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 IIOMOIIHHUTE BCUICCTBA BHXKTC 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 NOBIMAIN HELOCTATHYHO, BEYE HE CE MOBJIMABAT MM UMAT HETIOHOCUMOCT KbM
KOHBCHIIMOHAJIHATA TE€panurd WJIN KbM aHTAarOHUCT Ha TNF(I, WJIN UMaT MEIUIIMHCKHU
NPOTUBOIIOKA3aHMUS 33 TAKKMBA TEPaITHH.

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 Tepanys Wik KbM OMOJIOTMYEH JIEKapCTBEH MPOAYKT, I UMaT MEIUITUHCKU
NPOTUBOIIOKA3aHMUS 32 TaKKUBa Tepanuu (BK. Touka 5.1).

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

STELARA xoHueHTpat 3a HH(py3UOHEH pa3TBOp € MpeJHa3Ha4YeH 3a ynorpeda noj pbKOBOJACTBOTO U
HaJ[30pa Ha JIeKap ¢ ONUT B JJMarHOCTULIMPAHETO U JieueHneTo Ha 6osect Ha Crohn wim yneposen
koymT. STELARA koHIIeHTpaT 32 MHQY3HOHEH pa3TBOP TPsIOBA J]a ce M3II0JI3Ba CaMo 3a
WHTPAaBEHO3HAaTa NHAYKIIMOHHA J034.

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 nosa? 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 MOCIeBAIATa CXeMa Ha MOJIKOXKHO NpUIIokeHue BrkTe Touka 4.2 ot KXI1 Ha
STELARA uHXeKIIHOHEH pa3TBOp ((IaKOH) M HHKEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITbIHEHA
CIIPUHIIOBKA WX B TIPEABAPUTEITHO 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 siedenue 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 J1a ce mpuiara B
MPOABIDKEHNE Ha Hall-MaJIKO €TWH Jac.

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

4.3 TIlpoTuBOmOKAa3aHUS

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

KinHan4yHO 3HaUYMMa, akTUBHA MH(EKIUs (HaIp. akTUBHA TyOepKyJ103a, BK. Touka 4.4).

4.4 CneuuaJHu npeiynpe:kaeHus ¥ NpeanasHu MepKH NpH ynorpeda

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

HOMEP Ha MMPUIIOKCHUA ITPOAYKT TpH6Ba SICHO Ja CC 3aI1McCBar.

Hudexnuun

YcreknHyMad MoXe Jja MMa MOTEHIHAN Ja yBeJInyaBa prucka oT MH()EKLIUH 1 1a peaKTHBHPa
nareHTHU MHMeknuu. [Tpy KIMHUYHT TPOYYBAHUS ¥ TOCTMAPKETHHIOBO 00CEPBAI[IOHHO MPOYYBaHE
NPY TALMEHTH C TICOPHA3UC ce HaOJII0]aBaT CEpHO3HU OaKTepHaTHH, ThOWYHN 1 BUPYCHU HHDEKITUH
npu nauuenty, npueman STELARA (Bx. Touka 4.8).

[Ipu nanyeHTH, IEKyBaHU ¢ YCTEKUHYMaO, ce ChoO0IaBa 3a OMOPTIOHUCTUYHU HHPEKIMH, BKITIOYBAIIA
peaxkTUBUpaHe Ha TyOepKyno3a, Apyrd OMOPTIOHUCTUYHHU OaKTepualHU HHGEKIUN (BKIFOYUTEIHO
aTUIUYHA MUKOOaKTepruaiHa UHQEKIHsI, MEHUHTUT, IPUYKMHEH OT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, u HOkapaHno3a), ONOPTIOHUCTHYHA MUKOTHYHH WHEKIHN, OIOPTIOHUCTUYHU BHPYCHH
WHQEKIHUN (BKIFOYUTEIHO eHIIeaUT, MPUIUHEH OT XepIec CHMIUIEKC 2) B apa3uTHU HHPEKITUH
(BKJIFOUMTEIHO OYHA TOKCOIUIA3MO3a).

Tpsa6Ba na ce moaX0Kaa C MOBUIIIEHO BHUMaHHUE, KOTaTo ce 00chxkaa mpuioxenneto Ha STELARA
NPY TAIKMEHTH ¢ XPOHUYHU MHPEKIUY WK aHaMHe3a 3a peluanBupaina nadekius (Bx. Touka 4.3).



IIpenu 3amouBaneTo Ha JieueHue cb¢ STELARA maruenTuTe TpsiOBa Ja ce U3CjeaBar 3a
Tyoepkyno3Ha uadekus. STELARA He TpsOBa na ce mpuiara rmpu MaueHTy ¢ akTHBHA
TyOepKyo3a (Bxk. Touka 4.3). JleueHueTo Ha naTeHTHA TyOEpKyIJI03Ha HH(EKIHs TpsIOBa 1a 3amovyHe
npenu npuiokeanero Ha STELARA. AHTuTyOepKyio3HaTa Tepamnus ChIo TpsOBa 1a 0bae o0chaeHa
nmpean HadanoTo Ha jeueHune ¢cb¢ STELARA mpu marmuieHTs ¢ aHaMHe3a 3a JIATCHTHA WJIM aKTHBHA
TyOepKyJ103a, MPU KOUTO HE MOXKE JIa CE MOTBBPIU aJICKBAaTCH Kypc Ha JieueHue. [laruenrure,
npuemamyi STELARA, TpsOBa ga ce HaOMoaBaT BHUMATEITHO 3a TIPU3HAIIA U 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 HHGEKIusa. AKO MAIlHEeHT pa3Bue cepro3Ha HHPEKINs, ChCTOSHUETO
My TpsiOBa BHUMaTeHO Aa ce ciaeau u STELARA He TpssOBa na ce mpriara, 10KaTo HHQEKIuATa He
ObJIe OBJIAASHA.

310KayecTBEHH 3a00IsIBaHUS

HNmyHocynpecopu KaTo ycTeKHHYMab UMAaT TOTSHIUAN JIa YBEJINYaBaT PHCKa OT 3710Ka4eCTBEHU
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 3110KauecTBEHN 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 JICUCHUETO Ha NAlMEHTH, Pa3BUIIN 31I0KaY€CTBEHO 3a00IsIBaHe
o Bpeme Ha ipueMa Ha STELARA. 3aroBa Tpsi0Ba 1a ce Moaxoaa ¢ IOBHIIIEHO BHUMAHKE, KOTAaTO
ce obcwxaa npuinokennero Ha STELARA nipu Te3u manuenTH.

Benuky nanueHTH, no-crenuaito Te3u Hag 60 roanHY, HauueHTH ¢ aHaMHEe3a 3a POIbKUTEIHA
UMYHOCYTIpECHBHA TepaIusl WM TaKuBa ¢ anamHe3a 3a [ITYBA-tepamnus, TpsaOBa 1a ce HaOI0AaBaT 3a
10siBa HA HEMEJIAHOMEH pak Ha KoxkaTa (Bxk. Touka 4.8).

CHCTEeMHH U PecIMPATOPHHU PEAKIINU Ha CBPbXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peakIMU HAa CBPbXUYBCTBUTEIHOCT €A JIOKJIJBAHU B IOCTMapKETHHIOBU YCJIOBHSI, B HAKOU
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 1 npuitoxennero Ha STELARA TpsiOBa na ce npeycranoBu (Bxk. Touka 4.8).

Peakuuu, cBbp3anu ¢ uHpy3usTa

B KJIMHUYHKTE M3MUTBAHUS Ca HAOJIIO/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 KUBOTO3acTpalllaBaliia peakiiys, TpsOBa Ja ce 3aloyHe MOAXO0 1A TePaus U MPUIOKEHUETO Ha
YCTEeKMHYMa0 J1a ce MPEeyCTaHOBH.

Pecnupamopnu

Crnyyau Ha ajiepruyeH ajaBeosIuT, CO3MHO(DUITHA THEBMOHHUS M HeMH(PEKIIMO3Ha 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 TTOCIIENIH BKITIOYBAT JINXATENIHA HEJOCTATHYHOCT U MPOABIKUTEIHA XOCTTUTATU3AIIHS.
[TomoOpenue e choOIaBaHO Clie] IpeyCTaHOBSIBAHE HA JICUCHHETO C YCTEKMHYMal U B HAKOU CITy4an
MIPH MPIJIOKEHUE HAa KOPTUKOCTEPOUIU. AKO ObJie M3KIII0OUeHA HH(EKIUS U JIUarH03aTa ce MOTBbPH,
NPUIOKEHUETO Ha YCTEeKHHYMa0 TpsOBa Jja ce MPEeyCTaHOBH U J]a C€ 3aIll04He IMOAXO/SIIO JICYeHUE
(Bk. Touka 4.8).



ChbpAeYHOCHI0BU CHOUTHS

IIpu maruenTH ¢ copuasuc, ¢ excro3uius Ha STELARA, B TOCTMapKeTHHTOBO 00CEpBAIIIOHHO
MpOyYBaHe ca HAOJI0JaBaHU ChPICYHOCHIOBH CHOUTHUS, BKIFOUUTEITHO HH(PAPKT HA MUOKapIa U
MO3bYHO-ChJIOB UHIHJICHT. PuckoBuTe (hakTOpH 3a ChpACUHOCHIOBO 3a00siBaHe TPsiOBa Ja ce
OIICHSBAT PEIOBHO 1O BpeMe Ha JiedeHneTo ch¢ STELARA.

Bakcunanuu

IIpeniopbuBa ce na He ce MpHUIIarat KUBH BUPYCHU WX )KUBH OakTeprairau BakcuHH (kato BLK)
eqroBpemeHHO cb¢ STELARA. He ca mpoBexjaHi KOHKPETHH MTPOYYBAHUS P IMAIMEHTH, BEPXY
KOUTO HACKOPO € TpujlaraHa )KuBa BUPYCHA WM XKHUBa OaKkTepuaaHa BakcuHa. Hsma maHHu 3a
BTOPUYHO TpeaBaHe Ha MHMEKIHsS Ype3 KUBU BAKCUHHM U 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 BAKCHHUPaHeTo. 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 npunarade Ha >kusu BakcuHU (kaTo BI[XK BakcuHa) mpu kbpMadeTa, ¢ eKCIIO3UIHS
Ha YCTEeKMHYMa0 in Utero, B mpoJbKEHHE Ha IIECT Mecela e/ PaKAaHeTO W JT0KATO CePYMHUTE
HUBA HA YCTEKHHYMa0 MpH KbpMaueTo CIaJHAT MO HUBOTO Ha JAeTeKIHA (BXK. Toukd 4.5 u 4.6). Ako e
HaJIMIe KaTeropuyHa KJIMHUYHA 10134 332 OTACIHOTO KbpMaue, MOXe Jja € OOMUCIH MpujlaraHe Ha
’KMBa BaKCHHA B MO-paHEH MOMEHT, aKo HE Ce OTKPHUBAT CEpyMHH HHBA Ha YCTEKUHYMaO.

[NarmmenTture, kouto ynorpedsBat STELARA, Moxe qa mory4ar e THOBpPEMEHHO WHAKTUBUPAHU WITH
yOWTH BaKCHHHU.

Hsnrocpounoto neuenune cs¢ STELARA He moTHcka XyMOpaaHUS UMYHEH OTTOBOpP KbM
ITHEBMOKOKOBHTE MOJIM3aXapUIHH BAKCHHH WITH KbM BaKCHHHTE CPEIIy TeTaHyc (BkK. Touka 5.1).

EnHoBpeMeHHa IMYHOCYIPECHUBHA Tepanus

IIpu npoyuBaHus IpU IICOpUA3UC HE ca oLeHsBaHu Oe3omacHocTTa U epukacHoctta HAa STELARA B
KOMOWHALUS C UMYHOCYTIPECOPH, BKIIFOUNTETHO OMOJIOTMYHM NPOLYKTH MK poToTepanus. [Ipu
NPOYYBaHUS MPH MICOPUATUYUEH apTPUT, €AHOBpeMeHHaTa ynotpedba Ha MTX He noiusBa
6e3onacHoctTa 1 ehukacHoctTa HAa STELARA. B npoyuBanusta npu 6onect Ha Crohn u yneposexn
KOJIUT €AHOBPEMEHHATA yIIOTpeOa Ha UMYHOCYIIPECOPH WIIM KOPTUKOCTEPOUIN U3TIICkKAa HE
noBmusiBa 6e3onacHoctTa mim eukacHoctra Ha STELARA. TpsiOBa 1a ce moaxox/ja ¢ TOBUIIIEHO
BHUMaHHE, KOTaTo ce 00CHXk/1a eTHOBPEeMEHHAaTa ynoTpeda Ha apyru umyHocynpecopu 1 STELARA
WIH TIPH TIPEMHHABAHETO KbM JICUCHUE C APYTH OUOJIOTHYHU UMYHOCYpecopH (BK. Touka 4.5).

HNMyHoTepanus
STELARA He € onieHsIBaH ITpH MAIUEHTH, KOUTO ca MOJUIaraHy Ha UMyHoTepanus 3a anepruu. He e

n3BectHO Jan STELARA Moske na ce 0Tpa3u Ha MMyHOTEpaNnuaATa Ipy aJlepruu.

Cepro3HH KOXKHU 3a00J15IBaHUS

[Ipu nauyeHTH C copuasuc ce cboOIIaBa 3a ciyyan Ha eKC(OITUATUBEH JePMATUT CIIe]] JICUECHHE C
ycreknayMabo (Bxk. Touka 4.8). [lanuenTrre ¢ ncoprasuc ¢ TUIaku MOXKe JIa pa3BUST €PUTPOICPMUICH
TICOPUA3UC KaTO YacT OT €CTECTBEHUS X0/ Ha 3a00ISIBAHETO ChC CUMITTOMH, KOUTO MOXE OT KIIMHUYHA
TJIeIHA TOYKA Ja HE Ce OTIMYaBaT OT eKC(OIMaTUBHUSA AepMaTHuT. JlekapuTe TpsiOBa 1a BHUMAaBaT 3a
CUMITOMH Ha EPUTPOJAECPMUYCH IICOPUA3UC MM eKC(POTUATHBEH AEPMATHUT KAaTo YacT OT
MOHHTOPHPAHETO Ha TICOpPHA3Kca MPH MaeHTa. AKO T€3U CHMIITOMH C€ TIOABST, TPSAOBa 11a ce
3anouHe noaxonsmo geueHue. [IpuemsT Ha STELARA 1psiOBa na ce npeycTaHoBH, ako UMa
CBMHEHHS 32 JIEKapCTBEHA peaKkusl.

3a0oJisiBaHUs, CBBEP3aHU C JIYIYC
Crnyvau Ha 3a00NsIBaHuUs, CBBP3aHH C JIYIYC, CE ChOOIIABAT MPH MAICHTH, JICKYBAHU C YCTEKUHYMAO,
BKJTFOUHTEITHO KOKEH JIYIyC epUTEMATOIEC U JIYyIyc-TIo100eH cuHapoM. [Ipu Bb3HUKBaHE HA JIC3UH,




0c00€HO Ha M3JI0KEHUTE Ha CITBHIIC YYaCThIIM Ha KOXKATa, UIIH aKO T€ CE ChITBTCTBAT OT apTPajIrus,
MAIACeHTHT TPSOBA J1a TOTHPCH He3a0aBHO JIEKapcKa MOMOII. AKO Ce IIOTBBPAST 3200/ IsIBaHNUA,
CBBP3aHH C JIYIyC, YCTEKHHYMa0 TpsOBa Jla e MPEYCTAHOBU U J]a CE 3aIOYHE TIOXO/SIIO JICUCHHE.

CrernyaigHu oIy JIAIHA

Cmapuecka év3pacm (> 65 2o0unu)

B xiIMHWYHHTE U3MUTBAHUS TTPH 0JI00PEHUTE MTOKa3aHUsI HE CE HA0JII01aBaT ChIICCTBEHU Pa3JInyHs B
eukacHOCTTa MIM 0€30MAacCHOCTTA MPHU MAITMEHTH Ha 65-TOIUIITHA BH3PACT U IMO-TOJIEMH, KOUTO
nomydaBaT STELARA, B cpaBHeHHE ¢ TIO-MITafl¥ TAlMEHTH. bposAT Ha MalueHTuTe Ha Bh3pacT

65 roaMHU U MO-TOJIEMH 00aye HE € IOCTAThYCH, 3a J1a CE ONPECIIN Iajlu CE TIOBIUSIBAT PAa3IUYHO OT
MO-MJIaJINTE MalMeHTH. Thi KaTo pa3npoCTpaHESHUETO Ha MH(ESKIIUN CPel CTapUyecKaTa MoIyiaus
KaTo I[SUI0 € TO-TOJISIMO, JICYCHUETO MPH MAIIMEeHTH B CTapuecka Bh3pacT TpsOBa Jia ce mpuiiara
BHUMATEITHO.

ChapprkaHne Ha HaTPHH

STELARA cbaspika no-manko ot 1 mmol Harpuii (23 mg) Ha 103a, T.e. MOXE J1a Ce Kaxe, 4e
npakTHuecku He chabpika Hatpuil. STELARA o6aue ce pa3pexna ¢ HHPpY3HMOHEH pa3TBOp HAa HATPUCB
xyopua 9 mg/ml (0,9%). Tosa TpsiOBa na ce ©Ma NpeABU TP NALMEHTH Ha JUeTa ¢ KOHTPOJIUPAH
IpUeM Ha HaTpuii (BXk. Touka 6.6).

45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMHU HA B3auMo/IelicTBHE
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 mpoJbKEHHE Ha MIECT MeCella e PasKIaHeTO UITH JIOKATO CePYMHHUTE
HHUBA HA YCTEKHHYMa0 MpH KbpMaueTO CIaJHAT MO HUBOTO Ha JAeTeKIHs (BX. Toukd 4.4 u 4.6). Ako e
HaJIMLE KaTeropUYHa KIMHUYHA [0J13a 32 OTJEITHOTO KbpMaue, MOXKe J1a c€ OOMMCIIU IIpUIaraHe Ha
JKMBa BaKCHHA B IIO-paHEH MOMEHT, aKO HE C€ OTKPUBAT CEPyMHHU HHMBA HAa yCTEKUHYyMaO.

He ca npoBexnanu nmpoy4BaHus 3a B3anMoJIeiicTBUATA TIpH Xopa. [Ipn GpapMakOKWHETHYHN aHAIHN3H
Ha IOIyJIALMSITa, HAIPABEHU B MpoyuBaHus (aza 3, e u3cieaBaH eQeKTbT Ha Hal-4ecTo
€IHOBPEMEHHO MIPUEMAaHH JIEKaPCTBEHN MPOIYKTH NPH MALUEHTH € IICOpUasic (BKIIOYUTEIHO U
napareramos, HoynpodeH, aleTUICATMIIOBA KHCETTMHA, MET(OPMHH, aTOPBACTATHH,
JIEBOTUPOKCHH) BBPXY (apMaKOKHHETHKATa Ha ycTeknHyMa0. He ca HaOmiogaBanu npu3Hay Ha
B3aUMOJICHCTBHUE C T€3M €IHOBPEMEHHO PUEMAaHH JIEKapCTBEHU NPOAYKTH. OCHOBA HA TO3U aHANIU3 €
¢baxThT, ye Hail-manko 100 mamuenTy (> 5% OT H3cieaBaHaTa MOMyJIaIHs) ca JIeKyBaHH
€HOBPEMEHHO C TE€3H JIEKAPCTBEHH MPOAYKTH Ipe3 nmoHe 90% oT neproaa Ha MpOyIBaHETO.
dapMaKOKMHETHKATa HAa YCTEKMHYMa0 HE ce € MOBIUsIIA OT eJHOBpeMeHHaTa ynorpeda Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPHUH U IIEPOPATHH KOPTUKOCTEPOUIH ITPH MAITUEHTH C
NICOpUATHYCH apTPHT, OostecT Ha Crohn wim yiepo3eH KOJIMT, WK OT MpeIIIecTBalla eKCIIO3UIINS Ha
antu-TNFa cpecTBa, pH MAMEHTH C ICOPUATHYEH apTpUT Wik 6ostect Ha Crohn, wiu ot
TIpeJIIecTBalla eKCIo3uIus Ha OMOJIOTHYHY JIEKAPCTBEHU IPOAYKTH (T.€. aHTu- | NFa cpencTa n/ninm
BeIOJIM3yMab) TPy MAIMEHTH C YIIIEPO3€H KOJIUT.

Pesynrature ot mpoy4sane in Vitro He npeanonaratr HEOOXOIUMOCT OT aIalITUPaHe Ha jJ03arta Mpu
HalUeHTH, KOUTO mojydaBar eqHoBpeMenHo CYP450 cyGerparu (Bk. ToUka 5.2).

IIpu npoy4Banus pu NICOPHA3UC HE ca OlleHABaHN Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOWHAIINS C UMYHOCYTIPECOPH, BKITFOUHUTEITHO OMOJIOTHYHY cpeicTBa Wik poToTepanus. [Ipu
MPOyYBaHUS MPHU TICOPUATUIEH apTPHUT, eAHOBpeMeHHaTa ynorpeda Ha MTX He moBnusiBa
6e3omacHoctTa U epukacHoctta HAa STELARA. B npoyuBanusra mpu 6osxect Ha Crohn u ynueposexn
KOJIUT €AHOBPEMEHHATA yIOTpeOa Ha UMYHOCYIIPECOPH MIIM KOPTUKOCTEPOUAN U3TIIeKAa He
nosusiBa 6e3omacHoctTa Wik eprukacHocrra Ha STELARA. (Bk. 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 JIEUYEeHHUE U 10 15 ceaqMuI Cciel JIEUEHUETO.

bpemeHnHocT
Jlumicar ganHM OT ynoTpebaTa Ha yCTeKHHYMa0 pu OpeMeHHH >keHHd. [IpoyuBaHusiTa Ipy KUBOTHU

HE MOKa3BaT MPEKH WM HeTIPEKH BpeIHU €(EeKTH, CBEP3aHU ¢ OPEeMEHHOCTTa,
eMOpPUOHAITHOTO/(PETaTHOTO Pa3BUTHE, PAXKIAHETO WM IIOCTHATATHOTO pa3BHUTHE (BXK. Touka 5.3).
Kato npeanasna msapka e 3a npennodyntade Aa ce n3osrea ynorpedara Ha STELARA mo Bpeme Ha
OpeMEeHHOCT.

Ycreknnymad mpeMuHaBa Ipe3 IalleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, POACHHU OT JKEHH,
JIEKyBaHH € YCTEeKHMHYMal 110 BpeMe Ha OpeMeHHOcTTa. KNMHUYHOTO BB3AEHCTBYIE HAa TO3U (aKT HE €
U3BECTHO, HO PHCKBT OT HH(EKIHS IIPH KbpMayeTa ¢ eKCIO3UIINS Ha YCTeKHHYMao in Utero moxe a
ObJic MOBHIIICH clie/l paxkaaHeTo. He ce mpenopbuBa npuiiarane Ha *uBH BakcuHHU (kato BIDK
BaKCHHA) IIPH KbpPMaueTa, C eKCIIO3UIIMS Ha YCTeKHHYMa0 in Utero, B mpoabiDKeHHE Ha 6 Mecena cliet
PaKIaHETO WM JOKAaTO CEPYMHHUTE HUBA Ha yCTEKMHYMal IpU KbPMAayeTo CrajHaT o] HUBOTO Ha
JeTeKus (BXK. Touku 4.4 1 4.5). AKo e HaJuIle KaTeropuyHa KIMHUYHA [0J132a 33 OTAEIHOTO KbpMaye,
MOJKe J]a ce OOMUCIIM IpUJIaraHe Ha JKMBa BaKCHHA B MO-PaHEH MOMEHT, aKo He C€ OTKPUBAT CEpyMHU
HUBA Ha YCTEKHUHYyMa0.

Kospmene
OrpaHudeHHn TaHHY, yOJUKYBaHH B JIUTEPATYpaTa, IOKA3BAT, Y€ YCTEKNHYMa0 ce eKCKpeTHpa B

YOBEIIKaTa KbpMa B MHOTO MallKu KommdecTBa. He € n3BecTHO manu ycreknHymab ce abcopbupa
CUCTEeMHO ciiefi oripliane. [lopany norenuana 3a nposiBa Ha HeXKEJIaHU JIEKapCTBEHH peakiui KbM
yCTeKnHyMab Npu KbpMadeTaTa, TpsOBa Jia ce B3eMe pellieHHe AajH Ja ce MPEyCTaHOBH KbPMEHETO
0 BpeMe Ha JIeUeHHEe U 10 15 ceaMuIly ciel JISUSHUETOo, WK J]a Ce IPEyCTaHOBHU TEPAITHATA ChC
STELARA, xato ce B3eMar ImpeaBHI IoI3aTa OT KbPMEHETO 3a JIETETO U MoJi3aTa OT TepaIusiTa ChC
STELARA 3a xenara.

Peprunurer
EdekrbT Ha ycTeknHymad BbpXy (epTHIMTETa IPU XOpa HE € OlleHeH (BXK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTA 3a modupaHe 1 padoTa ¢ MAIIUHA

STELARA He noBiusiBa WK TOBIHSIBA MPEHEOPESIKUMO CITIOCOOHOCTTA 32 o upane u padoTa ¢
MAIluHH.

4.8 Hexenanu JeKapcTBeHH peaKuu

O0600611eHMEe Ha podwiia Ha OE30I1aCHOCT

Haii-uecTute HeXenaHu JeKapCTBeHH peakiuu (> 5%) B KOHTPOIMPAHHUTE EPUOIN OT KIMHUYHHUTE
NPOYYBaHUS MPU B3PACTHHU C TICOPUA3ZHC, ICOPUATUYCH apTpHT, OoecT Ha Crohn u yieposeH Komut
C ycTeknHyMab ca Ha3o(apuHTHUT U riaBodosue. [loBedeTo oT TAX ce cuuTar 3a JIeKH U He HajlaraTt
NpeKbCBaHe Ha MPOYYBAHOTO JieueHne. Hali-cepro3nara HexenaHa JiekapCcTBEHA PEakIusl, KOsITO €
cpobOmasana 3a STELARA, e ceprio3Ha peakiiys Ha CBPbXUyBCTBUTEIIHOCT, BKIIFOYHTEITHO
aHadunakcus (BX. Touka 4.4). OouwmsT npodui Ha 6€30MaCHOCT € MoA00eH MPH NalUEHTH C
NICOpHUA3HC, ICOpUaTUIeH apTpuT, 6osect Ha Crohn u yiiepo3eH KOoJIuT.

TaOnuyeH cMChbK Ha HEXEJTAHUTE PEaKIUn

JannuTte 3a 6€30MacHOCT, IPEAOCTaBEHH 0-A0JTY, Ca MTOJYUYESHH Clie]l EeKCIIO3UIHS Ha yCTEeKHHYMao
npy Bb3pacTHU B 14 npoyuBanus daza 2 u daza 3 npu 6 709 naumentu (4 135 ¢ ncopuaszuc u/umm
ncopuatuueH aptpur, 1 749 ¢ 6omect Ha Crohn u 825 manuentu ¢ yimepo3eH koiut). ToBa BKIIFOYBA
excno3uus Ha STELARA B KOHTpOJTUPAaHUTE U HEKOHTPOJIUPAHUTE TIEPHOAN Ha KIMHUYHUTE
MPOYYBaHUs B MPOABLIDKEHUE HA Haii-Maiko 6 Mecenia wiu 1 roauna (4 577 u 3 253 nanueHtu




CHOTBETHO C ICOPHUA3UC, IICOPUATHIEH apTpUT, 6osiecT Ha Crohn wiu ysmepo3eH KOIuT) |
eKCTIO3HITHS 3a Haii-Mayiko 4 wir 5 ronuan (ChoTBeTHO 1 482 1 838 mManuenTu ¢ ICoprasuc).

B tabnuna 2 e mokazaH CIUCHK ¢ HEKEIAHUTE JICKAPCTBCHH PEAKITMH OT KIMHUYHU MPOYYBAHHS MTPU
BB3PACTHH C TICOPHUA3HC, TICOPHATUICH apTPUT, OosecT Ha Crohn u yiepo3eH KOImT, KakTo U
HEXENaHUTE PEaKIUK OT OCTMAapKETHHTOBaTa yrnorpeda. Hexxenanure peakiuu ca KiacupuIiupanu
0 CHCTEMO-OPTaHHU KJIACOBE M YECTOTA ChIJIACHO ClIeHATa KOHBeHIMsA: MHoro yectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Hewectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), MHoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HAIMYHNATE JAHHA HE MOXe [a ObJe HalpaBeHa
orieHka). [Ipu Bcsiko rpymupaHe B 3aBUCUMOCT OT YECTOTaTa HEXKEIIAHUTE JICKAPCTBEHU PEaKIIUU Ce
U30pOsBAT B HU3XOJAII P/l IT0 OTHOIICHHE Ha TAXHATA CEPUO3HOCT.

Tabnuya 2 Cnucvk Ha HedCeaanu peakyuu

CucremMo-opranHu
KJIacOBe

Yecrora: Hemxesranu peakuuu

HNuadexnnn 1 nabecTanum

Uectu: nHbpEKINS HA TOPHATE AUXATEITHH MHTUINA, Ha30(hapHHTUT,
CUHY3UT

Heuectn: uenynur, neHTanny nHQEKINHU, XepIiec 30cTep, HHPEKIHS
Ha JIOJIHATE TUXATETHH IHTHINA, BUPYCHN MH(EKIINH HA TOPHUTE
UXaTETHN MHTUIIA, ByIBOBarMHATHA MUKOTHYHA HH(DEKIIHS

Hapymenus Ha umyHHaTa
cucTemMa

Heuectu: peakiuu Ha CBPbXYyBCTBUTEIHOCT (BKIIOYUTEITHO 00PUB,
ypTUKapHs)

Penku: ceprno3Hu peakiy Ha CBPbXYYBCTBUTEIHOCT (BKITFOUMTEITHO
aHa(uIaKcHs, aHTHOEIEM )

[lcuxuuHu HapylIeHUS

Heuectu: nenpecus

Hapyuienus Ha HepBHaTa
cucTema

Yecrtu: 3aMaiiBane, I1aBodoIne
Heuectu: nuieBa mapanusa

PecniupaTopHu, rpbaHU U
MeINacCTUHAIHU
HapyILIeHus

UYectu: opodapunreanna 6omika

HeuecTu: Ha3aiHa KOHTECTHUS

Pesxu: anepruveH aaBeonT, €O3MHOPUITHA THEBMOHHUS
MHOTO peiki: OpraHu3uMpania MMeBMOHH*

CroManiHo-4peBHH
HapyILIeHus

Yectu: Auapus, raicHe, IOBPHIIAHC

Hapymenus Ha koxxara u
MOJIKOYKHATA ThKaH

Yectu: cppOex

Heuectu: mycTyo3eH rncopuasmc, ekconuaims Ha KoKaTa, akHe
Penku: ekchoaraTHBEH JePMATHT, XUIIEPCEH3UTHBCH BACKYJIUT
MeHoro peaku: 0ys103eH neMpHUron 1, KOKEH JTyIyC epUTEMATOIeC

Hapyienust Ha MyCKyJIHO-
CKeJIETHATa CUCTEMA U
ChEAVHUTEIIHATA ThKaH

UYectu: 601K B rbpOa, MUAITHS, apTPAITHS
MHOro peiKu: JIymyc-1oJ100eH CHHIPOM

OO0y HapymIeHus u
e(eKTH Ha MSCTOTO Ha
NIPUIIOKEHHUE

Uectu: ymopa, epuremMa Ha MSICTOTO Ha HHXKEKTUPaHe, 00JIKa Ha
MACTOTO HAa MHXKEKTHpaHEe

HeuecTn: peakuuy Ha MACTOTO Ha MH)KEKTUpPaHE (BKIIOYUTEIHO
KPBBOM3IINB, XEMaTOM, BTBBP/SBAHE, TOAYBaHE U ChPOEXK), aCTEHUS

*

Brxre Touka 4.4, CUCTEMHH U peCIUPATOPHU PEAKLIUU HA CBPbXUYBCTBUTEIHOCT.




Onrcanve Ha N30paHN HEXKETaHH JICKAPCTBEHH PEAKIINN

HNudexnnun

B mmanie60-koHTpoIMpany Npoy4YBaHUS MPY MALUEHTH ¢ TICOPUA3UC, ICOPHATHYECH apTPHT, OOJIeCT Ha
Crohn u yniepo3eH KOJIHUT MPOLEHTHT Ha HHPEKIUUTE WIN CEPHO3HUTE HH(EKIMU € CXOJCH MPU
NAalMEHTUTE, JEKYBaHH C YCTEKMHYMa0, U IPH JeKyBaHUTE ¢ uiane0o. B mnane6o-KoHTpoinpanus
Nepro] Ha Te3U KIMHUYHU MPOyYBaHMsA YecToTara Ha uHdekuuute e 1,36 3a mauueHToroquHa
MPOCIIesIBaHe MPH MAIMEHTH, JIEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu manuenTy, JIeKyBaHH ¢
miare6o. [ossunmre ce cepro3an nHPEKnun ca ¢ gectora oT 0,03 3a manueHTOroguHa IPOCIeasIBaHe
NIpY TIALMEHTH, JIeKyBaHH ¢ ycTekuaymad (30 cepro3nu nndexuuu 3a 930 nmanueHToroanHu
npocnenssane), u 0,03 npu nauueHTH, IeKyBaHu ¢ rianedo (15 ceprno3nn nHbekuun 3a

434 manueHTOroAuHY mpocieasBane) (BK. Touka 4.4).

B koHTpOnHMpaHUTE U HEKOHTPOJIMPAHUTE TICPUOIN Ha KIIMHUYHUTE TIPOYYBAHHUS ITPH MICOPUA3HC,
NICOpUATHYCH apTpHT, Oostect Ha Crohn u yiepo3eH KOIHT, MpeACTaBIIsIBAIIN

11 581 nanuenToroauHu ekcro3uiys npy 6 709 manueHTH, MeaMaHaTa Ha BPEMETO Ha IPOCIICAsIBaHe
e 1,0 romunwy; 1,1 roguHy 3a Npoy4YBaHUATA MIPU Icopuasuc, 0,6 TOAMHM 33 TPOYUBAHUATA IIPH OOJIECT
Ha Crohn u 1,0 roguna 3a npoy4BanusTa ¢ yiiepo3eH Koaut. [IporenTsT Ha nHdekiuute ¢ 0,91 3a
MAIMEHTOTOIMHA TIPOCIIesIBaHEe MTPH MAIUeHTH, JICKYBAaHHU C yCTEKHHYyMa0, a MPOLIEHTHT Ha
cepuosnute nHpekn npu Tsx e 0,02 3a nanueHToronuHa npocnenssade (199 ceprosznn HHPEKIHH
3a 11 581 manueHTOroAMHYU MPOCIIEAsIBAHE) U ca JOKJIaJBaHN CEPUO3HU MH(DEKIIMU, BKIIOYUTEITHO
MTHEBMOHUS, aHaJIeH a0cCIiec, IeNTyIINT, TUBEPTUKYIIHT, TACTPOSHTEPUT U BUPYCHHU NH()EKIIHN.

B npoBeneHy KIMHUYHYU MPOYYBaHMS NAMEHTH C JJATEHTHA TyOEpKyo3a, KOUTO ca Onin
€HOBPEMEHHO JIEKYBaHM C U30HHA3U, HE ca pPa3BUIIM TyOepKyio3a.

310KaYECTBEHH 3a00ISIBAHMS

B miane60-koHTpoIMpaHus epro.T Ha KIMHUYHY POYYBaHUS MPH IICOPUA3UC, TICOPUATUICH apTPHT,
6ostect Ha Crohn u yJmepo3eH KOJIHUT YeCcToTaTa Ha 3JI0Ka4eCTBEHUTE 3a00IIIBaHuUS, C U3KIFOUCHUE HA
HEMEeJIaHOMEH pak Ha Koxkara, € 0,11 3a 100 maumeHToroAuHN MpociiessBaHe MpH MalueHTH,
JIeKyBaHU ¢ ycTeknHymao (1 marmeHT 3a 929 nanueHToroquHu npocie/ssane) B cpapHeHue ¢ 0,23
MIpH MAIUEHTHUTE, JIeKyBaHH ¢ Tutane6o (1 mamueHT 3a 434 narMeHToroIMHYU MPOoCie/IsIBaHe).
UYecToTata Ha HEMeJIaHOMEH pak Ha koxkata € 0,43 3a 100 nauueHTOroAMHY MpoCieasiBaHe 3a
MAlMEeHTUTE, JIKYBaHH ¢ YCTeKHHYyMab (4 marueHTn 3a 929 manyueHTOroAuHY MPOCIIC/ISIBaHe) B
cpasaenue ¢ 0,46 npu manueHTHTe, JIEKyBaHH ¢ Tianebo (2 maruenTty 3a 433 manueHToroInHu
MIPOCIIEIIBAHE).

B xoHTpONIMpaHUTE ¥ HEKOHTPOJIUPAHUTE MIEPHUOIN HA KIIMHUIHUTE MPOYUYBAHUS IIPH IICOPHA3HC,
NICOpUaTHYCH apTpHT, 6ostect Ha Crohn u yiepo3eH KOIuT, MpeaCTaBIsIBaIIN

11 561 nanueHTOroIMHU eKcro3uius npu 6 709 narueHTH, MeIMaHaTa Ha BPEMETO Ha MPOCIIeIsIBaHe
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 3a00JIBaHNUS, C
M3KIIIOYeHNE Ha HeMelIlaHOMEH pakK Ha KOKaTa, ca JIOKJIaIBaH! Npy 62 MalneHTH 3a

11 56 1marmenToroauay Ha npocnenssade (dectora oT 0,54 Ha 100 ManMeHTOroMHN HA
MpOCIIe/IBaHe MPH MAIUEHTH JISKyBaHU ¢ ycTeKnHyMa0). Te3un cirydan Ha 3I0Ka4eCTBEHU
3a00JIBaHYs, CHOOIIEHH TIPY MAIUEHTH, JICKYBaHU C YCTEKUHYMa0, ca CPaBHUMH C OUYAKBAHUTE
ciiydau B oO1iara nomyJiaius (ctanaapTu3upad koedunueHt Ha yecrota = 0,93 [95% nosepureneH
unTepsain: 0,71, 1,20], kopurupan 3a Bb3pacT, 1oJ1 1 paca). Haii-uyecto HaOmro1aBaHUTE
3JI0KAYE€CTBEHU 3a00JISIBAaHUS, PA3IMYHA OT HEMEIAHOMHUS KapIIMHOM Ha KOXarta, ca KapIMHOM Ha
MpocTaTaTa, KOJIOPEKTAICH KapIIMHOM, MEJIAaHOM U KapIIMHOM Ha IbpaaTa. Cirydante Ha HeMEJIaHOMEH
KapuuHOM Ha Kokarta ca 0,49 na 100 marueHTOoroIMHN Ha TIPOCIIeAsBaHe TIPH MAIUEHTH, JICKYBaHH C
ycTekuHyMab (56 nmanuenTH 3a 11 545 manmenToroauan Ha npocieasBane). ChOTHOIICHHETO Ha
MAIMeHTH ¢ 0a3ajeH CIpsIMO CKBaMO3HOKIIEThUEH KapIIMHOM Ha KoxaTta (3:1) € cpaBHUMO ChC
CHOTHOIIIEHHETO B 001aTa momyJanus (BxK. Touka 4.4).



Peakiiuy Ha cBpbXUyBCTBUTEIHOCT U PEAKIMU KbM UH(Y3UsATA

B npoyuBanusTa ¢ MHTpaBeHO3HAa HHAYKIUS pH 6onecT Ha Crohn u yiepo3eH KOJIHT He ce
cb0oOIIaBaT CHOUTHUS Ha aHA(UITAKCUS MITH JPYTH CEPUO3HU PEeaKIUH KbM HHY3HATA cIell eTUHIYHA
MHTpaBeHO3Ha 7103a. B Te3u npoyuBanus 2,2% ot 785 nauueHTH, JeKyBaHu ¢ mianebo, u 1,9% ot
790 nanueHTy, IeKyBaHU C MPETNOPBUNTENHATA 1032 YCTEKHHYMA0, ChoOIIaBaT HeKeJTaH!H ChHOUTHS,
BBH3HUKHAJIM 10 BpeMe Ha WM B paMKHTE Ha efuH yac oT uapys3usta. Ilo Bpeme Ha
MOCTMAapKETHHIOBOTO HAOJIIOIEHHE Ce ChOOIaBaT CepHO3HU PEaKIMY, CBbP3aHu ¢ UHPY3UsITa,
BKITFOUUTENTHO aHA(DMIaKTHIHH PEaKIIUi KbM HHY3UATa (BXK. TOUKa 4.4).

[lenuaTpuyuHa 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
yYMEpEH /10 TeKBK IIaKOB Mcopuasuc. [IspBoTo npoyusane € npu 110 narueHT Ha Bb3pact oT 12 1o
17 ronuHu, JeKyBaHU B IPOABIDKeHNE Ha 60 CeIMUIIM, a BTOPOTO MPOYyYBaHe € Npyu 44 MalueHTH Ha
BB3pacT oT 6 1o 11 roauHm, IeKyBaH! B IPOIBIDKEHHE Ha 56 ceqmunu. Karto msso cpo0meHunTe
He)XeJlaH! CHOUTHS B T€3H JIBE IPOYUYBAHUS C JaHHU 3a Oe301acHOCT A0 1 ToAnHa ca Mog00HH Ha
Te3U, HaOJII0AaBaH! B IPEIUIIHU IPOYUIBAHUS IIPU BB3PACTHHU C TJIAKOB TICOPHUA3HLC.

