBEHO ce 3ama3Bat A0 252 ceMHuIa.

[Ipy manueHTy ¢ ynepo3eH KOJUT JICYSHHETO ¢ YCTEeKHHYMa0 BOJIM JI0 HaMaJIeHHe Ha
BB3NATUTETHUTE MapkepH, BkIrounTeHo CRP u dexanen xanmpoTekTHH 1Mo Bpeme Ha
UHIYKIMOHHATA (a3a, KOeTo ce MOoJIbpiKa IIpe3 IisIaTa oaabpskaiia (asa 1 NpoabLKEHHETO Ha
npoyuBaneTo fo ceamutia 200.

NMyHuzanuu
ITo BpeMe Ha IBITOCPOYHOTO MPOIBbIDKEHHE Ha poyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3pPACTHUTE MalneHTH, JekyBanu cbc STELARA 3a Haii-manko 3,5 roguHm, ca Jand aHTHTSIIO0-
OTTOBOPH Ha THEBMOKOKOBH IMOJU3aXapUAHU BaAKCUHU U BAKCMHHU CPCIly TCTaHYC, CXOAHH C TE3U IIPpU
KOHTpOJIHATA Irpyna MalueHTH, odyyaBalld HECUCTEMHO JeueHne Ha ricoprasuc. CXoJieH NPOLEHT OT
BB3PAaCTHUTE NAaUEHTH, JIeKyBaHH ¢bC STELARA u Te3u B KOHTpOJIHATA TPyNa, Ca PA3BUIIN 3aLUTHU
HHUBA HA aHTUITHEBMOKOKOBU MU aHTUTCTAHWNYHU aHTUTEIA, U TUTPUTC HAa aHTUTEIaTa UM Ca CXOOHHU.

Kinnanyaa edhkacHOCT

I1naxoB ncopuasuc (Bb3pacTHH NAIIUEHTH)

beszomacHocTTa M emkacHOCTTa HAa ycTeknHyMab ca oreHenu nipu 1 996 nmanmenTH B

JIBE PaHIOMU3UPAHH, ABOHHO-CJIETIH, IJ1a11e00 KOHTPOJIUPAHH IPOYYBaHUS MIPH NALMEHTH C YMEPEH
JI0 TEXKBK IJIAKOB TICOpUA3UC, KaHIUAATH 3a (oToTeparus win cucreMHua tepamnus. OCBeH TOBa B €IHO
PaHIOMHU3UPAHO, aKTUBHO KOHTPOJIMPAHO MPOYYBAHE ChC 3aciIeNeH OIICHUTEN € CPABHEHO JIEHCTBUETO
Ha YCTEKWHYMa0 M eTaHepLENT NPH NAlMEeHTH C YMEPEH A0 TEeXbK IUIaKOB IICOPHA3HC, KOUTO HE ca ce
TIOBJIMSUTH, TIPOSIBHIIM Ca HETTOHOCUMOCT HMJIM Ca UMAJIM MPOTHUBOIOKA3aHNe KbM IUKI0oCcTIOpuH, MTX
i [TYBA Tepanust.

B npoyusane npu ncopuaszuc 1 (PHOENIX 1) ca ounenenu 766 nanuentu. 53% ot TsX He ca ce
TIOBJIMSIIH, TIPOSIBUIIM Ca HETIOHOCUMOCT MJIM Ca UMaJi MPOTHUBOIIOKAa3aHUEe KbM JIpyra CHCTEMHA
tepanus. [lanmenTuTe, paHIOMHU3MPAHH 32 JIEYeHUE C YCTEeKMHYMa0, ca Mpueny 103U OT 45 mg uiu
90 mg B cenmmuru 0 1 4 1 ca IPOIBIDKWIN Ja IPUEMAT ChIaTa J103a Ha BCEKU 12 CeIMUIIH.
[TanmenTuTe, paHAOMHU3HUPAHH 3a JIeueHHe ¢ Tuiane6o B ceqmuiy 0 u 4, ca IpeMUHAIIN KbM JIEYCHHE C
ycTekuayMa0 (45 mg wiu 90 mg) B cenmuiu 12 u 16, ciien KOETo ca NPOIBIIKHUIIN J1a TpUeMaT
chlIara n03a Ha Bceku 12 ceamunu. [lanyenTy, mbpBOHAYaTHO PAaHAOMU3ZUPAHU 32 JICUCHHE C
yCTEKHHYMa0, KOUTO ca JJOCTHTHAJIM HUBO Ha MOBIHsIBaHE 75 MO WHJIEKCA 32 00JIaCT U TeXecT Ha
nicopuasuc (PASI) (momobpenne mo PASI ot murumym 75% B cpaBHEHHE C U3XOTHUTE CTOWHOCTH) B
ceamun 28 u 40, ca MOBTOPHO PaHJOMU3HMPAHHU 32 JIeUEHUE ¢ yCTeKHHyMal Ha Bceku 12 cenmuim
W ¢ TIanebo (T.e. OTTerIsIHE OT TepanusTa). [lanreHTiTe, TOBTOPHO paHJIOMHU3UPAHU 32 JICUCHHE C
rtane6o B cenmuiia 40, ca Bp300HOBIIH TepanusaTa cb¢ STELARA B mbpBOHaYaHaTa CH cXema Ha
Jo3upane, el kato mogoopennero uM 1o PASI B cenqmuria 40 e mamansuio ¢ MuanmyM 50%. Bendku
MALKEHTH ca MPOCIEICHHU 3a IEPUOJI A0 76 CeaAMULM CIe]] ITbPBOTO MPUIIOKEHUE HA U3CIEABAHOTO
JIeYeHue.
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B npoyusane npu nicopuasuc 2 (PHOENIX 2) ca onerenu 1 230 marrentn. 61% ot Tsx He ca ce
TIOBJIMSUIH, TIPOSIBUJIM Ca HEIIOHOCUMOCT WJIM Ca MMAJTH MPOTUBOIIOKA3aHHEe KbM JIpyra CUCTEMHA
tepanus. [larueHTuTe, paHIOMHU3UPAHH 32 JICYCHUE ¢ YCTEKHMHYMa0, ca MpUen 103U OT 45 My wiu
90 mg B cenmunu 0 U 4, IOCIIeIBAaHN OT TOMBJIHUTENHA J103a B ceiMuna 16. [TanuenTure,
paHIOMHU3UpPaHU 3a JiedeHne ¢ manedo B ceqmunu 0 u 4, ca mpeMUHAIN KbM JIEYeHUE C YCTEKHHYMa0
(45 mg v 90 mg) B ceamurty 12 u 16. BcHyky marpieHTH ca MPOCIeACHH 3a MEPUOT 10 52 CeIMHITN
cJIeN ITEPBOTO MPHIIOKEHHUE HA U3CIIECABAHOTO JICUCHNE.

B nmpoyuBane npu ncopuasuc 3 (ACCEPT) ca onienenn 903 nanueHTH ¢ yMEpeH A0 TeXbK MCOPHA3HC,
KOHTO HE ca ce MOBJHUTN, IPOSIBUIIN Ca HEMTOHOCUMOCT HJIHM Ca UMaJIM MPOTHUBOIIOKA3aHUE KbM JIpyra
cuctemHa Tepamnusi. CpaBHeHa € e()MKaCHOCTTa Ha YCTEKMHyMab ¢ Ta3u Ha €TAHEPIIENT U € OIleHeHa
Oe3omacHOCTTa Ha yCTeKHuHYyMab u eranepuent. [1o Bpeme Ha 12-ceaMuYHaTa aKTUBHO KOHTPOJIUpaHa
YacT OT MPOYYBAHETO MAMEHTUTE Ca PaHIOMU3UPAHU Ja pueMat etanepuent (50 mg aBa IbTH
CeMHUYHO), ycTeKnHyMao 45 mg B cenmuru 0 u 4 mwnu ycreknaymad 90 mg B cenmutiu 0 u 4.

W3xoaHNTE XapaKTepUCTUKHU Ha 3a00JIIBAHETO Ca MPUHIUITHO MTOCIIEI0BATEIHN BEB BCHUKU TPYIIH Ha
JiedeHe B Mpoy4yBaHe Mpu ncopuasuc 1 u 2 ¢ menuana Ha PASI ckopa Ha u3xoaHo HUBO ot 17 1o 18,
¢ MeJMaHa Ha TesecHa MoBbpxHOCT (BSA) Ha m3xomHo HEBO > 20 1 ¢ MeIMaHa Ha AepMaTOJIOTHYEH
uHIeKe 3a kauecTBO Ha kuBOT (DLQI) B rpanumute ot 10 no 12. bauzo enHa tpera (mpoy4BaHe mpu
ncopuasuc 1) u eJiHa 4eTBBPT (IIPOyUYBaHE MPH IICOPUA3UC 2) OT NAIMCHTUTE UMAT IICOPUATHICH
aptput (PsA). Ilogo6na Texxect Ha 3a00BaHETO ce HAOIOIaBa U TIPU POYyYBaHE MPH IICOPHUA3UC 3.

H’prI/I‘IHaTa KpaﬁHa TOYKa B TE3U NIPOYUBAHUA € CbOTHOUMICHUECTO HAa MAIUCHTHUTE, JOCTUTHAJIM HUBO
Ha nioBusBaHe 1o PASI 75 cipssmMo n3xomHnTE CTOMHOCTH B ceamumia 12 (Bxk. Tabmunu 4 u 5).

Tabruya 2. Obobwenue na kiuHuyHomo nosiusasane 6 npoyusane npu ncopuaszuc 1 (PHOENIX 1) u
npoyusane npu ncopuazuc 2 (PHOENIX 2)

Cenmuna 12 Cenmuia 28
2 nosu (ceamutia 0 1 ceamuna 4) 3 no3u (ceamura 0,
cenmuria 4 u ceamuna 16)
[Tnamne60 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoit
paHIOMHU3UPAHU 255 255 256 250 243
MAIUCHTH

IloBnusBane 1o

0, 04) 2 04) 2 0, 0,
PASI 50. 6p. (%) 26 (10%) | 213 (84%)% | 220 (86%)% | 228 (91%) | 234 (96%)

IloBnusiBaHe mo

0 04) 2 0/) a 0, 0
PASL 75, 6. (%) 8(3%) | 171(67%)* | 170 (66%)° | 178 (71%) | 191 (79%)

IloBnusBane 1o

0 04) 2 04) @ 0, 0
PASI 90, 65, (%) 5(20%) | 106(42%)° | 94(37%)° | 123(49%) | 135 (56%)

OOJI° 3a u3uncTeHn
win vusnvanew, 6p. | 10 (4%) | 151 (59%)° | 156 (61%)° | 146 (58%) | 160 (66%)
(%)

Bpoit nanuenTn

2100 kg 166 168 164 164 153
[ToBnusBane mo 0 0 0 0 0
PAS1 75, 6p. (%) 6 (4%) 124 (74%) | 107 (65%) | 130 (79%) 124 (81%)

Bpoit nanuenTn

P00 kg 89 87 92 86 90
TonmsiBane 1o 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)

PASI 75, 6p. (%)
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IIpoyuBane npu
ncopuasuc 2

Bbpoii
paHIOMU3UPAHU
MAIEeHTH

410

409

411

397

400

TloBamsBane mo

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

342 (84%)®

367 (89

%)% | 369 (93%)

380 (95%)

IloBnusBane mo

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

273 (67%)2

311 (76

%)? | 276 (70%)

314 (79%)

TloBausaBane mo

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

173 (42%)®

209 (51

%)? | 178 (45%)

217 (54%)

OOJI° 3a u3uncrenu
WM MUHUMAJTHH, Op.
(%)

18(4%)

277 (68%)2

300 (73

%)? | 241 (61%)

279 (70%)

bpoit nanuenTn

<100 kg 290

297

289

287

280

IToBnusiBaHe Mo

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

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bbpoit nanuenTn

> 100 kg 120

112

121

110

119

IToBnusiBaHe Mo
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71

%) 59 (54%)

88 (74%)

a

®  00JI = O6ma oueHka Ha JeKapst

p < 0,001 3a ycrekunymab 45 mg nm 90 mg B cpaBHenue ¢ mianebo (PBO)

Tabnuya 3 Ob6obwenue na kiunuuHomo nosiussame ¢ npoyusare npu ncopuasuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBane npu ncopuasuc 3
ETanepnent Ycreknnymad
24 no3u 2 nosu (cenmuna 0 u ceamura 4)
(50 mg nBa mpTH 45 mg 90 mg
CEJIMUYIHO)
bpoii partoMH3MpaH MAMEHTH 347 209 347
[Mosnusiane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)?

INosnusiBane o PASI 75, 6p. (%)

197 (57%)

141 (67%)°

256 (74%)*

[onusiBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)° 155 (45%)*
ﬁp?;;;ﬁ;“g;e‘& o 170 (49%) 136 (65%)? 245 (71%)?
bpoii nanmenTtu < 100 kg 251 151 244
gz;mma‘*e no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
Bpoii nanmentu > 100 kg 96 58 103
Iosnussane o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

(%)

a

6

p = 0,012 3a ycrexknaymab 45 mg B CpaBHEHHE C €TaHEPIIENT.

p < 0,001 3a ycrexkuaymab 45 mg nim 90 mg B cpaBHEHHE C €TaHEPIIETIT.

B npoyuBane npu ncopuasuc 1 nogaspkaneto Ha PASI 75 e 3HaunTenHO 1M0-BUCOKO NMPH
NPOIBIDKUTEIHO JICUEHUE, B CPAaBHEHKE C TOBA NPH oTTerisiHe ot sieuenuero (p < 0,001). [onooHu
pe3ynaTatu ce HaOJIroaaBaT MpH Beska 103a yecrekuaymab. Ha 1% ronunaa (cemmuria 52) 89% ot
MaIEeHTUTE, TIOBTOPHO PaHIOMHU3HMPAHH 32 MOAILPIKAIIO JIedeHue, ca ce momsuty o PASI 75, B
cpaBHeHHE ¢ 63% OT MaMeHTHTE, TOBTOPHO PAaHAOMHU3UPAHH 32 I1ae0o (OTTErMsSHE OT JICYEHUETO)
(p <0,001). Ha 18™" mecen (cenqmuna 76) 84% oOT naimeHTUTe, MOBTOPHO PAHIOMHU3MPAHU 32
MOTHPIKAIIo JiedeHue, ca ce momsuin o PASI 75, B cpaBHeHue ¢ 19% oT manuieHTHTE, TTOBTOPHO
paHaoMu3MpaHy 3a mianedo (orreryisiHe ot jJeyenueTo). Ha 3™ roguna (ceamuna 148), 82% ot
MAIUEeHTUTE, TOBTOPHO PAHIOMHU3HPAHU 3a MOALBPAKAIIO JIEUEeHHUE, ca ce noBnusiau no PASI 75. Ha
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5-ta ronguna (ceqmuia 244) 80% ot man@eHTuTe, MOBTOPHO PaHAOMU3NPAHN Ha MOAIBPIKAIIO
JiedueHue, ca ce mosausu mo PASI 75.

[Tpu manmeHTUTE, TOBTOPHO PAaHAOMHU3UPAHH 3a TIane00, KOUTO OTHOBO Ca IPEMUHAIIN KbM
I'bPBOHAYAJIHATA CU CXEMa Ha JIeYeHHeE ¢ yCTeKuHyMal cien 3arybata Ha > 50% nonoOpenue 1o
PASI, 85% ca Bp3cTanoBmin nmoBiusiBaneTo 1o PASI 75 B pamkure Ha 12 ceamuny ciex
BBH300HOBSIBAHE HA TEPAITUATA.

B npoyuBane npu nicopuaszuc 1 B cenmuria 2 u ceamuna 12 ce Habmo1aBa 3HAYUTETHO TOJ00peHNe
cnpsiMo u3xoanuTe ctoiiHoct Ha DLQI BBB BCsiKa OT rpynuTe Ha JieueHHe C yCTEeKHHYMab B
cpaBHenue ¢ miane6o. [Toqodpenuero ce 3anaspa 1o ceamuna 28. [TonoOHO 3HAUMTETHO TOAOOPEHNE
ce HaOMrO/IaBa B IpOyYBaHe MpH rcopuasuc 2 B ceamunu 4 u 12, koeto ce 3ama3sa a0 cenmuna 24. B
NpOoyYBaHe MpH Icoprazuc 1 mogoOpeHusTa B HOKbTHHUS IICOpUa3uc (MHIEKC 3a TeKECTTa HA HOKBTEH
TICOpHUA3uC), B 00II1aTa OIEHKA Ha (PU3UIESCKOTO U €MOITMOHAIHOTO ChCTOsTHUE 110 SF-36 1 BBB
BH3YaJTHO-aHAJIOr0OBaTa CKalla 3a ONpeessiHe Ha CTOMHOCTTA Ha Oonkara pu cbpoex (VAS) cpiro ca
3HAYUTENHU TP BCSIKa TPyIIa Ha JiedeHue ¢ ycTeKnHyMal B cpaBHEHHE ¢ uiane6o. B mpoyuBane mpu
ncoprasuc 2 KIMHUYHATA cKasia 3a TpeBOKHOCT u aenpecust (HADS) u BbIPOCHUKET 3a paboTHH
orpaamueHust (WLQ) chIllo moka3BaT 3HAYUTEHO MOI00pEeHHe BHB BCSKA OT TPYINHUTE HA JICUSHUE C
YCTeKHHyMab B CpaBHEHHE C I1Iaredo.

IIcopuatnuen aptpurt (PSA) (BE3pacTHU MAILMEHTH)

JokazaHo e, 9ye ycTeKuHyMab 1moo0psiBa IprU3HALUTE U CUMITOMUTE, (PU3UYECKOTO CHCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA )KMBOT M HAMaJIsiBa CTEIICHTA HA TPOTPECUs Ha MePUPEPHOTO
CTaBHO YBpEXKIaHE MPY BH3PACTHU MAIIUCHTH C aKTUBEH PSA.

besomacHocTTa M emkacHOCTTa HAa yCTeKMHYMa0 ca OIleHeH! Tipr 927 malueHTH B ABe
paHIOMU3UpPaHH, IBOHHOCIIETH, TUIAe00-KOHTPOIMPAaHH TPOYYBAHUS IPH MAIIMEHTH C aKTHBEH PsA
(> 5 momyTu ctaBu M > 5 OONE3HEHU CTaBW) BBIPEKH YHOTpebaTa Ha HECTEPOUIHN
npotuBopb3manuTensu cpencrsa (HCIIBC) wm mogudunmpaiiy 601ecTTa aHTHPEBMATONIHA
nekapctBa (DMARD). [anuentuTe B T€3U MPOYUBAHMS ca UMaJl TIOCTaBeHa quarHos3a PsA Haii-
MaJlko OT 6 Mecela. BkitodeHH ca MalueHTH ¢ BCAKAKBB IMOATUIT Ha PSA, BKITIOUNTEITHO
NOJMAPTUKYJIAPEH apTpUT Oe3 JaHHU 3a peBMaTOUIHU BB3IH (39%), CHOHAMIUT ¢ IepUQepPeH apTPUT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha quctaiHa uHTepdalaHreaaHa cTaBa
(12%) n naBanuausupam aptpur (0,5%). Hag 70% u 40% ot nanueHTuTe B ABETE [IPOYUYBAHUS Ca
MMaJll CbOTBETHO €HTE3UT M JaKTHIUT Ha U3XOAHO HUBO. [lanenTure ca paHaoMHU3HpaHy Aa
NOJIydYart JiedeHue ¢ ycrekunymad 45 mg, 90 mg, unu mianedo nonkoxxHo Ha ceamuim 0 u 4,
MOCJIeABAHM OT Ipujiarane Ha Bceku 12 cenmuitu (q12w). [Tpubnuszurento 50% ot nanueHTuTe ca
MPOABIDKHUIIN Ha TocTosiHHA 1032 MTX (< 25 mg/cenmuiia).

B PsA nmpoyusane 1 (PSUMMIT 1) u PsA npoyusane 2 (PSUMMIT II), crorBeTtHO 80% 1 86% OT
nanueHTure, ca omim nexysanu ¢ DMARD. B npoyuBane 1 He € 6110 MO3BOJICHO MTPEHUIITHO JISYeHUE
C aHTaroHMCT Ha TyMop-HekpoTu3upain pakrop anda (TNF)o. B npoyusane 2, moBeueTo nanueHTu
(58%, n = 180) ca 6wu JekyBanu ¢ eqHo win nmosede antu-TNFa cpeacto(a), kato ot Ts1x Hax 70%
ca npeyctaHoBWIH cBoeTo aHTU-TNFa edenune, nopamy nurnca Ha epUKACHOCT WM HEMOHOCUMOCT,
TI0 BCSIKO BPEME.

Hpusnayu u cumnmomu

JlegenneTo ¢ ycTeKuHyMa0 BOAM 10 3HAYUTEITHU MTOO0OPEHUS B U3MEPHUTEITUTE 32 aKTUBHOCT Ha
3a00JIIBaHETO B CPaBHEHUE C IrIanedo Ha cenmuiia 24. [IbpBrYHaTa KpaifHa TOYKa € MPOICHTHT Ha
MAIUEHTUTE, IOCTUTHAIK OTroBOp 20 M0 KPUTEPUHUTE Ha AMEPHUKAHCKHUS KOJIEK 110 PEBMATOIOT S
(American College of Rheumatology, ACR) na cenmuiia 24. OCHOBHUTE pe3y/ITaTh 3a e(hHUKACHOCT ca
MpeJICTaBeHH B TaOIUIIA 6 1MO-110ITy.
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Tabruya 4  Bpoii na nayuenmume, NOCMUSHAU KIUHUYEH 0OM2080D NPU NCOPUAMUYEH APMPUM
Ipoyusane 1 (PSUMMIT 1) u Ilpoyusane 2 (PSUMMIT Il) na ceomuya 24

IIpoyyBaHe npu ncopuaTuyeH IIpoyuyBaHe npu ncopuaTuieH
aprpur 1 aprpur 2
IL1ane6o 45 mg 90 mg Il1ane6o 45 mg 90 mg
Bpoii
PaHIOMU3HPAHH 206 205 204 104 103 105
NMANMEHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)* | 21 (20%) | 45 (44%)* | 46 (44%)*
otrosop, N (%)
OATSSBS); N | 18(9%) | 5L@5%) | 57(@8%)P | T(%) | 18T | 24 (23%)
ACR 70

0, 04)2 04)2 0, 0/4)B 0/~)B
otrosop, N (%) 5(2%) | 25(12%)" | 29 (14%) 3 (3%) 7 (7%) 9 (9%)

bpoii nayuenmu c

D 146 145 149 80 80 81
PASITS 16 (11%) | 83 (57%)* | 93 (62%)° | 4 (5%) | 41 (51%) | 45 (56%)°
otrosop, N (%)

ETAF‘:’)LSS Ng | 4@ | B0@LN? | 65 @A%P | 3(4%) | 24 (30%) | 36 (44%)°
Kombunmpan

PASI 75 u 0 AT 0/4)2 0 0/4)2 0p)2
J 8(5%) | 40 (28%)* | 62 (42%)* | 2(3%) | 24 (30%)* | 31 (38%)

otrosop, N (%)

Bpoii naunenTu

<100 kg 154 153 154 74 74 73

ACR 20

0 0 0, 0 0, 0
orropop, N (%) | 39 (25%) | 67 (44%) | 78 (51%) | 17(23%) | 32 (43%) | 34 (47%)

bpoui nayuenmu c

> 396 BSA" 105 105 111 54 58 57

PASI 75

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

Bpoii naunenTu

> 100 kg 52 52 50 30 29 31

ACR 20

0, 0, 0, 0, 0, 0,
orrosop. N (%) | B(15%) | 20(38%) | 23(46%) | 4(13%) | 13 (45%) | 12(39%)

bpoii nayuenmu c

> 396 BSA" 41 40 38 26 22 24

PASI 75

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

p < 0,001

p < 0,05

p=NS

Bpoii manmentu ¢ > 3% BSA 3acernara rncopuaTidHa Koka Ha H3XOJJHO HUBO

- w (=)

ACR 20, 50 u 70 oTtroBopu IpoIbIXKaBaT JIa ce TOA0OPsIBAT MK ce TIOIIbpKaT 10 ceamuiia 52 (PSA
[IpoyuBane 1 u 2) u ceqmuna 100 (PsA Ilpoyusane 1). B PsA [Ipoyusane 1, ACR 20 otroBopu Ha
cenmutia 100 ca mocrurnatu pu 57% u 64%, crorBeTHO 32 45 Mg 1 90 mg. B PsA Ilpoyusane 2,
ACR 20 otroBopu Ha ceamutia 52 ca nocturHatu npu 47% u 48%, croTBeTHO 32 45 mg u 90 mg.

[IponeHTHT Ha MALMEHTHUTE, TOCTUTHAIIM OTTOBOP N0 Moaudupanu PSA KpuTepuu Ha OTTOBOP
(PSARC) ¢bI110 € 3HaYUTENHO MO-TOJIAM IIPH IPYIHTE Ha YCTEKHHYMa0, B CpaBHEHHE C IU1anebo Ha
cenmuna 24. Otrosopu PSARC ce nogaspxar no Bpeme Ha ceamuuu 52 u 100. [To-ronsm npoueHT ot
NalUeHTHTE, JEKYBaHH C YCTEKMHYMa0, KOUTO Ca MMaJli CIIOHIWIUT ¢ TepudepeH apTpuT Kato
OCHOBHA JMaruo3a, nokassar 50 u 70 mpoueHTHO mofo0peHne B cKopa 1o bat mHaeKc 3a aKTHBHOCT

68



Ha 3abonsBaneTo npu ankmwiosuparn cnoaamwimt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHeH#ue ¢ u1ane6o Ha ceamuria 24.

OtroBopuTte, HaOMIOIaBaHU TIPU TPYIHTE, JIEKYBAHH C YCTEKMHYMa0, ca CXOIHU MPH NalUeHTHTE,
KOHTO ITOJTy4YaBat MM HE TIoJTydaBat eHoBpeMeHHOo MTX 1 ce momabpskaT o BpeMe Ha ceqMuIu 52
u 100. IlarmenTuTe, JeKyBaHU Tpeau ToBa ¢ aHTH-TNFa cpeacTBa, KOUTO ca MOMyYHIId yCTEeKHHYMa0,
ca MOCTUTHAIIM TO-TOJISIM OTTOBOP Ha ceaMuIa 24 B CpaBHEHHE C MALMEHTHUTE, MOTyYaBajin rane0o
(ACR 20 otroBop Ha cenmutia 24 3a 45 mg u 90 mg e crotBeTHO 37% 1 34% B cpaBHEHUE C M1aIe00
15%; p < 0,05) u oTroBOpUTE CE MOIBLPIKAT MO BpeMe Ha ceaMHuIa 52.

[Tpu manueHTH ¢ CHTE3UT W/WIK JAKTHIIUT HA U3XOHO HUBO, Ipu PsA Ilpoyusane 1 ce HaOmoaBa
3HAYMMO MOJIOOPEHHUE B CKOPOBETE 33 SHTE3UT M JAKTUIIUT MPH IPYNUTE HA YCTEKUHYMAa0 B CpaBHEHUE
¢ mnane6o Ha cenmuna 24. B PsA TIpoyuBane 2 ce HabmogaBa 3Ha4uMO TOAOOPEHUE B CKOPa 3a
EHTE3UT U YHCIICHO N0J00peHNe (HE € CTATUCTHYSCKU 3HAYMMO) B CKOpPA 32 JaKTIIUT MPH rpyrnaTa Ha
yctexkuayMad 90 mg B cpaBHeHHe ¢ TuTane6o Ha ceamuma 24. [logobpenusiTa B CKopa 3a eHTE3UT U B
CKOpa 3a JaKTWIHT ca TOAIbPKaHU 1o BpeMe Ha ceamuiy 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpEXIaHE B ABETE PHLIE U KpaKaTa ce u3pa3siBa KaTo NPOMSHA CIIPSIMO U3XOAHOTO HUBO
B o6mus van der Heijde-Sharp ckop (vdH-S ckop), Mmomudunupan 3a PsA upe3 nobassiHe Ha
JTUCTANHUTE WHTep(aJaHreaIHy CTaBu Ha priere. [IpoBeeH e mpeaBapuTenHo qeGuHupan
WHTETPHUPaH aHaJIN3 Ha KOMOMHHUpaHu JaHHH OT 927 manmeHTn B ABeTe PsA IIpoyuBanus 1 u 2.
YcreknHymab Mmoka3Ba CTAaTUCTHYESCKH 3HAYMMO HaMaleHUE B CTETIEHTa Ha MPOrpecusl Ha
CTPYKTYPHOTO yBpEXJaHE B CPaBHEHHE ¢ TIae00, H3MEPEHO Ype3 IPOMSHA CIIPSIMO W3XOAHOTO HUBO
10 24 ceqmura B o6mwms moauduitpan VAH-S ckop (cpeaen + SD ckop e 0,97 + 3,85 B rpymnara Ha
rrane6o, B cpaBHeHue ¢ 0,40 = 2,11 u 0,39 + 2,40 npu choTBeTHO ycTeKHMHYMab rpymu 45 mg

(p <0,05) m 90 mg (p < 0,001). To3u edext ce bk Ha PsA Ipoyusane 1. EdQexTsT ce cunra 3a
JIOKa3aH, He3aBUCHMO OT eAHOBpeMeHHaTa yrnorpeba Ha MTX u ce mogabpxa o BpeMe Ha

cenmuiy 52 (uarerpupad anaiaus) u 100 (PsA Ipoyusane 1).

Du3uyecko cbcmosiHue U C8bP3AHO CbC 30PABEMO KAYeCmB0 HA HCUBOM

[TaumeHTH, JIeKyBaHU C yCTEKMHYMa0, ca OKa3any 3Ha4uTeIHO MoAo0peHne Ha PU3MIECKOTO
CBCTOSIHUE, KaKTO € OLIEHEHO 10 MHIEKCA 32 MHBAJMIHOCT OT BHIIPOCHHKA 3a OLIEHKA Ha 37PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [IpoueHThT Ha
MAIUEeHTHTE, IOCTUTHAIN KIHHUYHO 3Ha4nMo > 0,3 momobpenne Ha HAQ-DI ckopa cripsimo
M3XOAHUTE CTOWHOCTH, CHIIO € 3HAUUTENHO IO-TOJISIM [IPU TPYIIUTE Ha yCTEKUHYMaOl, B CPaBHEHHE C
miane6o. [Togoopenne Ha HAQ-DI ckop cripsiMo U3X0AHOTO HUBO C€ TOJIbPIKa 110 BPpeMe Ha
cenmuia 52 u 100.

Nma 3nauntenno nogoopenue B DLQI ckopoBeTe mpu rpyuTe Ha yCTeKMHYyMal, B CpaBHEHHE C
riane6o Ha ceamuIa 24, KOeTo ce moJIbpxa o Bpeme Ha ceaqmunu 52 u 100. B PsA TIpoyusane 2
¥MMa 3HAYUTEIHO IMOA00pEeHNe B CKOPOBETe 32 PYHKIIMOHATTHA OI[EHKA Ha TepaIusiTa 3a XpOHUIHO
3abossBane - ymopa (Functional Assessment of Chronic Iliness Therapy — Fatigue, FACIT-F) nipu
TpyNUTE HA YCTEKUHYMa0, B cpaBHEHHE ¢ miane0o Ha ceqmuna 24. [IpoeHThT Ha TallueHTUTe,
JIOCTUTHAIIN KIMHUYHO 3HAYMMO 1o100peHue Ha ymoparta (4 touku o FACIT-F) cwimo e 3HaunTenHOo
MO-TOJISIM MPH IPYNHUTE HA YCTEeKHHYMao, B cpaBHeHue ¢ mianedo. [lonodpenusita Ha FACIT-F ckop
ce MoJIbPIKaT Mo BpeMe Ha ceMHIa 52.

Ilennarpuysa nomyJanus

EBporneiickaTa areHius 110 JieKapcTBaTa oTjara 3aJ/bJDKEHUETO 3a IIPEI0CTaBsIHe Ha Pe3yJITaTUTe OT
MPOyUYBaHUATA C yCTEKHMHYMal B €IHA WM NIOBEYE TOATPYIH Ha MeANaTPHUIHATA MOITYIaNns C
IOBEHWICH AMONAaTHYEH apTPpUT (BXK. Touka 4.2 3a uHopManus OTHOCHO yroTpeda B IeIuaTpusTa).
IIpenBapuTenHo HabJIHEHATA MUCATKA HE € IPOYYBaHa MpH NeJuaTpUYHAaTa MOMyJalys ¢ ICOPUA3UC
U HE ce MpernopbyBa 3a yrnorpeda rnpu rneIuaTpuuHu MalHeHTH.

69



Bosect Ha Crohn

be3onacHocTTa U ehUKacHOCTTa HAa YCTEKUHYMAaO ca OIEHEHH B TPH PaHIOMU3UPAHHU, IBOWHO-CIICITH,
1a1e00-KOHTPOJIUPAHU, MHOTOIICHTPOBH MTPOYYBaHUS TIPU Bh3PACTHU MAIMECHTH C yMEPEHA JI0 TEXKKA
axtuBHa 6onect Ha Crohn, ¢ Muaekc Ha aktuBHOCTTA Ha Oostectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KITHHUYHO pa3pabOTBaHE CE CHCTOU OT JBE §-
ceaMuygHU npoyuBanus ¢ nHTpaBeHo3Ha HHAYKIUA (UNITI-1 u UNITI-2), mocnexsaru ot 44-
CEIMUYHO PAHAOMH3HPAHO MPOYYBAHE € MOAKOKHO MPUIIOKEHHE Ha moaabpxkaia go3a (IM-UNITI),
NIPEJICTABIISIBAIIN 52-CeIMUYHA TePaITusl.

[MpoyuBanusita ¢ maAyKuus BritoyBat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) mauuentu.
[TepBuYHaTa KpaiiHa TOYKa 32 IBETE MHAYKIIMOHHY MPOYYBAHMUS € MPOLCHTHT HAa YYACTHHILIUTE C
KJIMHHYEH O0TroBop (ompeaeneH kato Hamanenue Ha CDAI ckopa ¢ > 100 toukn) Ha ceamuna 6.
JannuTte 3a epUKACHOCT ce ChOMpAT U aHAIM3UPAT 10 CeAMUIIA § 3a ABETE MPOYUBAHHUS.
EnHOBpEMEHHOTO MPUIIOKEHUE HA IEPOPATHU KOPTHKOCTEPOUIH, UMYHOMOIYJIATOPH,
aMHUHOCAITMIIATHA ¥ aHTUOMOTHIIH € pa3pemeHo u 75% OT manueHTHTe MPpOIb/DKaBaT J1a IMOJydaBaT
Hali-MaJIKO €IHO OT Te3H JIeKapcTBa. B nBeTe nMpoydyBaHMs MAEHTHTE ca PaHIOMU3UPAHH /1a
MOJyYaT eTHOKPaTHO HHTPABEHO3HO MpeTnopbhuUnTeNHaTa 103a Mpudau3uTenHo 6 mg/kg B 3aBUCHMOCT
oT TenecHoTo Tero (Bxk. Tabmuma 1, Touka 4.2), pukcupana mo3a 130 mg ycrekuHyMad uinu miaredo
Ha ceamuna 0.

INarmenture B UNITI-1 ca nexyBaHy HEyCHEIIHO UM UMAT HETIOHOCHMOCT KbM MpeAIIecTBaIla aHTH-
TNFa tepanus. [Ipubnuzutento 48% oT nauueHTHUTE ca JIEKyBaHU HEYCIIEIIHO ¢ 1 mpeaiiecTBama
antu-TNFa tepanus, a 52% ca nexyBaHH HeycnemHo ¢ 2 win 3 npeamectsamy antu-TNFo Tepanuu.
B ToBa npoyusane 29,1% oT manueHTUTe UMaT HEAOCTAThUYEH HadajieH OTTOBOP (IbPBUYHU
HepecnoHzaepn), 69,4% ca ce MOBIMSIIN, HO Ca IPECTAHANIH /1 CE MOBJIHSBAT (BTOPUYHH
HepecrnoHzaepu), a 36,4% umar HemoHoCcUMOCT KbM aHTU- | NFa Tepanum.

[Tanimenture B UNITI-2 ca nekyBaHu HEYCIEIIHO HAH-MAJIKO C €/JHAa KOHBEHIIMOHAIHA TEPATIHSI,
BKJIFOUUTEITHO KOPTUKOCTEPOUIN WIH UIMYHOMOYJIATOPU, KATO WX HE Ca JIEKYBaHU JIOCEra ¢ aHTH-
TNF-a tepanust (68,6%), wnu ca mosydaBanu npeay Topa aHTu-TNFa Tepanust, HO Ts € Onna
neycnemrsa (31,4%).

B neere UNITI-1 1 UNITI-2 3Ha4nMO Mo-TOJIAM MIPOLIEHT OT MALUEHTHUTE B TpyIaTa, JEeKyBaHa C
yCTeKHHYMa0, ca ¢ KIIMHWYEH OTTOBOP M PeMHUCHs B cpaBHeHue ¢ marebo (Tabmuma 9). Knuaunaaust
OTIOBOP M PEMHUCHATA Ca 3HAYMMH OLE HA CEAMHLA 3 MPH NALMEHTHUTE, JIEKYBaHHU C YCTEKMHYMa0, U
T€ MPOIBJIKABAT Ja ce MoJo0psBaT 10 cenMulia 8. B Te3n npoyuBaHus ¢ HHAYKUUS eprKacHOCTTa €
MO-BUCOKA U CE MOJIbPIKa MM0-700pe B rpymaTa ¢ 103a B 3aBUCMOCT OT TEJIECHOTO TETJIO0, B
cpaBHEHHe ¢ rpynarta ¢ go3a 130 mg u mopaau ToBa Npu MHTPABEHO3HA MHAYKLMS Ce MPENopbyBa
JO3MPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 5. Undyxyus na kaunuden omeogop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Inanedo |IIpenopbuute| Ilnaneéo |IIpenopbuute
N = 247 JIHA 1032 N =209 JIHA /1032
YCTEeKMHYMAa0 yCTeKMHYMa0
N =249 N =209
Knuanyna pemucus, ceamuna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)?

Kamrraen otrosop (100 Towkcn), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (555%)"

cenMuIa 6

Knuangen orrosop (100 Toukn), a a
50 (20,2%) | 94 (37,8%) 67 (32,1%) | 121 (57,9%)

ceaMuna 8

70-TOYKOB OTTOBOP, CEAMHUIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)?

70-TOYKOB OTTOBOD, ceaAMHIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)?
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Knunuunara pemucus e onpenenena katro CDAI ckop < 150; KnMHUYHUAT OTrOBOp € ONpeeNneH KaTo HaMaleHue Ha
CDAI ckop ¢ Haii-manko 100 TOuky Win ChCTOSHUE B KIIMHUYHA PEMUCHUS
70-TOYKOBHSAT OTTOBOP € onpeneseH kato Hamanexne Ha CDAI ckop ¢ Hait-manko 70 Touku

*

Heycnex na antu-TNFa tepanus

** Heycrex Ha KOHBEHIMOHATIHATA TEPaIUs

a
6

p < 0,001
p<0,01

B npoyuBanero ¢ mogabpixaiia tepanus (IM-UNITI) ca onenernn 388 manueHTH, KOUTO TOCTHTAT
100-ToYKOB KIIMHHYECH OTTOBOP Ha CEIMHUIIA 8 OT MHAYKIUITA ¢ ycTeknHyMab B ipoyuBanus UNITI-1
u UNITI-2. [Tanuenture ca paHAOMU3HPAHU HA CXeMa Ha MOAIBPKAIIO0 JCUCHHUE C TOJAKOKHO
npuioxkeHue Ha 90 mg ycTeknHyMab mpe3 8 cenmuity, 90 mg ycreknaymad nipe3 12 ceaMuny mim
m1are0o B Ipoab/DKeHHe Ha 44 cemMuIy (3a MpemopbunTeNIHATa TOUTbPIKaIIa 1032 BK. Touka 4.2).

3HAYUMO TO-TOJISM MPOIICHT MAUEHTH B TPYIUTE, JICKYBAaHU ¢ YCTEKHUHYMA0, OUIbPKAT KIIMHUIHA
peMUCHs 1 OTTOBOP Ha ceaMmuIia 44 B cpaBHEHHE C rpymnara Ha miane6o (Bx. Tadmuna 10).

Tabnuya 6: Tlodovpocane Ha knunuunus omeoeop u pemucus ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
OM 3anoysane ¢ UHOYKYUOHHAMA 003a

CRD3001°

Ilaane6o* 90 mg 90 mg
YCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3s
8 cenmunm 12 ceamuu
N = 131f N = 1297
N = 1287
KnuHuYHA peMuCHS 36% 53%° 499%°
KIIMHMYEH 0TTroBOp 44% 59%° 58%°
Kimmanyna pemucus 63 KOpTHKOCTEPOUTH 30% 47%? 43%"
KnuHuyHa peMucHsi Ipu MalueHTH:
B PEMHCHS B HAYANIOTO HA MO/UIBPKAMATA | 400, 36/79) | 67% (52/78)" 56% (44/78)
Tepanus
‘ggg%gg;“”maT OT TpoyHpane 44% (31/70) | 63% (45/72)* | 57% (41/72)
;‘g‘;g f:pzi EfIK-‘/BaH“ jlocera ¢ antu- 49% (25/51) | 65% (34/52)* | 57% (30/53)
KOHTO C€ BKJIIOUBAT OT MPOYYBaHE 26% (16/61) | 41% (23/56) 39% (22/57)

Kmuangnata pemucus e onpenenena kato CDAI ckop < 150; KnuHUIHUSAT OTTOBOp € OnpeziesieH KaTo HaMaJleHHe Ha
CDAI ckop ¢ Haii-manko 100 TOUKH WK CHCTOSHIE B KIIMHAYHA PEMHICHUS
I'pynara Ha miane6o ce ChbCTOH OT MAlMEeHTH, KOUTO Ca Ce MOBIMSUIH OT YCTEKMHYMa0 M ca paHJOMH3HUpPAHH 1a
HOJTy4aBaT IUIae0o0 B HA4alI0To Ha MO IbpiKallaTa Teparnus.
IMawenTy, konto uMat 100-TOYKOB KIMHUYEH OTTOBOP KbM YCTEKHHYMal B HAuaJlOTO HA MOJIbpIKAIlaTa Teparus

*

e

wn

ITanmeHTH, KOUTO HE ca ce MOBIUSIIM OT KOHBEHIIMOHAJIHATA Tepanusi, HO He aHTH-TNFo Tepanust

HaI_II/ICHTI/I, KOHUTO Ca pe(bpaKTepHI/I WU UMaT HETIOHOCUMOCT KbM aHTH-TNFa TCpanus

p<0,01
p <0,05
HoMuHAIHO 3HaunMa (P < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MPH NPUIIOKEHUE Npe3
12 cenMuny 1 € MO3BOJIGHO KOPUTHPAHE Ha J103aTa Taka, 4e J1a MoJIydyaBaT ycTeKuHyMa0 npe3

8 ceqmuru. 3arybata Ha otroBop ¢ omnpesaenena kato CDAI ckop > 220 Ttouku u > 100 Touku
noumenue crpsamo uzxogaus CDAI ckop.llpy Te3u manneHTH KIMHUYHA PEMHUCHS C€ TTOCTUTA MTPH
41,4% ot mauuenture 16 ceqMuIu cieq KOpUrupaHe Ha J03aTa.

[NarnuenTyTe, KOUTO HE ca MOCTUTHAIIM KIIMHIYEH OTTOBOP KbM WHIIYKIIHS C YCTEKHHYMa0 Ha
cenmuiia 8 ot npoyusanusta ¢ uaaykips UNITI-1 u UNITI-2 (476 nanuenTH), ca BKIIOYCHU B
HEepaHIOMH3MpaHaTa 4acT OT Mpoy4BaHeTo ¢ noaabpxkama tepanus (IM-UNITI) u ca nomyuunu
MOJIKOKHA MHXKEKIHS ¢ yereknHyma0 90 mg mo toBa Bpeme. Ciienr ocem cenmuiu 50,5% ot
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NAIlMEHTUTE ca IIOCTUIHAIM KJIMHUYEH OTIOBOP U Ca MPOIBJDKUIIM Ja MOIy4aBaT MoIbprKalla
Tepanus mpe3 8 ceamuiy. IloBedeTo oT T€3M NalMEHTU C MIPOABJDKUTENHA ITOAIbPIKaILA TePAIIUs
nogaspxkat orroBop (68,1%) u mocturar pemucus (50,2%) Ha cenqmuua 44, KaTo MPOLEHTHT UM €
noJ00eH Ha TO3H MU MALUEHTUTE, KOUTO ITBPBOHAYAIHO Ca Ce MOBIUSIIA OT HHIYKLUS C
YCTeKHHyMao.