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 CIIEUATIICTH CE U3UCKBA Ja ChOOLIaBaT BCSIKA
NO/I03MpaHa HeXeJlaHa PeaKlys ype3 Hal[MOHAIHATa CUCTeMa 3a ChOOIIaBaHe 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 NIPOYYBaHMA O3
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 001IaTa NpoTenHoBa cyoeanHuIa p40 Ha YOBEIIKH IUTOKMHN HHTepiIeBKuH (IL)-
12 u [L-23. Yerexkunymab nmotrcka 6noaktuBHocTTa Ha YoBemkure 1L-12 u IL-23, kato
npenoTBpaTsiBa cBbp3BaHeTO Ha P40 ¢ IL-12RB1 peuenTopen npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTEeKMHyMa0 He Moxke 1a 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
[UTOKMHA y4acTBaT B UMyHHUTE QyHKImY; [L-12 ctumynupa ectectBennte kietkn youiim (NK) u
npenu3BukBa nudepennuanysata Ha CD4 + T knerkure kM T 1 xenmepen (Thl) penorun, 1L.-23
naaynupa T Ha T 17 xenmepute (Th17). AGHopmaaTta perymamus Ha [L-12 u IL-23 obaue ce
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CBBP3Ba C IMYHHOMEINHUPAHH 3200 IIBAHNS KaTO TICOPHA3KC, IICOpHATHYEH apTpuT, 6osrecT 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 mpTHImAaTa Ha Thl u Th17 muTokuHM, 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 MHIYKIHOHHATa (a3a, KOeTo Clie/l TOBa ce MOAIbpiKa Ipe3 1is1arta noaabpkama ¢dasa. CRP
€ OIIEHEH 10 BpeMe Ha NMPOIBJDKEHUETO Ha MPOYYBAHETO M HAMAJICHHATA, HAOIOIaBaHH 110 BpeMe Ha
noaabpikamara aza, OOMKHOBEHO ce 3ama3BaT A0 252 ceaMuIa.

[pn manmeHTy ¢ ymuepo3eH KOIUT JEYEHHETO C yCTeKNHyMal BO/IN JI0 HaMaJIeHHne Ha
BB3MAINTETHATE MapKepH, BKiItounTeTHo CRP u ¢exanen kanmpoTeKTHH 1o 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 MauueHTH, odyyaBalld HECUCTEMHO JeueHue Ha ricoprasuc. CXoJieH MPOLEHT OT
BB3PAaCTHUTE NAUUEHTH, JIeKyBaHU ¢bC STELARA u Te3u B KOHTpOJIHATA IPyNa, Ca PA3BUIIN 3aLUTHU
HHUBA Ha AaHTUITHEBMOKOKOBH M aHTUTETAHWYHM aHTUTENIA, ¥ TUTPUTE Ha aHTHUTEJIaTa UM Ca CXOIHH.

Knnnnuna edukacHocT

Bbonecrt 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, ¢ Mumekc Ha aktuBHOCTTa Ha Gonrectra 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-ceMUYHO paHAOMHU3HPAHO MPOYYBAHE C TIOJIKOKHO MPHIIOKEHUE Ha TToabprkaia no3a (IM-
UNITI), mpeacrapnsiBamm 52-ceMUYIHA TEPAITHL.

IMpoyusanusita ¢ uaaykiws Bmousar 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) namueHTH.
IIepBrYHaTa KpaiiHa TOYKA 3a JABETE MHIYKIIMOHHU IIPOYUYBAHHUS € IPOLIEHTHT HA YUYACTHULIUTE 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,
aMUHOCAIMIINIIATHA U aHTUOMOTHIIH € Pa3penieHo u 75% OT ManueHTuTe IpoabDKaBaT J1a ToIyJdaBar
Hali-MaJIKO €IHO OT Te3H JIeKapcTBa. B 1BeTe npoy4yBaHus MaMEHTHTE ca PaHIOMU3UPAHH J1a
HOJTy4YaT eTHOKPATHO HHTPABEHO3HO MPENOPBYNTEIHATA /1032 OT MpHOIU3UTENHO 6 mg/kg B
3aBHCUMOCT OT TeJIECHOTO Teryio (k. Tabnuma 1, Touka 4.2), dukcupana no3a 130 mg ycrekunymad
wi 1are6o Ha cenmutia 0.

[TarmenTtrure B UNITI-1 ca nexyBanu HEYCIENIHO WM UMAT HETIOHOCHMOCT KbM TpEANIECTBAIA aHTH-
TNFa tepamust. [Ipubmmsutenao 48% OT ManMeHTHTE ca JIGKYBaH! HEYCIIENTHO ¢ 1 mpeamecTBama
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
HepecTnoHiepH), 69,4% ca ce MOBIUSIIN, HO Ca MPECTAaHAIH JIa CE TIOBIUABAT (BTOPUYHHU
HepecnoHepn), a 36,4% uMaT HEITOHOCUMOCT KbM aHTh- | NFo Tepammn.
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ITammmentute B UNITI-2 ca tekyBaHM HEYCIEITHO HAH-MaJIKO ¢ €JHa KOHBEHIITMOHAIIHA TEPAITHSI,
BKJTIOUMTEITHO KOPTUKOCTEPOH I I HMYHOMO/YJIaTOPH, KaTo MM HE ca JEKyBaHH JJ0Cera C aHTH-
TNF-a tepanust (68,6%), wnu ca monyyaBanu npeau ToBa aHTu-TNFo Tepamnust, HO Ts e Onna

Heycrenisaa (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 ¢ mianebo (Tabmuua 3). Knnauaaust
OTIOBOP M PEMUCHATA Ca 3HAUYMMH OLE HA CEAMULA 3 PH MALMEHTHUTE, JIEKYBaHHU C YCTEKMHYMa0, U
T€ MPOIBJDKBAT Ja ce Moxo0psaBaT 10 ceamunia 8. B Te3u npoyusaHus ¢ HHIYKIHS €PUKACHOCTTA €
HO-BUCOKA U Ce NOAIbpKa M0-100pe B Ipymara ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TETJIO0, B
CpaBHEHHE ¢ rpynarta ¢ go3a 130 mg u nopaau ToBa Mpu MHTPABEHO3HA MHAYKLUS CE MPENopbYBa
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 Toui), 53 (21,5%) | 84 (33,7%)5 | 60 (28,7%) | 116 (55,5%)"
ceamuua 6
Kouunmen 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 ChCTOSHIE B KIIMHUYHA PEMHICHUS
70-TOYKOBHSAT OTTOBOP € omnpeseseH kato Hamanerne Ha CDAI ckop ¢ Hait-manko 70 Touku

* Heycnex Ha anTH-TNF0 Tepanms

** Heycrex Ha KOHBEHIIHOHAJHATA TEPaTIHs

2 p<0,001
® p<0,01

B npoyuBanero ¢ mogabpixkaiia 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 ycTekuHyMao mpe3 8 cenmuity, 90 mg ycreknaymab nipes 12 cepmuny mim
iane0o B NpoabJuKeHUe Ha 44 ceMUIHM (3a IpenopbYUTEeNHATa OIbPKAIIa 1032 BXK. ToUka 4.2 oT
KXIT na STELARA umkekiipioHeH pa3TBop ((pIakoH) W HHKEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO
HAaITbJIHEHA CIPHHIIOBKA HJIM B IIPEBAPUTEITHO HAITBJIHEHA TTHCAJIKA).

3HAYUMO TO-TOJISIM MPOLICHT MALMEHTH B IPYIUTE, JICKYBAaHHU ¢ YCTEKHMHYMAaO0, MOUIbPIKAT KIIMHUIHA
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 3aN0Y8aHe ¢ UHOYKYUOHHAMA 003d

Ilnane6o* 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 KOpTUKOCTEPOUIH 30% 47%° 43%"
KiMHMYHA peMHCHs IPU MAIMEHTH:
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B PEMHCHS B HAUAJIOTO HA NOMBPIAATA | a0t 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 JOCCTA 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 IUIaedo0 B Ha4aIoToO Ha MOUIbpiKaIllaTa 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 pepakTepHH WK UMAT HEMOHOCHMOCT 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 ceqmuny 1 € MO3BOJICHO KOPUTHPAHE Ha /T03aTa Taka, ue Jia MoJydyaBaT YCTeKHHYMal mpe3

8 cenmuru. 3arybara Ha otroBop e omnpeseneHna 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 ceaMuLy ciael KOpUTrHpaHe 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 ¢ yeTekrnaymad 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. [loBedeTo oT Te3u NauueHTy ¢ MPOABJLKUTENHA TOAIbPKAILA 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 mianebo B Ha4alloTo Ha IMPOYYBAHETO ¢ MOAbPIKaIIa Teparus, 51 BrociencTeue ca
3aryOuiy oTroBopa cu u ca noinydmimn 90 mg ycTeknHyMab moaKoxkHo mpe3 8 cenmuiiy. [loBedero ot
MAIUEHTUTE, 3aryOniIi OTTOBOPA CH U TMOJHOBUIIH JICUCHUETO C YCTEKMHYMa0, ca ro HaIpaBuiId 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 cenaMuua 44, ca NOAXOAIIM 14 TPOABIIKAT
JICYCHUETO B IPOJBIDKEHUE HA IpoyuyBaHeTo. [Ipu Bcuukute 567 manuenTy, BKIFOUYEHU HA U JIKYBaHU
¢ yCTeKuHyMab B MPOIBIKEHUETO Ha MPOYYBAHETO, KIIMHHYHATA PEMHUCHS M OTTOBOPHT OOMKHOBEHO
ce moaabpsKaT 70 ceamuna 252, kakto npu 6onHuTe ¢ Heycnex Ha TNF-tepanuunTe, 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 MAIMEeHTH ¢ TIOXO/IAIIA H3XO0IHA
€HJTIOCKOIICKA aKTUBHOCT Ha 3a00JIsIBAHETO B €THO MOANpOoyYBaHe. [IbpBruHaTa KpaiiHa ToUKa e
MIPOMSIHA OT M3XOIHOTO HMBO Ha ONMPOCTeHNs eHIO0CKOTICKH cKop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HII€0-KOJIIOHHA
CerMeHTa 3a HaJIH4Ke/pa3Mep Ha sI3BUTE, MPOICHT Ha JTIUTaBUYHATA MMOBBPXHOCT, 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 ¢ aqpeHupamy GpucTyiu Ha n3XxoaHo 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 Opost 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 cpaBHerue ¢ mmanedo. B mpoyasanero IM-UNITI go cenmuria 44 te3u momoOpeHus
OOHMKHOBEHO C€ TOIBPXKAT I0-100pe TPH JIEKyBaHH C YCTEKMHYyMa0 MAllMeHTH B CPaBHEHHUE C
rtane6o. [TogoOpeHneTo Ha Ka4ecTBOTO Ha KUBOT, CBBP3aHO ChC 3[PaBETO, OOMKHOBEHO Ce
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; ergockonicku 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 PAaHIOMH3UPAHO CiupaHe Ha JieueHueTo (Hapeueno UNIFI-M),
KOETO MPE/ICTABIISABA Hall-MaIKko 52 ceIMUIIM Ha TepaItusl.

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

UNIFI-I BirouBa 961 nmarwentu. [IspBudHaTa KpaliHa TOYKA B POYYBAHETO C MHTYKITUS €
NPOLEHTHT HAa YYaCTHUIIMTE B KIIMHWYHA peMucus Ha ceamuna 8. [lanmenture ca paHIOMH3UpaHH 1a
MOJTyYaT eTHOKPaTHO MHTPABEHO3HO MpernopbhunTeNHaTa qudepeHnrpana 1o3a 6 mg/kg (Bx.
Tabmuia 1, Touka 4.2), pukcupana f103a 130 mg ycrekunymad miu mianebo Ha ceamuiia 0.

Pazpemeno e eTHOBpeMEHHO IPUIIOKEHHUE Ha TIEPOPATHA KOPTHKOCTEPOUIH, IMYHOMOYJIATOPH 1
aMuHOCaIuIuiIaTy, kKato 90% oT manueHTuTe NpoIbJKaBaT Ja MoJTy4aBaT Ha-MaJIKko €HO OT Te3U
JekapcTBa. BkiroueHnTe manueHTy TpsiOBa 1a ca NpeMHUHAIN HEYCIIEIIHA KOHBEHIIMOHAIHA Tepanus
(KOPTUKOCTEPOUIU UITH UMYHOMO/IYJIATOPH) HJIH JICYCHHE C Hail-MaJKO eHO OHOJIOTUYHO
nekapcTBeHo cpecTBo (antaronuct Ha TNFo w/ninm Benonmzymab). [Ipu 49% ot maruenture
KOHBEHLMOHAJIHATA TEpAIys € HEYCIelHa, HO He U JICYEHUETO 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 ceamuna 8 (Tabmuna 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 CpaBHEHHE C NMAllMEHTUTE Ha manebo. HabmogaBaHu ca 3HAYMMH Pa3IvKH MEXKAY 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 oTHOIIEHWE Ha W30paHU KpallHU TOYKH U TIOPaJy TOBA AU(EPESHIIMPAHOTO 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 ycTeKHHymMao®
N = 322
Kinunnuna pemucus™® 5% 16%*?
[Ipu marMeHTH ¢ HeyCIelHa KOHBEHIIMOHAHA, 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 BeoJm3ymMad
Knuuuuen otrosop® 31% 62%°
I[1pu marnueHTy ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO 3506 (56/158) 67% (104/156)°
HE U OMOJIOTHYIHA Teparus
[Ipy manMeHTy ¢ HeycrenHa 6MOJ0rHYHa Tepanus’ 27% (44/161) 57% (95/166)°
IIpu nanuenTu ¢ HeycnemHa tepanus kKakto ¢ TNF, 28% (13/47) 529% (30/58)"
TakKa U C BeoInu3ymMad
JluraBu4HO 03/1paBsBaHe’ 14% 27%?
[Ipy marUeHTH ¢ HeyCIelHa KOHBEHIIMOHAIHA, HO 21% (33/158) 33% (52/156)"
HE ¥ OMOJIOTHYHA TepaIHsl
I1pu ManyeHTy ¢ HeyCnenHa OHOJIOrMYHA TePAIHs 7% (11/161) 21% (35/166)°
CHUMITOMaTUYHA PEMUCHS® 23% 45%°
KOM6I/IHI/IpaIiO CUMIITOMAaTH4YHAa PEMHUCHA U JIMTABUYIHO 8% 21%6
03/]paBsiBaHE
£

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 HaMaIsBaHe CIIPSMO M3XOIHOTO HUBO 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 OIMpPEIETsl KaTO CHIOCKOIICKH cyOckop mo Mayo O wmu 1.

CuMnTOMaTHYHATA PEMHCHS Ce Ompeens KaTo cyockop o Mayo 3a yecrora Ha nedekanusara 0 unu 1 u cyGekop 3a
peKTaiIHO KbpBeHe 0.

KoMOuHamusTa OT CUMIITOMaTHYHA PEMUCHS ¥ JIUTaBUYHO O3/IpaBsiBaHe Ce OIpe/iess KaTo CyOCcKop 3a 4ecToTa Ha
nedexarusita 0 w1, cyGekop 3a pekTainHo KbpBeHe 0 u eHaocKoncku cyockop 0 v 1.

2 p<0,001

Homunanuo 3uaunmo (p < 0,001)

Homunanuo 3uauumo (p < 0,05)

B UNIFI-M ca oneHenn 523 manueHTH, TOCTUTHAIM KIIMHUYEH OTIOBOP C €THOKPATHO 1.V.
npuioxxenue Ha yecreknayMad B UNIFI-I. [TanuenTure ca panpoMu3npany 3a mojrydyaBaHe Ha
noxappKama cxema ¢ 90 mg ycreknHymab MOAKOKHO Ha Bceku 8 cenmuiin, 90 Mg ycreknaymad Ha
Bceku 12 cenmuiy vy miare0o B MpobIbKeHe Ha 44 ceqMHuIH (3a MpenopbuuTeHaTa
nouTbpakaia o3a Bukre Touka 4.2 Ha KXI1 na STELARA wHkekimoneH pa3tBop ((IiakoH) u
WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIHEHA CIIPUHITOBKA WITH B IIPEIBAPUTEITHO HAITHTHCHA
NHCAJIKA).

3HaT-II/IMO IIO-TOJIAM IMPOLCHT MaUCHTU Ca B KIIMHNYHA PEMHUCHUSA B IBETC I'PYIIH, JICKYBaHU C
yCTeKnHyMab, B CpaBHEHHE C rpyrara ¢ mianebo Ha ceamuia 44 (k. Tabdauma 6).

15



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) 330 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonmzymad
Houm,pmaH;: Ha KJIMHUYEH OTTOBOP JI0 45% 719%2 68% 2
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)"
MOJIOrMYHa 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%"
CuMnTOMaTHYHa 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 M3XOJHOTO 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 u/nnn Begonuzymao.

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

koptukoctepounu Ha Cenmuiia 44.

Cenmuna 44 u yactuyHa pemucus no Mayo npu nocnenHara suzuta (Cenmuna 44).

IMoxaepxaneTo Ha KIMHUYHA pemucus 1o Cenmua 44 € onpeesieHo KaTo MalUeHTH B KITMHUYHA PEMUCHS 110
Cenmuna 44 cpen MaMeHTHTE B KIIMHUYHA PEMUCHSI HA H3XOJHOTO HUBO Ha MOJIbpKamara ¢asa.
Knnunynara pemucust 6e3 KOPTUKOCTEPOU/ Ce ONpeiesist KaTo MAlUeHTH B KITHHUYHA PEMUCHS, KOUTO He MOJTy4YaBaT

IIponbioxkuTenHaTa peMUCHS ce OIpeierist KaTo YacTUYHa peMucus no Mayo npu > 80% mnpu BCUUKU BU3UTH NIPEIH

Y Cummromarmanara pemucus ce onpenens kato cybckop mo Mayo 3a ecrora Ha gedexanusaTa O wam 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)
Homwunanuo 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 Tpe/IIIecTBalla Heyc lenTHa Tepanus ¢ antaroHucT Ha TNFo, BKIIOYHTETHO IpU MallueHTH,
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 1 Begonu3ymal, HO OposT Ha MAIUCHTUTE B Ta3W MOATPYIa € TBhPIC
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% mocTturaT KIMHUYEH OTIOBOP HA

Ceamuua 16.

[ManmenTture 6e3 KIMHUYEH OTTOBOP KbM MHIAYKIHS C yCTEKHHYMal Ha ceMuIla 8 B MPOYy4IBaHETO
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 0TroBopa, a 30% mocturat peMucHs Ha ceamuua 44.

IIpoovnoicenue na npoyusaremo

B UNIFI narnuenTuTe, 3aBBPIIAIN IPOYyUYBAHETO A0 ceAMuIia 44, ca moaXosIy Ja MPOabDKAT 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 ¢ Begomm3ymad. Cpex marueHTuTe, KOUTO Ca TMOTYYIHIH 4-TOAHUIITHO
JieueHHe C yCTeKHHYMal U ca OLIEHEHHU ¢ TIOMOIITa Ha IBIIHHA 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 ycTtaHOBeHH HOBU ChOOpakeHUs 32 0€30MaCHOCT IPU TOBA MPOABIIKEHUE Ha MPOYYBAHETO MPH
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 maIMeHTUTE, JISKYBaHH C YCTEKHHYMa0 ChOTBETHO Ha BCEKM 12 MK 8 CeIMMIIU, B CPAaBHEHUE
¢ 18% ot marmenTHTe B rpymnara c miamnebo.

Xucmono2uuHo u Xucmo-eHo00CKONCKO TUSABUYHO 030PABABAHE

XHUCTOJIOTUYHOTO 03/IpaBsiBaHe (ONpeeicHO KaTo HeyTpoduiiHa nHGuUATpaus B < 5% OT KpUITHTE,
0e3 paspymaBaHe Ha KPUITUTE U 0€3 €pOo31H, YIIIepalluy WIH TpaHyJIallMOHHA ThKaH) € OIIEHsSBaHO Ha
ceaqmuua 8 B UNIFI-I u Ha Cenmuua 44 B UNIFI-M. Ha cenmuua 8, cneq enHOKpaTHa HHTPABEHO3HA
WHIYKITMOHHA /103a, 3HAYUMO ITO-TOJISIM TPOIIEHT MAIMEHTH B TPyIIaTa ¢ IpermopbunTeTHaTa 1032
MOCTUTAT XMCTOJIOTUYHO 031ipaBsaBaHe (36%) B cpaBHEHHE C TAIIMEHTUTE B Ipynara ¢ rarebo (22%).
Ha Cenmuna 44 nogabpixane Ha To3u epeKT ce HaOIro1aBa Mpy 3HAYMMO TIOBEUE MMAIUEHTH C
XHUCTOJIOTHYHO O3/IpaBsABaHE B IPyNuUTe ¢ ycTeknHyMmal Ha Besikal2-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, € OllCHEeHa Ha ceMuIia 8 B
UNIFI-I u na cenmuna 44 8 UNIFI-M. IlanmenTture, noydaBajiv yCTEKMHYMa0 B IpEHOpbUHTEIIHATA
J103a, TIOKa3BaT 3HAYMMO MOJJ0OPEHHUE Ha KpaiiHaTa TOYKa, XMCTO-€HIOCKOIICKO JINTaBUYHO
037paBsiBaHe Ha ceaMHuIa 8, B rpynara ¢ yctekuaymao (18%) B cpaBHeHHe ¢ rpymaTa ¢ miamneto (9%).
Ha cenqmuria 44 moambpskane Ha TO3HW eeKT ce Habr01aBa Mpu 3HAYMMO MTOBEUE TMAIMESHTH ¢ XUCTO-
€H/IOCKOIICKO JINTaBUYHO 037paBsiBaHe B IPyIHTE ¢ ycTeKuHyMal Ha Besika 12-ta cenmuna (39%) u Ha
Besika 8-Ma ceamunia (46%) B cpaBHeHHE ¢ Tr1are6o (24%).
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Kauecmeo na srcusom, cevp3aro cvc 30pagemo

KadecTBOTO Ha KMBOT, CBBP3aHO CHC 3APABETO, € OLEHABAHO Ype3 BBNPOCHUK MpH Bb3NAIUTEIHN
3abonsiBanus Ha yepsara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bpnpocuunute 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 rpyMara ¢ mpenopbynTeNHaTa a03a 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 cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Tpynara ¢ miaiedo.

Ho cenmuna 44 8 UNIFI-M 3HaumMo no-HUCHK Opoit XxocuTanu3amnud, 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). UnucneHno mo-mainbk Opoli yU4aCTHHUIIU B rpyIiaTa ¢
ycrekunymad (0,6%, 2/348) ca moanoxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHe ¢
y4acTHUIMTE B rpymnara ¢ miamebo (1,7%, 3/175) no cenmuria 44.

NMyHOreHHOCT
Ilo Bpeme Ha neueHHe ¢ ycTeKnHyMal MOraT Jja ce Pa3BUAT aHTUTENA CPENly YCTeKHHYMal 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 edukacHocT. He ce HaOmogaBa oueBHIHa 3aBUCUMOCT MEKAY HaJIMYHETO Ha
aHTHUTENa Cpellly YCTeKMHyMab 1 MosABaTa Ha peakiiy Ha MSICTOTO Ha HHKEKTHUPAHE.

[lenuaTpuyHa noNyNanys

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

5.2 @apmakoKHMHeTHYHHM CBOWCTBA

Crnen nmpenopbhyUTENTHATa MHTPABEHO3HA MHAYKIIMOHHA 71034 MEaHaTa Ha MaKCHMaJIHaTa CepyMHa
KOHIICHTpAIs Ha ycTeKnHyMa0, HaOmoaapana 1 gac cien uadysusra, e 126,1 pg/ml npu
nanuentute ¢ 6oxect Ha Crohn u 127,0 pg/ml npu narmeHTUTe C yaIepo3eH KOJIuT.

Pasnpenenenue
Menuanara Ha oOeMa Ha pa3npe/iesieHrue B TepMuHanHarta ¢aza (Vz) ciell eTHOKpaTHO HHTPAaBEHO3HO

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
YCTEKHHYMa0 € MpUOIM3UTEIHO 3 CEIMHUIM NIPH MAIMSHTH C YIILEepo3eH Komut, 6oiect 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
MPOMOPLUHOHANICH HA J103aTa, cJie] €THOKPAaTHO MHTPABEHO3HO MPHIOKEHUE Ha I03U B TpaHHULIATa
mexay 0,09 mg/kg u 4,5 mg/kg.

CrenpaiaHy monyJIalu

Hsama nannyau GpapMaKoOKMHETUYHH JaHHU MIPH MAIUCHTH C YBpeneHa ObOpevHa MM YepHOJpoOHa
¢ynkuus. He ca mpoBe/icHN KOHKPETHU MPOYYBAHHS C MHTPABEHO3HO MPUIIOKEHIE HA YCTEKHHYMaO
[IPH MAIMEHTH B CTapYecKa Bb3pacT WK MEAUATPHUUHH MAlIUCHTH.

[Tpu marmenTtn ¢ 6onect Ha Crohn u ymiiepo3eH KOIUT BapuabUITHOCTTa HA KIHPHHCA HA YCTEKHHYMa0
ce MOBJIUSBA OT TEJIIECHOTO TEIJI0, HUBOTO HA CEPYMHHS aJIOYMUH, I10J1a M CTaTyca IO OTHOIICHUE 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 OTHOIIEHHE Ha Heycnex Ha jedeHueTo ¢ TNF-anraronuctu u
pacarta (a3uaTCKy CIpsIMO Hea3uaTCKH MPOHU3Xo/). Bbr3nelicTBHeTO Ha TE3U KOBApUaTH € B PAaMKHTE Ha
+20% OT TUNMYHaTa WK pedepeHTHaTa CTOMHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
Heo0XoIuMa KOPEKIMs Ha 03aTa 3a Te3u KoBapuaTh. EnHoBpeMeHHaTa ynorpeba 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 U3IMOJI3BAHE HA YOBEIIKH XENaTOIUTH, KOeTO Moka3ea, ye IL-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

HexnuHnuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK (HAMp. TOKCHYHOCT Ha OPraHUTe) 3a Xopa Ha Oa3ara
Ha M3MUTBAHUATA 32 TOKCUYHOCT TIPH MHOTOKPATHO IMpUJIaraHe, TOKCHYHOCT 332 Pa3BUTHETO U
PENpOIYKTUBHA TOKCHYHOCT, BKIIFOYHTEIHO U ()apMaKOJIOTUYHUTE OIIEHKH 3a Oe3omacHocT. [1pu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PENPOLYKTHBHA TOKCHYHOCT MPY ABJITOOMNAIIATH MAaKaLH
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 QepTHiinTeTa npu
JKEHCKHUTE IPH yrnoTpedaTa Ha aHAJIOTUYHO aHTUTSUIO cperry 1L-12/23 mpu mumky.

Jlo3oBHTE HUBA B MPOYYBAaHMUS MPH )KUBOTHH ca 6130 45 MBTH MMO-BUCOKU OT Hail-BHCOKaTa
€KBHMBAJICHTHA 7103a, IPEJBIK/IaHa 3a PWIOKEHHE TIPU MALIUEHTH C NICOPUA3UC, U BOJAT 10
MaKCHMAaJIHHA CEpyMHH KOHIIEHTpAIUK IIPU MaiMyHH, KOUTO ca Haja 100 mbTH MO-BUCOKHU OT
KOHIICHTpAIMKTE, 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. DAPMALEBTUYHU JAHHU

6.1 Cnucbk Ha NIOMOIIHHUTE BeLIeCTBA

EDTA munatpueBa coil TUXUAPAT
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L-xuctuanu

L-XHCTHANHOB MOHOXHAPOXJIOPU MOHOXUAPAT
L-meTronun

[Momucopbar 80

3axapo3a

Bopa 3a nmxeknmm

6.2 HecnbBMecTHMOCTH

[Tpu nunica Ha MpOyYBaHUs 32 HECHbBMECTHMOCTH, TO3H JIEKapCTBEH MPOJYKT HE TPsOBa Ja ce cMecBa ¢
npyru nexapctBenu npoayktu. STELARA tpsiOBa na ce pazpekaa camo ¢ pa3TBOp Ha HATPHUEB
xmopun 9 mg/ml (0,9%). STELARA me TpsibBa 11a ce mpuiara eIHOBPEMEHHO Upe3 e€IHa U ChIa
WHTPaBEHO3HA CUCTEMA C IPYTH JIEKapCTBEHH MPOIYKTH.

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 MEKpOOHOIOTHYHA TIIeJHA TOYKA MMPOAYKTHT 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.
CobxpansBaiiTe (yrakoHa B KAPTOHEHATa ONAKOBKa, 32 J1a Ce MPe/a3u OT CBETIINHA.

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 paskiaiia. Pa3TBopbT TpsOBa 1a ce mpoBepH
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
ymoTpe0siBa, ako pa3TBOPHT € ¢ MPOMEHEH BT WM MBTEH WJIH aKO B HETO ce 3a0esi3BaT BUTUMU
YYKJIM YaCTHILIH.

Pazpexnane
STELARA konIieHTpaT 3a nH(QY3UOHEH Pa3TBOP TPSAOBa Ja ce pa3peiy U Ja Ce MOATOTBH OT

MCIUIIMHCKHU CIICHUAJIMUCT C MIOMOIIITAa Ha aCCIITUYHA TCXHHUKA.

1. W3uucnere no3ara u 6post Ha HeoOxoaumute ¢rakonu STELARA Bb3 ocHOBa Ha TEIJIOTO 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 TpsiO6Ba 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)
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3. Uzrernere 26 ml STELARA ot Bcekn HeoOXoauM (GIIaKOH U TH J00aBeTe KbM HH(Y3HOHHIS
cak ot 250 ml. Kpaiinusat o0em B nHY3HOHHUSA cak TpsiOBa aa Obae 250 ml. BuumarenHo

cMecere.

4. [Tpeau npunokeHUETO MPOBEPETE BU3yaTHO pa3peaeHus pa3tBop. He ro ynorpe0sBaiite, ako ce
HaOJIFO1aBaT BU3YAITHO HEMIPO3PAYHH YACTHIIM, TPOMSHA Ha I[BETA WIN Ty>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(Yy3UOHHHS Cak.

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

TpHGBa Ja €€ U3XBBPJIU B CbOTBETCTBUEC C MECTHUTE U3 CKBAHUS.

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 PABPEIIABAHE/IIOJJHOBSIBAHE HA PASPELHLIEHUETO 3A
YIIOTPEBA

[ata Ha mepBO pazpemaBane: 16 auyapu 2009 r.

Hata Ha nocienno nonHoBsiBane: 19 centemBpu 2013 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

05/2023

[MoxpoOHa nH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus 1o Jiekapcerpata 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 chabpixa 45 mg yerekuaymab (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 MUIIIKK C TIOMOIITa 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 MmKEKIMOHEH Pa3TBOP B IPEABAPUTEIHO HATBLIHEHA CIPHUHIIOBKA.
WmxexumoneH 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

II1aKoB IIcopuasuc

STELARA e noxkasa 3a JiedeHHE Ha YMEPEH JI0 TeKbK IJIAKOB MICOPUA3HC MPU BB3PACTHU, KOUTO HE
ca ce MOBIHUAIY, UMAT MPOTUBOMOKA3aHUS WM HETIOHOCUMOCT KbM JIPYTH CUCTEMHHU TEpaIuu,
BKJIFOYBAIIH 1ukiocnoput, Mmerorpekcat (MTX) wm [TYBA (nicopanen u yntpaBuoiaeToBu A 1b4n)
Tepanus (BXK. Touka 5.1).

I11aK0B IICOpHA3NC IPU NEANATPUYHN HAIIMEHTH

STELARA e mokasas 3a JIe4YeHHe Ha YMEPEH 10 TeKBK IIaKOB TICOPUA3HC MPH ACIa U MAIUEeHTH B
FOHOIIECKa BB3pacT Ha 6 FOJUHU U MO-TOJIEMH, IPU KOUTO UMA HEJOCTAThYEH KOHTPOJI WU
HEMOHOCHUMOCT KbM JIPYTH CUCTEMHH TEPANuK min Gpotorepanuu (Bx. Touka 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
HeJocTaThyeH (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
KOHBEHIIMOHAIHATA Tepamnus Wik KbM aHTaronuct Ha TNFo, Wiy uMaT MeTUIIUHCKU
MPOTHBOIIOKA3aHUsI 32 TAKMBA TCPAITHH.

Yuepo3eH KOJIUT

STELARA e nokasas 3a Jie4eHHe Ha Bb3PACTHU MAIMEHTH C YMEPEH JI0 TEKbK aKTUBEH YIIEPO3CH
KOJIMT, KOMTO Ca Ce MOBJIHUAIN HEAOCTATHYHO, BEYe HE CE MOBIUIBAT MJIM KUMAT HEITOHOCUMOCT KbM
KOHBEHI[MOHAIHATA TePaNys WK KbM OHOJIOTHYCH JICKAPCTBEH NMPOIYKT, U HMAT MEITUITUHCKU
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
[Mpenopbunrtennata nozupoBka Ha STELARA e nauanna n03a 45 mg, npuioxena moaKoXKHO,
mmocJieIBana oT 103a 45 mg 4 ceaMunu mo-KbCHO | CJIeT 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 meano > 100 kg

3a manmenTH ¢ tenecHo terio > 100 kg mbpBoHavanHata n03a € 90 mg, mpuiIokKeHa MOIKOXKHO,
nocieasana ot 103a 90 mg 4 cexmuIm MO-KbCHO U ClIe/ TOBa Ha Beeku 12 ceamun. [lpu te3u
HalMEHTH J03aTta OT 45 mg chI1Io ¢ euKacHa, HO MO-roiisiMa eprKacHOCT UMa Jo3ara ot 90 mg. (BxK.
Touka 5.1, Tabiuia 4)

[Icopuatuued aptput (PsSA)

IIpenopruBanara no3upoBka Ha STELARA e Hauanna go3a 45 mg, npuiiokeHa 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 HeoOXx01MMO aanTupaHe Ha 103aTa MpH MAIUeHTH B CTapyuecKka Bb3pacT (BXkK. 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 no3a Ha STELARA crnopen TenecHOTO Teriio € moka3aHa mo-aoiy (Tadavmm 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 nayuenmu ¢ 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 u3uncisgBaHe Ha oOeMa Ha uHxekTHpane (ml) 3a nanuentu < 60 kg u3non3Baiite cieqHara
¢dopmymna: TenecHo terio (kg) x 0,0083 (ml/kg) mnm BrkTe Tabnuma 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;():;l[";]:‘(:{:(()kla[))eMe Ha Jo3a (mg) O0em Ha uHKekTHpaHe (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 npuiiara HHTpaBeHO3HO. 3a J03UpOBKaTa Mpu
HMHTPaBEeHO3Ha cxeMa Ha npuiarane Bwkre Touka 4.2 or KXIT va STELARA 130 Mg koHIeHTpaT 3a
nH(Y3UOHEH Pa3TBOP.

[IspBoTO MONTKOkKHO MpHokeHne 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 CEAMMUIIH CJIE] TbPBaTa IMOJKOKHA /1033, MOXKE
Jla oJTydat BTOpa MOJKOHA /1032 110 TOBa BpeMe (BXK. Touka 5.1).

[MaumeHTH, TPU KOUTO MMa 3ary0ba Ha OTTOBOP MpH Mpuiaraxe mnpes 12 ceqMuny, Moxe J1a UMaT 1moj3a
OT MOBHIIIEHUE Ha YECTOTATa Ha MPIIIOKEHHUE mpe3 8 cenMuIy (BK. 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 OOMUCIU MPEYCTAaHOBSIBAHE HA JICYCHUETO MPH MAIUCHTH, KOUTO HE NOKAa3BaT JIaHHU 3a
TepaneBTHYHA T0I3a 16 CeaMMUITA Cres i.V. HHAYKIIHOHHA 1032 WK 16 CeMHUITH Ccrie/T IpeMUHABaHEe
KBbM NpHJIaraHe Ha MOJIbprKalia /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).

bvbpeuno u wepnodpobHo yepesicoare
STELARA He e nmpoy4BaH Ipu T€3U NOMyJaluy nanueHTu. He Morat fa ce HalpaBsT MPEeNnopbKH 3a
JI03UpaHe.

Tleouampuuna nonyrayus
be3onachocrra u epukacHoctra Ha STELARA mipu siedenue Ha Gonect Ha Crohn uimy yimepo3eH
KOJIUT TIPH JieTla Ha Bb3pacT Mo 18 roauHM Bee OIIe He ca yCTaHOBEHU. JIMTcBaT 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 oO0y4deHue 3a TEXHUKATa Ha MMOJKOKHO MHKEKTUPAHE 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
OonHorNIEeaauM TPAOBa a ObJaT MHCTPYKTUPAHH Ja WHKEKTHPAT 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.

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

4.4 CneuuaJHu npeaynpe:kieHus ¥ NpeanasHu MepKH NpH ynorpeda

[Ipocneaumoct
3a fa ce moIo0pu MPOCICIUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, THPTOBCKOTO UME U

NapTUIHUAT HOMEP Ha MPUIaraHus NpoayKT TpsOBa Aa ObAaT SICHO JOKYMEHTHPAHH.

Hudexnun

YcreknaymMad MOXKe J1a IMa TIOTEHIIHAI J1a YBeJIMYaBa pUCKa OT HHPEKIUH U ]a PeaKTHBUpA
nareHTHH MHpeKmu. [Ipy KITMHUYHE TPOyYBaHUS U TIOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBaHE
NPY TTALMEHTH C TICOPHA3UC ce HaOIoJaBaT CepHO3HU OaKTepHaaIHH, ThOWYHN 1 BUPYCHU MH(PEKIUU
npu nauuenty, npueman STELARA (k. Touka 4.8).

[Tpu nmanuenTy, TeKyBaHH ¢ YCTEKHHYMa0, ce ChoOIaBa 3a OMOPTIOHUCTHYHA WH(EKIINHU, BKITIOYBAIIH
peakTUBUpaHe Ha TyOepKyio3a, APyrd OMOPTIOHUCTUYHU OaKTepHaTHI WHPEKIUU (BKIIOYUTEITHO
aTUNMYHa MUKOOaKTepraiHa MHGEKIHs, MEHUHTUT, TPHYHHEH OT Listeria, MTHEBMOHUS, TPUYMHEHA OT
Legionella, n HOKapano3a), OMOPTIOHUCTUYHA MUKOTHYHH WH()EKIIMH, OTIOPTIOHUCTHYHHN BHPYCHU
WHQEKIHUN (BKIFOYUTEIHO eHIIe(QaIUT, IPUIUHEH OT XepIec CUMIUIEKC 2) M apa3uTHU HHPEKITUH
(BKITFOUMTEITHO 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).

[Mpean 3anouBaneto Ha jedenne ck¢ STELARA manuenTure TpsiOBa aa ce nscieasar 3a
TyOepkyno3na uadekius. STELARA He TpsOBa 1a ce mpuiiara rmpu MarueHT! ¢ akTHBHA
TyOepKyo3a (Bxk. Touka 4.3). JleueHneTo Ha nmaTeHTHA TyOepKyII03Ha HH(EKIHs TpsiOBa 1a 3amovyHe
npeau npuioxkennero Ha STELARA. AnTutyGepkyiio3HaTta Teparusi chilo TpsaOBa na 0b1e oochaeHa
npeau HadanoTo Ha JedeHrne cb¢ STELARA mpu marnuieHTs ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyJi03a, TPy KOUTO HE MOKE J1a ce MOTBBPIU aJeKBaTeH Kypc Ha jJeueHue. [lanuenTure,
npuemant STELARA, Tpa0Ba na ce HabmogaBaT BHUMATEIHO 32 IPU3HALM U CHMITOMH 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 BHUMAaTeNHO 1a ce cieau 1 STELARA He TpsiOBa na ce npuiiara, 0Kkato MHOEKIHUITa He
ObJIe OBJIAASHA.

310Ka4YecTBEHH 3a00ISIBAHUS

HNmyHOCynIpecopu KaTo yCTeKHHYMad UMaT TOTEHIINAN JIa YBEITNYaBaT PHUCKa OT 3JI0KAUYeCTBEHH
3abomnsBanus. Hakon nanuenTu, kourto ca npuemanu STELARA B KIIMHUYHYM IPOYYBAHUS 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 MPH MAI[MEHTH C IICOPHA3KC, KOUTO ca JIEKYBaHH C IPyTy OMOJOTHYHY 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 ¢ anamHe3a 3a [ITYBA-Tepanus, TpsOBa na ce HabmogaBar 3a
0sIBa Ha HEMEJAHOMEH pak Ha KoxkaTa (BK. 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 WIK IpyTa CepHo3Ha PeaKiys Ha CBPbXUyBCTBUTEIHOCT, TPSOBA 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(EKIIMO3Ha OpraHu3uparia
MTHEBMOHUS ca ChOOIICHH 10 BpeMe Ha ITOCTMapKEeTUHIOBaTa yrnorpeda Ha ycTekuHyMao. KimmHuunuTe
MPOSIBY BKJIIOYBAT KAIIUIMIIA, TUCITHES ¥ MHTEPCTUIIMATHY UH(UITPATH CJIC] €AHA 0 TPHU J03H.
Cepuo3HHTE TOCIESIUITY BKITFOYBAT AUXATeTHA HEJOCTATHYHOCT U MPOIBIDKUTEITHA XOCITUTAIN3AIINS.
[Tomobpenwne e cro0IIaBaHO ClIe]] MPEYCTaHOBSIBAHE HA JICYEHUETO C YCTEKHHYMa0 U B HAKOU CITydan
MIPH MPHIOKEHUE Ha KOPTUKOCTEPOUIU. AKO ObJic M3KIIIOUeHA MH(EKIIMS U JUarHo3ata ce MOTBbPIH,
MPUIOKEHUETO HA YCTEeKHHYMa0 TpsOBa Jja ce MPEyCTaHOBHU U Ja € 3all04He MOAXOASIIO JIeUeHUE
(Bk. Touka 4.8).

ChbpeyHO-Ch/IOBH CHOUTHUSA

ITpu nmanuentu ¢ ncopuasuc, ¢ exkcrnozuus Ha STELARA, B TOCTMapKETHHIOBO 00CEPBAIlMOHHO
Npoyd4BaHe ca HaOMI0JaBaH! ChPAEYHO-CHIOBH CHOUTHS, BKIIOYUTEIIHO HHPAPKT HA MUOKapAa U
MO3BYHO-CH/IOB HHIIMJICHT. PHCKOBHUTE (hakTOpH 32 ChpACUHOCHI0BO 3a00IsIBaHe TPsOBA 1a ce
OIICHSIBAT PEIOBHO MO BpeMe Ha JieueHueTo cb¢ STELARA.

Yyecmeumennocm Kvm 1amexc

[Mpeamaszurenst 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 MpUiIarat >KMBH BUPYCHU FUTH JKUBU OakTepuaHu BakcuHH (kato BLDK)

eanoBpemeHHO cb¢ STELARA. He ca mpoBexaHi KOHKPETHH MTPOYYBAHUS P MALIMEHTH, BEPXY
KOHMTO HACKOPO € IpujlaraHa >kiBa BUPYCHA MM kMBa OakTepuasiHa BakcuHa. Hsama nannu 3a
BTOPUYHO NpeaaBaHe Ha MHGEKIHs Ype3 )KUBU BAKCHHU NpH nanueHTH, nomydasamy 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 ceIMHLM cjie]] BAaKCHHUpaHeTo. 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 ClIe]] BAKCHUHUPAHE.