Ot 131 nanueHTy, KOUTO ca C€ MOBJIUSIN OT MHAYKIIHS C YCTEKUHYMAa0 U ca paHAOMU3UPAHU B
rpynara Ha mianebo B Ha4alioTo Ha MPOYYBAaHETO ¢ MOAAbpIKaIia Teparus, 51 BrociencTeue ca
3aryOnim oTroBopa cu u ca momydmmm 90 mg ycTeknHyMab moakoxkHo mpe3 8 cenmuriy. [loBedero ot
MAIUCHTUTE, 3aryOniIi OTTOBOPA CU U MOAHOBUIIH JICUSHUETO ¢ YCTEKHMHYMa0, ca ro HalpaBUIH B
pamMkuTe Ha 24 CeIMUIU OT MHAYKIMOHHaTa nHGy3us. Ot Te3u 51 naruentu 70,6% mocturar
KITMHIUYEH OTroBop U 39,2% mocturat KiIMHAYHA peMuchs 16 ceIMAIN e/l oTydYaBaHeTo Ha
I'bpBaTa MOJKOXKHA J103a YCTEKUHYMaO0.

B IM-UNITI nanuenTrTe, 3aBBPIIAIN IPOYIBAHETO 10 ceamuna 44, ca MOIXOISIIN 1a TPOABIKAT
JIEYEHUETO B IPOABIDKEHUE Ha TipoyuBaHeTo. [Ipu BcuuknTe 567 manuenTy, BKIIOUYEHU Ha U JIGKYBaHU
C yCTeKI/IHYMa6 B IPOABJIKCHUCTO HA ITPOYYBAHCTO, KIIMHUYHATA pPEMUCHUA U OTTOBOPBHT O6I/IKHOBCHO
ce ToAIbpKaT 1o ceamuma 252, kakto npu 6omauTe ¢ Heycnex Ha TNF-TepammuTe, Taka u mpu
MAIUEHTHTE C HEyCIIeX Ha KOHBEHIIMOHAIHUTE TEPAITHH.

He ca yctanoBeHH HOBH CbOOpakeHHs 3a 0€30IaCHOCT IPH yIbJKaBaHE HA TOBA MIPOYYBAHE 110
5 ronuan Ha neueHue mpu narpenTy ¢ bonect Ha Crohn.

Enoocxonus

BBbHIIHMAT BUJ HA IUTaBULIATA € OLICHEH €HJIOCKOICKY IpH 252 MalKUeHTU ¢ NOAXO0A1Ia U3X0JHA
€H/IOCKOTICKAa aKTHBHOCT Ha 3a00JISIBAHETO B €IHO MOATNIpoyYBaHe. [IbpBUYHATA KpaliHa TOYKa €
MPOMSIHA OT M3XOIHOTO HMBO Ha OMPOCTeHUS eHI0CKONICKH cKop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HIIC0-KOJOHHH
CErMeHTa 3a HaJTM4ne/pa3Mep Ha sI3BUTE, MPOIISHT Ha JINTaBUYHATA TIOBBPXHOCT, IOKPHUTA OT SI3BH,
MPOLIEHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATa OT APYTH JIE3UH, U HATNYHE/BUI Ha
CTeCHsIBaHUATa/CTpUKTYypuTe. Ha cenmuna 8, ciien eAnHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 7103,
npomsiHata B SES-CD ckopa e mo-rossima B rpynara Ha yctekuayma0 (n = 155, cpenna

npoMsiHa = -2,8) 0TKOJIKOTO B rpymnaTa Ha mianedo (n = 97, cpeana npomsina = -0,7, p = 0,012).

Tlosnuseane na gpucmynume

B eana noarpyna nauueHTu ¢ qpeHupamy GpucTynm Ha n3xoaHo HuBo (8,8%; n = 26), uctynure Ha
12/15 (80%) ot jieKyBaHUTE ¢ YCTEKMHYMaO MAI[MSHTH CE IMOBJIMUSBAT B IPOABLIDKEHUE HA 44 CeIMUITU
(ompeneneno kato > 50% HaMajeHHe OT U3XOHO HUBO B MIPOYUYBAHETO C MHIYKIHS Ha Opost Ha
npenupaiute ¢uctyin) B cpaBHerue ¢ 5/11 (45,5%) c nnanedo.

Kauecmeo na scusom, cewp3ano cve 30pasemo

KauecTBOTO Ha )XKHMBOT, CBHEP3aHO ChC 3/IPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3NAIUTETHN 3a00saBaHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoeipocHuiM SF-36. Ha cenmuria 8 marneHTHTe, 1MoJIydaBaiiy yCTeKMHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYMUMO ITO-TOJISIMO U KIIMHUYHO 3HAYMMO To100penue 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 cpaBHeHue ¢ mnanebo. B nmpoyuBanero IM-UNITI no ceamura 44 te3u mogodpenus
OOMKHOBEHO C€ MOIbPIKAT MM0-100pe MPH JICKYBaHH C YCTEKUHYMAa0 MalMeHTH B CPAaBHEHHE C
rtane6o. [logoOpeHreTo Ha Ka4eCTBOTO Ha XKHUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO CE
MOIBPIKA MPE3 ISLIOTO MPOIBbIDKEHHE J0 ceamulia 252.

Vimepo3eH KOIuT

BbesomacHocTTa 1 ehUKacHOCTTa Ha YCTEKMHYMa0 ca OIEHEHH B JIBE paHAOMU3UPAHHU, JIBOHHOCIICIIH,
1a11e00-KOHTPOJUPAHU, MHOTOIICHTPOBH ITPOYYBaHUS PY Bh3PACTHHU MALIMEHTH C YMEPEH JI0 TEKbBK
aKTHBEH yJIepo3eH KoauT (ckop mo Mayo 6 no 12; engockonicku cyockop > 2). [Iporpamara 3a
KIIMHUYHO pa3paboTBaHEe Ce ChCTOU OT €HO MPOYYBAHE C MHTPABEHO3HA WHAYKIUS (HAPEUCHO
UNIFI-I) ¢ megenue mo 16 ceamumm, mocienBano ot 44-ceAMUTHO IPOYIBAHE C MOAIBPKAIIO
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JIEUEHHE C MTOIKOKHO TPUIIOKEHHE, ¢ PAHIOMHU3MPAHO CITUpaHe Ha jeueHrero (Hapeueno UNIFI-M),

KOETO TIPECTaBIABA HAl-MaJIKO 52 CeIMUITH Ha TepaITsl.

[IpencraBenure pe3ynraru 3a epukacHoct or UNIFI-I u UNIFI-M ce ocHOBaBaT Ha eHTpaneH

Tperyie ] Ha CHIOCKOIIHHTE.

UNIFI-I BkirouBa 961 narwentu. [IspBudHaTa KpaliHa TOYKA B POYYBAHETO C UHIIYKITUS €
MPOIIEHTHT Ha YYACTHUIINTE B KIIMHUYHA peMUcHs Ha cenmuna 8. [TanmenTuTe ca paHJOMU3UPaHH a
MOJTy4JaT eTHOKPAaTHO MHTPABEHO3HO NperophunTeNHaTa nudepennrnpana go3a 6 mg/kg (Bxk.
Tabmuua 1, Touka 4.2), pukcupana go3a 130 mg ycrexkuaymad uinn mianedo Ha ceamuua 0.

PaspelieHo € eTHOBPEMEHHO TIPUIIOXKEHHE Ha MTEPOPATHU KOPTUKOCTEPOU TN, UMYHOMOTYJIATOPH H
aMHHOCATHIWIATH, KaTo 90% OT manueHTUTe NPOABIDKABAT Aa MOIyvaBaT Hali-MaJIKo €HO OT Te3U
JekapcTBa. BriroueHuTe manuenTy TpsioBa 1a ca MpeMHUHAIN HEeyCIeIHA KOHBEHIIMOHAIHA TePaIlns
(KOPTHKOCTEPOUIN MM UMYyHOMOIYJIATOPH) TN JICUYCHUE C HAil-MaJIKO ¢THO OHOIOTHYHO
nexapcTBeHo cpenctBo (antaronuct Ha TNFo w/mmu Bemonuzyma0). [Ipu 49% ot manmenTute
KOHBEHIIMOHAITHATA TEPAIus € HEYCIelHa, HO He ¥ JICUSHHETO C OMOIOTUYHO JIEKAPCTBEHO CPEACTBO
(ot xouTo 94% He ca JleKyBaHU 0cera ¢ OMOJIOIMYHH JIEKAPCTBECHH NPOLYKTH). 51% OT manueHTure
ca JICKYBaHHU HEYCIECITHO WM UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JICKAPCTBEHO CPEJICTBO.
[TpubnuzutenHo 50% oT MaIMEHTUTE ca JIEKYBaHU HEYCICIIHO ¢ Haii-Mako | mpeiiecTaila aHTH-
TNFa Tepamus (oT kouto 48% THPBUYHO HE ca ce MOBIUIN), a 17% ca nmanu Haii-manko 1 Tepanus

¢ aatu-TNFa cpenctBo u Bemonmm3ymao.

B UNIFI-I 3HaunMo 1o-TossM NpoUEeHT OT NAalMEHTUTE ca B KIIMHUYHA PEMUCHS B rpyIara, JIEKyBaHa
C yCTEeKHHYMa0, B cpaBHeHHeE ¢ uiaie6o Ha ceamuna 8 (Tadmuna 11). Omie Ha Cenmuna 2, Haii-
paHHaTa IUIaHUpaHa BU3UTA B IPOYYBAHETO, U IPH BCAKA BU3UTA CJIEA TOBA MO-TOJISIM MIPOLICHT
MAIMEHTH C YCTEeKUHYMa0 HAMAT PEKTATHO KbPBEHE WIIM IIOCTHTaT HOPMaJIHa YeCTOTa Ha JedeKanus
B CpaBHEHHE C MAIMEHTHUTE Ha mane6o. HabmogaBaHu ca 3HAYMMU Pa3IvKH MEKAY YCTCKHHYMa0
rrane6o B YacTHIHUA cKop o Mayo u cumnToMaTidHaTa pemucus ome Ha Cenvuna 2.

EdukacHoctTa € mo-Brucoka B rpymnata ¢ audepeHipanara f103a (6 mg/kg) B cpaBHeHHE € TpyIiaTa ¢
no3a 130 mg mo oTHOIICHNE Ha W30PaHU KpalHK TOYKH M TIOPAJIX TOBA JU(PEPEHIIMPAHOTO JO3UPAHE

CC MpenopbpYIBa KAaTO 03a 3a UHTPABCHO3HATA WHAYKIU.

Tabnuya 7. Pe3stome nHa ocnoguume pesyamamu 3a edpuxachocm 8 UNIFI-I (Ceomuya 8)

Inaunedo IIpenopbunTenna
N =319 11032 YCTeKHHYyMa06:
N =322
Knuanana pemucus® 5% 16%*
[Tpun manmeHTyH ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 9% (15/158) 19% (29/156)°
1 OMOJIOTHYHA Tepanus
I[Ipy manMeHTy ¢ HEYCNENHA OUOJIOTMYHA TEPAUs’ 1% (2/161) 13% (21/166)°
[Ipu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa U ¢ BeJJOJIN3yMad
KnunugeH otrosop® 31% 62%°
I[Tpu manueHT ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO HEe 3506 (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIHs
ITpy IalMEHTH ¢ HEYCTIEIHA OMOJIOTMYHA TEPATHs 27% (44/161) 57% (95/166)°
[Ipu nanuentn ¢ HeycnemHa Tepanust Kakto ¢ TNF, 28% (13/47) 529 (30/58)"
Taka M ¢ BeIonm3ymad
JluraBuuno o3npassiBane’ 14% 27%*
[Tpu manmeHTH ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 21% (33/158) 3306 (52/156)°
1 OMOJIOTHYHA TepaIHs
ITpy manueHTy ¢ HEYCIenHa OMOIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHMMNTOMATUYHA PEMHCHS 23% 45%°
KoMOuHMpaHO CUMIITOMATHYHA PEMUCHS ¥ JTUTABUYHO 8% 2104

o3/paBsiBaHe*
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Tabnuya 1.

*  KumHWYHATa peMHCHS ce OIpeselst KaTo ckop no Mayo < 2 myHkra, 6e3 HHIuBHyaneH cyockop > 1.

Z[osa 3a HHq)y3HSI Ha yCTeKI/IHyMa6 IIpY MU3II0JI3BAHC HAa CXEMa Ha IIpujarane Bb3 OCHOBA Ha TEJIECHOTO TECIJI0, YKa3aHa B

KiuHUYIHUAT OTTOBOP ce oIpesielts KaTo HaMalsiBaHe CIPsIMO W3XOJHOTO HUBO Ha ckopa rmo Mayo ¢ >30% u >3

IMyYHKTa, C HaMaJIIBaHC CIPSIMO U3XOIHOTO HUBO Ha cy6CKopa 3a pEKTaJIHO KbPBECHE > 1 wm Cy6CKOp 3a pEKTaJIHO

kbpBeHe 0 mwum 1.
Awnraronuct Ha TNFa w/unn Begonusymao.

¥ JluraBuasoro 03/1paBsBaHe ce OMpeIelisi KaTo eHAOCKONCKH cyOckop mo Mayo 0 wmm 1.

t CumnTtomaTHYHATA peMucHs €€ OpeaCiisd KaTo Cy6CKOp 1o MayO 3a 4€CTOTa Ha He(beKaIII/IﬂTa Owm 1 n Cy6CKOp 3a

pexTanHo kbpBeHe 0.

+  KoMOMHALMATA OT CHMIITOMATHYHA PEMHECHS U JIMTaBUYHO O3JIpaBsABaHE CE OMpPE/eNis KaTo CyOCKOp 3a 4eCTOTa Ha
nedekarusta 0 wu 1, cyOckop 3a pekTainHo KbpBeHe 0 1 eHaocKorncku cyockop 0 mm 1.

4 p<0,001
Homunanuo 3xaunmo (p < 0,001)
Homunanso 3Haunmo (p < 0,05)

B UNIFI-M ca onerenu 523 manyeHTH, TOCTUTHAIA KIIMHAYEH OTTOBOP C €MHOKPATHO 1.V.
npunoxxenue Ha ycreknaymad B UNIFI-1. [lanmentuTe ca pangoMu3upaHu 3a rMoirydaBaHe Ha
nojrspxKaia cxema ¢ 90 mg ycrekuHymal MOAKOKHO Ha Bcekd 8 cenmunn, 90 Mg ycreknHymad Ha
Bceku 12 cenMuity vy mare0o B MpoabibKeHne Ha 44 ceaMunH (3a mpenopbunuTeTHaTa
noxappakamia mo3a Bikre Touka 4.2 Ha KXI1 mva STELARA nmxeximoneH pa3tBop (¢rakoH) u
HMHXCKIIMOHCH pa3TBOP B IPCABAPUTCIIHO HAIIBbJIHCHA CIIPUHIOBKA WJINM B IPE€ABAPUTCIIHO HAITBJIHCHA

MUCAJIKa).

3HAYMMO IIO-TOJISIM IMPOUCHT MAallMCHTHU Ca B KIIMHWYHA PEMHCHUSA B IBCTC I'PYIIH, JICKYBaHU C

yCTeKHHyMab, B CpaBHEHHE C rpymara ¢ mianebo Ha ceamuria 44 (sx. Tabmuma 12).

Tabnuya 8: Pe3stome Ha ocnoguume uszmepumenu 3a epuxactocm 6 UNIFI-M (ceomuya 44;

52 ceomuyu om 3anousare Ha UHOVKYUOHHAMA 003a)

Mname6o* 90 mg 90 mg
N =175 YCTeKMHYMAa0 | yCTeKHHYMad
npe3 npe3s
8 cenmmuiu 12 cenmunu
N =176 N=172
Knuanana pemucus** 24% 44%? 38%°
IIpu nanyeHTy ¢ HeyCHelHa
KOHBEHITHOHAITHA, HO He W OHOJIOTHYHA 31% (27/87) 48% (41/85)" | 49% (50/102) "
Tepanus
[lpH naunenTi ¢ Heyeneua 17% (15/88) | 40% (36/91)* | 23% (16/70)"
OMOJIOTHYHA Tepanus
[1pu manueHTy ¢ HeyCHenHa Tepamms 15% (4/27) 330 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonnuzymad
Hoz[m,px(aﬂg Ha KJIMHHYEH OTTOBOP 10 45% 710 2 68%
ceamuna 44
IIpu nanyeHTy ¢ HeyCHelHa
KOHBEHLMOHAJIHA, HO HE W OMOJIOrHYHA 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepanus
Tpy nauuentu ¢ neycnernxa 39% (34/88) | 65% (59/91)* | 56% (39/70)"
OMOJIOTHYHA Tepanus
TIpH MAIHEHTH ¢ KeyCneuHa Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Benonmuzymad
JluraBuuHo 03/1paBsiBanHe’ 29% 51%? 44%°
TIO/IBPXKARE KA KIMHH'HA PEMHCHS 10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Kiinnuuna pemucus 6€3 KOPTHKOCTEPOUS 23% 42%°* 38%°
IIpobIKUTETHA PEMUCHST 35% 57%:® 48%"
CHuMIITOMaTUYHA PEMUCHS 45% 68%" 62%"
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KOM6I/IHI/IpaHO CUMIITOMATUYHAa PEMHUCUA U

JIMTAaBUYHO O37paBsBaHe*
*  Crnepn moBNUsIBaHE OT 1.V. YCTEKHHYMa0.
KiHrYHaTa peMUCHS ce oIpees KaTo ckop o Mayo < 2 myHkTa, 6e3 HHIuBUyaneH cyockop > 1.

28% 48%* 41%"

*%x

8 Kuunnunusr OTrOBOP Ce OIpeJieNsl KaTo HaMaJIsBaHe CIIPSIMO M3XOJHOTO HUBO Ha ckopa o Mayo ¢ >30% u >3

MYHKTa, C HAMJISIBaHE CIPSIMO U3XOJHOTO HUBO Ha CyOCKOpa 3a peKTaIHO KbpBeHE > | MM CyOCKOp 32 pEeKTaTHO
kbpBeHe 0 mn 1.

AmnTtaronuct Ha TNFo n/unu Begonusymao.
JIuraBMYHOTO 031paBsiBaHE Ce OIpeellst KaTo eHJOCKOIICKU cyockop o Mayo 0 wm 1.

HOZ[Z[’bp)KaHeTO Ha KJIMHUYHa pEMUCHU 10 Cenmuria 44 e OIPEACIICHO KaTO Mallu€HTH B KJIIMHUYHA PEMHUCHUA 10
Cenmuria 44 Cp€a NaUCHTUTE B KIIMHUYHA PEMUCHUA Ha U3XOJHOTO HUBO Ha NMOAABbpKaIlaTa (ba3a.

Kimanynata pemucus 6€3 KOPTUKOCTEPOU]] CE OIIPEIeNis KaTo NMAIMeHTH B KIMHIYHA PEMUCHS, KOUTO HE MOTy4aBaT
Koptukoctepounu Ha Cenmuiia 44.

IIpoxbmkuTETHATa PEMUCHS C€ ONPEAENs KaTo YacTHYHA peMucus o Mayo npu > 80% mpu BCHUKH BU3UTH IPEIN
Cenmuna 44 1 yactidyHa pemucus no Mayo npu nociienHara Busura (Cenvuia 44).

CuMmnToMaTHyHaTa pEMHCHS ce ompeels Kato cyockop mo Mayo 3a gectora Ha aepexanusata 0 wim 1 u cyOckop 3a

peKTaiHo KbpBeHe 0.

+  KoMOGMHALWSATA OT CHMITOMATHYHA PEMHCHS 1 JTUTABHYHO O3/PABsIBAHE CE ONPE/ENs KATO CyGCKOp 33 4ecTOTa Ha
nedexanusara 0 wn 1, cyGekop 3a pexTainHo KbpBeHe 0 u eHaockorncku cyockop 0 wmm 1.

2 p<0,001

% p<0,05

Homunanuo 31aunmo (p < 0,001)

Homunanuo 3uauumo (p < 0,05)

be3 crartucriyecka 3HAaYUMOCT

braronpuaTHUAT eeKT Ha yCTEeKHHYMa0 BbPXY KINHUYHUS OTTOBOP, IUTAaBUYHOTO O3PABSBAHE U
KJIMHAYHATA PEMUCHsI € Ha0JII0JaBaH Py HHAYKIUS U MTOAIBPIKAIIO JIeUeHHE KaKTO TPH MAIeHTHTE
C HEyCIIeIIHA KOHBECHIIMOHAIHA, HO HE U OMOJIOTHYHA Tepamys, Taka U MPH NallUEHTUTE ¢ Hai-MaJiko
€lHa MpeJIIIecTBalla HeyclenIHa Tepanus ¢ aHtaroHuct Ha TNFo, BKIIOYUTENHO NpH MallUEHTH,
KOHTO ITbPBUYHO HE ca ce MOBJIHSIM OT Tepanus ¢ anTaronuct Ha TNFa. braronpusiten edekr e
HaOJIrOIaBaH CHILO U MPH WHIYKIHS NPH MAUEHTH ¢ Hali-MaJIKo €IHa HEeyCIIEIIHA MPe/IIecTBaIa
Tepanus ¢ antaroHucT Ha TNFo u Benonmsyma0, Ho OposIT Ha MALMEHTUTE B Ta3H NOATPYIa € TBbPIE
MaITbK, 32 J]a C€ HANpaBsAT KATETOPUYHH 3aKJIFOYCHHUS] OTHOCHO OJIaronpusTHUS €peKT 1o BpeMe Ha
MIOIbPIKAIAaTa TEPAIINS B Ta3U IPYyIIA.

Hayuenmu, nosiuseawu ce om unoykyusi ¢ ycmekunymao na Ceomuya 16

Ha marnuenTtuTe, TeKyBaHH ¢ yCTEKUHYMa0, KOUTO HE ca MOTyduiiud oTroBop Ha cenmuna 8§ B UNIFI-I,
e npuioxeH 90 mg ycrekunymao s.c. Ha cenmuna 8 (36% ot nauuenrure). Ot T1x 9% ot
MAIMEHTUTE, KOUTO IThPBOHAYAIHO Ca PAaHIOMHU3MPAHU 32 MMOJIy4aBaHe Ha MMPEeNopbYNTeTHaTa
WHAYKIWOHHA 7034, TOCTUTAT KIMHUYHA peMHCcHs, a 58% MocTUraT KIMHUYEH OTTOBOp Ha

Cenmuna 16.

[NaruenTure 0€3 KIMHUYEH OTTOBOP KbM MHIYKIUS ¢ YCTEKMHYMa0 Ha ceaMuIia 8§ B MPOy4YBaHETO
UNFI-I, Ho ¢ oTroBop Ha cenmuna 16 (157 maipeHTn), ca BKIIOYEHH B HEPaHIOMHU3MpaHATa 4acT Ha
UNIFI-M u ca nmpoapiKiTi 1a TIOTy4aBat Mo bpiKaIlia 1032 Ha BCEKH 8§ CEIMUIIM; TOBEYETO OT TE3U
nanuenTu (62%) momabppkat oTroBopa, a 30% mocturaTt pemMucHs Ha cenMuia 44.

IIpoovidicenue na npoyysanemo

B UNIFI nauuenTure, 3aBbpIIKIN IPOYYBAHETO 10 ceamuua 44, ca moaxosIy 1a IpoabIKaT Jieye-
HHUETO B POABIDKEeHUE Ha mpoyuBaHeTo. Cpen 400-Te manueHTy, KOUTO ca BKIIFOYSHH Ha U JIEKyBaHH
¢ ycrekuHyMab Ha Bceku 12 win 8 ceaMuUIy B IPOIBIDKEHUETO Ha MPOYYBAHETO, CHMITTOMATHIHATA
pemucHst 0OOMKHOBEHO ce 3amna3sa 10 200-Ta ceMuIia mpu NaeHTy, ¢ HeyClenHa KOHBEHI[MOHAIHA
(HO He 1 OMOJIOTHYHA Teparnus) U Te3H C HeYCIelHa ONOIOTUYHA TepaIlusl, BKIFOUUTEIHO TE€3H C HEYC-
nex kakto ¢ auTu-TNF, Taka u ¢ Begonuzymad. Cpen manueHTUTe, KOUTO ca TOMYIHIH 4-TOUTITHO
JIEYeHUE C YCTEKHMHYMal U ca OI[EHEHH C IIOMOIITa Ha TBITHUS cKop 1o Mayo 3a morppikane Ha cel-
muta 200, ceorBeTHO 74,2% (69/93) 11 68,3% (41/60) moambpKaT 3a3ApaBIBaHETO HA JIMTABUIIATA U
KIIMHAYHATA PEMHUCHSL.
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He ca ycranoBeHr HOBU ChOOpaKeHHs 32 O€30MACHOCT IPU TOBA MPOABIDKEHHUE HAa TIPOYYBAHETO MPH
MAINEHTH C YIIIEPO3CeH KOJINT, JIEKYBaHH JI0 4 TOIWHHU.

Enoockoncko nopmanusupane

EnpmockonckoTo HOpManu3upaHe € onpeAesieHo KaTo eHA0CKONCKH cyockop mo Mayo 0 u e
HabmogaBaHo omre Ha cenmuiia 8 B UNIFI-I. Ha ceqmuta 44 or UNIFI-M To ce moctura mpu 24% u
29% OT manueHTUTE, JISKyBaHH C YCTEKHMHYMa0 ChOTBETHO HA BCEKH 12 MK 8 CeIMHIIM, B CPAaBHCHUE
¢ 18% ot nauneHTuTe B rpymnara ¢ mianeoo.

Xucmonoeuyno u Xucmo-eHOOCKONCKO TUSA8UUHO 030passeéane

XHUCTOIOTUYHOTO 03/IpaBsiBaHe (OMpeAeiicHO KaTo HeyTpoduiHa nHGuATpanus B < 5% OT KpUNTHTE,
0e3 paspyimaBaHe Ha KPUITHATE U 0€3 €pOo31H, YIIIEePaIny WIH TpaHyJIallMOHHA ThKaH) € OIIEHSBaHO Ha
ceqmuna 8 B UNIFI-I u na Cenmunia 44 8 UNIFI-M. Ha cenmunia 8, cnes enHOKpaTHa HHTPABEHO3HA
WHAYKIIMOHHA 71033, 3HAYMMO T1O-TOJISIM MPOICHT MAI[MeHTH B TPyIaTa ¢ MpenopbYuTeIHaTa 103a
MOCTUTAT XMCTOJIOTUYHO 031paBsiBaHe (36%) B cpaBHEHHE ¢ TAIIMEHTUTE B Tpymara ¢ miaredo (22%).
Ha Cenmuma 44 nogaepikade Ha To31 e(heKT ce HaOIoaaBa pH 3HAYUMO TTOBEYE MAIMEeHTH C
XHCTOJIOTMYHO O37[paBsiBaHe B TPyIHUTE C ycTeknHyMal Ha Besikal2-ta ceqmuua (54%) v Ha Besika 8-
Ma cenmutia (59%) B cpaBHeHwue ¢ miane6o (33%).

KomOunmpana kpaiiHa TOYKa — XMCTO-EHIOCKOIICKO JIMTABUYHO O37]paBsiBaHe, ONMPEAETICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTAaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHe, € OLCHEHA Ha CeIMUIIA 8 B
UNIFI-1 u Ha ceqmuia 44 8 UNIFI-M. [lanmentuTe, morydaBani yCTeKHHYMa0 B MpemopbYnTeTHATA
J103a, TIOKa3BaT 3HAYMMO MOJJOOpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsBaHE Ha ceJMHUIIa 8, B rpynara ¢ yctekuayMad (18%) B cpaBHeHHe ¢ rpymnata ¢ miane6o (9%).
Ha cenmunia 44 mogmbpprxane Ha To3u e(eKT ce HaOIIoJaBa Mpy 3HAYUMO ITOBEYE MAI[eHTH C XUCTO-
€H/I0CKOIICKO JINTaBUYHO O37paBsiBaHE B TPYIHUTE C yCcTeKnHyMab Ha Besika 12-ta ceamuna (39%) u Ha
Besika 8-Ma cenmunia (46%) B cpaBHeHUe ¢ iaine6o (24%).

Kauecmeo na srcusom, cevp3ano cve 30pasemo

KauecTBOTO Ha )KUBOT, CBBP3aHO ChC 3/IPABETO, € OLICHIBAHO Ype3 BBIPOCHUK MpH BB3MAIUTEITHU
3abonsiBanus Ha yepsara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bbnpocuunute SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I naruentute, mojy4aBaiv yCTeKUHYMa0, OKa3BaT 3HAYUMO MO-TOJIIMO U
KJIMHHYHO 3HAYUMO 11o100penune Ha obmust IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHE C 11a1e00.
ToBa mogoOpeHne ce MoAIbpIKa MPH MAIMEeHTHTE, JeKyBaHu ¢ ycTekuayma0o, B UNIFI-M no
ceamuiia 44, TTogoOpeHneTo Ha KaueCTBOTO Ha JKHUBOT, u3MepeHo ¢ IBDQ u SF-36, o0ukHOBEHO ce
MOJTBPIKA MPEe3 ISUTOTO MporbnkeHue 10 ceamutia 200.

[NaruenTuTe, MOy4aBaaIld yCTEKUHYMa0, UMAT 3HAYUMO TO-TOJISIMO TI0JJ0OpPEHUE Ha MTPOYKTHBHOCTTA
npu paboTa, OIIeHEHO Ype3 MO-TOISIMO HaMmallsiBaHe Ha O0IIOTO HapyIIeHre Ha paboTara U Ha
HapyILIaBaHETO Ha aKTUBHOCTTA, OlIecHEeHH upe3 BrlipocHuka WPAI-GH, oTkonkoTo nmauuenrure,
MOJTyYaBajy ranedo.

Xocnumanuzayuu u onepayuu, cevp3anu c yayeposen xoaum (YK)

Ho cenvurra 8 8 UNIFI-I mporieHTHT Ha YIaCTHHIATE C XOCITATATN3aIINN, CBBp3anu ¢ YK, e 3HaunMo
MO-HUCHK TPU YYACTHUIUTE B IpyNara ¢ NpenopbynTesHaTa 103a ycrekuaymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIIUTE B Tpymnara c miamnedo (4,4%, 14/319), kaTo HUKO# OT y4aCTHUIUTE,
MOJTy9aBaIM YCTEKMHYMaO B MPETIOPHUNTEITHATA MHAYKITHOHHA 1032, HE € TMOJIOKEH Ha OTIeparlvs,
cebp3ana ¢ YK, B cpaBuenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipynara ¢ miamedo.

Ho cenmuna 44 8 UNIFI-M 3HaunMo no-HUCHK Opolt xocnuranu3amnuu, cBbp3anu ¢ YK, e
HaOJII0/JaBaH MPU YYaCTHUIMTE B KOMOMHUpaHaTta rpyma ¢ yctekunymao (2,0%, 7/348) B cpaBHeHHE ¢
Y4acTHHUIMTE B rpymnara ¢ miamnebo (5,7%, 10/175). UucneHno nmo-manbk Opoii yYaCTHHIIM B TpyIiaTa ¢
ycrekunymab (0,6%, 2/348) ca moanoxxeHnu Ha onepanys, cBbp3ana ¢ YK, B cpaBHeHHe ¢
y4acTHHUIMTE B rpymnara ¢ miamnebo (1,7%, 3/175) no cenmuiia 44.
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HmyHorenHoct
Ilo Bpeme Ha jeueHHe ¢ yCTeKnHyMal MOraT Jia ¢ce Pa3BHUAT aHTUTENA CPEIly YCTCKUHYMao u

MOBEYETO OT TAX ca HeyTpanusupamy. OOpa3yBaHETO Ha aHTHTENA Cpelly YCTeKHHyMal € CBBbpP3aHo ¢
HOBHIIICH KIUPBHC HAa YCTEKHHYMAa0 MpH nmarueHTy ¢ 6onect Ha Crohn wim yneposen konut. He e
HaOronaBaHa HaMmaseHa eukacHocT. He ce HabmoagaBa o4eBUIHA 3aBUCMMOCT MEKAY HATUIMETO Ha
AHTHTENA CPelly YCTeKMHYMa0 U MOsBaTa Ha PeaKklry Ha MSICTOTO HAa MHKEKTHUPaHe.

[enuatpuyna monynamus

EBpomneiickaTa areHIus mo JeKapcTBaTa oTiara 3aIbJDKEHUETO 3a MPEJAOCTaBIHE HA PE3YITATUTE OT
MPOyYBaHUATA C YCTEKMHYMa0 B ¢/IHA WIX TIOBEUE MOATPYITU HA MIeAMATPUYHATA TIOIYJIALUS TIPU
6onect Ha Crohn u ynmeposen konut. [IpeaBapuTenHo HalTbIHEHATa MTMCANKA HE € POyYBaHa MPH
nenaTpUYHATA MOMyJIalKs U HE Ce TPENopbhbuBa 3a yrnoTpeda mpu neAuaTpruIHu MalueHTH.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

AOGcopOrus
Menmnanara Ha Bpeme 3a TOCTUTaHe Ha MaKCHMallHa CepyMHa KOHIIEHTPAIUS (tmax) € 8,5 THU cien

€HOKPATHO NpuiiokeHre Ha 90 mg nMoAK0KHO IPH 3ApaBU MAaUMEHTU. MennaHata tmax Ha
YCTEKMHYMa0 Ccjiell €IHOKPATHO MpHIIoKeHue Ha 45 mg wiu 90 mg 1moAK0KHO TPH MALUEHTH C
TICOPUA3UC ca CXOAHM ¢ HaOII0AaBaHUTE MPH 3paBU MallUEeHTH.

AbcomoTHaTa OMOHANMYHOCT Ha yCTEKUHYMa0 cliell eTHOKPATHO MOIKOKHO TPUIIOKEHHE €
n3uncieHa Ha 57,2% npu narueHTH ¢ Mcopuasuc.

PasnpeneneHue
MenuanaTta Ha oOeMa Ha pas3npezelieHue B TepMuHaiHara ¢asa (Vz) ciies] eTHOKpaTHO HHTPaBEHO3HO

TPUIIOYKEHUE TIPY TIAIMEHTH ¢ TICOprasuc Bapupa ot 57 mo 83 ml/kg.

buoTpanchopmarus
ToYHUAT BT HA META0OJIM3UPAHE HA YCTEKUHYMA0 HE € U3BECTCH.

EnvMunupane
Mennanata Ha cucteMHus KiupbHC (CL) ciaen enHOKpaTHO MHTPABEHO3HO MPHIIOKEHUE TTPU

MAIUEeHTH C icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Mennanara Ha nonyxuBoTa (ti2) Ha
YCTEKHHYMa0 € MpUONM3UTENTHO 3 CeIMHULHM IPH MALMEHTH ¢ TICOPUa3HUC, ICOPUaTUICH apTPUT, Oonect
Ha Crohn mnm yneposeH Kot 1 Bapupa ot 15 70 32 1HM BbB BCHUKH MIPOYYBaHUs HA TICOPHA3UC U
ncopuatrueH apTput. ChIriacHO MpoBe/ieH PapMaKOKWHETHYEH aHAIN3 Ha MOIYJIAIUATA IPUBHHHAST
kiupbHC (CL/F) n npuBuanust o6em Ha pasnpeaeinenue (V/F) ca cporBetno 0,465 1/d n 15,7 | npu
nanueHTH ¢ ncopuasuc. CL/F Ha ycTeknHymab He € 3aBUCHM OT 1osia. Pe3ynraTu oT nomyianioHeH
(apMaKOKHHETHYEH aHaJM3 [TOKAa3BaT, Y€ MMa TeHCHIU KbM T0-BHCOK KIIMPBHC HA YCTEKHHYMaO
NIpY TALMEHTUTE, A NOJI0XKUTENICH Pe3YITaT Ha U3CIEIBAHETO 3a aHTHUTEIIA CPEIly yCTeKUHyMao.

JInHEeWHOCT Ha Jj103aTa

CucremHaTta excrio3uiust Ha ycTeKnHyMao (Cmax 1 AUC) ce yBennuaBa 1o Ha4uH, IPUOTU3UTETHO
MIPOMOPIIMOHAJIEH Ha J103aTa, CJIe] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHUE Ha 103U B TpaHMIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg unm ciesi eJHOKPATHO MOAKOKHO MPHUIIOKECHUE Ha JIO3H B TPAHUIATA
Mexay 24 mg u 240 mg npu MayueHTH ¢ COpHas3uc.

EnunuyHa cpelly MHOroKpaTHa J103a

[IpodpwmnTe Ha cepyMHA KOHIICHTPALIUSA-BpEME Ha YCTEKHHYMAO ca MIPUHIUITHO MPEABUIUMH CJIE]T
MOJIKOKHOTO MPUJIOKEHNE HA €THOKPATHU U MHOTOKPATHU 103U. [Ipy manueHTH ¢ ncopuasuc
CTallMOHAPHUTE CEPyMHH KOHIIEHTPALK Ha YCTEKHHYMab ca JOCTUIHATH B ceAMulIa 28 cien
IEPBOHAYATTHYU TOJIKOXKHH 1031 B ceamuity 0 u 4, mocienBaHy OT JI03M Ha BCEKH 12 ceaMmuIIn.
Mennanara Ha cTalfiOHapHaTa cepyMHa KOHIIEHTpalys € B rpanunuTe Mexay 0,21 pg/ml u

0,26 pg/ml (45 mg) u mexny 0,47 ng/ml u 0,49 pg/ml (90 mg). Hama oueBuaHO KymMynupase B
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cepyMHATa KOHIIEHTpAIKs Ha YCTEKHHyMab ¢ BpEMETO, KOTaTo ce IpHiIara ImoaKoKHO Ha BCEKH
12 cegmur.

IMTpu manuenty ¢ 6omect Ha Crohn u ymmeposeH KOMUT el HHTpaBeHO3Ha 103a ~6 Mg/Kg ce mpuiara
MOJIKOYKHA MOIIbprKamia Tepamus ot 90 Mg ycreknaymab mpes3 8 niw 12 ceMuIty, KOATOo 3amovBa Ha
cenmuiia 8. KoHIleHTpalys Ha YyCTEKHHYMa0 B CTAIIMOHAPHO ChCTOSIHUE CE€ JIOCTUTA KbM HAYaIO0TO Ha
BTOpaTa NoAabprKamia go3a. [Ipu namuenTu ¢ 6onect Ha Crohn menuanara Ha Hail-HECKUTE
KOHIICHTPAIIMHU B CTAI[HOHAPHO CheTOstHUE Bapupa ot 1,97 pg/ml o 2,24 pg/ml u ot 0,61 pg/ml mo
0,76 pg/ml 3a ycrexkunymad 90 mg cboTBeTHO mpe3 8 ceamurm wiu npe3 12 ceamurm. [Ipu nmanueHTn
C yJLEpo3eH KOIUT MeJMaHaTa Ha Haii-HUCKUTE KOHLIEHTPALMH B CTALIHOHAPHO CHCTOSIHUE BapHpa OT
2,69 pg/ml 1o 3,09 ug/ml u ot 0,92 ug/ml g0 1,19 pg/ml 3a 90 Mg ycreknnymad Ha Bcekd 8 ceMHIIN
WM Ha Beeku 12 cemmunu. Hali-HuCKUTE HIBA HA YCTEKWHYMAO B CTAIMOHAPHO ChCTOSHUE, TIOTYYCHH
npu 90 mg ycTekuHymab mpe3 8 ceAMUIH, ca CBbP3aHH C TI0-BHCOKA YECTOTa Ha KIIMHUYHA PEMHCHS B
CpaBHEHHE C Hal-HUCKHUTE HUBA B CTAlIMOHAPHO ChCTOsTHHE ciiex 90 mg npe3 12 ceamuiy.

Bausnue Ha TErnoTo BEpXy (hapMakoKMHETHKATa

B IMPOBC/ICH MOITYJTallMOHCH (I)apMaKOKI/IHCTI/I‘-ICH aHaJIn3, KbJACTO Ca U3II0JI3BaHNU JaHHHU OT ITallTUCHTH
C IICOpHA3MC € KOHCTATUPAHO, Y€ TEJICCHOTO TETJIO € Hal-3HaYMMaTa KoBapuara, BIUseIa BbpXy
KIMpbhHCa Ha ycTeknHyMa0. Menuanara Ha CL/F npu manmenTn ¢ Terno > 100 kg e mpubnuzurenHo ¢
55% mno-Bucok B cpaBHenue ¢ nanueHTH ¢ Terao < 100 kg. Meananara va V/F npu nauueHTH ¢ TEriao
> 100 kg e mpubmmsutenHo ¢ 37% mo-BUCOK B cpaBHeHHE ¢ manueHTy ¢ Teryo < 100 kg. Mennanata
Ha MHHUMAJIHU CEpyMHH KOHIICHTPAIMU HA YCTeKMHYMa0 MPH MalMEeHTH C MO-TOJSIMO TETJIO

(> 100 kg) B rpymaTa ¢ m03a 90 mg ca mogo0HH Ha TE3U MPH MalMeHTHTE ¢ mo-Maako Terio (< 100 kg)
B rpymarta ¢ 103a 45 mg. [ToqoOHu pe3ynraty ca nmojay4eHH OT MOTBbPAUTEICH (hapMaKOKHHETHYCH
HOMYJIAIIMOHEH aHAJIM3, KBJIETO Ca M3IOJI3BAHH JIAHHU OT MAMeHTH C IICOPUATHYCH apTPUT.

KopurupaHe Ha yecToTaTa Ha NPUIOKCHHUE

B®b3 ocHOBa Ha Ha0JI0IaBaHUTE JaHHY U NommyJiaruonauTe OK ananusu nmpu naueHTy ¢ 00JIecT Ha
Crohn u ¢ yiiepo3eH KOJUT paHIOMU3HPAHUTE YIaCTHHUIIN, KOMTO IIPECTAHAT Ja CE TIOBJIUSIBAT OT
JICYCHUETO, UMAT MO-HUCKU CEPYMHHU KOHIICHTPAIIUY Ha YCTEKUHYMaO BbB BPEMETO B CPAaBHCHHE C
YUYACTHHUIIMTE, KOUTO HE ca 3aryouau otroBop. IIpu 6oectra Ha Crohn kopurupaseTo Ha go3ara OT
90 mg Ha Bceku 12 cenmuin Ha 90 mg Ha Bceku § CeIMUIIN € CBhP3aHO C MOBHINIABAHE HA Haii-
HUCKHUTE KOHIIEHTPAIIMU Ha yCTEKHHYMa0, KaTo TOBA C€ CHITTCTBA C MIOBUIIIABAHE HA €(PUKACHOCTTA.
ITpu ynueposen konuT nomynanuoned @K mMozen nmokassa, 4e KOpurupaHeTo Ha go3ara oT 90 mg Ha
Bcekn 12 cenMuIy Ha 8§ ceIMHIIA MOJKE JIa C€ OYaKBa J1a JIOBeE /10 3-KpaTHO yBeIMYCHNE Ha Hali-
HUCKHWTE KOHIIEHTPAIIMU Ha yCTEeKHHYMa0 B CTallMOHApHO ChcTOsHUE. OCBEH TOBa, Bh3 OCHOBA Ha
JIaHHU OT KJIMHUYHUTE U3MUTBAHUSA, TIPH MAIMECHTH C yJIIIEPO3€H KOJHUT € YCTAHOBEHA MOJIOKUTEITHA
BpPB3Ka EKCIO3UIUS-OTTOBOP MEXIY Hal-HUCKUTE KOHIICHTPAIIMH U KIIMHUYHATA PEMUCHUS U
JUTaBUYHOTO O37[paBsBaHE.

CrernmanHu MoIyJIalnn
Hsma Hannyau hapMaKkOKHMHETHYHU JaHHU MTPU MAIMEHTH C yBpeaeHa ObOpeYHa WK YepHOApoOHA
¢byukuus. He ca mpoBe/ieHH KOHKPETHU NMPOYYBAHMS TP MAIHESHTH B CTApUeCcKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha yCTCKI/IHYMa6 KaToO LAJIO € CPpaBHHUMA MCKAY MALIUMCHTH C IICOPHUA3UC U
YIOEpO3€H KOJUT OT a3UATCKU U HCA3UATCKU NPONU3XOM.

[Ipu manmenTu ¢ 6osect Ha Crohn ¥ yIiepo3eH KOJIUT BapuaOMIHOCTTA Ha KJIMPbhHCA HAa YCTEKMHYMa0
Cce MOBJIMSBA OT TEJIECHOTO TErJI0, HUBOTO HA CEPYMHHA aJIOYMUH, TI0J1a M CTaTyca IO OTHOIIEHHE Ha
aHTHTENIaTa CPelly YCTEeKHHYMa0, JIOKaTo TEIeCHOTO TETJIO € Hali-3HauuMaTa KOBapHaTa, BIHseIa
BBpXY 00eMa Ha pasnpeseneHue. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHCHT ce moBnusBa ot C-
PEeaKTUBHUS MIPOTEHH, CTaTyca M0 OTHOLICHUE Ha HeyclieX Ha jJedeHneTo ¢ TNF-anTaronuctu u
pacata (a3uaTCKy CIpsIMO Hea3WaTCKH MPOM3X0o[). Bbr3aelicTBHEeTO Ha TE3U KOBApUATH € B pAMKHTE Ha
+20% oT TUNIMYHATa WK pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, mopajau ToBa He €
HeoOXoIMMa KOPEKIHsI Ha J103aTa 3a Te3u koBapuaTH. EmHoBpeMeHHara ynorpeba Ha
MMYHOMOJIyJIaTOPH HAMA 3HAYUTEIHO BIMSHNE BbPXY Pa3NpeleIeHUEeTO Ha YCTEeKHHYMao.
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Pesynratu ot apMakoOKHHETHYEH aHAIM3 Ha MOMYJIAIMTA He TIOKa3BaT BIMSHIE Ha TIOTIOH WK
aJKOXO0J BBPXY (papMakOKMHETHKATA Ha YCTEKHHYMaO.

buonanuunocTTa Ha yCTeKI/IHYMa6 CJICd MPUJIIOKCHUC CHC CIIPUHIOBKA WJIN MPEABAPUTCIIHO
HaITbJIHEHA ITUCaJIKa € CpaBHUMA.