He ce npenopbsuBa npunarane Ha >kuBu BakcuHHU (kaTo BLXK BakcuHa) mpu kbpMadeTa, ¢ eKCIO3UIHS

Ha ycTeknHyMmao in Utero, B mpoabKEeHHEe Ha IeCT Mecela Ciiejl PaXkIaHeTO WK JOKATO CEPyMHHUTE
HHUBA Ha YCTEKMHYMa0 MpU KbpMaueTo CIIaAHAT IO HUBOTO Ha AeTeKUHA (BX. Touku 4.5 u 4.6). Ako e
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HaJINIIE KaTEeTOpUYHA KIIMHIYHA T10J13a 32 OTACITHOTO KbpMade, MOXKe J]a ce OOMHUCIIY TpujlaraHe Ha
’KMBa BaKCHHA B [TO-PAaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpyMHH HHUBA HA yCTEKHHYMa0.

[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 Oe3zonacHocTTa U epukacHoctta Ha STELARA B
KOMOHMHAIHS ¢ HIMYHOCYIIPECOPH, BKIFOUUTEIHO OMOIOTHYHH POAYKTH MK (oToTepanus. [1pu
NPOYYBaHUS MPH NICOPUATUUEH apTPHUT, eAHOBpeMeHHaTa ynoTpeda Ha MTX He noBiusBa
6e3omacHoctTa U eprkacHoctta HAa STELARA. B npoyuBanusra mpu 6osxect Ha Crohn u ynueposex
KOJIIT €JHOBPEMEHHATA yIoTpeda Ha IMYHOCYIIPECOPH WIN KOPTUKOCTEPOHIH M3TIIEXK I He
MoBIIKsABa Oe3omacHocTTa i eukacHocrra Ha STELARA. TpsaOBa 1a ce moaxoxaa ¢ IMOBUILIECHO
BHUMaHHE, KOTaTO ce 00CHk/1a eTHOBPEMEHHAaTa ynoTpeda 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

m3BectHO qan STELARA Moske ma ce oTpa3u Ha UMyHOTEpanusTa Py aIepTUu.

Cepro3uu KOKHH 3a00JISIBAHHUS

[Ipu mammenTy ¢ copuasuc ce choOIaBa 3a caydan Ha eKC(OIMATHBEH JEPMATHUT CJe]l JICUSHHE C
ycTekuHyMab (Bx. Touka 4.8). [larmenTrTe ¢ mcopuasuc ¢ miakd MOXKe J]a pa3BUAT epUTPOAEPMUICH
MICOPUA3UC KaTO YaCT OT €CTECTBEHUS X0/ Ha 3a00JISIBAHETO ChC CUMIITTOMH, KOMTO 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 NICOPHA3KCA MTPH MAIUEHTA. AKO TE€3U CUMIITOMH C€ TIOSBST, TPsAOBaA 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 MPH MAIUCHTH, JICKYBAHU C YCTEKUHYMAO,
BKJTFOUMTEITHO KOYKEH JIYIyC EpUTEMATO/IEC M JTyIyc-10100eH cCuHApOM. [Ipu B3HUKBAHE 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 NTOKA3aHUs HE ce HaOIr01aBaT ChIIECTBCHH PAa3IUyHs B
e(rkacHOCTTa WM O€30MaCHOCTTA MPH MAIUEHTH Ha 65-TOIUIIIHA BH3PACT U MMO-TOJIEMH, KOUTO
nonmyuaBaT STELARA, B cpaBHEHME ¢ TTO-MJIa[M TALMEHTH. bpoAT Ha MallMEHTUTE HA BB3pacT

65 roguHM U Mo-TosieMu obaue He € T0CTaTh4eH, 3a Ja Ce ONPEIENH AajIH Ce MOBIHUIBAT PA3IMYHO OT
MO-MIIQJINTE MAMeHTH. Thi KaTo pa3npocTpaHeHUETO Ha MHQEKINU cpell cTapuecKara MOy Ialus
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 ycTekrHyMmao in utero, B mpoakIDKEHHE Ha IEeCT Mecela Cliel pakJaHeTO WK JOKAaTO CEPyMHUTE
HUBA Ha YCTEKMHYMab MpH KbpMAUeTO CIaHAT MO HUBOTO Ha JeTeKIus (BXK. Touku 4.4 u 4.6). Axo e
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HaJINIIE KaTEeTOpUYHa KIIMHIYHA T10J13a 32 OTAEITHOTO KbpMade, MOXKe J]a ce OOMHUCIIH TpujlaraHe Ha
’KMBa BaKCHHA B [TO-PAaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpyMHH HHUBA HA yCTEKHHYMa0.

He ca npoBexaanu mpoyyBaHus 3a B3auMoJieiicTBusITa pu xopa. [Ipu papMakOKWHETHYHN aHATH3H
Ha TIOMyJIAINATa, HAPAaBEHH B Mpoy4BaHus (daza 3, e m3cieqBad epekThT Ha HalH-4ecTo
€IHOBPEMEHHO IMPUEMAaHH JIEKAPCTBEHH MMPOIYKTH MPH MAIUEHTH C TICOPUAZHC (BKIIOYUTEIHO H
napareramos, HoynpogeH, aleTHICATMIIIOBA KUCETTMHA, MET(OPMHH, aTOPBACTaTHH,
JIEBOTHPOKCHH) BbPXY (papMaKOKHHETHKATa Ha ycTeKnHyMa0. He ca HaGmronaBaHu mpu3HaIM Ha
B3aMMO/ICHICTBHE C T€3W €AHOBPEMEHHO ITPHEMAaHH JIEKAPCTBEHH MPOAYKTH. OCHOBA HA TO3M aHAJIH3 €
¢axThT, ye Hail-manko 100 mamuenT (> 5% OT U3caenBaHaTa MOMyalys) ca JeKyBaHH
€HOBPEMEHHO C TE3M JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT neproaa Ha MpOoydIBaHETO.
®apMaKOKHHETHKATa Ha YCTEKHHYMa0 HE ce € MOBIHAIIa OT eIHOBpeMeHHarta yrorpeda Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPUH U NIEPOPATHA KOPTUKOCTEPOUIH MPY TALUEHTH C
NICOPUATUYCH apTPHT, OostecT Ha Crohn wim yiepo3eH KOJIMT, WK OT MpPEIIISCTBAIA SKCIIO3UIINS Ha
antu-TNFa cpencTsa, Ipu MaIMeHTH ¢ IICOpHATHIeH apTpuT uin 6omect Ha Crohn, mmu ot
TMIpeIIIecTBaIa eKCIO3UINI Ha OMOJIOTHYHH JIEKapCTBEHU IPOAYKTH (T.€. anTu- 1 NFa cpencTa n/nim
BeA0IM3yMal) MPU MALUEHTH C yIEPO3CH KOIUT.

Pesynrarure oT nmpoyuBaHe in Vitro He mpeamnonarar HeOOXOAUMOCT OT aJalTHPaHe Ha 103aTa PU
NalUeHTH, KOUTO mojy4daBar eqHoBpeMenHo CYP450 cyGerparu (Bk. Touka 5.2).

[Ipu mpoyduBaHus Tpy TICOPHA3KC HE ca OIeHsIBaHM Oe3omacHocTTa n ehrkacHocTTa HA STELARA B
KOMOWHAINS C UMYHOCYTIPECOPH, BKITIOUUTEITHO OMOJIOTHYHY cpeicTBa WK poToTtepanus. [Ipu
MPOYYBaHUS MPH IICOPUATUYUECH apTPUT, eAHOBpeMeHHaTa ynotpedba Ha MTX He nosiusiBa
6e3omacHoctTa U epuracHoctta Ha STELARA B npoyuBanusita npu 6osect Ha Crohn u ymmepo3ex
KOJIT €HOBPEMEHHATA yNOTpeOa Ha UMYHOCYIIPECOPH WIIM KOPTUKOCTEPOUIN M3IJIekKAa He
noBnusiBa 6e3omacHoctTa Wik epukacHocrta Ha STELARA. (Bk. Touka 4.4).

4.6 @epTHIAUTET, )PEMEHHOCT U KbpPMeHe
Kenu c netepojieH noTeHnyaN

JKenu ¢ nereponieH noTeHnman TpsAOBa qa U3MOI3BAT €(PEKTHBHA METOIM Ha KOHTPAIIETIIHA TTO0 BpeMe
Ha JIeYEeHUE U 110 15 ceaMUIH ClIe]] JIEUEHUETO.

BpemenHoct
JlunicBar nanHM OT ynoTpedaTa Ha YCTeKHHYMa0 rnpu OpeMeHHH >keHu. [IpoyduBanusaTa IpH KUBOTHU

HE MMOKa3BaT MPEKH WM HENPEKU BpeaHN eeKTH, CBbp3aHu ¢ OPEMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO MITH MMOCTHATATHOTO pa3BuTHe (BXK. Touka 5.3).
Kato npeanasHa Msapka e 3a npeanodnrtade aa ce nzosraa ynorpedara na STELARA no Bpeme Ha
OpeMeHHOCT.

YcreknHymad mpeMuHaBa Ipe3 IIaleHTaTa i ce OTKpUBa B CepyMa Ha KbpMadeTa, POACHHU OT KEHH,
JIeKyBaHH C YCTEKHMHYMal 110 BpeMe Ha OpeMeHHOcTTa. KIIMHUYHOTO BBh3AEHCTBHE HAa TO3U (aKT HE €
U3BECTHO, HO PUCKBT OT HH(PEKIHS MPH KbpMadeTa, ¢ eKCIIO3HUIINS Ha YCTeKHHYyMa0 iN Utero moxe na
ObJe MoBHIIEH ciiesl paxkaanero. He ce mpenopbuBa npuiarane Ha xuBH BakcuHHU (kato BIK
BaKCHHA) MIPH KbpMayeTa, C eKCIIO3UIINS Ha YCTeKMHYyMa0 N Utero, B mpoabipKeHne Ha 6 Mecera cliel
PaXXIaHETO UM AOKATO CCPYMHHUTE HMBA Ha yCTeKI/IH}/Ma6 IIpU KbpMA4Y€TO CIIaaHaT ImoJf HUBOTO Ha
JeTeKus (BXK. Touku 4.4 1 4.5). AKo e HanuIle KaTeropuyHa KIMHUYHA 107132 33 OTAEIHOTO KbpMaye,
MOJKe J]a ce OOMHUCIIM NpUJIaraHe Ha >KMBa BaKCHHA B MO-PaHEH MOMEHT, aKO HE C€ OTKPUBAT CEPyMHU
HUBA Ha YCTEKHUHYMao.

Kopmene
OrpaHuveHH JaHHY, yOJUKYBaHH B JIMTEPATYpaTa, IOKA3BAT, Y€ YCTEKUHYMal ce EKCKpEeTHpa B

YOBENIKaTa KbpMa B MHOTO MAJIKH KOJIM4ecTBa. He e u3BecTHO anu ycTeKknHymao ce abcopbupa
CHCTEeMHO ciief1 oripiiade. l[lopaan norenmana 3a mposiBa Ha HEXKEJAH! JIEKAPCTBEHU PEaKIny KbM
YCTEeKMHYMab MpHU KbpMaueTarTa, TpsOBa Jia ce B3eMe pPellieHUe JIaIH Ja ce IPEeyCTaHOBH KbPMEHETO
10 BpeMe Ha JIeUeHHEe 1 10 15 ceaMuIly ciell JISYeHHETOo, WIIH J]a C€ IPEyCTaHOBH TEPAIHATa ChC
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STELARA, xato ce B3eMar IpeaBHI IToI3aTa OT KPMEHETO 3a IETETO M IT0JI3aTa OT TePaITusiTa ChC
STELARA 3a xenara.

deprunurer
EdekrbT Ha ycTeknHymMabd BbpXy (epTHIMTETA IPU XOpa HE € OleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTa 32 mo¢upaHe u padoTa ¢ MAINHH

STELARA He moBnHsIBa WM TTOBINABA MIPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u padoTta ¢
MaIIIHHH.

4.8 Hexenanu JeKApCTBEeHH peaKun

00600611eHne Ha Tpodhuia Ha 6€30MacHOCT

Haii-yectute Hexenanu JeKapcTBeHU peakiuu (> 5%) B KOHTPOIUPAHUTE MEPHOIN OT KIMHUYHHUTE
NPOYYBAHUS MTPU BB3PACTHHU C TICOPUA3HC, ICOPUATHYCH apTPHT, OostecT Ha Crohn u yiepo3eH KoauT
¢ ycTeknHymab ca Ha3o(hapuHTHUT U TiaBoOosue. [ToBedeTo OT TAX ce cuMTaT 3a JISKU U HE Hajlarat
NpeKbCBaHEe Ha MPOYYBAHOTO JeueHue. Hali-cepro3Hara HexenaHa JIeKapCTBEHA PEakIusl, KOSITO €
crobmaBana 3a STELARA, e cepro3Ha peakius Ha CBPbXIyBCTBHTEIHOCT, BKITFOUHUTEITHO
aHagwunakcus (Bx. Touka 4.4). O0musaT npodui Ha 6€30MaCHOCT € MOA00CH MPH MAIUCHTH C
NICOpHUA3HC, ICOpUATUYICH apTpUT, OojecT Ha Crohn M yiIepo3eH KOJUT.

Tabnu4eH cIUCHK Ha HEXETAHUTE PEaKIIUU

JannuTte 3a 6€30MacHOCT, IPEAOCTaBEHH MO-A0IY, Ca MMOMYUYCHH CIIe]l eKCTIO3UIHS Ha YCTEeKHHYMao
nipu Be3pacTHU B 14 npoyuBanus daza 2 u daza 3 npu 6 709 nmarmentu (4 135 ¢ ncopuasuc w/umm
ncopuatuucH apTpur, 1 749 ¢ 6omect Ha Crohn u 825 marnuenTy ¢ yimepo3eH koiuT). ToBa BKIIIOYBA
excno3unus Ha STELARA B KOHTpOJTUpaHUTE U HEKOHTPOJIUPAHUTE TIEPHOAN HA KIIMHUYIHUTE
MPOYYBaHUs B MPOIBIDKEHUE HA Hali-Mainko 6 mecena wiu 1 roguna (4 577 u 3 253 nanuentu
CHOTBETHO C IICOPHUA3UC, IICOPUATHIEH apTpuT, 6osect Ha Crohn wiu ¢ yarepo3eH KOJIHT) U
eKCTIO3UITHS 3a Haii-Mayiko 4 wiu 5 ronunan (ChoTBeTHO 1 482 1 838 manuenTu ¢ ICoprasuc).

B tabnuna 3 e mokazaH CIHUChK ¢ HEKENAHUTE JIGKAPCTBCHU PEAKIIUK OT KJIMHUYHU MPOYYBAHHS TPH
BB3PACTHH C IICOPUA3KC, IICOPUATHIEH apTpuT, 6osiect Ha Crohn u ¢ yiepo3eH KOJIMT, KaKTo U
HEXEJIAHUTE PEaKIMK OT MOCTMapKETHHroBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacupuipaHu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIus: Muoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHKUTE JAHHHM HE MOXKe Ja Ob/e HAaIpaBeHa
orieHka). [Ipu Bcsiko rpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEXKEJIAHUTE JICKAPCTBEHU PEaKIIUU Ce
W30pOSIBAT B HU3XOJSII PEJT TI0 OTHOIIEHHE HA TAXHATA CEPUO3HOCT.

Tabnuya 3 Cnucvk Ha HexceaaHu peakyuu

Cucremo-opranHu Yecrora: Hexenanu peakuuu

KJIacoBe

Wndexnum u uHbeCTATUN UYectu: nHOEKIMS HA TOPHUTE JMXATEIHN ITHTUINA, Ha30(apHHTHT,
CHHY3UT

Heuectn: HCIyJINT, JCHTAJIHU I/IH(i)eKLII/II/I, xeprec 30CTep, I/IH(l)CKL[I/ISI
Ha JOJIHUTC AUXATCIHU IIBbTUILA, BUDYCHHU I/IH(I)GKLII/II/I Ha TOPHUTC
OUXaTCJIHU I'bTUIA, BYJIBOBAIrnHaJlHa MUKOTUYHA I/IH(i)eKHI/ISI

Hapymenus Ha umyHHara  HewecTu: peakiuy Ha CBPBXUYBCTBHTEIHOCT (BKIIIOYUTEIIHO OOPUB,
cucreMa YpTUKapHs)
PGZIKI/I: CCPUO3HU pCAKIMU HAa CBPHbXYYBCTBUTCIIHOCT (BKJHOT-II/ITGHHO
aHaduIaKcHs, aHTHOEIEM)

IlcuxuyHM HapylIeHus Heuectu: nenpecus
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Hapymenus Ha HepBHaTa
cucremMa

Yectu: 3aMaiiBaHe, T1aBo00IHE
HeuecTu: nunesa mapanuza

PecnimpaTtopuu, rpbIHT U
MEINaCTHHAIHH
HapyILIeHns

Yectu: opodapunreanna 60ika

Hedectn: HazanHa KOHTeCTHs

Penkn: anepruyeH anBeosinT, €03MHO(MITHA THEBMOHUS
MHOr0 peiku: OpraHu3upania MHEBMOHHS ¥

CroMantHo-4peBHI
HapyIICHUs

UecTu: nuapus, rajicHe, IOBPBITaHEe

Hapymienus Ha koxata u
MOJIKO’KHATA ThKaH

UYectu: chpOex

Heuectu: myctyno3eH ncopuasuc, eKconualms Ha KoKaTa, akHe
Penku: ekchoaraTUBEH JePMATHUT, XUIEPCEH3UTUBCH BACKYITUT
MHoro peaku: 0yno3eH meMGUrona, KOKeH JTyIyC epUTEeMaTo/Iec

Hapyuienust Ha MyCKyIHO-
CKEJIeTHATa CUCTEMA U
ChbCAUMHHUTCIIHATA ThKaH

Uectu: 601K B rbpOa, MUAITHS, apTPAITHS
MHoOTr0 peKu: JIyImyc-moJ00eH CHHIPOM

OO0 HapymeHus 1
e(heKTH Ha MACTOTO Ha
HPUIIOKECHUE

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

KPBBOU3JIMB, XEMaTOM, BTBbP/AsSBaHE, OJyBaHe U ChPOEK), aCTCHUS

*  Bmkre TOUKa 44, CucTeMHH 1 pecpaTOpHU p€akli Ha CBPbXYYBCTBUTCIIHOCT.

Omnucanne Ha U30paHU HEXKEIAHU JICKApPCTBCHU PEaKiy

Hndexnmn

B mutane00-KOHTpONIMpaHu MPOyYBaHUS MPH MAIUSHTH C TICOPUA3UC, ICOPUATHYECH apTPHT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJIUT NPOLEHTHT Ha HHO)EKINHUTE WITH CEPUO3HUTE HHPEKLMU € CXO/ICH TIPH
MaIMeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuianebo. B mnane6o-koHTpoupaHust
NepUO/]] Ha Te3H KJIMHUYHU MPOyYBaHMs YecToTara Ha uHdekuuute e 1,36 3a manueHTorouHa
npociensBaHe MY NalueHTH, JIeKYBaHH ¢ YCTeKMHYyMa0, u 1,34 — npu nauueHTH, JIEKyBaHU ¢
iane6o. [losBunure ce ceprosnu nHdpekuu ca ¢ yecrora ot 0,03 3a HaMEHTOroAMHA MPOCIeIsIBaHe
NIPY TALMEHTH, JIeKyBaHH ¢ ycTekrnaymab (30 cepro3nu nndeknnu 3a 930 nanueHToroanHu
npocnenssane), u 0,03 — npu nanmeHTy, TeKyBaHu ¢ Tuane6o (15 ceproznu nHQEKIn 3a

434 manyeHToroAMHu npocieasBane) (Bxk. Touka 4.4).

B koHTponupaHuTe 1 HEKOHTPOJIUPAHUTE TIEPUOIN HA KIIMHIUYHUTE IIPOYYBAHUS IPU TICOPHA3HC,
ricopraTuyieH apTpuT, 6osect Ha Crohn u ysmepo3eH KoiuT, NpeACTaBIsBALN

11 581marrenroroauuu ekcro3uus npu 6 709 manueHTH MeriaHaTa Ha BpEMETO Ha MPOCIICABaHE €
1,0 ronuHa; 1,1 roauHM 32 MpOy4YBaHUATA [IPH ICOpUATHYHO 3aboisBaHe, 0,6 ToAMHY 32
npoy4BanusTa npu 6onect Ha Crohn u 1,0 roxuHa 3a mpoyuBaHusTa ¢ yIIepo3eH KOJauT. [IponeHThT
Ha nH¢eknuute e 0,91 3a manMeHToroANHa NpocieAsBaHe MPY NALMEHTH, JIEKYBaHHU C yCTEKUHyMao, a
MPOLEHTHT Ha cepro3HnTe nHpekmn mpu Tax € 0,02 3a manueHToroInHa mpociesIBaHe

(199 cepuo3nm uHpekunu 3a 11 S8 1MaMEeHTOroMHN MPOCIIEIBAHE) U ca JOKJIAJABaHH CEPHO3HU
MH(EKIHUH, BKIFOYUTEIHO MTHEBMOHMS,aHaJIeH abcLec, eTyInuT, TUBEPTHKYIINUT, FACTPOSHTEPUT U
BUPYCHU MH(DEKIINH.

B npoBeneHn KIMHUYHA IPOYYBAHUS MMAIMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca Omin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca Pa3BHIIN TyOEepKyI03a.

3110Ka4ecTBEHHU 3a00IsIBAHHS

B mnane06o-koHTpoMpanus NEPUO Ha KITHHUYHY MTPOYYBaHUS TIPU TICOPHA3HC, ICOPHUATUYCH apTPUT,
6omect Ha Crohn u yimeposeH KONIKT yecToTaTa Ha 3JI0KaueCTBEHUTE 3a00ISIBaHus, C M3KITIOYEHHE Ha
HEMEJIaHOMEH paK Ha Koxkara, € 0,11 3a 100 manueHTOroAMHN MpOCIIesIBaHe MMPH MalUeHTH,
neKyBaHu ¢ ycreknayma0 (1 mamueHT 3a 929 nanueHTOroIMHYU npociensBane) B cpaBHeHue ¢ 0,23
[IPH MAIMEHTUTE, JISKyBaHM ¢ 1u1aie0o (1 mamueHT 3a 434 naliMeHTOroIMHHU MPOCeIsIBaHe).
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YecroTara Ha HEMeTaHOMEH pak Ha kokara € 0,43 3a 100 manueHTOrouHN POCIIeIIBaHe 3a
MAIICHTUTE, JIKYBAHH ¢ YCTeKHHYyMao (4 marueHTn 3a 929 manueHTOroANHH MPOCIICISIBaHE) B
cpaBaenue ¢ 0,46 npu ManMeHTHTe, JICKYBaHH ¢ Tuiane6o (2 maruenTy 3a 433 naiueHToroIMHu
npocieIsBaHe).

B koHTpOHMpaHuTe 1 HEKOHTPOJIMPAHUTE MIEPUOU HA KIIMHUYHUTE TIPOYYBaHUS MTPH TICOPUA3HC,
NICOpUATUYCH apTpHT, OostecT Ha Crohn u yiepo3eH KOIuT, MpeACTaBIsIBAIIN

11 561 nanueHTOroAuHU eKcro3uis npu 6 709 manueHTH MeAMaHaTa Ha BPEMETO Ha IPOCIIEAsIBaHe €
1,0 ronuna; 1,1 roauHM 32 MPOYYBAHUATA MIPH ICOPUATHYHO 3a00isBaHe, 0,6 TOAUHY 32
npoyuBanusTa npu 6onect Ha Crohn 11,0 roguHa 3a Mpoy4BaHUATA C YIIIEPO3EH KOJIHT.
3nokayecTBEHH 3a00JSIBaHUS, C M3KITIOUCHHE HA HEMETaHOMEH paK Ha KOXKaTa, ca JOKJIaJBaH! Ipu
62 manuentH 3a 11 561 nanuenToroauuu Ha npocieaseane (uecrora ot 0,54 Ha 100 marMeHTOroauHU
Ha MpOoCJIeAsBaHe MPH MAlMEHTH JIGKYBaHH ¢ yCTeKHHYMa0). Te3u ciaydan Ha 3710Ka4eCTBEHH
3a00JIsIBaHUS, CHOOICHU TIPH MAIIMEHTH, JIEKYBaHU C YCTEKHHYMa0, ca CpPaBHUMHU C OUYaKBaHUTE
ciy4ad B o0mmaTa normynanus (cranmapTusupan koeduipent Ha yecrora = 0,93 [95% nosepurenecn
uaTepsan: 0,71, 1,20], kopurupas 3a BB3pacT, 1o 1 paca). Haii-dyecto HabIronaBanuTe
37I0Ka4eCTBEHH 3a00JISIBAHUS, PA3TUYHU OT HEMEIAHOMHUS KapIIMHOM Ha KOXKaTa, ca KapIMHOM Ha
npocTaTara, KOJOpEKTalleH KapIlIMHOM MeJIaHOM M KaplIMHOM Ha rbpata. Ciyyaute Ha HEMETaHOMEH
KapuuHOM Ha kokarta ca 0,49 Ha 100 nanueHTOroAMHN Ha NpOCieasiBaHE NPU MAIUEHTH, JICKYBaHU C
ycreknayMab (56 manmenTu 3a 11 545 nanmenToronunu Ha npocieasBane). CbOTHOIIEHHETO Ha
MAalMeHTH ¢ 6a3aJIeH CIIPSMO CKBAMO3HOKIIETHYCH KaplIMHOM Ha Kokarta (3:1) € cpaBHMMO ChC
CHOTHOIIIEHUETO B 00IaTa momyJanus (Bx. Touka 4.4).

Peakiuu na CBPBXYYBCTBUTCJIHOCT
B xoHTpONMpaHuTe MEepruoaAN Ha KIMHWYIHYU MTPOYYBAHMS IIPH TICOPHA3HC U TICOPHATHIEH apTPHUT HA
ycTeknHyMab oOpuB U ypTuKapus ca HabmoaaBanu npu < 1% oT naiueHTure (BK. Touka 4.4).

Teouampuuna nonyrayus

[legmaTpyyHu ManeHTH HA 6 TOIMHH U TIO-TOJIEMH C IIJIAKOB TICOPUA3HC

Bbe3omnacHocTTa Ha ycTekMHYMal € Mpoy4deHa B IB€ POoyuYBaHus (asza 3 npu NeauaTpUIHU MaIUeHTH C
YMEpEH JI0 TeXbK IIakoB ncopuasuc. [IpBoTo npoyusane e npu 110 maruenTn Ha Bb3pacT oT 12 10
17 ronuHu, TeKyBaHN B IPOABIDKeHNE HAa 60 ceIMUIIN, a BTOPOTO MpOyYBaHe € Npyu 44 manueHTH Ha
BB3pacT oT 6 110 11 roauHwm, JIeKyBaH! B IPOIBIDKEHHE Ha 56 ceqmunu. KaTo msso cho0meHuTe
HEXeJIaHU ChOMTHS B TE3H JIBE IPOYUYBAHUS C JAHHU 3a 0€30MMacHOCT 10 1 TOAMHA ca MOA00HH Ha
Te3u, HaOJII0JaBaH! B TIPEUIITHYU IIPOYYBAHHS TP BH3PACTHH C TIAKOB TICOPHA3HC.

Crol1aBane Ha I0JI03UPAHU HEXKEJaHU PEAKIIUH

Cpo01maBaHeTo Ha MMOI03MPaHN HEKeJIaHU PEaKLMH CIe]] pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEHUS
NPOAYKT € BaykHO. ToBa 1o3BosIsABa Aa NPOIBIDKH HAOIIOCHUETO Ha ChOTHOIICHUETO T0JI3a/PHUCK 3a
JIeKapcTBEeHUS MPoAYKT. OT MEAULIMHCKUTE CIIEUAIMCTH CE€ U3MCKBA Ja ChOOIIaBaT BCAKa
[I0JJ03MpaHa HeXellaHa Peaklysl Ype3 HallMOHAJIHATA CUCTeMa 33 ChOOIIaBaHe B!

W3nbiaHUTENHA areH1us 1o JeKapcTBara

yi. ,,JlamsiH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

4.9 TIlpemo3upane

Ennnnunn no3u 1o 6 mg/kg ca npuiaraHu MHTPaBEHO3HO B KIIMHUYHU NTPOYyYBaHUs 03
orpaHUYaBaIla J103aTa TOKCHYHOCT. B ciryuaii Ha npeio3upane ce npenopbh4Ba NaueHTUTe a ce
HaOJIr01aBaT 3a MPU3HAIM WM CHMITOMH Ha HEXEJIaH! PeaklMy 1 He3a0aBHO Aa ce MPUIIOKU
NOJIXOAIIO CHMITOMATUYHO JICYCHHE.
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5. ®APMAKOJIOTUYHHA CBOMCTBA
51 d@apmakoaMHAMMYHU CBOiiCTBa

®dapmakoTepaneBTHYHA Tpyma: UmyHocynpecopu, nHxunOnTOpH Ha nHTepneBkuHa, ATC xox:
LO4ACO05

MexaHHu3bM Ha JICHCTBHE

Yereknaymab e n3isuio yoBentko [gG 1Kk MOHOKIIOHATHO aHTHTSIIO0, KOETO Ce CBBP3Ba ChC
cnenn(UIHOCT KbM 001aTa NpoTenHoBa cydeannuna p40 Ha YOBeIKH TUTOKUHN HHTepIeBKUH (IL)-
12 u [L-23. YcreknnyMab noTrcka OnoakTHBHOCTTa Ha yoBemikute 1L-12 u IL-23, karo
mpenoTBpaTsaBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 perienTopeH mpoTeHH, Pa3loIokKeH Ha IIOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKMHYyMa0 He Moxke 11a ce cBbpike ¢ 1L-12 unu ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 peuentopu mo kieThYHaTa MOBHPXHOCT. CIEI0BATENHO € MAIKO BEPOATHO
YCTEKHHYMa0 1a yyacTBa B KOMIUIEMEHT- WM aHTUTSUIO-MEIUUPaHaTa IUTOTOKCUIHOCT Ha KJICTKUTE
¢ peuentopu 3a IL-12 w/umu IL-23. 1L-12 u IL-23 ca xeTepoauMepHU IIUTOKUHHU, CEKPETUPAHU OT
AKTUBHPAHH aHTUTCH-TIPEJICTABAIIN KIJICTKH, HAIIpUMep Makpodaru U NEHIAPUTHH KICTKA U [BaTa
[IUTOKWHA yJacTBaT B UMyHHUTE QyHKImH; [L-12 ctumynupa ectectBernte kietku youim (NK) u
npenu3BukBa nudepennuanysata Ha CD4 + T xnerkure kM T 1 xenmepen (Thl) penorun, 1L-23
uanynupa et Ha T 17 xenmnepute (Th17). AGHopMHara perynanust Ha [L-12 u IL-23 obaye ce
CBBP3Ba C UIMYHHOMEIUUPAHH 3200 SIBAHNS KaTO TICOPHA3KC, TICOPHATHYEH apTpuT, 6ostect Ha Crohn
Y YJLEPO3€H KOJHUT.

Upes cebp3Bane Ha obmata cyoenuanna p40 na [L-12 u IL-23, ycreknnyMab Moxe Jja OKa3Ba CBOUTE
KIMHAYHE e(DEeKTH MPU MCOpHa3uc, MCOpUAaTHICH apTpHT, 6oaecT Ha Crohn u yepo3eH KOIuT 4upes3
npexbeBane Ha mbTummata Ha Thl u Th17 uuTokwHNM, KOUTO ca B OCHOBAaTa Ha MATOJIOTHATA Ha TE3U
3a00JIsIBaHUSI.

[Tpu marmenTtn ¢ 6omect Ha Crohn nedeHneTo ¢ yCTeKUHYMaO BOAM IO HAMalleHUE Ha
BB3NATUTEITHUTE MapKepH, BKIrounTenHo C-peaktuBeH npotenH (CRP) u ekanen kanmpoTeKTrH 1o
BpeMe Ha MHIYKIIMOHHATa (pa3a, KOETO CJie]] TOBa CE MOIbpKa Mpe3 msuiaTa nmoanbpxamia ¢asa. CRP
€ OIIEHEH 110 BpeMe Ha MMPOIbJDKEHUETO Ha MPOYYBAHETO M HAMAJICHHATA, HaOJF0IaBaHu 110 BpeMe Ha
nojbpikamara (aza, OOMKHOBEHO ce 3ara3BaT A0 252 ceaqMuIa.

[1pu marueHTy ¢ yiepo3eH KOJIUT JICYEHHETO ¢ YCTEKHHYMa0 BOJIH JI0 HaMaJIeHHe Ha
BB3NATUTETHUTE MapkepH, BKIrounTesHo CRP 1 (hexaneH kammpoTeKTHH Mo BpeMe Ha
UHIYKIMOHHATA (ha3a, KOeTOo ce MOoJUIbprKa Mpe3 IisiIata moabpikaiia (hasa u npoab/HKEHHETO Ha
npoyuBaneTo 10 ceamuiia 200.

NMyHu3anuu
ITo Bpeme Ha IBITOCPOUHOTO MPOIbIDKEHHE Ha npoyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PAaCTHUTE NMAUEHTH, JIeKyBaHHu cb¢ STELARA 3a Hali-Manko 3,5 roauHu, ca Aajiyd aHTUTSIIO-
OTrOBOPH HA ITHEBMOKOKOBH MOJIM3aXapyAHN BAKCHUHU U BAKCHHHU CPEILly TETaHYC, CXOAHHU C TE3H MPH
KOHTPOJIHATA TpyMa MalyueHTH, OoIy4yaBalld HECHCTEMHO JieueHue Ha icoprasuc. Cxo1eH IpoIeHT OT
BB3pPaCTHUTE MAallUEHTH, JeKyBaHHu ¢b¢c STELARA u Te3u B KOHTpoIHATa Ipyna, ca pa3BUIM 3alUTHH
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTETAHUYHH aHTUTENA, U THTPUTE HA AaHTUTEJIaTa UM Ca CXOJIHH.

Kinununa edukacHocT

ITimakoB ncopmasuc (Bb3pacTHHU HAITMEHTH)

be3omnacHocTTa 1 eukacHOCTTa Ha ycTekuHyMa0 ca oreHenu npu 1 996 nanueHTH B

JIBE PaHJOMU3HUPAHH, JBOWHO-CIICTIH, TUIANEe00 KOHTPOIMPAHH MPOYYBAHUS MIPH MAIIMEHTH C YMEPEH
JI0 TEXBK IJIAKOB IICOPUA3HC, KaHAUIATH 32 (POTOTepars Wi cucteMHa Teparnus. OCBEH TOBa B €IIHO
paHIOMH3UPAHO, aKTUBHO KOHTPOIMPAHO MPOYUIBAHE CHC 3aCICTICH OIEHUTEN € CPAaBHEHO JICHCTBUETO
Ha YCTEKHHYMa0 ¥ eTaHEePIEHT MPH MalMEHTH ¢ YMEPEH JI0 TEKbK IIAKOB IICOPHA3UC, KOUTO HE Ca Ce
TIOBJIMSUIH, TIPOSIBUJIM Ca HEMIOHOCHMOCT WJIHM Ca MMAJH MPOTUBONOKA3aHue KbM IMKIociopud, MTX
i [TYBA Tepamus.
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B npoyusane nipu nicopuazuc 1 (PHOENIX 1) ca ounenenn 766 natmentu. 53% ot 15X He ca ce
MIOBJIHSUIH, IPOSIBIIIA €24 HEMTOHOCHMOCT WJIA Ca UMAJIM MMPOTUBOIOKA3aHUE KBM JAPYyTa CUCTEMHA
tepanus. [larueHTuTe, paHIOMHU3UPAHH 32 JICYCHUE ¢ YCTEKUHYMA0, ca MPUEIH 103U OT 45 mg uiu
90 mg B cemmunm 0 ¥ 4 ¥ ca MPOABJLKKIIH Jia IPUEMAT ChIaTa J103a Ha BCeKU 12 ceMUITH.
[TanmenTrTe, paHAOMU3HUPAHH 3a JiedeHHe ¢ Tuianedo B ceqmuiy 0 u 4, ca IpeMUHAIIN KbM JISYSHHE C
ycTekuayMa0 (45 mg wiu 90 mg) B cenmuiu 12 u 16, ciex KOeTo ca MPOIbJIKHIIIN J1a TPUEMaT
chInara no3a Ha Bceku 12 cenmuru. [larmeHTr, MbpBOHAYAIHO PAaHAOMHU3UPAHU 32 JICUCHHE C
YCTeKHHYMa0, KOUTO ca JOCTUTHAJIN HUBO HA MOBJIMSABaHE 75 1O MHJIEKCA 32 00JIaCT U TEXKECT Ha
nicopuasuc (PASI) (monodpenne mo PASI ot munumym 75% B cpaBHEHHE ¢ U3XOJHUTE CTOWHOCTH) B
ceamuny 28 u 40, ca MOBTOPHO PaHJOMU3HMPAHU 32 JICUCHUE ¢ yCTeKHHyMa0 Ha BCeKH 12 ceqmuim
WIH ¢ TUIanebo (T.e. OTTerIsIHE OT TepanusiTa). [lannenTrTe, TOBTOPHO PaHIOMHU3UPAHU 32 JISYCHHE C
iane6o B cenmuna 40, ca Bb300HOBIIN TepanuiaTa cb¢ STELARA B mbpBOHaYamHaTa cu cxema Ha
Jo3upaHe, cien karo nmogpodpenuero uM mo PASI B cemmuna 40 e Hamansiio ¢ muaumym 50%. Bendku
MAIMEeHTH ca MPOCIeIeHH 3a MePHoJ 10 76 CeAMHIIN CIIe ] TbPBOTO MPIJIOKEHHE Ha U3CIEIBAHOTO
JIeYeHNeE.

B npoyusane npu ncopuazuc 2 (PHOENIX 2) ca ouenenn 1 230 nauuenTtu. 61% oT TsX He ca ce
TIOBJIHSUTH, TIPOSIBIITH Ca HETOHOCHMOCT HMJIH €Ca UMAJTH MPOTHBOMOKA3aHUE KM JIPyra CHCTEMHA
tepanus. [larMeHTUTe, paHIOMHU3UPAHH 32 JICUCHUE ¢ YCTEKMHYMa0, ca MPUen 103U OT 45 mg wiu
90 mg B cenmuiu 0 u 4, mocJieABaHH OT JOIIBJIHUTEIIHA 1032 B ceamuna 16. [aruenrure,
PaHIOMU3UPAaHH 3a JiedeHue ¢ Tuiarne6o B ceaqmuny 0 1 4, ca MpeMUHAIH KbM JIeUeHHEe C YCTEeKHHYMao
(45 mg nau 90 mg) B ceamurty 12 u 16. Bcruku marpieHTy ca MPOCIeAeHH 3a MEPHOT 10 52 CEIMUIIN
cliell TbPBOTO MPUIIOKEHUE HA W3CIICIBAHOTO JICUCHHE.

B npoyusane npu nicopuaszuc 3 (ACCEPT) ca onenern 903 manueHTH ¢ yMEpeH 70 TEXBK MICOPHUA3NC,
KOHUTO HE ca Ce MOBIHSIIH, IPOSBUIIN ca HEIMOHOCHMOCT WJIM Ca UMaJli MPOTHBOIIOKAa3aHUe KbM JIpyra
cucrtemHa tepanusi. CpaBHeHa € e(UKacCHOCTTa Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEPIICTIT U € OllCHEHa
Oe3omacHOCTTa Ha yCTeKMHYMab u eraHepuent. [lo Bpeme Ha 12-ceaMuyHaTa aKTUBHO KOHTPOJIUpPaHa
YacT OT NMPOYYBAHETO MAI[UEHTUTE ca PaHJOMM3HUPAHH Ja Mpuemat eraHepuent (50 mg 1Ba NbTH
CEeIMUYHO), ycTekuHyMao 45 mg B ceamuiu 0 1 4 winu ycrekuaymad 90 mg B ceqmuru 0 u 4.

N3xoaHNTE XapaKTEPUCTUKHU Ha 3a00JI1BAaHETO Ca MPUHLUITHO ITOCIIEI0BATEIHM BbB BCUUKHU IPYIIH Ha
JieueHne B MpoyuBaHe npu rncopuasuc 1 u 2 ¢ meanana Ha PASI ckopa Ha uzxoano HuBo ot 17 1o 18,
¢ MeJMaHa Ha TeJiecHa MoBbpXHOCT (BSA) Ha m3xonHO HUBO > 20 ¥ ¢ MeMaHa HA 1EPMATOJIOTHYCH
uHIeKC 3a kadecTBo Ha )uBOT (DLQI) B rparunute ot 10 mo 12. bimso exna tpera (mpoydBaHe pu
ncopuasuc 1) u enHa 4eTBBPT (IIPOyUBAHE MPHU TICOPHA3UC 2) OT NAITUSHTUTE UMAT ICOPUATUICH
aptput (PsA). [Togo6Ha TexxecT Ha 3a00JIIBaHETO ce HAOJIFO/IaBa U IPU NPOYYBAHE MTPH IICOPUA3HUC 3.

[IspBUYHATA KpaiiHa TOYKA B TE3U MPOYUBAHMS € CHOTHOIIICHUETO HA MAITUEHTUTE, TOCTUTHATTH HIUBO
Ha noBusABaHe 1o PASI 75 cripssMo U3XOIHUTE CTOMHOCTH B ceamuiia 12 (Bx. Tabnuiu 4 u 5).

Tabnuya 4. O60bwenue na knunuyHOmMO nogauséane 6 npoyusare npu ncopuasuc 1 (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cenvuna 12 Cenmura 28
2 no3u (ceamuiia 0 u ceqmuna 4) 3 no3u (ceamuria O,
cenmuria 4 u ceamuna 16)
[Tnane6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoii
paHIOMHU3UPAHU 255 255 256 250 243
MAIUEHTH
EX?}@%BB‘;; ‘Z;O | 26 (10%) | 213 (84%)° | 220 (86%)2 | 228 (91%) | 234 (96%)
gggﬁ’zag; lg(;) | 8 (3%) 171 (67%)? | 170 (66%)° | 178 (71%) | 191 (79%)
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TToBausaBane mo

0, 04) 2 04) @ 0, 0,

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

OOJI° 3a u3uncTenn

o e, Op. |10 (4%) | 151 (59%)° | 156 (61%)° | 146 (58%) | 160 (66%)

(%)

Bbpoii maruentu

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

Bbpoii martuentu

> 100 kg 89 87 92 86 90
IloBnusBane mo 0 0 o . ]
PASI75.6p. (%) | 2 (%) 47 (54%) | 63(68%) | 48(56%) | 67 (74%)

IIpoyuBane npu

NCOpHA3HC 2

Bbpoii

paHIOMU3UPaHU 410 409 411 397 400

MMalUCHTHU

IloBnusBane 1o 0 o a o2 . .