[IpeaBaputenHo HaITbIHEHATA MUCAJIKA HE € IPOyYBaHa MpHU NeAuaTpUyHaTa MOIyIalus U He Ce
MperophYBa 3a ynorpeda npu NeIuaTpUIHN MAIUeHTH.

Perynupane Ha CYP450 eH3umu

Edexrure na IL-12 nnm IL-23 Bbpxy perynupanero Ha CYP450 ensumure ca omeHeHu B in Vitro
MpOyYBaHe C M3MOI3BaHEe HA YOBEIIKH XEMaTOIUTH, KOeTo moka3Ba, de 1L-12 w/umm IL-23 ¢ HuBa ot
10 ng/ml He nmpomMeHsT akTrBHOCTTA Ha "oBerikuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; Bk. Touka 4.5).

5.3 IlpeakJUHHYHHU JAHHH 32 0€30MACHOCT

HexnmuHandHWTE TaHHN HE TIOKAa3BaT OCOOEH PUCK (HAIp. TOKCHYHOCT Ha OpraHHTe) 3a Xopa Ha Oa3aTa
Ha M3MIUTBAHUATA 32 TOKCUYHOCT P MHOTOKPATHO IIpUjIaraHe, TOKCHYHOCT 33 Pa3BUTHETO U
PENpOAYKTUBHA TOKCHYHOCT, BKIIFOYHTEIHO U (JapMaKOJIOTUYHUTE OIIEHKH 3a Oe3omacHocT. [1pu
MPOYYBaHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOJYKTHBHA TOKCHYHOCT MPHU IBJITOOMAIIATH MaKaIH
He ce HaOIIroJaBaT HeXxeNnaHu epekTH BrpXy (pepTHiuTeTa MpU MBKKHUTE, KAKTO U BPOJCHH JePEeKTH
WJIM TOKCUYHOCT 3a pa3BUTHETO. He ce HabmoaaBar HexxenaHu epeKTH BbpXy QpepTUinTeTa mpu
JKEHCKHTE MPH yrnoTpedaTa Ha aHATIOTMYHO aHTUTsUIo cperty 1L-12/23 nmpu Muky.

Jlo3oBHTE HHBA B MPOYYBaHUS P )KUBOTHH ca O30 45 ITBTH ITO-BUCOKU OT Hail-BUCOKaTa
€KBHMBAJIEHTHA 71034, IPEBIKIaHa 32 MPUIIOKEHHE TIPU MTAllUEHTH C TICOPUA3UC, U BOJAT 10
MaKCHMAaJIHU CEpYMHH KOHIIEHTpAIUK Mpu MaitMyHH, KouTo ca Haja 100 mbTH MO-BUCOKHU OT
KOHILIEHTpAaLMKTE, HAaOII0JaBaH! TIPU XOpa.

He ca nmpoBexaanu mpoy4yBaHHs 3a KApIUHOTEHHOCT C YCTEKMHYyMa0 Mopaay JIMIcaTa Ha MOIXOASIIN
MOJIEJIH 3a aHTHUTSUIO 0e3 KPbCcTOCaHa peakTUBHOCT KbM IL-12/23 p40 Ha rpuzayn.

6. DOAPMALEBTUYHU JAHHU

6.1 Cnucbk Ha IOMOIIHHUTE BelIeCTBA

L-xuctuouu

L-XHCTHANHOB MOHOXUAPOXJIOPU MOHOXUAPAT

IMomucopbar 80 (E433)

3axapo3a

Bopa 3a umxexknun

6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha Ipoy4YBaHUs 32 HEChBMECTUMOCTH, TO3M JICKAPCTBEH MPOIYKT HE TPsOBa J1a Ce cMecBa C
JIPYTH JICKAPCTBEHH MPOTYKTH.

6.3 Cpok Ha romHocT

STELARA 45 mg nHXeKUMOHEH Pa3TBOP B MPEIBAPUTEITHO HAIThJIHEHA MTUCAJIKA
3 roauHu

STELARA 90 mg nHXeKIIMOHEH pa3TBOP B NPEJABAPUTEIHO HAITHIHEHA MHCAITKA
3 roguHu

79



OTnenHUTE NPEABAPUTEIHO HAITBITHEHH MMUCATKU MOXKE JIa Ce ChbXpaHIBAT NP CTaifHa TeMIiepaTypa
10 30°C 3a MmakcuMyM eauH nepuos 10 30 I1HU B OpUrHHaJHATa KApTOHEHA OMAKOBKa, 3a J1a Ce
MPENasaT OT CBETIIMHA. 3alHIIeTe aTaTa, Ha KOSATO MPEIBAPUTEITHO HAIThTHCHATA TIHCAJIKa €
W3BaJIcHa 3a MTBPBU ITBT OT XJIAIMTHUKA U JIaTaTa Ha U3XBBPIISIHE HA 0003HAYCHUTE HA BHHIITHATA
KapTOHEHa OMaKkoBKa MecTa. J[ataTa Ha M3XBBPIISTHE HE TPsIOBa J1a € CJIe] OPUTHHAIIHHS CPOK Ha
TOJIHOCT, OTIICYaTaH BbPXY KapTOHEeHaTa onakoBka. CieJ KaTo BeJHBXK MucaikaTa ¢ Ouia
chXpaHsiBaHa mpu ctaitHa Temnepatypa (10 30°C), T He TpsOBa /a ce BpbINa B XJIaUTHHKA.
U3xBBpIieTe mucankaTa, ako He ce U3I0JI3Ba Clie/l ChbXpaHEeHUE MPH CTallHa TeMIlepaTypa B pAMKHTE Ha
30 mHYU WM cliel N3THYaHE HA OPUTHHATHUS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KOE OT JIBETE
HACTBIIU TIO-PAHO.

6.4 CnenmuajJHM yCJI0BHUS HA ChbXpaHeHHUe

Ja ce cpxpansipa B xnamuiHuk (2°C — 8°C). [la He ce 3ampa3sba.

CoxpaHsBaiiTe peABApUTEITHO HATBITHEHATA MUCAJIKa B KAPTOHEHATA OMAKOBKa, 32 JIa Ce TPEANasu OT
CBETIIMHA.

Axo e HeO6XOHI/IMO, OTACITHUTE NPCABAPUTCIIHO HAIIBJIHCHU IMUCAJIKM MOKE Aa CC ChbXpaHABaT NIpU
craiina Temnepatypa 10 30°C (Bx. Touka 6.3).

6.5 Bwuxu chabpkaHNe HA ONMAKOBKATA

STELARA 45 mg vHXeKIMOHEH Pa3TBOP B NPEABAPUTEIHO HATBIHEHA MHCAIKA

0,5 ml pa3tBop B cipuHIOBKa OT cThKIO THM | 1 ml ¢ ¢pukcupana urna ot HepbxKIaEMa CTOMAHA,
MOHTHpaHa B TIPEIBAPUTEIIHO HAITBIHEHA MTUCAJIKa C TACHBEH MPEe/IIa3uTell Ha Urjara.
[Ipenna3urensaT Ha UIJIaTa B JOJTHATA Kallayka Ha IPEIBAPUTEIIHO HAITBIHEHATA MIHCANIKA ChABPIKA CYyX
€CTEeCTBEH KaydyK (IIPOU3BOJHO HA JIATEKC).

STELARA 90 mg WHXeKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA MUCATKA

1 ml pa3tBop B cipunIOBKa OT cTHKJIO THI | 1 ml ¢ ¢pukcrpana urna ot HepHKIaeMa CTOMaHa,
MOHTHpaHa B TIPEIBAPUTEIIHO HAITBIHEHA MTUCAJIKa C TIACHBEH IPEe/IIa3uTell Ha Urjara.
[Mpeama3uTensT Ha WriaTa B J0JIHATA Kalayka Ha PeJBAPUTEHO HAITbIHEHATA TIHCANIKA ChIIbpPIKa CYX
€CTECTBEH Kay4yK (IIPOU3BOTHO HA JIATEKC).

STELARA ce pa3znpocTpaHsaBa B OIIaKOBKa 10 1 TIpeiBapUTEIHO HAITBJIHEHA THCAJIKA.
6.6 CrhenunaJHM npeanasHu MEPKM NP U3XBbPJIsiHe U padoTa

PasTBOpbT B npenBaputenHo HambiiHeHaTa nucanka Ha STELARA He Tps6Ba na ce paskiamia.
Pa3tBOpBT TpsiOBa 1a ce MpoBEepH BU3YAIHO 332 HAJTMYMETO HA TBHPAY YaCTULM WM IPOMSHA HA LIBETa,
Hpesu J1a ce MPUIOKH HOAKOKHO. Pa3TBOPBT € OUCTBP /10 JIEKO OMaNecleHTeH, Oe3BeTeH 10
OJICIOKBIIT U MOXKE Ja ChIIbPIKa HAKOJIKO JAPEOHU MOTYIPO3pavHH UK O YacTUIM TPOTeHH. To3u
BBHILECH BUJ HE € HEOOWYaeH 3a MIPOTEHHOBUTE Pa3TBOpPU. JlekapCcTBEHUAT MPOAYKT He TpsiOBa j1a ce
ynoTpebsBa, ako pa3TBOPHT € C MPOMEHEH LIBSIT WM MBTEH WJIN aKo B HETO ce 3a0eysI3BaT TBbPAU
yyxau yactuiy. [Ipeau npunarane STELARA TpsiOBa na gocTurae craifHa Temrepartypa
(npubaM3UTENHO 32 OKOJIO MOJI0BHH 4ac). IloapoOHu yka3aHus 3a ynotpeda ca npeaoCTaBeHH B
JIMCTOBKATA 3a MALHEHTA.

STELARA He chappika KOHCEPBAHTH, 3aTOBA HEU3IIOI3BAHUAT JIEKAPCTBEH POIYKT, OCTAHAT B
NpeBapUTEIHO HAITbJIHEHATa Icajka, He TpsaoBa aa ce n3noizBa. STELARA ce nocTass kato
CTepWJIHA MIPEIBAPUTEIHO HAITBIHEHATA MMHCAJIKa 32 eAHOKpaTHa ynoTpeba. [Ipexsapurento
HaIbJIHEHATa MTUCAJIKA He TPsOBa J1a ce M3II0JI3Ba MOBTOPHO. Hen3mon3BaHUAT JeKapCTBEH MPOIYKT
WIN OTHaIbYHUTE MaTEPUAITH OT HETO TPsIOBa J1a c€ U3XBBPJIAT B ChOTBETCTBUE C MECTHUTE
W3HUCKBaHMS.
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7. IPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

STELARA 45 mQ nHXeKIIMOHEH PAa3TBOP B IPEIBAPUTEIHO HAbJIHEHA HUCAJIKA
EU/1/08/494/006

STELARA 90 mQ nHXEKIIMOHEH PAa3TBOD B IPEIBAPUTEIHO HAITbIHEHA HUCAJIKA
EU/1/08/494/007

9. JATA HA ITBPBO PAZPEIIABAHE/IIO/ITHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBO pazpemaBane: 16 auyapu 2009 r.
Hata Ha nocienno nonHoBsiBane: 19 centemBpu 2013 r.

10. [ATA HA AKTYAJIMBUPAHE HA TEKCTA

09/2024

[MonpoOHa uH(popMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 1o JiekapceraaTa http://www.ema.europa.eu/.
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MPWIOKEHME I
MPOU3BOJUTEJINA HA BUOJIOTMYHO AKTUBHOTO
BEIECTBO U IPOU3BOJUTEJ, OTTOBOPEH 3A
OCBOBOJKJIABAHE HA APTUIN
YCJIOBUSI WJIM OTPAHUYEHUSI 3A IOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHUS 3A BE3OITACHA "
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT

82



A.  NIPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHOTO BEIIECTBO 1
INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTHUIN

HMe u aipec Ha IPOU3BOAUTEINTE Ha OMOJIOTHYHO AKTUBHOTO BCIICCTBO

Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden

Hunepnannus

Janssen Sciences Ireland UC
Barnahely

Ringaskiddy

Co. Cork

Hpnannus

HMe u agipec Ha IPOU3BOJIUTEIS, OTTOBOPEH 3a OCB060)KIlaBaHC Ha NapTUAUTC

Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
Hunepnannus

b. YCJIOBHUA WK OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT CE OTITyCKa MO OTpaHUuEHO JieKapcko npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTepucTika Ha IPOJIyKTa, Touka 4.2).

B. JAPYI'M YCJIOBUSI U UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanm aokjaanau 3a oezonacuoct (ITA/IB)

W3uckBanwmsra 3a mogaBane Ha [TAJIb 3a T0O3u JIeKapCTBEH MPOAYKT Ca MTOCOYCHH B CIIHCHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucsk), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIEBAIN aKTyaJIM3aLlH, ITyOJIMKYBaHH Ha €BPOIICHCKUS
yeOropTa 3a JeKapcTBa.

I'.  YCJIOBUSA U OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEGA HA
JIEKAPCTBEHMUS TPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[Ipurexatensat Ha pa3pemenuero 3a ynorpeda (IIPY) tps6Ba na n3BbpiIBa H3UCKBAHUTE JEHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIesIBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogoopenus 11YP,

npezacrased B Mozyn 1.8.2 Ha pa3pelieHueTo 3a ynorpeda KakTo 1 BbB BCHUKH CIIEABAIIU 0100peHn
akTyanu3anuu Ha ITYP.

Axryanusupan [IYP tps6Ba na ce mopasa:

o 1o “ckaHe Ha EBporelickaTta areHIus 1o JeKapcTBara;

o BUHArd, KOTaTo Ce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
MoJTydaBaHe Ha HOBa MH(OpPMAIHs, KOATO MOXKE Ja JOBEJE 10 3HAYMMHU IIPOMEHU B
CHOTHOIIIEHHUETO T10J13a/PHCK, WM CIIe] JOCTUTaHe Ha Ba)KEH eTal (BbB BPB3Ka C IMPOCIIEIIBaHEe
Ha JIeKapCTBEeHaTa 0E€30MacHOCT WJIM CBEXJIaHE Ha PUCKa 10 MUHUMYM).
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MNNPUJIOKEHUE III

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA KYTHS (130 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 130 mg xoHIeHTpart 3a nH(PY3HMOHEH pa3TBOP
YCTEeKHHYMab

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

Bceku ¢utakon chabpxa 130 mg yerekunymad B 26 ml.

|3.  CHOUCBHK HA HOMOIIHUTE BEIIECTBA

ITomowmnu BemectBa: EDTA nunarpuesa con quxunapat, L-xuctuaus, L-XucTuanHOB
MOHOXHJIPOXJIOPU MOHOXHIPAT, L-MeTHOHUH, osiucopOat 80, 3axapo3a, Bojia 3a MHKEKIIUU

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

Konnentpar 3a nuH(Yy31OHEH pa3TBOP
130 mg/26 ml
1 ¢makon

| 5.  HAYMH HA IPUWJIOKEHHUE U ITbT(MILA) HA BBBEKJIAHE

Ja He ce paskiara.

[Ipenn ynorpeba npoyereTe JTMCTOBKATA.

CaMo 3a eTHOKPATHO MPUIIOKEHHE.
WHTpaBEeHO3HO MPUIIOKEHUE CIIENT pa3pexIaHe.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.
Ja He ce 3ampassiBa.
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CroxpansBaiiTe (priakoHa BB BHHIIIHATA KAPTOHEHA OMIAKOBKA, 32 JIa CE TMPEATa3y OT CBETIMHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

13. TAPTHUIAEH HOMEP<, KOAOBE HA JAPEHUETO U HA ITIPOAYKTA>

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Ipuero ¢ ocHOBaHUE J1a He ce BKIOYM nH(popMaIus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

STELARA 130 mg xoHIeHTpat 3a HHPY3HMOHEH pa3TBOP
yCcTeKnHyMab

‘ 2. HAYMH HA ITPUJIOKEHUE

3a I.V. IpUIOXKEHUE Clie]] pa3pexaaHe
Ja He ce paskiama.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA T'OJHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

130 mg/26 ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA ®JTAKOHA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIMOHEH Pa3TBoOp
YCTEeKHHYMab

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

Bceku (uakon chabpika 45 mg ycrekunymab B 0,5 ml.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

[TomoIHH BelecTBa: 3axapo3a, L-XucTuanH, L-XUCTHINHOB MOHOXHPOXJIOPUI MOHOXHU/IPAT,
nosiucop6ar 80, Boja 32 MHKEKITUH.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

NHxeKuMoHeH pa3TBOp
45 mg/0,5 ml
1 ¢makon

| 5.  HAYMH HA IPUWJIOKEHUE M ITbT(MILA) HA BbBEKJIAHE

[a He ce paskiama.
IToaKoKHO NPUIIOKEHHE
[Ipenu ynorpeba npoyereTe JHMCTOBKATA.

6. CIIEHUAJIHO TPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEITA

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

‘ 7. APYI'U CHHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen mo:

‘ 9. CIHHEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja He ce 3ampa3siBa.
CexpansBaiiTe (prakoHa B KaApTOHEHAaTa OTIAKOBKA, 3a J]a C€ MPena3u OT CBETINHA.
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10.

CIIEIIMAJIHU ITPEAITAZHU MEPKU I1PU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT

TAX, AKO CE UBUCKBAT TAKHBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP HA PAPEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/001

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

STELARA 45 mg

| 17,

YHUKAJIEH HAEHTH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

| 18,

YHUKAJIEH HAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA ®JTAKOHA (45 mg)

1. HNME HA JIEKAPCTBEHUSA NTPOAYKT U IBbT(MIIA) HA BBBEXKIAHE

STELARA 45 mg nHXeKIIMOHEH Pa3TBoOp
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IIPEABAPUTEJIHO HAITBJIHEHATA CIIPUHIIOBKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIIMOHEH Pa3TBOP B MPEJABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika mpeaBapuUTeIHO HAITbJIHEHA CIIPUHIIOBKA ChABPXKA 45 mg ycrekunymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Boja 3a nwkekiuu. OmakoBKaTa, B KOSTO CE HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMBIHUTENHA HHPOPMALIUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXeKIMOHEH Pa3TBOP B NIPEABAPUTEIIHO HAITBIHEHA CIPUHLIOBKA
45 mg/0,5 ml
1 npenBapuTENHO HAITBIHEHA CIIPUHIIOBKA

| 5. HAYMH HA MMPUJIOKEHUE U MHT(MIIA) HA BbBEXKIAHE

Ha ne ce pasknamia.
[TonkoKHO TPUIIOKEHUE
[Ipenu ymorpeba mpoverere TUCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JTELTA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:
JaTa Ha U3XBbpIsiHE, IPU ChXPAHEHUE HA CTallHA TeMIiepaTypa:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.
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Jla He ce 3ampassiBa.

CoxpaHsBaiiTe MpeIBapUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 32 J1a Ce
Mpe/nasu OT CBETINHA.

Moske na ce cbxpaHsBa npu ctaitHa Temneparypa (10 30°C) 3a enun nepuon 10 30 1HH, HO HE TIO-
JUBJITO OT OPUTHHAIHHS CPOK HA TOMHOCT.

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/003

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 45 mg

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA CITPUHIIOBKA (45 mg)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

STELARA 45 mg nnxeknus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IIPEABAPUTEJIHO HAITBJIHEHATA CITPUHITOBKA (90 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika mpeBapuUTeIHO HAITbJIHEHA CIIPUHIIOBKA Chabpka 90 mg ycrekunymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Bosa 3a nwkekiuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMBIHUTENHA HHPOPMALIUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXeKIMOHEH Pa3TBOP B NIPEABAPUTEIIHO HAITBIHEHA CIPUHLIOBKA
90 mg/1 ml
1 npenBapuTENHO HAITBIHEHA CIIPUHIIOBKA

| 5. HAYMH HA MMPUJIOKEHUE U MHT(MIIA) HA BbBEXKIAHE

Ha ne ce pasknamia.
[TonkoKHO TPUIIOKEHUE
[Ipenu ymorpeba mpoverere TUCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:
JaTa Ha U3XBbpIsiHE, IPU ChXPAHEHUE HA CTallHA TeMIiepaTypa:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.

95



Jla He ce 3ampassiBa.

CoxpaHsBaiiTe MpeIBapUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 32 J1a Ce
Mpe/nasu OT CBETINHA.

Moske na ce cbxpaHsBa npu ctaitHa Temmeparypa (10 30°C) 3a enun nepuon a0 30 1HH, HO HE TIO-
JUBJITO OT OPUTHHAIHHS CPOK HA TOMHOCT.

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/004

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 90 mg

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA CITPUHIIOBKA (90 mg)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

STELARA 90 mg nmxekmus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

90 mg/1 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA IIPEJABAPUTEJIHO HAITbJIHEHATA MU CAJIKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIIMOHEH pa3TBOP B MPEJABAPUTEIHO HAITBIHEHA MUCAITKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika mpeiBapuTeIHO HAITbJIHEHA MMUCAIKa ChAbPKa 45 mg ycrekunymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Boja 3a nwkekiuu. OmakoBKaTa, B KOSTO CE HAMHpPA TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMbIHUTENHA HH(OPMALIUs BIDKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA TUCATIKA

45 mg/0,5 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpC[IBapI/ITeJIHO HallbJIHCHA NMHCAJIKA 3a CTHOKPATHO IMPUIIOKCHUC

‘ 5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEX/IAHE

OTBOPETE TYK

[a He ce paskinama.

[ToaKoKHO NPHIIOKEHHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO IPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
Jlata Ha U3XBBHPIISIHE, IPU CbXPAaHEHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIIMITHUK.

Jla He ce 3ampassiBa.

ChxpaHsBaiiTe MpeIBAPUTEITHO HATBJIHCHATA MTUCATKA B KAPTOHEHATa OMAaKOBKa, 3a JIa CE MPEANa3u OT
CBCTJIMHA.

Mosxe na ce chXpaHsBa pH craitHa Temmnepatypa (no 30°C) 3a equn nepuox 10 30 qHH, HO HE TIO-
JUBJITO OT OPUTHHAIHHS CPOK Ha TOJTHOCT.

10. CHEIUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/006

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 45 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OT BbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3msno "YkazaHusTa 3a yrnorpebda" nmpean ynorpeda.
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA TTUCAJIKA (45 mQ)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

STELARA 45 mg nnxeknus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

|6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA IIPEJABAPUTEJIHO HAITbJIHEHATA MUCAJIKA (90 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 90 mg nHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA MHCAITKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika mpeBapuTeIHO HAITbJIHEHA MUCaKa Chabpxa 90 mg ycrekunymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Bosa 3a nwkekiuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMbIHUTENHA HH(OPMALIUs BIDKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBIHEHA IUCAJIKA

90 mg/1 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpC[IBapI/ITeJIHO HallbJIHCHA NMHCAJIKA 3a CTHOKPATHO IMPUIIOKCHUC

‘ 5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEX/IAHE

OTBOPETE TYK

Ha ne ce pasknaiua.

[onkoXXHO TpUITOKEHHE

[Ipenu ynorpeda mpoyereTe JUCTOBKATA.

6. CIIEHUAJIHO IPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Jarta Ha U3XBBHPIISIHE, IPU CbXPAaHEHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIIMITHUK.

Jla He ce 3ampassiBa.

ChxpaHsBaiiTe MpeIBAPUTEITHO HATBJIHCHATA MTUCATKA B KAPTOHEHATa OMAaKOBKa, 3a JIa CE MPEANa3u OT
CBCTJIMHA.

Mosxe na ce chXpaHsBa pH craitHa Temmnepatypa (no 30°C) 3a equn nepuox 10 30 qHH, HO HE TIO-
JUBJITO OT OPUTHHAIHHS CPOK Ha TOJTHOCT.

10. CHEIUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/007

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 90 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OT BbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3msno "Ykazanusra 3a yrnorpebda" nmpean ynotpeda.
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA TTUCAJIKA (90 mg)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MIIA) HA BbBEXKJIAHE

STELARA 90 mg nmxekmus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

90 mg/1 mi

|6.  JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a noTpeduTeNs

STELARA 130 mg koHueHTpaT 3a MH(]pY3UOHEH Pa3TBOP
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOHTO nmpuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOKe J1a Ce HaJI0XH Jia S MPOYETETE OTHORO.

- AKO UMaTe HAKAaKBH JONbJIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexkap win gapmalieBT.

- AKO TIOJTyYnTe HAKAKBU HEXKEJIAHU PEaKIlny, yBeaoMeTe Bammus jiekap wiu papmanent. Toa
BKIIFOYBA M BCHYKU Bh3MOXKHU HEIKEIAHU PEaKIIMU, HEONTMCAHU B Ta3u JIMCTOBKA. BrokTe
TOuKa 4.

KakBo cbabpika Ta3u JHCTOBKA

Kakso mpencrasnsBa Stelara u 3a kKakBO ce H3MOI3BA

Kakso TpsiOBa na 3Haere, npenu Aa usnonseare Stelara

Kak me ce mpunara Stelara

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wdE

1. Kakso npencrasiasipa Stelara u 3a KakBo ce U3110J13Ba

KakBo npeacraBiasia Stelara

Stelara chaBpka aKTUBHOTO BEIIECTBO ,,yCTEKHHYMAa0’, KOETO € MOHOKJIOHAITHO aHTHUTSLIO.
MOHOKIIOHATHUTE aHTUTEeNa ca IPOTEHHU, KOUTO Pa3lo3HaBaT U CBBbP3BAT ONpeNesIeHH CrielInDUIHN
MIPOTEHHH B OpraHU3Ma.

Stelara npuHaIexu KbM Ipynia JIeKapcTBa, HAPEUeHHU ,,uMyHocynpecopu”. Te3u ekapcTBa eiicTart,
KaTo HaMaJsiBaT aKTUBHOCTTA Ha YacT OT UMyHHAaTa CHCTEMa.

3a kakBo ce u3noJ3Ba Stelara

Stelara ce M3m03Ba 3a JIEUEHNE HA CIIEIHNUTE BB3MAINTEIHN 3200 IsIBaHU
. VYmepena 10 Texxka 6osect Ha KpoH — npu B3pacTHH

. YMepeH 10 TeXbK YIIEPO3eH KOJUT — IPU Bb3PACTHU

Boaect na Kpon

Bonectra Ha KpoHn e Bp3nanutento 3adomsBane Ha yepBara. Ako uMate 6osect Ha Kpon mbpBo 1m1e
Bu ce magar npyru nekapcTBa. AKO HE € TOBJIUSETE JOCTAThYHO WIM UMATE HEITOHOCUMOCT KbM TE3U
JekapcTBa, Moke 1a Bu ce mane Stelara 3a HamansiBane Ha MPU3HAIIUTE U CUMIITOMHTE Ha
3abonsaBanero Bu.

Yiauepo3en KoauT

VY IIIIepo3HHUAT KOJHT € Bh3MATUTEITHO 3a00JIsIBaHe Ha YepBaTa. AKO UMATe yIIEpOo3eH KOIUT, TbPBO
e Bu ce mamat apyru jgekapcTBa. AKO HE ¢e MOBIUABATE 100PE UM UMATe HEIIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe J1a Bu ce nage Stelara 3a HamaysiBaHe Ha MPU3HAIMTE U CUMIITOMHUTE Ha Barirero
3a00IIsIBaHeE.
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2. KaxBo Tps6Ba 1a 3HaeTe, mpeau aa udnoassare Stelara

He n3noassaiite Stelara

o AKO cTe aJIepru4HU KbM YCTeKHHYMA0 I HIKOS OT OCTaHAJINTE ChCTAaBKH HAa TOBA
JeKapcTBO (M30pOCHHU B TOYKA 6).
o AKO MMaTe aKTHUBHA MHpeKMs, KOATO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CHUTypHU JIajl¥ HAKOE OT M30POCHUTE TIO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
nexap wiu apManeBT, npeau aa usnonssare Stelara.

Ipenynpexnaenns: u NpeanasHu MepKU

I'oBoperte ¢ Bamus nexap uinu gapmarieBT npeau aa usnonspare Stelara. Bamusr igekap 1ie nposepu
ChCTOSIHUETO Bu npeau neueHnero. YBegoMeTe CBOS Jiekap 3a Besika Bara Gonect mpenu JIeYeHUEeTo.
Cromo Taka uHpopMHpaiiTe Bammms rekap, ako HACKOpO cTe OMJIM B KOHTAKT C YOBEK, KOUTO MOKE Ja
uMa TyOepKyIio3a. Bamust nekap me Bu npernena u mie HarpaBu u3ciieABaHe 3a TyOepKy103a, IpeaIu
na u3nonssate Stelara. Ako BammsT nekap cMsTa, 4e cTe U3JI0KESHH Ha PUCK OT TyOSpKy03a, MOXe
na Bu npeanuiie iekapcTia 3a JICYCHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIUU

Stelara Mo>xe 1a mpenn3BHUKa CEPHO3HU HEXXETAHU PEaKLY, BKJIIOYUTEIHO aJIePTUYHU PEaKIuU 1
nHpeknuu. TpsadBa na cnenuTe 3a onpe/esieHH IPU3HAIN Ha 3a00JIsIBaHus, ToKaTo npuemare Stelara.
Buxre ,,Cepro3nu HexenaH! peKaluy’’ B TOUKA 4 3a MBJIHUA CIIUCHK HA Te3U HEXKENaH! pPeaKlUu.

IIpean na usnoJsBare Stelara ungopmupaiite Bamus Jiekap:

. AKO HAIKOra cTe HMAJIM ajJlepruyHa peakuusi KbM Stelara. Axo He cTe CUTYpHH, IONUTANTE
Bammus nekap.

o AKO HSIKOTa CTe MMAJIH HSKAaKbB BUJI PaK — TOBA €, 3al[0TO UMYHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cuctema. ToBa MOJKe /1a IOBHILHM PUCKA OT PakK.

o AKO cTe JeKYBaHH 32 IICOPHA3KC C APYTH OHOJTOTMYHH JIEKapCTBa (JIeKapcTBo,

MPOM3BeJEeHO 0T OM0JI0rNYeH U3TOYHUK U O0UKHOBEHO NPUJIATAHO Ype3 MHKeKLMS) -
PHCKBT OT paK MOJKE J1a € MO-BHCOK.

. AKO MMaTe UM HACKOPO CTe MMAJIM HH(EeKUMs WM aK0 MMATe HAKAKBH HeoOMYaiHu
OTBOPH MO0 KokaTa (pucrtynan).

o AKO UMaTe HOBH WJIM IPOMEHSIIIN ce JIe3NH B yUaCThLUTE C IICOPUA3UC MU TI0
He3acerHaraTa Koxa.

o AKo mosy4yaBate Jpyro JeyeHHe 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaToO APYTHU

UMYHOCYTIpeCOpH WM (oToTeparusi (KoraTo TAJI0TO Ce JIeKyBa ¢ Tl yaTpasuosieToBa (UV)
cBeTnMHA). Te3u JeueHns ChII0 MOXKE JIa OTCIIA0AT YacT OT UMyHHaTa cucteMa. M3non3BaHero
Ha Te3H JieueHus 3aeHO cbe Stelara e e uscnenBano. Bp3mMoxkHO € 00aye, TO Ja yBeIndn
pHCcKa OT 3a00JIIBaHMsl, CBbP3aHM C OTcIa0BaHe HA UMyHHATa CHCTEMA.

° AKO ToJTy4YaBaTe WM HAKOra CTe MOJIyYaBaJu HHKEKINHU 32 JedeHHe Ha aJIlepruu — He €
M3BECTHO Jayu Stelara Moke j1a OKake BIUSHHE BbPXY TAX.
° AKO cTe Ha M Hajl 65 roIMHU — MOXe J]a CT€ TIO-CKIIOHHU KbM WH(EKIINH.

AKO He CTe CUTYPHH JIaJli HAKOE OT ropen3OpoeHnTe ce oTHacs 3a Bac, mocbBeTBaiite ce ¢ Bamms
nexkap wiM papManeBT, npeau aa usnonssare Stelara.

Hsikon manmeHTH noyvaBart JyIyc-IOA0OHN peakiuy, BKIIIOYUTEIHO KOXKEH JIYITyC epUTeMaToAec 1
Jymyc-og00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuHymal. ['oBopere BenHara ¢ Bamms sekap,
aKo TIOJIYYHTE YepPBEH, HAJUTHAT, JIIOIIEI] ce OOPHB, MOHAKOTa C TIO-THhMHH I'PAaHUIIH, B U3JI0XKEHHUTE
Ha CI'BHIIE YYaCThIN HAa KOXKaTa UM CTaBHU OOJIKH.

ChbpaeyeH MHPAPKT M HHCYJITH

WubapkT 1 nHCYATH ca HAOIIOAaBaHU B IPOYYBaHE MPH MAIMEHTH C TICOPHA3HC, JIEKYBaHU ChC
Stelara. Bammsar nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (HaKTOPH 3a ChpAEYHO 3a00IsiBaHe U
uHCYIT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 110 noaxoasul HauuH. HezabaBHO moTepcete
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MEMIIMHCKA ITOMOIII, aKO MOJIy4nuTe 00JIKa B I'bPAUTE, C1a00CT MiIM HeOOUYaWHO yCelllaHe OT eaHaTa
CTpaHa Ha TJIOTO, OTITYCHATOCT Ha JIMIIETO WIIM TOBOPHH FUIA 3PUTEITHH CMYIICHUS.

Jena v roHOImIMN
Stelara He ce npenopbuBa 3a ynorpeba mpu nena mox 18 roaunu ¢ 6onect Ha KpoH min yiieposeH
KOJIUT, 3allI0TO HE € MPOYYBaH NP Ta3H Bh3PACTOBA IPyTIa.

Jpyru nekapcrTBa, BakcuHu u Stelara
Tpsa6Ba na kaxere Ha Bammus riexkap wiu dhapMarienT:

o AKO ipreMaTe, HaCKOpO CTe IIPUEMaTH I € Bb3MOXHO Ja MPHEeMeTe IPYTH JIeKapCTBa.

. Axo Hackopo Bu e npaBeHa uiu rianupare Aa Bu ce npaBu BakcuHauus. J{okaTto n3mnoszBare
Stelara, HsKOM BHIOBE BakCHHHM (’KMBH BaKCHHH) HE TPAOBa Jia Ce Mpuiiarar.

. Ako cte momrydaBaiu Stelara mo Bpeme Ha OpeMeHHOCTTa, TpsOBa Jja KaKeTe Ha JeKaps Ha

0cOero Bu 3a neuenuero che Stelara, mpeau To a MONMyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHMTEITHO JKUBH BakcHHU, KaTo BIDK BakcuHa (M3mon3BaHa 3a npeamna3BaHe OT
TyOepKyJo3a). JKuBUTE BAKCHHU HE e TpernophuBar 3a Bamiero 6e0e npe3 mbpBUTE IBaHAICCET
Mecela ciell paXJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nexapsT Ha Bamero 6e6e He mpenopbya IpyTo.

BpemeHHOCT U KbpMeHe

o AKko cTe OpeMeHHa, cMsATaTe, 4Ye MOXKe Ja CTe OPeMEHHa WK TUIaHupaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bammms jekap npeau ynorpebara Ha TOBa JICKapCTBO.
o He e HaOmroiaBaH mo-BUCOK PUCK OT BpojcHH AcehekTu mpu Oedera, u3iokeHu Ha Stelara B

yTpobara. [lanauTe ot ynotpedara Ha Stelara mpu OpemMeHHHN KeHHn 00ade ca OrpaHUYCHH.
INopaau ToBa € 3a mpeanoYrTaHe Jaa ce u30srea yrnorpedbara Ha Stelara mo Bpeme Ha
OpeMEeHHOCT.

o AKO cTe JKeHa C ISTepOIeH MOTSHINAT, XKeJlaTeTHO € 1a He 3a0peMeHsBaTe U J1a U3I0JI3BaTe
MOIX OIS TPOTHUBO3adaThueH METO/I, KoraTo m3noisBare Stelara u mone 15 cenmury cnen
MOCJIeTHOTO IpuiaraHe Ha Stelara.

o Stelara Mo>ke 1a MpeMHHE Tpe3 IUIAleHTaTa B HEPOAEHOTO 6ede. AKo cTe monrydaBanu Stelara
1o BpeMe Ha OpeMeHHocTTa cH, 6ebeTo By Moke /1a iMa T0-BHCOK PUCK OT HH(EKITHS.
o BaxHo e n1a xaxkere Ha ekapute Ha Bamero 6e6e u qpyru MeJUIMHCKU CIIENUAICTH, aKo CTe

noiydvasaiu Stelara o Bpeme Ha OpEeMEHHOCTTa CH, IIpeau 0e0eTo /1a MoIyyH KakBaTo U J1a €
BakcuHa. JKuBu Bakcuny, kato BIXK BakcuHa (n3nomn3Bana 3a npeana3BaHe oT TyOepKys03a),
He ce mpernopbuBar 3a Bamero 6ebe mpe3 mbpBUTE ABaHAJECET Mecela Clie]] paskIaHeTo, aKo
cTe noiy4asaiu Stelara mo Bpeme Ha OpPEMEHHOCTTa, OCBEH aKo JieKapAT Ha Bamero O0ebe He
penoprya Jpyro.

. YcreknHymMad MoKe Jla IpeMUuHe B KbpMaTa B MHOTO MaJIKH KosmdecTBa. IlocbBeTBaiite ce ¢
Bamms siekap, ako KbpMUTE WK aKO IUIAaHUpATe J1a KbpmuTe. Bue u Bammst nexap tpsosa ga
pemmTe ganu TpsiOBa Ja KbPMUTE WM J1a n3nonssare Stelara - He paBeTe U ABETE.

Ilodupane u padoTa ¢ MAIIMHU
Stelara He moBMsBa WK TOBJIHSBA MPEHEOPEIKUMO CIOCOOHOCTTA 3a MIO(UpaHe U paboTa C MAITHHH.

Stelara cpabp:ka HaTpHIA

Stelara cpabpika mo-manko ot 1 mmol HaTpwii (23 mg) Ha /1034, T.€. MOXKE JIa ce Kaxe, 4e
MPaKTUYECKU HE ChABPXKA HATPUH.

IIpenu na Bu 0b1e npunoxen obave, Stelara ce cMecBa ¢ pa3TBOp, KOHTO ChIIbpxka HaTpuid. | 'oBopeTe
¢ Bammst nexap, ako cTe Ha JMeTa ¢ HUCKO ChIbpPXKaHHUE Ha HATPHIA.

3. Kak me ce nmpuiaara Stelara

Stelara e MMpEaHA3HA4YCH 3a yrIOTpe6a o pPbKOBOACTBOTO U KOHTPOJIA HA JICKAp C OIIUT B
JAWMarHoCTUuKaTra M JCYCHUECTO Ha bouecT Ha KpOH HJIK Ha YJICPO3CH KOJIUT.
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Barmmsr srexap e Bu nprnoxu Stelara 130 mg koruenTpar 3a HH(GY3HOHEH pa3TBOp KAIIKOBO BHB
BCHATa Ha pbKaTa (MHTpaBeHO3HA HH(Y3Hs) B MPOABIDKEHHE Ha Hall-Masiko enH Jac. [TochBeTBaiiTe
ce ¢ Bamms nekap 3a ToBa, Kora 1ie By ce mocTaBsIT HHKEKITUUTE M KOTa I ¢a CIICIBAIINTE
KOHTPOJIHU TIPETIIC/IH.

KakBo xoaudecTBO Stelara ce mpusara
BamusT nekap 1ie penm KakBo KomuecTBo Stelara TpsiOBa Ja MoJyduTe U 32 KaKbB IIEPHOJ OT BpeMe.

Bn3pacTau Ha 18 roquHu MM MO-roJieMHu

° JlexapsIT 11e M3YMCIIN IPETOPBHUNTENHATA 32 Bac 103a 3a nHTpaBeHO3HA HH(Y3HsI B3 OCHOBA Ha
TesiecHoTo Bu Terno.
Barrero TenecHo Terio Jloza
<55kg 260 mg
> 55 kg 10 <85 kg 390 mg
> 85 kg 520 mg
. Crien HavaHaTa MHTPABEHO3HA J103a 1iie Bu Ob1e npunokena ciensamniara qo3a 90 mg Stelara
Ype3 MHKEKIUS 01 KoxKaTa (MOAKOKHA WHKEKIIHS) el 8§ CeIMUIIM U CJIe/l TOBA Ha BCEKU
12 ceqmuin.

Kak ce npuiara Stelara

[TepBata no3a Stelara 3a sieueHue Ha GonecT Ha KpoH Wiy yiepo3eH KOJIHT ce Mpujara ot JeKap
KaIKOBO BbB BeHa B pbKaTa (MHTPABEHO3HA MH(PY3HS).

I'oBopete ¢ Bamms nekap, ako mMate BBIIPOCH OTHOCHO IpuiiaraneTo Ha Stelara.

AKo cTe npomycHaJu aa usnojassare Stelara
AKo cre 3a0paBHIM WK CTE MPOITyCHAIHM Yaca CH 3a IPWIaraHe Ha /103a, CBbpkeTe ce ¢ Bamms nekap
3a IUIaHUpaHEe Ha HOB 4ac.

AKo cte cupesiu ynorpedara Ha Stelara
He e omacno nia cripere ynorpebata Ha Stelara. Ako obaue st ciipete, BammuTe cuMrtToMmu Moxe J1ia ce
BBH300HOBSIT.

AKX0 UMaTe HSIKaKBH JIOIBIHUTEIIHA BBIIPOCH, CBBP3aHH ¢ YIOTpebaTa Ha TOBA JIEKAPCTBO, OMHUTANTE
Bamus nexap uiu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuuun

Kakro Bcuukmu JICKApCTBA, TOBA JICKAPCTBO MOXKE 1a MPEAN3BUKA HCIKCIAaHU PCAKIIUN, BBIIPEKU Y€ HC
BCCKM T' ITIOJTy4aBa.

CepuoO3HH HexkeJTaH! PeaKIuu
Hsikon maneHTH MoKe Ja MMaT CEpUO3HU HEXEJaH! PeaKiy, IPX KOUTO J1a C€ Hajlara CIIEIIHO
JIEUCHHUE.

AJIepru4HM peakIyu — MOsKe 1a U3MCKBAT clelrHo JedeHue. Unpopmupaiite Bamus
JieKap WM He3a0aBHO MOThpceTe CNelIHa MeAUIMHCKA TOMOIII, AKO0 3a0eseKuTe HAKOM OT
cJIeIHUTE MPU3HAIH.
. Cepuo3HnTE aIeprUYHA peakuH (,,anadumakcus’™) ca peKu Ipy Xopa, IpUeMaIlu
Stelara (mosxe na 3acernat 70 1 Ha 1 000 gymm). [IpusHanuTe BKIIIOYBAT:
o 3aTpyIHEHO AWIIaHE WIH MPETTbIIaHe
o HHCKO KPBBHO HaJISITaHE, KOETO MOJKE J1a MPUYMHH 3aMassHOCT WMJIH CBETOBBPTEK
o [O/lyBaHE Ha JINLIETO, YCTHUTE, yCTaTa UiId I'bPIOTO.
o YecTuTe MpU3HAIM HA AJIEPTUYHA PEAKIHS BKIIFOYBAT KOKEH OOpUB M YPTUKApHUS (MOXKeE
na 3acerHat o 1 va 100 qymm).
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Peakuum, cBbp3aHu ¢ MHQY3UATA — aKO ce JIeKyBaTe 3a 0oJiecTTa Ha KpoH niu 3a
yJ1epo3eH KOJIUT, IbpBaTa 103a Ha Stelara me ce NpUJI0KH KallkOBO BbB BEHA
(uHTpaBeHo3Ha MHPY3Hs). HsAKoM NanyeHTH MOJIy4YaBaT CEPHO3HHU AJIePIrHYHM pPeaKIuu
10 BpeMe Ha HH(y3uATAa.

B peaxu ciayuau ce ch001aBaT aJIepruyH 0e10ApOOHH peakuu U 6e101podHO
Bbh3MAajleHHe NMPH NAIHEHTH, KOUTO MOJy4aBaT YCTeKHHYMa0. YBegoMeTe Beqnara Bamms
JieKap, aKo MoJIy4YduTe CHMIITOMH KaTo KallJIMIA, 33yX U BUCOKA TeMIlepaTypa.

AKO MoNTyYuTe CeproO3Ha ajeprudHa peakiius, Bamust nekap Moxe Ja peinu, 4ye Bue He TpsOBa
na yrnorpedsiBare Stelara 0THOBO.