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

IToBnusiBaHe Mo 0 o a o a . ;

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

IloBnusBane o 0 o a o 2 . .

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

OOJI° 3a u3uncTeHn

o s, Gp. | 18(4%) | 277 (68%)° | 300 (73%)° | 241 (61%) | 279 (70%)

(%)

Bpoii nanmenTn

<100 kg 290 297 289 287 280
IloBnusBane 1o 0 0 . . .
PASI 75, 6p. (%) 12 (4%) 218 (73%) | 225(78%) | 217 (76%) 226 (81%)

Bpoii nanmenT

> 100 kg 120 112 121 110 119
Hosussare 1o 3 (3%) 55 (49%) | 86 (71%) 59 (54%) 88 (74%)

PASI 75, 6p. (%)

a
6

OOJI = O6m1a orieHKa Ha JeKaps

p < 0,001 3a ycrekuaymab 45 mg nimm 90 mg B cpaBHeHue ¢ manebo (PBO)

Tabnuya 5 O606wenue Ha kiunuuHOMO nogauséane 6 npoyusare npu ncopuasuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBane npu ncopuasuc 3
ETanepuent Ycreknnymad
24 no3u 2 no3u (cenmuna 0 u ceamuna 4)
(50 mg nBa mbTH 45 mg 90 mg
CEJIMUIHO)
Bbpoii parioMHU3HpaH MAMEHTH 347 209 347
[osnusiBane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)?
[osnusiBane o PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)?
IMosnusisane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
8:3;31 ;i;l}?;ﬂg;elz& ;”m 170 (49%) 136 (65%)? 245 (71%)°
Bpoit natmentu < 100 kg 251 151 244
(r(f/‘;;m’maﬂe no PASI75, op. 154 (61%) 109 (72%) 189 (77%)
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Bpoit matmentu > 100 kg 96 58 103

g/(;;sntaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

a

6

p < 0,001 3a ycrekunymad 45 mg i 90 mg B cpaBHEHHE C €TaHEPLENT.
p = 0,012 3a ycrekunymab 45 mg B cpaBHEHHE C €TaHEPIIEMT.

B npoyuBane npu ncopuasuc 1 nogaepxkaneto Ha PASI 75 e 3HaunTenHO 1M0-BUCOKO NMPHU
NPOJBIDKUTENHO JICUCHUE, B CPABHEHHE C TOBA NPH oTTerisiHe ot edenueto (p < 0,001). [lonoOHu
pesynTaTu ce HabIroAaBat npy Besika fo3a yerekuaymad. Ha 1% roguna (cenmuma 52) 89% ot
MaIEeHTUTE, TIOBTOPHO PaHIOMHU3HMPAHH 32 ITOAILPIKAIIO JIeUeHHe, ca ce moBmmsuta o PASI 75, B
cpaBHeHHE ¢ 63% OT MalMeHTHTE, TOBTOPHO PaHIOMHU3UPaHH 3a Tae0o (OTTErsHE OT JICYSHUETO)
(p <0,001). Ha 18™ mecerr (ceqmuria 76) 84% OT maimeHTUTE, MOBTOPHO PAHIOMHU3UPAHH 32
MOTBPIKAIIO JIeueHue, ca ce moBnusn 1o PASI 75, B cpaBHenne ¢ 19% oT manueHTHTE, TOBTOPHO
paHIOMuU3MpaHy 3a ranebo (oTTeryisiHe oT JeyenueTo). Ha 3™ roguna (ceamuna 148), 82% ot
MalUeHTHTE, MOBTOPHO PaHIOMM3HPAHU 32 MOAbPIKALIO JieueHue, ca ce nosnusuim nmo PASI 75. Ha
5-ta roguna (ceamuma 244) 80% ot man@eHTuTe, MOBTOPHO PaHAOMU3NPAHA Ha MOABPIKAIIO JICUCHHE,
ca ce moBnmsia mo PASI 75.

[Ipn manmeHTUTE, MOBTOPHO PAaHIOMHU3MPAHU 3a IIane00, KOUTO OTHOBO Ca MPEMHHAIN KbM
IbPBOHAYAJIHATA CU CXEMa Ha JICYeHHE ¢ yCTeKuHyMal cien 3arybata Ha > 50% noznoOpenue 1mo
PASI, 85% ca Bp3cTanoBmin noBnusiBaHeTo mo PASI 75 B pamkute Ha 12 ceamuiu ciex
BBH300HOBSIBAaHE HA TEPAITUATA.

B npoyusane npu ncopuasuc 1 B ceamuia 2 u ceqmuia 12 ce HabIr01aBa 3HAYUTEITHO 110J00peHUe
crpsiMo u3xoanuTe ctoiiHoctd Ha DLQI BBB BCsiKa OT rpynuTe Ha JieueHHE C YCTEKHHYMao B
cpasreHue c manebo. [lomodpennero ce 3amasBa go cenmuiia 28. [lomoOHO 3HAUMTETHO TOTOOpEHIE
ce HaOrO/1aBa B IpOyYBaHe MpH rcopuasuc 2 B ceamunu 4 u 12, koeto ce 3ana3sa g0 cenmuia 24. B
NpoyYBaHe MpH Icoprazuc 1 mogoOpeHnsTa B HOKbTHHUS TICOpUasuc (MHICKC 3a TeKECTTa HA HOKBTEH
TICOpHA3MC), B 00II1aTa OlleHKa Ha PU3NIECKOTO U eMOITMOHAITHOTO ChCcTOsTHUE 110 SF-36 1 BB
BU3yaJIHO-aHAJIOTOBATa CKajla 3a ONpeelisiHe Ha CTOWHOCTTa Ha Ooskarta npu cepoex (VAS) oo ca
3HAYMTENTHH [IPU BCSKA rPYyIa Ha JIeYeHHe ¢ yCTeKUHyMal B cpaBHEHHe ¢ mane6o. B mpoyuBane npu
ncoprasuc 2 KIMHUYHATA cKasia 3a TpeBOoKHOCT u aenpecust (HADS) u BbIIpOCHUKET 3a paboTHH
orpannueHust (WLQ) cbiuo mokas3Bar 3HaUNTETHO OAOOPEHUE BBB BCSIKA OT IPYNUTE Ha JICUECHHE C
yCTeKnHYyMab B CpaBHEHHE ¢ T1aneo.

[IcopuarnueH aprpurt (PSA) (BB3pacTHHU IMALMEHTH)

JlokasaHo e, 4ye ycTeKnHyMa0 moj00psiBa MPU3HAIUTE U CUMIITOMUTE, (PU3NUIECKOTO ChCTOSIHUE H
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA )KHMBOT M HAMaJIsIBa CTENICHTA Ha TIPOTPECUs Ha MePUPEPHOTO
CTaBHO YBpPEXKJIaHE MPU Bb3PACTHU MAI[CHTH C aKTHBEH PsA.

be3zonacHocTTa M e(hUKaCHOCTTA HAa YCTEKUHYMAaO ca OlEHEHHU NpH 927 NMallMeHTH B 1BE
paHIOMHU3UPAHH, IBOHHOCIEIH, IIIAe00-KOHTPOIMPAHH TPOYUBAaHUS MPHU MAIlMEHTH ¢ aKTHBEH PSA
(> 5 moxyty cTaBu 1 > 5 OOJNE3HEHH CTaBH) BBIIPEKH yIIOTpeOaTa Ha HECTEPOUIHH
npotuBopb3manuTensu cpeacrsa (HCIIBC) wim mogudunmpaiy 601ecTTa aHTHPEBMATONTHA
nekapctBa (DMARD). [aruenTuTe B T€3U MPOYYBAHMS Ca UMaJI TIOCTaBeHA TuarHo3a PsA Haii-
MaJjko ot 6 mecena. BkiroueHu ca nmalueHTy ¢ BCAKaKbB MOATHUIT HA PSA, BKIIOUUTETHO
MOJIMAPTUKYJIAPEH apTPUT Oe3 JaHHU 332 PEeBMAaTOUIHU BB3IHU (39%), CHOHIMINT ¢ iepudepeH apTput
(28%), acumerpuuen nepudepen aptpur (21%), ¢ yyactre Ha qucTaiiHa MHTepdaaaHreaaHa cTapa
(12%) n nnBanuausupau aptpur (0,5%). Hag 70% u 40% ot nanuentuTe B ABETE [IPOYUYBAHHUS Ca
MMaJii CbOTBETHO €HTE3UT U NAKTHIUT Ha U3XOJHO HUBO. [lanuenTuTe ca paHAOMU3UpPaHU J1a
MoJIy4aT JiedeHue ¢ ycrekuaymao 45 mg, 90 mg, wnu miaie6o noaKoxxHo Ha cenMuii 0 u 4,
MOCJICIBAaHM OT Mpuiiarane Ha Bceku 12 cenvunu (q12w). [pubmusurentno 50% ot manueHTuTe ca
MPOABIDKHIIIY Ha ocTosiHAA 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusate 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT II), cborBeTHO 80% 1 86% OT

nanueHTure, ca omm nekysanu ¢ DMARD. B npoyuBane 1 He € 6110 MO3BOJICHO MIPEIUILIHO JIEUEHUE
C aHTaroHMCT Ha TyMop-HekpoTuzupanl ¢akrop anda (TNF)a. B mpoyuBane 2, noBeueTo nauneHTn
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(58%, n = 180) ca Owu JekyBanu ¢ eqHo win nmoseye antu-TNFa cpeacto(a), kato ot Ts1x Hax 70%
ca TmpeycTaHoBIIM cBoeTo aHTH-1TNFo nedenne, mopaau imrca Ha e(hUKaCHOCT WJIH HETIOHOCHMOCT,
IO BCSIKO BpEME.

Tpusnayu u cumnmomu

JledeHneTo ¢ yCTEKUHYyMab BOJIM JI0 3HAYUTEIHH TO00PEHNS B H3MEPUTENUTE 32 aKTHBHOCT Ha
3a00JIIBAHETO B CpaBHEHHME ¢ TU1anedo Ha cenmuna 24. [TbpBuyHaTa KpaiiHa TOYKa € IMPOLEHTHT Ha
HaIMEHTUTE, TIOCTUTHAIK OTrOBOP 20 MO KPUTEPUUTE Ha AMEPUKAHCKHSA KOJIEXK [0 PEBMATOJIOTHS
(American College of Rheumatology, ACR) na cenmuiia 24. OCHOBHUTE pe3y/ITaTh 3a e(hHUKACHOCT ca
npeacTaBeHy B Tabuuna 6 mo-m10my.

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

IIpoyyBaHe npu ncopuaTuyeH IIpoyuyBaHe npu ncopuaTuieH
aprpur 1 apTpur 2
IL1ane6o 45 mg 90 mg Il1ane6o 45 mg 90 mg
Bpoii
PAHIOMU3HPAHH 206 205 204 104 103 105
nauueHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)* | 21 (20%) | 45 (44%)?* | 46 (44%)*
otrosop, N (%)
OAT(;SBig’ Ng | 18(E%) | SLES%) | 57T@B%F | T(%) | 18(17%) | 24 (23%)°
ACR 70

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

bpoii nayuenmu c

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

Eﬁi;gg Ng | 4(G%) | 60(41%) | 65 (44%)F | 3(4%) | 24 (30%) | 36 (44%)°
KombOunmpan

PASI 75 u i . ) . -
R 8(5%) | 40 (28%)* | 62 (42%)* | 2(3%) | 24 (30%)* | 31 (38%)

otrosop, N (%)

Bpoii nauuenTn

<100 kg 154 153 154 74 74 73

ACR 20

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

bpoii 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 nanueHTH

> 100 kg 52 52 50 30 29 31

ACR 20

orrosop, N (%) | 8(15%) | 20(38%) | 23(d6%) | 4(13%) | 13 (45%) | 12(39%)

bpoii nayuenmu c

> 396 BSA" 41 40 38 26 22 24

PASI 75
otrosop, N (%)

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

p <0,001

p < 0,05

p=NS

bpoit marnmentu ¢ > 3% BSA 3acernara ncopuatuuHa Koka Ha H3X0IHO HHBO

H W o W
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ACR 20, 50 u 70 oTroBOpH IpOIBIDKABAT J1a CE TIOAOOPABAT WK Ce OIIbpxkKar 10 ceamuiia 52 (PSA
[Tpoyusane 1 u 2) u ceamuna 100 (PsA IIpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
cenmuna 100 ca mocturnatu npu 57% u 64%, crorBetHO 32 45 Mg 1 90 mg. B PsA Ilpoyusane 2,
ACR 20 otroBopu Ha ceamuiia 52 ca mocturHatu npu 47% u 48%, choTBeTHO 32 45 mg u 90 mg.

[IponeHThT Ha MAMEHTHTE, TIOCTUTHAINA OTIOBOP MO Moauduiupanu PSA kpuTepuu Ha OTTOBOP
(PSARC) cbI110 € 3HAYUTEITHO MO-TOJISIM [IPU FPYNUTE HAa YCTEKUHYMa0, B CpaBHEHHE C IUIae0o Ha
ceamuna 24. Otroopu PSARC ce nmoaabp:xkar mmo Bpeme Ha ceamuiiid 52 u 100. ITo-rojsm npoueHT ot
MAIUCHTUTE, JICKyBaHH C YCTEKUHYyMa0, KOUTO Ca UMaJTU CIIOHJUIUT ¢ Iepu(epeH apTPUT KaTo
OCHOBHA JMarHo3a, nokaseat 50 u 70 npoueHTHO mogoOpeHue B ckopa mo bat nHaekc 3a akTHBHOCT
Ha 3abonsBaneTo npu ankmwiosuparn cnoaamwmt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHeHue ¢ tutane6o Ha ceamunia 24.

OtroBopuTte, HaOMOJaBaHH TP TPYIHUTE, JIEKYBaHU C YCTEKMHYMa0, ca CXOHH MPH MAIUEHTHTE,
KOHTO ITOJTy4YaBart MM HE TI0JTydaBat eaHoBpeMeHHOo MTX 1 ce momappskaT o BpeMe Ha ceqMuIu 52
u 100. [TanmenTuTe, JEKyBaHU Npeau ToBa ¢ aHTH-TNFo cpesicTBa, KOMTO ca MOJNyYHIIH YCTEKUHYMao,
Ca TIOCTUTHAJH TIO-TOJISIM OTTOBOP HA CeAMHMIIA 24 B CpaBHEHHE C MAIMEHTUTE, OTy4YaBaId TuTarne0o
(ACR 20 otroBop Ha cemmutia 24 3a 45 mg u 90 mg e crotBeTHO 37% 1 34% B cpaBHEHUE ¢ MIae60
15%; p < 0,05) 1 OTroBOpPHUTE CE MOIBPKAT IO BpeMe Ha cenMulia 52.

[Ipu marmeHTH ¢ €HTEe3UT WM JaKTHIUT Ha U3XOAHO HHUBO, pu PsA IlpoyuBane 1 ce HabmonaBa
3HAYMMO NOJO0pEHHNE B CKOPOBETE 3a CHTE3UT U NAKTHIIUT [IPU TPYITUTE Ha yCTEKUHyMal B cpaBHEHHUE
¢ riane6o Ha ceamuna 24. B PsA TIpoyusane 2 ce HaOIr0aBa 3HAYUMO TI0JIOOPEHUE B CKOpa 3a
EHTE3UT U YHUCIICHO M0J00peHHe (He € CTAaTUCTUYECKH 3HaYMMO) B CKOpa 3a JaKTHIUT IpH rpynara Ha
ycrekuHyMab 90 mg B cpaBHeHHe ¢ Turane6o Ha ceamuna 24. [logoOpeHusiTa B CKopa 3a eHTE3UT U B
CKOpa 3a JaKTHJIUT ca NOJAbp KaHu 1o Bpeme Ha ceamuiu 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO YBpeXJIaHe B JIBETE PhIIE M KpaKara ce n3passiBa KaTo MPOMSHA CIIPSIMO U3XOJHOTO HHBO
B o6mms van der Heijde-Sharp ckop (vdH-S ckop), momudunmpan 3a PsA yupe3 mobaBsHe Ha
IUCTANHUTE MHTEp(aJaHreaIHy CTaBu Ha pruere. [IpoBeneH e npeaBapuTenHo qeGpuHupaH
WHTETPUPaH aHaIN3 Ha KOMOMHHUpaHu NaHHH OT 927 manueHTH B ABeTe PsA IIpoyuBanus 1 u 2.
YcreknHyMab Mmoka3Ba CTaTUCTHYESCKH 3HAYMMO HaMaleHUe B CTETIEHTa Ha MPOrpecusi Ha
CTPYKTYPHOTO YBpPEXJaHE B CPaBHEHHE C I1ae00, N3MEPEHO Ype3 IPOMSHA CIIPIMO W3XOAHOTO HHUBO
10 24 ceqmuria B o6mms moauduitpan VAH-S ckop (cperen + SD ckop e 0,97 + 3,85 B rpynara Ha
riane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 ipu choTBETHO ycTeknHYMab rpymnu 45 mg

(p <0,05) 190 mg (p < 0,001). To3u edext ce abmku Ha PsA IIpoyusane 1. EdexTsT ce cunra 3a
JIOKa3aH, He3aBUCHMO OT eAHOBpeMeHHaTa yrnorpeda Ha MTX u ce mogabpxa 1o BpeMe Ha

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

Qu3suuecko CbCmMosHUe U CBbP3AHO CbC 30PABEMO KAYeCMB0 HA JHCUBOM

[armenTy, JleKyBaHU ¢ yCTEKHHYMa0, ca IMoKa3aiu 3HAYUTEITHO Mo100peHne Ha PU3NIecKOTO
CBHCTOSIHUE, KAKTO € OIIEHEHO 10 MH/IEKCa 32 MHBAIMAHOCT OT BHIIPOCHUKA 32 OLIEHKA Ha 37PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [IpoueHThT Ha
MAIUEHTUTE, IOCTUTHAIN KIHHUYHO 3HaunMo > 0,3 mogoopenne Ha HAQ-DI ckopa cripsimo
M3XOJTHUTE CTOMHOCTH, CHINO € 3HAYUTETHO MO-TOJIIM IIPY TPYNHTE Ha YCTEKHHYMa0, B CpaBHEHHE C
miane6o. I[Togoopenne Ha HAQ-DI ckop cripsiMo H3XOAHOTO HUBO C€ HOIbPIKa 10 BpeMe Ha
ceaqmunu 52 u 100.

Nwma 3naunrenno nonodpenrie B DLQI ckoposere npu rpynuTe Ha YyCTEKHHYMa0, B CpaBHEHHUE €
rutane0o Ha ceqmuiia 24, KOeTo ce moabpka mo Bpeme Ha cenmuiy 52 u 100. B PsA Ipoyusane 2
MMa 3HAYUTEIIHO NOJOOpEHNE B CKOPOBETE 32 (PyHKIMOHATIHA OLIEHKA Ha TepanusiTa 3a XpOHUYHO
3abossiBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
IpyIHTE HA YCTEKHHYMa0, B CpaBHEHHE ¢ Tuiane0o Ha cenmulia 24. [IponeHThT Ha AIllMEHTHTE,
JOCTUTHAJIM KIMHUYHO 3HaYMMO 1oio0penue Ha ymoparta (4 Touku no FACIT-F) cbiio e 3HaunTEIHO
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MO-TOJISIM TPH TPYIIUTE HA YCTEKUHYMa0, B cpaBHeHHe ¢ mane0o. [Togoopenusta na FACIT-F ckop
ce MoJIbPIKaT M0 BpeMe Ha ceMuIa 52.

IleanaTpuyHa HOMyJIaIus

EBponeiickaTa areH1us 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEIOCTaBsIHE Ha PE3yITaTUTE OT
IPOYYBAHUATA C YCTEKMHYMa0 B €1HA WJIM [10BEYE MOATPYIH Ha MeAUAaTPUYHATA HOIMYJIalus C
IOBEHWICH UAMONAaTHIEH apTpUT (BXK. Touka 4.2 3a uH(hopManus OTHOCHO yroTpeda B IeInaTpHsITa).

IInakos ncopuasuc npu neduampuyny nAyUeHmu

JlokazaHo e, 4ye yCTeKuHyMa0 1moo0psBa MPU3HALUTE U CUMITOMUTE, (DU3HMYECKOTO ChCTOSIHUE U
CBBP3aHOTO CHC 3[IPABETO KAUECTBO HA KUBOT MPU MEIUATPUUHHU MAIMEHTH HA 6 TOJUHU U TO-TOJIEMHU
C TUTAKOB TICOPHA3HC.

Hayuenmu 6 ronouwecka evs3pacm (12-17 200unu)

Edukacroctra Ha ycreknaymad e mpoydena npu 110 meaumatpiuyHu ManreHTH Ha BB3pacT ot 12 10

17 roguHu ¢ yMEpeH JI0 TEXBK TUIAKOB TICOPHA3UC B MHOTOIIEHTPOBO, PAHJIOMH3HPAHO, JBOHHO-
o, miare6o KouTponupano npoyusane dpaza 3 (CADMUS). TTanueHTrTe ca paHI0MU3HPAHH 1a
nosydaBat win wiane6o (N = 37), win npenopbuYnTeaHaTa 103a yeTeKMHyMab (Bxk. Touka 4.2; n = 36),
WY TIOJIOBMHATA OT MPENOPhUYUTENHATA 1032 YCTeKHHYMa0 (N = 37), upe3 MOJK0KHO HHXKEKTHPAaHE Ha
ceamunu 0 u 4, ciies ToBa npuiiarane Ha Bceku 12 ceqmunu (q12w). Ha cenmuna 12 manuenTure,
JIeKyBaHHU ¢ T1ae0o ca MpeMUHAIH Ha YCTEKHHYMao.

IMarmuentu ¢ PASI > 12, PGA > 3 u 3acernara tenecHa nopbpxaoct (BSA) none 10%, kouto ca Ounm
KaHJUIaTH 3a CUCTEMHA Tepanus Wik (OoToTepanus, ca OTTOBapsIM Ha YCIOBUATA HA ITPOYYBAHETO.
[TpubnmsurenHo 60% OT MAIEHTHTE ca OWITH TIOJIOKEHHU Ha MPeIIIecTBalla KOHBEHI[MOHATHA
cuctemHa Tepanus win ¢ororepanus. [[pudmmsurento 11% ot manueHTUTE ca MMaK MPEAIISCTBAIIA
Tepanus ¢ OMOJIOTUYHH CPEJICTRA.

[TbpBUUYHaTa KpaliHa TOUKA € CHOTHOILEHUETO Ha MAllMEHTUTE, KOUTO ca nocturianu PGA oueHka Ha
n3unctenu (0) wnu muauManau (1) mmaku Ha ceamuna 12. BropuuHuTe KpaitHU TOUKH BKJIIOUBAT
PASI 75, PASI 90, npomsiHa cripsiMO H3XOTHOTO HHBO Ha JlepMaTOIOTHYeH MHJIEKC 32 Ka4eCTBO Ha
xwuBoT npu geua (Children’s Dermatology Life Quality Index, CDLQI), npomsiHa cpsiMO U3XOAHOTO
HHUBO Ha o0IIaTa OIIeHKa 110 cKajaTta Ha BeIpocHuUK 3a kauecTBO Ha KUBOT npH fena (Paediatric
Quality of Life Inventory, PedsQL) Ha cenmunia 12. Ha ceaqmuriia 12, naiMeHTUTe TPETUPAHU C
YCTEKHHYMa0 MOKa3BaT 3HAYUTEIHO MO-TOJISIMO 1OI00pEHHE Ha TICOPHA3Huca U CBBP3aHOTO ChC
3PABETO KA4eCTBO Ha KHMBOT B CPaBHEHHE C uiare6o (Tabuia 7).

Beruky naiueHTH ca mpociiesiBaHu 3a €pUKaCHOCT 3a MepHoa OT 52 CEeAMMIIU CJIC]] ITbPBOTO
MIPUJIOKEHUE Ha U3MTUTBAHUS JIEeKapCTBEH MpoAyKT. ChOTHOIIIEHHETO Ha nanueHTuTe ¢ PGA omnenka
Ha n3urcrenn (0) uian MuarManHu (1) mIaku U choTHOLIEHUETO Ha ocTurHaiaute PASI 75 nokas3sa
pas3ivka MeXIy TpyliaTta JieKyBaHa ¢ yCTeKruHyMa0 U miane0o rpynara Ha bpBaTa BU3WTA Ha
ceamuia 4 cieJl HadalHaTa, TOCTUTAWKN MakcuMyM o ceamuna 12. [TogoOpenusita B PGA, PASI,
CDLQI u PedsQL ce mogaspxkar o ceamuiia 52 (tTadbmumna 7).

Tabnuya 7. ObobweHue Ha NvpsUNHUmME U 8MOPUYHUME KPAUHU MouKu Ha ceOmuya 12 u ceOmuya 52

IeanaTpuyno npoyusade npu ncopuasuc (CADMUS) (Bv3pact 12-171.)

Cenvuna 12 Cenmuna 52
[IpenopbumnTenHa [IpenopbunTenHa
[nanebo nofa V(SFCKI/IHYME@ J:[osa Y(f)TeKHHyMa6
N (%) N (%) N (%)

PannoMusupanu nanueHTH 37 36 35
PGA
PGA na uzuncrenu (0) nim 2 (5,4%) 25 (69,4%)" 20 (57,1%)
MuHEMAaITHU (1)
PGA na n3uncrenu (0) 1(2,7%) 17 (47,2%)? 13 (37,1%)
PASI
PASI 75 pecriosznepu | 4 (10,8%) | 29 (80,6%)° | 28 (80,0%)
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PASI 90 pecrionnepu 2 (5,4%) 22 (61,1%)* 23 (65,7%)

PASI 100 pectiormepu 1(2,7%) 14 (38,9%)? 13 (37,1%)

CDLOQI

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

PedsQL

[TpomsiHa cIpsIMO M3XOTHO
HHUBO 3,35 (10,04) 8,03 (10,44)" 7,26 (10,92)

Cpenno (SD)"
* p<0,001
CDLQI: CDLQI e nepmatosioruyeH HHCTPYMEHT 32 U3MEpBaHe Ha epekTa Ha KOXKHUS IpoOsIeM BEPXY CBBP3aHOTO

ChC 3/[paBETO KaueCcTBO Ha XKHUBOT IpH reanarpudHara nomynanus. CDLQI ot 0 wim 1 mokasBa, e HAMa eekT BbpXy
KauecTBOTO HA XMBOT HA JIETETO.
® p=0,002
PedsQL: PedsQL e o61a ckana 3a n3MepBaHe Ha CBbP3aHOTO ChC 3PaBETO KaYeCTBO HA )KUBOT, pa3paboTeHa 3a
ynotpeda B NOMyJIAlMKTE Ha Aela 1 I0HOMIH. 3a ruianedo rpymnata Ha cenmuna 12, N = 36
A p=0,028

6

Ilo Bpeme Ha mTane00-KOHTPOIUPAHUS TIEPHOT 10 cenmuiia 12, epukacHOCTTa Ha ABETE JO30BU
rpynH, NPEenopbUNTeIHATa U IOJIOBUHATA OT IPEIIOPHUYUTEIHATA, KAaTO 1510 € CPaBHUMA B
I'bpBUYHATA KpaitHa Touka (69,4 u 67,6% chOTBETHO), BHIIPEKU Y€ Ma JTaHHU Ha J030B OTIOBOD 3a
M0-BUCOKHU CTOMHOCTH Ha KpuTepuure 3a epukacHoct (Harmp. PGA Ha mzunctenu (0), PASI 90). Cren
cenmuna 12, epukacHOCTTa KaTo LSO € MO-BUCOKA U MO-TIPOABIDKUTEINHA [IPU TpyIHaTa C
IMPECIOPBHUYNUTEIIHA 103a, B CPABHCHHUE C I'pyIliaTa Ha MOJIOBUHATA OT NPCHOPBUUTEIIHATA 1034, IIPpHU
KOSITO ce Ha0JIIo/1aBa [0-4eCcTO yMepeHa 3ary0a Ha e(pUKacHOCT B Kpas Ha BCEKU 12-ceqMHU4eH 0308
untepBai. [Ipodunure Ha Ge30macHOCT HA MPENOPBUNTENIHATA 103 U HA [TOJIOBUHATA OT
IpernopbUMTEeNIHATA 103 Ca CPABHUMHU.

leuya (6-11 coounu)

EdukacHoctTa Ha ycreknHyma0 e mpoydeHa npu 44 nequaTpuIHA MAUeHTH Ha Bb3pacT OT 6 10

11 romuHYU ¢ yMEpEH JI0 TeXbBK IJIAKOB IMICOPUA3UC B OTKPUTO, MHOTOIICHTPOBO Npoy4BaHe (aza 3 ¢
exno pamo (CADMUS Jr.). [laumenTure ca nekyBaHM C IPENOPBbUYUTENHATA 1033 YCTEKMHYMa0 (BK.
Touka 4.2; N = 44) upe3 noaKoKHa HHXKeKUus B ceamuiy 0 1 4, mocnenBaHo OT pUIaraHe BEJHBXK Ha
Bceku 12 cenmum (q12w).

IManmentu ¢ PASI > 12, PGA > 3 u ¢be 3acerdata BSA naii-manko 10%, KouTo ca KaHIUAaTH 3a
CHCTEMHa Tepanus WK QoToTeparnus, ca OMiIM NOJAXO/AIIH 32 poyuBaneTo. [Ipubnusurtento 43% ot
MAIMEHTUTE UMAT MPE/IIeCTRAIA SKCITO3UIIHS Ha KOHBSHIIMOHAJIHA CUCTEMHA Teparus Wik
¢dororepanus. [IpubnusurtenHo 5% OT MaMEHTUTE UMAT MPEANIECTBAIA €KCTIO3UINS Ha OMOJIOTUYHU
Cpe/CTBa.

ITbpBUUHaTa KpaiiHa TOYKA € MPOLEHTHT HNALMEHTH, ToCTUrHaIU ckop Ha PGA n3uucrenu (0) unu
muHMManHy (1) Ha cenmuna 12. Bropuunure kpaiiau Touku Bkitousat PASI 75, PASI 90 u npomsina
CIIPSIMO M3XOJHOTO HUBO Ha JlepMaToIOrnyHus MHICKC 3a KauecTBO Ha skuBOT npH Jjera (Children’s
Dermatology Life Quality Index, CDLQI) na ceamuna 12. Ha cenmunia 12 manueHTHTe, JISKYBaHH C
YCTEKHHYMa0, TIOKa3BaT KIMHUYHO 3HAYUMO ITOA00OpEeHNE Ha TICOPUA3Uca U CBBP3aHOTO ChC 3/IPaBETO
Ka4eCcTBO Ha XKHUBOT (Tabnuia 8).

Bceuuku naryeHTy ca npociensBaHu 3a ePUKACHOCT JI0 52 CEAMMIIA CJIe]] ITPBOTO MPUIIOKEHUE HA
MPOYYBaHOTO JIeKapcTBO. [IponeHTHT Ha manueHTuTe che ckop Ha PGA u3uncrenu (0) niu
munumaiiu (1) Ha cenmuna 12 e 77,3%. EdukacHoct (onpeaeneHa katro PGA 0 wiu 1) e
Ha0JI0JaBaHa oIlle IPH TBPBOTO TOCEIIEHNE CIIE U3XOIHOTO HUBO Ha ceAMHUIIA 4, a IPOIEeHTHT Ha
MAIMEeHTHTE, TOCTUTHAIU ckop Ha PGA O wn 1, ce moBumiasa no ceamuna 16, karo ciex ToBa octaBa
OTHOCHUTEJIHO cTabuieH J0 cenmuiia 52. [Tomoopenusta Ha PGA, PASI u CDLQI ce momabpxar a0
cenmmuria 52 (tabmimma 8).
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Tabnuya 8 Obobwenue Ha NbpeUUHAMA U BMOPULHUMEe KPALHU MOYKY Ha ceomuya 12 u Ha
ceomuya 52

IMeqmaTpuyno npoyusane npu ncopuasuc (CADMUS Jr.) (Bs3pact 6-11 1.)

Cenqmuna 12 Cenqmuia 52
IIpenopwuutenna nosa IIpenoppunrenHa no3a
ycTeKnHyMal yCTeKHHYMab
N (%) N (%)
Bxurrouenu nanmenT 44 41
PGA
PGA na u3unctenu (0) nnn 34 (77,3%) 31 (75,6%)
muarManau (1)
PGA na uzunctenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pecrionaepu 37 (84,1%) 36 (87,8%)
PASI 90 pecrionnepu 28 (63,6%) 29 (70,7%)
PASI 100 pecionnepu 15 (34,1%) 22 (53,7%)
CDLQI?
[Manimentu ¢ CDLQI > 1 Ha (N=39) (N=36)
W3XOAHO HUBO
CDLQI 0 pmm 1 24 (61,5%) 21 (58,3%)

& CDLQI: CDLQI e fepMaToIoOrnyeH HHCTPYMEHT 32 OlleHKA Ha e)eKTa Ha KOXKHHUS MPo6IIeM BHPXY CBBP3aHOTO ChC

3/IpaBETO KAaueCTBO HA KUBOT Ipu neauatpuanaTa nomyianus. CDLQI 0 wim 1 mokasBa, ye HAMa eeKT BbpXY
KaueCcTBOTO HA XMBOT HA JIETETO.

Bbonecr na Crohn

be3onacHocTTa M ehuKacHOCTTa Ha YCTEKMHYMa0 ca OIICHEHU B TPY PaHIOMU3HPAHH, IBOWHO-CIICIIH,
1a1e00-KOHTPOIUPAaHN, MHOTOIICHTPOBH MTPOYYBaHUS TIPH BH3PACTHU MMAIIMEHTH C yMEpPEeHa JI0 TEXKA
axtuBHa Oonect Ha Crohn, ¢ Mumekc Ha aktuBHOCTTA Ha Gontectra Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KIMHHYHO pa3pabOTBaHE Ce ChCTOM OT JIBE 8-
ceaAMHUYHU npoyuBanus ¢ MHTpaBeHo3Ha nHAYyKus (UNITI-1 u UNITI-2), mocnexaan ot 44-
CEIMHYHO PAHJIOMHU3UPAHO MIPOYYBAHE C MOAKOKHO MPHIOKEHHE Ha morbpxaiia 1o3a (IM-UNITI),
MIPEJICTARIISIBAIIY 52-CeIMUYHA TeParysl.

[IpoyuBanusta ¢ naayknus Brimousat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nanuenTH.
IIspBuYHaTa KpaiiHa TOYKa 3a JABETE MHIYKIIMOHHU IIPOYUYBAaHHUs € IIPOLICHTHT HA YYaCTHULIUTE C
KIIMHAYEH OTroBop (omnpezenen kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha cenmuna 6.
Jannute 3a eukacHOCT ce chOMpaT M aHATU3UPAT JI0 CEAMUIIA 8 3a IBETE MPOYIBAHHS.
EnHOBpEeMEHHOTO NMPHIIO’KEHUE Ha IEPOPATTHU KOPTHKOCTEPOUIN, UMYHOMOIYJIATOPH,
AMHUHOCAITMIIWIATA ¥ QHTUOMOTHIIH € pasperieHo u 75% OT MalueHTHTe MPOIb/DKABAT JIa MOJyvaBat
Hali-MaJIKO €IHO OT Te3H JIeKapcTBa. B 1BeTe npoydBaHus MaMEHTHTE ca PaHIOMU3UPAHH J1a
HOJTy4YaT eTHOKPATHO HHTPABEHO3HO MPENOPBYNTEIHATA /1032 OT NpHOIM3uTeHO 6 mg/kg B
3aBUCHMOCT OT TeJIECHOTO TerJio (Bx. Tabmuua 1, Touka 4.2), dukcupana go3a 130 mg ycrekuaymad
wi 1ane6o Ha cenmutia 0.

[TarmenTtrure B UNITI-1 ca nexyBanm HEYCIENIHO WM UMAT HETIOHOCHMOCT KbM TpEANIECTBAINA aHTH-
TNFa tepamust. [Ipubmmsutenno 48% OT ManMeHTHTE ca JIKYBaHW HEYCIENTHO ¢ | mpemnrecTBama
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 OTTOBOP (IbPBHYHU
HepecnoHaepn), 69,4% ca ce MOBIHMSIIN, HO ca MMPECTAHANHN Ja C€ TIOBIUSIBAT (BTOPUIHH
HepecoHiepn), a 36,4% uMat HemoHOCUMOCT KbM aHTU- | NFo Tepanuu.

[TammenTture B UNITI-2 ca nexyBaHM HEYCIENIHO Hali-MaJIKO C €/THAa KOHBEHIIMOHAIHA Teparus,
BKITIOUHTEITHO KOPTUKOCTEPOUIN HITH MIMYHOMO/TYJIATOPHU, KAaTO HJIH HE ca JISKYBaHH JI0CeTa C aHTH-
TNF-a tepanust (68,6%), unu ca nonyyaBanu npeau Tosa antu-TNFa Tepanust, HO Ts e Onna
Heycnemsa (31,4%).
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B nete UNITI-1 u UNITI-2 3Ha4MMO TO-TOJISIM IPOIICHT OT HMAITUEHTUTE B TPYIIaTa, JICKyBaHa C
YCTEKHHYMa0, ca ¢ KIIMHWYEH OTTOBOP M PeMHUCHs B cpaBHeHue ¢ marebo (Tabmuma 9). Knuuuaaust
OTTOBOP M PEMHCHSATA Ca 3HAYMMH OIIlE Ha CeMUIIA 3 MIPH MaIUSHTHTE, JIKYBAHHU C YCTEKUHYyMa0, 1
TE€ TPOJIBJDKBAT JIa Ce MOA00PABAT 10 ceamuiia 8. B Te3u npoyuyBaHUs ¢ MHAYKIHS ¢(h)UKACHOCTTA €
M0-BHCOKA ¥ C€ TOJIbPrKa M0-100pe B TpyIaTa ¢ J03a B 3aBHCHMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHHE c rpymnarta ¢ go3a 130 mg u mopaau ToBa Ipy MHTPABEHO3HA WHAYKILHMS Ce MMPENophyuBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabauya 9. Unoyxyus na xnunuyen omeosop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
IInanedo |Ilpemopbuurte| Ilname6o |IIpemopbuuTe
N =247 JIHA /1032 N =209 JIHA /1032
YCTEeKHHYMAa0 yCTeKMHYMa0
N =249 N =209
Knunnuna pemucusi, ceamuiia 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)?

Komrwsen orrosop (100 Touxn), 53 (21,5%) | 84 (33.7%)° | 60 (28.7%) | 116 (55,5%)"

ceamuia 6
Komnuaen otrosop (100 Tousu), 50 (20,2%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)*
cenMuiIa 8
70-TOUKOB OTTOBOP, CEAMUIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)°
70-TOUKOB OTTOBOP, CEAMUIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)°

Knuangnata pemucus e onpenenena kato CDAI ckop < 150; KmuHUYHUAT OTTOBOp € OIpeesicH KaTo HaMaJleHHe Ha
CDALI ckop ¢ Haii-manko 100 TOUKy UM ChCTOSHUE B KIMHUYHA PEMHCUS

70-TOYKOBHAT OTTOBOP € ompenenieH kato HaMmaneHue Ha CDAI ckop ¢ Hali-manko 70 Touku

* Heycnex na antu-TNFo Tepammst

** Heycrex Ha KOHBEHIMOHAJHATA TEPaITUs

2 p<0,001
® p<0,01

B npoyuBaneto ¢ nogabpxama tepanust (IM-UNITI) ca onenenn 388 nauueHTH, KOUTO JOCTUTAT
100-To4YKOB KJIMHWYEH OTTOBOP Ha CeIMHUIIa 8 OT MHAYKIUATA ¢ ycTeknayMa0 B mpoyuBanust UNITI-1
u UNITI-2. [TaurenTure ca paHAOMU3HPAHU HA CXEMa Ha MOAIBPKALIO0 JICUEHHUE C TOJAKOKHO
npuiokenue Ha 90 mg ycreknHyMab nipes 8 cenmunu, 90 mg ycrekuaymab mpe3 12 ceMHIT Ui
ianebo B poIb/DKeHne Ha 44 cenMuIy (3a MPEenopbhUUTEIHATA ITOUThPIKAIIA 1032 BXK. TOYKA 4.2).

3HAYUMO TO-TOJISIM MPOLICHT MALMEHTH B IPYIUTE, JICKYBAaHU ¢ YCTEKHMHYMAO0, MOUIbPIKAT KIIMHUIHA
PEMHUCHS 1 OTTOBOP Ha ceaMuIia 44 B cpaBHEHHE ¢ Tpymnara Ha miane6o (Bx. Tabmuma 10).

Tabnuya 10: Ilooovporcane Ha knunuunua omeoeop u pemucus 6 IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3anoYeane ¢ UHOYKYUOHHAMA 003a

Ilmane6o* 90 mg 90 mg
YCTEeKHHYMAa0 | ycTekMHyMa0
npe3 npe3
8 ceqmuum 12 cenmunu
N =131f N = 129°
N = 128"

KiuHW4HA peMucus 36% 53%? 49%°
KiiMHuYeH 0TroBop 44% 59%° 58%°
Knuanyna pemucus 6€3 KOpTHKOCTEPOHIH 30% 47%° 43%"

KinHnyHa peMucus npu NanueHTH:
B PEMHCHS B HAUAIOTO Ha MOAAbpIKaIIaTa

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

Tepanus

KOUTO C€ BKJIIOYBAT OT MIPOyYBaAHE 0 o ] .
CRD3002¢ 44% (31/70) | 63% (45/72) 57% (41/72)
KOWTO HE ca JICKyBaHU JOCera ¢ aHTH- 0 0 R .

TNFo Tepanus 49% (25/51) | 65% (34/52) 57% (30/53)
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KOHTO C€ BKJIIOYBAT OT IPOYUYBaHE
CRD3001°

Kmmnarmynara pemucns e onpenenena karo CDAI ckop < 150; KiNMHAYHUAT OTTOBOP € ONpe/ielieH KaTo HaMaJleHHe Ha
CDAI cxop ¢ Haif-manko 100 TOYKH WM CBCTOSIHHE B KIIMHUYIHA PEMHUCHS

I'pynara Ha mane6o ce ChbCTOH OT TMAIMEHTH, KOUTO ca Ce MOBIHSIN OT YyCTEKNHYMa0 U ca paHJIOMHU3HPaHH 1a
HOJIy4aBaT IUIaedo0 B Ha4alIoTo Ha O (bpiKallaTa Teparnus.