HNHdexnnn — Moske 1a M3UCKBAT crielIHo Jieyenue. Undopmupaiite Bamms gexap, ako
3a0eJie:KUTE HAKOM OT CJIeJHUTE MPU3HAIN.

o MHQEKIUUTE HAa HOCA WK T'BPJIOTO M MPOCTyIaTa ca 4YecTH (MOoXe Ja 3acerHar 1o 1 Ha
10 aymm)

° WHQPEKIUUTE HA JOJTHUTE AUXATCIHY IbTHUIIA (TPhIHA HHPEKIIMU) ca HeuecTH (MOXe Jia
3acerHat o 1 Ha 100 mymm)

. BB3IMAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJINT) € HedecTo (MOKe /1a 3acerae A0 1 Ha
100 mymrm)

o xeprecute (BuI O0Je3HEH 00pUB C MEXYpH) ca HeuecTH (MoKe J1a 3acerHar a0 1 Ha
100 myrmmm)

Stelara Mmo>xe 1a Hamanu ciocobHoctTa Bu 1a ce 6opute ¢ nndexkunu. Hiaxon nadekunu Mmoxe
Jla CTaHaT CEPHO3HU U MOXKE /1a BKIIFOUBAT HH(PEKINH, TPUYUHEHU OT BUPYCH, THOUYKH,
OaxTepuy (BKIFOUUTEITHO TyOSpKyJI03a) WK Mapa3uTh, BKIIOYUTEITHO HHPEKIH, KOUTO
BB3HHUKBAT MPEIUMHO MTPU XOpa ¢ 0TciIabeHa MIMyHHA CUCTeMa (OTIOPTIOHUCTUYHHU UHPEKINH).
[Ipu nmanuenTy, monyyasaniy ycreKuHyMa0, ce ch0o0IaBaT ONMOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHIleaInuT, MEHHHTHT), OennTe APoOOBE U OUUTE.

Hoxarto ynorpebsiBate Stelara, TpsiOBa aa cieaute 3a nmpu3Haiy Ha uH(ekus. Te BKIFOYBAT:
BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CHMIITOMH, HOIITHO TIOTeHE, 3ary0a Ha Teriio
yMOpa WK 3a]lyX, YIIOpUTa KallT|ia

TOIJIa, 3a4epBEeHa M OOJIE3HEHA KOXKa MITH OOJIE3HEH KOXKEH 00pUB C MEXypH

napeHe Mpu ypuHUpaHe

JAapust

3PUTEIHO CMYIIICHUE WK 3ary0a Ha 3peHne

riaBo0oIKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJCHE HITH
00BPKaHOCT.

Wudopmupaiite Bammus nekap BeqHara, ako 3a0ee)KUTe HAKOW OT Te3U PU3HAIN Ha
uHpeknus. Te moraT 1a ObJaT NpU3HALK HAa HH(EKIIMK KAaTO IPhIHU HHPEKIIUN, KOKHH
MH(EKIHH, XepIec 30CTep WIN ONOPTIOHUCTHYHH HH(EKLINHU, KOUTO MOTaT Ja JOBEAAT JI0
cepuo3HH ycnoxxHeHus. Madopmupaiite Bamms nexap, ako mMaTe HIKaKBa YIOPHUTA HITH
NoBTapsIIa ce nHPEKIMs. Bamusrt gekap Moxe J1a pelny, 4e He TpsOBa Jia ynorpedsiBare
Stelara, nokaro nadekuusaTa He ObJe U3NIEKyBaHa. Y BenoMeTe Bamms gekap, u ako uMate
OTBOPEHH PAaHU WJIM HapaHIBaHUS, ThH KaTO MOXe Jia c€ HH(PEKTHPAT.

JliouieHe Ha KOKaTa — MHTEH3UBHOTO 3a4YepPBsiBaHe U JIIOIIEHe HA KOKATa Ha MO0-ToJisiMa
IJIOLI MO TSIJIOTO MOKe 1a 2 CHMITOMH HA ePUTPOJePMUYEH NCOPHAZHUC WIIH
ekc(oIuaTHBEH 1ePMATUT, KOUTO €A CEPHO3HH KOKHHU 3200/1siBaHUs. AKO 3a0eJieKuTe
HSIKO# OT Te3u Mpu3HalHU, TPsA6Ba 1a nHpopMupaTe Bamus Jexap HezabaBHo.
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Jpyru HexKeJlaHH peakiuu

YecTu HexkeTaHH peakuuu (Moxe aa 3acerHar a0 1 Ha 10 gymm):
Iuapust

rajieHe

HOBpPBIIaHE

yMopa

3aMasHOCT

riaBo0osme

CBhpOex (IPypHUTYC)

0omka B rpp0a, MyCKYJIUTE UIIN CTaBUTE
BB3MAJICHO T'BPIIO

3ayepBsiBaHe U 00JIKA HA MSICTOTO HA MHXEKTHPaHe
WH(EKINS Ha CHHYCHTE

HeuecTu HeskenaHu peakuuu (Moxe fa 3acersat 1o 1 Ha 100 qymm):

) WH(pEKINN Ha 350UTe

o BarmHaJTHa HH()EKIHS, TPUINHEHA OT ThOMYKH

o JeTIpecHst

o 3aIyIIeH HOC WM XpeMa

o KbpPBEHE, TIOCUHSABAHE, BTBbP/ASBAHE, T0JyBaHe, ChpOeK, 3auepBsiBaHe U O00JKa Ha

MSCTOTO Ha MHIKCKTHUPAHE

o ycelaHe 3a cabocT

o criajilaHe Ha KIiernaya U U3KpUBSABaHE HA MYCKYJIMTE Ha eTHATA TIOJIOBHHA Ha JIUIIETO
(,JiuIIeBa mapanusa” Wid ,,iapajiu3a Ha ben’), KosITo OOMKHOBEHO € BpEMEHHA

o IMpoMAHa Ha Icopra3nca CbC 3a4CPBABAHC U HOBU MAJIKH, XbJITHU UIIN 6GHI/I MEXypHu 110
KO’KaTa, TIOHSIKOTa MPUIPYKEHH ¢ TeMIeparypa (IyCTyI03¢H IICOPHA3HC)

o OeclieHe Ha KokaTta (eKcQouaus Ha KoXKaTa)

o aKHe

Penku Hexke1aHM JieKapcTBeHN peakuuu (Moxe fa 3acerHat Ao 1 Ha 1 000 gymm)

° 3auepBsiBaHEe U JIFOIICHE HAa KOXKAaTa Ha I0-TojisiMa IO 110 TSUIOTO, KOUTO MOXKE J1a
CBHpOST Wiu 11a ca Oone3HeHu (ekcdonmaTuBeH nepMatut). [lomoOHu cuMromu
MOHSKOTA CE Pa3BHUBAT KaTO ECTECTBEHA MPOMSHA HA BUJIa HA CUMITTOMH Ha TICOPUA3HC
(epuTposepMHUYEH TICOpHA3HC)

. Bb3naneHue Ha MaJIKUTE KPhbBOHOCHHU ChOBE, KOSTO MOKE J1a OBEJE 710 KOKEH OOPUB C
MaJIK{ YEPBCHH WJIM JIMJIABHU TTOAYTHHH, TEMIIEpaTypa Uik 00Jika B CTABUTE (BaCKYJIUT).

MHoro peaku HeKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 10 1 Ha 10 000 xyrm)

o OO0pazyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a Ob/ie 3auepBeHa, ChpOsa 1
OonezneHa (Oynozen nemduromnn)
o KOXXEH JIyITyC epUTEeMAaTo/IeC U JIyIyc-1oJ00eH CHHAPOM (YepBeH, HaUTHAT, JIIOIIEI] Ce

0OpHB B M3JIOKECHUTE HA CITBHIIC YYACTBIIM HA KOXKATa, KOWTO MOXKE JIa € IPUIPYIKEH OT
OOJIKH B CTAaBHTE).

Cho01iaBaHe HA He:KeJIAHU peakuuu

AKO MOJTyunTe HIKaKBU HEXEJIaHH JISKApCTBEHU peakiyy, yBegomere Bamms nexap uinm hapManesr.
ToBa BKJIFOYBA BCHYKHM B3MOYKHH HEOMHCAHU B Ta3M JIMCTOBKA HEXENAaHU peakinu. Moxere ChIIo J1a
ChOOIINTE HEXKENAaHHU PEaKIINU JUPEKTHO Ype3 HALMOHATHATA CHCTEMa 32 ChOOIIaBaHe B:
WzmbiiHuTEIHA areHuys 1o JieKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg
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Karto crobmaBaTe HeXeIIaHN PEaKITnN, MOYKETE J1a aZeTe CBOS IMMPUHOC 3a MOoIy4YaBaHe Ha TIOBEYe WH-
(dbopMarus OTHOCHO 0€30MacCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak 1a cbxpansiBare Stelara

o Stelara 130 mg koHIeHTpar 3a HH(Y3UOHEH Pa3TBOP ce Mpuiiara B OOJTHHUIIA HIH KIMHUKA U HE
Ce Hajara malnyueHTHTE J1a TO ChbXPaHsIBAT WK 1a O0OPaBAT C HETO.

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTBITHO 3 JIela.

Ja ce cpxpanspa B xyamuHuk (2°C—8°C). Jla He ce 3ampassBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa ¢e TPe/Ina3u OT CBETIHHA.

He pasknamaiite duaxonute Stelara. IIpoabHKUTETHOTO EHEPIHYHO pas3KialiaHe MOXe 1a
MOBPEU JIEKAPCTBOTO.

He u3noJi3BaiiTe ToBa JieKapcTBO:

o CJIe]] CPOKa Ha TOJTHOCT, OTOEIsI3aH BhPXY €THKETa U KApTOHEHATa ONAKOBKA CIIE]T
»EXP*/,,Tonen no“. CpoKbT Ha TOJHOCT OTTOBAps Ha MOCIEAHMS JICH OT MOCOYCHUS MECeIl.

o AKO TCUYHOCTTa € C IIPOMCHCH IBAT, MbTHA UJIU B HEA CC 3a6CHH3BaT ITyBally 9yXKIW 4YaCTULIU
(BmkTe Touka 6 ,,Kak m3rnexaa Stelara m kKakBO ChABpIKa OMAaKOBKaTa‘™).

o aKo 3HAETe WM CMATaTe, Y€ MOXKE Jia € Ouiia 3JI0’KEeHA Ha EKCTPEMHHU TeMIiepaTypu (Kato
WHIUICHTHO 3aMPb3BaHe WM 3arpsBaHe).

o aKO MPOAYKTHT € O CHEPrHYHO Pa3KIIaTeH.

o aKo oOKaTKaTa € CUyIieHa.

Stelara e camo 3a enHOKpaTHa yroTpeba. PaspeneHusaT HH(Y3HOHEH Pa3TBOP WIIA HEU3IOI3BAHHUAT
MPOJAYKT, OCTaHaJ] BbB (pJIaKOHA U B CIIPUHIIOBKATA, TPSIOBA 1a CE M3XBHPIIU B CHOTBETCTBHE C
MECTHUTC U3HMCKBAaHUA.

6. Cbm)pmalme Ha OnMaKOBKaTa M JO0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cpabpika Stelara

. AKXTHBHO BelecTBO: ycrekunyMab. Beeku duakon cbhabpxka 130 mg ycrekuaymad B 26 ml.

° Hpyru ceeraBku: EDTA nunarpuesa con quxuapar (E385), L-xuctumus, L-XHCTHIMHOB
MOHOXHIPOXJIOPH] MOHOXHApaT, L-meTnonuH, morcopoar 80 (E433), 3axaposa u Boja 3a
WHYKEKITH.

Kak n3rue:xxaa Stelara n KakBo CbABbpPKa ONIAKOBKATA

Stelara e Guctbp, Oe31BeTeH 10 0JICTOKBIT KOHIICHTPAT 32 HH(Y3HOHEH pa3TBop. JlocTass ce B
KapTOHEHA OIaKOBKa, ChAbPKaIla eMH CThKIEeH (uakoH ot 30 ml ¢ exunnyHa 103a. Beekn dakon
ceabpka 130 mg ycreknaymad B 26 ml KOHIIEHTpAT 32 MHPY3HOHEH Pa3TBOP.

IIpuTexkaTes Ha pa3pelleHHETO 32 yNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoaure
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a nonbJaHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NpPEICTaBUTEN HAa PUTEKATENS 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

Bbbuarapus

»JkoHCHH & JxoHCHH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@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

EAirGoa

Janssen-Cilag ®@oppakevtiky Movorpdcmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.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
It@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 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com



Island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog
BopvéPog Xatinmavayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

Iv@its.jnj.com

Slovenské republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEMHO Mpepasriie;kaane Ha JucrtoBkara 09/2024

IMonpoOHa uH(popMaIus 3a TOBA JICKAPCTBO € MPEAOCTaBeHA Ha yeOcalita Ha EBponeiickaTa areHIus

1o JiekapcTBata http://www.ema.europa.eu/.

[Tocouenara no-moy nHPOPMANKS € MpeAHa3HaYeHa CaMO 32 MEAUIIMHCKH CIIEIHATUCTH:

IIpocneaumoct

3a na ce mo00pU NPOCIEAUMOCTTa HAa OMOJIOTMYHUTE JIEKAPCTBEHHU NMPOAYKTH, UMETO U APTUIHUAT
HOMEp Ha MPHUJIOKEHUS MPOTYKT TPsIOBa SCHO Jla Ce 3arucBarT.

VYkazaHus 3a paspekaaHe:

STELARA konueHTpaT 3a HH(pY3MOHEH pa3TBOp TPAOBa Ja ce pa3pei U Jia ce TIOATOTBU OT
MEIUIHCKU CIIEHUATUCT C IOMOILTa HA aCENTHYHA TEXHUKA.

1. N3uucnere no3arta u 6pos Ha HeoOxoaumute Quiakonn STELARA Bb3 0CHOBa Ha TETJIOTO Ha
nanuenTa (Bx. Touka 3, Tabmuma 1). Becexu dmakon STELARA ot 26 ml ceaspka 130 mg
YCTEeKUHYMao.

2. W3rernere u u3xpbpiere oT HHPY3HMOHHUS cak oT 250 ml 06eM OT pa3TBOp Ha HATPHEB XIJIOPHT

9 mg/ml (0,9%), paBen Ha o6ema STELARA, koiito TpsiOBa 1a ce 100aBu. (u3xBbpiere 26 ml
HaTpHeB XJopHx 3a Bceku HeoOxoauMm ¢uiakon STELARA, 3a 2 ¢uakona uzxswpiere 52 ml, 3a
3 (dhmaxona m3xBbpiiete 78 ml, 3a 4 daakona msxsepiere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcekn HeoOX0uM (IIaKOH U TH JJ00aBeTe KbM HH(DY3UOHHUS
cak ot 250 ml. Kpaiinust o0em B nHY31OHHUS cak TpsaOBa na 0bae 250 ml. Buumarenno

cMeceTe.

4, IIpenu npumoXKeHUETO MPOBEPETE BUIYATHO pa3peieHus pa3TBop. He ro ynmorpebsBaiite, ako ce
HaOII0JaBaT BU3YaTHO HEMPO3payHH YaCTHIIM, IIPOMSIHA Ha [IBETA WM 9YKIU YaCTHUIIH.

5. IIpunoskere paspeneHus pa3TBOp 3a Mepuoj OT Hail-manko eauH yac. Cinea KkaTo ce pa3penu,

NpUIaraHeTo Ha HHQY3MOHHUST Pa3TBOp TPsOBa Jia ce U3BBPIIN B pAMKUTE Ha OCEM Haca Cliejl

paspexxaaneTo B MHQY3MOHHUS Cak.

6. Wznon3zgaiite camo Habop 3a nH(Y3Us ¢ BrpalieH, CTEPHUIICH, allupOreHeH QMITHP ChC C1abo
CBBp3BaHe Ha MpoTenHH (pa3Mep Ha mopute 0,2 MUKpOMeETpa).


http://www.ema.europa.eu/

7. Bcexu ¢akoH e camo 3a eTHOKPATHO MPHIIOKEHNE M HEN3ITOJI3BAHUAT JIEKAPCTBEH MPOTYKT
TpsiOBa Jja ce U3XBBPIH B CHOTBETCTBUE C MECTHUTE M3UCKBAHUSI.

CobxpaHeHue
AKO € He0OX0IMMO, Pa3peACHUAT HHPY3HOHHIT Pa3TBOP MOXKE J1a CE ChXpaHsIBa Ha CTaifHa

temneparypa. [Ipuraranero Ha HHGY3HOHHUAT Pa3TBOP TPSAOBA /1a Ce U3BBPIIN B PAMKHTE HA OCEM
yaca clie]l pa3pexaaHeTo B MHPy3noHHUs cak. [la He ce 3ampassisa.

118



JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg unH:keKIIMOHEH Pa3TBop
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0/13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa nekapcTBO € npeanucaHo JuyHo Ha Bac. He ro mpeorcrrnBaiite Ha apyru xopa. To moxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKU BH3MOKHU HE)KEIaHU PEeaKIny, HEONMMCAHN B Ta3u IMCTOBKa. BrokTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

U [1nakoB mcopuasuc - Ipu BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU
] IlcopuartnueH apTpuT — IIpU Bb3PACTHU

. Ymepena a0 Texka 6oiect Ha KpoH — npu Bb3pacTHH

. YMepeH 10 TeXBK yIIEepo3eH KOJIUT — IPU BB3PACTHU

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

Stelara ce U3moJ13Ba IpH Ji€lla U FOHOIIK HA Bh3pacT 6 TOJUHM U IO-TOJIEMU C YMEPEH 10 TeKBK

IIJIAKOB IICOpHAa3rucC, KOUTO NUMAaT HCIIOHOCUMOCT KbM Q)OTOTepaHI/IH WK JPpYyTru CUCTEMHU TEpaIinu, Uiin
KOoraTto Te€3u JICUCHUA HE ,I[eﬁCTBaT.
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IlcopuaTnyen apTpur

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYIIepo3HHUAT KOJHUT € Bh3NAINTETHO 3a00II1BaHe Ha yepBaTa. AKO UMaTe yIIEepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru4HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap win papmareBT, mpeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

o AKoO cTe JIeKyBaHH 32 IICOPHA3HC ¢ APYTrH OMOJIOTHYHH JIEKaPCTBa (J1eKapcTBo,

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

o AKO UMaTe MWJIU HACKOPO CTe UMAJTIH HH(pEeKIus.

o AKO UMaTe HOBH WJIM MIPOMEHSIIIN ce JIe3WH B yYacCThIUTE C IICOPUA3UC HITU TI0
He3acerHaraTa Koxa.

o AKo mosy4aBate Jpyro JeyeHue 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaToO APYTH
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TSUIOTO ce JIeKyBa ¢ THIl yirpaBuosierosa (UV)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE Jia OTCIIA0AT YacT OT UMyHHAaTa cucTeMa. M3non3saHero
Ha Te3H JIeueHHs 3aeJHO cbe Stelara He e uscnenBano. Bp3moxkHO € 0baye, TO J1a yBelIndn
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Jany Stelara Moke 1a OKa)ke BIMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJ 65 roIMHN — MOKe /1a CTe TO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny ga u3noiseare Stelara.

Hsxou namuentu ojry4yaBat J'Iyl'[yc-l'[OI[06HI/I PCaKnu, BKIIIOYUTCIIHO KOXKCH JIYITYC CPpUTCMATOACC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO ITOJIYYHTC YE€PBCH, HAAWTHAT, JIFOMICII] CE 06pI/IB, IIOHAKOTI'a C IO-TBbMHM I'PAHUIIU, B U3JIOKCHUTEC
Ha CIIBHIC Y4aCThIU Ha KOXaTa UK CTaBHU 0OJIKH.

CobpaedyeH HHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEYHO 3a00JsIBaHE U
uHCyNT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonsnl HauuH. HezabaBHO moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHara
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpenopbkYBa 3a ynorpeda Mpu Jiella Ha Bb3pacT Mo 6 TOJUHY C TICOPHA3KUC WM MIPH Jiera
Ha BB3pAcCT 1O 18 rouHu ¢ ICOpuaTudeH apTpuT, ¢ OosiecT Ha KpoH wim ¢ yirepo3eH KOJuT,
3aII0TO HE € MPOYYBaH MMPH Ta3H Bh3pPacToBa IPyIIa.

Jpyru JekapcTBa, BakcuHH u Stelara
TpsbBa ma kaxxete Ha Bamms nexap wim hapmaieBT:

o AKoO preMaTe, HaCKOpO CTe MpUeMaIi WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa uinu miaHuparte 1a Bu ce mpaBu BakcuHaius. /JokaTto u3nona3sate
Stelara, HsiKOM BUAOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce IMpuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeTo Bu 3a neyenunero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npemna3Bane oT
TyOepkyio3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecela ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopsya ApyTro.

BpeMeHHOCT 1 KbpMeHe

o Axo cte OpeMeHHa, cMATaTe, Y€ MOXKe J[a cTe OpeMEeHHa W TUIaHUpaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms gekap npenu ynorpebara Ha TOBa JIEKapCTBO.
o He e nabmroaBan mo-BIUCOK PUCK OT BpoJieHH e ekTH rpu 6edeta, n3noxeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH jkeHH obade ca OrpaHUYECHH.
[lopanu ToBa e 3a nmpennouynTaHe Ja ce U305rBa yrnorpebara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO cTe XeHa ¢ IeTepOeH MOTEHINAI, XKeJaTeIHO € 1a He 3a0peMeHsBaTe U /1a U3I10JI3BaTe
MIOJIXOJIS POTUBO3aYaTh4eH METOI, KOraTo u3noi3eare Stelara u mone 15 cenmuny ciej
NOCJIeJHOTO Npuiiarade Ha Stelara.

. Stelara mosxe 1a ipeMuHe TIpe3 IUIaleHTaTa B HEpoAeHOTO Oebe. AKo cTe moaydaBanu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUS.
. BaxHo e n1a kaxxeTe Ha iekapuTe Ha Bariero 6e0e 1 Apyru METUITUHCKH CIICITUAIMCTH, aKO CTe

nosiyuaBaiu Stelara o Bpeme Ha OpeMEHHOCTTa CH, IIpear 0e0eTo Ja Moy4r KakBaTo U Jia €
BakcuHa. JKuBu BakcuHH, KaTo LXK BakcuHa (M3mon3Bana 3a mpe/na3BaHe oT TyOepKyIio3a),
HE ce IpernopbhYBar 3a Bamero 6e0e nmpe3 mbpBUTE IBaHAAECET MECela Ciie]] paXKIaHETO, aKo

121



cre mosydaBasin Stelara mo BpeMe Ha OpeMEHHOCTTa, OCBEH aKo JIeKapsT Ha Bamrero 6e0e He
MpernopbYa JpyTo.

. Ycreknaymab MoXe J1a PEMIHE B KbpMaTa B MHOTO MaJIKH KoJmdecTBa. [lockBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WU aKo TUTaHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsiOBa qa
pemnTe nanu TpsiOBa Aa KbPMUTE WIH Ja u3non3Bate Stelara - He mpaBeTe U ABETE.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIUSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IOQUpaHe u padboTa ¢ MallluHY.
3. Kak ma m3noJs3Bare Stelara

Stelara e mpeaHa3HaveH 3a ynoTpeda Mo prKOBOJCTBOTO U KOHTPOJIA HA JICKAP C OIHT B JICYCHUETO
Ha 3a00JIIBAHUATA, 32 KOUTO € TIOKa3aHO JIEKapCTBOTO.

Bunaru n3nosnsBaiiTe ToBa JI€KapcTBO TOYHO KakTo Bu e kazan Bamusat nekap. AKo He CTe€ CUTYpHU B
Heulo, nonuTtaiite Bamwus nekap. IloceBetBaiite ce ¢ Bammus nekap 3a ToBa, kora mie Bu ce mocraBst
MH)XEKIMHUTE U KOora IIe ca CJIeBAIIUTe KOHTPOIHH IIPETJIeIH.

KakBo konuvecTBo Stelara ce npuiara
Bamusit iekap 1ie pemu kakBo kosnmdectBo Stelara tpsOBa a mosyduTe u 3a KakbB IIEPUO]] OT BpeMe.

Bn3pacTHu Ha 18 roauHu MM O-rOJIEMHU
Ilcopua3uc niu ncopuaTuveH apTPUT

o IpenopbunTenHata HavaaHa go3a ¢ 45 mg Stelara. ITarentu ¢ Termo waa 100 kumorpama (kg)
MOJKe J1a 3aro4Hart ¢ 1o3a 90 mg BmecTo 45 mg.
o Cnen HauanmHata 103a, ciieBamara Bu no3a me 0b1e 4 ceMHIU T0-KbCHO U CJIEJ TOBA Ha

Bceku 12 ceqmunu. Crneasamure 10341 OOMKHOBEHO ca ChIUTE, KATO HavalHaTa 1034.

Bosect Ha Kpon nin yjimepo3eH KoJIuT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu nmpuiioxu mbpBara Jg03a 0T IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3ust). Cie HavalHaTa 1034,
1ie mosy4yute crenBaiara 1o3a 90 mg Stelara ciien 8 ceqmurm, cien Tosa npe3 12 cenmuiu
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o I1pu HAKOM MAIMEHTH, CIIE] ITbpBaTa MOAKOKHA HiKeknus, 90 mg Stelara mosxe 1a ce npuiara
npe3 8 cenMuly. BammsT jgekap 1me peniy kora TpsiOBa Jia TOoIy4uTe CieABaliara CH 103a.

Jena u 10oHOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

IIcopuasuc

. Jlekapsit TpsiOBa ja ompeeu nMpaBUIHATA 3a Bac /103a, BKIIFOUUTEIHO U KOJUYECTBOTO (00eMa)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 32 J1a € MpaBmiiHa jo3ata. [IpaBuiHaTa mo3a 3a Bac mie
3aBHCH OT BaieTo TemecHo Terso mo BpemMe Ha BCsKa J03a.

. Axko Texure no-mayko ot 60 kg, npenoprunrtennara go3za e 0,75 mg Stelara Ha kg tenecHo
TerJo.

o Axo Texwure ot 60 kg no 100 kg, npenoppunrtentara n03a e 45 mg Stelara.

o Axo Texwure nosede ot 100 kg, mpenopruntennara no3a ¢ 90 mg Stelara.

. Cnen HavanHaTa 103a, cienBamara Bu 1o3a me 0b1e 4 ceqMuIy MO-KbCHO | CIIe]] TOBA Ha

Bceku 12 ceqMUIIN.

Kak ce npuiara Stelara

o Stelara ce npuiara KaTo HHXEKIHA 04 KoXkaTa (oAKOXHO). B Havanoro Ha Bamrero ieyenue,
Stelara Mo>xe 1a ce HHXKEKTHpa OT JIeKap WM MeIUINHCKA CeCTpa.

o Bue u Bammsr siekap obade Mosxe J1a pemmnte, 4e Bue camu moxe na cu mHxkektupare Stelara.
B TaxbB ciyuaii me npeMuHeTe 00y4eHue Kak Jja CH MH)KeKTupate Stelara caMoCTOSTENHO.

o 3a yka3aHus Kak J1a HHKekTupare Stelara BukTe ,,YKazaHus 3a IPUIOKEHHE B Kpasi Ha Ta3H
JUCTOBKA.
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FOBOpeTe ¢ Bamus JICKap, akO UMaTe€ BBIIPOCHU OTHOCHO TOBa KakK CaMH 1a IMOCTaBATEC MHXKXCKIUATA.

AKo cTe U3M0JI3BAJIM NI0OBeYe 0T HeoOxoauMara ao3a Stelara

AKO cTe M3MO0JI3BajIM WK ca By mpuioxuny moseye oT HeoOxoaumara no3a Stelara, HezabaBHO ce
MTOCHhBETBAlTE C Jiekap WK (papmarneBT. Bunaru Hocere ¢ Bac kaproHeHaTa ommakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € Mpa3Ha.

AKO cTe PONMycHAJIM 1a u3noJj3Bare Stelara
AKO cTe TIpoITyCHAJN /1032, CBhpKeTe ce ¢ Bamms nekap mim ¢apmareBT. He mpumnaraiite noitHa
J103a, 3a Ja KOMIIEHCUpaTe MpoITycHaTaTa J103a.

AKo cTe cripejiu ynorpeoara Ha Stelara
He e onmacHo na ciipere ynorpebara Ha Stelara. Ako obaue 51 cripete, Bamire cumnToMu Moxe Ja ce
BBH30OHOBSIT.

AKO UMaTe HSIKaKBH JOMBJIHUTESIHHA BBIIPOCH, CBBP3aHH € YIOTpebaTa Ha TOBA JIEKAPCTBO, OMHUTANTE
Bamus nexap uiu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuun

Kakro Bcuukn JICKapCTBa, TOBA JICKAPCTBO MOXKE Jla MIPEAN3BUKA HEXKECIIAHU pE€AKIINU, BBIIPEKU Y€ HE
BCCKM I' ITOJTy4aBa.

CepHo3HH HeKeJIaHU peakluun
Hsikon manueHTH MOe Ja UMaT CEpHO3HU HEXEJaH! Peakiy, IPU KOUTO J1a C€ Hajara CIeIIHO
JIEUCHHE.

AJlepru4Hy peakumu — MOKe 1a U3UCKBAT cIelHo Jedenne. Mupopmupaiite Bamus
Jiekap WM He3a0aBHO MOTHPCETE CNENIHA MeMUMHCKA MOMOIII, AK0 3a0ej1eKuTe HIKOH 0T
cJIeTHUTE MPU3HAIU.
. CepHo3HHTE alleprUYHH PEeaKIuH (,,aHapUIaAKCHs’) ca PEeAKH IIPH X0pa, IPpUEMAIIH
Stelara (mosxe na 3acernat 70 1 Ha 1 000 mgymuu). [TpusHanuTe BKIIIOYBAT:
o) 3aTpyIHEHO JWIIaHE WIH MPETTbIIaHe;
o) HHCKO KPBBHO HAJIATAaHE, KOETO MOXKE JIa IPUUNHU 3aMastHOCT WJIH CBETOBBPTEK;
o) MOTyBaHe Ha JINLIETO, YCTHUTE, yCTaTa WU I'bPIIOTO.
° YecTuTe NMpU3HAIM HA AJICPTUYHA PEAKIIMS BKIIFOUBAT KOXKEH OOPUB U YPTUKApHUs (MOXKE
na 3acerHat o 1 ma 100 mymm).

B penku ciyyau ce ¢ch001IaBAT ajleprudHu 0eJ10APoOHN peakuu u 6e10pooHO
Bb3MajieHHe NMPH NAIHEeHTH, KOUTO MOJy4YaBaT yCTeKHHYMa0. YBegomeTe Beqnara Bammus
JieKap, aKo MoJIy4nuTe CAHMITOMH KAaTO KAIJIMIA, 32lyX H BUCOKA TeMIepaTypa.

AKXO TOJTyunTe Cepruo3Ha alepruyHa peakuus, Bammsar nekap moxe 1a pemd, ye Bue He TpsOBa
na ynotpebsasare Stelara oTHOBO.

HNndexnnn — Moke 1a M3UCKBAT clielrHo Jieyenue. Undopmupaiite Bamms gekap, ako
3a0es1e:KUTe HAKOH OT CJIeIHUTE NPU3HALH.

° WH(EKIUUTE Ha HOCA WK T'HPJIOTO ¥ MPOCTY/IaTa ca YecTH (MOKe J1a 3acerHar jo 1 Ha
10 ayum)

° WH(EKIUUTE Ha JOJIHUTE IUXATEIHH IbTUIIA (TPhIHU HHPEKIINHN) ca HedecTH (MOXe Jia
3acerHat fo 1 Ha 100 mymm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MOoKe Ja 3acerHe 10 1 Ha
100 mymmm)

° xepriecute (Buj 00JIe3HEH OOpUB C MEXypH) ca HedecTH (MOKe J1a 3acernar a0 1 Ha
100 mymm)
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Stelara Mmoske 1a Hamanu crocoOHocTTa Bu na ce 6opute ¢ undpekiuu. Hakon uadexmm Moxe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIUH, IPUYUHEHU OT BUPYCH, ThOHYKH,
OakTepuu (BKJIFOUUTEIHO TyOCpKYJI03a) WK Mapa3uTy, BKIOYUTEITHO HHPEKIUH, KOUTO
BB3HUKBAT MPEIUMHO MPH XOpa ¢ oTciIabeHa MMyHHA CUCTeMa (OTIOPTIOHUCTHYHU HH(EKITUH).
[Ipu nanueHTH, MOJTyYaBaiy yCTEKUHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHIHN HHAEKIINU Ha
MO3bKa (eHIIe(haTuT, MCHUHTHUT), OeuTe 1poOoOBe U OUHUTE.

Hoxato ymotpebssare Stelara, TpsiOBa ma ciequTe 3a mpu3Hany Ha wH(eKws. Te BKIFOYBar:

o BHCOKA TeMIIePaTypa, TPUIIONOJ00HU CHMIITTOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio
yMopa WY 3a/1yX, YIIOPHUTa KalLIUIa
TOILIA, 3a4CPBEHA U OOJIC3HEHA KOXKa WIIM 0OJIC3HEH KOXKEH OOPUB C MEXYPH
MapeHe Npu ypuHUpPaHe
Juapus
3pUTEITHO CMYIIEHUE WU 3ary0a Ha 3peHue
IJIaBO0OJHE, CKOBAHOCT Ha BPaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, TaJICHE UK
00BPKAHOCT.

WNudopmupaiite Bamms nexap BegHara, ako 3a0eNekuTe HIKOW OT Te3W MPHU3HALN Ha
nHpeknus. Te moraT na ObAaT TpU3HANK Ha HHM)EKIINY KaTO TPhIHA WHPEKITUH, KOKHH
WHQEKIHHU, XepIiec 30CTep WIN ONOPTIOHUCTHYHH UH(PEKIINU, KOUTO MOTaT Jia IOBEAAT JI0
cepuo3Hu ycnoxxHeHus. Madopmupaiite Bamus nexap, ako mMaTe HIKaKBa YIOPUTA HITH
noBTapsmia ce nHpekus. Bamust gekap Moxke 1a peiy, 4e He TpsiOBa 1a ynorpedsBare
Stelara, nokaro nH(peknmATa He Ob/Ie U3IEKyBaHa. Y BeqoMeTe Bamms gexap, 1 ako uMare
OTBOpPEHM PAaHU WJIM HApaHIBAaHUS, Thi KaTO MOXKeE Jia c€ HH(PEKTHPAT.

JlioueHe Ha KOaTa — HHTEH3UBHOTO 3a4YepPBsiBaHe U JIIOLIEHe HA KOKaTa Ha M0-ToJisiMa
TUIOLI MO TSIJIOTO MOJKe /1a ca CHMIITOMM HA ePUTPOAEePMHUYEH NCOPHA3UC HIIH
eKc(oIHATHBEH JePMATHT, KOUTO Ca CCPHO3HH KOXKHHU 3200/1s1BaHus. AKO 3a0e/ie:KuTe
HSIKOIi OT Te3u Mpu3HaUH, TPAOBaA 1a uH(popMupaTe Bammus nexap He3abaBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIIUU

YecTu HexeaHu peakuu (Moxe Aa 3acersar g0 1 Ha 10 qymm):
Tuapus

rajeHe

MOBpPBIIIaHE

ymopa

3aMasiHOCT

rj1aBo00JIHE

CchpOex (IpypuUTyC)

0omka B rpp0a, MyCKYJIUTE UITH CTABUTE
BB3IAJICHO T'BPIIO0

3auepBsaBaHe U OOJKA Ha MACTOTO HAa WHKEKTHpaHEe
WH(EKIUS HA CHHYCHTE

HeuecTu Hesxenann peakuuu (Moxe aa 3acersar o 1 va 100 gymm):

WH(EKIMN Ha 350HTe

BarmHajTHa MH(EKIHS, TPUINHEHA OT ThOMYKH

Jenpecus

3aITyIIeH HOC WA Xpema

KbPBEHE, TOCHHIBAHE, BTBbP/ISIBAHE, TOIyBaHE M ChpOEK HA MSICTOTO HA HHKEKTUPAHE
yCellaHe 3a cj1adocT

Cra/IaHe Ha KJierava U M3KpHUBIBaHE HA MYCKYJIMTE Ha €JHATa MTOJIOBHHA Ha JINIETO
(,JunieBa mapanusa” win ,,napaiu3a Ha ben’), KosiTo OOMKHOBEHO € BpEMEHHA
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o MPOMSIHA Ha TICOPHA3Mca ChC 3aUCPBSIBAHE U HOBHM MAJIKHU, JKBJITH U OCIH MEXYPH TI0
KOJKaTa, MOHSIKOTa MPHIAPYKEHH ¢ TeMIepaTypa (IyCcTyI03eH MCOpUasmc)

o OcieHe Ha KokaTta (eKCQoaraius Ha KOKaTa)

o aKHe

Penxu HexxenaHu JekapcTBeHH peakuuu (Moxe ja 3acersHar 1o 1 Ha 1 000 gymmn)

o 3adepBsBaHe U JTIONICHE HA KOJKaTa Ha IIO-TOJIIMa TUIONI IO TSIIOTO, KOUTO MOYKE Ja
ChpOAT Wi 11a ca Oone3HeHu (exconmaTuBeH nepMartut). [logqoOHu cuMTtoMu
HOHSKOTa Ce pa3BUBAT KaTO €CTECTBEHA MMPOMSIHA HA BUIA HA CHMITOMUTE Ha TICOPHA3UC
(epuTpoaepMHUYEH MICOPHABHC)

o Bp3nanenne Ha MaIKuTe KPHBOHOCHH CHIOBE, KOGTO MOJKE Ja JTOBEJE 10 KOJKEH OOPHB €
MaJIK{ YepPBEHU WJIH JIMJIABH MOy THHHU, TEMIIepaTypa uiik 00JKa B CTaBUTE (BACKYJIHT).

MHoro peaKH HeKeJIaHM JieKapcTBeHN peakuun (Moxe 1a 3acernat 0 1 Ha 10 000 mymim)

. OO0pasyBaHe Ha MEXypH IO KOXKaTa, KOsITO MOXe f1a Ob/ie 3auepBeHa, chpOosiia u
Oone3neHa (Oyno3en nempuromnn)
o KO>KEH JIYITyC epuTeMaToiec U Jymyc-ogo0eH cuHAPOM (YepBeH, HaJUrHAT, JIFOIICH Ce

O0OpHB B M3JI0KECHUTE HA CITHHIIC YIACTHIN HA KOXKATa, KOWUTO MOXKE J1a € IPUIPYKEH OT
OOJIKM B CTAaBHTE).

Cho0maBaHe HA HesKeJIAHH PeaKINu

AXO ToTyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHN PEaKlUy, yBeoMeTe Bamms iexap uin ¢papmareBr.
ToBa BKJIFOYBa BCHYKHM BH3MOKHH HEOTIMCAHH B Ta3W JIMCTOBKA HEXKEJIaHH peakimu. Mo)keTe ChIIo aa
CHOOIINTE HeXETIAHU PEaKIMH AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOOIIaBaHe B:
M3menHUTENHA areHnus 1Mo JIeKapcTBaTa

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cro0miaBare HexXenaHU peakIiy, MOXKETe Ja 1a/IeTe CBOS MMPUHOC 3a T0JTy4aBaHe Ha MOBEYE WH-
(hopMarusi OTHOCHO 0€30MaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na coxpansiBate Stelara

[a ce cpxpaHsBa Ha MSCTO, HEJJOCTBITHO 32 JIEHA.

[a ce cexpanssa B ximaguiauk (2°C—8°C). Jla He ce 3ampa3sBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a Jia c€ TpeIa3u OT CBETINHA.

He pasknaniaiite dutakonute Stelara. [IpoabKUTETHOTO EHEPTUYHO pa3KIIalllaHe MOXe Jia
TTOBPEIH JIEKAPCTBOTO.

He n3non3BaiiTe ToBa JIEKaApCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOeNsI3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe]]
»EXP*“/,,Tonen no“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCIEAHUS JCH OT ITOCOUYCHHUS MECeII,

. aKO TEYHOCTTA € C MPOMEHEH I[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT IUTyBaly YyKIH YaCTHIIN
(BmxTe Touka 6 ,,Kak n3rinexaa Stelara u kakBO ChIBpIKa OMAKOBKaTa );

° aKo 3HAETE WM CMsATaTe, 4e MOXKe J1a € Onia N3JI0KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITAJECHTHO 3aMpPB3BaHE WM 3arpsiBaHe);

° aKO TPOYKTHT € OWJI €eHEPrUYHO Pa3KIaTeH;

° aKko oOKaTKaTa € CUyIieHa.

Stelara e camo 3a efHOKpaTHA ynoTpeda. Hen3non3BaHuAT MPOAyKT, OCTaHAT BbB (JIAKOHA U B
CIIPUHIIOBKATa, TPSAOBa fa ce u3XBbpiid. He M3XBBHPIAHTE IeKapcTBaTa B KaHATM3AIUATA UITH B
KOHTEMHepa 3a JoMalHu oTnaabiy. [lonuraiite Bamms GapMaieBT Kak ja U3XBbPJISATE JeKapCTBaTa,
KOUTO BeY€ He U3noi3Bare. Te3n MepKu I1ie CIIOMOTHAT 3a OIla3BaHe HAa OKOJIHATA CPeaa.
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6. Cun)pma}me Ha ONnMaKoBKaTa U A0NI'bJHUTEC/IHA I/IH(I)OpMaIll/Iﬂ

Kaxkso cpabp:ka Stelara

o AKTHBHO BeIIeCTBO: yCTeKuHyMa0. Beeku dnakon cbabpxka 45 mg ycrekunymad B 0,5 ml.
o Hpyru cveraBku: L-xuctunus, L-XUCTHINHOB MOHOXHAPOXJIOPUA MOHOXHUAPAT, monucopdar 80

(E433), 3axapo3a 1 BOAA 33 MHXKEKIIHH.

Kak u3riie:kna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e 6uCTBp 10 JEKO OMAlECIIEHTEH (C MepIeH OIACHK), Oe31BETEH N0 OI€I0XK BT HEKEKIHOHEH
pastBop. Toit Moxe 1a chabprka HAKOIKO APEOHH MOMYTIPO3PAYHH WITH OENT YaCTHIH ITPOTEHH.
HocTtaBsi ce B KapTOHEHA OMAaKOBKa, ChABPrKallla €AUH CThKIIeH (1akoH oT 2 ml ¢ ennHUYHA J03a.
Bceku ¢uakon cpappika 45 mg ycrekunymad B 0,5 ml MHXEKIIMOHEH pa3TBOP.

IIpurexkaTten Ha pa3pelIeHHETO 32 YIOTpeda

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a gombaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEACTAaBUTEN HA MIPUTEXKATEIIS Ha Pa3peliCHUETO 3a yHoTpeoa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 146494 11
janssen@jacbe.jnj.com

Bbarapus

»oKoHCHH & J[xoHCchH bearapus” EOO/J]
Tem.: +359 2 489 94 00
jjsafety@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

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

EMado

Janssen-Cilag ®apuaxevtikn Movorpdownnn
A.E.B.E.

TmA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.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@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
BopvéPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 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

Romania
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

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MoCJeTHO Mpepasriexaane Ha JucroBkara 09/2024

ITonpoOHa uHoOpMaLKs 3a TOBa JIEKAPCTBO € IpeJoCTaBeHa Ha yeOcaiita Ha EBporetickata areHIust

1o JiekapcTBata http://www.ema.europa.eu/.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBIPOCH OTHOCHO MOCTABSHETO HA MHKCKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxmamaiite ¢pakonute Stelara. [IpuamaaTta 3a ToBa €, 4e CHIIHOTO pa3KiallaHe MOXKe 11a
NoBpeu JiekapcTBOTO. He ymoTpebsiBaiite 1eKapCcTBOTO, aK0O € OMII0 CHITHO Pa3KIIaTeHo.

1. IIpoBepeTe 6post HA QJIaKOHNTE U MOATOTBETE MaTepuauTe:

N3zBaznere ¢nakona (prakoHute) ot xnagunHuka. OctaBere (hiaakoHa Ja MPecTOM OKOJIO MOJIOBUH Yac.
ToBa 11e MO3BONHM HA TEYHOCTTA Jja JOCTUTHE MOJXO0AIIA TeMIepaTypa 3a HHXeKTupaHe (cTaiiHa
TEMIIEpaTypa).

[TpoBepeTe ¢pnakona (prakoHuTe), 3a Ia C€ yBEpUTE, Ue:

° OposT Ha (hJIAKOHUTE M KOJIMYSCTBOTO HA aKTHMBHOTO BEIICCTBO B JI030Ba €IUHUIIA Ca BEPHU
o Axo Barmmara no3a e 45 mg nin mo-Maiko, e moiryaute equH 45 mg dhiakon cbe Stelara.
o Axo Bamara no3a e 90 mg, e momyuunte nBa 45 mg ¢rmakoHa cwc Stelara u me TpsiOBa

Jla CU TIOCTaBUTE JiBe WHXKEKIuK. M30epere 1Be pa3nyHu MecTa Ha HH)KEKTHpaHe
(HanmpuMep eHaTa WHXKEKIHUS B AICHOTO Oe/ipo, a Ipyrara — B JIIBOTO) U TH HAIpaBeTe
enHa cies apyra. V3nomnsBaiite HOBa UIJIa M CIIPHHIIOBKA 33 BCSIKA MHKEKIIUSL.

TOBA € IIPaBHIIHOTO JIEKAPCTBO

CPOKBT Ha TOJHOCT HE € M3TEKbII

(h1aKOHBT HE € MOBpe/ieH U 00KaTKaTa He € CUyIneHa

pa3TBOPBT BBB (h1aKoHA € OUCTBHP /IO JIEKO OMANECIEHTeH (C mepiieH OsCHK) U Oe31BETEH 10

OJIeTOKBIIT

Pa3TBOPBT HE € C MPOMEHEH LBAT WM MBTEH U HE ChIbPrKa Yy KU YaCTHIH

o Pa3TBOPBT HE € 3aMPbB3HAIL.

Hemna ¢ terso mox 60 Kg ce HyXaasT oT j103a, O-HUCKa OT 45 Mg. YBepere ce, 4e 3HaeTe TOYHOTO
KOJIMYECTBO (00eM), KOETO TPsIOBaA Jla M3TEIIIUTE OT (hJIaKOHA M BHJIAa HAa CIIPUHIIOBKATA, HEOOXOAMMHU
3a jlo3upaHe. AKO HE 3HaeTe HEOOXOIMMUTE KOJIMUSCTBO WIIM BUJ] HA CIIPUHIIOBKATA, CBBPIKETE CE C
Bamms MeIUIIMHCKY CTIEUANHCT 32 JOTBITHUTETHN HHCTPYKITUH.

Crbepere BCHUKH MaTepHalii, OT KOUTO Ce HYXaeTe, ¥ ' TOCTaBeTe BbPXY YKCTa MOBBPXHOCT. Te
BKJIFOYBAT CIIPUHIIOBKA, UIJIa, aHTUCENTUYHU KbPITUYKH, TAMYYHU TAMIIOHU WJIA MapiH U KOHTEHHEp
3a ocTpH npeamerH (Bx. purypa 1).

Qurypa 1

2. N30epere n moaroTBeTe MIICTOTO 32 MHAKEKTHPAHE:
N30epete mMsicTo 3a HHKeKTUpaHe (BXK. Gpurypa 2)
o Stelara ce npuara upe3 HHKEKLHUS 11O KOKaTa (TIOAKOXKHO).
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IMoxxomsmy MecTa 3a HHXCKTHPaHE ca TOPHATA YacT Ha OEIPOTO MM 00JacTTa OKOJIO KOpeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT’bIIA.

AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

Ako HsKO# By momara npy mocTaBsSHETO Ha MHXKEKIUATA, TOW/TS MOXe J1a M30epe 1 ropHara
YacT Ha pbhKaTa KaTo MSCTO 32 MHKEKTHPaHe.

*JOHUTE B CHBO CA NPENODPLYBEHWTE MECTA 38 HHKEKTHPaHE,

Qurypa 2

HOI[I‘OTBCTC MSCTOTO 3a MHIKCKTHPAHC

W3muiiTe phlieTe CM MHOTO TIOOPE ChC CallyH M TOILIa BOJA.
[Touncrere KoXx)aTa Ha MACTOTO 32 MHKEKTUPAHE C AaHTUCENTHYHA KbPITUYKA.
He noxocpaiiTe moseue Ta3u 00JaCT 0 MOCTABIHETO HA MHKEKIIHMITA.

3. IlpurorBete no3ara:

OtBopeTe KanavkaTa Ha ¢uakoHa. (Bx. ¢purypa 3)

He cBansiite 3anymanikara.

Ilouncrete 3amyniajKkara ¢ aHTUCCIITUYHA MapJisd.

[TocraBere ¢rakoHa BbPXY paBHA MOBBPXHOCT.

Bsemere cnpuHIIOBKaTa 1 OTBOPETE Kamaykara Ha UIJjiara.

He noxocBaiiTe urnara 1 He 1 ONUPANTE B APYTH NPEAMETH.

Bxkapaiite urnara rnpe3 rymMeHara 3amyuniajika.

OO0bpHeTe (h1akoHa W CIIPUHIIOBKATA HAJIOY.

N3zrernere OyTanoTo Ha CIPUHIIOBKATA, JOKATO HE CE HAIIBIIHU C KOJIMYECTBOTO TEYHOCT, KAKTO
€ IpenucaHo oT Bamms nekap.

BaxxHo e urnara npes msao0To BpeMe Jia € B TeYHOCTTa. ToBa npenoTBparsaBa o0pa3yBaHEeToO Ha
BB3JIyIIIHA MEXypUeTa B CIPUHIIOBKATA. (BXK. Qurypa 4)
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Qurypa 4

W3BaneTe urnata ot guiakoHa.

3aapwKTe CIIPUHIIOBKATA C UIJIaTa Harope, 3a Ja MPOBEPUTE AATH B TCUHOCTTA HAMA BB3IyIITHH
Mexypuyera.

AK0 UMa MexypUeTa, MoTynaiTe CpUHIIOBKATA JIEKO C MPBCT, TOKATO M3ILUTYBaT Ha
MOBBPXHOCTTA. (BXK. urypa 5)

®urypa 5

ToraBa HaTHCHETE OYTaNIOTO, JOKATO HENHAT BB3AYyX (HO HE M TEUHOCT) HU3JIE3e.
He nocrapsiiTe nHXeKUUATA JIETHATA U HE OIIUPANWTE UTJlaTa B APYyTrd MPEAMETH.

4. NnxexTHpaiiTe 103aTa:

JIexo MpUTHCHETE NMOYHUCTEHATa KOXKa MEXK Ty Iajielia U mokasanena. He cTuckaire CHIIHO.
Bkapaiite urnara B CTUCHaTaTa Koxa.

Harucuere OyTanoro ¢ majern Taka, 4e Ja ce HHKeKTHpa Ipsu1aTta TeqHocT. Hatuckaiite 6aBHO 1
PaBHOMEPHO, KaTO €THOBPEMEHHO € TOBA JIEKO MTPUTUCKATE KOXKATa.

KoraTo OyTanoTo cTurae 10 Kpasi, M3BaJeTe UIiaTa U IyCHeTe KoXKaTa.

5. Cnen uHKeKTHPaHe:

IIputrcHeTe aHTHUCENTUYHATA KBPIIUYKA BHPXY MACTOTO HAa MHXKEKTUPAHE B MPOIBIDKEHHE Ha
HSIKOJIKO CEKYHJIH, CJIE/l KaTO IIOCTaBUTE WHXKEKLUSATA.

BB3MO0KHO € Ha MSCTOTO Ha MH)KEKTHPaHE Ja NMa MaJIko KOJTMYeCTBO KPbB MM TeuHOCT. ToBa
€ HOpPMAaJTHO.

Mosxe aa MpUTHUCHETE MACTOTO Ha MH)KEKTHpaHE ¢ TaMy4eH TaMIIOH WK MapJis U Aa
3anbspxkute 10 cexyHan.

He pa3tppkBaiiTe KOXaTa Ha MSCTOTO Ha HHXKEKTHUPaHe. AKO € HE0OX0IMMO, MOKE J1a CIIOKHUTE
MaJIKka JICTIEHKa BbpXY MACTOTO Ha HHKEKTHPAHE.

6. U3xBbpIsine:

W3non3BaHUTE CIPUHIIOBKY M UTJIM TPSAOBA Jia CE MOCTABST B HEMPOOUBaeM KOHTEHHEDP KaTo
KOHTelHepa 3a ocTpu npenaMeTd. 3a Bamara 6e3omacHoOCT 1 37paBe 1 3a 6€30MacHOCTTa Ha
JIPYTHTE, HUKOTA HE U3IOJI3BaliTe TIOBTOPHO UTIIUTE U CpUHIoBKUTE. V3xBBpisiite Bammus
KOHTEHMHEp 3a OCTPU NPEAMETH B ChOTBETCTBHE C MECTHUTE pa3nopeOu.

[Ipa3uute prakoHH, aHTHCENTUYHUTE KBPITUYKH U APYTU KOHCYMATHBH MOXKE J1a C€ U3XBBPIIAT
B 00IIHs OOKITYK.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg un:keKllMoHEeH Pa3TBOP B MPeIBAPUTEIHO HATbJIHEHA CIIPUHI[OBKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKY BH3MOKHU HEXKEJTaHU PEaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbrbpka aKTHBHOTO BELIECTBO ,,yCTEKUHYMa0”, KOETO € MOHOKJIOHAIHO aHTHTSLIIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

U [1nakoB mcopuasuc - MpH BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU
] IlcopuartnueH apTpuT — IIpU Bb3PACTHU

. Ymepena a0 Texka 6oiect Ha KpoH — npu Bb3pacTHH

. YMepeH 0 TeXBK yIAIepo3eH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

Stelara ce m3moma3Ba mpw Jera 1 IOHOIIHN Ha BB3pacT 6 TOIWHY U ITO-TOJIEMH C YMEPEH JI0 TEKBK

IIJIAKOB IICOpHAa3rucC, KOUTO NUMAaT HCIIOHOCUMOCT KbM Q)OTOTepaHI/IH WK JPpYyTru CUCTEMHU TEpaIinu, Uiin
KOoraTto Te€3u JICUCHUA HE ,I[eﬁCTBaT.
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IlcopuaTnyen apTpur

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYIIepo3HHUAT KOJHUT € Bh3NAINTETHO 3a00II1BaHe Ha yepBaTa. AKO UMaTe yIIEepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru9HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap win papmareBT, mpeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara moxe 1a nper3BHUKa CEPUO3HH HEXKEIAHU PEAKIINH, BKIFOUMTEIHO alICPrHIHU PEAKIUH 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

o AKoO cTe JIeKyBaHH 32 IICOPHA3HC ¢ APYTrH OMOJIOTHYHH JIEKaPCTBa (J1eKapcTBo,

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

® AKO UMaTe W1 HAaCKOpPoO CT¢ HMaJIN I/IHQ)eKl[I/IS[.

® AKO MMaTe HOBH WJIH MPOMEHSAIIA C€ JJE€3UH B YUACTBIUTE C IICOPHUA3UC WA 110
HE3acerHararta Koxa.

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN WHKECKIUSA Stelara —
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OIIaKOBKaTa, B KOATO CE HaMMpa TO3H JIEKaPCTBEH NPOIYKT, ChAbpPXKa JaTEKCOBA I'yMa, KOSTO
MOXKE J]a IIPEeU3BUKa TeXKKH aJIEPrUUHHI PeakLuy IIPU X0pa, UYyBCTBUTEIHU KbM JaTeKkc. Buxre
,,CIleieTe 3a CepuO3HM HeXKeNIaHU peakui’ B TOUKa 4 3a MpU3HALMTE Ha aJlepriuyHa peakiusl.

o AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHus 3aeHo cbe Stelara He e u3cnenBano. Bp3amokHo € obaye, TO 1a yBEIUuH
pHcKa oT 3a00JIsIBaHMs, CBbP3aHH C OTcIa0BaHe HAa UMYHHATa CHCTEMA.

o AKO noJiyuaBaTe WM HAKOIa CTe MOJy4aBaJId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKake BIHMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKE /1 CTe TIO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HAKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexkap wiu papManeBT, nIpeau aa usnonssare Stelara.

Hsikon manmeHTH nogyvaBaT Jymyc-IOA0OHU peakiuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToaec 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00IsIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o noaxo1s1 HauuH. Hezab6aBHO noTbpcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpemopbYBa 3a ynorpeda mpu Jielia Ha Bb3pacT Mo 6 TOJUHY ¢ TICOPHA3KC WM TIPH JleTa
Ha BB3pACT 1O 18 rouHu ¢ ICOpuaTudeH apTpuT, ¢ OosiecT Ha KpoH wiu ¢ yirepo3eH KOJuT,
3aI10TO HE € MPOYYBaH MPH Ta3H Bh3pPacToBa IPyIIa.

JApyru jekapcTBa, BakcuHu u Stelara
TpsioBa na kakeTe Ha Barms jekap wim hapmaiieBT:

o AKoO preMaTe, HaCKOpO CTe€ MpHUEeMalId WK € Bb3MOXHO Ja IIpHeMeTe APYTH JIeKapCTBa.

o Axo Hackopo Bu e npaBeHa unu mimaHuparte 1a Bu ce mpaBu BakcuHaiusi. /JokaTto usnona3sate
Stelara, HsiKOM BUOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane OT
TyOepkyio3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OPEeMEeHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenun ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH AedekTu npu 6edeta, n3iioxkeHu Ha Stelara B

yTpobara. [lanaute ot ynotpebara Ha Stelara mpu OpemeHHH KeHH 00ade ca OrpaHUYEHH.
ITopanu ToBa € 3a mpenmoYnTane Ja ce u30ATrBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO CTe xeHa ¢ IeTepOJICH MOTEHITUAT, JKeJIaTeTHO € J1a He 3a0peMeHsBaTe U J1a U3M0I3BaTe
MOIXOJIAIII MPOTHBO3aYaThueH METO/I, KOraTo u3noiisare Stelara u mone 15 cenmuiu cien
MOCIIEIHOTO NpriiaraHe Ha Stelara.

. Stelara Mo>xe 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyyuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUSI.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.
3. Kak ma n3noJu3Bare Stelara

Stelara e npeanasHaueH 3a ynorpeda 1o pbKOBOJCTBOTO M KOHTPOJIA Ha JIEKap C OMUT B JICYUCHUETO
Ha 3a00JIBaHus, 33 KOUTO € Ioka3aH Stelara.

Bunaru u3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan BamusT nekap. AKo He cTe€ CUTYpHU B
Heulo, nonuTtaiite Bamus nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, Kora mie Bu ce moctaBst
MH)KEKIMHUTE U KOora I ca CJIeBAIUTe KOHTPOIHH IIPETJIeIu.

KakBo konuvecTBo Stelara ce npuiara
BammsT nekap e pemm KakBo KoJun4ecTBo Stelara TpsiOBa 1a moryduTe U 3a KaKbB TIEPHOA OT BpeMe.

Brn3pacTHu Ha 18 roauHu MK MO-rOJIEMHU
Ilcopua3uc wim ncopuaTuyeH apTpuT

o [penopbunTenHata HavanHa jo3a e 45 mg Stelara. ITarmentu ¢ Termo waa 100 kumorpama (KQ)
MOJKe J1a 3aro4Hart ¢ 1o3a 90 mg BmecTo 45 mg.
o Crient HauasiHaTa /1032, clieBaiiara Bu 1o3a nie 6b/1e 4 ceMUIH TO-KbCHO U CIIEJ TOBa Ha

Bceku 12 ceamuiu. Ceasammre 1031 OOMKHOBEHO ca ChIUTE, KATO HaYaIHATa J103a.

BoJect Ha KpoH uin yauepo3eH KOJIUT

. Ilo Bpeme Ha neuenunero Bammsar nekap me Bu nprinoxu mepBara 103a 0T MPHOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHO3HA UH(DY3us). Cie HavamHaTa 703a,
1ie mosy4ynte crenBaiara 1o3a 90 mg Stelara cien 8 ceqmurm, cien Tosa npe3 12 cenmunu
Yype3 MHKEKIUS Mo KoxkaTa (TI0JJKOKHO).

. [Ipu HAKOM ManMeHTH, CJIe] TbpBaTa MOAKOXHa WHxeKIus, 90 mg Stelara Mmoske ma ce mpuara
npe3 8 cenMuIy. BamusT siekap 1ie peiy Kora TpsoBa J1a MoJIy4YuTe CiieBaliara CH J103a.

Jena u 10HOLIM HA 6 TOAMHH UJIM MO-TOJIEMHU

IIcopuasuc

. Jlekapsit TpsiOBa ja ompeeu MpaBuIHATa 3a Bac 103a, BKIIFOUUTEIHO U KOJIMYECTBOTO (00eMa)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa mo3a 3a Bac me
3aBHCH OT BaieTo TenecHo Tersio mo BpemMe Ha BCsKa 103a.

o Hannuen e daakon ot 45 mg 3a aena, KOUTo TpsiOBa J1a mMoyryyaT Mo-Majiko OT IslaTa 032
45 mg.

. Axko Texure no-masko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJI0.

. Axo texure ot 60 kg no 100 kg, nmpenopsuntennara go3a e 45 mg Stelara.

. Axo texwure moeue ot 100 kg, mpermoppunrtennata qo3a € 90 mg Stelara.

. Cnen HavanmHara J103a, ciejipamniara Bu no3a e 0b/1e 4 ceqMuIyM Mo-KbCHO U cie]] TOBa Ha

Bceku 12 ceqMUIIN.
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Kak ce npuiara Stelara

o Stelara ce npuara KaTo MHXEKIHS O KoXkaTta (MoAKoxHO). B Haganmoro Ha Barero jeucHue,
Stelara Mo’ke 1a ce HEPKEKTHpA OT JIeKap WIIH METUITHHCKA CeCTpa.

. Bue n BammsaT mekap, obade Moxe ma pemmre, 4e Bue camu Moke 1a cu HHKeKkTHpaTe Stelara.
B takbB ciyyaii e mpeMuHETe 00y4YeHHE KaK Jla CH MHXKeKTHpare Stelara caMoCcTOsSTEHO.

. 3a ykazaHHA Kak Jja MHKeKTHpaTe Stelara BikTe ,, YKa3aHUS 3a MPIIIOKEHNE B Kpas Ha Ta3u
JIUCTOBKA.

FOBOpeTC ¢ Bamus JICKap, akO UMaTe€ BBIIPOCH OTHOCHO TOBa KakK CaMH 1a ITOCTaBATE MHXKXCKIUATA.

AKO0 cTe U3M0JI3BAJIM NIOBeYe 0T HeoOxoauMara ao3a Stelara

AKO cTe M3M0I3Balv WK ca Bu nprinoxmimm mosede ot HeoOxonuMara fo3a Stelara, He3abaBHO ce
MMOCHhBETBAMTE C Jiekap WK (papmarneBT. Bunaru Hocere ¢ Bac kaproHeHaTa ommakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € TIpa3Ha.

AKoO cTe MPONMyCcHAJIM 1a u3noJj3Bare Stelara
AKO cTe MpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap wium dapmanieBt. He mpunaraiite nBoitHa
J103a, 3a Jja KOMIIEHCUpATEe IpOoIlycHaTaTa J103a.

AKo cte cupesiu ynorpedara Ha Stelara
He e omacno na cripete ynorpe6ata Ha Stelara. Ako obaue st cipete, BamuTe cuMntoMu Moxe 11a ce
BBH300HOBST.

AKO UMaTe HSKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ YIOTpebaTa Ha TOBa JICKAPCTBO, MOMHUTATe
Bamus nexap uinu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuuun

Kakro Bcuukn JIEKapCTBa, TOBA JICKAPCTBO MOXKE Jla MIPEAN3BUKA HEXKECITIAHU pE€AKIINU, BBIIPEKHU Y€ HE
BCCKM I' ITIOJTy4aBa.

CepuHoO3HH HexkeJTaH! PeaKIuu
Hsikou manyeHTH Moke Jja UMaT CEpUO3HM HeXKETIaHW PEeaKI|H, IPHU KOUTO J1a Ce Hajara CIeurHo
JIEUCHHUE.

AJlepru4Hy peakumu — MOKe 12 U3UCKBAT clelHo Jedenne. Madopmupaiite Bamus
JieKap WM He3a0aBHO MOTHpceTe cNelIHa MeAUINHCKA MTOMOII, AKO0 3a0eseKuTe HAKOMH 0T
cJIeHUTe MPU3HALHU.
. CepHo3HHTE allepruYHH PeaKuH (,,aHapUIaKCHs”) ca peAKH IIPH X0pa, TPpUEMAIIH
Stelara (moxe na 3acersat no 1 Ha 1 000 gymm). [Ipu3HanuTe BKItOYBAT:
o 3aTpyIHEHO ANIIaHE WIH MPEeTTbIIaHe
o HUCKO KPBBHO HAJISITaHE, KOETO MOJKE JIa MPUYMHU 3aMastHOCT HJTH CBETOBBPTEX
o MOJyBaHe Ha JIMLETO, yCTHUTE, ycTaTa WK T'bPIIOTO.
o YecTHuTe NpU3HALY Ha aJIEPrUYHA PEAKLUsl BKIIIOYBAT KOKEH OOPUB U ypTHKapus (MOXKe
na 3acerHat 1o 1 va 100 gymm).

B peaxu ciaydan ce cb001aBaT ajileprudHy 0e10Apo0OHM peakuuu u 0e101podHO
Bb3NaJleHHe NP NAIHEHTH, KOUTO MOJy4aBaT ycTeKMHHyMa0. YBenoMere Beqnara Bamms
JieKap, aKo MoJy4nuTe CHMITOMH KaTo KAlJIMIA, 32yX M BUCOKA TeMIlepaTypa.

AKO TIONTyYuTe CepHO3Ha allepTUYHa peakius, Bammsar iekap Moxe na pen, 4e Bue He TpsOBa
Ja yrorpedsiBare Stelara 0THOBO.

HNndexnnn — Moke 1a M3UCKBAT clielrHo Jieyenue. Undopmupaiite Bamms gekap, ako

3a0eJ1eXKNTe HAKOMH OT CJIe/AHUTE PU3HALIM.

o MH(EKIUUTE Ha HOCA WM I'BPJIOTO M POCTyIaTa ca 4ecTH (MOoXe Ja 3acerHar 7o 1 Ha
10 ayum)
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° WH(PEKIUUTE Ha JOJTHUTE IUXATCITHY TbTHUIA (TPhIHU HHPEKIIUN) ca HeUeCTH (MOXe Jia
3acersnar g0 1 Ha 100 xymm)

. BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIESIyJIUT) € HeuecTo (MOXKe J1a 3acerHe 70 1 Ha
100 mymm)

. xepriecute (Buz 0oJie3HEH OOpUB ¢ MEXypH) ca HedecTH (MOJKe /1a 3acernar Ao 1 Ha
100 mymm)

Stelara moxe ma Hamam ciocobHocTTa BH fa ce 6opure ¢ nHdpeknnn. Hakou nHGEKIMHT MOXKe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIUH, TPUYUHEHU OT BUPYCH, ThOMYKH,
OaxTepuy (BKJIIIOYUTEIHO TyOCpKy103a) HITH Mapa3uTH, BKIIOUUTETHO HHDEKIUH, KOUTO
BB3HUKBAT MPEIMMHO MIPH XOpa ¢ oTciIadeHa IMyHHA cCucTeMa (OTIOPTIOHUCTHYHN HH(EKITHH).
[pu nanyeHTH, MOJTyYaBaly yCTEKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHYHN HHAEKIINU Ha
MO3bKa (eHUe(aauT, MEHUHTHUT), OeuTe APOOOBE U OUUTE.

Hoxato ymotpebssare Stelara, TpsiOBa ma ciequte 3a mpu3Hany Ha wH(EKws. Te BKIFOYBar:
BHCOKAa TEMIIEPATypa, TPHUIIONOI00HN CHMITTOMH, HOIITHO TIOTeHE, 3ary0a Ha Teriio
yMOpa UK 3a]1yX, YIIOPUTA KalLTHIA

TOTLIIA, 3a4epBeHa U OOJIe3HEHa KOXKa WTH 00JIe3HEH KOXEeH OOpUB C MEXYPH

napeHe Mpy ypUHUPAHE

Japust

3PUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

r1aBo0oMKe, CKOBAHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJICHE T
00BPKAHOCT.

WNudopmupaiite Bamms nexap BegHara, ako 3a0eNekuTe HIKOW OT Te3W MPHU3HALN Ha
uHpeknus. Te moraT na ObAaT NPU3HALK HA HMH(EKIIMK KAaTO IPhIHA WHPEKIIUU, KOXKHH
HHQEKIMH, XepIIeC 30CTeP WIH OMOPTIOHUCTHYHH HH(EKIINH, KOUTO MOTaT Jia JJOBEAAT JI0
cepuo3Hu ycnoxxHeHus. MHbopmupaiite Bamus nekap, ako vMaTe HIKaKBa YIOPHTA WITH
MoBTapsIia ce nHpEKIMs. Bamust gekap Moxe J1a pely, 4e He TpsOBa 1a yrnotpedsBare
Stelara, nokaro uHpeknuaTa He ObJic U3JICKYBaHa. Y BeqoMeTe Barms jgekap, ¥ ako ©Mate
OTBOPEHM PaHW WJIM HApAHIBAHUS, ThH KaTO MOXeE Jia ce MH(PEKTHPAT.

JlromeHe Ha KokaTa — HHTEH3UBHOTO 3a4ePBsBaHe U JIIOIICHE HA KOXKATA Ha M0-T0JIsiMa
TUIOLI MO TSIJIOTO MOJKe /1a ca CHMITOMM Ha epUTPOAePMHUYEH NMCOPHA3UC HIIH
eKc(oJMaTUBEH 1ePMATHT, KOUTO Ca CEPHO3HH KOKHH 3200/11BaHMsA. AKO 3a0e/ieskuTe
HAIKOM OT Te3u NMpPU3HALM, TPsiOBa 1a nuHdopmuparte Bamus Jiekap He3a0aBHO.

JApyru He:xeJ1aHM peakuuu

YecTn HexenaHu peaknum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
Japus

rajeHe

HOBpPBILAHE

ymopa

3aMasHOCT

riaBo0osme

cbpOex (mpypuryc)

Ooska B Ipp0a, MyCKYJIUTE UIIM CTaBUTE
BB3IIAJIIEHO I'bPIIO

3auepBsiBaHe W 00JIKA HA MSICTOTO HA MHKCKTHPaHE
WHQEKIHS Ha CHHYCHTE

HeuecTu HexkenaHu peaknuu (Moxe na 3acersHat jqo 1 Ha 100 qymm):

o MH(EKIUN Ha 350UTe
o BarvHaJIHa MHPEKIUS, NPUINHEHA OT ThONYKH
o Jernpecus
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3aIyIIeH HOC WK XpeMa

KbpBEHE, TOCUHSIBaHE, BTBBP/ISBAHE, TI0JyBaHE U ChPOEK Ha MSACTOTO Ha MHIKEKTUPAHE

ycellane 3a ci1adocT

CIa/IaHe Ha KJIenava U U3KPHUBIBaHE HAa MYCKYJIMTE Ha €{HATA MOJIOBHHA Ha JIUIETO

(,,TrIIeBa Mapanu3a’ Wil ,,l1apain3a Ha ber’”), KoaTo 0OMKHOBEHO € BpeMEHHA

o MPOMsIHA Ha MICOpPUA3UCa ChC 3aUCPBABAHE M HOBU MAJIKH, JKBJITH WK OCIH MEXYPH 10
KOJKaTa, TIOHSIKOTa MIPUIPYKEHH ¢ TeMIeparypa (IyCTyJI03eH IICOPHAa3HC)

. OcieHe Ha KoXaTa (eKcdomaIys Ha KoxaTa)

o aKHe

Penxm HexxenaHu JekapcTBeHM peakuuu (Moxe na 3acersHar 1o 1 Ha 1 000 gymmn)

o 3ayepBsiBaHE U JIIOLICHE HA KOXKaTa Ha MO-TOJIsIMA IUIOI TI0 TSIIOTO, KOUTO MOXKE Aa
CHpOST MH 1a ca 6ose3HeH (exchonmmaTuBeH nepMaTtuT). [logo0HN cMITOMHA
MIOHSIKOTA CE Pa3BHBAaT KaTO €CTECTBEHA MPOMSHA Ha BU/IA HA CUMIITOMUTE Ha IICOPUA3UC
(epuTpoaepMHUYECH MICOPHABHC)

o Bb3nanenue Ha ManKuTe KPHbBOHOCHHU CHAOBE, KOETO MOKE JIa TOBEZE 0 KOKEH OOPHUB C
MaJIK{ YepBEHH W JIMJIaBU IOy THHH, TEMIIepaTypa WM O0JIKa B CTaBUTE (BACKYJIHT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknnu (Moxe na 3acerHat 10 1 Ha 10 000 xymm)

o OO0pa3yBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsIa U
Oone3neHa (0ym03eH IeMQHUTOw)
o KOJKCH JIyIyC €PUTEMATO/IEC U JIYIyC-I0J00€H CHHIPOM (YepPBEH, HAIUTHAT, JTFOLICII CE

00pHB B U3JI0XKEHHUTE HA CIBHIE YYaCTHIIM HA KOXKATA, KOMNTO MOXeE Jia € MPUIPYKEH OT
OOJIKH B CTaBUTE).

Cpo011aBaHe HA HeKeJIaHU PeaKl U

AKO TIOITyunTe HIKAKBU HEXKEJIaHH JIEKapCTBEHH Peakiiy, yBeaomere Bamus nexap uinu gpapmanesT.
ToBa BKJIFOUBA BCHYKHM B3MOYKHH HEOMMCAHH B Ta3u JHCTOBKA HEXENaHU peakiuu. Moxete ChIIo J1a
CHOOIIUTE HEXKETIAHU PEAKIMH JUPSKTHO Ype3 HAIMOHAHATA CUCTEMA 33 ChOOIIIaBaHe B:
W3nbITHUTETHA areHIus 1Mo JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpoOmiaBate HexxelnaHu peakiiy, MOKETe Ja JAaJieTe CBOs PHHOC 3a NOTy4YaBaHe Ha MOBeYe HH-
(hopMarusi OTHOCHO 0€30MaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na coxpansaBarte Stelara

o [a ce cpxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIeTa.

. [a ce cexpanssa B ximaguiauk (2°C—8°C). Jla He ce 3ampassBa.

o ChbxpaHsBaiTe MPeBAPUTEITHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMIAKOBKA, 3a JIa Ce
Mpe/ina3u OT CBETINHA.

o AKO € He0O0X0IMMO, OTJEITHUTE MIPEIBAPUTEITHO HAITBITHEHH CIIPUHIIOBKH Stelara Moxke ChIIo aa

Ce ChXpaHsBaT NpH cTaliHa Temieparypa 10 30°C 3a MakcuMyM eiuH nepuo 10 30 q1Hu B
OpWTHMHAJHATa KapTOHEHa OTaKOBKa, 3a J1a C€ MPEeana3saT OT CBeTINHA. 3aluIleTe AaTaTa, Ha
KOATO MPEJIBAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA € U3BaJICHA 32 IbPBU BT OT XJIaIUJIHUKA U
JlaTaTa Ha M3XBBHPJISHE Ha 0003HAUYCHUTE HAa BhHIIIHATA KAPTOHECHA OMaKoBKa MecTa. JlaraTa Ha
M3XBBPIISTHE HE TPSAOBA /12 € CJIel OPUTHHATHMS CPOK Ha TOAHOCT, OTIIEYaTaH BBPXY
KapTOHEHaTa omnakoBka. Clie/1 KaTo BeIHBK CIIPHUHIIOBKATA € OWiia ChXpaHsABaHa P cTaliHa
temneparypa (1o 30°C), Ts He TpsiOBa Ja ce BpbIla B XJIaAWIHUKA. VI3XBBpIIETe CIIPUHIIOBKATA,
aKo He Ce M3IT0JI3Ba CJIe]l ChXpaHEHHUE TIPU CTaifHa TeMIeparypa B paMkuTe Ha 30 THU WK Cea
M3THUYaHE HA OPUTHUHAIIHUA CPOK Ha TOJAHOCT, B 3aBUCUMOCT OT TOBA, KO€ OT IBETE€ HACTHIIU I10-
paHo.
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o He pasknamaiite npeBapuTeIHO HATBIHEHUTE CIIPUHIIOBKY Stelara. ITpoabmkuTeiHOTO
EHEPTUYHO pa3KIIalllaHe MOXKE JIa TIOBPEIH JIEKAPCTBOTO.

He u3noJi3BaiiTe ToBa JieKApCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCIEAHUS JCH OT MOCOUYCHUS MECEII,

. aKO TEYHOCTTA € C IIPOMEHEH I[BAT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIU YYyKIH YaCTHIIN
(BmxTe TOuKa 6 ,,Kak m3rnekna Stelara n kakBo ChIbpiKa OMaKOBKATa™);

° aKo 3HAeTe WM CMATATe, 4 MOJKe /1a € Onia N3NIo)KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITUICHTHO 3aMPb3BaHE WM 3arpsBaHe);

° aKo TPOIYKTHT € OWJI €eHepPrUYHO pa3KIIaTeH.

Stelara e camo 3a enHokpaTHa ynoTpeda. Hensnoa3BaHHUsT MPOAYKT, OCTaHA B CIIPUHIIOBKATa, TPIOBa
Jla ce 3XBBpaN. He M3XBhpIiiTe TIekapcTBaTa B KaHANM3AIKATA MM B KOHTEHHEpPa 3a JOMAITHA
ormabim. [lonuraiite Bamus gapmarieBT kak 1a U3XBBPIISTE JIEKapCTBaTa, KOUTO BEUe HE
uznosspare. Te3su MepKH I1ie CIOMOTHAT 3a Ola3BaHEe Ha OKOJIHATA Cpefa.

6. Cbm)pmalme Ha OonMaKoOBKaTa M JO0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabpxa Stelara

o AXTHBHO BEIIECTBO: YCTEKUHYMa0. Besika mpeiBapuTEIHO HATBIHEHA CIIPUHIIOBKA ChIbPKa
45 mg ycrexkunymab B 0,5 ml.
o Hpyru cberaBku: L-xuctuanH, L-XUCTHAMHOB MOHOXUIAPOXJIOPUT MOHOXHIPAT, nosucopoar 80

(E433), 3axapo3a 1 BOJa 3a HHKEKIIHH.

Kak u3rie:kna Stelara u kakBo cbIbp:Ka 0NAKOBKATa

Stelara e 6ucTbp 10 JTeKO OmaieceHTeH (¢ mepyeH OIIACHK), OE31BETEH 10 ONEA0KBIT HHKCKIIMOHEH
pastBop. Toit Moke J1a ChabpkKa HAKOIKO APEOHU MONTYNPO3PAYHH WITH OCTH YaCTHIIN TPOTEHH.
JocTtasst ce B KapTOHEHA OMAKOBKa, ChABPIKAIlA €/JHA CTHKJICHA MPEIBAPUTEITHO HAIThJIHEHA
cripuHIOBKa OT 1 ml ¢ exnHKMYHA 103a. Besika mpeiBapuTeHO HAMMbJIHEHA CIIPHHIIOBKA ChIbpKa

45 mg ycrexknaymad B 0,5 ml HHXEKITMOHEH pa3TBOp.

IIpuTexkaTes Ha pa3pelleHHETO 32 yOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a AONBIHUTENIHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NpPEICTaBUTEN HAa PUTEKATENS HA Pa3pelIeHHeTo 3a yrnorpeda:

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 It@its.jnj.com
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Bbbarapus

»JKoHCHH & JxoHCHH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@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

E\AGdo

Janssen-Cilag ®apuaxevtikn Movorpdomnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.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@vistor.is

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: +3176 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 1610 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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.0.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika

Johnson & Johnson, s.r.o.
Tel: +421 232 408 400
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Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
BapvaPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEMHO Mpepasriie;kaane Ha JuctoBkara 09/2024

IMonpo6Ha nH(MDOpMAaIUs 32 TOBA JIEKAPCTBO € MPeIOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus

1o JiekapcTBata http://www.ema.europa.eu/.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBITPOCH OTHOCHO MTOCTABSIHETO HA MHXKEKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxramarite npeaBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH Stelara. IlprmunHaTa 3a ToBa €, 4e
CHIJTHOTO pa3KJIalllaHe MOKe Jla TOBpeaH JiekapcTBoTo. He yrnorpe0bsBaiite iekapcTBOTO, aKo €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

_'P |

opo3opuc HITIATa

rd B (.
1| L * J
I'maBa Ha CTpaHHIIH Ha Eturer Hraa
OyTaloTo OpeIIa3sHTeId

Ha HIIaTa

Qurypa 1

1. IIpoBepete Opost Ha NpeABAPUTETHO HANTbJIHEHHTE CIIPHHLUOBKY M MOAT0TBeTe MaTepHaIuTe:

ITonroroBka 3a U3MOI3BaHE HA MPEIBAPUTEIHO HAITbJIHEHATA CIIPUHIIOBKA

o W3Banere npeABapUTEIIHO HAITBIHEHATA CIIPHHLIOBKA/CIIPUHIIOBKY OT XJIaguiHuKa. OcraBere s
Jla IIPeCcTOU OKOJIO IIOJIOBUH Yac U3BbH KyTHATa. ToBa I1I€ 103BOJIM HAa TEYHOCTTA Jja JOCTUTHE
NOJXO0AA1Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanadkara Ha
uriara, JOKaTo TEYHOCTTa HE JOCTUTHE CTaliHa TeMIlepaTypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATa Taka, 4e MOKpHUTaTa ¢ Karma4yka uria jia COYd Harope.

. He xBamaiiTe riaBara Ha 0yTajaoTo, OyTaiaoTo, CTPAaHULUTE HAa NPEIITa3UTelIs HA UIJIaTa Wi
Karaykara Ha Mrjara.

o He uznbpnBaiite OytanoTo.

o He cBansiiTe kanaykara Ha Urjara OT CIIPUHIIOBKATa, JOKATO HE MPOYETETe B MHCTPYKIIHUATA 32
TOBA.

. He nokocBaiitTe akTHBUpAIIUTE CKOOW Ha MPEANA3UTeIs Ha UriiaTa (yKa3aHu ChC 3Be3IUUKa *

Ha (1)1/1rypa 1), 3a J1a n30erueTe MNpEeKACBPEMCHHOTO ITOKPUBAHE HA UTJIaTa C MIPCATIA3UTCIIA.

[IpoBepete mpeBapUTETHO HATBITHEHATA CIIPUHIIOBKA/CIIPHHIIOBKH, 32 JIa CE YBEPHTE, Ue
o OposT Ha IPEBAPUTEITHO HAITBIHEHNUTE CIIPUHIIOBKH M KOJTMYECTBOTO Ha aKTUBHOTO BEIIECTBO
B JI030Ba €IMHUIIA CA BEPHU
o ako Bamrara nosa e 45 mg, me noiayuyute eaHa 45 mg npeaBapuTENHO HAITbJIHEHA
cnpuHIoBKa Stelara;
o ako Bamara no3a e 90 mg, me noxyuure Ase 45 mg NpeaBapUTEIHO HAITBIHEHN
cnpuHIOBKY Stelara u me TpsiOBa 1a cu mocTaBuTe ABE MHXKeKuuu. M3bepere aBe
pa3iIrYHU MecTa Ha MHXKEKTHpaHe (HampruMep eHaTa MHXXEKIHs B JSICHOTO 6enpo, a
JpyraTa — B JIIBOTO) U T'M HalpaBeTe eaHa Cles Apyra;
o TOBA € IPaBUIIHOTO JIEKAPCTBO;
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L CPOKBT Ha TOAHOCT HE € U3TCKBJI;

o MpeIBAPUTEITHO HAITKTHEHATA CIIPUHIIOBKA HE € ITOBPE/ICHA,

. Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 10 JICKO OMAJICCIICHTEH (C TepJIeH OJIACHK) U OC3I[BETCH
10 0JI€10 )KBIT;

. Pa3TBOPBT B CIIPUHIIOBKATA HE € C IPOMEHEH IIBAT WM MBTCH U HE ChABPIKA YUYW YaCTHUIH;

. pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMpPb3HAI.

C1>6epeTe BCHYKHU MaTEpHaJii, OT KOUTO C€ HYKAACTC U T' TIOCTABECTC BHPXY UMUCTA MOBBPXHOCT. Te
BKJIFOYBAT aHTUCCIITUYHU KBPIIUYKH, TAMYYHH TaMIIOHU WJIA MapJjid U KOHTCfIHep 3a OCTpH MMPEAMETH.

2. N30epete 1 moAroTBeTE MIACTOTO 32 MHAKEKTHPAHE:
N30epeTe mMsicTo 32 HHKeKTUpaHe (BXK. Gpurypa 2)

. Stelara ce mpuara upe3 HHXEKIUS 0] KoxkaTa (TI0JIKOXKHO).

. [Moaxonsmum MecTa 3a MHXKEKTUpAHE ca FOpHaTa yacT Ha OepOTO WM 00JIaCTTa OKOJIO KopeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT’bIIA.

. AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKaTa C MPU3HAIM Ha TICOPHA3HC.

. AKko HsKO# By momara npy nocTaBsSHETO Ha MHXKCKIUATA, TOW/TS MOXe J1a u30epe u ropHara

YJacT Ha pbKaTa KaTo MACTO 3a HHXKEKTUPAHE.

= (4

*JoHuTe B CHBO Ca NPENORBYEAHWTE MECTE 38 WHHEXTHREHE,

Qurypa 2
[ToaroTBeTe MSACTOTO 32 HHKEKTUPAHE
. W3muiiTe phlieTe CM MHOTO JI0OPE ChC CallyH M TOILIa BOJA.
. [Touncrere KOX)aTa Ha MIICTOTO 32 MHKEKTHUPAHE C AaHTUCENTHYHA KbPITUIKA.
. He noxocBaiiTe nmoBeue Ta3u 00JacCT /10 MOCTABSIHETO HA MHXKEKIIUATA.

3. CBajiere KanaykaTta Ha urJjara (B:x. (purypa 3):

L4 Kamaukara Ha uriara He TprGBa Ja €€ CBaJId, AOKATO HE CTC I'OTOBU [1da MHXXCKTUPATE A03aTa.
L4 Bzemere MNpEABApUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTE KOPITyCa Hc €IHa PBbKaA.
L4 Psi3ko H3,I[’LpHaﬁTe Kara4ykara Ha urjiata B IIpaBa IIOCOKA U S U3XBHPJICTC. I[OKaTO MpaBUTE

TOBa, HE JIOKOCBAiTE OyTaNOoTO.

Odurypa 3

L Moke Ja 3a0enexuTe BB3AYHICH MEXYP B MPCABAPUTCIIHO HAIIBJIHCHATA CIIPUHIIOBKA UIIN
Karika TCYHOCT Ha BbpXa Ha urjara. ToBa ¢ HOpPMAJIHO U HE € HeO6XOJII/IMO Jla C€ OTCTpaHsABaT.
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He noxocBaiiTe urnata u He s JOUpPANUTE B APYTHU MOBBPXHOCTH.

He u3non3paiite npeaBapuTeNHO HAMBbIHEHATA CIPUHIIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.
AKO TOBa ce CcITy4H, ce CBhpxeTe ¢ Bammst nexap nim hapmareBT.

WmxexTupaiite 103aTa BeHAra, oM CBAJIUTE KaladykaTa Ha UIJiaTta.

4. Nn:kekTHUpaiiTe 103ara:

XBaHeTe MPeIBAPUTEITHO HAMBIHEHATA CIIPUHITOBKA MEXY CPEIHUS MPHCT U TIOKa3aiera Ha
e/lHaTa pbKa M [ocTaBeTe Najena CH BbpXY I1aBaTa Ha OyTaloTo, a ¢ Apyrara pbKa JIeKO
CTHCHETE TOYMCTeHATa KOXKa MEeX/Iy Mmajena u nokaszanena. He cruckaiite cuiHo.

He uznppmBaiite OyTanoro.

C enHo OBP30 JABMWKEHHE BKapalTe MIJIaTa B KOXKATa, TOKBICTO MOXKe (BXK. Gpurypa 4).

Qurypa 4

WmxexTupaiite s10TO KOJIMYECTBO OT JISKAPCTBOTO, KATO HATHCKaTe OyTanoTo, JOKaTO
riaBaTa My JOCTHIHE MEX/y CTPAHHUIIUTE Ha MPEIIa3uTells Ha urnarta (Bx. ¢purypa 5).

Korato O6yTanoTo cTuTHE 10 Kpas, He OTITycKaliTe HaTHCKa BbpPXY IJlaBaTa My, H3BaJleTe UTjara
U IycHeTe KoxkaTa (BXK. ¢purypa 6).

Odurypa 6

baBno OTCTPAHCTC Najicla CH OT IJlaBaTa Ha 6YTaJ'IOTO, 3a [1a MMO3BOJIMTC HA IIpa3HaTa

CTIPUHIIOBKA JIa c€ PUJIBHKH HArope, J0KaTo IsU1aTa Uriia ce MOKpUe ¢ IpeAna3uTes, KakTo €
MOKa3aHo Ha urypa 7.
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5. Cnen uHkeKTHPaHe:

IIpuTHcHeTE aHTHUCENTHYHA KbPIUYKA BHPXY MICTOTO Ha MHXKEKTUPAHE B MIPOIBIDKEHUE HA
HSIKOJIKO CEKYH]IH, CTIE/T KaTO ITOCTAaBUTE MHXKEKIIHATA.

B1b3M0XXHO € Ha MSICTOTO Ha MHXKEKTHPAHE J1a UMa MaJKO KOJIMYECTBO KPBB HIIM TEYHOCT. ToBa
€ HOpMAJTHO.

Moske 1a MpUTHUCHETE MACTOTO Ha MH)KEKTHPaHe ¢ TaMy4eH TaMIIOH WIIM MapJis U 1a
3anspkute 10 cekyHau.

He pasrhpkBaiiTe koxkara Ha MSICTOTO Ha MHXXEKTHpPaHe. AKO € HEOOXOIUMO, MOXKE JIa CJIOKUTE
MaJiKa JIETIeHKa BbPXY MICTOTO Ha HHKEKTHUPAHE.

6. U3xBbpIsine:

H3non3BaHuTe CIPUHIIOBKU TPsIOBA [1a CE MOCTABAT B HEMPOOMBaeM KOHTEHHEp, KaTo
KOHTEeHHepa 3a ocTpu npeameTH (Bxk. gurypa 8). 3a Bamara 6e3omacHOCT 1 3ApaBe U 3a
0e30MacHOCTTa Ha JPYTUTEe, HUKOTa He M3I0JI3BaiiTe MOBTOPHO CIIPUHLIOBKUTE. 3XBBHpIIsiiTe
Bariust koHTelHep 3a OCTPH MPEJAMETH B ChOTBETCTBUE C MECTHHUTE Pa3opeiou.
AHTHCENTHYHUTE KbPIHYKU U IPYT'H KOHCYMAaTHBH MOXE JIa C€ U3XBBPJIAT B 00K OOKITYK.