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

*

T Ilauuentu, kouto umat 100-TOUYKOB KIMHUYEH OTTOBOP KbM YCTEKHHYMa0 B HAYaJIOTO Ha MOJAbpIKAIIaTa Tepaus
! laumentn, KouTO He ca Ce MOBNMSIN OT KOHBEHIMOHANHATA Tepanus, HO He aHTH-TNFa Tepamus

§ [TarmenTH, KOUTO ca pedpakTepHHU WIK UMAT HETIOHOCUMOCT KbM aHTH-TNFo Tepamnus

2 p<0,01

® p<0,05

HOMHUHaIHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He NOAABPKAT OTTOBOPA KbM YCTCKHHYMAO MPH MPHUIIOKEHUE MTPe3
12 cepMuny 1 € MO3BOJICHO KOPUTHPAHE Ha 103aTa Taka, ue Ja MoJIydaBaT ycTeKnHyMal npes

8 cenmuny. 3arybara Ha oTroBop ¢ onpenenena karo CDAI ckop > 220 touku 1 > 100 Toukn
noBuuieHue cupsamo uzxonnus CDAI ckop.llpu Te3u nanueHTH KIIMHUYHA PEMUCHSI €€ TOCTUTa IIPU
41,4% ot manmenTure 16 ceqMuIy ciieql KOpUrupaHe Ha J03aTa.

[TanyeHTHTE, KOUTO HE Ca HOCTUTHAIHN KIMHUYEH OTTOBOP KbM MHIYKLUS C YCTEKUHYMal Ha
cenmuiia 8 ot npoyusanusrta ¢ uaaAykims UNITI-1 u UNITI-2 (476 nauueHTH), ca BKIIOUYCHH B
HEpaHJOMH3MpaHaTa 4acT OT MpoyuyBaHeTo ¢ noaabpxaina Tepanus (IM-UNITI) u ca nonyunnu
MOJKOKHA HHXKEKLus ¢ ycTekuHyMmad 90 mg no tosa Bpeme. Cnen ocem ceamuiu 50,5% ot
NAaMEeHTUTE ca IOCTUIHAIHM KJIMHUYEH OTIOBOP U Ca MPOIBJDKUIIM Aa MOTy4aBaT MOLIbprKalla
Tepanud npe3 8 cenmuiy. [loeuero oT Te3u MaMEHTH C MPOABIDKUTETHA MTOAIbpIKAIA Teparys
nogabspxat otroBop (68,1%) u mocturar pemucus (50,2%) Ha cenqmuua 44, KaTo NPOLICHTHT UM €
noJ00eH Ha TO3M NPU MALUEHTUTE, KOUTO ITbPBOHAYAIIHO €a C€ MOBJIUSIINA OT HHAYKLUS C
yCcTeKnHyMao.

Ot 131 nanuenTy, KOUTO ca Ce MOBIUSIIN OT HHAYKIHS C YCTEKHHYMa0 U ca pPaHIOMU3HUPAHH B
rpymnaTa Ha Ianedo B Ha4aioTo Ha IPOYYBaHETO ¢ MOIbpKallla Tepanus, 51 BrocieacTeue ca
3aryOuiiM OTTOBOpa CH | ca noiay4ymin 90 mg ycTeKuHyMa0 moakoxkHo npe3 8§ ceamuiu. [lopeueTo ot
MAIMEeHTHTE, 3aryOniIi OTTOBOPA CH U TMIOAHOBWIIH JICUEHUETO C YCTEKMHYMa0, ca ro HaIpaBHIIH B
pamkuTe Ha 24 ceIMUIM OT MHAYKIHOHHaTa nHGy3us. Ot te3u 51 mamuentu 70,6% mocturar
KIMHIYEH O0TroBop U 39,2% mocturat KiIMHUYHA peMucus 16 ceMUIM cliesl oJlyyaBaHeTo Ha
IbpBaTa MOJKOKHA /1032 YCTEKHHYMaO0.

B IM-UNITI nanmenTuTe, 3aBBPIIINA IPOYYBAHETO 0 ceamuIia 44, ca moaXOoIsIIu Ja IpoabiKaT
JICYCHUETO B IPOIBDKEHUE HA TIpoyuBaHeTo. [Ipu Bcuukute 567 maneHTH, BKIFOUESHU Ha U JICKYBaHU
C YCTEKMHYMa0 B IPOIBIDKEHUETO HA MTPOYYBAHETO, KIIMHUYHATA PEMHUCHUS U OTTOBOPHT OOMKHOBEHO
ce TOJIbPIKAT 110 ceamuiia 252, kakto npu OosHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MAIUSHTUTE C HEYCIIeX Ha KOHBCHIIMOHAIHUTE TEPAIIUH.

He ca ycranoBeHM HOBU ChOOpaXKeHUs 32 0€30MIaCHOCT NP YAbJDKaBaHE Ha TOBA IIPOYYBAHE JI0
5 roauHM Ha JIeueHue mpu nanueHTu ¢ oonect Ha Crohn.

Enoocronus

BBHIHUAT BUJT HA JIMTABHUIIATA € OLIEHEH €H/IOCKOTICKH MPHU 252 MAUeHTH C IMOIXO0ISIIa U3X0IHA
€HIOCKOIICKA aKTHUBHOCT Ha 3a00JISIBAHETO B €IHO MOAnpoyyBane. [IbpBuYHATA KpaifHa TouKa €
HPOMSTHA OT M3XOHOTO HUBO Ha OnpocTeHus eHI0CcKoncku ckop npu 6osiect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HII€0-KOJIOHHU
CerMEHTa 3a HAJIMYUe/pa3Mep Ha SI3BUTE, POLICHT Ha JIMTABUYHATA TIOBBPXHOCT, TOKPHUTA OT SI3BH,
NPOLICHT Ha JIMraBUYHATa TIOBBPXHOCT, 3acerHara OT JAPYTH JIE3UH, U HAINYUe/BHU Ha
CTecHsBaHHATA/CTpUKTypuTe. Ha cenmuna 8, ciien eqMHuYHa HHTPAaBEHO3HA HHAYKIIMOHHA 71032,
npomsnaTa B SES-CD ckopa e mo-rojisiMa B rpymara Ha ycrekunymao (n = 155, cpeana

npoMstHa = -2,8) OTKOJIKOTO B IpymaTa Ha mianedo (n = 97, cpeana npomsaa = -0,7, p = 0,012).
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Tosnuseane na gpucmynume

B enna moarpymna manueHTH ¢ ApeHupaiiy GUCTYIN Ha U3X0AHO HUBO (8,8%; n = 26), ¢puctynure Ha
12/15 (80%) oT neKyBaHHUTE C YCTCKUHYMa0 MalMEHTH Ce TIOBIUABAT B MMPOBIDKCHUE Ha 44 CeMHUIIN
(ompeneneno kato > 50% HaMaJeHHE OT U3XO0JHO HUBO B MIPOYYBAHETO C MHIYKIMsI Ha OpOsI Ha
npennpamute Grctynn) B cpaBHerne ¢ 5/11 (45,5%) ¢ mmane6o.

Kauecmso na sicusom, cevpsano cvce 30pasemo

KauecTBOTO Ha J)KUBOT, CBBP3aHO ChC 3JJPABETO, € OIEHEHO MOCPEACTBOM BHIIPOCHUK TIpU
BB3MANUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BbrpocHuim SF-36. Ha cenmuna 8 nanueHTHTe, MOdyvYaBalld yCTEKUHYMa0, MOKa3BaT CTATUCTUYECKU
3HAYMMO MO-TOJSIMO U KIIMHUYHO 3HaYMMO To100peHue Ha ooums IBDQ ckop u Ha 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 nmpoyusanero IM-UNITI no cenmunia 44 te3u nmomoOpeHus
00OMKHOBEHO Ce MOJABPKAT N0-100pe MPH JIEKYBaHU C yCTEKMHYMa0 MallMeHTH B CPaBHEHHE C
miare6o0. ITomobpennero Ha Ka9eCTBOTO HA KHUBOT, CBBP3aHO ChC 37PaBETO, OOMKHOBEHO CE
MOIIBPIKA MIPE3 ISLIOTO IMPOIBIDKECHHE 10 ceaMuiia 252.

Yarepo3eH KOIUT

be3onacHocTTa M e(h)UKAaCHOCTTA Ha YCTEKMHYMAa0 ca OLICHEHH B IBE PaHIOMU3UPAHH, ABOHHOCIIEIH,
T1ane60-KOHTPOIMPaHU, MHOTOLICHTPOBH MPOYYBAaHUS NIPU BB3PACTHH MAIUCHTH C YMEPEH JI0 TEXKBK
aKTUBEH YJIIepo3eH KoJuT (ckop 1o Mayo 6 no 12; eagockorncku cyockop > 2). [Iporpamara 3a
KJIMHAYHO pa3paboTBaHE ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HapeueHO
UNIFI-]) ¢ nedenue no 16 ceamuim, nocieaBaHo ot 44-ceIMUYHO POYYBAHE C MO IBPIKAIIO0
JICYCHUE C MOJKOKHO MPUIIOKEHHE, C PAaHIOMH3HPAHO criupaHe Ha JieueHneTo (Hapeueno UNIFI-M),
KOETO MPEJCTaBIsIBa HAl-MaJIKO 52 ceAMULU Ha Tepamusl.

[MpencraBenure pesynraru 3a epukacHoctT or UNIFI-1 u UNIFI-M ce ocHOBaBaT Ha 1eHTpaieH
Iperes Ha eHI0CKOIIUUTE.

UNIFI-I BkmrouBa 961 nmanmentu. [IspBuuHaTa KpaitHa TOYKa B MPOYYBAHETO C UHIYKITUS €
MPOLICHTHT HAa YYACTHUIIMTE B KJIMHUYHA peMHUCHs Ha cenmuiia 8. [TanuenTure ca paHaoMU3UpPaHu 1a
MOJTy4JaT eTHOKPAaTHO WHTPABEHO3HO NperophunTeHaTa nudepennrpana n1o3a 6 mg/kg (Bxk.
Tabmuma 1, Touka 4.2), dukcupana no3a 130 mg ycrekuaymab win mranebo Ha ceamuiia 0.

PaspemnieHo € eIHOBPEMEHHO NPUIIOKEHHE Ha NIEPOPATHI KOPTUKOCTEPOHU TN, UMYHOMOIYJIaTOPH U
aMHHOCATNLIMIATH, KaTo 90% OT manueHTUTe NpoABbIKABAT Aa MOIy4aBaT Hali-MaJKo €THO OT Te3U
nekapcTBa. BriroueHuTe manueHTy TpsioBa J1a ca MpeMHUHAIN HEeyCIIeIHA KOHBEHIIMOHAIHA TepaIus
(KOPTHKOCTEPOUIN MM UMYyHOMOIYJIATOPH) MU JICYCHHUE C HAil-MaJIKo eTHO OHOIIOTHYHO
nexapcTBeHO cpeacTBo (antaronuct Ha TNFo u/nnm Benonuzymab). [lpu 49% ot manuenrture
KOHBEHIIMOHAITHATA TEpaIus € HEYCIelHa, HO He ¥ JICUEHHETO C OMOIIOTUYHO JICKAPCTBEHO CPEACTBO
(ot xouTO 94% He ca JleKyBaHU Jlocera ¢ OMOJOTUYHH JIEKAPCTBEHH NPOIYKTH). 51% OT manueHTure
ca JIeKyBaHHU HEYCIEIIHO WM UMAaT HEOHOCUMOCT KbM OHOJIOTHYHO JIEKAPCTBEHO CPEACTBO.
[Tpubnuzutenno 50% ot manmeHTUTe ca JeKyBaHU HEYCIEIHO ¢ Hali-Manko 1 mpeamecTpaa aHTH-
TNFa tepamus (ot xouto 48% mHpPBUYHO HE ca ce MOBIUIIN), a 17% ca umanu Hai-manko 1 Tepanus
¢ autu-TNFa cpenctro u Beponmn3ymao.

B UNIFI-I 31aunmo 1mo-roJisiM OpoLEeHT OT MallMEHTUTE ca B KIMHUYHA PEMUCHS B IpynarTa, JIeKyBaHa
¢ ycTekuHyMa0, B cpaBHeHue ¢ Tuiare6o Ha cenmuria 8 (Tabmura 11). Ome na Cemmuna 2, Haii-
paHHaTa IUIAHWPaHa BU3UTA B IPOYYBAHETO, U IIPU BCSIKA BU3UTA CIIE TOBA MO-TOJISIM MPOICHT
MAIICHTH C YCTEKMHYMAa0 HAMAT PEKTATHO KbPBEHE WIH ITOCTUTAT HOpMaJTHA YeCTOTa Ha nedexarus
B CpPaBHEHHE C MalMEHTHTE Ha Iiare0o. HabmonaBanu ca 3Ha4MMHU Pa3InKd MEXY YCTEKUHYMa0 U
riane0o B yacTHYHUS cKop 1o Mayo u cumnToMaTudHaTa pemucus ome Ha Cenmuna 2.

EdukacHocTtTa € 1mo-Brucoka B rpymnata ¢ audepeHimpanara f103a (6 mg/kg) B cpaBHEHHE € TpyIiaTa ¢

no3a 130 mg o oTHOIIEHHE HA U30paHK KPallHU TOYKU U TIOPaH TOBa TU(EPEHIIMPAHOTO JI03UpaHe
ce MpenopbuBa KaTo 1032 3a HHTPABEHO3HATa HHIAYKIHS.
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Tabnuya 11: Pesiome na ocnosnume pesyimamu 3a egpuxacnocm ¢ UNIFI-I (Ceomuya 8)

IL1auedo IIpenopbunTena
N =319 1032 ycTeKHHymMao®
N =322
Kinuunana pemucus® 5% 16%*?
I[Tpu manueHTy ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO HE 9% (15/158) 19% (29/156)"
1 OMOJIOTHYHA TepaIHs
[Ipy manMeHTy ¢ HEYCIENHAa OUOIOTMYHA TEPANUs’ 1% (2/161) 13% (21/166)°
IIpu nanuenTu ¢ HeycnenHa tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
Taka ¥ ¢ BeIoIm3ymMad
KnuanueH otroop® 31% 62%?
[Tpu manmeHTH ¢ HeycnenHa KOHBSHIIMOHAIHA, HO HEe 3506 (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIHs
IIpu NalMEHTH ¢ HEyCIenHa OMOJIOTMYHA TEPATHs” 27% (44/161) 57% (95/166)°
IIpu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 28% (13/47) 529% (30/58)"
TakKa U C BeJI0JIN3yMad
JluraBuuno o3npassiBane’ 14% 27%*
I[pu manueHT ¢ HeyCHelHa KOHBEHI[MOHAIHA, HO HE 21% (33/158) 33% (52/156)"
1 OMOJIOTHYHA TepaITrs
ITpy manueHTy ¢ HeyCnenHa OMOIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHUMOTOMATUYHA PEMHCHS” 23% 45%°
K0M6I/IHI/IpaHf CHMITOMATHYHA PEMHUCHS M JINTABUYHO 8% 21066
03/paBsiBaHE

£

Jlo3a 3a nH}Y3Ms Ha yCTeKMHYMa0 [IpY M3II0JI3BaHe Ha CXeMa Ha IpHilaraHe Bb3 OCHOBA Ha TEJICCHOTO TErJ0, yKa3aHa B
Tabauya 1.
Knuanvnata pemucus ce onpezness KaTto ckop mo Mayo < 2 myHkTa, 6e3 HHIuBHIyaieH cyockop > 1.

KiIMHUYHUAT OTTOBOp ce oIpeieNs KaTo HaMalsiBaHe CIPsIMO W3XOJHOTO HUBO Ha ckopa o Mayo ¢ >30% u >3
IYHKTa, ¢ HAMaJIsIBaHE CIIPSMO U3XOAHOTO HHUBO Ha CyOCKOpa 3a PEKTaIHO KbpBeHE > | Mim cyOCKop 3a peKTaIHO
kbpBeHe 0 mwm 1.

Amnrtaronuct Ha TNFo n/unu Begonuzymao.

JIuraBuuHOTO 03/1paBsiBaHE Ce OMpeeNst KaTo eHIOCKOMNCKU cyockop mo Mayo 0 v 1.

CuMnToMaTidHaTa pEMICHS ce onpeaens kato cyockop mo Mayo 3a gectora Ha aedekanmsta 0 wimm 1 1 cydckop 3a
pexTanHo kbpBeHe 0.

KoMmOuHaIusaTa OT CHMIITOMaTHYHA PEMHUCHS H JINTABHYHO O37IpaBsiBaHE Ce OIpPEeNs KaTo cyOCcKop 3a 4ecToTa Ha
nedekarusra 0 w1, cyOckop 3a pekTainHo kKbpBeHe 0 1 eHgockorcku cyockop 0 mmm 1.

p <0,001
Homunanuo 3xaunmo (p < 0,001)
Homwunanuo 3uagnmo (p < 0,05)

B UNIFI-M ca orienenu 523 nmanueHTH, MOCTUTHAINA KJIMHHYEH OTIOBOP C €THOKPATHO 1.V.
npuinoxxenue Ha ycreknayMmad B UNIFI-I. [TauuenTture ca pangoMusupany 3a MojlydyaBaHe Ha
noIppKaia cxema ¢ 90 mg ycreknaHymald MOAKOKHO Ha Bceku 8 cenmuIy, 90 Mg ycrekuHymMad Ha
Bceku 12 ceamuiiy wiy 1ianedo B mMpoab/bKeHue Ha 44 cenMuIiy (3a mpenopbunTeIHaTa
nojyrsprkama no3a Bukre touka 4.2 Ha KXI1 na STELARA umxkexnuonen pa3rop ((iaakoH) u
MHXEKIIMOHEH Pa3TBOP B MIPEABAPUTEIHO HAITbIHEHA CIPUHIIOBKA UM B IIPEIBAPUTEIHO HAITBIHEHA
MTHCAJIKA).

3HAYUMO TMO-TOJISIM MPOLICHT MAIUEHTH Ca B KIIMHUYHA PEMHCHUS B JBETE TPYIIH, JICKYBaHH C
yCTeKHHYMa0, B CpaBHEHHE ¢ rpynara ¢ miamnedo Ha ceamuna 44 (sx. Tadbnuma 12).
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Tabnuya 12: Pesiome na ocnosnume usmepumenu 3a egpuxacrocm ¢ 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“ HATHEIITH © HeyClielia 17% (15/88) | 40% (36/91)® | 23% (16/70)"
MOJIOTHYHA TEePAIHsI
I[py manueHTy ¢ HEeYCIeNIHA TeParHst 15% (4/27) 330 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonmzymad
Houm,pmaH;: Ha KJIMHUYEH OTTOBOP JI0 45% 719%2 68% 2
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)"
MOJIOrMYHa TCpanusd
Ulpy mauperi ¢ Heycneisa Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)*
kakTo ¢ TNF, Taka u ¢ Bemonnzymab
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%"
CuMnTOMaTHYHa peMucHs’* 45% 68%" 62%"
KomOuHHMpaHo cHMNITOMATHYHA PEMUCHS U 28% 48% 41%"

JIMTaBUYHO O3/paBsBaHe*

*  Creq MOBIHSIBAHE OT 1.V. YCTEKHHYMAa0.

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

§

KAMHUYHUST OTTOBOP Ce OMpeIelis KaTo HaMallsiBaHe CIIPSIMO M3XOJHOTO 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/nnn Begonuzymao.

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

koptukoctepounu Ha Cenmuiia 44.

Cenmuna 44 u yactuyHa pemucus no Mayo npu nocnensara suzuta (Cenmuna 44).

IMoxaepxaneTo Ha KIMHUYHA pemucus 1o Cenmua 44 € onpeesieHo KaTo MalUeHTH B KITMHUYHA PEMUCHS 110
Cenmuna 44 cpen MaMeHTHTE B KIIMHUYHA PEMUCHSI HA H3XOJHOTO HABO Ha MOJABpKaniara ¢asa.
Knnunynara pemucust 6e3 KOPTUKOCTEPOU/ Ce ONpeiesist KaTo MAlUeHTH B KITHHUYHA PEMUCHS, KOUTO He MOJTy4YaBaT

[IponbimxkuTenHaTa peMUCHS Ce OIpeierist KaTo YacTU4YHa peMucus no Mayo npu > 80% mnpu BCUUKU BU3UTH NPEIH

Y Cummromarmanara pemucus ce onpenens kato cybckop mo Mayo 3a ecrora Ha gedexanusaTa O wam 1 u cybckop 3a

peKTaiHo kbpBeHe 0.

+  KoMOGMHALWSTA OT CHMIITOMATHYHA PEMHCHS | JIMTaBUYHO O3/[paBsSBaHE Ce ONPEIEIst KaTo CyOCKOp 3a 4eCcToTa 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 cratucTuyecka 3Ha4MMOCT

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 U 1pyu NaguCHTUTE 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
HAOJI0J]aBaH ChIIO U MPU HHAYKIIMS MTPY MAIUCHTH C Hali-MaJIKO ¢/IHA HEYCIIEIIHA TPEeIIeCTRAINA
Tepanus ¢ antaronucT Ha TNFo u Beonn3ymal, HO OposIT Ha MAIUSHTUTE B Ta3H MOATPYyTa € TBbPIC
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 3a MOJyyaBaHe Ha MPENOpbYHTEIHATA
MHIYKIMOHHA 1033, IOCTUraT KJIMHUYHA peMucus, a 58% mocTuraT KIMHUYEH OTIOBOP HA

Ceamuua 16.

[ManmenTture 6e3 KIMHUYEH OTTOBOP KbM MHIAYKIHS C yCTEKHHYMal Ha ceMuIla 8 B MPOYy4IBaHETO
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 0TroBopa, a 30% mocturat peMucHs 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 ceIMUIM B IPOBIDKEHUETO Ha TPOYYBAHETO, CHMITOMATHYHATA
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 ¢ Begomm3ymad. Cpex marueHTuTe, KOUTO ¢a TOTYYHITH 4-TOAHUIITHO
JieueHHe C yCTeKHHYMal U ca OlIEHeHHU ¢ TIOMOIITa Ha IBIIHHA cKop o Mayo 3a noambpkaHe Ha cell-
muria 200, ceotBeTHO 74,2% (69/93) 11 68,3% (41/60) moaabpIKaT 3a37ApaBsIBaHETO 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 cenmuna 8 B UNIFI-I. Ha ceqmutia 44 or UNIFI-M T1o ce moctura mpu 24% u
29% OT maIMeHTUTE, JISKYBaHH C YCTEKHHYMa0 ChOTBETHO Ha BCEKM 12 MK 8 CeIMMIIU, B CPAaBHEHUE
¢ 18% ot marmenTHTe B rpymnara c miamnebo.

Xucmono2uuHo u Xucmo-eHo00CKONCKO TUSABUYHO 030PABABAHE

XHUCTOJIOTUYHOTO 03/IpaBsiBaHe (ONpeeicHO KaTo HeyTpoduiiHa nHGuATpaus B < 5% OT KpUITHTE,
0e3 paspymaBaHe Ha KPUITUTE U 0€3 €pOo31H, YIIIepalluy WIH TpaHyJIallMOHHA ThKaH) € OIIEHsSBaHO Ha
ceaqmuua 8 B UNIFI-I u Ha Cenmuua 44 B UNIFI-M. Ha cenmuua 8, cneq enHOKpaTHa HHTPABEHO3HA
WHIYKITMOHHA J103a, 3HAYMMO ITO-TOJISIM TPOIEHT MAIlMEHTH B TPpyIIaTa ¢ MPemopbhunuTETHATA 1032
MOCTUTAT XMCTOJIOTUYHO 031ipaBsaBaHe (36%) B cpaBHEHHE C TAIIMEHTUTE B Ipynara ¢ rarebo (22%).
Ha Cenmuna 44 nognbpixane Ha To3u epeKT ce HaOIro1aBa Mpy 3HAYUMO TTOBEUE IMAIUEHTH 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 ceIMUIIa 8 B
UNIFI-I u na cenmuna 44 8 UNIFI-M. IlanmenTture, noydaBajiv yCTEKMHYMa0 B IpEHOpbUHTEIIHATA
J103a, TIOKa3BaT 3HAYMMO MOJJ0OPEHHUE Ha KpaiiHaTa TOYKa, XMCTO-€HIOCKOIICKO JINTaBUYHO
037paBsiBaHe Ha ceaMHuIa 8, B rpynara ¢ yctekuaymao (18%) B cpaBHeHuMe ¢ rpymnaTa ¢ miane6o (9%).
Ha cenqmuria 44 moambpskane Ha TO3HW eeKT ce Habr01aBa Mpu 3HAYMMO MTOBEUE TMAIMESHTH ¢ XUCTO-
€H/IOCKOIICKO JINTAaBUYHO 037paBsiBaHe B IPyIHTE ¢ ycTeKuHyMal Ha Besika 12-ta cenmuna (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, OlICHEHH 4pe3 BhipocHnka WPAI-GH, oTkoKoTO ManuenTure,
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 TPU YYaCTHUIUTE B rpymara ¢ mpernopbyrTenHaTa qo3a ycrekunymao (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 cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Tpymnara ¢ miamnedo.

Ho cenmuna 44 8 UNIFI-M 3HaumMo no-HUCHK Opoit XxocuTanu3amnud, cBbp3anu ¢ YK, e
HaOJI0/JaBaH MPU YYaCTHUIMTE B KOMOMHUpaHaTa rpyma ¢ yctekunymao (2,0%, 7/348) B cpaBHeHHE ¢
YYaCcTHUIMTE B Tpymnara ¢ miamnebo (5,7%, 10/175). UucneHno nmo-mainbk Opoli yU4aCTHHUIIU B rpyIiaTa ¢
ycrekunymad (0,6%, 2/348) ca moanoxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHe ¢
y4acTHUIMTE B rpymnara ¢ miamebo (1,7%, 3/175) no cenmuria 44.

NMyHOreHHOCT
Ilo Bpeme Ha jeueHHe ¢ yCTeKHHYyMal MOTaT Jja ce Pa3BUAT aHTUTENA CPEeNly YCTeKHHYMal 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 HaOmogaBa oueBHIHA 3aBUCUMOCT MEKAY HaJIMYHETO Ha
aHTHUTENa Cpellly YCTeKMHyMab 1 MosABaTa Ha peakiiy Ha MSICTOTO Ha HHKEKTHUPAHE.

[lenuaTpuyHa noNyNanys

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

5.2 @apmakoKHMHeTHYHHM CBOWCTBA

AOGcopOrus
MennanaTta Ha BpeMe 3a JIOCTUTaHe Ha MaKCHUMaJTHAa CEPYMHA KOHIIEHTPAIH (tmax) € 8,5 qHU cien

€THOKPATHO IpuiiockeHne Ha 90 mg moAK0>KHO IPH 3paBU MalMEHTU. MenruaHata tmax Ha
YCTEKHHYMa0 cjiell eIHOKPATHO MpHIoKeHue Ha 45 mg uiu 90 mg MoAKOKHO MPH MALUEHTH C
TICOPUA3UC ca CXOAHM C HAOII0AaBaHNUTE TPH 3APaBU MAIIMEHTH.

AGcomoTHaTa OMOHAIMYHOCT HAa YCTEKHHYMa0 Clie]] €THOKPATHO MOJIKOKHO MPUIIOKEHNUE €
n3uncieHa Ha 57,2% npu narueHTH ¢ IIcopuasuc.
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Pasnpenenenue
Menuanara Ha oOeMa Ha pasnpe/eiieHre B TepMuHaitara $hasa (Vz) cien e1HOKpaTHO HHTPABEHO3HO

NPUIOKESHUE TP MALMSHTH C TIcoprasuc Bapupa ot 57 o 83 ml/kg.

Buorpancdhopmars
To4HUAT BT HA MEeTaOOTU3UpPAHE HA YCTEKMHYMAa0 HE € U3BECTEH.

EnumMunupane
Menunanata Ha cucteMans KHpBHHC (CL) cien emHoKpaTHO HHTPABEHO3HO MPUIIOKEHNE TIPH

NalUeHTH ¢ rcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Meauanara Ha moiykuBoTa (t12) Ha
YCTEKHMHYMa0 € MPUOIM3UTEIHO 3 CEIMHI NPH MAILMEHTH C TICOPHA3UC, TICOPHATHYCH apTPHT, OOJIECT
Ha Crohn nnm ysuepo3eH KoiuT U Bapupa ot 15 10 32 1HU BbB BCHYKHU MPOYYBAHHS HA ICOPUA3UC U
nicopuatuueH apTpuT. ChIIacHO MPOBEICH (hapMaKOKHMHETHYCH aHAIM3 Ha MOMYJIAUATa TPUBHIHHUSAT
kiupbHC (CL/F) u npuBuanusT o6em Ha pasnpeaeinenue (V/F) ca cpotBetno 0,465 1/d u 15,7 | npu
narpeHTy ¢ ncopuasuc. CL/F Ha ycTeknHyMa0 He € 3aBHCHM OT 1oJia. Pe3ysiraTtu ot momynaiuoHeH
(apMaKOKHHETHYCH aHaJIN3 TOKA3BaT, Ye MMa TeHACHIHS KbM I0-BUCOK KIMPBHC Ha YCTEKUHYyMal
IPY TAIUEHTHUTE, JTAITH HOJIOXKUTENICH PE3YJITAaT Ha U3CIEABAHETO 3 aHTUTENA CPEIly YCTeKHMHYMao.

JlunelHoCT Ha fo3aTa

CucremHara excrio3unus Ha ycreknayMma0 (Cmax 1 AUC) ce yBennuaBa 1o HauuH, MIPUOITU3UTEITHO
MIPOMOPIIMOHAJIEH Ha J103aTa, CJIe]] €IHOKPATHO MHTPABEHO3HO MPUJIOKEHHUE Ha 103U B TpaHMIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg nnm cnen eTHOKPATHO MOAKOKHO MPHIIOKEHUE HA 03U B TPaHMIIATa
Mexnay 24 mg u 240 mg npu NayueHTH ¢ Copuasuc.

EnnHnyHa cpelly MHOTOKpaTHa J103a

ITpodunure Ha cepyMHa KOHLIEHTPALUsI-BpeMe Ha yCTEKNHYMa0 ca MPUHLHUITHO MPEABUINMH CJIE]
MOJJKO’KHOTO MPUIIOKEHHE Ha €THOKPATHH U MHOTOKPATHU J1031. [Ipu manuenTy ¢ copuasuc
CTallMOHAPHUTE CEPyMHU KOHIICHTPAIlH Ha YCTEKWHYMab ca JOCTUTHATH B ceiMuIa 28 cren
I'bPBOHAYATIHY MTOJKOXXHH 1034 B ceaMunu 0 1 4, IOCneBaHu OT T03U Ha BCEKH 12 cenMuIu.
Menuanata Ha cTaliiOHapHaTa cepyMHa KOHIIEHTpalus € B rpanuiute Mmexay 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 oueBuaHO KyMynupaHe B
cepyMHaTa KOHLIEHTpalKs Ha yCTeKnHyMal ¢ BpeMeTo, KOraTo ce Ipuiiara IojJKoKHO Ha BCEKU
12 ceamunu.

IMpu marmenty ¢ 6onect Ha Crohn u yiepo3eH KOIKT ciiel HHTPaBeHO3Ha J03a oT ~6 mg/kg ce
npuiiara rmoJKoXHa rmoJibprkaina tepanus ot 90 mg ycrekuaymad npes 8 mwim 12 ceaMuIm, KosTo
3arouBa Ha ceamuiia 8. KoHiieHTpalusa Ha yCTeKMHyMa0 B CTAIIMOHAPHO ChCTOSHUE CE€ JIOCTHTa KbM
HavyaJ0TO Ha BTOpara moyrbpkaina no3a. [Ipu nammentu ¢ 6onect va Crohn MeinanaTa Ha Haid-
HHCKUTE KOHIIEHTPAIIUH B CTAI[MOHAPHO ChCTOstHUE Bapupa ot 1,97 pg/ml 1o 2,24 pg/ml u ot

0,61 pug/ml 10 0,76 pg/ml 3a ycreknuymad 90 Mg cbOTBETHO TIpe3 8 CEAMUIIN WIIH Ipe3 12 CeaMuIIn.
[Tpy manuenTy ¢ yanepo3eH KOJIUT Me/liaHaTa Ha Hali-HUCKUTE KOHIIEHTPAIMU B CTAIIHOHAPHO
cberTosiaue 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 CeMUIN WM Ha BeekH 12 cenmunu. Hali-HUCKUTE HUBA Ha yCTEKMHYMA0 B CTAllMOHAPHO
CBCTOsIHUE, TToydeHu npu 90 Mg ycreknHymab mpe3 8 ceIMUIH, ca CBbP3aHu C IM0-BHCOKA Y€CTOTa
Ha KIIMHUYHA PEMHUCHS B CPaBHEHHUE C Hali-HUCKUTE HUBA B CTAIMOHAPHO cheTosiHKE caen 90 mg npe3
12 cenmunn.

BrusiHue Ha TernoTo BEpXY hapMaKOKHHETHKATA

B npoBeneH nomynanuoHeH papMaKOKMHETHYEH aHaJIU3, KbAETO ca W3IMOI3BAaHH JaHHHU OT MAlMEeHTH
C TICOpHUA3KC € KOHCTATUPAHO, Y€ TEJIECHOTO TETJIO € Hali-3HauMMaTa KOBapuaTa, BIUseIa BbPXY
KIMpbHCA Ha ycTeknHyma0. Menuanarta Ha CL/F nipu nanuenTtu ¢ Tero > 100 kg e npubmu3uTenHo ¢
55% mno-Bucok B cpaBHeHue ¢ nauueHTH ¢ Terao < 100 kg. Meananara va V/F npu nauueHTH ¢ TErio
> 100 kg e mpubnusutenHo ¢ 37% mno-BucoK B cpaBHeHHE ¢ nanuenTy ¢ Terio < 100 kg. Menuanata
Ha MUHHMAJIHUA CEPYMHH KOHIICHTPAIMX Ha yCTEKUHYMAa0 MPH MAIMEeHTH C ITO-TOJISIMO TETII0

(> 100 kg) B rpymaTa ¢ mo3a 90 mg ca momoOHM Ha TE3HW MPH MaMeHTHTE ¢ mo-Maiako Terio (< 100 kg)
B rpynara c 1o3a 45 mg. [TogoOHu pe3yaTaTi ca moryuyeHd oT NOTBbpANTENeH HapMaKOKHHETHUCH
TIOITYJIAIIMOHEH aHAJN3, KBJIETO Ca U3MOI3BAHMU JIAHHH OT MAIMEHTHU C ICOPHATHYCH apTPHT.
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Kopurupane Ha yecToTaTa Ha IPUIOKECHHE

BB3 ocHOBa Ha HaOMIOIaBaHUTE aHHU U TomynanuonauTe OK ananu3u mpu naueHTy ¢ 00JIeCT Ha
Crohn u ¢ ynuepo3eH KOJIUT paHI0OMU3HPAHUTE YYACTHHIIN, KOUTO MPECTAHAT Ja CE MOBJHIBAT OT
JIEYEHUETO, IMAT TO-HUCKU CEPYMHHU KOHIIEHTPAINY Ha YCTEKMHYMaO BB BPEMETO B CPaBHEHHE C
YYaCTHHIIUTE, KOUTO He ca 3aryouau otroBop. [Ipu 6osectra Ha Crohn kopurupaHero Ha jo3ara oT
90 mg Ha Bceku 12 cenmuii Ha 90 mg Ha BceKH 8 CEIMUIIM € CBBP3aHO C MOBHIIIABAHE HA Hall-
HUCKWTE KOHIIEHTPAIINU Ha yCTEKHHYyMa0, KaTO TOBA C€ CHITPTCTBA C MIOBUIIIABaHE HA €(PUKACHOCTTA.
IIpu ynueposen komut nomynarmoneH OK moxen mokassa, de kopurupanero Ha no3ata oT 90 mg Ha
Bceku 12 ceamuIiy Ha § ceIMULIA MOKE J1a C€ OYaKBa J1a JOBeJe 0 3-KpaTHO YBEIMUCHUE HA Hal-
HUCKHUTE KOHIIEHTPAIIMU Ha YCTEKHUHYMa0 B CTallMOHAPHO ChcTOsiHUE. OCBEH TOBA, Bh3 OCHOBA Ha
JAHHY OT KIIMHUYHATE M3NUTBAHNUS, TIPY TAIIUEHTH C yIEPO3eH KOJIUT € YCTAHOBEHA MOJIOKUTEITHA
BpPB3Ka EKCIO3UIUS-OTTOBOP MEXAY Hal-HUCKUTE KOHIICHTPAIMH U KIIMHUYHATA PEMUCHUS U
JUTaBUYHOTO O3/IpaBsIBaHE.

CrernyaisHu oIy IAIHNA
Hsma Hamuuau (hapMaKOKMHETUYHU JaHHU TPY MAIMEHTH ¢ yBpeaecHa ObOpeuHa M YepHOAPOOHa
¢ynkuus. He ca mpoBe/icHN KOHKPETHU MPOYYBAHHS TPH MAICHTH B CTapUecKa Bb3pacT.

q)apMaKOKI/IHeTI/IKaTa Ha yCTeKI/IHYMa6 KaTo IAJI0 € CpaBHUMaA MCKAY MALMCHTH C IICOPHUA3UC U
YIIEpO3€H KOJUT OT a3UATCKU U HCA3UATCKU ITPONU3XOI.

ITpu naruentu ¢ Oosiect Ha Crohn U yJIepo3eH KOJUT BapuaObUIHOCTTa HA KIMPBHCA HA YCTEKUHYMa0
Cce MOBIIUSBA OT TEJIIECHOTO TErJI0, HUBOTO HAa CEPYMHHUS alOyMUH, 1I0J1a U cTaTyca Mo OTHOILICHUE Ha
aHTHTEJIaTa CPelly YCTEeKHMHYMa0, JOKaTO TEIEeCHOTO TErJIO € Hali-3HauuMaTa KoBapHaTa, BiIHseIla
BBpXy 00emMa Ha pasmpenenenre. OcBeH ToBa mpu Oonectta Ha Crohn KIUPBHHCHT ce moBnmsBa ot C-
PCAKTUBHUA MPOTCHUH, CTATyCa 110 OTHOIICHHUEC Ha HCYCICX Ha JICYHCHUCTO C TNF-anTtaronucTu u
pacarta (a3uaTCKy CIpsIMO Hea3uaTCKH MPOHU3Xo/). Br3aelicTBreTO Ha TE3U KOBapUaTH € B pAMKHTE Ha
+20% oT THnMYHaTa WM pedepeHTHaTa cToiHocT Ha cboTBeTHUS DK mapameTsp, Hopagyu ToBa He €
Heo0XoIMMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. ETHOBpeMeHHaTa ynorpeba Ha
MMYHOMOTYJIATOPH HSAMA 3HAYUTEITHO BIUSHUAC BHPXY pa3NpeIeICHUETO HA YyCTEKMHYMAO0.

Pesynratu oT papMakOKWHETHUYECH aHAIN3 Ha TIOITyJIAlUATa HE TIOKa3BaT BIUSIHUE HA TIOTIOH HIIH
AJKOXO0JI BbPXY (papMakoKMHETHKATa Ha YCTEKHHYMAO.

buonanmmuHoCTTa Ha }’CTCKHHyMa6 CJIC MMPUJIIOKCHUC CHC CIIPUHIOBKA WA MTPEABAPUTCIIHO
HaIlTbJIHCHA IMUCaJIKa € CpaBHUMA.

CepyMHHTE KOHLICHTPALMK Ha YCTEKWHYMa0 Npy MeAUaTPUYHHU TalMeHTH C ICOPUA3UC, Ha Bb3PacT OT
6 1o 17 roguHy, IEKyBaHU C IPENOPHUYUTENIHATA J]03a CIIOPE] TEJIECHOTO TErJI0, Ca CPAaBHUMHU C TE3U
P Bh3PAcTHATA MOIyJIalus ¢ IICOPHA3UC, JIEKYBaHa C 7103a 3a Bb3pacTHU. CepyMHUTE KOHIIEHTPALUH
Ha yCTeKHHYMaO MpH NeMaTPHYHK TallHeHTH Ha Bb3pacT 12-17 rogunu ¢ ncopuazuc (CADMUS),
JIEKYBaHHU C TIOJIOBUHATA OT MPETOPBUYUTEIHATA 032 CIIOPE/I TEIECHOTO TETJI0, Ca 3HAYUTEIHO T10-
HUCKH OT TE€3H IIPH Bb3PACTHHU MAIUECHTH.

Perynupane na CYP450 enzumu

Edekrure Ha IL-12 mnun IL-23 Bbpxy perynupanero Ha CYP450 en3umute ca orieHeHH B iN Vitro
MPOyYBaHe C U3IMOJI3BaHE HA YOBEIIKH XEHaTOIUTH, KOeTO mokasea, 4e 1L-12 u/umu IL-23 ¢ HuBa ot
10 ng/ml He nmpomeHnsT akTrBHOCTTA Ha yoBemkuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; Bk. Touka 4.5).

5.3 IlpeakIMHUYHHU JaHHU 32 0€30MACHOCT

HexnuandHATe JaHHW HE ITOKa3BaT 0COOCH PUCK (HAIP. TOKCHYHOCT HA OpraHUTE) 3a X0opa Ha OazaTa
Ha U3MHUTBAHITA 32 TOKCUYHOCT IPYU MHOTOKPATHO MPHUIarane, TOKCHIHOCT 3a Pa3BUTHETO U
PENPOTYKTUBHA TOKCUYHOCT, BKIFOUUTEITHO U (papMaKOJIOTUYHUTE OIIEHKH 3a Oe3omacHocT. [pu
MPOYYBAHUS 32 TOKCHYHOCT 32 PA3BUTHETO U PETMPONYKTUBHA TOKCHYHOCT IPH JBIATOOTAIIATH MaKaIl
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He ce Ha0JIIoJ1aBaT HeXxellaHu ePeKTH BbPXY (PepTUIIHTETa IPU MBKKHUTE, KAKTO U BPOJICHH Je(eKTH
WJIM TOKCUYHOCT 32 pa3BUTHETO. He ce HaOmonaBar HexxenaHu epeKTH BbpXy QepTHINTETA TPH
JKEHCKHTE MPH yrnoTpedaTa Ha aHATIOTMYHO aHTUTsUIo cpemry 1L-12/23 nmpu Muky.