®urypa 8
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 90 mg un:KeKIIMOHEH Pa3TBOP B MPeIBAPUTEIHO HATbJIHEHA CIIPUHI[OBKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, onuTaiiTe Bamus ekap wiu gapmarieBT.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PEaKlluy, yBeJoMeTe Bamus ekap wiu dpapmanert. Toa
BKITFOYBA M BCHYKY BH3MOKHU HEXKEJTaHU PEaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

U [1nakoB mcopuasuc - Ipu BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU
] IlcopuartnueH apTpuT — IIpU Bb3PACTHU

. Ymepena a0 Texka 6oiect Ha KpoH — npu Bb3pacTHH

. YMepeH 0 TeXBK yIAIepo3eH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

Stelara ce U3moJ13Ba IpH Ji€lla U FOHOIIK HA Bh3pacT 6 TOJUHM U IO-TOJIEMU C YMEPEH 10 TeKBK

IIJIAKOB IICOpHAa3rucC, KOUTO NUMAaT HCIIOHOCUMOCT KbM Q)OTOTepaHI/IH WK JPpYyTru CUCTEMHU TEpaIinu, Uiin
KOoraTto Te€3u JICUCHUA HE ,I[eﬁCTBaT.

145



IlcopuaTnyen apTpur

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYIIepo3HHUAT KOJHUT € Bh3NAINTETHO 3a00II1BaHe Ha yepBaTa. AKO UMaTe yIIEepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru9HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap win papmareBT, mpeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

o AKoO cTe JIeKyBaHH 32 IICOPHA3HC ¢ APYTrH OMOJIOTHYHH JIEKaPCTBa (J1eKapcTBo,

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

® AKO UMaTe W1 HAaCKOpPoO CT¢ HMaJIN I/IHQ)eKl[I/IS[.

® AKO MMaTe HOBH WJIH MPOMEHSAIIA C€ JJE€3UH B YUACTBIUTE C IICOPHUA3UC WA 110
HE3acerHararta Koxa.

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN WHKECKIUSA Stelara —
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OIIaKOBKaTa, B KOATO CE HaMMpa TO3H JIEKaPCTBEH NPOIYKT, ChAbpPXKa JaTEKCOBA I'yMa, KOSTO
MOXKE J]a IIPEeU3BUKa TeXKKH aJIEPrUUHHI PeakLuy IIPU X0pa, UYyBCTBUTEIHU KbM JaTeKkc. Buxre
,,CIleieTe 3a CepuO3HM HeXKeNIaHU peakui’ B TOUKa 4 3a MpU3HALMTE Ha aJlepriuyHa peakiusl.

o AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHus 3aeHo cbe Stelara He e u3cnenBano. Bp3amokHo € obaye, TO 1a yBEIUuH
pHcKa oT 3a00JIsIBaHMs, CBbP3aHH C OTcIa0BaHe HAa UMYHHATa CHCTEMA.

o AKO noJiyuaBaTe WM HAKOIa CTe MOJy4aBaJId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKake BIHMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKE /1 CTe TIO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HAKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexkap wiu papManeBT, nIpeau aa usnonssare Stelara.

Hsikon manmeHTH nogyvaBaT Jymyc-IOA0OHU peakiuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToaec 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00IsIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o noaxo1s1 HauuH. Hezab6aBHO noTbpcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpemopbYBa 3a ynorpeda mpu Jielia Ha Bb3pacT Mo 6 TOJUHY ¢ TICOPHA3KC WM TIPH JleTa
Ha BB3pACT 1O 18 rouHu ¢ ICOpuaTudeH apTpuT, ¢ OosiecT Ha KpoH wiu ¢ yirepo3eH KOJuT,
3aI10TO HE € MPOYYBaH MPH Ta3H Bh3pPacToBa IPyIIa.

JApyru jekapcTBa, BakcuHu u Stelara
TpsioBa na kakeTe Ha Barms jekap wim hapmaiieBT:

o AKoO premMaTe, HaCKOpO CTe IMpUeMaI WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa unu mimaHuparte 1a Bu ce mpaBu BakcuHaiusi. /JokaTto usnona3sate
Stelara, HsiKOM BUOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane OT
TyOepkyio3a). JKuBuTe BakCHHH HeE ce penopbuBaT 3a Bamero 6e6e npe3 qBaHageceT mect
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OPEeMEeHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenun ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH AedekTu npu 6edeta, n3iioxkeHu Ha Stelara B

yTpobara. [lanaute ot ynotpebara Ha Stelara mpu OpemeHHH KeHH 00ade ca OrpaHUYEHH.
ITopanu ToBa € 3a mpenmoYnTane Ja ce u30ATrBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO CTe xeHa ¢ IeTepOJICH MOTEHITUAT, JKeJIaTeTHO € J1a He 3a0peMeHsBaTe U J1a U3M0I3BaTe
MOIXOJIAIII MPOTHBO3aYaThueH METO/I, KOraTo u3noiisare Stelara u mone 15 cenmuiu cien
MOCIIEIHOTO NpriiaraHe Ha Stelara.

. Stelara Mo>xe 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyyuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUSI.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.
3. Kak ma n3noJu3Bare Stelara

Stelara e mpeaHa3HaveH 3a ynoTpeda Mmoja prKOBOJCTBOTO U KOHTPOJIA HA JICKAP C OMUT B JICYCHUETO
Ha 3a00JIBaHus, 33 KOUTO € Ioka3aH Stelara.

Bunaru u3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan BamusT nekap. AKo He cTe€ CUTYpHU B
Heulo, nonuTtaiite Bamus nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, Kora mie Bu ce moctaBst
MH)KEKIMHUTE U KOora I ca CJIeBAIUTe KOHTPOIHH IIPETJIeIu.

KakBo konuvecTBo Stelara ce npuiara
BammsT nekap e pemm KakBo KoJun4ecTBo Stelara TpsiOBa 1a moryduTe U 3a KaKbB TIEPHOA OT BpeMe.

Brn3pacTHu Ha 18 roauHu MK MO-rOJIEMHU
Ilcopua3uc wim ncopuaTuyeH apTpuT

o [penopbunTenHata HavanHa jo3a e 45 mg Stelara. ITarmentu ¢ Termo waa 100 kumorpama (KQ)
MOJKe J1a 3aro4Hart ¢ 1o3a 90 mg BmecTo 45 mg.
o Crient HauasiHaTa /1032, clieBaiiara Bu 1o3a nie 6b/1e 4 ceMUIH TO-KbCHO U CIIEJ TOBa Ha

Bceku 12 ceamuiu. Ceasammre 1031 OOMKHOBEHO ca ChIUTE, KATO HaYaIHATa J103a.

BoJect Ha KpoH uin yauepo3eH KOJIUT

. Ilo Bpeme Ha neuenunero Bammsar nekap me Bu nprinoxu mepBara 103a 0T MPHOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHO3HA UH(DY3us). Cie HavamHaTa 703a,
1ie mosy4ynte crenBaiara 1o3a 90 mg Stelara cien 8 ceqmurm, cien Tosa npe3 12 cenmunu
Yype3 MHKEKIUS Mo KoxkaTa (TI0JJKOKHO).

. [Ipu HAKOM ManMeHTH, CJIe] TbpBaTa MOAKOXHa WHxeKIus, 90 mg Stelara Mmoske ma ce mpuara
npe3 8 cenMuIy. BamusT siekap 1ie peiy Kora TpsoBa J1a MoJIy4YuTe CiieBaliara CH J103a.

Jena u 10HOLIM HA 6 TOAMHH UJIM MO-TOJIEMHU

IIcopuasuc

. Jlekapsit TpsiOBa ja ompeeu MpaBuIHATa 3a Bac 103a, BKIIFOUUTEIHO U KOJIMYECTBOTO (00eMa)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa mo3a 3a Bac me
3aBHCH OT BaieTo TenecHo Tersio mo BpemMe Ha BCsKa 103a.

o Hannuen e daakon ot 45 mg 3a aena, KOUTo TpsiOBa J1a mMoyryyaT Mo-Majiko OT IslaTa 032
45 mg.

. Axko Texure no-masko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJI0.

. Axo texure ot 60 kg no 100 kg, nmpenopsuntennara go3a e 45 mg Stelara.

. Axo texwure moeue ot 100 kg, mpermoppunrtennata qo3a € 90 mg Stelara.

. Cnen HavanmHara J103a, ciejipamniara Bu no3a e 0b/1e 4 ceqMuIyM Mo-KbCHO U cie]] TOBa Ha

Bceku 12 ceqMUIIN.
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Kak ce npuiara Stelara

o Stelara ce npuara KaTo MHXEKIHS O KoXkaTta (MoAKoxHO). B Haganmoro Ha Barero jeucHue,
Stelara Mo’ke 1a ce HEPKEKTHpA OT JIeKap WIIH METUITHHCKA CeCTpa.

. Bue n Bamust mekap obadue Moxke aa permuTe, ue Brue camu Moke Ja cu HHKekTupate Stelara.
B takbB ciyyaii e mpeMuHETe 00y4YeHHE KaK Jla CH MHXKeKTHpare Stelara caMoCcTOsSTEHO.

. 3a ykazaHHA Kak Jja MHKeKTHpaTe Stelara BikTe ,, YKa3aHUS 3a MPIIIOKEHNE B Kpas Ha Ta3u
JIUCTOBKA.

FOBOpeTC ¢ Bamus JICKap, akO UMaTe€ BBIIPOCH OTHOCHO TOBa KakK CaMH 1a ITOCTaBATE MHXKXCKIUATA.

AKO0 cTe U3M0JI3BAJIM NIOBeYe 0T HeoOxoauMara ao3a Stelara

AKO cTe M3M0I3Balv WK ca Bu nprinoxmimm mosede ot HeoOxonuMara fo3a Stelara, He3abaBHO ce
MMOCHhBETBAMTE C Jiekap WK (papmarneBT. Bunaru Hocere ¢ Bac kaproHeHaTa ommakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € TIpa3Ha.

AKoO cTe MPONMyCcHAJIM 1a u3noJj3Bare Stelara
AKO cTe MpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap wium dapmanieBt. He mpunaraiite nBoitHa
J103a, 3a Jja KOMIIEHCUpATEe IpOoIlycHaTaTa J103a.

AKo cte cupesiu ynorpedara Ha Stelara
He e omacno na cripete ynorpe6ata Ha Stelara. Ako obaue st cipete, BamuTe cuMntoMu Moxe 11a ce
BBH300HOBST.

AKO UMaTe HSKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ YIOTpebaTa Ha TOBa JICKAPCTBO, MOMHUTATe
Bamus nexap uinu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuuun

Kakro Bcuukn JIEKapCTBa, TOBA JICKAPCTBO MOXKE Jla MIPEAN3BUKA HEXKECITIAHU pE€AKIINU, BBIIPEKHU Y€ HE
BCCKM I' ITIOJTy4aBa.

CepuHoO3HH HexkeJTaH! PeaKIuu
Hsikou manyeHTH Moke Jja UMaT CEpUO3HM HeXKETIaHW PEeaKI|H, IPHU KOUTO J1a Ce Hajara CIeurHo
JIEUCHHUE.

AJlepru4Hy peakumu — MOKe 12 U3UCKBAT clelHo Jedenne. Madopmupaiite Bamus
JieKap WM He3a0aBHO MOTHpceTe CNelHA MeAUINHCKA TOMOII, AKO0 3a0eseKuTe HAKOMH 0T
cJIeHUTe MPU3HALHU.
. CepHo3HHTE allepruYHH PeaKuH (,,aHapUIaKCHs”) ca peAKH IIPH X0pa, TPpUEMAIIH
Stelara (moxe na 3acersat no 1 Ha 1 000 gymm). [Ipu3HanuTe BKItOYBAT:
o 3aTpyIHEHO ANIIaHE WIH MPEeTTbIIaHe
o HUCKO KPBBHO HAJISITaHE, KOETO MOJKE JIa MPUYMHU 3aMastHOCT HJTH CBETOBBPTEX
o MOJyBaHe Ha JIMLETO, yCTHUTE, ycTaTa WK T'bPIIOTO.
o YecTHuTe NpU3HALY Ha aJIEPrUYHA PEAKLUsl BKIIIOYBAT KOKEH OOPUB U ypTHKapus (MOXKe
na 3acerHat 1o 1 va 100 gymm).

B peaxu ciaydan ce cb001aBaT ajileprudHy 0e10Apo0OHM peakuuu u 0e101podHO
Bb3NaJleHHe NP NAIHEHTH, KOUTO MOJy4aBaT ycTeKMHHyMa0. YBenoMere Beqnara Bamms
JieKap, aKo MoJy4nuTe CHMITOMH KaTo KAlJIMIA, 32yX M BUCOKA TeMIlepaTypa.

AKO TIONTyYuTe CepHO3Ha allepTUYHa peakius, Bammsar iekap Moxe na pen, 4e Bue He TpsOBa
Ja yrorpedsiBare Stelara 0THOBO.

HNndexnnn — Moke 1a M3UCKBAT clielrHo Jieyenue. Undopmupaiite Bamms gekap, ako

3a0eJ1eXKNTe HAKOMH OT CJIe/AHUTE PU3HALIM.

o MH(EKIUUTE Ha HOCA WM I'BPJIOTO M POCTyIaTa ca 4ecTH (MOoXe Ja 3acerHar 7o 1 Ha
10 ayum)
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° WH(PEKIUUTE Ha JOJTHUTE IUXATCITHY TbTHUIA (TPhIHU HHPEKIIUN) ca HeUeCTH (MOXe Jia
3acersnar g0 1 Ha 100 xymm)

. BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIESIyJIUT) € HeuecTo (MOXKe J1a 3acerHe 70 1 Ha
100 mymm)

. xepriecute (Buz 0oJie3HEH OOpUB ¢ MEXypH) ca HedecTH (MOJKe /1a 3acernar Ao 1 Ha
100 mymm)

Stelara mosxe ma Hamaim crmocoOHOCTTa BU 1ma ce 6opure ¢ nabekuu. Hiaxon nHGeKmnn Moxe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIUH, TPUYUHEHU OT BUPYCH, ThOMYKH,
OaxTepuy (BKJIIIOYUTEIHO TyOCpKy103a) HITH Mapa3uTH, BKIIOUUTETHO HHDEKIUH, KOUTO
BB3HUKBAT MPEIMMHO MIPH XOpa ¢ oTciIadeHa IMyHHA CucTeMa (OTIOPTIOHUCTHYHN HH(EKITHH).
[pu nanyeHTH, MOJTyYaBaly yCTEKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHYHN HHAEKIINU Ha
MO3bKa (eHUe(aauT, MEHUHTHUT), OeuTe APOOOBE U OUUTE.

Hoxato ymotpebssare Stelara, TpsiOBa ma ciequte 3a mpu3Hany Ha wH(EKws. Te BKIFOYBar:
BHCOKAa TEMIIEPATypa, TPHUIIONOI00HN CHMITTOMH, HOIITHO TIOTeHE, 3ary0a Ha Teriio
yMOpa UK 3a]1yX, YIIOPUTA KalLTHIA

TOTLIIA, 3a4epBeHa U OOJIe3HEHa KOXKa WTH 00JIe3HEH KOXEeH OOpUB C MEXYPH

napeHe Mpy ypUHUPAHE

Japust

3PUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

r1aBo0oMKe, CKOBAHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJICHE T
00BPKAHOCT.

WNudopmupaiite Bamms nexap BegHara, ako 3a0eNekuTe HIKOW OT Te3W MPHU3HALN Ha
uHpeknus. Te moraT na ObAaT NPU3HALK HA HMH(EKIIMK KAaTO IPhIHA WHPEKIIUU, KOXKHH
HHQEKIMH, XepIIeC 30CTeP WIH OMOPTIOHUCTHYHH HH(EKIINH, KOUTO MOTaT Jia JJOBEAAT JI0
cepuo3Hu ycnoxxHeHus. MHbopmupaiite Bamus nekap, ako vMaTe HIKaKBa YIOPHTA WITH
MoBTapsIia ce nHpEKIMs. Bamust gekap Moxe J1a pely, 4e He TpsOBa 1a yrnotpedsBare
Stelara, nokaro uHpeknuaTa He ObJic U3JICKYBaHa. Y BeqoMeTe Barms jgekap, ¥ ako ©Mate
OTBOPEHM PaHW WJIM HApAHIBAHUS, ThH KaTO MOXeE Jia ce MH(PEKTHPAT.

JlromeHe Ha KokaTa — HHTEH3UBHOTO 3a4ePBsBaHe U JIIOIICHE HA KOXKATA Ha M0-T0JIsiMa
TUIOLI MO TSIJIOTO MOJKe /1a ca CHMITOMM Ha epUTPOAePMHUYEH NMCOPHA3UC HIIH
eKc(oJMaTUBEH 1ePMATHT, KOUTO Ca CEPHO3HH KOKHH 3200/11BaHMsA. AKO 3a0e/ieskuTe
HAIKOM OT Te3u NMpPU3HALM, TPsiOBa 1a nuHdopmuparte Bamus Jiekap He3a0aBHO.

JApyru He:xeJ1aHM peakuuu

YecTn HexenaHu peaknum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
Japus

rajeHe

HOBpPBILAHE

ymopa

3aMasHOCT

riaBo0osme

cbpOex (mpypuryc)

Ooska B Ipp0a, MyCKYJIUTE UIIM CTaBUTE
BB3IIAJIIEHO I'bPIIO

3auepBsiBaHe W 00JIKA HA MSICTOTO HA MHKCKTHPaHE
WHQEKIHS Ha CHHYCHTE

HeuecTu HexkenaHu peaknuu (Moxe na 3acersHat jqo 1 Ha 100 qymm):

o MH(EKIUN Ha 350UTe
o BarvHaJIHa MHPEKIUS, NPUINHEHA OT ThONYKH
o Jernpecus

150



3aIyIIeH HOC WK XpeMa

KbpBEHE, TOCUHSIBaHE, BTBBP/SIBAHE, TIO{yBaHE U ChPOEK HAa MACTOTO HAa MHKCKTUPAHE

ycellane 3a ci1adocT

CIa/IaHe Ha KJIenava U U3KPHUBIBaHE HAa MYCKYJIMTE Ha €{HATA MOJIOBHHA Ha JIUIETO

(,,TrIIeBa Mapanu3a’ Wil ,,l1apain3a Ha ber’”), KoaTo 0OMKHOBEHO € BpeMEHHA

o MPOMsIHA Ha MICOpPUA3UCa ChC 3aUCPBABAHE M HOBU MAJIKH, JKBJITH WK OCIH MEXYPH 10
KOJKaTa, TIOHSIKOTa MIPUIPYKEHH ¢ TeMIeparypa (IyCTyJI03eH IICOPHAa3HC)

. OcieHe Ha KoXaTa (eKcdomaIys Ha KoxaTa)

o aKHe

Penxm HexxenaHu JekapcTBeHM peakuuu (Moxe na 3acersHar 1o 1 Ha 1 000 gymmn)

o 3ayepBsiBaHE U JIIOLICHE HA KOXKaTa Ha MO-TOJIsIMA IUIOI TI0 TSIIOTO, KOUTO MOXKE Aa
CHpOST MH 1a ca 6ose3HeH (exchonmmaTuBeH nepMaTtuT). [logo0HN cMITOMHA
MIOHSIKOTA CE Pa3BHBAaT KaTO €CTECTBEHA MPOMSHA Ha BU/IA HA CUMIITOMUTE Ha IICOPUA3UC
(epuTpoaepMHUYECH MICOPHABHC)

o Bb3nanenue Ha ManKuTe KPHbBOHOCHHU CHAOBE, KOETO MOKE JIa TOBEZE 0 KOKEH OOPHUB C
MaJIK{ YepBEHH W JIMJIaBU IOy THHH, TEMIIepaTypa WM O0JIKa B CTaBUTE (BACKYJIHT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknnu (Moxe na 3acerHat 10 1 Ha 10 000 xymm)

o OO0pa3yBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsIa U
Oone3neHa (0ym03eH IeMQHUTOw)
o KOJKCH JIyIyC €PUTEMATO/IEC U JIYIyC-I0J00€H CHHIPOM (YepPBEH, HAIUTHAT, JTFOLICII CE

00pHB B U3JI0KEHHUTE Ha CIBHIE YYaCTHIIU HA KOXKATA, KOMTO MOXeE Jia € MPUIPYKEH OT
OOJIKH B CTaBUTE).

Cpo011aBaHe HA HeKeJIaHU PeaKl U

AKO TIOITyunTe HIKAKBU HEXEJIaHH JICKApPCTBEHU peakiiy, yBegoMmere Bamms nekap winm hapManesr.
ToBa BKJIFOUBA BCHYKH BE3MOYKHH HEOMMCAHH B Ta3M JMCTOBKA HEXENaHU peakunu. Moxere ChIIo 1a
CHOOIIUTE HEXKETIAHU PEAKIMH JUPSKTHO Ype3 HAIMOHAHATA CUCTEMA 33 ChOOIIIaBaHe B:
W3nbITHUTETHA areHIus 1Mo JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpoOmiaBate HexxelnaHu peakiiy, MOKETe Ja JAaJieTe CBOs PHHOC 3a NOTy4YaBaHe Ha MOBeYe HH-
(hopMarusi OTHOCHO 0€30MaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak n1a cbxpansBare Stelara

o [a ce cpxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIela.

. [a ce cexpanssa B ximaguiauk (2°C—8°C). Jla He ce 3ampa3sBa.

o ChbxpaHsBaiTe MPeBAPUTEITHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMIAKOBKA, 3a JIa Ce
Mpe/ina3u OT CBETINHA.

o AKO € He0O0X0IMMO, OTJEITHUTE MIPEIBAPUTEITHO HAITBITHEHH CIIPUHIIOBKH Stelara Moxke ChIIo aa

Ce ChXpaHsBaT NpH cTaliHa Temieparypa 10 30°C 3a MakcuMyM eiuH nepuo 10 30 q1Hu B
OpWTHMHAJHATa KapTOHEHa OTaKOBKa, 3a J1a C€ MPEeana3saT OT CBeTINHA. 3aluIleTe AaTaTa, Ha
KOATO MPEJIBAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA € U3BaJICHA 32 IbPBU BT OT XJIaIUJIHUKA U
JlaTaTa Ha M3XBBHPJISHE Ha 0003HAUYCHUTE HAa BhHIIIHATA KAPTOHECHA OMaKoBKa MecTa. JlaraTa Ha
M3XBBPIISTHE HE TPSAOBA /12 € CJIel OPUTHHATHMS CPOK Ha TOAHOCT, OTIIEYaTaH BBPXY
KapTOHEHaTa omnakoBka. Clie/1 KaTo BeIHBK CIIPHUHIIOBKATA € OWiia ChXpaHsABaHa P cTaliHa
temneparypa (1o 30°C), Ts He TpsiOBa Ja ce BpbIla B XJIaAWIHUKA. VI3XBBpIIETe CIIPUHIIOBKATA,
aKo He Ce M3IT0JI3Ba CJIe]l ChXpaHEHHUE TIPU CTaifHa TeMIeparypa B paMkuTe Ha 30 THU WK Cea
M3THUYaHE HA OPUTHUHAIIHUA CPOK Ha TOJAHOCT, B 3aBUCUMOCT OT TOBA, KO€ OT IBETE€ HACTHIIU I10-
paHo.
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o He pasknamaiite npeBapuTeIHO HATBIHEHUTE CIIPUHIIOBKY Stelara. ITpoabmkuTeiHOTO
EHEPTUYHO pa3KIIalllaHe MOXKE JIa TIOBPEIH JIEKAPCTBOTO.

He u3noJi3BaiiTe ToBa JieKApCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCIEAHUS JCH OT MOCOUYCHUS MECEII,

. aKO TEYHOCTTA € C IIPOMEHEH I[BAT, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIU YYyKIH YaCTHIIN
(BmxTe TOuKa 6 ,,Kak m3rnekna Stelara n kakBo ChIbpiKa OMaKOBKATa™);

° aKo 3HAeTe WM CMATATe, 4 MOJKe /1a € Onia N3NIo)KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITUICHTHO 3aMPb3BaHE WM 3arpsBaHe);

° aKo TPOIYKTHT € OWJI €eHepPrUYHO pa3KIIaTeH.

Stelara e camo 3a enHokpaTHa ynoTpeda. Hensnoa3BaHUsT MPOIYKT, OCTaHA B CIIPUHIIOBKATa, TPIOBa
Jla ce 3XBBpaN. He M3XBhpIiiTe TIekapcTBaTa B KaHANM3AIKATA MM B KOHTEHHEpPa 3a JOMAITHA
ormabim. [lonuraiite Bamus gapmarieBT kak 1a U3XBBPIISTE JIEKapCTBaTa, KOUTO BEUe HE
uznosspare. Te3su MepKH I1ie CIOMOTHAT 3a Ola3BaHEe Ha OKOJIHATA Cpefa.

6. Cbm)pmalme Ha OonMaKoOBKaTa M JO0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabpxa Stelara

o AXTHBHO BEIIECTBO: YCTEKUHYMa0. Besika mpeiBapuTEIHO HATBIHEHA CIIPUHIIOBKA ChIbPKa
90 mg ycrekunymab B 1 ml.
o Hpyru cberaBku: L-xuctuanH, L-XUCTHAMHOB MOHOXUIAPOXJIOPUT MOHOXHIPAT, nosucopoar 80

(E433), 3axapo3a 1 BOJa 3a HHKEKIIHH.

Kak u3rie:kna Stelara u kakBo cbIbp:Ka 0NAKOBKATa

Stelara e 6ucTbp 10 JTeKO OmaieceHTeH (¢ mepyeH OIIACHK), OE31BETEH 10 ONEA0KBIT HHKCKIIMOHEH
pastBop. Toit Moke J1a ChabpkKa HAKOIKO APEOHU MONTYNPO3PAYHH WITH OCTH YaCTHIIN TPOTEHH.
JocTtasst ce B KapTOHEHA OMAKOBKa, ChABPIKAIlA €/JHA CTHKJICHA MPEIBAPUTEITHO HAIThJIHEHA
cripuHIOBKa OT 1 ml ¢ exnHKMYHA 103a. Besika mpeiBapuTeHO HAMMbJIHEHA CIIPHHIIOBKA ChIbpKa

90 mg ycTexkuHyMa0 B 1 ml MH)KEKIIMOHEH Pa3TBOP.

IIpuTexkaTes Ha pa3pelleHHETO 32 yOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a AONBIHUTENIHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NpPEICTaBUTEN HAa PUTEKATENS HA Pa3pelIeHHeTo 3a yrnorpeda:

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 It@its.jnj.com
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Bbbarapus

»JKoHCHH & JxoHCHH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@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

E\AGdo

Janssen-Cilag ®apuaxevtikn Movorpdomnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.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@vistor.is

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: +3176 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 1610 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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.0.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika

Johnson & Johnson, s.r.o.
Tel: +421 232 408 400
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Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
BapvaPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIeMHO Mpepasriie;kaane Ha JucroBkara 09/2024

IMonpo6Ha nH(MDOpMAaIUs 32 TOBA JIEKAPCTBO € MPeIOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus

1o JiekapcTBata http://www.ema.europa.eu/.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBITPOCH OTHOCHO MTOCTABSIHETO HA MHXKEKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxramarite npeaBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH Stelara. IlprmunHaTa 3a ToBa €, 4e
CHIJTHOTO pa3KJIalllaHe MOKe Jla TOBpeaH JiekapcTBoTo. He yrnorpe0bsBaiite iekapcTBOTO, aKo €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

_'P |

opo3opuc HITIATa

rd B (.
1| L * J
I'maBa Ha CTpaHHIIH Ha Eturer Hraa
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Qurypa 1

1. IIpoBepete Opost Ha NpeABAPUTETHO HANTbJIHEHHTE CIIPHHLUOBKY M MOAT0TBeTe MaTepHaIuTe:

IToaroroska 3a U3I0J3BaHE HA MIPEIBAPUTEIHO HAIbJIHEHATA CIIPUHIIOBKA!

o W3Banere npeABapUTEIIHO HAITBIHEHATA CIIPHHLIOBKA/CIIPUHIIOBKY OT XJIaguiHuKa. OcraBere s
Jla IIPeCcTOU OKOJIO IIOJIOBUH Yac U3BbH KyTHATa. ToBa I1I€ 103BOJIM HAa TEYHOCTTA Jja JOCTUTHE
NOJXO0AA1Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanadkara Ha
uriara JI0KaTo TEeYHOCTTa HE JOCTUTHE CTaiHa TeMieparypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATa Taka, 4e MOKpHUTaTa ¢ Karma4yka uria jia COYd Harope.

. He xBamaiiTe riaBara Ha 0yTajaoTo, OyTaiaoTo, CTPAaHULUTE HAa NPEIITa3UTelIs HA UIJIaTa Wi
Karaykara Ha Mrjara.

o He uznbpnBaiite OytanoTo.

o He cBansiiTe kanaykara Ha Urjara OT CIIPUHIIOBKATa, JOKATO HE MPOYETETe B MHCTPYKIIHUATA 32
TOBA.

. He nokocBaiitTe akTHBUpAIIUTE CKOOW Ha MPEANA3UTeIs Ha UriiaTa (yKa3aHu ChC 3Be3IUUKa *

Ha (1)1/11". 1), 3a J1a n30erHeTe MNpEKACBPEMCHHOTO ITOKPUBAHE HA UIJIaTa C IPCAITa3UTCIIA.

[IpoBepeTe mpeBapUTETHO HATBITHEHATA CIIPUHIIOBKA/CTIPUHIIOBKH, 32 JIa CE YBEPHTE, Ye:

o 6p05[T Ha Ip€aABaApUTCIIHO HAITBJIHECHUTE CIIPUHIIOBKY U KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO

B JI030Ba €IMHUIIA Ca BEPHHU:

o ako Bamrara no3a e 90 mg, me nonyuure eara 90 mg npeaBapuTENHO HAITbJIHEHA
cnpuHIoBKa Stelara;

TOBA € MPABHIHOTO JIEKAPCTBO;

CPOKBT Ha T'OJHOCT HE € U3TCKDBJI;

NpEeIBAPUTETHO HATBIIHEHATA CIIPUHIIOBKA HE € ITOBPE/ICHA;

Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 10 JICKO OMaJICCIIEHTEH (C IepiieH OJIACHK) 1 Oe3IBETCH

10 0JI€10 XKBIT;

155



L Pa3TBOPHT B CIIPUHIIOBKATA HE € C IPOMCHCH LBAT WX MBTCH M HC ChABPKA YYKIU YACTHUIIH,
L Pa3sTBOPBHT B CIIPUHIOBKATA HE € 3aMPBb3HAJ.

Cp0epeTe BCHUKH MaTepHaId, OT KOUTO c€ HYXKIaeTe, U T'H IOCTaBEeTe BhPXY YHCTa MOBBPXHOCT. Te
BKJIIOYBAT AaHTUCENITUYHU KHPIUYKH, TAMYYHU TAMIIOHU WM MApJIU U KOHTEHHEP 33 OCTPU IIPEIMETH.

2. N306epeTe 1 MOATOTBETE MSACTOTO 32 HHKEKTHPaHe:
N36epete MACTO 3a HHKEKTHPaHe (BXK. (urypa 2)

. Stelara ce mpuara upe3 HHKEKITHS 0T KoxkaTa (ITOIKOKHO ).

o [Momxoxsuy MecTa 3a HHKEKTUPaHe ca ropHaTa JacT Ha OepoTo Witk 001acTTa OKOJIO KopeMa
Ha pa3CTOsSHHUE Hal-MaJIKO 5 CM OT IbIIa.

o AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

o Ako HsKO# By momara npu moCTaBsSHETO Ha MHXKCKIUATA, TOW/TS MOXe J1a M30epe 1 ropHara

YacCT Ha pbKaTa KaTO MACTO 3a MHXKCKTHUPAHE.

= (4

*JoHUTE B CHBO CB NPENDPLYBEHWTE MECTA 38 MHKEKTHpaHE.

®urypa 2
Ilonroreere MACTOTO 3a MH)KEKTHPaHE
. WzmmuiiTe ppiieTe cu MHOTO T0OpE ChC CallyH | TOILIa BOAA.
o ITouncreTe KOXkaTa Ha MACTOTO 33 MHXEKTHPAHE C AaHTUCENTUYHA KbPIIHUKA.
o He noxocBaiiTe noseue Ta3u 00JacT A0 MOCTABIHETO HA MHKEKIIMATA.

3. CBajiete KanaykaTta Ha urJjara (B:x. (purypa 3):

L4 Kamaukara Ha urjata He TpSI6Ba Ja Cc€ CBaJId, JOKAaTO HE CTC T'OTOBU Jd MHXKCKTHUPATEC A03aTa.
L4 Bzemere MNpEABApUTCIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTEC KOPITyCa Hc €IHa PBbKaA.
L4 Psi3ko H3,I[’LpHaﬁTe Karaykara Ha urjiata B IIpaBa IIOCOKA U A U3XBHPJICTC. I[OKaTO MpaBUTE

TOBa, HE JIOKOCBAlTE OyTaNO0TO.

Odurypa 3
. Moske na 3a0enexuTe Bh3IyIIeH MEXYp B MPEABAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA HITH
KalKa TEeYHOCT Ha BbpXa Ha uriara. ToBa e HOpMaHO U HE € HEOOXOIMMO Jla C€ OTCTPaHsBAaT.
. He nokocaiite urnara u He 51 JONUPaANTE B IPYTrd MOBbPXHOCTH.
. He n3non3Baiite npeaBapUTENHO HAIBbIHEHATA CIPUHLIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.

Axo TOBa ce CJIy4Hu, C€ CBbPIKCTEC C Bamms JICKap Wi (bapMaI_[CBT.

156



L HH)KGKTHpaﬁTe Jo3aTta B€aHara, moM CBaJIMTC KalladKaTa Ha urjarta.

4. UnkekTHpAiiTe 103aTAa:

o XBaHeTe MPeIBAPUTEITHO HAMBIHEHATA CIIPUHITOBKA MEKIY CPEIHUS MPHCT U TMOKa3aiena Ha
e/IHaTa pbKa M [oCcTaBeTe Najena CH BbpXY I1aBaTa Ha OyTaloTo, a ¢ Apyrara pbKa JIeKO
CTHCHETE MOYHMCTeHAaTa KOKa MEeXKAY Majena u nokasaiena. He cruckaiite cuiHo.

o He m3nbpmBaiite OytanoTto.

o C enHo OBP30 JABMKEHHE BKapalTe UIJlaTa B KOXKaTa, JOKBICTO MOXke (BXK. purypa 4).

Qurypa 4

. WuxexTupaiTe MsII0TO KOJMYECTBO OT JIEKAPCTBOTO, KATO HATHCKATE OYTAIOTO, IOKATO
riiaBata My JOCTUTHE MEXy CTPaHUIIUTE Ha Mpeana3uTess Ha uriara (Bxk. purypa 5).

o Koraro OyTasoTo cTUrHe 10 Kpasi, He OTIIyCKalTe HaTHCKa BbPXY IJlaBaTa My, H3BaJI€Te UIlaTa
W IyCHeTe Koxkata (BK. purypa 6).

®urypa 6
o baBHO oTcTpaHeTe nasnena cu OT IaBaTa Ha OyTanoTo, 3a Ja MO3BOJIMTE Ha Mpa3HaTa
CHPUHIIOBKA J1a C€ IPUABXH Harope, J0KaTo Is1aTa Urila ce MOKpUe ¢ IpeAna3uTess, KakTo €
MOKa3aHo Ha Qurypa 7.
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Qurypa 7

5. Cnen uHkeKkTHpaHe:

[IputucHeTe aHTHCENTHYHA KBPIIUYKA BBPXY MACTOTO HA HH)KEKTHPAHE B IPOJbIDKEHHE Ha
HSIKOJIKO CEKYH/]IH, CJIE/l KaTO MOCTaBUTE MHKEKIIMATA.

BB3MO0KHO € Ha MSCTOTO Ha MH)KEKTHPaHEe Ja NMa MaJIko KOJIMYeCTBO KPhB WM TeuHOCT. ToBa
€ HOpPMAJTHO.

Moxe Aa MPUTUCHETEC MACTOTO HA MHIKCKTHPAHC C ITaMy4Y€H TaMIIOH WJIM MapJiid U Aa
3aabpxute 10 cexkyHau.

He pastepkBaiiTe KO)KaTa Ha MACTOTO Ha HHXKEKTHUPaHe. AKO € HEOOXOIMMO, MOKE J1a CIIOJKHUTE
MaJika JIE[IeHKa BbpXY MACTOTO Ha HHXEKTHpaHE.

6. U3xBbpIisiHe:

W3non3BaHuTe CIPUHLIOBKH TPAOBA [a c€ MOCTABAT B HENPOOUBaeM KOHTEIHEP KaTo
KOHTEeHHepa 3a ocTpu npeamMeTH (Bx. gurypa 8). 3a Bamara 6e3omacHOCT 1 3ApaBe U 3a
0e30macHOCTTa Ha JIPYTUTe, HUKOTa HEe W3ION3BaiiTe IOBTOPHO CIIPUHIOBKHTE. V3XBBHpIIsiiTE
Bamus koHTeliHep 3a OCTpH NPEAMETH B CbOTBETCTBHE C MECTHUTE PA3IOpea0H.
AHTHCENTHYHNUTE KbPIHUYKH U IPYT'H KOHCYMaTHBH MOXeE J]a C€ U3XBBPIIAT B OOLIHS OOKIYK.

Ourypa 8
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg uH:keKIIMOHEeH Pa3TBOP B NMPeIBAPUTEHO HATbIHEHA MHCATIKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

- Ta3u IMCTOBKA € HATIMCAHA 32 MAMEHTAa, KOWTO NMpueMa JIeKapcTBOTo.3arma3ere Ta3u
nucToBKa. MoKe Jja ce HaJoXKu Ja sl MpoYeTeTe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxe
Jla M HaBpeJv, HE3aBUCHMO Y€ MPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo BammuTe.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PEaKllnu, yBefoMeTe Bamus siekap wiu gapmariet. Toa
BKIIFOYBA M BCHYKY BH3MOKHU HEXKEJIaHU PEeaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara n 3a kKakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, npeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wd P

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0/I3Ba

Kakso npeacraBiasiBa Stelara

Stelara cpabpika aKTHBHOTO BEINECTBO ,,YCTEKHHYMAO™, KOETO € MOHOKJIOHATHO aHTHTSIIO.
MOHOKIIOHATHUTE aHTUTENa ca TIPOTEHHU, KOUTO pa3lo3HaBaT U CBBbP3BAT ONpeesieHH CrielinpUIHN
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyTIa JIEKapCTBa, HAPEUSHH ,,iMyHOcympecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HA YacT OT UMyHHATa CHCTEMa.

3a kakBo ce n3noJ3Ba Stelara
Stelara, npuiokeHa ¢ U3MOI3BAHETO HA MPEIBAPUTEITHO HAMTbJIHEHA MHCANIKA, CE M3I0JI3BA 3a JICUCHHUE
Ha CJICHUTE BH3MAIUTEIIHU 3200 IIBAHHUS:

o ITnakoB ncopuasuc - Mpu Bb3PaACTHU

o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena g0 texka 6onect Ha KpoH — npu Bb3pacTHH
o YMepeH 0 TeXbK yIIEPO3eH KOJUT — IIPY Bb3PACTHU

IlnakoB ncopuasuc
,,L LITaKOB TIcopra3uc” € KOXKHO 3a00JIsIBaHe, KOSTO BOJIHU JI0 BB3MAJICHHE, 3aCATaIl0 KOXKaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00JISIBAHETO.

Stelara, npuioskena ¢ U3MOI3BaHETO HA MPEIBAPUTEIIHO HAITBIIHEHA TTHCAJIKA, CE U3II0JI3BA IIPH
BB3PACTHU C YMEPEH J0 TEXKbK IUIAKOB IICOPUA3UC, KOUTO HE MOTraT Aa U3I0J3BaT LUKIOCIIOPHH,
METOTpeKcaT Wink (HOTOTepaIns, WM KOTaTo Te3H JICYCHUS HE IeHCTBaT.

IlcopuaTnven apTpur

[TcopuaTuyeH apTpUT € Bh3MATUTEIIHO 3a00JI1BaHe Ha CTAaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO IMaTe aKTHBEH MICOPUATHYCH apTPHT, IIBPBO I1ie Bu jiekyBart ¢ apyru iekapcTsa. AKO
HE Ce MOBJIMSACTE TOCTaTHYHO OOpE OT Te3U JieKapcTBa, Moxke Aa Bu ce npeanuie Stelara, 3a na ce:

° HaMaJsIT IpU3HAIIUTE ¥ CHMIITOMUTE Ha 3a00JIs1BaHeTo Bu;
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o nonoOpu puzuueckoTo Bu chcrosiame;
o 3abaBM yBpeK1aHeTo Ha Barmre ctau.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanmuTennHo 3a00isBaHe Ha yepBara. Ako umate 6osiect Ha KpoH mepBo 111e
Bu ce nagaT npyru nekapctBa. AKO He CE MOBIIMSAETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a0oIsiBaHeTO B,

Yaueposen koauT

VYAepo3HUT KOJIHT € Bh3NATUTEIHO 3a00IIIBaHe Ha YepBaTa. AKO UMaTe yIIIEPO3eH KOIUT, TbPBO
nie Bu ce mamat npyru nekapctBa. AKO HE ¢€ OBIUSABATE OOPE UM UMATe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a001BaHe.

2. Kakso TpsOBa na 3Haere, npeau Aa usnoJspare Stelara

He u3noaseaiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAINUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
o AKO MMaTe aKTHUBHA MHpEKIMA, KOATO Bamusr siekap Hamupa 3a 3HaUnMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wiu apManeBT, nIpeau aa u3nonssare Stelara.

Ipenynpesxaenust U NpeaAnasHu MePKH

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBCTOSIHUETO Bu mpeau Besiko geueHne. Y BegoMeTe cBos JieKap 3a Besika Barra 6osiecT mpeau BCsSKo
nedenue. Cpio Taka nHGpopMupaiiTe Bamms nekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOMTO
MOJKe J1a UMa TyOepKyIio3a. Bamust nekap me Bu npernena u 1me HanpaBu U3CieBaHe 3a
TyOepKyJ03a, mpean Aa u3noissare Stelara. Ako Bamuar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyI03a, Moxe Ja Bu npeanuine nexkapcTsa 3a JIEIEHUETO M.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIAU

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKMH, BKIIIOUYUTEIHO aJIePrUUH PEaKkuu 1
unpexyu. TpsaOBa 1a cineanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/IIBaHus, TOKaTo puemare Stelara.
Bwxre ,,Cepno3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIUCHK Ha TE3U HEXEJaH! Peaklnu.

IIpenn na usnonseare Stelara uadopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMaJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HSIKOTa CTe MMAJIH HSKAaKbB BUJI PaK — TOBA €, 3al[0TO UMYHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cucTema. ToBa MOJKe /1a IOBHIIM PUCKA OT PakK.

o AKO cTe JeKYBaHM 32 MCOPHA3KC C APYTH OHOJOTMYHH JIEeKapcTBa (JieKapcTBo,

NMPOU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO MIMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B YYaCTBLUTE C ICOPUA3UC WU 110
He3acerHaraTa Koa.

o AKO HSIKOTa cTe HMAJIM AJIePrHYHA peaknus KbM JaTeKce Wiu MHxKkeknusa Stelara —

OIIaKOBKaTa, B KOATO C€ HAMHPAa TO3H JEKaPCTBEH MPOAYKT, ChAbPXKA JaTEKCOBA T'yMa, KOSTO
MOXE J1a IPCAU3BHUKA TCKKU aJICPTUYHU PCAKIWHU IIPU XO0pa, YyBCTBUTCIIHU KbM JIATCKC. Buxre
,,CIieieTe 3a CepuO3HH HeXXeJIaH! peKalui’’ B TOUKa 4 3a MpHU3HAINTE Ha aJlepruyHa peakiusl.

o AKO moJiyuaBare Jpyro jJedeHue 3a MCOPHAZKUC W/HWIH NCOPHATHYEH APTPUT — KaTo JIPyTH
MMYHOCYTIpeCOpH WM (oToTeparus (KoraTo TAJIO0TO Ce JIeKyBa ¢ THl yaTpasuosieroBa (UV)
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cBeTimHA). Te3u JIedeHus ChIO MOYXKE JTa OTCIIA0AT YacT OT MIMYHHATa cucTeMa. M3moisBaneTo
Ha Te3W JIeUeHus 3aeIHO0 che Stelara e e u3cimenBano. Be3MokHO € 00ade, TO 1a YBEIHYH
pUCKa OT 3a00JIsIBaHYsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO noJiyyapaTte WM HSKOIa cTe IOJIy4YaBaJu HHKEKIHH 32 JieYeHUe Ha aJIepruM — He €
M3BECTHO Janu Stelara Moxe Ja OKake BIUSHHE BBPXY TSX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKe 1 CT€ MO-CKJIIOHHU KbM MH()EKLINH.

AKO He cTe CUTypHU JIaJIH HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
nexap wiu apManeBT, npeau aa usnonssare Stelara.