Jlo3oBHTE HHBA B MPOYYBaHMUS P )KUBOTHH ca OJM30 45 ITBTH ITO-BUCOKU OT Hail-BUCOKaTa
eKBHBAJICHTHA J[03a, IPEIBIDK/IaHa 32 MPIIIOKEHNE TIPH MMallieHTH C TICOPUA3UC, U BOJSAT 10
MaKCUMAJIHU CEPYMHH KOHIICHTPAIUU IpU MaiMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKHU OT
KOHIICHTpAINHTE, HAOIIO1aBaH! TIPH XOpa.

He ca npoBexaanu mpoyyBaHus 3a KAPLUUHOTEHHOCT C YCTEKWHYMa0 MOpaay JUIcaTa Ha MOIXO0 SN
MOJIENIN 32 aHTHUTSIO 0€3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DAPMAIIEBTUYHU JAHHHU
6.1 CnuchbK HAa IOMOIIHMTE BELIECTBA

L-xuctunuu

L-XUCTUAMHOB MOHOXUAPOXIOPHT MOHOXHPAT
[Momucopbar 80

3axapo3a

Bona 3a nmkeknmm

6.2 HecbBMecTHUMOCTH

IIpu nunca Ha Mpoy4BaHUs 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPsOBa Aa ce cMecBa ¢
JIPYTH JIEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha rogHocT

STELARA 45 mg nHXeKIIMOHEH Pa3TBoOp
2 TOIUHU

STELARA 45 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
3 roguH"

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
3 roauuu

OTI[eJ'IHI/ITe MMPEABAPUTECIIHO HAITBJIHCHU CIIPUHIIOBKU MOKE 1a C€ ChbXpaHsiBaT IIpU cTamHa
temmneparypa 1o 30°C 3a MakcuMyM euH repuos 10 30 JHU B OpUTHHAIIHATA KApPTOHEHA OITaKOBKa,
3a Jia ce MpeanassT OT CBeTIMHA. 3aluIlIeTe JaTaTa, Ha KOsTO MPeIBapUuTeTHO HaIllbJIHEHATa
CIIPHHIIOBKA € M3BaJICHA 3a ITbPBHU ITBT OT XJIQJAWIHUKA U J]aTaTa Ha M3XBBPJISTHE Ha 0003HAYEHUTE HA
BBbHIIHATa KapTOHCHA OIIaKOBKa MECTA. )IaTaTa Ha U3XBBHPJIAHE HE TpSI6Ba Ja € CJIC OpUrnHaJIHUA
CPOK Ha TO/IHOCT, OTTIEYaTaH BbPXY KapTOHeHaTa onakoBka. Ciie/1 KaTo BEIHBK CIIPUHIIOBKATA € Ouiia
ChXpaHsABaHa Npu craiina Temnepatypa (1o 30°C), Ts1 He TpsAOBa Aa ce BpbLIa B XJIaJUIHUKA.
W3xBBprieTe CIPUHIIOBKATA, aKO HE CE€ U3I0JI3BA ClIe]l CbXpaHEHUE IIPH CTalfHa TeMIeparypa B
paMKUTE Ha 30 JHHW WK CJIEA U3TUYaHC Ha OPUT'MHAJIHKA CPOK Ha rOAHOCT, B 3aBUCUMOCT OT TOBA, KO€
OT ABETE HACTBITU MO-PAHO.

6.4 Cneuua.mm yYdioBus Ha CbXpPaHCHUE

[Ha ce cpxpanssa B xnagunauk (2°C — 8°C). [la He ce 3ampa3siBa.

CrxpansBaiiTe (1akoHa WK TIPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA B KAPTOHEHATA OIAKOBKA, 32 J1a
ce MpeJa3y OT CBETIIHHA.

AKO € He0OXOJMMO, OTJETTHUTE MPEIBAPUTEITHO HAITBIHEHN CIIPUHLIOBKH MOYKE J]a C€ ChXPaHsBaT MPH
craiina Temmeparypa 1o 30°C (Bx. Touka 6.3).
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6.5 Bwuau chabp:kaHHe HA OMAKOBKAaTa

STELARA 45 mQ MHKEKIIMOHEH Pa3TBOP
0,5 ml pa3tBop BBB (takoH 0T CTHKIIO THIT | 2 ml, 3aTBOPEH Che 3armmymiaiKa OT OyTHIOBA T'yMa C
TIOKPUTHE.

STELARA 45 mg uHKeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIbIHEHA CIIPUHIIOBKA

0,5 ml pa3TBOp B cripuHIIOBKA OT ¢THKIIO THII I 1 ml ¢ pukcupaHa uria oT HEpbXKaaeMa CTOMaHa 1
MPEINa3nuTeIl Ha MIJIaTa, ChABPXKAI CYX ECTECTBEH KaydyK (TPOU3BOIHO Ha JiaTekc). CIpUHIIOBKATA €
cHa0JIeHa ¢ yCTPOWCTBO 3a MacUBHA 3alllKTa.

STELARA 90 mg MHKEKIIMOHEH pAa3TBOP B IIPEABAPUTEIHO HAIBLIHEHA CIIPUHIIOBKA

1 ml pa3tBop B cripuHIOBKA OT cTHKIO TUM [ 1 ml ¢ pukcupana uria oT HephKIaeMa CTOMaHa U
TpEeIITa3uTell Ha UTJIaTa, ChIIbPKAI CyX €CTECTBEH Kay4yK (MIPOU3BOHO Ha ytaTekc). CIpUHIIOBKATA €
cHabieHa ¢ yCTPOMCTBO 3a IMaCHBHA 3alIHTA.

STELARA ce pasnpocTpaHsBa B OakoBKa 1o 1 (1akoH Wi OMakoBKa 1Mo | mpeaBapuTeTHo
HaITbJIHEHA CIIPHHIIOBKA.

6.6 ChenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

PaztBopbT BBB (hakoHa cbe STELARA nim npeaBapuTenHO HATbJIHEHATa CIIPUHIIOBKA HE TPsiOBa /1a
ce paskiaiia. Pa3tBopsT TpsOBa 1a ce MpoBepH BU3YaJIHO 3@ HATMYUETO HAa TBBPU YACTULM HIIH
IPOMSIHA Ha I[BETa, P a CE IMPHIIOKH MTOJKOKHO. Pa3TBOPBT € OUCTHP A0 JIEKO OMajiecLeHTeH,
Oe31BeTeH 10 OJICIOXKBIT M MOXKE Ja ChABPKA HAKOIKO APEOHU MOMYIIPO3PAYHH WIIH OEITH YaCTHIIH
npoterH. To3u BBHIIECH BUJ HE € HeOOMYaeH 3a MPOTEHHOBUTE Pa3TBOPH. JIeKapCTBEHUST MPOIYKT HE
TpsiOBa J1a ce ynorpe0sBa, ako pa3TBOPHT € ¢ MPOMEHEH LBST WIH MBTEH WM aKO B HETO Ce
3abemnsa3BaT TBepAN Uyxau dactuiy. [Ipenn npunarane STELARA tpsioBa ma mocturHe craiiHa
Temreparypa (IpuOIU3UTEIHO 332 OKOJIO MOJIOBHH 4ac). [logpoOHu yka3aHus 3a ynoTpebda ca
IPE0CTaBEHH B JIMCTOBKATA 3a MAIUEHTA.

STELARA He cbabpa KOHCEPBAHTH, 3aTOBA HEU3MOI3BAHUAT JIEKAPCTBEH MIPOAYKT, OCTaHAI BbB
(h1akoHa U CIIPUHIIOBKATa, HE TpsiOBa aa ce u3noi3sa. STELARA ce moctaBs kKato crepuiieH QIiakoH
3a €IHOKpaTHA yrnoTpeda WiK NpeABAPUTEIHO HAITbIHEHATA CIIPUHLIOBKA 32 €IHOKpaTHA ynorpeoa.
CripuHIOBKaTa, Uriaara 1 (IakoHbT HE TPsAOBa Ja ce U3I03BaT MOBTOpHO. Hensnon3panust
JIEKapCTBEH MPOAYKT WM OTMAAbYHUTE MaTepUaIN OT HETro TPsiOBa Jja ce U3XBBPJIIAT B ChOTBETCTBHE C
MECTHHUTE U3UCKBAHUS.

KoraTo ce u3mnossea eaH01030B (hJ1akoH, MPEMophyBa Ce M3MOI3BAHETO Ha CIPHHIIOBKA oT 1 Ml ¢ urima
27G, Y2 uny (13 mm).

7. HHPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIHIIEHUETO 3A YIIOTPEBA

STELARA 45 mQ uHXEeKIIMOHEH PA3TBOD
EU/1/08/494/001
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STELARA 45 mQ nHXeKIIMOHEH PA3TBOP B IIPEJABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
EU/1/08/494/003

STELARA 90 mQ nHXEKIIMOHEH PAa3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA
EU/1/08/494/004

9. JATA HA ITBPBO PASPEIIABAHE/IIO/JTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mppBO pazpemaBane: 16 auyapu 2009 r.
Jlata Ha mocienno mogHoBsBaHe: 19 cenmremBpu 2013 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2023

[MonpoOHa nH(popMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHuus 1o Jiekapcrpata http://www.ema.europa.eu/.
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1. HUME HA JIEKAPCTBEHMA TPOAYKT

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 MUcaika Chabpxka 45 mg ycrekuaymad B 0,5 ml.

STELARA 90 Mg uH»XEeKIIMOHEH PAa3TBOP 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 KJICThYHA JIMHKS Ha MUIIKK C IOMOIIITa Ha pekomOuHantHa JJTHK
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 pa3TBOD B IIPEABAPUTEIHO HAITLIHEHA ITHCAJIKA
NHxexunoHeH pa3TBOp

Pa3TBOPBT € OHCTBP 110 JIEKO OMaNIECIIeHTEeH, OE31[BETEH /10 OJICA0XKBIIT.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

IInakoB ncopuasuc

STELARA e noka3aHn 3a JedueHHe Ha yMEpeH 0 TEXBK MIAKOB IICOPUA3UC TPU BH3PACTHHU, 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 (PsSA)

STELARA, camoctosTensHo nin B komOouuanus ¢ MTX, e mokasan 3a JedeHne Ha aKTHBEH
NICOPUATHYEH apTPUT NP BB3PACTHH MALMEHTH, IPH KOUTO OTTOBOPBHT KbM IPEAIIECTBAILO JIEUSHUE C
HeOnonornyHu Moauduuupaiy 6onecrra antupeBMaronguu jgekapcrsa (DMARD) e 6un
HeIoCTaTh4eH (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 aHTaroHUucT Ha TNFo, win uMat MeTuIuHCKH
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 TEPAIHs WM KbM OUOJIOTHYCH JIEKaPCTBEH MPOAYKT, WA UMAT MEJUIIMHCKU
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
JIMAaTHOCTHIIMPAHETO U JICYCHUETO Ha 3a0omsaBanus, 32 kouto STELARA e nokazaH.

2031/1[2031«1

[1nakoB nicopuasmc
IIpenoppuntennara no3uposka Ha STELARA e nawanHa mo3a 45 mg, npriiokKeHa MoIKOXKHO,
nociieiBana ot go03a 45 mg 4 ceaMuIy mo-KbCHO U CJIE/ TOBA HA BCEKU 12 CEIMUIIH.

IIpu marmeHTH, KOUTO HE Ca ¢€ MOBIUSIIHN OT JICUSHUETO 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 M 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)

[IpenmopruBanara no3upoBka Ha STELARA e Hauanna no3a 45 mg, mpuiiokeHa MOAKOKHO,
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 JICYCHHUETO.

Cmapuecka 8v3pacm (= 65 coounu)
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 nanuestd. He Mmoxke na 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 HabJIHEHATA MKCAIKA HE € IPOyYBaHa IIpU IeIuaTpruyHaTa IMOIyJIalis U He ce
npenopbyBa 3a ynorpeda npu nexuaTpuuHu nanueHTH. Biokre Touka 4.2 ot KXII Ha npeaBapuTenHo
HaIlTbJIHEHATa CIIPHWHIIOBKA 3a JJO3MPOBKATAa U HAYWHA HA IMPUJIOKCHUC ITPU NICTUATPUIHU IMTAOUCHTU Ha
6 1 TIoBeY€E TOJUHM C TICOPHA3HC.

bonect Ha Crohn u ynuepo3eH KoiuT

B cxemara Ha neuenue mppBara o03a Ha STELARA ce npuiiara HHTpaBeHO3HO. 3a J03UpoBKaTa Mpu
MHTpaBeHO3Ha cxeMa Ha npuiarase Buxkre 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 NPHIOKEHHE 1pe3 12 ceIMUIH.

[TarmenTH, KOUTO HE CE MOBIMSBAT JOCTATHYHO J0 8 CEAMMIIM CIIE]] TbPBaTa MOJKOKHA J03a, 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 OKAa3BaT JIaHHU 3a
TepaneBTHYHA 1moJ3a 16 ceaMuIy cieq i.V. MHAYyKIIMOHHA 1032 WK 16 CeaMUIIM Clie] MPeMHHABAHE
KBM IpHjIarane Ha MOIIbprKaIa 103a IMpe3 8 CeaMUIIH.

[TpunoskeHnEeTo Ha UMYHOMOTYJIATOPH /MM KOPTUKOCTEPOUIA MOXKE J1a TIPOIBJIKY 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 MAlMEeHTH B CTapuecka Bb3pacT (BXK. 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 Aga nwkektupaTr STELARA, ako jexapsT peuiy, 4e 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 TIlpoTuBomoKa3aHus

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 CneuuajaHu npeaynpe:kaeHus v MpeanasHu MePKH MpH ynorpeda

IIpocnenumoct
3a f1a ce mo100pH MPOCIIEIUMOCTTa Ha OMOJIOTMYHHUTE JICKAPCTBEHH MPOLYKTH, THPIOBCKOTO UME U

NapTUAHUAT HOMEP Ha IMpujiaraHvs NpoaAyKT TpH6Ba Ja 6’L}_IaT SICHO NOKYMCHTHPAHU.
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HNudexnmu

VYcreknaymMad MOXKe J1a IMa TIOTEHIIHAI /1a YBeJIMYaBa pUCcKa OT HHPEKINH U 1a 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 nanuenty, npuemand STELARA (Bx. Touka 4.8).

[Ipu manuenTy, JIEKyBaHU ¢ YCTEKHUHYMa0, ce choOIIIaBa 32 ONOPTIOHUCTUYHU UH(PEKITUH, BKIIFOUBAIIH
peaxTUBUpaHe Ha TyOepKyo3a, APYTH OMOPTIOHUCTHYHU OaKTepraTHi HH(EeKINN (BKIIOYHTEITHO
aATUITMIHA MUKOOAKTepraiiHa HHGEKIIHsI, MCHHHTUT, IPUIHMHEH OT Listeria, MHEBMOHUS, IPUYHHEHA OT
Legionella, u HokapaKro3a), OMOPTIOHUCTHYHN MUKOTHYHH HHPEKIMU, OOPTIOHUCTHYHH BUPYCHH
WH(pEKIUU (BKIIOUUTEITHO SHIS(AINUT, MPUIUHEH OT XEPIIeC CUMIUIECKC 2) U Mapa3suTHH WHPEKIIUN
(BKIIFOUATETTHO OYHA TOKCOILIa3MO03a).

TpsiOBa 1a ce MOAX0kK/Ia ¢ TOBHUIIICHO BHUMaHKE, KOTaTo ce 00Chxkaa npunokenueto 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 nHpeknus. STELARA He TpsiOBa fa ce mpuiara npu NalyeHTy C aKTHBHA
TyOepKyo3a (Bxk. Touka 4.3). JleueHneTo Ha nmaTeHTHA TyOepKyII03Ha HH(EKIHs TpsiOBa 1a 3amovyHe
npeau npuioxkeHnero Ha STELARA. AaTuTyOepkyio3HaTta Teparus chio TpsaOoBa na 0b1e o0chaeHa
npeau HavanoTo Ha JeueHue cb¢ STELARA mpu nmarneHT ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyJi03a, IpY KOUTO HE MOKE J1a c€ IOTBBPIM aJeKBaTeH Kypc Ha jJeuenue. [lanuenture,
npuemanii STELARA, tps0Ba fa ce HaOIr01aBaT BHUMATEIHO 32 IPU3HAIIM 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 ciequ u STELARA He TpsiOBa na ce npuiiara, 10kato HHQEKIUATa He
ObJIe OBJIAASHA.

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 OOCEPBALIMOHHO MPOYYBAaHE MPH MAI[UEHTH C IICOPUA3HC, Ca PA3BUIIA KOXKHH U
HEKOXHH 3JI0Ka4eCTBeHHM 3a00JsaBaHus (BXK. Touka 4.8). PUCKBT OT 3110KadecTBEHN 3a00IBaHUS MOKE
Jia € TI0-BUCOK NPH NALMEHTH C IICOPHAa3HC, KOUTO Ca JIEKYBaHM C ApyTry OMOJOrMYHH JIEKapCTBa B
X0Jla Ha 3a00JIsIBaHETO.

He ca nmpoBexxganu mpoydBaHus, B KOUTO yYacTBaT MAIUSHTH C aHAMHE3a 32 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 IOBUIIICHO BHUMAHUE, KOTATO
ce oocexaa mpunokenueto Ha STELARA nipu te3u nanueHTw.

Bewndky marnuenTH, mo-crenuaiio Te3u Haj 60 ToAnHY, NalueHTH C aHaMHEe3a 3a MPObIKUTETHA
MMYHOCYTIpECHBHA TepaIusl WK TakuBa ¢ aHamHe3a 3a [ITYBA-tepamnus, Tpsa0Ba 1a ce Habmoasar 3a
H0siBa HA HEMEJIAHOMEH pak Ha KoxkaTa (Bxk. Touka 4.8).

CucTeMHH U peCcTIMPAaTOPHHU PEAKINU Ha CBPhXIYBCTBUTEITHOCT

CucmemHu

Cepuno3HH peakIiy Ha CBPbXYyBCTBUTEITHOCT Ca JOKJIAJBAHN B IOCTMAPKETUHTOBU YCIIOBHS, B HIKOH
CJIy4au HSKOJIKO JTHU clie]l JeueHneTo. MiMa cnydyan Ha aHaduiakcus 1 anrnoesieM. AKO ce TOSIBU
aHa(UIaKTUYHA WK Jpyra CEpHO3Ha Peaklusl Ha CBPbXUyBCTBUTEIIHOCT, TPAOBa ja c€ Ha3HAUM
noaxoxasuia repanus 1 npuioxkennero Ha STELARA TpsiOBa na ce npeycranoBu (Bxk. Touka 4.8).

Pecnupamopnu
Cryyau Ha anepruyeH ajJBeouT, €O3MHO(MWIHA THEBMOHUS M HEMH(EKIIMO3Ha OpraHu3upania
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 BKITIOYBAT JUXATEIHA HEMOCTATHYHOCT M TIPOIB/DKUTEIHA XOCTTUTATH3AIIHS.
ITomoGpenwe € choOIIaBaHO CIIC MPEYCTAaHOBSIBAHE HA JICYEHHETO C YCTEKMHYMAO M B HAKOM CIIyYan
IPH [TPUIIOKEHNE HA KOPTHKOCTEPOUIN. AKO ObJie M3KIIOUeHa MHPEKIINA U HarHo3ara ce IMOTBbP/IH,
NPHJIOKEHHETO HA YCTEKHHYyMa0 TpsiOBa J1a ce TPEYCTAHOBH | JIa C€ 3aIll0YHE TIO0IXOIAIIIO0 JICUCHUE
(Bx. Touka 4.8).

ChbpaeyHo-ChIOBH CHOUTHS

IIpu maruenTH ¢ mcopuasuc, ¢ ekcro3uis Ha STELARA, B TocTMapKeTHHTOBO 00CEpBAIIIOHHO
MpOyYBaHe ca HAOJI0JaBaHK ChPICYHO-ChJIOBH ChOUTHS, BKIIFOUNTEITHO HH(APKT HA MUOKap/a 1
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 IOJHATA Kaladka Ha MPEABAPUTEIIHO HATBIIHEHATA MTHUCATIKA €
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 KOHKPETHH IPOYUYBAHUS IPHU MALIUEHTH, BEPXY
KOHMTO HACKOpO € IIpujlaraHa >kuBa BUPYCHA WM jkMBa OakTepuasiHa BakcuHa. Hsima nannu 3a
BTOPUYHO TpeiaBaHe Ha HHPEKIHsI Ype3 )KUBU BAKCHHU NpH nanueHTH, nonydaBamy STELARA.
Jleuenneto cbc STELARA TpsiOBa fa ce nmpeycTaHOBU Hali-MajKo 3a 15 ceIMUIM ciief] mociaeqHaTa
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 npuiiarane Ha xuBu BakcuHu (kato BLDK BakcuHa) npu KbpMadeTa, ¢ eKCIO3ULIUS
Ha yCTeKHHYMa0 in Utero, B mpoJbKEeHHE Ha MIECT Mecela e/ PaKIaHeTO UITH JI0KATO CePYMHHUTE
HHUBA Ha YCTEKMHYMal MpH KbpMaueTo CIaHAT 110 HUBOTO Ha AeTeKUHA (BX. Touku 4.5 u 4.6). Ako e
HaJIMIE KaTeTOpUYHA KIMHUYHA [0JI3a 32 OTJETHOTO KbpMaue, MOKe J]a ce OOMMCIIU ITpUIaraHe Ha
JKMBa BaKCHHA B IIO-paHEH MOMEHT, aKO HE C€ OTKPUBAT CEpyMHHU HHMBA HAa yCTEKUHYyMao.

ITarmenture, kourto ynorpedssat STELARA, moxe a moy4ar eTHOBPEMEHHO WHAKTUBUPAHU MIIN
yOUTH BaKCHHU.

Hsnrocpounoto neuenne cb¢ STELARA He moTrucka XyMopaTHUS UMYHEH OTTOBOP KbM
THEBMOKOKOBUTE TOJIM3aXapH/IHNA BAKCHHH WM KbM BaKCHHHUTE Cpelly TeTaHyc (BK. Touka 5.1).

EnHOoBpeMeHHa MMYHOCYIIPECHBHA TepaIus

[Tpu npoyuBaHus npu NCOpUa3UC He ca oleHsIBaHK Oe3omnacHocTTa U erukacHocTTa Ha STELARA B
KOMOMHAIHUS C UMYHOCYTIPECOPH, BKIIFOUUTETHO ONOJIOTMYHH NPOLYKTH MK poToTepanus. [Ipu
NPOYYBaHUS MPH NICOPHATUYUEH apTPHUT, eAHOBpeMeHHaTa ynotpedba Ha MTX He noBiusBa
6e3omacHoctTa U eprkacHoctta Ha STELARA. B npoyuBanusta mpu 6osect va Crohn u ymimeposex
KOJIUT €THOBPEMEHHATa yHoTpeda Ha UMYyHOCYTIPECOPH MIIH KOPTUKOCTEPOUIN M3TIIEK 1A HE
noBIMsiBa Oe3onacHocTTa wiK eukacHoctTa HAa STELARA. TpsiOBa 51a ce moaxox/ia ¢ IOBUIICHO
BHHMaHHe, KOraTo ce 00ChkIa eTHOBpeMeHHaTa yroTpeda Ha Apyru umyHocynpecopu u STELARA
WM TIPY IPEMUHABAHETO KBbM JIEUEHHE C APYTH OMOIIOTHYHN UMYHOCYTIpecopH (BXK. Touka 4.5).

HUmyHoTepanus
STELARA He e olleHsIBaH MpHY TMAIMEHTH, KOUTO ca MoJjIaraHd Ha UMyHOTeparnsi 3a aeprun. He e

n3BectHO nanmu STELARA moske ma ce 0Tpa3u Ha IMyHOTEpanuaTa Ipy alepruu.

58



CepHno3Hy KOKHH 3a00JIIBaHUS

[Ipu nanueHTH ¢ ICoprazmc ce ChoOIIaBa 3a ciiydan Ha eKC(OIMATUBEH JEPMATHUT CIIe]] JICUCHHE C
ycTekuHyMa0 (Bx. Touka 4.8). [larueHTrTe ¢ copuasuc ¢ miaku MOXKe Jia pa3BUAT €pUTPOJACPMHUYCH
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 CE€ TIOSIBSIT, TPSOBA 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 €pUTEMaTO/IeC U JIynyc-nofo0eH cunapom. [Ipy Bb3HUKBaHE Ha JIe31H,
0c00eHO Ha W3JI0KEHUTE Ha CITBHIIC yYacThIM Ha KOXKaTa, UM aKo Te Ce ChITBTCTBAT OT apTpajrus,
MaICHTHT TPSOBA Ja TOTHPCH He3a0aBHO JIeKapcKa MOMOII. AKO ce IIOTBLPASIT 3200/ IsIBAaHHUS,
CBBP3aHHU C JIYITyC, yCTeKHHYMa0 TpsiOBa 1a ce MpeyCTaHOBH U Ja C€ 3aM0YHE MOXOISIIO JICUYCHHE.

CrenyanHy nonyJianuu

Cmapuecka év3pacm (> 65 2o0unu)

B KIMHUYHWTE W3MUTBAaHUS MIPH 0JIOOPEHUTE TIOKA3aHUs HE ce HAOI0aBaT ChIICCTBCHU Pa3IHyMs B
epuKacHOCTTa WK OE30MaCHOCTTA MPU MALMEHTH Ha 65-TOAMIIHA BB3PACT U IMO-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 € MO-TOJISIMO, JICUCHUETO MPH MALMEHTH B CTapyecKka Bb3pacT TpsOBa 1a ce mpuara
BHUMATEIHO.

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

He ce npenopruBa npunarane Ha xuBu Bakcunu (kato BIK BakcruHa) npu kbpmayera, ¢ eKCIO3ULMS
Ha yCTeKHHYMa0 in Utero, B mpoJbKEHHE Ha MIECT Mecella CIIe PasKIaHeTO UITH JI0KATO CePYMHHUTE
HUBA HA YCTEKHHYMa0 MU KbpMaUueTO CIIaJHAT IOl HUBOTO Ha JeTeKIus (BX. Toukd 4.4 u 4.6). Ako e
HaJIMIE KaTeropuyHa KIMHUYHA 10132 332 OTACTHOTO KbpMaue, MOXe Jja € 0OMUCIU MpujlaraHe Ha
JKMBa BaKCHHA B IIO-paHEH MOMEHT, aKO HE C€ OTKPUBAT CEpyMHHU HMBA HAa yCTEKUHYMaO.

He ca npoBexnanu nmpoy4BaHus 3a B3anMoJieiicTBUATA TIpH Xopa. [Ipn GpapMakOKWHETHYHN aHATHU3H
Ha IOIyJIALUsITa, HAIPABEeHU B MpoyuBaHus (aza 3, e u3cieaBaH eQeKThT Ha Hal-4ecTo
€HOBPEMEHHO NMPUEMaHH JIEKapCTBEHH MPOIYKTH MPU MAIUEHTH C IICOPUAZUC (BKIIOUUTEIHO U
napareramos, HoynpodeH, aleTUICATMIIOBA KHCETTMHA, MET(OPMHH, aTOPBACTATHH,
JIEBOTUPOKCHH) BBPXY (apMaKOKHHETHKATa Ha ycTeknHyMa0. He ca HaOmiogaBanu npu3Hay Ha
B3aUMOJICHCTBHUE C T€3U €IHOBPEMEHHO PUEMAaHH JIEKapCTBEHU NPoAyKTH. OCHOBA HA TO3U aHANIU3 €
¢axThT, ye Hail-manko 100 maruenTy (> 5% OT W3cienBaHarTa MOMyJalys) ca JeKyBaHH
€HOBPEMEHHO C TE3U JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT neproaa Ha MpOoy4IBaHETO.
dapMaKOKMHETHKATa HAa YCTEKMHYMa0 He ce € MOBIUsUIa OT eJHOBpeMeHHaTa ynorpedba Ha MTX,
HCIIBC, 6-mepkantomnypuH, a3aTHOIPHH W TIEPOPATHNA KOPTUKOCTEPOUIH MIPH MAITUEHTH C
NICOpUaTHYeH apTPpHT, OostecT Ha Crohn wiu yiepo3eH KOIHT, WK OT MpeIIIecTBalla eKCIO3UIINS Ha
antu-TNFa cpeacTBa, Ipy NaLMEHTH C ICOpUATHYEH apTpUT Wi 6osect Ha Crohn, wim ot
IpeJIIecTBalia eKCIo3uIys Ha OMOJIOrMUHH JIEKAPCTBEHU IPOAYKTH (T.€. aHTu- T NFo cpencTa u/niu
BeIOJIM3yMab) TIpH MAIMEHTH C YIIIEPO3€H KOJIUT.

Pesynrature ot mpoy4sane in Vitro He npeamnonaratr HeOOXOIUMOCT OT aIaNITUPAHEe Ha j03aTa Mpu
HalUeHTH, KOUTO mojtydaBar eqHoBpeMmenHo CYP450 cyGerparu (BK. Touka 5.2).

IIpu npoy4Banus pu ICOPHA3UC HE ca OlleHABaHU Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOWHAITUS ¢ UMYHOCYTIPECOPH, BKITFOUUTEITHO OMOJIOTHYHA CpencTBa win ¢oTtoTepanus. [Ipu
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MIPOYYIBAHUS IIPH IICOPUATHYUEH apTPUT, eNHOBpeMeHHaTa yrotpeda Ha MTX He moBusBa
6e3omacHoctTa 1 epuxacaocTra Ha STELARA B mpoyusanusita npu 6omect Ha Crohn u yieposen
KOJIUT €THOBPEMEHHATA yIoTpeda Ha HIMYHOCYIIPECOPH MIIM KOPTUKOCTEPOUIN U3TIIeK 1A He
noBnusiBa 6e3omacHoctTa WK epukacHocrra Ha STELARA. (Bk. Touka 4.4).

4.6 DepTHIHTET, OPEMEHHOCT U KbpMeHe
JKenu ¢ geTepo/ieH NoTeHIal

JKenu ¢ neTepoaeH MOTEHITHAT TPSAOBA Aa U3MOI3BAT €PEeKTHBHA METOAHM Ha KOHTPAIICTIIIHS TI0 BpeMe
Ha JIeYeHHUE U A0 15 ceaMUIH ciIe IeYEHUETO.

BpemenHoct
Jlunicear naHHM OT ynoTpedaTa Ha YCTEKUHYMAa0 npu OpeMeHHHU XeHU. [IpoyyBaHusITa IPU KUBOTHU

HE TI0Ka3BaT MPEKU WU HETIPEKU BpeIHU e(DeKTH, CBbP3aHU C OPEeMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO WITH IOCTHATAIHOTO pa3BuTHE (BXK. Touka 5.3).
Karo npeamasna mMspka e 3a mpenmodnTane fa ce uzdsrea ynorpedara Ha STELARA mo Bpeme Ha
OpeMEeHHOCT.

YcreknHymad mpeMuHaBa Ipe3 IIaleHTaTa i ce OTKPUBa B CepyMa Ha KbpMadeTa, POACHHU OT KEHH,
JIEKyBaHU C YCTEKHMHYMa0 10 BpeMme Ha OpeMeHHOocTTa. KIIMHUYHOTO BBh3AEHCTBIE Ha TO3H (aKT HE €
U3BECTHO, HO PUCKBT OT MH(PEKIHS MPH KbpMadeTa, C SKCIO3HMIUS Ha yCTeKHHYMa0 IN Utero moxe na
ObJle IOBUIIICH ciel paxaaneTo. He ce mpemnoppuBa mpuiarane Ha xuBH BakcuHH (KaTto BIDK
BaKCHHA) MIPH KbpMayeTa, C EKCIO3UIIMS Ha YCTeKUHYyMa0 iN Utero, B mpoabiDKeHUe Ha 6 Mecera cliel
paKIaHETO WU JOKATO CEpYMHHUTE HABA Ha yCTEKMHYMal MpH KbpMayeTo CraJHaT MoJ] HUBOTO Ha
neTekus (BXK. Toukn 4.4 1 4.5). AKo e HanuIle KaTeropuyHa KIMHWYHA T0J13a 33 OTACITHOTO KbpMaye,
MOJe J]a ce OOMHUCIIM IPUJIaraHe Ha >KMBa BAKCHHA B [IO-PaHEH MOMEHT, aKO HE C€ OTKPUBAT CEPyMHU
HUBA HA YCTEKUHYMaO.

Kbpmene
OrpaHr4eHu JaHHH, TyOJIMKYBaHH B JIMTepaTypaTa, OKa3BaT, Ye yCTeKHHyMal ce eKCKpeTHpa B

YOBEIIIKaTa KbpMa B MHOTO MaJIki KoyimuecTBa. He € n3BecTHO nanu ycrekunymab ce abcopoupa
CHUCTEMHO clie/i rtoribiiane. [lopaau noreHuana 3a nposiBa Ha HEXKEJIaHH JICKAPCTBEHH PEaKIIUU KbM
YCTeKHHYMab MpH KbpMadeTaTa, TpsOBa Jia ce B3eMe pellieHue JIaIH Ja ce IPEeyCTaHOBH KbPMEHETO
10 BpEME Ha JICYCHHE U J0 15 ceaMuIty ciiest JICUeHUEeTo, UiTH J1a Ce MIPEYCTaHOBH TePAINUITa ChC
STELARA, kato ce B3eMar mpeaBuj 1oi3aTa OT KbPMEHETO 3a IETETO U MoJI3aTa OT Tepanusara ChC
STELARA 3a >keHara.

DepTrIIATET
EdekTbT Ha ycTeknHymMad BbpXy (hepTHIMTETA IPHU XOpa He € OleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cniocodHOCTTA 32 oupaHe U padoTa ¢ MAIINHA

STELARA He nosnusiBa Wix HOBJIHABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a mopupaHe U paboTa ¢
MaIIHHH.

4.8 Hexenanu JieKapCTBeHH peaKuH

O06o6uieHre Ha poduna Ha Ge30MmacHOCT

Haii-yectute HexxenaHu JeKapcTBeHU peakuu (> 5%) B KOHTPOJUPAHHUTE IEPHOAN OT KIMHUYHHUTE
NPOYYBAHUS MPU BB3PACTHHU C TICOPUA3HC, ICOPUATHYCH apTPpHT, OostecT Ha Crohn u yiepo3eH 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
anagunakcus (Bx. Touka 4.4). O0uuaT npodui Ha 6€30MacHOCT € MOA00CH MPH MAIUSHTH C
TMICOPHA3HC, ICOPUATUYEH apTpuT, Oonect Ha Crohn ¥ yJepo3eH KOJUT.
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TabaudeH cCOMChK Ha HEXKENAHNUTE PEeaKlnu
JannanTe 3a 6€30MaCHOCT, MPEIOCTaBEHU TIO-A0Y, Ca TOMYyUEHH CIiell eKCIO3UIINI Ha YCTEKNHYyMa0

npy Bb3pacTHU B 14 npoyuBanus ¢asa 2 u ¢asa 3 npu 6 709 nauuentu (4 135 ¢ ncopuasuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 825 manuenTu ¢ ynuepo3eH koiut). ToBa BKIIIOUBa
excrio3uisa Ha STELARA B KOHTPOJIMPAHUTE M HEKOHTPOJIMPAHUTE IEPUOIN Ha KIMHUUHUTE
MPOYYBaHUs B MPOALIDKCHNE HA Hal-Manko 6 Mecena wiu 1 roguna (4 577 u 3 253 nanueHTn
CBHOTBETHO C IICOPUA3UC, ICOPUATHYEH apTpuUT, 6onect Ha Crohn uiu ¢ yaepo3eH KOJIuT) U
EKCITO3HUIHS 3a Hal-MaJIko 4 win S roguau (cboTBeTHO 1 482 1 838 manueHTH ¢ IcopHasuc).

B tabnuna 1 e mokazaH CIUCHK ¢ HEKEIAHUTE JICKAPCTBCHH PEAKITHMH OT KIIMHUYHU MPOYYBAHHS MTPU
BB3PACTHH C TICOPHA3KC, TICOPHATHICH apTpuUT, 6ostecT Ha Crohn u ¢ yirepo3eH KOIUT, KaKTo U
HEXENaHUTE PEaKIUK OT OCTMapKeTHHTOBaTa yrorpeda. Hexxenanure peakiuu ca KiacupuIiupanu
0 CHCTEMO-OPTaHHU KJIACOBE M YECTOTA ChIJIACHO ClIeHAaTa 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 MOXe [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.

Tabnuya 1 Cnucvk Ha Hedxcenanu 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)

Penkn: ceprno3Hu peakuy Ha CBPbXYYBCTBUTEIHOCT (BKIIOUHTEITHO
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

Penkn: anepruueH anBeosuT, €03MHO(MITHA THEBMOHUS
MHoOro peiku: OpraHu3upania MTHEBMOHHS*

CromanrHo-4peBHU
HapyLIeHus

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
MHOro0 peiKu: JIymyc-1oJJ00eH CHHIPOM

OO0y HapymeHus u
e(exTu Ha MACTOTO HA
NIPUIOKEHHUE

Uectu: ymopa, eputemMa Ha MSICTOTO Ha HHXKEKTHUPaHe, 00JIKa Ha
MACTOTO Ha WH)KEKTHpaHEe

HeuecTn: peakuuy Ha MACTOTO Ha MH)KEKTHPaHE (BKIIOYUTEIHO
KPBBOM3JIMB, XEMaTOM, BTBbP/SBaHE, OJAYBaHE U ChPOEK), aCTCHUS
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*  Bwxre Touka 4.4, CHCTEMHHU U PECIIUPATOPHU PEAKIIMU HA CBPBXYYBCTBUTEIHOCT.

Onncanne Ha N30paHN HEXEIIAHN JIEKAPCTBEHN PEAKIINNA

HNudexnnun

B mmanie60-koHTpoIMpany Npoy4YBaHHS MPY MALUEHTH ¢ ICOPUA3UC, ICOPHATHYECH apTPHT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJIUT MPOLEHTHT Ha HHPEKINHUTE WIH CEPUO3HUTE HHPEKLHU € CXO/ICH TIPH
MalUeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTe ¢ Tuianebo. B mnane6o-KoHTponupaHust
Nepro/] Ha Te3U KIMHUYHHU NPOYYBaHMs YecToTara Ha uHdekuuute e 1,36 3a mauueHToroguHa
MPOCIIesIBaHe MPH MAINEHTH, JIEKYBaHU C YCTeKUHYMa0, u 1,34 — mpu manuenTy, JIeKyBaHH C
miare6o. [osBunure ce cepro3an nHPEKIun ca ¢ gectora oT 0,03 3a manueHTOroAuHa IPOCIeasIBaHe
NpY TTALMEHTH, JIeKyBaHH ¢ ycTekuaymad (30 cepro3nu nndexuuu 3a 930 nanueHToroanHu
npocnensBane), u 0,03 — npu manwenTy, JieKyBaHu ¢ Turane6o (15 cepro3an nHGpeKIun 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 581marenroroauuu ekcro3unus npu 6 709 manueHTH MeriaHaTa Ha BpEMETO Ha MPOCIICIABaHE €
1,0 ronuna; 1,1 roauHu 3a Mpoy4YBaHUATA [IPH ICOpUATHYHO 3a0o0isBaHe, 0,6 ToAuHY 32
npoy4BanusTa npu 6onect Ha Crohn u 1,0 roguHa 3a npoyuBaHusTa ¢ yIIepo3eH KOJIuT. [IponeHThT
Ha nH¢eknuute e 0,91 3a manueHTOroANHa NpocieAsBaHe MPY NALMEHTH, JIEKYBaHHU C yCTEKUHyMao, a
NPOIIEHTHT Ha cepruo3HNTE MHPeKIMU TpH TsX € 0,02 3a manueHTorouHa MpociensiBaHe

(199 cepro3nu unbeknuu 3a 11 581 MaIMeHTOroHHN MPOCIIEISIBAHE) U Ca JOKJIAJABAHH CEPHO3HU
MH(EKINHY, BKIIFOYUTEIHO THEBMOHHS, aHAJIEH a0CIiec, LeNyJIuT, AMBEPTUKYIIUT, TACTPOCHTEPUT U
BUPYCHU MH(EKIIUH.

B nmpoBeneHy KIMHUYHY NPOYYBAHUS MALMEHTH C JIATEHTHA TYOCpKYJ103a, KOUTO ca OMIIH
€HOBPEMEHHO JIEKYBaHM C U30HHA3U], HE Ca Pa3BUIIM TyOepKyio3a.

3nokayecTBEHH 3a00IIBaHUS

B mtanie60-KoHTpoIMpaHys IEpHoA Ha KITMHUYHY IPOYYBaHUs [IPU IICOPHUA3UC, ICOPUATHYEH apTPHT,
6osiect Ha Crohn u yJmepo3eH KOJIHUT Y4ecToTaTa Ha 3JI0Ka4eCTBEHHUTE 3a00JIsIBaHMUS, C U3KIIFOUCHUE HA
HEMEeJIaHOMEH pakK Ha Koxkara, € 0,11 3a 100 manmeHToroAuHN MpociiessBaHe MpH MalueHTH,
neKyBaHu ¢ ycreknHyma0 (1 mamueHT 3a 929 nanueHTOroIMHY npociensBane) B cpaBHeHue ¢ 0,23
MIPH MAIUEHTUTE, JISKyBaHU ¢ Tu1aie0o (1 namueHT 3a 434 NalMeHTOroIMHYU MPOCIe/IIBaHe).
UYecroTata Ha HEMENaHOMEH pak Ha koxara e 0,43 3a 100 manueHToroIMHu MpociensBaHe 3a
NalMEHTHTE, JEKYBaHH ¢ YCTEeKMHYMa0 (4 mauueHTH 3a 929 nanyeHToroANHU MPOCIIEsIBaHe) B
cpasaenue ¢ 0,46 npu manueHTHTe, JIEKyBaHH ¢ Tuiane6o (2 naruenTty 3a 433 manueHToroInHu
MIPOCIEISBAHE).