Hsxou mamuenTun IojyvyaBat J'IYHyC-HO,Z[O6HI/I p€aKkuuu, BKIIIOUUTEIIHO KOXKCH JIYITYC €pUTEMATOAEC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO IOJIYUYUTC YCPBCH, HAAUTHAT, JIFOLICH] CE 06pI/IB, IMOHsAKOrI'a C MMO-TbMHH I'PAHUIIU, B U3JIOKCHUTC
Ha CJIbHIEC YYaCThbIUM HAa KOXaTa UJIKN CTaBHU 0OJIKH.

Cbpaeven HHQAPKT U HHCYJITH

NudapkT 1 MHCYATH ca HAOII0JaBaHH B IIPOYYBAHE MPH MALMEHTH C TICOPHA3HUC, JIEKYBaHH ChC
Stelara. Bammst nexap pe1oBHO e TpoBepsiBa pUCKOBHUTE (DaKTOPH 32 CHPACYHO 3a00JSIBaHE H
UHCYNT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o oaxo1i1l HaunH. He3abaBHO noTbpcere
MEeIUIMHCKA TIOMOII, aKO TIOJTy4HuTe OO0JIKa B I'bPAHTE, CIA00CT WM HEOOMYaliHO yCelaHe OT eJHaTa
CTpaHa Ha TSUIOTO, OTITYCHATOCT HA JIMLIETO WM TOBOPHU HIJIH 3PUTEITHN CMYIICHHS.

Jeuna v roHomu

Stelara npeiBapuTeIHO HaMbJIHEHA MTUCAJIKA HE CE MPEMoPbhYBa 3a yroTpeda MpH Jela Ha Bb3PacT IO
18 romuHu ¢ copuasuc, 3aloTo HE € MPOYyYBaH MPH Ta3U Bh3pacToBa rpymna. Bmecro Toa npu aena
Ha BH3PACT 6 WIK MOBEUE FOJIMHU U FOHOIIIM C TICOPHA3KC TPsIOBa Ja ce MU3I0JI3Ba IIPEIBAPUTEITHO
HaIbJIHEHA CITPUHIIOBKA WX (DIIaKOH.

Stelara He ce mpenopbkyBa 3a yrnorpeda MpHu Aelia U I0HOIMIM Ha BB3pacT Moj 18 rofrHu ¢ CopHaTHUCH
apTpur, ¢ 6onect Ha KpoH uin ¢ yJuepo3eH KOIUT, 3al10TO HE € MPOyYBaH IIPH Ta3u Bb3PacToBa

rpymna.

Jpyru nekapcTBa, BakciuHu M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

o AKoO preMaTte, HaCKOpO CTe MpUeMaI WK € Bb3MOXHO Ja IPUEeMeTe IPYTH JIeKapCTBa.

o Axko Hackopo Bu e nmpaBena winu nnanupare 1a Bu ce npaBu BakcuHanus. JlokaTo U3Mos3Bare
Stelara, HsikO¥ BUOBE BaKCHHM (’KMBU BaKCHHH) HE TPsiOBa Jla ce Tpuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TPsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJIFOYHMTEITHO JKMBH BakcuHHM, kato BLIDK BakcuHa (M3mon3BaHa 3a mpenasBaHe OT
TyOepKyo3a). JKuBnuTe BakCHHU He ce IpenopbuBar 3a Barmrero 6e0e mpe3 mppBUTe ABaHaIECET
Mecella clie]l paykIaHeTo, ako cTe nosy4yasaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JexapsT Ha Bamero 6ebe He npenopsya Ipyro.

BpeMeHHOCT U KbpMEHE

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OpEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms ekap npenn ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnroaBaH mo-BUCOK PHCK OT BpojieHH Jedektn npu 6ebeTa, n3nnoxkeHu Ha Stelara B

yTpobara. /lanaute ot ynorpebara Ha Stelara npu OpeMeHHH >keHH o0ade ca OrpaHUYCHH.
[lopanu ToBa e 3a nmpennouynTaHe Ja ce U30srBa yrnorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKo cTe JXeHa C AeTepOeH MOTSHINA, )KEJIATETHO € Ja He 3a0peMeHsBaTe U Jja U3I0JI3BaTe
MOJXOIAII MPOTHBO3auaTh4eH METOI, KOrato u3noissare Stelara u mone 15 cenmuny cien
NOCJIeTHOTO Npuiarade Ha Stelara.

o Stelara Mo>xe 1a mpemMuHe Mpe3 IUIaleHTaTa B HepoJIeHoTo Oebe. AKo cre momyyaBanu Stelara
1o BpeMe Ha OpeMeHHOcTTa cH, 6ebeTo Bu Moke j1a Ma T0-BHCOK PUCK OT HH(EKITHS.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He oBIMSABA MK MOBIHSIBA TPEHEOPESIKUMO CITOCOOHOCTTA 32 IodupanHe u paboTa ¢ MalTHHH.
3. Kak ma n3noJu3Bare Stelara

Stelara e mpeaHa3HaveH 3a ynoTpeda Mmoja prKOBOJCTBOTO U KOHTPOJIA HA JICKAP C OMUT B JICYCHUETO
Ha 3a00JIBaHus, 33 KOUTO € Ioka3aH Stelara.

Bunaru u3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan BamusT nekap. AKo He cTe€ CUTYpHU B
Heulo, nonuTtaiite Bamus nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, Kora mie Bu ce moctaBst
MH)KEKIMHUTE U KOora I ca CJIeBAIUTe KOHTPOIHH IIPETJIeIu.

KakBo konuvecTBo Stelara ce npuiara
BammsT nekap e pemm KakBo KoJun4ecTBo Stelara TpsiOBa 1a moryduTe U 3a KaKbB TIEPHOA OT BpeMe.

Brn3pacTHu Ha 18 roauHu MK MO-rOJIEMHU
Ilcopua3uc wim ncopuaTuyeH apTpuT

o [penopbunTenHata HavanHa jo3a e 45 mg Stelara. ITarmentu ¢ Termo waa 100 kumorpama (KQ)
MOJKe J1a 3aro4Hart ¢ 1o3a 90 mg BmecTo 45 mg.
o Crient HauasiHaTa /1032, clieBaiiara Bu 1o3a nie 6b/1e 4 ceMUIH TO-KbCHO U CIIEJ TOBa Ha

Bceku 12 ceamuiu. Ceasammre 1031 OOMKHOBEHO ca ChIUTE, KATO HaYaIHATa J103a.

BoJect Ha KpoH uin yauepo3eH KOJIUT

. Ilo Bpeme Ha neuenunero Bammsr nekap me Bu nprinoxu mepBara 103a OT MPHOITH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHO3HA UH(DY3us). Cie HavamHaTa 703a,
1ie mosy4ynte crenBaiara 1o3a 90 mg Stelara cien 8 ceqmurm, cien Tosa npe3 12 cenmunu
Yype3 MHKEKIUS Mo KoxkaTa (TI0JJKOKHO).

. [Ipu HAKOM ManMeHTH, CJIe] TbpBaTa MOAKOXHa WHxeKIus, 90 mg Stelara Mmoske ma ce mpuara
npe3 8 cenMuIy. BamusT siekap 1ie peiy Kora TpsoBa J1a MoJIy4YuTe CiieBaliara CH J103a.

Kak ce npuiara Stelara

o Stelara ce npuiiara KaTo HHXEKIHA 04 KoXkaTa (OAKOXHO). B Havanoro Ha Bamrero jeuenue,
Stelara Mo>xe 1a ce HHXKEKTHpa OT JeKap WM MeIUINHCKA CeCTpa.

. Bue u Bammsr nekap, o6aue Moke Jia pemure, ue Bue caMmu Moxe J1a cu nHxkekThpare Stelara.
B TaxbB ciyyaii me npeMuHeTe 00y4eHHe KaK Jja CH MH)KeKTupate Stelara caMOCTOSTENHO.

. 3a ykazaHus Kak Jia MHKeKkTupare Stelara Buxre ,,YkazaHus 3a PUIOKEHWE” B Kpasi Ha Ta3u
JIUCTOBKA.

T'oBopete ¢ Bamus jiekap, ako uMate BbIIPOCH OTHOCHO TOBA KaK CaMH J1a ITOCTaBITE MHKEKIIUATA.

AKO cTe H3M0JI3BAJIN ITOBevYe 0T HeoOxoamMaTa q03a Stelara

AKO cTe M3M0JI3BajIM WK ca By npunoxuny moseye or HeoOxoaumara fo3a Stelara, HezabaBHO ce
MOCHBETBaMTE ¢ JieKap win ¢apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € [Ipa3Ha.
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AKoO cTe PONyCHAJIM 1a u3noJji3Bare Stelara
AKO CTe MpoITyCHAJIH [103a, CBhpKeTe ce ¢ Baius nekap wiu dapmarieBt. He mpunaraiite nBoitHa
J103a, 3a Ja KOMIIEHCUpaTe MpoITycHaTaTa J103a.

AKo cTe cripejiu ynorpeoara Ha Stelara
He e omacHo ma ciipere ymotpebara Ha Stelara. Ako obade 51 cripete, Bammmire cumnroMu Moxe 1a ce
BBH30OHOBSIT.

AKO MMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpeOaTa Ha TOBA JICKApCTBO, IONUTaTe
Bammus nekap nim ¢papManesT.

4, Bb3MOKHN HeKeJTaHU PeaKIuu

Kakro Bcuuku JICKapCTBaA, TOBA JICKAPCTBO MOXKE 1a IIPEAN3BHUKA HEXKCIAHNU p€aKIIUK, BBIIPEKHU Y€ HE
BCCKH T'U IIOJTy4aBa.

CepHo3HH HeKeJIaHU peakluu
Hsikon manueHTH Moe Ja UMaT CEpUO3HU HEXEJaH! Peakiy, IPU KOUTO J1a C€ Hajlara CIEeIHO
JIEUCHHE.

AJlepru4HM peakunu — MOKe [1a U3UCKBAT crelHo Jeyenue. MHdopmupaiite Bamus Jiekap nim
He320aBHO NMOTHPceTe CEeNIHA MeTUIIMHCKA MOMOIILL, AKO0 3a0eJIe;KuTe HIKOI OT CiIeTHUTE
NpHU3HAIM.
. CepHo3HHTE aJICPTUYHU Peakiuu (,,aHaduIaKcus’) ca peAKu MpHu xopa, npruemaniy Stelara
(moxe na 3acerHat no 1 Ha 1 000 gymm). IIpu3HamuTe BKIIOYBAT:
o 3aTPyAHEHO AUIIaHE WM NperibliaHe
o HHUCKO KPBBHO HaJIsITaHE, KOETO MOJKE J]a IPHUYMHHU 3aMasiHOCT HJIH CBETOBBPTEK
o MOJyBaHE Ha JIMLIETO, YCTHUTE, yCTaTa WU I'bPIIOTO.
o YecTrTe npU3HALY HA aJlepTHYHA PEaKIUsl BKIIIOYBAT KOKEH OOpPHB U ypTUKapus (MOXKe 1a
3acerHat jo 1 Ha 100 mymm).

B penxu ciydau ce ch00IaBAT aJIePru4HH 0€J10APOOHH peaKIuu U 6eJ10Ipo0HO Bh3NaJcHHE
NPH NAHEHTH, KOUTO MOJIy4YaBaT YCTeKMHYMa0. YBegomere BeqHara Bammus jekap, ako
NoJIy4yHMTe CHMITOMH KaTO KAallUIMIA, 3ayX 1 BUCOKA TeMIlepaTypa.

AKXO moTyunTe cepruo3Ha alepruyHa peakuus, Bammsr nekap moxe 1a pemd, ye Bue He TpsiOBa na
ynotpebsaBare Stelara oTHOBO.

Nudexnun — Moske 1a U3UCKBAT clielHo JeyeHue. Mudpopmupaiite Bamus jekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE NPU3HALN.

o WHQEKIMUTE HAa HOCA HITK TBPJIOTO M MPOCTYJIaTa ca 4ecTH (Moxe Ja 3acerHar 7o 1 Ha
10 ayum)

° WH(EKIUUTE HA JOJTHATE IUXATEIHH ITBTUIA (TPhIHA HHPEKIINHN) ca HedecTH (MOoXe Jia
3acerHat o 1 va 100 mymm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MOoKe Ja 3acerde 10 1 Ha
100 myrmmm)

. xepriecute (Buj 00Jie3HEH 0OpUB ¢ MEXypH) ca HeuecTH (Moxke J1a 3acerHat a0 1 Ha 100 myin)

Stelara moxe na Hamasu ciocooHocTTa Bu 11a ce 6opure ¢ napeximu. Hsikon nadeknnn Moxe 1a
CTaHaT CEPUO3HH U MOJKE J1a BKIIIOYBAT WHPEKINHU, TPUIMHEHH OT BUPYCH, I'bONYKH, OaKTEepUu
(BKITIOUUTENHO TyOEpKyIi03a) WK Mapa3uTH, BKIOYUTETHO HH(PEKINH, KOUTO BE3HUKBAT IIPEIUMHO
NpY X0pa ¢ oTciIabeHa IMyHHA cUCTeMa (OMIOPTIOHUCTHYHY nHpeKyn). [Ipy nanuenTy, momydyasaniu
yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MHMEKIIUN HAa MO3bKa (€HIIe(aTUT, MCHUHTUT),
Oenute TPOOOBE U OUHTE.
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Hoxkato ynorpedsiBate Stelara, TpsiOBa aa cieauTe 3a mpu3Hany Ha wH(eKus. Te BKIIOYBaT:
BHCOKA TeMIIePaTypa, TPUIIONOJ00HU CHMITTOMH, HOIITHO TIOTEHE, 3ary0a Ha Terio

yMoOpa WY 3a/1yX, YIIOPHUTa KalLIUIa

TOILIA, 3a4ePBEHA U OOJIC3HEHA KOXKa WIIM 0OJIC3HEH KOXKEH OOPUB C MEXYpH

MapeHe npu ypuHUpaHe

Juapus

3PUTEITHO CMYIIEHUE WU 3ary0a Ha 3peHue

IJIaBO0OJIHE, CKOBAaHOCT HA BPaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJICHE U OOBPKAHOCT.

HNudopmupaiite Bamms nekap BeqHara, ako 3a0e1exXUTe HIKOW OT Te3u Npu3Hauy Ha nHdpekuus. Te
Morar Aa ObAaT NpU3HaNY Ha HH(EKIHUH KaTo TPhAHN HHPEKIUH, KOKHA HHPEKINH, XepIec 30CTep
WY OTIOPTIOHUCTUYHH MH(MEKINN, KOUTO MOTAT Ja JOBEIAT 10 CEPHO3HU YCIOKHEHHS.
HNudopmupaiite Bamms nekap, ako nMare HIKaKBa yIopuTa WK TOBTapsima ce uHpekuus. Bammsar
JieKap MOXKe J1a pelid, ye He TpsiOBa na ynorpeosiBare Stelara, nokaTto uHpekusATa HE OBJC
U3JIeKyBaHa. YBesioMeTe Bamus ekap, 1 ako IMate OTBOPEHU PaHU WIIM HapaHSIBAHUS, Thil KaTO
MOXe 11a ce HHPEKTHparT.

JliouieHe HA KOKaTa — MHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHE HA KOXKATA HA M0-roJisiMa 1oL
10 TAJIOTO MOKe A ca CHMIITOMM HA epUTPOAepMUYEH IICOPHAZUC WU eKC(]POINATHBEH
AePMATHT, KOUTO CA CEPHO3HU KOKHM 3a00/IsiBaHUsA. AKO 3a0e/1eKUTe HAKOH OT Te3! NMPU3HALM,
TpsadBa 1a nHpopmuparte Bamus gexap He3adaBHO.

JApyru He:xxeJ1aHM peakuuu

YecTu HexeaHu peakum (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
IAapust

rajieHe

MOBPBIIIAHE

yMopa

3aMastHOCT

riaBobonue

cbpOex (IpypuTyc)

0oiKa B rpp0a, MyCKYJIMTE UM CTaBUTE
BB3IMAJIIEHO I'bPIIO

3a4yepBsiBaHe U 00JIKa Ha MSICTOTO HA MHKEKTUPaHE
WHQEKIHS Ha CHHYCHUTE

HeuecTu Hexkenanu peakumu (Moxe 1a 3acersHat 1o 1 Ha 100 gymm):

WHQEKINN Ha 350HTE

BarvHaJIHA MHQEKIUS, TPUINHEHA OT ThOWYKH

Jenpecus

3alyIieH HOC WK Xpema

KbPBEHE, TOCHHIBAHE, BTBbP/ISIBAHE, MOIyBaHE 1 ChpOEK HA MICTOTO HA MHKEKTUPAHE

ycellaHe 3a cj1adocT

criaJilaHe Ha Kiieraya U U3KpUBsBaHEe HAa MYCKYJIMTE Ha eJHaTa TIOJIOBHUHA Ha JIUIETO (,,JTHIIEBa

napanusa” WiH ,,japajin3a Ha ben”), KosTo 0OMKHOBEHO € BpeMEeHHa

o MPOMSIHA Ha TICOPHA3UCA ChC 3aUepBsIBAHE U HOBY MAJIKH, JKBJITH WK OCIH MEXYPH 10 KOXKaTa,
MIOHSIKOTa MPUIPY>KEHH € TeMIiepaTypa (IycTyJI03eH IICOPUa3HC)

. OeneHe Ha KokaTta (eKCQOoIramus Ha KOKaTa)

o aKHe

Penxu Hexes1aHM JeKapcTBeHN peakuuu (Moxke na 3acertat 1o 1 #a 1 000 gymmm)

o 3auepBsiBaHE U JIIOIICHE HA KOXATa HA MO-TOJIsIMa TUIOIIL 110 TAJIOTO, KOUTO MOXKE Jia ChpOST HITH
Ja ca bone3neHu (excoymaTiuBeH aepMatuT). [1o100HN CHMITTOMH TTOHSKOTA C€ Pa3BUBAT KaTo
€CTECTBEHA NPOMSHA Ha BH/a Ha CUMIITOMHTE Ha IICOPUa3UC (EpUTPOICPMHUUEH IICOPUA3HC)

164



. Br3nanenue Ha MaJIKUTE KPHBOHOCHHU CHIIOBE, KOETO MOXKE J1a JIOBEAC 10 KOXKEH OOPHB ¢ MaJIKH
YEpBEHU WY JINJIABU TIOAYTHHH, TeMIIepaTypa Win 00JKa B CTaBHUTE (BaCKYJIHT).

MHoro peakn HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 1o 1 Ha 10 000 pymm)

. OO0pasyBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe J1a Ob/ie 3auepBeHa, chpOsina u 6oIe3HeHa
(6ynoszen nemurounn)

o KO>KEH JIYITyC epuTeMaToieC U Jyyc-ogo0eH CHHAPOM (YepBeH, HaJUrHaT, JIIOLICH] ce 0OpHB
B U3JIOKEHHUTE Ha CIIBHIIC YIACTHIIM HA KOXKaTa, KOWTO MOXKE Ja € MPUIPYKEH OT OOJIKH B
CTaBHTE).

Cpo0maBaHe HA HesKeJIAaHU PeaKIIuu

AKO TOJTyYuTe HIKAKBU HEKEJaHU JIEKapCTBCHH PEakIiy, yBeJoMeTe Baius nekap uiu gpapmanenT.
ToBa BKJIIOYBA BCHYKH Bb3MOXKHHM HEOITMCAHHU B Ta3H JMCTOBKA HEXENAHU peakiuu. MoxeTe ChIIo J1a
CHOOIIUTE HEXKETTAHN PEAKI|K JUPSKTHO Upe3 HAIlMOHAIHATA CUCTEMA 33 ChOOIIaBaHE B:
U3mbiHUTETHA areHIns 110 JISKapCTBaTa

yi. ,,Jlamsia I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cho011aBaTe HeXeIaH! peakilii, MOXKETe Ja JaJeTe CBOs MPHHOC 32 TIOyYaBaHe Ha MOBEUYE HH-
(hopMarusi OTHOCHO 0€30MaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na coxpansBarte Stelara

o [a ce cpxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIeHa.

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

o CoxpansBaiiTe MpeABapUTEIHO HAITBJIHEHATA MUcalKa B KapTOHEHATa OMAKOBKa, 32 J1a ce
Tpea3y OT CBETIINHA.

o AKO € HeOOXO/IMO, OTJCITHUTE MPEIBAPUTEITHO HAITBIIHEHU THCANKH Stelara MoXke ChINo J1a ce

ChXpaHsiBaT mpu craiiHa tremnepatypa 10 30°C 3a MmakcumMyM eauH niepuo A0 30 1Hu B
OpUTMHAITHATA KAPTOHEHA OMIAKOBKA, 32 JIa CE MPEAMNa3iT OT CBETJIMHA. 3alluIleTe AaTaTa, Ha
KOSITO MPEIBAPUTEITHO HAMMbJIHEHATA MUACANTKA € N3BAJICHA 3a BPBHU BT OT XJIAJAWIHUAKA U
JlaTata Ha U3XBBPIISIHE Ha 0003HAYCHUTE HAa BHHINHATA KApPTOHEHA OMAaKoBKa MecTa. JlaTara Ha
U3XBBPJISTHE HE TPAOBa J1a € CJie/l OpUTHHAIHMS CPOK Ha TOJHOCT, OTIIEYaTaH BbPXY
KapTOHEHaTa omnakoBka. CIie/1 KaTo BeIHBK MUcANIKaTa € Ouiia ChXpaHsBaHa MPH CTaifHa
temneparypa (1o 30°C), s He TpsiOBa 1a ce BpbIla B XJIaAWIHUKA. M3XBBpIieTe nucaikaTa, ako
HE Ce M3II0JI3Ba ClIe]l ChXpaHeHUe TIPH CTallHa TeMIieparypa B paMkute Ha 30 THU WiH cief
M3TUYaHe HAa OPUTHHAIIHUS CPOK Ha FOJTHOCT, B 3aBUCHMOCT OT TOBa, KOE OT JIBETE HACTBIIH I10-
paHo.

o He pasknamaiite mpenBapuTeIHO HAIBIHEHNUTE Nrcaiku Stelara. [IpoxsmkuTenHoTo
EHEPTUYHO pa3KIIalllaHe MOXKeE J1a TIOBPEH JIEKapCTBOTO.

He uznonssaiite TOBa J1eKapcTBO:

. cJIe]l CpOKa Ha FOJHOCT, 0TOE/IsI3aH BbPXY €THKETa U KapTOHEHATa OMaKOBKa CJIE/
»EXP*/,,L'onen no:*“. CpoKbT Ha TOJHOCT OTTOBApPS HA MOCIEAHHS JCH OT TOCOYCHHUS MECEII,

° aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAaIly Yy>KI1 YaCTHIIN
(BwxTe Touka 6 ,,Kak nsriexzaa Stelara u kKakBO ChIbpIKa OlAaKOBKaTa“");

. aKo 3HaeTe WM CMsTaTe, Y€ MOXKe Ja € Omiia H3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHIUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

. aKo MPOIYKTHT € OMJI CHEPTHIHO Pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHa yrnotpeba. Hensnoa3BaHuAT NPOIYKT, OCTaHAJ B MUCANIKaTa, TPsiOBa j1a
ce m3xBbpau. He n3xBbpisiiTe JexkapcTBaTa B KaHAIN3AIMATA MITH B KOHTEHHepa 3a IOMAaIlHU
ornaasiy. [lonuraiite Bamus gapmaneBT Kak 1a U3XBBPIIATE JIEKApCTBAaTa, KOUTO BEUE HE
uznosnssare. Te3n MepKH Il CIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA Cpefa.
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6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHOpManus

KakBo cbabp:xa Stelara

L AXTHBHO BCIICCTBO: yCTCKI/IHYMa6. Bceska OpeaABApUTCIIHO HAITBJIIHCHA ITHMCAJIKa ChbAbPiKa 45 mg

ycrekuayMa6 B 0,5 ml.

° Jpyru cheraBku: L-XxucTumuH, L-XUCTHINHOB MOHOXHIPOXJIOPU MOHOXUIPAT, monucopbar 80

(E433), 3axapo3za 1 Boa 32 HHKESKIIHH.

Kak m3rie;kna Stelara u kakBo cbIbp:ka 0NMaKOBKATa

Stelara e 6ucTbp 10 1€KO OManeceHTeH (¢ mepyieH OIIACHK), OE31BETEH 10 ONEA0KBIT HHKCKIIMOHESH
pastBop. Toit MOKe [1a ChABpPKA HAKOIKO APEOHU TONYNPO3PAUHH WITH OCTH YaCTHIIN TPOTEHH.
JlocTaBsl ce B KAPTOHEHA OMAaKOBKA, ChAbPIKallla eJHa CTHKJICHA MPEIBAPUTEITHO HAITBIHEHA MTUCAIIKA
ot |1 ml ¢ equaryHa 103a. Beska mpeBapuTeHO HATBIHEHA MTUCATKa ChaAbpxka 45 mg ycrekuHymab B

0,5 ml uHXEKIMOHEH Pa3TBOP.

IIpuTexaTes HA pa3peLIeHUETO 32 ynorpeda

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIbIHUTEIHA I/IH(bOpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIA, CBBPIKETE CE C JIOKAJTTHUA
MNPEACTABUTCII HA IPUTCIKATECIIS HAa Pa3pCHICHUCTO 34 yHOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKoHCBHH & [[xoHCchH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@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

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 1464 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

EMado

Janssen-Cilag ®apuaxevtikn Movorpdownnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.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@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
BopvéPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 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

Romania
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

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MoCJeTHO Mpepasriexaane Ha JucroBkara 09/2024
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IToapoOHa uHOpMaILIKs 3a TOBA JICKAPCTBO € IIpeJoCTaBeHa Ha yeOcaiita Ha EBporeiickata areHIus
1o JiekapcTBata http://www.ema.europa.eu/.
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Yka3zaHus 3a ynorpeda
Stelara
(ycTeknnymao)

HH)KeKIHA 32 NMOJKOKHO MPUJIOKEHHE
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

Hacrosimure "Ykazanus 3a ynorpe6a" chIbpkaT HHPOPMAIH 32 TOBA KakK /1a CH HHXKEKTHpaTe
Stelara.

Baxno
Stelara ce npeyiara B npeiBapuTEIHO HAITBJIHCHA MMUCANKA 32 €IHOKpATHA yIoTpe0a, ChIbpiKaiia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme Ha HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10J1y, IOKATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MH/KEeKTHPaTe bjaHaTa 103a. HE BI[I/IFAI?'ITE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HAIPaBUTe, NPEIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aK/JIYU U HIMA /12 IoJIy4YunTe
I'bJIHATA 1034,

Axo Bammsat nekap pemu, ue Bue wiu oOrprmkBamoTo Bu muiie Moke Ja MOCTaBITe WHKEKIHMUTE CH
Stelara y moma, TpsOBa a moayyuTe 00yUCHHUE 3a MPABUIIHUAS HAUYMH 32 TIOJIrOTOBKA U WHKCKTHPaHE
Ha Stelara ¢ moMoIITa Ha IpeIBAPUTEITHO HAIThIHEeHATa rucanka. He ce omuTBaiite 1a ce
HHKEKTHPAaTe CaMHU, J0KATO He ObjeTe 00yyeHH oT Bamus nexap.

Bcesika npeaBapHuTeHO HAaTbJIHEHA MUCAIKa MOJXKE J1a CE U3I0JI3Ba caMo BeIHBXK. V3xBbpieTe s
(Bmwxre Crbnka 3) ciex ynorpeda, JOpH ako B Hesl € OCTaHAJIO JIEKapCTBO.

He n3noJi3BaiiTe NOBTOPHO NMpeIBAPUTEIHO HANTBJIHEHATA MMHCAJIKA.

IMpouereTe Te3m "YKa3aHus 3a ynorpeda' npeau Aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd IbT, KOraTo NMOJIy4aBaTe HOBAa NMPEABAPUTEIHO HATbJIHEHA MUCATKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

OTHOCHO Baiireto 3a00/1sBsIHE WU JIEUCHUE.

Axo0 HEe MOXKeTe Ja CH IIOCTaBUTC CaMW MHXXCKIMATA:

° momoJieTe Barus exap wim MeAUIMHCKA CecTpa Ja Bu momorHaT win
° MIOMOJIETE HAKOM, KOHTO € 00yYeH OT JieKap WM MEAMIIMHCKA cecTpa, 1a Bu mocraps
HHKEKITUHATE.

3a ;a ce HaMalll PUCKBT OT CITydaifHO yOOKJaHe ¢ Urjia, BCAKa IIpeIBapUTETHO HAITbJITHEHA MTHCaTKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTO aBTOMAaTUYHO IMOKPUBA UIJIaTa U CE 3aKII0UBA, CJIE/ KaTo CTe
MTOCTaBWJIM MHDKEKITUATA M MHXKEKTOPHT € BAuTHAT. He moBauraiiTe mpeaBapruTeIHO HAITBITHEHATA
MHcajKa Mo BpeMe Ha WHKEKTUPAHE, TOKATO HHXKEKIIHSITA HE TPUKITIOYH.
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Hpez[nasmenm Ha urjiata B JOJIHATa Kalla4dka Ha IPEABAPUTCIIHO HAITbJIHCHATA IIHMCAJIKA ChAbpiKa
narekc. He nunaiire NpeaAnasuTe/s Ha urjiara, ako €cre ajJeprudHi KbM JaTeKC.

MOJ'I}I, MpoOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MPCAU a 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[€TC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bammus JICKap Wi MCAUIIMHCKA CeCTpa.

m Nndopmanus 3a cbxpaHenue
CoxpansBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € Heo0X0IUMO, ChXpaHsBalUTe Ha
craifna Temnepatypa 10 30°C 3a nepuon 10 30 1HU B OpUrMHAIHATa KapToHEHa onakoBka. He
BPBIIAiiTE B XJIAAMJIHUKA, CIIE]] KATO CT€ ChbXPAHSIBAIN HA CTAaliHA TEMIIEPaTypa.

He 33Mpﬂ3ﬂBaﬁTe NpeABAPUTCIIHO HAITBJIHCHATA MM CAJIKA.

CbxpaHsBaiiTe NpeBAPUTETHO HATBJIHEHATA MUCAJIKA U BCHYKH JIeKapPCTBa HA MACTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3IM0a3BalTe. BieMere HOBA IPEBAPUTEIIHO HAIBJIHEHA IIUCAJIKA.

ChbxpaHsiBaiiTe NpeABAPUTE]HO HAITbJIHEHATA NUCAJKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 1a s MpeaNa3suTe 0T CBEeTJIMHA U (PU3NYECKO YBPEKIaHe.

Hmate HyKIa OT OMOII?

Obanere ce Ha Bamms nekap, 3a 1a 00CHIuTe BCHYKH BBIIPOCH, KOUTO MOXKE J]a IMaTe. 3a
JOIIBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a HH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKAJTHUS MPeICTaBUTEIL.
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Yacra Ha IpeIBapHTe/IHO HallbJdHEHATa MHCAJIKA
HHKREKTOP

IIpenn ynotpeda Caen ynotpeda

JApBRKa ~

__JpBKKaTa ce HATHCKA
HAJ0.1y JOKpai

JInaaBo THI0

IIpo3ope ; ¥ Inaaroro Tsa0
He ce BHIKIA

Ipeanasare - - Ciex moBIHraHe

. npeanasHTe AT Ha HIJIATa
HA HIJIaTa { Kamauka PEA

| ce 3aK/II0YBA H ce MOSABSBA
HA HIJIATa =

JI0/IHA Kama4K AKBJATA JICHTA.
He manaiite He BaHraiite no BpeMe Ha
BBIpE. HHKeKTHpaHe.

[NpuroTseTe cnefHUTe MaTepuani.

lNpepocTasexu B onakoskara:

- lNpepsapuTenHo HambNHeHaTa nucanka
MHXeKTop

He ca npefocrasetin B onakoskara:

- TamnoH che cnupt

- MNapyeTa namyx unu mapns

- AxeauBHa npespb3ka

- Kotreiinep 3a octpu npeameTH (Bukre

Crbnka 3)

1. IToaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emete kapToHeHaTa(uTe) ONAKOBKA(H)

Axo e(ca) cpxpaHsBaHa(1) B XJIQAWIHUK, N3BaJIeTe KApTOHEHATa(UTe) OMaKOBKA(¥) C PEIBAPUTEITHO
HarbJIHEHATA MUCAJIKA OT XJIQJWIHUKA U s(TH) TIOCTaBeTE HA paBHA MMOBBPXHOCT.

OcraBere Ha cTaifHa TeMnepaTypa 3a Haii-Maako 30 MHUHYTH TIpeH yroTpeoda.

He 3aToruisiiTe o HUKaKbB JPYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe €Ha NpeABAPUTETHO HATbJIHEHA MTHUCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyunre exna ot 90 mg uiu 1Be oT 45 mg npeaBapuTEeHO HATBJIHEHU
MHACAJIKA. AKO TIOy9HTe JABE MPEIBAPUTEITHO HAITBJIHEHN TUCAIKHY OT 45 mg, cneasaiite Cteiku 1-3 u
3a IBETE MHKEKLINH.

H30epeTe pa3au4HO MACTO 32 HH:KEKTHPaHe HA BTOPATA NHIKEKIUS.
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IIpoBepeTe 1aTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,I'01eH 10:“) U 3ame4YaTBaAHETO HA
KapToHeHaTa(uTe) ONaKoBKa(M)

He u3non3Baiite npenBapuTeIHO HAITbJIHEHATA IMCAJIKA, AKO 3aIlIeYaTBAaHETO HA KapTOHEHATa
OIIaKOBKa € HapyIIEHO WM aKO CPOKBT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWiIa ChXpaHsBaHa Ha Temiieparypa Hag 30°C. Obanete
ce Ha Bamms nexap winu apManeBT 3a HOBa MPEIBAPUTENTHO HAITBJIHEHA MTHCANIKA.

o’

N36epeTe MACTO 32 MHKEKTHPaHe

N36epere eUH OT CIICTHATE YYaCThIH 32 HHKEKTHPaHE:

o [Mpeanara yact Ha GeapaTa

. JlonHaTa yacT Ha KOpeMa, ¢ U3KIIOYEHHE Ha S5-CAaHTUMETPOBATa 30Ha TOYHO OKOJIO ITbIIa

AKo HAKOI Ipyr Bu moctaBs MHXKEKIHITA, MOXeE J1a U3M0JI3Ba CHIIIO:
o 3aJ{HaTa 4acT Ha MUIIHUIUTE

He HHH(CKTHpaﬁTe B KOXKa, KOATO € YyYBCTBUTCIIHA, HACUHCHA, 3a4YCPBCHA WIN BTBBPACHA.

H3noa3Baiite PA3JINYIHO MACTO 324 HTHIKCKTHPAHE MIPU BCAKO HHKEKTHPAHE.
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WN3muiiTe pbuere cu
Wzmuiite 1oOpe phleTe CH ChC CallyH U TOIJIa BOAA.

Ilouyucrere MICTOTO HA HHIKEKTHPaHe

W36bpuere n3dpaHoTo oT Bac MACTO 3a HHXKEKTUpPaHE C TAMIIOH ChC CIIUPT U I'O OCTAaBETE Ja
U3CHXHE.

He nokocpaiite, He BEUTE U HE JyXalTe BbPXY MSCTOTO Ha MH)KEKTHUPAHE, CIEl KaTo CTE Io
HOYMCTHIIN.

IIpoBepeTe Te4HOCTTA B MPO30PUETO

N36epete nobpe ocBeTeHa, YyicTa ¥ paBHA pabOTHA TOBBPXHOCT.

V3BajieTe npeBapuTEIIHO HAITBJIHEHATA MIMCAJIKA OT KAPTOHEHATa OIIaKOBKA U MPOBEpPETE 3a MOBPe/Ia.
Iposepere TeunocTTa B npo3opueto. Ts TpsOBa qa Obe Mpo3payHa 10 JIeKO ONaJecleHTHA 1
0e31BEeTHA /10 0J1€J0KbJITA U MOXKE /1a ChbP)KAa MAJIKH (e TH WU NMPO3PAYHH YACTHIN U €THO WU
noBeyYe BB3AYLIHU MexypueTa. ToBa ¢ HOpMaJHO.

He nmxekTHpaiite, ako TEYHOCTTA € 3aMpb3HANIA, MbTHA, C IPOMEHEH LBST WK ChIbPIKA FOJIEMU
yactuny. Obanere ce Ha Bamys iexap niy apManeBT 3a HOBa IIPEIBAPUTEIIHO HAITbJIHEHA ITHCANIKA.

2. Un:xxkekTupane Ha Stelara

227N

MzabpnaiiTe qo1HATA Kanmavka

JpbxTe phLeTe CH Aajied OT NpeAnasuTe/Ist Ha UIJIaTa, cjell KaTo cBajuTe Karnaykata. HopmanHo
€ 1a BUOAUTC HAKOJIKO KAaIlK1 TCYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJIe[l OTCTPaHsAABAHE HA Kala4ykKara.

He nocrassiite kanaukara oopatHo. ToBa Moske J1a ToBeJie 1O YBPEKAaHe Ha UIJIaTa.

He m3non3Baiite mpeaBapuTEIHO HAITbIHEHATA MUCAJIKA, aKO Ts ObJIe M3IyCHATA ClIe/l OTCTPaHIBaHEe
Ha Kanadkara. Obanere ce Ha Bamus nekap win ¢apMalieBT 3a HOBA MIPEJBAPUTETHO HATBITHEHA
nucaka.
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IlocTaBeTe HanmpaBo BLPXY KoxkaTa. HaTHCHeTe ApbiKKaTa JOKPail HAaJ0J1y, JOKATO NMpecTaHe Aa
ce BIK/A JWJIABOTO TSIO.

HE BJIUTAUTE HAITbJIHEHATA NPEJIBAPUTEJIHO ITUCAJIKA 1o Bpeme Ha
MHKEKTUPaHeTO!

Axo ro HarpaBUTe, NPCAITA3UTCIIAT Ha UIJlaTa i€ CC€ 3aKJIF04YH, KaTO CC MOABH KbJITA JICHTA, U HAMA J1a
MOJTyYUTE IThJTHATA J1034.

Mosxe fa gyeTe MpaKBaHe, KOraTo HHXEKTUpaHeTo 3arnouHe. [IpoabinkeTe 1a HATHCKATE.
AKO yceTuTe ChIPOTHBJIEHHE, MPOIABJIKETE 1a HaTHCKaTe. ToBa € HOpMAaJIHO.
JlexkapcTBOTO Ce MHXKEKTHUPA, TI0KaTO HaTHUCKaTe. [IpaBeTe TOBa ChC CKOPOCT, KOSTO € yA00Ha 3a Bac.

7
T WIPAK

YBepere ce, 4e HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHETO € 3aBbPILIEHO, KOraTo:

° JINJ1aBOTO TAJIO HE ce BUIKAA.
° Beue He MoXkeTe a HATHCKATE APBKKATa HAZIOIMY.
. Mo:xe J1a gyere IpaKkBaHe.

[\

|
|

Baurnere npaso Harope
JKpnTaTa neHTa oka3Ba, 4e Npeana3uTeNsaT Ha UIIaTa € 3aKIF0YeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO HATBIHEHA [TUCAJIKa B KOHTEHHEP
3a UBXBBPJIAHEC HA OCTPU NPECAMCTHU.

He u3xBbprsiiTe npeBapUTEIIHO HAITBIHEHUTE TIUCAIKYA B KOHTEHHEpa 3a OUTOBHU OTIAIbIIH.

He peuuknupaiiTe U3Moi3BaHus KOHTEHHED 3a U3XBBPISIHE HA OCTPU IPEIMETH.

IIpoBepere MSICTOTO HA MH KEKTHPaHe

BB3M0OKHO € Ha MACTOTO Ha WH)KEKTUPAHE Jla MMa MAJIKO KOJIMYECTBO KPBB MIIM TEYHOCT. ToBa e
HopMaiHo. [IpuTHCHeTe Mapye mamyK WU Mapiisi KbM MSCTOTO HA HHXXEKTHPAHE, JOKATO KbPBEHETO
crpe.

He pastpuBaiiTe MACTOTO Ha HH)KEKTHPAHE.

AKO € He0OXO0IMO, TOKPUITE MACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO ToSTyyuTe JBE MpeABAPUTENIHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKU
1-3 ¢ BrOpara npenBapuTEIHO HalTbIHEHa nucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 90 mg uH:keKIIMOHEH Pa3TBOP B MPeIBAPUTEHO HATbJIHEHA MHCATIKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOHTO nmpuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOKe J1a Ce HaJI0XH Jia S MPOYETETE OTHORO.

- AKO UMaTe HAKAaKBH JONbJIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexkap win gapmalieBT.

- ToBa nekapcTBO € mpeanucano nyHo Ha Bac. He ro mpeoTcrriBaiite Ha Apyru xopa. To Moxe
Jla M HaBpeJy, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TIXHOTO 3a00JIsBaHe ca ChIUTE KaTo BamuTe.

- AKO MoITyunTe HIKAKBU HEXKEJaH! peakiny, yBegomere Bamst nekap win apmariet. Toa
BKJIFOYBA M BCHUYKU Bh3MOKHU HE)KEJIaHU PEaKIIMU, HEOIMCAHU B Ta3H JIUCTOBKA. BrkTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

KakBo npencrapnsBa Stelara u 3a KakBo ce U3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3noi3sare Stelara

Kak na n3znomnssare Stelara

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansiBare Stelara

ChbabpprkaHue Ha ONIAaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

Sk wnE

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

KakBo npeacraBiasia Stelara

Stelara chappka aKTHBHOTO BEIIECTBO ,,yCTEKHHYMA0”, KOETO € MOHOKJIOHATHO aHTHUTSLIO.
MOHOKJIOHAIHUTE aHTHUTENa Ca MPOTEHHH, KOUTO Pa3lO3HABAT U CBHP3BAT OIPE/IENICHH CIIelU(pUIHI
MPOTEHHH B OPraHU3Ma.

Stelara npuHaIe:Kn KbM Ipynia JIEKapcTBa, HAPEUCHHU ,,MyHOcypecopu”. Te3u ekapcTBa neiicTart,
KaTo HaMaJIsIBaT aKTMBHOCTTA Ha 4acT OT UIMyHHAaTa CUCTEMA.

3a kakBo ce n3noJsBa Stelara
StE|ara, MPUIIOKCHA € U3IMOJI3BAHCTO HA IPCABAPUTCIIHO HAITBJIHCHA TN CAJIKA, CC U3II0JI3Ba 3a JICUCHHUC
Ha CJICAHUTC Bb3MNAJINTCIITHA 3a00JIBaHHUS:

o [TnakoB ncopuasuc - Mpy Bb3PACTHU H Jelia Ha Bb3PACT OT 6 FOAMHU U O-TOJIEMH
o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena a0 texka 6onect Ha KpoH — npu Be3pacTHH

o YMepeH 0 TeXbK yIEPO3eH KOJUT — [IPY Bb3PACTHU

IlnakoB ncopuasuc
,,HJ’IaKOB ncopna3nc” € KOXXHO 3a60J’IHBaHe, KOCTO BOAMU A0 BB3MNAJICHUE, 3acCiAraio KoxKaTta U HOKTHUTC.
Stelara HamaJsiBa BB3MAJICHUETO U APYTUTE IPU3HAIN HA 3200JISIBAHETO.

Stelara, npuoskena ¢ U3MOI3BaHETO HA MPEIBAPUTEIIHO HAITBIITHEHA TTHCAJIKA, CE U3II0JI3BA IIPH
BB3PAaCTHHU C YMEPEH J0 TEXbBK IUIAKOB IICOPUA3UC, KOUTO HE MOTraT Aa U3IO0J3BaT LIUKJIOCIIOPHH,
METOTpeKcaT Win (HOTOTepaIns, WM KOraTo Te3H JICYCHUS HE IeHCTBaT.

IlcopnaTnuen apTpur

[McopuaTHueH apTpUT € BH3NAIUTETHO 3200JIsIBaHe HAa CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKo UMaTe akTUBEH MCOPUATUYEH apTpUT, IbpBO 11ie Bu nekyBar ¢ apyru ekapctsa. AKO
HE ce MOBJIUsETE AOCTaThUHO A00pe OT Te3H JeKapcTBa, Moxke 1a Bu ce npennume Stelara, 3a na ce:
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. HAMaJISIT MPU3HAIMTE ¥ CUMIITOMUTE Ha 3a00isBaneTo Bu;
. nonoOpu puzuueckoTo Bu chcrosiame;
° 3a0aBM yBpEKIaHETO Ha BamuTe cTaBw.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanmuTennHo 3a00isBaHe Ha yepBara. Ako umate 6osect Ha KpoH mepRo 111e
Bu ce nagaT npyru nekapctBa. AKO He CE MOBIIMSETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TC3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CUMIITOMUTE Ha
3a0oIsiBaHeTO B,

Yaueposen koauT

VYAepo3HUT KOJIHT € Bh3NATUTEIHO 3a00IBaHe Ha YepBaTa. AKO UMaTe yIIIEPO3eH KOIUT, TbPBO
nie Bu ce mamat npyru nekapctBa. AKO HE ¢e OBIUSABATE OOPE UM UMATe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a001BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noaseaiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAINUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOCHU B TOUKA 6).
o AKO MMaTe aKTHBHA MHpEKIMA, KOATO Bamusr siekap Hamupa 3a 3HaUnMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
Jiekap win apmarieBT, npeau aa u3noissare Stelara.

IIpenynpeskaenus u npeanasHu MepKu

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBHCTOSTHUETO BU mpeu BeAKo JieueHne. Y BeIoMeTe CBOs Jiekap 3a Besika Barra 6omect nmpean Besko
nedenue. Cpio Taka mHGopMupaiiTe Bamus nekap, ako HACKOpPO CTe OMIIM B KOHTAKT C YOBEK, KOMTO
MOJKe J1a UMa TyOepKyIio3a. Bamust nekap me Bu npernena u 1me HanpaBu U3CieBaHe 3a
TyOepKyIo3a, penu aa usnonssare Stelara. Ako Bammst nekap cMsTta, 9e cTe U3JI0KEHH Ha PUCK OT
TyOepKyIo3a, Moxke 1a Bu mpemuiie iekapcTsa 3a JISYeHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIAU

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLMH, BKIIIOUUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, JOKaTo puemare Stelara.
Buxre ,,Cepno3Hu HexenaH! peakiiny’’ B TOUKA 4 3a MBJIHKUA CIUCHK Ha T€3U HEXEJaH! Peaklnu.

IIpenn na usnonseare Stelara undopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMAJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HAKOTa cTe HMAJIN HSAKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCyTnpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOXe Jja MOBHIIH PUCKa OT pax.

o AKO cTe JeKYBaHM 32 IICOPHA3HC C APYTrH OHOJTOTMYHH JIEKapCcTBa (JieKapcTBo,

NMPOU3BeJeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO MIMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B yYaCTBLHUTE C ICOPUA3UC WU 110
He3acerHaraTa Koa.

o AKO HSIKOTa cTe HMAJIN AJIePrHYHA PeaKlus KbM JaTeKce Win MHxKkeknusa Stelara —

OIIaKOBKaTa, B KOATO C€ HAMHPA TO3H JEKaPCTBEH MPOAYKT, ChAbPXKa JaTEKCOBA I'yMa, KOSATO
MOXE J1a IPCAU3BHUKA TCKKU aJICPTUYHU PCAKIWHU IIPU XO0pa, YyBCTBUTCIIHU KbM JIATCKC. Buxre
,,CIieieTe 3a CEpHO3HH HEXXeJIaHU peakui’’ B TOUKa 4 3a MpHU3HAINTE Ha aJlepruyHa peakiusl.

o AKO moJiyuaBare Jpyro jedeHue 3a MCOPHAZUC W/HWIH NICOPHATHYEH APTPUT — KaTo JIPyTU
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TSUIOTO ce JIeKyBa ¢ THIl yirpaBuosierosa (UV)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE Jia OTCIIA0AT YacT OT UMyHHAaTa cucTeMa. M3non3saHero
Ha Te3H JIeueHHs 3aeJHO cbe Stelara He e uscnenBano. Bp3moxkHO € 0baye, TO J1a yBelIndn
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Jany Stelara Moke 1a OKa)ke BIMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJX 65 roIMHN — MOKe 1a CT€ MO-CKJIIOHHU KbM MH()EKLINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny ga u3noiseare Stelara.

Hsxou namuentu ojry4yaBat J'Iyl'[yc-l'[OI[06HI/I PCaKnu, BKIIIOYUTCIIHO KOXKCH JIYITYC CPpUTCMATOACC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO ITOJIYYHTC YE€PBCH, HAAWTHAT, JIFOMICII] CE 06pI/IB, IIOHAKOTI'a C IO-TBbMHM I'PAHUIIU, B U3JIOKCHUTEC
Ha CIIBHIC Y4aCThIU Ha KOXaTa UK CTaBHU 0OJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNTH ca HabII0AaBaHU B IPOYUYBAHE NPH MALUEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEYHO 3a00JsIBaHE U
uHCyNT pH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonasnl HauuH. HezabaBHo moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHara
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO UKW I'OBOPHU WX 3PpUTCIIHU CMYIICHUS.

Jleua u roHOIIHN

Stelara mpeBapuTeTHO HAITBJIHEHA MTHCAJIKA HE C€ TPEMOPHYBA 3a yIoTpeda MpH JIela Ha Bb3pacT MO
18 romuHu ¢ ncopuasuc, 3aloTo HE € MPOYyYBaH MPH Ta3K Bh3pacToBa rpymna. Bmecro Toa npu aena
Ha BH3PAcCT 6 WK MTOBEYE TOWHU U FOHOIIH C TICOPHA3KC TPsiOBa Ja ce M3IM0J3Ba IIPEIBAPUTEITHO
HaIbJIHEHA CITPUHIIOBKA WX (DIIaKOH.

Stelara He ce mpemopbUBa 3a ynorpeda mpH Jelia ¥ FOHOIIHN Ha BB3PACT Mo/ 18 roauHu ¢ ICOpHaTHYCH
apTpuT, ¢ 6osect Ha KpoH uiy ¢ yiuepo3eH KOIUT, 3alI0TO He € MPOyYBaH IIPH Ta3u Bb3PacToBa

rpymna.

Jlpyru jexkapcTBa, BakciHH M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

o AKo npueMaTe, HACKOPO CTe MPUEMAITH HJIH € Bb3MOXKHO J1a IPUEMETe JIPYTH JIEKapCTRa.

o Axo Hackopo Bu e mpaBena win rianupare na Bu ce npaBu BakcuHanus. JIOKaTo M3Mos3Bare
Stelara, HsikOH BUOBE BakKCHHM (’KMBU BaKCHHH) HE TPsiOBa Jla ce Ipuiiarar.

o Ako cte nostyuaBaiu Stelara mo BpeMe Ha OpeMEeHHOCTTa, TPSOBA Jla KaKETe Ha JieKaps Ha

0ebero Bu 3a neuenuero cwe Stelara, mpeau To a MOMyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHTEITHO KUBHU BakcuHH, kato BI[JK BakcuHa (M3mon3Bana 3a npeana3BaHe ot
TyOepKyJo3a). JKuBHUTE BaKCHMHHU HE ce IpernophyBar 3a Baiero 0e0e rnpe3 mbpBUTE JIBaHAAECET
Mecelna ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He npenopbsya Apyro.

bpeMeHHOCT M KbpMeHe

o Axo cte OpeMeHHa, cMATaTe, 4e MOXe J]a cTe OpeMeHHa WIH IUITaHUpaTe OPEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JIEKAPCTBO.
o He e nabnroaBaH mo-BUCOK PHCK OT BpojieHH Jedektn npu 6ebeTa, n3nnoxkeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH jkeHH 00ade ca OrpaHUYCHH.
ITopaau ToBa € 3a mpeanoYnuTaHe Ja ce u30sarea ynorpedara Ha Stelara o Bpeme Ha
OpeMeHHOCT.

o AKO cTe JKeHa C JIeTepOIeH MOTESHINATT, XKeJIaTeTHO € J1a He 3a0peMeHsIBaTe U Jia M3II0JI3BaTe
MOJXOAII MPOTHBO3auaTh4eH METOI, KOorato u3noissare Stelara u mone 15 cenmuny cien
MOCJIeTHOTO TIpuiaraHe Ha Stelara.

o Stelara Mo>xe 1a mpemMHHe Mpe3 IUIaleHTaTa B HepoJIeHoTo Oebe. AKo cre nmomyyaBanu Stelara
1o BpeMe Ha OpeMeHHocTTa cH, 6edbeTo By Moke j1a Ma T0-BHCOK PUCK OT HH(EKITHS.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.
3. Kak ma n3noJu3Bare Stelara

Stelara e mpeaHa3HaveH 3a ynoTpeda Mmoja prKOBOJCTBOTO U KOHTPOJIA HA JICKAP C OMUT B JICYCHUETO
Ha 3a00JIBaHus, 33 KOUTO € Ioka3aH Stelara.

Bunaru u3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan BamusT nekap. AKo He cTe€ CUTYpHU B
Heulo, nonuTtaiite Bamus nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, Kora mie Bu ce moctaBst
MH)KEKIMHUTE U KOora I ca CJIeBAIUTe KOHTPOIHH IIPETJIeIu.

KakBo konuvecTBo Stelara ce npuiara
BammsT nekap e pemm KakBo KoJun4ecTBo Stelara TpsiOBa 1a moryduTe U 3a KaKbB TIEPHOA OT BpeMe.

Brn3pacTHu Ha 18 roauHu MK MO-rOJIEMHU
Ilcopua3uc wim ncopuaTuyeH apTpuT

o [penopbunTenHata HavanHa jo3a e 45 mg Stelara. ITarmentu ¢ Termo waa 100 kumorpama (KQ)
MOJKe J1a 3aro4Hart ¢ 1o3a 90 mg BmecTo 45 mg.
o Crient HauasiHaTa /1032, clieBaiiara Bu 1o3a nie 6b/1e 4 ceMUIH TO-KbCHO U CIIEJ TOBa Ha

Bceku 12 ceqmunu. Creasamure 1031 OOMKHOBEHO ca ChIUTE, KATO HavalHaTa J1034.

BoJect Ha KpoH uin yauepo3eH KOJIUT

. Ilo Bpeme Ha neuenunero Bammsar nekap me Bu nprinoxu mepBara 103a 0T MPHOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHO3HA UH(DY3us). Cie HavamHaTa 703a,
1ie mosy4ynte crenBaiara 1o3a 90 mg Stelara cien 8 ceqmurm, cien Tosa npe3 12 cenmunu
Yype3 MHKEKIUS Mo KoxkaTa (TI0JJKOKHO).

. [Ipu HAKOM ManMeHTH, CJIe] TbpBaTa MOAKOXHa WHxeKIus, 90 mg Stelara Mmoske ma ce mpuara
npe3 8 cenMuIy. BamusT siekap 1ie peiy Kora TpsoBa J1a MoJIy4YuTe CiieBaliara CH J103a.

Kak ce npuiara Stelara

o Stelara ce npuiiara KaTo HHXEKIHA 04 KoXkaTa (OAKOXHO). B Havanoro Ha Bamrero jeuenue,
Stelara Mo>xe 1a ce HHXKEKTHpa OT JeKap WM MeIUINHCKA CeCTpa.

o Bue u Bammsr siekap obaue Mosxe J1a pemmnte, ue Bue camu Moxe na cu mHxkektupare Stelara.
B TaxbB ciyyaii me npeMuHeTe 00y4eHHe KaK Jja CH MH)KeKTupate Stelara caMOCTOSTENHO.

. 3a ykazaHus Kak Jia MHKeKkTupare Stelara Buxre ,,YkazaHus 3a PUIOKEHWE” B Kpasi Ha Ta3u
JIMCTOBKA.

T'oBopete ¢ Baius jiekap, ako uMate BbIIPOCH OTHOCHO TOBA KaK CaMH J1a TOCTaBITE MHKEKIUATA.

AKO cTe H3M0JI3BAJIN ITOBevYe 0T HeoOxoamMaTa q03a Stelara

AKO cTe M3M0JI3BajIM WK ca By npunoxuny moseye or HeoOxoaumara fo3a Stelara, HezabaBHO ce
MOCHBETBaMTE ¢ JieKap win ¢apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € [Ipa3Ha.
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AKoO cTe PONyCHAJIM 1a u3noJji3Bare Stelara
AKO CTe MpoITyCHAJIH [103a, CBhpKeTe ce ¢ Baius nekap wiu dapmarieBt. He mpunaraiite nBoitHa
J103a, 3a Ja KOMIIEHCUpaTe MpoITycHaTaTa J103a.

AKo cTe cripejiu ynorpeoara Ha Stelara
He e omacHo ma ciipere ymotpebara Ha Stelara. Ako obade 51 cripete, Bammmire cumnroMu Moxe 1a ce
BBH30OHOBSIT.

AKO MMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpeOaTa Ha TOBA JICKApCTBO, IONUTaTe
Bammus nekap nim ¢papManesT.

4, Bb3MOKHN HeKeJTaHU PeaKIuu

Kakro Bcuuku JICKapCTBaA, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXCIIAHU PEaKIIUH, BBIIPEKHU Y€ HE
BCCKH T'U IIOJTy4aBa.

CepHo3HH HeKeJIaHU peakluu
Hsikon manueHTH Moe Ja UMaT CEpUO3HU HEXEJaH! Peakiy, IPU KOUTO J1a C€ Hajlara CIEeIHO
JIEUCHHE.

AJlepru4HM peakunu — MOKe [1a U3UCKBAT crelHo Jeyenue. MHdopmupaiite Bamus Jiekap nim
He320aBHO NMOTHPceTe CEeNIHA MeTUIIMHCKA MOMOIILL, AKO0 3a0eJIe;KuTe HIKOI OT CiIeTHUTE
NpHU3HAIM.
. CepHo3HHTE aJICPTUYHU Peakiuu (,,aHaduIaKcus’) ca peAKu MpHu xopa, npruemaniy Stelara
(moxe na 3acerHat no 1 Ha 1 000 gymm). IIpu3HamuTe BKIIOYBAT:
o 3aTPyAHEHO AUIIaHE WM NperibliaHe
o HHUCKO KPBBHO HaJIsITaHE, KOETO MOJKE J]a IPHUYMHHU 3aMasiHOCT HJIH CBETOBBPTEK
o MOJyBaHE Ha JIMLIETO, YCTHUTE, yCTaTa WU I'bPIIOTO.
o YecTrTe npU3HALY HA aJlepTHYHA PEaKIUsl BKIIIOYBAT KOKEH OOpPHB U ypTUKapus (MOXKe 1a
3acerHat jo 1 Ha 100 mymm).

B penxu ciydau ce ch00IaBAT aJIePru4HH 0€J10APOOHH peaKIuu U 6eJ10Ipo0HO Bh3NaJcHHE
NPH NAHEHTH, KOUTO MOJIy4YaBaT YCTeKMHYMa0. YBegomere BeqHara Bammus jekap, ako
NoJIy4yHMTe CHMITOMH KaTO KAallUIMIA, 3ayX 1 BUCOKA TeMIlepaTypa.

AKXO moTyunTe cepruo3Ha alepruyHa peakuus, Bammsr nekap moxe 1a pemd, ye Bue He TpsiOBa na
ynotpebsaBare Stelara oTHOBO.

Nudexnun — Moske 1a U3UCKBAT clielHo JeyeHue. Mudpopmupaiite Bamus jekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE NPU3HALN.

o WH(EKIMUATE HAa HOCA WK I'BPJIOTO M MPOCTYyIaTa ca 4YecTH (MOoXe Ja 3acerHar Jo 1 Ha
10 ayum)

° WH(EKIUUTE HA JOJTHATE IUXATEIHH ITBTUIA (TPhIHA HHPEKIINHN) ca HedecTH (MOoXe Jia
3acerHat o 1 va 100 mymm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (IIETYIUT) € HedecTo (MOoKe Ja 3acerde 10 1 Ha
100 myrmmm)

. xepriecute (Buj 00Jie3HEH 0OpUB ¢ MEXypH) ca HeuecTH (Moxke J1a 3acerHat a0 1 Ha 100 myin)

Stelara Mmo>xe 1a Hamanu criocobHoctTa By a ce 6opute ¢ nHbekun. Hiakon nHbeknn Moxe na
CTaHaT CEPUO3HH U MOJKE J1a BKIIIOYBAT WHPEKINHU, TPUIMHEHH OT BUPYCH, I'bONYKH, OaKTEepUu
(BKITIOUUTENHO TyOEpKyJI03a) WM Mapa3uTH, BKIFOUNTETHO MH(DEKINHU, KOUTO Bb3HUKBAT MPEIUMHO
NpY X0pa ¢ oTciIabeHa MIMyHHA cUCTeMa (OMIOPTIOHUCTUYHH nHpeKyn). [Tpy nanuenTy, momydyasaniu
yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MHMEKIIUN HAa MO3bKa (€HIIe(aTUT, MCHUHTUT),
Oenute TPOOOBE U OUHTE.
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Hoxkato ynorpedsiBate Stelara, TpsiOBa aa cieauTe 3a mpu3Hany Ha wH(eKus. Te BKIIOYBaT:
BHCOKA TeMIIePaTypa, TPUIIONOJ00HU CHMITTOMH, HOIITHO TIOTEHE, 3ary0a Ha Terio

yMoOpa WY 3a/1yX, YIIOPHUTa KalLIUIa

TOILIA, 3a4ePBEHA U OOJIC3HEHA KOXKa WIIM 0OJIC3HEH KOXKEH OOPUB C MEXYpH

MapeHe npu ypuHUpaHe

Juapus

3PUTEITHO CMYIIEHUE WU 3ary0a Ha 3peHue

IJIaBO0OJIHE, CKOBAaHOCT HA BPaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJICHE U OOBPKAHOCT.

HNudopmupaiite Bamms nekap BeqHara, ako 3a0e1exXUTe HIKOW OT Te3u Npu3Hauy Ha nHdpekuus. Te
Morar Aa ObAaT NpU3HaNY Ha HH(EKIHUH KaTo TPhAHN HHPEKIUH, KOKHA HHPEKINH, XepIec 30CTep
WY OTIOPTIOHUCTUYHH MH(MEKINN, KOUTO MOTAT Ja JOBEIAT 10 CEPHO3HU YCIOKHEHHS.
HNudopmupaiite Bamms nekap, ako nMare HIKaKBa yIopuTa WK TOBTapsima ce uHpekuus. Bammsar
JieKap MOXKe J1a pelid, ye He TpsiOBa na ynorpeosiBare Stelara, nokaTto uHpekusATa HE OBJC
U3JIeKyBaHa. YBesioMeTe Bamus ekap, 1 ako IMate OTBOPEHU PaHU WIIM HapaHSIBAHUS, Thil KaTO
MOXe 11a ce HHPEKTHparT.

JliouieHe HA KOKaTa — MHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHE HA KOXKATA HA M0-roJisiMa 1oL
10 TAJIOTO MOKe A ca CHMIITOMM HA epUTPOAepMUYEH IICOPHAZUC WU eKC(]POINATHBEH
AePMATHT, KOUTO CA CEPHO3HU KOKHM 3a00/IsiBaHUsA. AKO 3a0e/1eKUTe HAKOH OT Te3! NMPU3HALM,
TpsadBa 1a nHpopmuparte Bamus gexap He3adaBHO.

JApyru He:xxeJ1aHM peakuuu

YecTu HexeaHu peakum (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
IAapust

rajieHe

MOBPBIIIAHE

yMopa

3aMastHOCT

riaBobonue

cbpOex (IpypuTyc)

0oiKa B rpp0a, MyCKYJIMTE UM CTaBUTE
BB3IMAJIIEHO I'bPIIO

3a4yepBsiBaHe U 00JIKa Ha MSICTOTO HA MHKEKTUPaHE
WHQEKIHS Ha CHHYCHUTE

HeuecTu Hexkenanu peakumu (Moxe 1a 3acersHat 1o 1 Ha 100 gymm):

WHQEKINN Ha 350HTE

BarvHaJIHA MHQEKIUS, TPUINHEHA OT ThOWYKH

Jenpecus

3alyIieH HOC WK Xpema

KbPBEHE, TOCHHIBAHE, BTBbP/ISIBAHE, IIOIyBaHE M ChPOEK HA MSICTOTO HA HHKEKTUPaHE

ycellaHe 3a cj1adocT

criaJilaHe Ha Kiieraya U U3KpUBsBaHEe HAa MYCKYJIMTE Ha eJHaTa TIOJIOBHUHA Ha JIUIETO (,,JTHIIEBa

napanusa” WiH ,,japajin3a Ha ben”), KosTo 0OMKHOBEHO € BpeMEeHHa

o MPOMSIHA Ha TICOPHA3UCA ChC 3aUepBsIBAHE U HOBY MAJIKH, JKBJITH WK OCIH MEXYPH 10 KOXKaTa,
MIOHSIKOTa MPUIPY>KEHH € TeMIiepaTypa (IycTyJI03eH IICOPUa3HC)

. OeneHe Ha KokaTta (eKCQOoIramus Ha KOKaTa)

o aKHe

Penxu Hexes1aHM JeKapcTBeHN peakuuu (Moxke na 3acertat 1o 1 #a 1 000 gymmm)

o 3auepBsiBaHE U JIIOIICHE HA KOXATa HA MO-TOJIsIMa TUIOIIL 110 TAJIOTO, KOUTO MOXKE Jia ChpOST HITH
Ja ca bone3neHu (excoymaTiuBeH aepMatuT). [1o100HN CHMITTOMH TTOHSKOTA C€ Pa3BUBAT KaTo
€CTECTBEHA NPOMSHA Ha BH/a Ha CUMIITOMHTE Ha IICOPUa3UC (EpUTPOICPMHUUEH IICOPUA3HC)
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. Br3nanenue Ha MaJIKUTE KPHBOHOCHHU CHIIOBE, KOETO MOXKE J1a JIOBEAC 10 KOXKEH OOPHB ¢ MaJIKH
YEpBEHU WY JINJIABU TIOAYTHHH, TeMIIepaTypa Win 00JKa B CTaBHUTE (BaCKYJIHT).

MHoro peakn HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 1o 1 Ha 10 000 pymm)

. OO0pasyBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe J1a Ob/ie 3auepBeHa, chpOsina u 6oIe3HeHa
(6ynoszen nemurounn)

o KOXKEH JIYITyC epuTeMaToieC U JyMyc-ogo0eH CHHAPOM (YepBeH, HaJUrHaT, JIIOLICI] ce 0OpHB
B U3JIOKEHHUTE Ha CIIBHIIC YIACTHIIM HA KOXKaTa, KOWTO MOXKE Ja € MPUIPYKEH OT OOJIKH B
CTaBHTE).

Cpo0maBaHe HA HesKeJIAaHU PeaKIIuu

AKO MOITyYnTe HIKAKBU HEKEJTaHU JICKApCTBEHU PEakIliy, yBegaoMere Bamus nekap v hapMaresr.
ToBa BKJIIOYBA BCHYKH Bb3MOXKHHM HEOITMCAHHU B Ta3H JMCTOBKA HEXENAHU peakiuu. MoxeTe ChIIo J1a
CHOOIIUTE HEXKETTAHN PEAKI|K JUPSKTHO Upe3 HAIlMOHAIHATA CUCTEMA 33 ChOOIIaBaHE B:
U3mbiHUTETHA areHIns 110 JISKapCTBaTa

yi. ,,Jlamsia I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cho011aBaTe HeXeIaH! peakilii, MOXKETe Ja JaJeTe CBOs MPHHOC 32 TIOyYaBaHe Ha MOBEUYE HH-
(hopMarusi OTHOCHO 0€30MaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak n1a cbxpansBare Stelara

o [a ce cpxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIeHa.

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

o CoxpansBaiiTe MpeABapUTEIHO HAITBJIHEHATA MUcalKa B KapTOHEHATa OMAKOBKa, 32 J1a ce
Tpea3y OT CBETIINHA.

o AKO € HeOOXO/IMO, OTJCITHUTE MPEIBAPUTEITHO HAITBIIHEHU THCANKH Stelara MoXke ChINo J1a ce

ChXpaHsiBaT mpu craiiHa tremnepatypa 10 30°C 3a MmakcumMyM eauH niepuo A0 30 1Hu B
OpUTMHAITHATA KAPTOHEHA OMIAKOBKA, 32 JIa CE MPEAMNa3iT OT CBETJIMHA. 3alluIleTe AaTaTa, Ha
KOSITO MPEIBAPUTEITHO HAMMbJIHEHATA MUACANTKA € N3BAJICHA 3a BPBHU BT OT XJIAJAWIHUAKA U
JlaTata Ha U3XBBPIISIHE Ha 0003HAYCHUTE HAa BHHINHATA KApPTOHEHA OMAaKoBKa MecTa. JlaTara Ha
U3XBBPJISTHE HE TPAOBa J1a € CJie/l OpUTHHAIHMS CPOK Ha TOJHOCT, OTIIEYaTaH BbPXY
KapTOHEHaTa omakoBka. CIie/1 KaTo BeIHBK MUcANIKaTa € Onia ChXpaHsBaHa MPH CTaifHa
temneparypa (1o 30°C), s He TpsiOBa 1a ce BpbIla B XJIaAMIHUKA. M3XBBpIieTe nucaikaTa, ako
HE Ce M3II0JI3Ba CJIe]l ChXpaHeHUe NIPH CTallHa TeMIieparypa B paMkute Ha 30 THU wiH cief
M3TUYaHe HAa OPUTHHAIIHUS CPOK Ha FOJTHOCT, B 3aBUCHMOCT OT TOBa, KOE OT JIBETE HACTBIIH I10-
paHo.

o He pasknamaiite mpenBapuTeIHO HAIBIHEHNUTE Nrcaiku Stelara. [IpoxsmkuTenHoTo
EHEPTUYHO pa3KIIalllaHe MOXKeE J1a TIOBPEH JIEKapCTBOTO.

He uznonssaiite TOBa J1eKapcTBO:

. cJIe]l CpOKa Ha FOJHOCT, 0TOE/IsI3aH BbPXY €THKETa U KapTOHEHATa OMaKOBKa CJIE/
»EXP*/,,L'onen no:*“. CpoKbT Ha TOJHOCT OTTOBApPS HA MOCIEAHHS JCH OT TOCOYCHHUS MECEII,

° aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAaIly Yy>KI1 YaCTHIIN
(BwxTe Touka 6 ,,Kak nsriexzaa Stelara u kKakBO ChIbpIKa OlAaKOBKaTa“");

. aKo 3HAeTe WU CMsTaTe, Y€ MOXKe Ja € Omiia H3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHIUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

. aKo MPOIYKTHT € OMJI CHEPTHIHO Pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHa yrnotpeba. Hensnoa3BaHuAT NPOIYKT, OCTaHAJ B MUCANIKATa, TPsiOBa j1a
ce m3xBbpau. He n3xBbpisiiTe JexkapcTBaTa B KaHAIN3AIMATA MITH B KOHTEHHepa 3a IOMAaIlHU
ornaasiy. [lonuraiite Bamus gapmaneBT Kak 1a U3XBBPIIATE JIEKApCTBAaTa, KOUTO BEUE HE
uznosnssare. Te3n MepKH Il CIOMOTHAT 3a ONa3BaHE Ha OKOJIHATA Cpefa.
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6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHOpManus

KakBo cbabp:xa Stelara

L AXTHBHO BCIICCTBO: yCTCKI/IHYMa6. Bceska OpeaABApUTCIIHO HAITBJIIHCHA ITHMCAJIKa ChbAbPiKa 90 mg

ycrekuaymad B 1 ml.

° Jpyru cheraBku: L-XxucTumuH, L-XUCTHINHOB MOHOXHIPOXJIOPU MOHOXUIPAT, monucopbar 80

(E433), 3axapo3za 1 Boa 32 HHKESKIIHH.

Kak m3rie;kna Stelara u kakBo cbIbp:ka 0NMaKOBKATa

Stelara e 6ucTbp 10 1€KO OManeceHTeH (¢ mepyieH OIIACHK), OE31BETEH 10 ONEA0KBIT HHKCKIIMOHESH
pastBop. Toit MOKe [1a ChABpPKA HAKOIKO APEOHU TONYNPO3PAUHH WITH OCTH YaCTHIIN TPOTEHH.
JlocTaBsl ce B KAPTOHEHA OMAaKOBKA, ChAbPIKallla eJHa CTHKJICHA MPEIBAPUTEITHO HAITBIHEHA MTUCAIIKA
ot |1 ml ¢ equaryHa 103a. Beska mpeBapuTeHO HATBIHEHA MTUCATKa Chabpxka 90 mg ycTekuHymMab B

1 ml uHXEKIIMOHEH Pa3TBOP.

IIpuTexaTes HA pa3peLIeHUETO 32 ynorpeda

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIbIHUTEIHA I/IH(bOpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIA, CBBPIKETE CE C JIOKAJTTHHUSA
MNPEACTABUTCII HA IPUTCIKATECIIS HAa Pa3pCHICHUCTO 34 yHOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKoHCBHH & [[xoHCchH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@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

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 1464 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

EMado

Janssen-Cilag ®apuaxevtikn Movorpdownnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.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@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
BopvéPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 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

Romania
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

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MoC/JeTHO Mpepasriekaane Ha sucroBkara 09/2024

184



IToapoOHa uHOpMaILIKs 3a TOBA JICKAPCTBO € IIpeJoCTaBeHa Ha yeOcaiita Ha EBporeiickata areHIus
1o JiekapcTBata http://www.ema.europa.eu/.
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Yka3zaHus 3a ynorpeda
Stelara
(ycTeknnymao)

HH)KeKIHA 32 NMOJKOKHO MPUJIOKEHHE
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

Hacrosimure "Ykazanus 3a ynorpe6a" chIbpkaT HHPOPMAIH 32 TOBA KakK /1a CH HHXKEKTHpaTe
Stelara.

Baxno
Stelara ce npeyiara B npeiBapuTEIHO HAITBJIHCHA MMUCANKA 32 €IHOKpATHA yIoTpe0a, ChIbpiKaiia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme Ha HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10J1y, IOKATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MH/KEeKTHPaTe bjaHaTa 103a. HE BI[I/IFAI?'ITE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HAIPaBUTe, NPEIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aK/JIYU U HIMA /12 IoJIy4YunTe
I'bJIHATA 1034,

Axo Bammsat nekap pemu, ue Bue wiu oOrprmkBamoTo Bu muiie Moke Ja MOCTaBITe WHKEKIHMUTE CH
Stelara y moma, TpsOBa a moayyuTe 00yUCHHUE 3a MPABUIIHUAS HAUYMH 32 TIOJIrOTOBKA U WHKCKTHPaHE
Ha Stelara ¢ moMoIITa Ha IpeIBAPUTEITHO HAIThIHEeHATa rucanka. He ce omuTBaiite 1a ce
HHKEKTHPAaTe CaMHU, J0KATO He ObjeTe 00yyeHH oT Bamus nexap.

Bcesika npeaBapuTeHO HaTbJIHEHA MUCAJIKa MOJXKE J1a Ce U3I0JI3Ba caMo BelHBXK. V3xBbpieTe s
(Bmwxre Crbnka 3) ciex ynorpeda, JOpH ako B Hesl € OCTaHAJIO JIEKapCTBO.

He n3noJi3BaiiTe NOBTOPHO NMpeIBAPUTEIHO HANTBJIHEHATA MMHCAJIKA.

IMpouereTe Te3m "YKa3aHus 3a ynorpeda' npeau Aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd IbT, KOraTo NMOJIy4aBaTe HOBAa NMPEABAPUTEIHO HATbJIHEHA MUCATKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

O0THOCHO Baiireto 3a001s1BaHe WM JICUCHHE.

Axo0 HEe MOXKeTe Ja CH IIOCTaBUTC CaMW MHXXCKIMATA:

° momoJieTe Barus exap wim MeAUIMHCKA CecTpa Ja Bu momorHaT win
° MIOMOJIETE HAKOM, KOHTO € 00yYeH OT JieKap WM MEAMIIMHCKA cecTpa, 1a Bu mocraps
HHKEKITUHATE.

3a a ce HaMalll PUCKBT OT CITydaifHO yOOoKJaHe ¢ Urjia, BCAKa MpeIBapUTEeIHO HAITbTHeHA MTHCAIKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTO aBTOMAaTUYHO IMOKPUBA UIJIaTa U CE 3aKII0UBA, CJIE/ KaTo CTe
MTOCTaBWJIM MHDKEKITUATA M MHXKEKTOPHT € BAuTHAT. He moBauraiiTe mpeaBapruTeIHO HAITBITHEHATA
MMCcajKa Mo BpeMe Ha WHKEKTHUPaHE, TOKATO HHXKEKIIMSITa HE PUKITIOUH.
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Hpez[nasmenm Ha urjiata B JOJIHATa Kalla4dka Ha IPEABAPUTCIIHO HAITbJIHCHATA IIHMCAJIKA ChAbpiKa
narekc. He nunaiire NpeaAnasuTe/s Ha urjiara, ako €cre ajJeprudHi KbM JaTeKC.

MOJ'I}I, MpoOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MPCAU a 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[€TC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bammus JICKap Wi MCAUIIMHCKA CeCTpa.

m Nndopmanus 3a cbxpaHenue
CoxpansBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € Heo0X0IUMO, ChXpaHsBalUTe Ha
craifna Temnepatypa 1o 30°C 3a nepuon 1o 30 1HU B OpUrMHAIHATa KapTOHEHa onakoBka. He
BPBIIAiiTE B XJIAAMJIHUKA, CIIE]] KATO CT€ ChbXPAHSIBAIN HA CTAaliHA TEMIIEPaTypa.

He 33Mpﬂ3ﬂBaﬁTe NpeABAPUTCIIHO HAITBJIHCHATA MM CAJIKA.

CbxpaHsBaiiTe NpeBAPUTETHO HATBJIHEHATA MUCAJIKA U BCHYKH JIeKapPCTBa HA MACTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3IM0a3BalTe. BieMere HOBA IPEBAPUTEIIHO HAIBJIHEHA IIUCAJIKA.

ChbxpaHsiBaiiTe NpeABAPUTE]HO HAITbJIHEHATA NUCAJKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 1a s MpeaNa3suTe 0T CBEeTJIMHA U (PU3NYECKO YBPEKIaHe.

Hmate HyKIa OT OMOII?

Obanere ce Ha Bamms nekap, 3a 1a 00CHIuTe BCHYKH BBIIPOCH, KOUTO MOXKE J]a IMaTe. 3a
JOIIBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a HH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKAJTHUS MPeICTaBUTEIL.
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YacTu Ha IpeIBapuTe/THO HAllb/IHEHATa MMHCAJIKA
HH/KEKTOP

IIpean ynorpeba Caen ynorpeba

JApBKRKa =

JPpBKKATA ce HATHCKA
HaJ0J1y JOKpai

JIHIaBO TAJIO

ITpo3opue L JIH/IaBOTO TSIO

HE€ Cce BHIKIAa
Hpennagu're;] - Ciiea moBIHraHe

npeana3suTe/siT HA HIJIATA
Ha HIJaTa { Kamauka PER
i | ce 3aKJIIYBA U Ce NoABABA
‘ HA HIJ1aTa =
JI0/IHA KAA4K KBJITA JICHTA.

He mumaiite He BaHraiitTe mo Bpeme Ha
BBTPE. HHKeKTHpAHe.

[MpuroTseTe cnegHUTe MaTepuan.

Mpepocrasety B onakoskara:

- [pepsapuTenHo HambnHeHaTa nucanka
WHKEKTOp

He ca npepocrasetin B onakoskara;

- TamnoH che cnupt

- MNapyeTa namyk unu mapns

- AxeauBHa npespb3aka

- KoHTeiiHep 3a ocTtpu npeameTy (Buxte

| CTbnka 3)

1. IToaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emere kapToneHaTa(uTe) onaKkoBKa(u)

Axo e(ca) chxpaHsBaHa(d) B XJIaWIHUK, H3BaJIETe KApTOHEHATa(HUTe) OMAaKOBKA(¥) C IIPEIBAPUTEITHO
HaIThJIHEHATA TMCAJIKA OT XJIaJMIHIKA U SI(/TH) IIOCTaBeTe HA paBHA MOBBPXHOCT.

OcraBeTe Ha cTaiiHAa TeMmepaTypa 3a Haii-majako 30 MUHYTH TIpeu ynorpeoa.

He 3atoruistiiTe Mo HUKaKbB JPYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe eiHa NpeABAPUTEIHO HATbJIHEHA NTHCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyuure exra ot 90 mg uiu 1Be ot 45 mg npeaBapuTeIHO HATBJIHEHU
MUCAJIKU. AKO MOJIyYHUTE IBE€ IPEABAPUTEIHO HAITBIHEHU NMHCANKU oT 45 mg, ciaensaite CTeiku 1-3 u
3a IBETE MHXKEKIINH.

I/I36epeTe PA3JIUYHO MACTO 324 HHKCKTHUPAHE HA BTOpaTa HHKCKIIUS.
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IIpoBepeTe 1aTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,I'01eH 10:“) U 3ame4YaTBaAHETO HA
KapToHeHaTa(uTe) ONaKoBKa(M)

He u3non3Baiite npenBapuTeIHO HAITbJIHEHATA IMCAJIKA, AKO 3aIlIeYaTBAaHETO HA KapTOHEHATa
OIIaKOBKa € HapyIIEHO WM aKO CPOKBT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWia ChXpaHsBaHa Ha Temiieparypa Hag 30°C. Obanete
ce Ha Bamms nexap winu apManeBT 3a HOBa MPEIBAPUTENTHO HAITBJIHEHA MTHCANIKA.

N36epeTe MACTO 32 MHKEKTHPaHe

N36epere eUH OT CIICTHATE YYaCThIH 32 HHKEKTHPaHE:

o [Mpeanara yact Ha GeapaTa

. JlonHaTa yacT Ha KOpeMa, ¢ U3KIIOYEHHE Ha S5-CAaHTUMETPOBATa 30Ha TOYHO OKOJIO ITbI1a

AKo HAKOI Ipyr Bu moctaBs MHXKEKIHITA, MOXeE J1a U3M0JI3Ba CHIIIO:
o 3aJ{HaTa 4acT Ha MUIIHUIUTE

He HHH(CKTHpaﬁTe B KOXKa, KOATO € YYBCTBUTCIJIHA, HACUHCHA, 3a4YCPBCHA WX BTBBPACHA.

H3noa3Baiite PA3JINYIHO MACTO 3a HTHIKCKTHPAHE IPU BCAKO HHKEKTHPAHE.
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WN3muiiTe pbuere cu
W3muiitTe 100pe phIETE CH ChC CallyH M TOILIA BOJA.

IMoyuncTeTe MIACTOTO HA HHXKEKTHPAHE

N36bpirere n30paHoTo OT Bac MsACTO 32 HHXKEKTUpAHE € TAMIIOH ChC CITUPT M TO OCTABETE Ja
U3CHXHE.

He noxocBaiiTe, He BeiTe U He TyXaiiTe BbPXY MACTOTO HA UHKEKTHPAHE, CJIE]T KaTo CTe Io
MOYHCTHIIH.

IIpoBepeTe TeYHOCTTA B MPO30PUYETO

N36epete nobpe ocBeTeHa, YMCTa M paBHa pabOTHA TIOBBPXHOCT.

M3BazneTe npeaBapUTEIIHO HAMTBIHEHATA MUCAJIKA OT KAPTOHEHATa ONAKOBKA U IIPOBEpETe 3a IMOBPEAa.
Iposepere TeunocTTa B mpo3opueto. Ts TpssOBa qa Obe MPo3payHa 10 JIeKO ONaJecCleHTHA 1
0e31BeTHA /10 §JI€J0XKbJITA K MOXKE J1a ChbPIKa MAJIKH (eJIM WU MPO3PAYHH YACTHIH U €IHO WU
noBeyYe BL3AYLIHU MexypueTa. ToBa ¢ HOpMaJHO.

He I/IH)KGKTI/IpaI\/'ITC, AKO TCYHOCTTa € 3aMpb3Haja, MbTHA, C IPOMCHCH IBAT WKW CbAbpPKa roJieMu
gactuiu. Obanere ce Ha Barust iekap ni papMaieBT 3a HOBa IPEIBAPUTEITHO HAITbJIHEHA THCANIKA.

2. UnxkexTupane Ha Stelara

227h

MzabpnaiiTe 1o1HATA Kanmavka

JlpBbiKTe pbLeTe CH Aajied OT NpeAna3suTess Ha uIJaTa, clie]] KaTo cBaJuTe Karnaykara. HopmanHo
€ Jla BUAUTE HSKOJIKO KaIlKH TEYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJie[l OTCTPaHsAABAHE HA KamaykKaTa.

He nocrassiite kanaukara oopaTHo. ToBa Moske J1a 10BeJie 1O YBPEKAaHe Ha UIJIaTa.

He u3non3paiite npenBapuTeIHO HAITBJIHEHATA MMHCAJIKA, aKO T ObJE U3IyCHATa Clie/l OTCTPaHsIBaHEe
Ha Kanaukara. O0azere ce Ha Bamms siekap win apMalieBT 3a HOBa IIPEABAPUTETHO HAITbJIHEHA
MUCAJIKA.
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IlocTaBeTe HanmpaBo BLPXY KoxkaTa. HaTHCHeTe ApbiKKaTa JOKPail HAaJ0J1y, JOKATO NMpecTaHe Aa
ce BIK/A JWJIABOTO TSIO.

HE BJIUTAUTE HAITbJIHEHATA NPEJIBAPUTEJIHO ITUCAJIKA 1o Bpeme Ha
MHKEKTUPaHeTO!

Axo ro HarpaBUTe, NPCAITA3UTCIIAT Ha UIJlaTa i€ CC€ 3aKJIF04YH, KaTO CC MOABH KbJITA JICHTA, U HAMA J1a
MOJTyYUTE IThJTHATA J1034.

Mosxe fa gyeTe MpaKBaHe, KOraTo HHXEKTUpaHeTo 3arnouHe. [IpoabinkeTe 1a HATHCKATE.
AKO yceTuTe ChIPOTHBJIEHHE, MPOIABJIKETE 1a HaTHCKaTe. ToBa € HOpMAaJIHO.
JlexkapcTBOTO Ce MHXKEKTHUPA, T0KaTO HaTHCKare. [IpaBeTe TOBa ChC CKOPOCT, KOSATO € yA00Ha 3a Bac.

7
T WIPAK

YBepere ce, 4e HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHETO € 3aBbPILIEHO, KOraTo:

° JINJ1aBOTO TAJIO HE ce BUIKAA.
° Beue He MoXkeTe a HATHCKATE APBKKATa HAZIOIMY.
. Mo:xe J1a gyere IpaKkBaHe.

[\

|
|

Baurnere npaso Harope
JKpnTaTa neHTa oka3Ba, 4e Npeana3uTeNsaT Ha UIIaTa € 3aKIF0YeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO HATBIHEHA [TUCAJIKa B KOHTEHHEP
3a UBXBBPJIAHEC HA OCTPU NPECAMCTHU.

He u3xBbprsiiTe npeBapUTEIIHO HAITBIHEHUTE TIUCAIKYA B KOHTEHHEpa 3a OUTOBHU OTIAIbIIH.

He peuuknupaiiTe U3Moi3BaHus KOHTEHHED 3a U3XBBPISIHE HA OCTPU IPEIMETH.

IIpoBepere MSICTOTO HA MH KEKTHPaHe

BB3M0OKHO € Ha MACTOTO Ha WH)KEKTUPAHE Jla MMa MAJIKO KOJIMYECTBO KPBB MIIM TEYHOCT. ToBa e
HopMaiHo. [IpuTHCHeTe Mapye mamyK WU Mapiisi KbM MSCTOTO HA HHXXEKTHPAHE, JOKATO KbPBEHETO
crpe.

He pastpuBaiiTe MACTOTO Ha HH)KEKTHPAHE.

AKO € He0OXO0IMO, TOKPUITE MACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TOJTyyHuTe JBE MpEeABAPUTENHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKH
1-3 ¢ BrOpara npenBapuTEIHO HalTbIHEHa nucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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HPUJIOKEHUE IV

HAYYHH 3AK/IIOYEHUSA 1 OCHOBAHUS 3A ITPOMSHA HA YCJIIOBUATA HA
PASPEHIEHUETO(SATA) 3A YIIOTPEBA
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Hayqlm 3aK/II0OYCHUA

[pensun onenbunus noxnan Ha PRAC otHocHo ITA/IB 3a ycTeknHymMa0, HaydHUTE 3aKTFOUCHUS Ha
CHMP ca, xakTo ciejBa:

C ornen Ha HUTMYHHUTE JAHHM OT JIUTEpaTypaTa OTHOCHO BPEMETO Ha KIMPBHC HAa YCTEKUHYMald pu
KbpMayeTa, ¢ eKCIO3UIINS Ha YCTEKHHYMa0 IN UtEro u KaTo ce uMa Mpe/iBU/I U3BECTHUAT NpoduIl Ha
Oe3o0macHOCT Ha YCTEKUHYMa0, KoiTo e mMyHocynpecop, PRAC 3akimouaBa, de mpoayKToBaTa

nH(pOpMAaIUs Ha MPOAYKTH, ChIbPIKAIIN YCTEKHHYMa0, TpsiOBa CHOTBETHO Ja c€ M3MEHH.

Crnen karo pasriiena npenopbkara Ha PRAC, CMHP ce chriacsiBa ¢ 00IIUTE HAYYHH 3aKJIFOUCHUS U
OoCHOBaHMATA 3a Ipenopbkara Ha PRAC.

OcHoBaHus 32 MPOMSIHATA HA YCJIOBHATA Ha pa3pelieHNeTo(siTa) 3a ynorpeda
BB3 ocHOBa Ha Hay4HHTE 3aKir0o4YeHNs 3a yecreknaymMmad CHMP cuwnta, 4e ChOTHOIIEHNETO TI0I3a/PUCK
3a JIeKapcTBEeHUA(UTE) MPOAYKT(H), ChIBbpIKaII(H) yCTeKUHYMa0, € HEMPOMEHEHO C MPEJIOKEHUTE

IIPOMEHH B IIPOAYKTOBATa MHPOPMALIHSL.

CHMP npenopbuBa MpoMsiHa Ha YCIOBHATA Ha pa3pelieHueTo(s1Ta) 3a ynorpeoa.
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