B xoHTpoOnHMpaHUTe M HEKOHTPOJIHUPAHHUTE TIEPHUOIN Ha KIIMHUYHUTE IPOYIBAHHS MTPH TICOPUAZHC,
NICOpUATHYCH apTPHT, OostecT Ha Crohn u yiepo3eH KOIuT, MpeACTaBIIsBAIIN

11 561 nanueHTOroAUHMU eKcro3uis npu 6 709 nanueHTH MeMaHaTa Ha BpeMETO Ha POCIIE/sBaHe ©
1,0 roguna; 1,1 ToauHM 32 MpOyYBaHUSTA TIPH NICOPUATHYHO 3a0onsBaHe, 0,6 TonuHY 3a
npoyuBanusta npu 6osect Ha Crohn 11,0 roguHa 3a Mpoy4BaHHUATA C YIIIEPO3EH KOJIHT.
3nokauecTBEHH 3a00JSIBAHUS, C M3KITIOUSCHHE HA HEMETAaHOMEH paK Ha KOXKaTa, ca JIOKJIaBaH! IPH
62 manmenTy 3a 11 56 1 manmenToroauau Ha npocieasBane (uecrora ot 0,54 Ha 100 manMeHTOrOIMHU
Ha TIPOCIIe/sIBaHE MTPH MAIUCHTH JICKYBaHU C YCTeKuHyMa0). Te3u ciydyan Ha 3J10KaYeCTBCHH
3a00JsIBaHMUs1, CHOOIIECHH TIPH MAIUSHTH, JIEKYBaHH C YCTEKHHYMa0, ca CPABHUMHU C OYaKBAHUTE
ciydad B oOmiata nomyanus (cTaHaapTu3upad koepuuueHT Ha yectora = 0,93 [95% noseputeneH
untepsai: 0,71, 1,20], kopurupat 3a Bb3pacT, noi U paca). Haii-uecto HabnronaBanute
3]I0Ka4eCTBEHH 3200 SIBAHUS, PA3JIMYHU OT HEMEJIAHOMHUS KapIIUHOM Ha KOXaTa, ca KapIMHOM Ha
MpocTaTara, KOJIOPEKTaIeH KapIIMHOM MEJaHOM M KapIMHOM Ha repata. Crydante Ha HEMEIaHOMEH
KapuuHOM Ha kokarta ca 0,49 Ha 100 nanueHTOroAUMHY Ha MIPOCEeAsiBAaHE PU MAlUEHTH, JICKYBaHU C
ycTekuHyMab (56 manuenTH 3a 11 545 manmenToroauau Ha npocieasBane). ChOTHOIIICHHETO Ha
MAIMEeHTH ¢ 6a3aJICH CIIPSMO CKBAMO3HOKIICTHUCH KapIIMHOM Ha Kokarta (3:1) e cpaBHUMO ChC
CHOTHOIIIEHUETO B 00MIaTa momysanus (Bx. Touka 4.4).
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Peakiinyt Ha CBpBEXYYBCTBUTEITHOCT U PEAKIMH KbM HHY3UATA

[Tpu mpoyuBanus ¢ Oosectra Ha KpoH 1 yniiepo3eH KOJIUT ¢ MHTPaBeHO3HA HHIYKIIHS HE CE
CHOOIIABAT Clydan Ha aHA(WIAKCHS WIK JPYTHU CEPUO3HU PEaKIIUU KbM MH(Y3UITA CIIE] €THOKPATHA
WHTpaBeHO3Ha /103a. B Te3u mpoyuBanus 2,2% ot 785 manneHTH, JeKyBaHu ¢ mianebo, u 1,9% ot 790
MAIMEHTH, JIEKYBaHHU C MPENOPBUYUTENHATA 71032 YCTCKHHYMa0, ChOOIIaBaT 32 HEeKEJTaH! ChHOUTHS,
HACTBIIMJIM 110 BPEME Ha WIX B PAMKHUTE Ha €JIUH Yac ciiea nHgy3usaTa. Cepruo3HU peakivu, CBbP3aHU
¢ MH(Y3UATa, BKIFOYATETHO aHA(DIIIAKTHIHA Peakny KbM HH(]Y3HATa, ce ChoOIaBaT B
OCTMApKETHHTOBH YCIIOBHUS (BXK. Touka 4.4).

Ileduampuuna nonynayus

[lenqnatpuvHy NanMeHTH Ha 6 TOMWHY U TIO-TOJIEMH C IUIAKOB TICOPHA3HC

bezonacHocTTa Ha ycTeknHYyMal € MpoydeHa B B MPOy4YBaHUs (asza 3 mpu NeAUaTpUIHU MalUeHTH C
YMEPEH JI0 TeXKbBK IIIAKOB nicopuasuc. [IspBoTo npoyusane e npu 110 naruenTu Ha BB3pacT oT 12 10
17 ronuHu, TeKyBaHH B IpoAbDKeHNE Ha 60 ceIMUIIN, a BTOPOTO MpOydBaHe € Npyu 44 manueHTH Ha
BB3pacT oT 6 1o 11 roguHm, IeKyBaH! B IPOIBIDKEHHE Ha 56 ceqmunu. KaTo msso cpo0meHunTe
HEXXeJIaHU ChOWTHS B TE3H JIBE IPOYUYBAHUS C JAHHU 3a 0€30MMacHOCT 10 1 TOAMHA ca MOA00HH Ha
Te3u, HaOII0JaBaH! B TIPEIUIITHU MPOYIBAHHS TP BH3PACTHH C TIAKOB TICOPHA3HC.

Crol1aBane Ha IOJ03UPAHU HEXKEJIaHU PEAKIIUH

CpoO11aBaHeTO Ha MO03UPAaHH HEXKEJIaHU PEeaKIUU CcJie]] pa3pelllaBaHe 3a yrnoTpeOa Ha JIeKapCTBEHUs
HPOAYKT € BaykHO. ToBa 1o3BosIsABa Aa NPOIB/DKH HAOIIOCHUETO Ha ChOTHOIICHUETO OI3a/PHUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEIMIIMHCKUTE CIICIIUAIIICTH CE M3MCKBA Jia ChOOIIaBaT BCSIKA
NO/I03MpaHa HeXeJlaHa PeaKlys ype3 Hal[MOHAIHATa CUCTeMa 3a ChOOIIaBaHe B!

W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,JJamsia ['pyeB” Ne §

1303 Cocpus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 TIlpemo3upane

Ennanunn no3u 1o 6 mg/kg ca npunaraiu MHTPaBEHO3HO B KIIMHUYHU NIPOYyYBaHUs 03
orpaHyuaBalla 103aTa TOKCUYHOCT. B cityuail Ha mpeo3upane ce npenopbyBa NallUEHTUTE Ja ce
HaOJIr01aBaT 3a MPU3HALM WM CHMITOMH Ha HEXXEJIaH! PeaklMy 1 He3a0aBHO Ja ce MPUIIOKU
NOJXOJAIIO CHMITOMATUYHO JICUCHHE.

5. ®APMAKOJIOTMYHHA CBOMCTBA
51 ®@apmakoguHAMUYHH CBOJiCTBA

dapmakoTepaneBTuuHa rpyna: imyHocynpecopu, nHXubutopu Ha natepieBkuH, ATC kox:
LO4ACO05

MexaHHU3bM Ha JICHCTBHE

Yereknnymab e n3isuio yosentko 1gG 1k MOHOKIIOHAIHO aHTHTSIIO0, 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 peuenTopen npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHHUTE KJIETKH. Y CTeKHHYMa0 He Moke 1a ce cBbpike ¢ IL-12 nmm ¢ [L-23, xouto Beue ca
cBbp3anu ¢ [IL-12RB1 peuentopu no kieTbyHaTa MOBEPXHOCT. CIEI0BATEIHO € MAJIKO BEPOSATHO
yCTeKHHYMab Ja yyacTBa B KOMIUIEMEHT- WJIM aHTUTSUIO-MEeIMUpaHaTa IUTOTOKCUYHOCT Ha KJIETKUTE
¢ pereriropu 3a IL-12 w/wmm 1L-23. IL-12 u IL-23 ca xeTepouMepHH IIUTOKHHU, CEKPETHPAHH OT
aKTHBHPAHM aHTUTEH-TIPEICTABAIIN KIETKH, HATPUMEp Makpodaru U IeHAPUTHH KIETKH U J1BaTa
LUTOKMHA yyacTBaT B UMyHHHUTE GyHKIuM; IL-12 cTtumynupa ecrectBenute kietku youiinu (NK) u
npenu3BukBa nudpepennuaiusara Ha CD4 + T knerkure kM T 1 xennepen (Thl) dpenorumn, 1L-23
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naaynupa TS Ha T 17 xenmepute (Th17). AGHopmaaTta perymamus Ha [L-12 u IL-23 obaue ce
CBBP3Ba C IMYHHOMEINHUPAHH 3200 IIBAHNS KaTO TICOPHA3KC, TICOpHATHYEH apTpuT, 6osect Ha Crohn
U YIILEPO3€H KOJIHUT.

Upes cepp3Bane Ha obmrara cyoennuuma p40 Ha IL-12 u IL-23, ycreknaymab Moke /1a OKa3Ba CBOHUTE
KIMHAYHH e()eKTH MpU MCOpHa3uc, MCOPUATHIEH apTpUT, 6onect Ha Crohn u yiepo3eH KOIuT 4Ypes3
npexkbcBane Ha mpTumaTa Ha Thl u Th17 uuTokuHM, KOUTO ca B OCHOBAaTa Ha MATOJOTHITA Ha TE3H
3a00Js1BaHu.

[Tpu maruentu ¢ 6osect Ha Crohn JIEYEHUETO C YCTEKUHYMAO BOAM /IO HAMaJICHUE Ha
BB3NAIUTEITHUTE MapKepH, BKIIFOUnNTeTHO C-peaktuBeH nporenH (CRP) u (hekaneH KanmpoTeKTHH 110
BpeMe Ha MHIYKIIMOHHATA (ha3a, KOeTo clie]l TOBa ce MO IbpiKa Mpe3 Isiata noaabppxkaia gasa. CRP
€ OLICHEH 110 BpeMe Ha MPOIBJHKCHUETO HA TIPOYYBAHETO M HAMAJICHUATA, HA0I0JaBaHY 110 BpeMe Ha
nojabspxKamara ¢asa, OOMKHOBEHO ce 3ama3Bat A0 252 ceaMuLa.

[pn manmeHTy ¢ ymuepo3eH KONUT JEYEHHETO C yCTeKHHyMal BOIM 10 HaMaJIeHHe Ha
BB3NATUTETHUTE MapkepH, BKIrounTenHo CRP u dexanen xanmpoTekTHH 1o Bpeme Ha
MHIYKIMOHHATA (a3a, KOeTo ce MoIbprka Mpe3 IsiIaTa moabpikamma $asa 1 IpoabKeHHETo Ha
npoyuBaneTo fo cexmuiia 200.

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

BB3PACTHUTE MAIMEHTH, JIekyBanu ch¢ STELARA 3a Haii-manko 3,5 roauHu, ca Jaad aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH IOJIM3aXapyUIHU BAaKCUHU U BAKCHHU CpeIlly TeTaHyC, CXOJIHU C T€3U IpHU
KOHTPOJIHATA I'PyTa MalUeHTH, OTyYaBalld HECUCTEMHO JIedeHne Ha ncopuasuc. CXoaeH NPOLeHT OT
Bb3PAaCTHUTE NAaUEHTH, JIeKyBaHH ¢bC STELARA u Te3u B KOHTpOJIHATA IPyNa, Ca PA3BUIIN 3aLUTHU
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTETaHUYHU aHTUTENA, U TUTPUTE HA aHTUTeJIaTa UM Ca CXOJIHHU.

Knnanuna ednkacHoOCT

I1naxoB ncopuasuc (Bb3pacTHH NAIIUEHTH)

beszomacHocTTa M edmkacHOCTTa HAa ycTeKnHYyMab ca oreHenu nipu 1 996 nmanmeHTH B

JIBE paHJIOMU3UPAHH, IBOHHO-CJIETIH, IJ1a11e00 KOHTPOJIUPAHH IPOY4BaHUS MIPH NALMEHTH C YMEPEH
JI0 TEXKBK IJIAKOB TICOpUA3UC, KaHAUAATH 3a (oToTeparus win cucreMHua tepamnus. OCBeH TOBa B €IHO
PaHIOMU3UPAHO, AKTUBHO KOHTPOJIMPAHO MPOYUBAHE ChC 3aCTICTIEH OLICHUTEN € CPABHEHO JIeHICTBUETO
Ha YCTEKWHYMal U eTaHepLENT NPH NalMEeHTH C YMEPEH A0 TEeXbK IUIaKOB IICOPHA3HC, KOUTO HE ca ce
TIOBJIMSUTH, TIPOSIBHIIM Ca HETTOHOCUMOCT HMJIM Ca UMAJIM MPOTHUBOIIOKA3aHNe KbM IHKIociopuH, MTX
i [TYBA Ttepanus.

B mpoyusane npu nicopuazuc 1 (PHOENIX 1) ca ouenenn 766 mannenTu. 53% ot TsX He ca ce
TIOBJIMSUTH, TIPOSIBIUIA Ca4 HEMOHOCHMOCT HJIA Ca UMAJIH MPOTHBOIIOKA3aHUE KBM JPyTa CUCTEMHA
tepanus. [lanmenTuTe, paHIOMHU3MPAHH 32 JIEYeHUE C YCTEeKMHYMa0, ca MpUeNn 031 oT 45 mg uinu
90 mg B cenmmuru 0 11 4 1 ca IPOIBIDKWIIA Ja TIPHEMaT ChIaTa J103a Ha BCEKU 12 CeIMUIIH.
ITanmmenTrTe, paHIOMU3HPAHH 32 JICUeHUE ¢ Tutane0o B cenmuin 0 u 4, ca MpeMUHAIN KbM JICUESHHUE C
ycTekuayMab (45 mg wiu 90 mg) B cenmuru 12 u 16, cinem KOETO ca MPOIBIIKHUIIN J1a TTPUeMaT
chlIara f03a Ha Bceku 12 ceamunu. [lanuenTy, mbpBOHAYATHO PAaHAOMU3UPAHU 32 JICUCHHE C
YCTEKHHYMa0, KOMTO ca JOCTUI'HAJIM HUBO Ha MOBJIMsABaHE 75 M0 MHJIEKCA 3a 00JIACT M TEXKECT Ha
nicopuasuc (PASI) (momobpenne mo PASI ot murumym 75% B cpaBHEHUE C M3XOTHUTE CTOWHOCTH) B
ceamun 28 u 40, ca MOBTOPHO PaHJOMU3HMPAHU 32 JIeUEHUE ¢ yCTeKHHyMal Ha Bceku 12 ceqmuim
WM ¢ T1aneoo (T.e. OTTEeTJIsHe OT TepanusaTa). [larmeHTuTe, MOBTOPHO PaHIOMU3HPAHU 32 JICUCHHE C
tane6o B cenmuiia 40, ca Bp300HOBMIH TepanusiTa cb¢ STELARA B mbpBOHaUaNHAaTa CH cXeMa Ha
Jo3upane, cien karo nmogpodpenuero uM mo PASI B cemmuna 40 e Hamansino ¢ muaumym 50%. Bendku
MALMEHTH ca MPOCIEICHHU 3a EPUOJI A0 76 CeAMULM CIIEe]] ITbPBOTO MPUIOKEHUE HA U3CJIEABAHOTO
JIeUCHHE.

B npoyusane npu nicopuazuc 2 (PHOENIX 2) ca ouenenu 1 230 nmanuenTn. 61% ot T5x He ca ce
TIOBJIVSUTH, TIPOSIBHIIM Ca HETTOHOCUMOCT HMJIM €2 UMAJIM MPOTHUBOIIOKA3aHUE KbM JIpyra CHCTEMHA
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tepanus. [lareHTUTe, paHIOMHU3MPAHH 3a JICUCHUE ¢ YCTEKHHYMa0, ca MPHUeIH 103U OT 45 mg win
90 mg B ceaqmuiu 0 1 4, mocaeABaHU OT AONBIHUTEINIHA 103a B ceamuiia 16. [Maruenture,
paHIOMHU3UPAHU 3a JiedeHue ¢ manebo B ceamuim 0 u 4, ca MPEMUHAIIN KbM JICUCHUE C YCTEKUHYyMa0
(45 mg v 90 mg) B ceamurty 12 u 16. BcHyky marpieHTH ca MPOCIEACHH 3a MEPUOT 10 52 CeAMUIIN
cJIeN ITEPBOTO MPHIIOKEHHE HA U3CIICABAHOTO JICUCHNE.

B npoyuBane npu ncopuasuc 3 (ACCEPT) ca onenenn 903 manueHTH ¢ yMEpeH A0 TeXbK MCOPHA3NC,
KOWTO HE Ca Ce TIOBIIMSUIH, IIPOSIBIIIM Ca HETIOHOCUMOCT HMJIM Ca MIMaJIU TPOTHBOIIOKA3aHUE KBM JpyTa
cuctemHa Tepamnusi. CpaBHeHa € e()MKaCHOCTTa Ha YCTEeKMHyMab ¢ Ta3u Ha €TAaHEPIIeNT U € OIleHeHa
Oe3omacHOCTTa Ha yCcTeKHuHYyMab 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 cenmuttu 0 u 4.

W3xoaHNTE XapakTepUCTUKHU Ha 3a00II1BAHETO Ca MPUHLUITHO MTOCIIEI0BATEIHN BbB BCUUKU TPYIIH Ha
JIedeHue B MpoydBaHe mpu ncopuasuc 1 u 2 ¢ meamana Ha PASI ckopa Ha m3xomHo HUBO OT 17 110 18,
¢ MeauaHa Ha TeJiecHa oBbpxHOCT (BSA) Ha m3xomHo HUBO > 20 B ¢ MeuaHa Ha IepMaTOJIOTHUCH
uHIeKe 3a kauecTBO Ha >kuBOT (DLQI) B rpanumute ot 10 no 12. bauzo enHa tpera (mpoy4BaHe mpu
nicopuasuc 1) u eHa 4eTBBPT (IPOyUYBaHE MPH IICOPUA3UC 2) OT MAIMEHTUTE UMAT IICOPUATHICH
aptput (PsA). Ilogo6na Texxect Ha 3a00IIBaHETO ce HAOIIOIaBa U IIPU MPOYyYIBaHE MPH IICOPHA3HUC 3.

H’prI/I‘IHaTa KpaﬁHa TOYKa B TE3U NIPOYUBAHUA € CbOTHOUMICHUECTO HA MATUCHTUTE, JOCTUTHAJIM HUBO
Ha nioBusBaHe 1o PASI 75 cipssiMo m3xomHnTE CcTOMHOCTH B ceamuma 12 (Bx. Tabmumum 4 u 5).

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

Cenmuna 12 Cenmuna 28
2 nos3u (ceamutia 0 1 ceamuna 4) 3 no3u (ceamura 0,
cenmuiia 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 o

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

IloBnusBane 1o

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

OOJI° 3a u3uncTeHn
win vurmvann, Op. | 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
PASI 75, 6p. (%) 6 (4%) 124 (74%) | 107 (65%) | 130 (79%) 124 (81%)

Bpoii nanuenTn

2100 kg 89 87 92 86 )
TTonmsisane 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 mim 90 mg B cpaBHenue ¢ mianebo (PBO)

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

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
ETanepnent Ycreknnymad
24 no3u 2 nosu (cenmuna 0 u ceamuna 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
IToBnmuaBane 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 JICYEHUE, B CPABHEHKE C TOBA NPH oTTerisiHe ot sieuenuero (p < 0,001). [lonooHu
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 I1ae6o (OTTErIITHE OT JIEYEHUETO)
(p <0,001). Ha 18™" mecen (cenqmuna 76) 84% OT nanmeHTUTE, MOBTOPHO PaHIOMHU3HPAHU 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

66




5-ta ronpuna (ceqmuia 244) 80% ot manueHTuTe, MOBTOPHO PaHAOMU3NPAHN Ha TOAIBPIKAIIO
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 TEPAIHUATA.

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. [Tonodpenuero 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 00I11aTa OIIEHKA 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
nicopuasuc 2 KIMHUYHATa CKaa 3a TpeBOXHOCT U nenpecust (HADS) u BBIIPOCHUKBT 32 pabOTHH
orpaamueHust (WLQ) chIllo moka3BaT 3HAYUTEHO MOI00pEeHHe BHB BCSKA OT TPYINHUTE HA JICUSHUE C
YCTeKHHyMab B CpaBHEHHE C I1Iaredo.

[Icopuarnuen aptput (PSA) (Bb3pacTHU MAIIMEHTH)

JokazaHo e, ye ycTeKuHyMa0 1moo0psiBa MpU3HANNUTE U CAMITOMUTE, (DU3MUECKOTO ChCTOSHUE 1
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 manueHTH B ABe
paHIOMU3UpPaHH, IBOHHOCIIETH, TUIAe00-KOHTPOIMPAaHH TPOYYBAHUS IPH MAIIMEHTH C aKTHBEH PsA
(> 5 momyTu ctaBu M > 5 OONE3HEHU CTaBW) BBIPEKH YHOTpebaTa Ha HECTEPOUIHN
npotuBopb3nanuTenHu cpencrsa (HCIIBC) wm Mmogudumnmpaiiu 601ecTTa aHTUPEBMATONIHA
nekapctBa (DMARD). [aruenTuTe B T€3U MPOYUBAHMS Ca UMaJId TIOCTaBeHa TuarHos3a PsA Haii-
MaJlko OT 6 Mecela. BkitodeHH ca MalueHTH ¢ BCAKAKBB IMOATUIT Ha PSA, BKITIOUNTEITHO
NOJMAPTHKYJIApPEH apTpUT Oe3 JaHHU 3a PeBMaTOUAHU BB3IH (39%), cioHIMINT ¢ nepudepeH apTpuT
(28%), acumeTpudeH nepudepen aptpur (21%), ¢ yuactie Ha IUcTaiHa HHTepdalaHreaHa 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
MPOABIDKHIIN Ha TocTosiHHA 1032 MTX (< 25 mg/cenmuiia).

B PsA nmpoyusane 1 (PSUMMIT 1) u PsA npoyusane 2 (PSUMMIT II), crorBeTHO 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 nanueHTi
(58%, n = 180) ca 6wu JekyBanu ¢ eaHo win nmoseye antu-TNFa cpexcto(a), kato ot Ts1x Hax 70%
ca mpeyctaHoBmIN cBoeTo aHTH-TNFa nedenune, mopaay aurca Ha e(pUKACHOCT WM HEITOHOCUMOCT,
10 BCSIKO BpPEME.

Hpusnayu u cumnmomu

JlegenneTo ¢ ycTeKuHyMal BOAM 10 3HAYUTEITHU MTOTOOPEHUS B U3MEPHUTEITUTE 32 aKTUBHOCT Ha
3a00JIIBaHETO B CPaBHEHUE C IrIanedo Ha cenmuiia 24. [IbpBrYHaTa KpaifHa TOYKa € MPOICHTHT Ha
MAIUEHTUTE, TOCTUTHAIK OTroBOP 20 10 KPUTEPUUTE Ha AMEPUKAHCKHUS KOJICXK 110 PEBMATOJIOTHS
(American College of Rheumatology, ACR) na cenmuiia 24. OCHOBHUTE pe3yiITaTh 3a e(hHUKACHOCT ca
MpeJICTaBeHH B TaOIUIIA 6 1MO-110ITy.
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Tabruya 4  Bpoii na nayuenmume, NOCMUSHAU KIUHUYEH 0OM2080D NPU NCOPUATMUYEH APMPUM
Ipoyusane 1 (PSUMMIT 1) u Ilpoyusane 2 (PSUMMIT II) 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

S 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@L? | 65 (A%P | 3(4%) | 24 (30%)F | 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%)

bpoii 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 [S N

ACR 20, 50 u 70 oTtroBopu IpoIbIIXKaBaT JIa ce TOA0OPSIBAT HITK ce TIOIIBbpKaT 10 ceamuria 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 nocturHatyu npu 47% u 48%, croTBeTHO 32 45 mg u 90 mg.

[IponeHTHT Ha MALMEHTHUTE, TOCTUTHAIIM OTTOBOP N0 Moaudupanu PSA KpuTepuu Ha OTTOBOP
(PSARC) ¢hI110 € 3HaYMTENHO MO-TOJISAM TIPH IPYIHTE Ha YCTEKMHYMa0, B CpaBHEHHE ¢ Tu1arie6o 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 mojo0peHne B ckopa 1o bat mHaekc 3a akTHBHOCT
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Ha 3abonsBaneTo npu ankmwiosuparn cnoaamwimt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHeH#ue ¢ u1ane6o Ha ceamuria 24.

OtroBopuTte, HaOMIOJaBaHU TIPU TPYIHTE, JIEKYBaHH C YCTEKUHYMa0, ca CXOIHH MIPY HalueHTUTe,
KOHTO ITOJTy4YaBat MM HE TIoJTydaBat eHoBpeMeHHOo MTX 1 ce momabpskaT o BpeMe Ha ceqMuIu 52
u 100. IlanmenTuTe, NeKyBanu npeau ToBa ¢ anTH- T NFo cpefcTBa, KOUTO ca MOyYniIi yCTEeKHHyMa0,
ca MOCTUTHAIIM TO-TOJISIM OTTOBOP Ha ceaMuIa 24 B CpaBHEHHE C MAILMEHTHUTE, MOTy4YaBajn rane0o
(ACR 20 otroBop Ha cenmutia 24 3a 45 mg u 90 mg e crotBeTHO 37% 1 34% B cpaBHEHUE C M1ae60
15%; p < 0,05) u oTroBOpUTE CE MOIBLPIKAT MO BpeMe Ha ceaMHuIa 52.

[Tpu manueHTH ¢ CHTE3UT W/WIIM JAKTHIUT Ha U3XOAHO HUBO, pu PsA IlpoyuBane 1 ce HabmonaBa
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 NOJJOOpeHNe (HE € CTATUCTHYSCKU 3HAYMMO) B CKOPA 32 JAKTHIUT [P rpynaTa 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 IBETE PhLIE U KpaKaTa ce U3pa3siBa KaTo MPOMSHA CIIPSIMO U3XOAHOTO HHUBO
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 Mmokas3Ba CTaTUCTHYESCKH 3HAYMMO HaMaleHUe B CTETIEHTa Ha MPOrpecusl Ha
CTPYKTYPHOTO yBpEXJaHE B CPaBHEHHE ¢ TIae00, H3MEPEHO Ype3 IPOMSHA CIIPSIMO W3XOAHOTO HUBO
10 24 ceqmura B o6mms moauduitpan VAH-S ckop (cperen + SD ckop e 0,97 + 3,85 B rpynara Ha
rrane6o, B cpaBHeHue ¢ 0,40 = 2,11 u 0,39 + 2,40 npu choTBeTHO ycTeKHMHYMab rpymu 45 mg

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

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

Du3suyecko CbCMosHUe U CBbP3AHO CbC 30PABEMO KAYeCB0 HA HCUBOM

[ManmenTH, IEeKyBaHU ¢ yCTEKUHYMAa0, ca TOKa3aly 3HAYUTETHO MOA00peHHE Ha PU3HMYECKOTO
CHCTOSIHUE, KAKTO € OI[CHEHO 10 MHJICKCA 32 HHBAIMTHOCT OT BHIIPOCHHUKA 32 OLICHKA Ha 37PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [IpoueHThT Ha
MAIMEHTHUTE, MOCTUTHAIIN KIIMHUYHO 3HauuMo > 0,3 momobpenue Ha HAQ-DI ckopa cripsimo
U3XOJHUTE CTOWHOCTH, CBIIIO € 3HAYUTEITHO TO-TOJISIM MTPU TPYITUTE HAa YCTEKUHYMa0, B CPaBHEHME C
miaie6o. [Togoopenne Ha HAQ-DI ckop cripsiMo U3X0AHOTO HUBO C€ TOJIbPIKa 10 BpeMe Ha
cenmuia 52 u 100.

Nma 3naunrtenno nogoopenue B DLQI ckopoBete 1pu rpynuTe Ha yCTeKMHYMa0, B CpaBHEHHE C
riane6o Ha ceamuIa 24, KOeTo ce moJIbpxa o Bpeme Ha ceaqmunu 52 u 100. B PsA TIpoyusane 2
¥Ma 3HAYUTEIIHO MOJOOpEHNE B CKOPOBETE 3a (PyHKIIMOHAHA OLIEHKA HA TepanusiTa 3a XpOHUYHO
3abossBane - ymopa (Functional Assessment of Chronic Iliness Therapy — Fatigue, FACIT-F) nipu
IpyIHTE HA YCTEKHHYMa0, B CpaBHEHHE ¢ Tuiane6o Ha cenmuiia 24. [IponeHThT Ha AIlMEHTHTE,
JOCTUTHAJM KIMHUYHO 3HaYMMO noo0penue Ha ymoparta (4 Touku no FACIT-F) cbiio e 3HauMTENHO
MO-TOJISIM TIPH IPYNHUTE HA YCTEeKHHYMa0, B cpaBHeHue ¢ manedo. [Tonodpenusta 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
MPOyYBaHUATA C yCTEKHHYMal B €IHA WX NIOBEYE MOATPYIH Ha MeANaTpUIHATA MTOMYJIalns C
IOBEHWICH MONAaTHYEH apTpUT (BXK. Touka 4.2 3a uHhopManys OTHOCHO yroTpeda B IeIUaTpHsTa).
IIpenBapuTenHo HabJIHEHATA MUCATKA HE € IPOYYBaHa MpH NeJuaTpUYHAaTa MOMyJalys ¢ ICOPUA3UC
U HE ce MpernopbyBa 3a yrnorpeda rnpu rneIuaTpuaHu MalHeHTH.
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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). [IporpamaTa 3a KTHHUYHO 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 BitoyBat 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 touku) Ha ceamuna 6.
JannuTte 3a epUKACHOCT ce ChOMpAT U aHAIM3UPAT 10 CeAMUIIA § 3a ABETE MPOYUBAHHUS.
EnHOBpEMEHHOTO MPUIIOKEHUE HA IEPOPATHU KOPTHKOCTEPOUIH, UMYHOMOIYJIATOPH,
aAMHUHOCAITMIWIATHA ¥ aHTUOMOTHIIH € pa3pemeHo u 75% OT manueHTUTe MpoAbIDKaBaT /1a IMoydaBaT
Hali-MaJIKO €IHO OT Te3H JIeKapcTBa. B nBeTe nMpoydyBaHMs MAEHTHTE ca PaHIOMU3UPAHH /1a
MOJyYaT eTHOKPaTHO MHTPABEHO3HO MPEMopbUNTeNHATA 1032 MpuoIn3nTenHo 6 mg/kg B 3aBucuMocT
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-TNFa 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 HemoHOCUMOCT KbM aHTU- | NFa Tepanumu.

[Tanimenture B UNITI-2 ca nekyBaHu HEYCIEIIHO HANH-MAJIKO C €JHAa KOHBEHIIMOHAIHA TEPAITHSI,
BKJIFOUUTEITHO KOPTUKOCTEPOUIN WIH UIMYHOMOYJIATOPU, KATO WX HE Ca JIEKYBaHU JIOCEra ¢ aHTH-
TNF-a tepanust (68,6%), wnu ca mosrydaBanu npenu Tosa aHTu-TNFa Tepamnust, HO Ts e Onna
neycnemsa (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
OTrOBOP M PEMHUCHATA Ca 3HAUYMMH OLE HA CEAMHLA 3 MPH MALUEHTHUTE, JIEKYBaHH 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 MHAYKLHMS 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%)?

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

ceamuia 6
Konuen orrosop (100 Touxn), 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
CDALI ckop ¢ Haii-manko 100 TOUuky WiIK ChCTOSHHUE B KIMHUYHA PEMHCHUS
70-TOYKOBHSAT OTTOBOP € onpeneseH kato Hamanexne Ha CDAI ckop ¢ Haii-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 CEMMUIA 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
mare0o B Ipoab/DKeHHe Ha 44 cemMuIH (3a MpemopbunTeIHATA TOUTbPKAIIa 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 pemucust ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
OM 3anoysane ¢ UHOYKYUOHHAMA 003a

CRD3001°

Il1ame6o* 90 mg 90 mg
YCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3s
8 cenmunm 12 ceamuu
N = 1317 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 HAYATIOTO 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 HAYalI0TO Ha MOUIbpIKaIllaTa 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 ped)paKTepHI/I WU UMaT HEMIOHOCUMOCT 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 /1a IoJIydaBaT yCcTeKuHyMal npes

8 ceqmuru. 3arybata Ha otroBop € omnpesaenena kato CDAI ckop > 220 Touku u > 100 Touku
noumenue crpsamo uzxogaus CDAI ckop.llpy Te3u manneHTH KIMHUYHA PEMHUCHS C€ TTOCTUTA MTPH
41,4% ot mauuenture 16 ceqMuIu ciel KOpUrMpaHe Ha 03aTa.

[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
MIOJIKOYKHA WHXKEKIHUS ¢ yeteknaymad 90 mg o tosa Bpeme. Cnien ocem ceamunu 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 NaLMEHTH C MPOABJLKUTENHA TOAIbPIKaILa 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 nanuenTy, KOUTO ca CE MOBJIUSIN OT HHIAYKIIHS C YCTEKUHYMa0 U ca paHIOMHU3HPAHH 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 MOJHOBUIIH JICUCHUETO C YCTEKHMHYMa0, ca ro HAIPpaBHIIH B
pamMkuTe Ha 24 CeIMUIU OT MHAYKIMOHHAaTa nHGYy3us. Ot Te3u 51 naruentu 70,6% mocturar
KITMHIUYEH OTroBop U 39,2% mocturat KiIMHAYHA peMuchs 16 ceIMAIN e/l MoTydYaBaHeTo 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 yCTCKI/IHYMa6 B IPOABJIKCHUCTO HA ITPOYYBAHCTO, KIIMHUYHATA pPEMUCHUA U OTTOBOPBHT O6I/IKHOBCHO
ce ToAmbpKaT 1o ceamuma 252, kakto npu 6omHuTe ¢ 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 M3XOTHOTO 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,
MPOIIEHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATa OT JPYTH JIE3UH, U HAINYHE/BUJI 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) OTKOJIKOTO B rpymnaTa Ha mianedo (n = 97, cpeana npomsina = -0,7, p = 0,012).

Tlosnuseane na gpucmynume

B eana noarpyna nauueHTu ¢ aqpeHupamy GpucTynm Ha n3xoaHo HuBo (8,8%; n = 26), puctynure Ha
12/15 (80%) ot jieKyBaHUTE ¢ YCTEKMHYMaO MAI[MSHTH CE IMOBJIMUSBAT B IPOABLIDKEHUE HA 44 CeIMUITU
(ompeneneno karo > 50% HamaneHHe OT U3XOJHO HHBO B MIPOYYBAHETO C MHAYKIHS Ha Opost Ha
npenupaiute ¢uctyin) B cpaBHerue ¢ 5/11 (45,5%) c nnanedo.

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )XKHMBOT, CBHEP3aHO ChC 3/IPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3MAINTETHN 3a00saBaHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeIpocHuUIM SF-36. Ha ceqmuria 8 manueHTHTE, OMyYaBald yCTEKUHYyMa0, TOKa3BaT CTATUCTHIECKU
3HAYUMO IO-TOJISIMO U KIIMHUYHO 3HaYMMO nogo0Openue Ha ooums IBDQ cxop 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 ceamuta 44 te3u mogodpeHus
0OMKHOBEHO Ce MOUIBPIKAT MO-100pe MPH JIEKYBaHU C yCTEKMHYMa0 MallMeHTH B CPAaBHEHHE C
rtane6o. [TogoOperneTo Ha Ka4ecTBOTO Ha KUBOT, CBBP3aHO ChC 3[PABETO, OOMKHOBEHO Ce
MOIBPIKA MPE3 ISLIOTO MPOIBbIDKEHHE J0 ceamulia 252.

Vimepo3eH KOIuT

BbesomacHocTTa 1 ehUKacHOCTTa Ha YCTEKMHYMa0 ca OIEHEHH B JIBE paHAOMU3UPAHHU, JIBOHHOCIICIIH,
1a11e00-KOHTPOJUPAHU, MHOTOLICHTPOBH ITPOYYBAHUS IPY BH3PACTHHU MAIIMEHTH C YMEPEH JI0 TEXKBK
aKTHBEH yJIepo3eH KoauT (ckop o Mayo 6 no 12; engockonicku cyockop > 2). [Iporpamara 3a
KIIMHUYHO pa3paboTBaHEe Ce ChCTOU OT €HO MPOYYBAHE C MHTPABEHO3HA WHAYKIUS (HAPEUCHO
UNIFI-]) ¢ nedenue 1o 16 ceamuiin, mocieBaHo OT 44-CeIMUYHO POYYBAHE C MOIBPIKAII0
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JIEUEHHE C MTOIKOKHO TPUIIOKEHHE, ¢ PAHIOMHU3MPAHO CITUpaHe Ha jeueHrero (Hapeueno UNIFI-M),

KOETO TIPEICTaBIABa HAl-MaJIKO 52 CeIMUITH Ha TepaITusl.

[IpencraBenure pesyntaru 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 nupepennrnpana go3a 6 mg/kg (Bxk.
Tabmuua 1, Touka 4.2), pukcupana go3a 130 mg ycrexkunymad uinn mianedo Ha ceamuua 0.

PaspelieHo € eTHOBPEMEHHO TIPUIIOXKEHHE Ha MTEPOPATHU KOPTUKOCTEPOU TN, UMYHOMOTYJIATOPH H
aMHHOCATHIWIATH, KaTo 90% OT manueHTUTe NPOABIDKABAT Aa MOIy4aBaT Hali-MaJKo €HO OT Te3U
JekapcTBa. BriroueHnTe manueHTy TpsiOBa 1a ca MpeMHUHANN HEeyCIeIHA KOHBEHIIMOHATHA Tepanus
(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 (Tabmuma 11). Omie Ha Cenmuna 2, Hai-
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 MalMEHTHUTE Ha mane6o. HabmogaBaHu ca 3HAYMMU Pa3IvKH MEXKAY YCTCKHHYMa0 U
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 o oTHOIICHNHE Ha N30paHU KpaiHU TOYKH M TIOPaJIn TOBA AU(PEPSHIMPAHOTO T03UPAHE

CC MpenopbpYIBa KAaTO 03a 3a UHTPABCHO3HATA WHAYKIU.

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

Inaunedo IIpenopbunTenna
N =319 71032 YCTeKHHyMa0:
N =322
Knuanana pemucus® 5% 16%*
[Tpun manmeHTyH ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 9% (15/158) 19% (29/156)°
1 OMOJIOTHYHA Tepanus
I[Ipy manMeHTy ¢ HEYCIENHA OUOIOTMYHA TEPAIHs’ 1% (2/161) 13% (21/166)°
[Ipu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa U ¢ BeJI0JIM3yMad
KnuuugeH otrosop® 31% 62%°
I[Tpu manueHT ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO HEe 3506 (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIHs
ITpy malMEHTH ¢ HEYCTIEMHA OMOJIOTHYHA TEpANHs 27% (44/161) 57% (95/166)°
[Ipu nanuentu ¢ 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 ¢ HEeYyCIenHa OMOIOTHYHA TEPAITUs 7% (11/161) 21% (35/166)°
CHMMNTOMATUYHA PEMHCHS 23% 45%°
KoMOuHMpaHO CUMIITOMATHYHA PEMUCHS ¥ JTUTABUYHO 8% 2104

o3paBsiBaHe*
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Tabnuya 1.

Knnanganata peMucus ce onpeznest Kato ckop 1mo Mayo < 2 myHkTa, 6e3 HHIMBHUIyasleH cyockop > 1.

Z[osa 3a HHq)y3HSI Ha yCTeKI/IHyMa6 IIpH U3M0JI3BAHE Ha CXE€Ma Ha NpujiaraHe Bb3 OCHOBA Ha TEJIECHOTO TCIJIO, YKa3aHa B

KiuHUYIHUAT OTTOBOP ce oIpesielis KaTo HaMalIsIBaHe CIPSIMO H3XOJHOTO HMBO Ha ckopa o 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/IpaBsBaHe ce OMpeelis KaTo eHAOCKOICKH cyOockop mo Mayo 0 um 1.

t CumnTtomaTHYHATA peMucHs €€ OpeaCiisd KaTo Cy6CKOp 1o MayO 3a 4€CTOTa Ha He(beKaIII/IﬂTa Owm 1 u 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
nojIspxKaia cxema ¢ 90 mg ycrekuHymal IMOAKOKHO Ha Bcekd 8 cenmunn, 90 Mg ycTrekuHymad Ha
BcekH 12 cenMuity vy mare0o B MpoabibKeHne Ha 44 ceaMunH (3a mpenopbuuTeTHaTa
noxappakamia mo3a Bikre Touka 4.2 Ha KXI1 mva STELARA nmxeximoneH pa3tBop (¢rakoH) u
HMHXCKIMOHCH pa3TBOP B IPCABAPUTCIIHO HAIIbJIHCHA CIIPUHIOBKA WM B IPCABAPUTCIIHO HAITBJIHCHA

MUCAJIKa).

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

yCTeKnHyMa0, B CpaBHEHHE ¢ rpymara ¢ mianebo Ha ceamuria 44 (Bx. 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 naunenTH ¢ Heyeneua 17% (15/88) | 40% (36/91)® | 23% (16/70)"
OMOJIOTHYHA Tepanus
[1pu manueHTy ¢ HeyCHenHa Tepamms 15% (4/27) 3306 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonnuzymab
Hoz[m,px(aﬂg Ha KJIMHHYEH OTTOBOP 10 45% 710 2 68%
ceamuna 44
IIpu nanuenTH ¢ HeycrenHa
KOHBEHLMOHAJIHA, HO HE W OMOJOrHYHa 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepanus
Tpy nauuentu ¢ neycnernma 39% (34/88) | 65% (59/91)* | 56% (39/70)"
OMOJIOTHYHA Teparus
TIpH MAIHEHTH ¢ KeyCneuHa Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Benonmuzymad
JluraBuuHo 03/1paBsiBane’ 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 OIpeJieNIsl KaTo HaMaJIsBaHe CIIPSIMO M3XOJHOTO HUBO Ha ckopa o Mayo ¢ >30% u >3

MYHKTa, C HAMJISIBaHE CIPSIMO W3XOJHOTO HUBO Ha CyOCKOpa 3a PEeKTAIHO 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 pEMUCHUS 10 CCZ[MI/IL[a 44 ¢ OIIPEACICHO KAaTO MalUCHTH B KIIMHUYHA PEMUCHUS 10
Cenmuria 44 Cp€a NaUCHTUTE B KIIMHUYHA PEMHUCHUS Ha U3XOJHOTO HUBO Ha IMOAAbpIKallaTa (ba3a.

KmmanynaTa pemucus 6€3 KOPTUKOCTEPOH]] CE OIIPEIeNis KaTo NMAlUeHTH B KIIMHAYHA PEMUCHS, KOUTO HE MOy daBaT
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).

CuMmnTomMaTHyHaTa pEMHCHS ce ompeels Kato cyockop mo Mayo 3a gecrora Ha aepekanusata 0 win 1 u cyOckop 3a

peKTaiHo KbpBeHe 0.

+  KoMOMHALWSATA OT CHMITOMATHYHA PEMUCHS H JTUTABHYHO O3/IPABSIBAHE CE ONPE/ENs KATO CyGCKOp 3a 4eCTOTa Ha
nedexarusata 0 win 1, cyOckop 3a pekraiaHo kepBeHe 0 1 eHgockorncku cyockop 0 mmm 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 € HaOJII0JaBaH Py HHAYKIHS U MTOAIBPIKAIIO JIeUeHHE KaKTO TPH MAIeHTHTE
C HEyCIIeIIHA KOHBECHIIMOHAIHA, HO HE U OMOJIOTHYHA Tepamys, Taka U MPH NallUEHTUTE ¢ Hai-MaJiko
€lHa MpeJIIIecTBalla HeyclenIHa Tepanus ¢ antaroHuct Ha TNFo, BKIIOYUTENHO NpH MALMEHTH,
KOHTO ITbPBUYHO HE ca ce MOBJIHSIM OT Tepanus ¢ anTaronuct Ha TNFa. bnaronpusiten edekr e
HaOJIr0IaBaH CHILO U MPH WHIYKIHS NPH MAUCHTH ¢ Hali-MaJIKo €/IHa HeyCIIelIHa MTPe/IIecTBalla
tepanus ¢ antaroHucT Ha TNFo u Beonm3ymad, Ho OposIT Ha MAMEHTUTE B Ta3H NOATPYyINa € TBbPIE
MaITbK, 32 J]a C€ HAIPaBsAT KATETOPUYHH 3aKJIFOYCHUSI OTHOCHO OJIaronpusiTHUS €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 MOTyduiiu 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
WMHAYKIMOHHA 71034, TOCTUTAT KIMHUYHA peMHcHs, a 58% MocTUraT KIMHUYEH OTTOBOP Ha

Cenmuna 16.

[ManmenTHTe 6€3 KIMHUYEH OTTOBOP KbM WHAYKIHS C YCTEKHHYMal0 Ha ceMHIIA § B TPOYUYBAHETO
UNFI-I, Ho ¢ oTroBop Ha cenmuna 16 (157 maipeHTn), ca BKIIOYEHH B HEPaHIOMHU3MpaHATa 4acT Ha
UNIFI-M u ca npoab/KUIM Aa NOTydaBaT MOATbPIKAILA 1032 HA BCEKH 8 CEIMUIIN; IOBEYETO OT TE3H
nanueHTH (62%) moaappkaT 0TroBopa, a 30% mocturat peMucHs Ha ceamuua 44.

IIpoovidicenue na npoyysanemo

B UNIFI nauuenTure, 3aBbpIIKIN IPOYYBAHETO 10 ceamuua 44, ca moaxosIy 1a IpoabIKaT Jieye-
HHUETO B NpoaAbDKeHUe Ha npoyuBaHeTo. Cpen 400-Te marueH T, KOMTO ¢a BKIIIOUCHH Ha U JICKYBaHH
¢ 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 Teparus) U Te3H C HeYCIeIIHA ONOIOTUYHA TePaITusl, 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 o Mayo 3a morppikaHe Ha cel-
muta 200, crotBeTHO 74,2% (69/93) 11 68,3% (41/60) moambpKaT 3a3ApaBsIBaHETO 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 € OmpeAesieHo KaTo eHA0CKOICKH 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 manMeHTUTE, JISKyBaHH C YCTEKHMHYMa0 ChOTBETHO HA BCEKH 12 WK 8 CeIMHIIM, B CPAaBHCHUE
¢ 18% ot nauueHTuTe B rpymnara ¢ mianebo.

Xucmono2uyno u Xucmo-eHOOCKONCKO USABUUHO 030passeéane

XHUCTOIOTUYHOTO 03/IpaBsiBaHe (OMpeAeiicHO KaTo HeyTpoduiHa nHGuATpanus B < 5% OT KpUNTHTE,
0e3 paspyiaBaHe Ha KPUITUATE U 0€3 €pOo31H, YIIIepaliy WK TpaHyJallioHHa ThKaH) € OIIeHSABaHO 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 ¢ AIIMEHTUTE B Tpynara ¢ miaredo (22%).
Ha Cenmuma 44 nogaepikade Ha To31 e(heKT ce HaOIoaaBa MpH 3HAYUMO TTOBeYe MAIMEHTH C
XHCTOJIOTMYHO O37[paBsiBaHe B TPyIHUTE C ycTeknHyMal Ha Besikal2-ta ceqmuua (54%) v Ha Besika 8-
Ma cenmuria (59%) B cpaBHeHHe ¢ TTane6o (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, mory4aBani yCTeKHHYMa0 B MpeopbYNTeIHATA
J103a, TIOKa3BaT 3HAYMMO MOJJOOpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsBaHE Ha ceJMHuIa 8, B rpynara ¢ yctekuayMao (18%) B cpaBHeHHe ¢ rpymnata ¢ miane6o (9%).
Ha cenmuna 44 momnepxane Ha To3u eekT ce HaOoaaBa Py 3HAYMMO MOBEYE MAIEHTH C XUCTO-
€H/IOCKOIICKO JINTaBUYHO 037paBsiBaHE B IPyIHTE C ycTeKuHyMal Ha Besika 12-ta cenmuna (39%) u Ha
Besika 8-Ma cenmunia (46%) B cpaBHeHUe ¢ iaine6o (24%).

Kauecmeo na srcusom, cevp3ano cve 30pasemo

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

Ha cenmuna 8 8 UNIFI-I narnuentute, 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 mogoOpeHune ce MoAIbpIKa MPpH MAIMEeHTHTE, JeKyBaHu ¢ ycTekuayma0o, B UNIFI-M no
ceamuiia 44, TTogoOpeHneTo Ha KaueCTBOTO Ha JKHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOJTBPIKA MPEe3 ISUTOTO MporbnkeHue 10 ceamutia 200.

[MarmenTuTe, MOy4aBaaIld yCTEKUHYMa0, UMAT 3HAYUMO TIO-TOJISIMO TI0JJ0OpPEHUE Ha MTPOYKTHBHOCTTA
mipu paboTa, OIIeHEHO Ype3 TO-TOISIMO HaMmallsiBaHe Ha O0IIOTO HapyIIeHne Ha paboTara U Ha
HapyILIaBaHETO Ha aKTUBHOCTTA, OlIecHEeHH upe3 BrlipocHuka WPAI-GH, oTkonkoTo nmauuenrure,
MOJTy4aBajIy 1iamnedo.

Xocnumanuzayuu u onepayuu, cevp3anu c yayeposen xoaum (YK)

Ho cenvurra 8 8 UNIFI-I mporieHTHT Ha YIACTHHIMTE C XOCITATATN3aIINN, CBBp3aHu ¢ YK, e 3HaunMo
MO-HUCHK TPU YYACTHUIUTE B IpyNara ¢ NpenopbynTesHaTa 103a ycrekuaymao (1,6%, 5/322) B
CpaBHEHHUE C YYACTHUINTE B Tpymara c rmianedo (4,4%, 14/319), karo HUKOH OT Y4aCTHUITUTE,
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 ¢ miamne6o (5,7%, 10/175). UucneHno no-mainbk Opol y4aCTHHUIIM B rpyIiaTa ¢
ycrekunyMmab (0,6%, 2/348) ca monnoxxenu Ha onepanus, cebp3ana ¢ YK, B cpaBHeHHE C
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.

Heauatpuyna monymnaus

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 € POYyYBaHa MPH
nenaTpUYHATA MOMyJIalKs U HE Ce TPENopbhbuBa 3a yrnoTpeda mpu neAuaTpruIHu MalueHTH.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

AOGcopOrus
Mennanara Ha Bpeme 3a OCTUTaHe 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.

AbconoTHaTa OMOHANMYHOCT Ha yCTEKMHYMa0 clie/l eIHOKPATHO MOJIKOKHO MPUIIOKEHHE €
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.

BbuoTpanchopmarus
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 10 32 1HM BbB BCHUKH MTPOYYBaHUs HA TICOPHA3UC U
ncopuatiueH apTput. ChIIIacHO MPOBeieH PapMaKOKWHETHYCH aHaIu3 Ha MOMYJIAIUSITA TIPUBHTHUST
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
IIpY TALMEHTUTE, AT NOJI0XKUTENICH Pe3yITaT Ha U3CIEeIBAHETO 3a AaHTHUTEJIA CPEIy YCTEKUHyMao.

JInHEeWHOCT Ha 1o3aTa

CucremHarta excrio3uiust Ha ycTeKuHyMao (Cmax 1 AUC) ce yBennuaBa 1o Ha4uH, NPUOTU3UTETHO
MIPOMOPIIMOHAJIEH Ha J103aTa, CJIe] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHUE Ha 103U B TpaHMIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg uinu ciesi eJHOKPATHO TOAKOKHO MPHUIIOKESHUE Ha 03 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 KOHIIEHTPALMH Ha YCTEKHHYMab ca JOCTUrHATH B ceAMuUIa 28 cien
IEPBOHAYATTHY TOJKOXKHH 1037 B ceamuity 0 u 4, mocieBaHy OT J03M 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 pg/ml u 0,49 pg/ml (90 mg). Hsama oueBuaHO KymMynupaHe 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
MOIKOYKHA MOIIbprKamia Tepanus ot 90 Mg ycreknaymab mpes3 8 niw 12 ceaMuIty, KOATO 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 ycrekunymad 90 mg cboTBeTHO mpe3 8 ceamury wiu npe3 12 ceamurm. [Ipu manueHTn
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 10 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, TIOTYyYCHH
npu 90 mg ycTekuHymab mpe3 8 ceAMUIH, ca CBbP3aHH C TI0-BHCOKA YECTOTa Ha KIIMHUYHA PEMHCHS B
CpaBHEHHE C Hal-HUCKHUTE HMBA B CTAlIMOHAPHO ChCTOsTHKE ciiex 90 mg npe3 12 ceamuiy.

Bausnue Ha TErnoTo BEpXy (hapMakoKMHETHKATa

B IMPOBC/ICH MOITYJTallMOHCH (I)apMaKOKI/IHCTI/I‘ICH aHaJIn3, KbJACTO Ca U3II0JI3BaHU JaHHU OT IIallMCHTH
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 MaMEeHTH 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, KBJETO Ca M3IOJI3BAaHH IaHHU OT MALMEHTH C ICOPUATHYCH apTPHT.

Kopurupane Ha yecToTara Ha IpUJIOKEHHE

B®b3 ocHOBa Ha Ha0JI0IaBaHUTE JaHHY U NommyJiaruonauTe OK ananusu nmpu naueHTy ¢ 00JIecT Ha
Crohn u ¢ ynepo3eH KOJUT paHAOMU3HPAHUTE YIACTHUIM, KOUTO MTPECTAHAT Jia Ce MOBIHSBAT OT
JICYCHUCTO, UMAT MMO-HUCKU CEPYMHU KOHUCHTPAIIUN Ha YCTeKI/IHYMaG BBB BPEMETO B CPaBHCHUC C
Y4YacCTHHULIUTE, KOUTO He ca 3aryounu otrosop. IIpu Gonecrra va Crohn xopurupanero Ha 1o3ata ot
90 mg Ha Bceku 12 cenmunm Ha 90 mg Ha BCEKH 8 CEIMUIIM € CBBP3aHO C ITOBHIIIABaHE HA Hali-
HHUCKUTE KOHIICHTPAIIMU Ha yCTEKMHYyMa0, KaTo TOBA CE ChITBTCTBA C IIOBHUIIABAHE HA €(PHKACHOCTTA.
ITpu ynueposen konuT nomynanuoned @K mMozen nmokassa, 4e KOpurupaHeTo Ha go3ara oT 90 mg Ha
BCEKH 12 cenMuIM Ha 8 CeIMHIIN MOXKeE J1a C€ 0YaKBa Ja JOBeJIe 0 3-KpaTHO YBEIMUCHNE Ha Haii-
HUCKHUTE KOHLIEHTPALUHU HA YCTEKMHYMa0 B CTallMOHAPHO chcTossHue. OCBEH TOBA, Bb3 OCHOBA Ha
JaHHU OT KIIMHUYHHUTE U3NNUTBAHUA, IIPU MMAUCHTU C YJILCPO3CH KOJIUT € YCTAHOBCHA ITOJIOKUTCIIHA
BPB3Ka CKCIIO3NIHUA-OTTOBOP MEKAY Han-HUCKUTE KOHICHTpAallUN U KIIMHUYHATa pEMHUCHA U
JMTaBUYHOTO O3/[paBsiBaHE.

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

(DapMaKOKI/IHeTI/IKaTa Ha YCTCKI/IHYM36 KaTO IAJIO € CpaBHHUMA MCKAY MALIMCHTH C IICOPHUA3UC U
YIOEpO3€H KOJUT OT a3UATCKU U HCA3UATCKU NPONU3XOM.

[Ipu manmenTu ¢ 6osect Ha Crohn ¥ yIIepo3eH KOJIUT BapuaOMIHOCTTA Ha KJIMPBhHCA Ha 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 0o0emMa Ha pasnpeseneHue. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHCHT ce NoBusBa ot C-
PEaKTUBHUS IIPOTEHH, CTaTyca M0 OTHOLICHUE Ha HeyclieX Ha JedeHneTo ¢ TNF-anTaronuctu u
pacata (a3uaTCKy CIpsIMO Hea3uaTCKH MPOM3X0o[). Br3aelicTBHEeTO Ha TE3U KOBApUaTH € B paMKHTE Ha
+20% oT THIIMYHaTa UK pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, Iopaau ToBa He €
Heo0XoIMMa KOPEKIHsI Ha J103aTa 3a Te3u koBapuaTH. ETHoBpeMeHHarta ynorpeba Ha
MMYHOMOJIyJIaTOPH HAMA 3HAYUTEIHO BIMSHNE BbPXY Pa3NpeleIeHUEeTO Ha YCTEeKHHYMao.
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Pesynratu ot apMakOKMHETHYCH aHAHM3 Ha TTOMYJIAIMITA He TIOKAa3BaT BIMSHIE Ha TIOTIOH HIIH
aJKOXO0J BBPXY (papMakOKMHETHKATA Ha YCTEKHHYMaO.

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

[IpeaBaputenHo HarbIHEHATA MHUCANIKA HE € TIPOyYBaHa MPU MeAUATPUIHATA TTOMyIAlKs 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 moka3sa, 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

HexknmuHndHNTE TaHHU HE TIOKa3BaT OCOOEH PUCK (HAIp. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha 0a3aTta
Ha M3MIUTBAHUATA 32 TOKCUYHOCT P MHOTOKPATHO IIpUjIaraHe, TOKCHYHOCT 33 Pa3BUTHETO U
PENpPOAYKTUBHA TOKCHYHOCT, BKIIFOYHTEIHO U (JapMaKOJIOTUIHUTE OIIEHKH 3a Oe3omacHocT. [1pu
MPOYYBaHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOJYKTHBHA TOKCHYHOCT MPHU JIBJITOOTMANIATH MaKaIH
He ce HaOIIroJaBaT HeXxeNnaHu epekTH BrpXy (pepTHiuTeTa MpU MBKKHUTE, KAKTO U BPOJCHH JePEeKTH
WJIM TOKCUYHOCT 3a pa3BUTHETO. He ce HabmogaBar HexxenaHu epeKTH BbpXy QepTHiinTeTa npu
JKEHCKHTE MPH yrnoTpedaTa Ha aHAIOTMYHO aHTUTsUIo cperty 1L-12/23 npu Muky.

Jlo30BHTE HHBA B MPOYYBaHUS P )KUBOTHH ca O30 45 ITBTH ITO-BUCOKU OT Hail-BUCOKAaTa
€KBHMBAJIEHTHA 71034, IPEBIKIaHa 32 MPUIIOKEHHE TIPU MTAllUEHTH C TICOPUA3UC, U BOJAT 10
MaKCHMAaJIHU CEpYMHH KOHIIEHTpAIUK Mpu MaitMyHH, KouTo ca Haja 100 mbTH M0-BUCOKHU OT
KOHLIEHTpALMKTE, HAaOII0JaBaH! TIPH XOpa.

He ca nmpoBexanu mpoy4yBaHHs 32 KapIUHOTEHHOCT C YCTEKHHYMa0 Topaiy JIMTIcaTa Ha TIOIXO/SIIN
MOJIEJIH 3a aHTHUTSUIO 0e3 KPbCcTOCaHa peakTUBHOCT KbM IL-12/23 p40 Ha rpuzayn.

6. DOAPMALEBTUYHU JAHHU

6.1 Cnucbk HAa IOMOIIHHUTE BELIeCTBA

L-xuctuouu

L-XHCTHANHOB MOHOXUAPOXJIOPU MOHOXUAPAT

[Tommcopbat 80

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
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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 XJIAIUTHUKA U JaTaTa Ha U3XBBPJISTHE HA 0003HAUCHUTE HA BHHIITHATA
KapTOHEHa OMaKkoBKa MecTa. J[ataTa Ha M3XBBPIISTHE HE TPsIOBa J1a € CJIe] OPUTHHAIIHHS CPOK Ha
TOJIHOCT, OTIICYaTaH BbPXY KapTOHEHaTa 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 CnenuajJHM yCJI0BHUS HA ChbXpaHeHHUe

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

CroxpaHsBaiiTe peABApUTEITHO HATbITHEHATA MUCAJIKa B KAPTOHEHATA ONAKOBKa, 32 JIa Ce MPEANasu OT
CBETIIMHA.

Axo e HeO6XOHI/IMO, OTACITHUTE NPCABAPUTCIIHO HAIIBJIHCHU IMUCAJIKM MOKE Aa CC ChbXpaHABaT NIpH
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 HepbxKAaEMa CTOMAHA,
MOHTHpaHa B TIPEIBAPUTEIIHO HAITBIHEHA MTUCAJIKa C TACHBEH MPEe/IIa3uTell Ha Urjara.
[Ipenna3urensaT Ha UIiIaTa B JOJTHATA Kallayka Ha IPEIBAPUTEIIHO HAITBIHEHATA IHCANIKA ChABPKA CyX
€CTEeCTBEH KaydyK (IIPOU3BOJHO HA JIATEKC).

STELARA 90 mg WHXeKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA MUCATIKA

1 ml pa3tBop B cipunIOBKa OT cTHKJIO THI | 1 ml ¢ ¢pukcrpana urna ot HepHKIaeMa CTOMaHa,
MOHTHpaHa B TIPEIBAPUTEIIHO HAITBIIHEHA MTUCAJIKa C TTACUBEH IPE/IIIa3uTeN Ha Uriara.
[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
OJICTOKBIIT U MOXKE JIa ChIIbPIKa HAKOJIKO JAPEOHU MOTYIIPO3pavHH WK 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 WIIN aKo B HETO ce 3a0eis3BaT TBbpAU
gyxau yactuuu. [Ipean nmpunarane STELARA Tpsa6Ba 1a JoCcTHUTHE cTaliHa TeMIIepaTypa
(npubaM3uTENHO 32 OKOJIO MOJIOBHH 4ac). [logpoOHu yka3aHus 3a ynotpeda ca mpeaoCTaBeHH B
JIMCTOBKATA 3a MALHEHTA.

STELARA He chappika KOHCEPBAHTH, 3aTOBA HEU3IIOI3BAHUAT JIEKAPCTBEH POIYKT, OCTAHAT B
nucankara, He TpsioBa aa ce m3non3sa. STELARA ce moctaBs kKaTo CTepHiIHA IIPEIBAPUTEITHO
HaIThJIHEHATa MHCANIKA 32 eTHOKpaTHa ynorpeda. [IpenBapuTeiHO HAITBIHEHATA ITHCANIKA He TPIOBa 1a
C€ M3I0J13Ba MTOBTOPHO. Hen3nmom3BaHUAT JIEKapCTBEH MPOAYKT WU OTIAIBYHATE MAaTEPHAIN OT HETO
TpsAOBa J]a ce U3XBBPIAT B ChOTBETCTBUE C MECTHUTE U3UCKBAHUSI.

Koraro ce n3nos3Ba e1H0/1030B (JIaKOH, IPENOPhYBa Ce U3IOJI3BAHETO HA CIPUHIOBKA OoT 1 Ml ¢ uria
27G, Y2 ury (13 mm).
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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 HATbIHEHA HUCAJIKA
EU/1/08/494/006

STELARA 90 mQ nHXEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HATbJIHEHA 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 nocneano nonHoBsiBane: 19 cenremBpu 2013 .

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

05/2023

[MoxpoOHa uH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporetickara
areHIus 1o Jiekapcerpata 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
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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'U YCJIOBUSI U UBNUCKBAHUSA HA PASPEIIEHUETO 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 cnucek), npensuaen B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIEBAIN aKTyaJIM3aLlH, ITyOJIMKYBaHH Ha €BPOIICHCKUS
yeOmopTa 3a JeKapcTBa.

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

. ILnan 3a ynpasJjienue Ha pucka (ITYP)

IIpurexatensat 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
akTyanu3auuu 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 WH(OpMAITHs, KOATO MOXKE Ja TOBEJIE 10 3HAYMMHU IIPOMEHU B
CHOTHOIIIEHHUETO T10J13a/PHUCK, MM CIIe]] TOCTUI'aHe Ha Ba)KEH eTall (BbB BPb3Ka C IPOCIIE/IIBaHE
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 (uakon cpabpxa 130 mg ycrekurymad B 26 ml.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

IHomowmnu BemectBa: EDTA nunarpuesa con quxuapat, L-xuctuauH, L-XucTuaAMHOB
MOHOXHJIPOXJIOPU MOHOXHIPAT, L-MeTHOHUH, osiucopOat 80, 3axapo3a, Bojia 3a MHKEKIIUU

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

Konnenrtpar 3a nH(Yy3MOHEH pa3TBOP
130 mg/26 ml
1 ¢makon

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

Ha ne ce pasknaiua.

[Ipenu ymorpeba mpovereTe TUCTOBKATA.

CaMo 3a eTHOKPATHO MPUIIOKEHHE.
HNHTpaBeHO3HO MPHUIIOKEHHUE CIe]l pa3pekIaHe.

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

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.
Jla He ce 3ampassiBa.
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CroxpansBaiiTe (priakoHa BbB BHHIIIHATA KAPTOHEHA OMAKOBKA, 3 Ja C€ TPEATAa3y OT CBETIHHA.

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 WIEHTU®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 xoHIeHTpar 3a HHPY3HMOHEH pa3TBOP
yCcTeKnHyMab

‘ 2. HAYMH HA ITPUJIOKEHUE

3a i.V. IprIoKeHHe CIIe]] pa3perkIaHe
Ja He ce pa3kiama.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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 (utakon chabpxa 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

NHxeKunoHeH pa3TBOp
45 mg/0,5 ml
1 ¢makon

| 5.  HAYMH HA IPUWJIOKEHUE M ITbT(MILA) HA BbBEKJIAHE

[a He ce paskiama.
IToaKoKHO NPUIIOKEHHE
[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO TPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT HOTJIEJA U TOCET'A HA IEIIA

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

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, 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.
CroxpansBaiiTe (prakoHa B KapTOHEHAaTa OTIAKOBKA, 3a J]a C€ MPena3u OT CBETINHA.
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10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE 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 PASPELHIEHUETO 3A YIIOTPEBA

EU/1/08/494/001

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

STELARA 45 mg

| 17,

YHUKAJIEH HAEHTH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18,

YHUKAJIEH HAEHTU®UKATOP — JTAHHU 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 ®JTAKOHA (45 mg)

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

STELARA 45 mg nHXeKIIMOHEH Pa3TBoOp
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE 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 CIIPUHIIOBKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIIMOHEH Pa3TBOP B MPEJABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(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 JOMBIIHUTENHA HH(POPMALIUS 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 IIOTJIEJA U TIOCET'A HA JIEIIA

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

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:
JaTa Ha U3XBbpIsiHE, IPU ChXPAHEHUE HA CTallHA TeMIiepaTypa:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC€ CbXpaHsaBa B XJIaJUJTHUK.
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Jla He ce 3ampassiBa.

CoxpaHsBaiiTe MpeIBapUTETHO HATBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMIAKOBKA, 3a J1a CE
Mpe/nasu OT CBETINHA.

Moske na ce cbxpaHsBa npu ctaitHa Temrneparypa (10 30°C) 3a enun nepuon a0 30 1HH, HO HE TIO-
JUBJITO OT OPUTHHAIHHS CPOK HA TOMHOCT.

10. CHELHUAJIHU IIPEANNASHU MEPKHU IMPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
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 WAEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 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 IPEABAPUTEJTHO HAITBJIHEHATA CITPUHIIOBKA (45 mg)

1. NME HA JIEKAPCTBEHUSA INPOAYKT U IBbT(MIA) HA BBBEXK/IAHE

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 CIIPUHIIOBKA (90 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika npeBapuTeIHO 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 CIPUHILIOBKA
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 TEKAPCTBEHUAT 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

TI'onen no:
Jata Ha U3XBBpIsiHE, IPU ChXPAHECHUE HA CTallHA TeMIiepaTypa:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC€ CbXpaHsaBa B XJIaJUJTHUK.

95



Jla He ce 3ampassiBa.

CoxpaHsBaiiTe MpeIBapUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 32 J1a Ce
Mpe/na3y OT CBETINHA.

Moske na ce cbxpaHsBa npu ctaitHa Temrneparypa (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 WAEHTU®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 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. HHAPTUJAEH 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 IPEJABAPUTEJHO HAIIbJIHEHATA MUCAJIKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIMOHEH pa3TBOP B MPEJABAPUTEIHO HAITBIHEHA MHCAITKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika mpeiBapuTeIHO HAITbJIHEHA MUCAIKa 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, Bosa 3a nwkekiuu. OmakoBKaTa, B KOSTO CE HAMHpPA TO3H JEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JONMBbJIHUTENHA HH(OPMAIUs BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBIHEHA UCAJIKA

45 mg/0,5 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpelIBapI/ITeJIHO HallbJIHCHA NMHCAJIKa 3a €JTHOKPATHO IMPUIIOKECHUC

‘ 5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEX/IAHE

OTBOPETE TYK

[a He ce paskinama.

[ToaKoKHO NPHIIOKEHHE

[Ipenn ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO IPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOANUMO

‘ 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 HAITBJIHEHATA MTUCAIKA B KAPTOHEHATa OMAaKOBKa, 3a JIa CE MPEAINa3u OT
CBCTJIMHA.

Mosxe na ce chXpaHsBa IpH craitHa Temmnepatypa (no 30°C) 3a equn nepuoa 10 30 qHH, HO HE TIO-
JUBJITO OT OPUTHHAIHHS CPOK Ha TOJTHOCT.

10. CHEIWMAJIHU NIPEAITASHU 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 0apKo ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OT BbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3msno "YkazaHusTa 3a yrnorpebda" nmpean ynotpeoda.
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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 nwkekuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JONMBbJIHUTENHA HH(OPMAIUs BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBIHEHA IUCAJIKA

90 mg/1 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpelIBapI/ITeJIHO HallbJIHCHA NMHCAJIKa 3a €JTHOKPATHO IMPUIIOKECHUC

‘ 5. HAYMH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEX/IAHE

OTBOPETE TYK

[a He ce paskinama.

[ToaKoKHO NPHIIOKEHHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

6. CIIEHUAJIHO TPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Jata Ha U3XBBHpPIIsIHE, IPU ChbXPAHEHHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIIMITHUK.

Jla He ce 3ampassiBa.

ChxpaHsBaiiTe MpeIBAPUTEITHO HATBJTHCHATA MTUCAIKA B KAPTOHEHATa OMMaKOBKa, 3a JIa Ce MPEAINa3y OT
CBCTJIMHA.

Mosxe na ce chXpaHsBa IpH craitHa Temmnepatypa (no 30°C) 3a equn nepuoa 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. YHHUKAJIEH UAEHTUOPUKATOP — JAHHU 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 (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 norpeduTeNs

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 JMCTOBKA. MoKe J1a Ce HAJIOXKH JIa S POYETETEe OTHORBO.

- AKO UMaTe HAKAaKBH JONbJIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexkap win gapmalieBT.

- AKO TIOJTyYnTe HAKAKBU HEXEJIAHU PEaKIlny, yBeroMeTe Bammus jiekap wiu gpapmariet. 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 aHTUTeNa ca IPOTEHHHU, KOUTO pa3No3HaBaT U CBHP3BAT ONpe/ielieH! criennpuIHN
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 u3moi3Ba 3a JIEUEHUE HA CIIEIHUTE BB3IIAIIUTEIHN 3a00IABAHNS
. YwMmepena 1o Texxka 6osect Ha KpoH — nipu Bp3pacTHH

. YMepeH 710 TeXBK yIIepo3eH KOJIUT — PU Bh3PaCTHU

Boaect na Kpon

Bonecrra Ha KpoH e Bp3nanuTenHo 3a0onsBane Ha yepBara. Ako umate 6osect Ha KpoH mepBo 111e
Bu ce nanar apyru gekapctBa. AKO He ce TOBJHsIETE JOCTATHYHO WM MMaTe HEMOHOCUMOCT KbM TE3U
JekapcTBa, Moke 1a Bu ce nane Stelara 3a HamansBane Ha MpU3HAIUTE U CUMIITOMHTE Ha
3abomsBaneTo 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 nazne Stelara 3a HamansBaHe Ha MPU3HAIIMTE U CUMIITOMHUTE Ha Barireto
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
nekap wiu apManeBT, nIpeau 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.
Croimo Taka uHpopMupaiiTe Bamms mekap, ako HACKOPO ¢Te€ OMJIM B KOHTAKT C YOBEK, KOWTO MOXE /1a
uMa TyOepKyIio3a. Bamust nekap me Bu npernena u mie HarpaBu u3ciieABaHe 3a TyOepKy103a, IpeaIu
na u3non3eare Stelara. Ako BammsT nekap cMsTa, ye cTe U3JI0KCHH Ha PUCK OT TyOepKyiI03a, MOXKe
na Bu npeanuiie iekapcTia 3a JICYCHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIUU

Stelara Mo>xe 1a mpenn3BHUKa CEPHO3HU HEXXETAHU PEaKLY, BKJIIOYUTEIHO aJIePTUYHU PEaKIuU 1
uHpekuun. TpsOBa aa cieauTe 3a onpeaeseH: MPU3HALK Ha 3a00sBaHus, JOKaTo npuemate Stelara.
Buxre ,,Cepno3nu HexenaHu peKaluy’” B TOUKA 4 3a MBJIHNUA CIUCHK Ha TE3U HEXEJIaH! pPeaklnu.

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 €, 3all[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,

NMPOM3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0MKHOBEHO NPUJIATAHO Ype3 HHIKeKUMS) -
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 yUacCThLIUTE C IICOPUA3UC WU 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 che Stelara e e uscnenBano. Bp3moxxHO € 00aye, TO Ja yBelIndn
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 ¥ Hajl 65 roAMHU — MOXeE J]a CTE TIO-CKJIOHHU 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 ¢ ycTekuaymal. ['oBopere BenHara ¢ Bamms sekap,
aKo TIOJIYYHTE YepPBEH, HAJUTHAT, JIIOIIEI] ce OOPHB, MOHAKOTa C TIO-THhMHH I'PAaHUIIH, B U3I0KECHHUTE
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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MEUITUHCKA ITOMOIII, aKO TIOJyYnTe O0JIKA B TBPIUTE, CIA00CT WIM HEOOMYAMHO yCeIaHe OT eaHaTa
CTpaHa Ha TJIOTO, OTITYCHATOCT Ha JIMIIETO WIIM TOBOPHH FUIA 3PUTEITHH CMYIIICHUS.

Jena v roHOImIMN
Stelara He ce mpemoppYBa 3a ynorpeba mpu aera nof 18 roguan ¢ 6onect Ha Kpon mim yneposex
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 mianupate Aa Bu ce npaBu BakcuHanus. JlokaTo n3nos3Bare
Stelara, HsKOM BHIOBE BakCHHHM (’KMBH BaKCHHH) HE TPAOBa Jia Ce Mpuiiarar.

. Ako cte momrygaBaiu Stelara mo BpeMe Ha OpeMeHHOCTTa, TpsIOBa Jja KayKeTe Ha JieKaps Ha

0cOero Bu 3a neuenuero cbe Stelara, mpeau To 1a MOMyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHMTEITHO JKUBH BakcHHU, KaTo BIDK BakcuHa (M3mon3BaHa 3a npeamna3BaHe OT
TyOepkyno3a). JKuBuTe BakCHHH HeE ce TpenopbuBaT 3a Bamiero 6e6e mpe3 mbpBUTE MIECT
Mecena ciell pakJaHeTo, ako cTe omydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nexapsT Ha Bamero 6e6e He mpenopbya IpyTo.

BpemenHnocT n KbpMeHe

o 3a mpeamnounTane € Aa ce n30sArea ynorpedara Ha Stelara mo Bpeme Ha OpemenHoct. Edexrture
Ha Stelara mpu OpeMeHHM KeHH HE ca U3BECTHU. AKO CTe JK€Ha C JeTepPOJIeH IMOTEHIINA,
JKEJaTEeTHO € J]a He 3a0peMeHsIBaTe U Ja U3I0I3BaTe ITOAXO IS TPOTHBO3a4aThueH METO/I,
Koraro u3non3sate Stelara v moHe 15 ceaMuIM Clie/] MOCIESAHOTO puiiaraHe Ha Stelara.
INocwBeTBaiiTe ce ¢ Baius nekap, ako cte OpeMeHHa, cMsATaTe, 4Ye MOXKe Ja CTe OpeMEeHHA WIIN
TUTaHUpaTe OPEMEHHOCT.

o Stelara Mo>ke ga MpeMHHE Tpe3 IUIAleHTaTa B HEPOAEHOTO Oede. AKo cTe monydaBanu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo By Moxke 1a MMa T0-BHCOK PUCK OT UH(EKIHS.
o Baxkno e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e 1 Ipyru MEIUIIMHCKH CIICILIHAINCTH, aKO CTEe

nony4aBaiu Stelara mo Bpeme Ha OpeMEHHOCTTA CH, IIpeir 0e0eTo /1a MoTyyH KaKBaTo U Jia €
BakcuHa. JKuBu Bakcunu, kato BLDK Bakcuna (M3non3BaHa 3a npe/mna3Base oT TyOepKyno3a),
He ce nmpernopbuBar 3a Bamrero 6e6e mpe3 mbpBUTE IIECT Mecela CiIel PaXkJaHeTo, aKo CTe
noiy4aBaiu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKo JieKapsT Ha Bameto 6ebe He
npernopbya Apyro.

. Ycreknnymab MoXke Ja MpEMHUHE B KbpMaTa B MHOTO MaJIKH KojinuecTBa. [lochBeTBaiiTe ce ¢
Bamms nexap, ako KbpMUTE HJIH aKo IUIaHUpare J1a Kbpmure. Bue n Bammst nekap TpsoBa na
pemute Jaiau TpsaOBa a KbPMUTE WM Ja M3Moi3Bate Stelara - He IpaBeTe U JIBETe.

Ilopupane u padora ¢ MAILIMHH
Stelara He IOBIHsABA WU MOBIUABA MTPEHEOPESIKUMO CITOCOOHOCTTA 32 Iodupane u padoTa ¢ MaIUHH.

Stelara ceabp:ka HaTpHIt

Stelara cpabprka mo-manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPAKTHYECKU HE ChAbPIKA HATPHIA.

IIpenu na Bu 0b1e npunoxen obave, Stelara ce cMecBa ¢ pa3TBOp, KOHTO ChIIbpxka HaTpuid. [ 'oBopeTe
¢ Bamms nekap, ako cTe Ha JueTa ¢ HUCKO ChIbpXKaHUe Ha HATPHIA.

3. Kak me ce nmpuiara Stelara

Stelara e npeaHa3HaveH 3a ynoTpeda 1Mo prKOBOJCTBOTO U KOHTPOJIA Ha JIEKAp C OIKT B
JIMAarHOCTHKATa U JIeYeHneTo Ha OosiecT Ha KpoH mim Ha yimepo3eH KOJuT.

Bammst siekap e Bu npunoku Stelara 130 mg koHIieHTpar 3a nH(PY3HOHEH pa3TBOp KarnkoBO BbB
BeHarTa Ha phKaTta (MHTpaBeHO3HA MH(Y3Us) B IPOBIDKEHIE Ha Hail-MaJIko euH vac. [TockBeTBaiiTe
ce ¢ Bamms nekap 3a ToBa, Kora e Bu ce mocTaBsIT HHKEKIUHUTE U KOTa IIE Ca CIIe{BALIUTe
KOHTPOJIHH TIPETJIC IH.
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KaxkBo koauuecTBo Stelara ce mpuiiara
Barusr siekap 1ie periy KakBo KonndecTBo Stelara TpsiOBa 1a MONMyYHTe U 32 KaKBB TIEPUO OT BPEME.

Bn3pacTHu Ha 18 roquHu MM MO-roJieMHu

o JlekapsT 1ie U34YKCIIM PENOphUYNTEIHATA 32 Bac 7032 3a MHTpaBeHO3HAa HH(DY3HsI Bh3 OCHOBA Ha
TenecHoTo Bu teruo.
Barireto TesecHo Terio Joza
<55kg 260 mg
> 55 kg 10 <85 kg 390 mg
> 85 kg 520 mg
o Cren HavamHaTa MHTPaBEHO3HA 1034 Iie Bu Ob1e npumoskeHa cieapamiara go3a 90 mg Stelara
Ype3 MHKEKIIHS 0] KoykaTta (MOIKOMKHA HEDKEKITH) CIeT 8 CeIMUIIM U CJIe]] TOBA Ha BCEKU
12 cenmunu.

Kak ce npuiara Stelara

[TepBata no3a Stelara 3a sieueHue Ha GonecT Ha KpoH miy yniepo3eH KOJIHT ce Mpuiara ot JeKap
KaIKOBO BbB BeHa B pbKaTa (HHTPaBEHO3HA MH(Y3HS).

T'oBoperte ¢ Bamms nekap, ako iMate BbIIPOCH OTHOCHO Mpuiiaraneto Ha Stelara.

AKO cTe PONMyCHAJIM 1a u3noJj3Bare Stelara
AKo cre 3a0paBHIM WK CTE MPOITYCHAIM Yaca CH 3a IPWJIaraHe Ha 103a, CBbpxKeTe ce ¢ Bamms nexap
3a IUIaHUpaHEe Ha HOB 4ac.

AKo cte cupesiu ynorpedara Ha Stelara
He e omacHo ma ciipere ymorpebara Ha Stelara. Ako obade 51 cripete, Bammire cumnroMu Moxke 1a ce
BBH300HOBSIT.

AK0 UMaTe HSIKaKBH JIObJIHUTEIHNA BBIIPOCH, CBBP3aHH C yHOTpebaTa Ha TOBA JIEKAPCTBO, MOIUTANTE
Bamus nexap uinu papmarienr.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBA, TOBA JICKAPCTBO MOXKE 1a MPEAN3BUKA HCIKCIAaHU PCAKIIUN, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.

CepHO3HH HexKeJTaHU peakuu
Hsxown marneHTn MOKe J1a IMaT CEpHO3HH HEeXeTaHHU Peakiiu, IPU KOUTO Ja Ce Hajara CrielnHo
JIeYCHHE.

AJlepru4HM peakumu — MOKe 12 U3UCKBAT clelHo Jedenne. Mudopmupaiite Bammus
JIeKap WM He3a0aBHO NOTHpceTe CIelIHa MeAUINHCKA IMTOMOII, AKO0 3a0e/1e/KnuTe HAKOM 0T
cJIeIHUTe MPU3HAIH.
. Cepuo3HnTE aIEPrUYHA peakiyH (,,aHadumakcus’™) ca peKy Ipy Xopa, IpueMariu
Stelara (mosxe na 3acernat 70 1 Ha 1 000 gymm). [IpusHanuTe BKIIIOYBAT:
o 3aTpyHEHO JAHIIAHE WIH MIPETIbIIaHe
o HUCKO KPBBHO HaJSITaHE, KOETO MOJKE J1a MPUYMHH 3aMassHOCT WIJIH CBETOBBPTEK
o MO/IyBaHe Ha JINLIETO, YCTHUTE, yCTaTa MU I'bPIIOTO.
o YecTuTe MpU3HAIM HA AJIEPTUYHA PEAKIHS BKIIFOYBAT KOXKEH OOpUB M YPTUKApHUS (MOXKeE
na 3acerHat o 1 va 100 mymm).

Peaknuu, cBbp3anu ¢ HHQY3UATA — aKo ce JeKyBare 3a 6os1ecTTa Ha Kpon win 3a

yJILepo3eH KOJMT, MbpBaTa 1032 Ha Stelara me ce NpuiI0kH KankoBO BbB BeHA
(nHTpaBeHo3Ha MHPY3Hs). HsAKou NanyeHTH MOJIy4YaBaT CEPHO3HU AJIePIrHYHM PeaKIuu
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1o BpeMe Ha uHQy3uATA.

B peaxu caydam ce cb001aBaT ajileprudHu 0e10ApoOHM peakuuu U 0e10ApoOHO
Bb3NaJleHHe NP NAIHEeHTH, KOUTO MOJy4YaBaT ycTeKMHyMa0. YBenomeTe BeqHara Bamms
JIeKap, aKo MoJIy4YuTe CUMIITOMH KaTo KallJIMIA, 3aAyX U BUCOKA TeMIlepaTypa.

AKO MoITyunTe Cepro3Ha ajJepruiHa peakus, Bamust nekap Moxe na pemy, 4e Bue He TpsioBa
na yrorpedssare Stelara oTHOBO.

HNHpexkunn — Moxke 1a H3HCKBAT CIEIIHO JieyeHne. MHpopmupaiite Bamus jekap, ako
3a0eJie:KUTE HAKOM OT CJIeJHUTE MPU3HALIN.

o MH(EKIUUTE HAa HOCA WK T'BPIIOTO M MPOCTyIaTa ca 4ecTH (MOoXKe Ja 3acerHar 1o 1 Ha
10 aymm)

. WH(EKITUUTE Ha TOJIHATE JUXATETHU MBTHINA (TPBIHA HHGEKITNH) ca HedecTH (MOXKe 1a
3acernar a0 1 Ha 100 gymm)

. BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJINT) € HeuecTo (MOKe /1a 3acerae A0 1 Ha
100 mymrm)

o xeprecute (BuI O0Je3HEH 00pUB C MEXypH) ca HeuecTH (MoKe J1a 3acerHar a0 1 Ha
100 myrmm)

Stelara mo>xe 1a Hamanu ciocobHoctTa Bu 1a ce 6opute ¢ nadexkunu. Haxon nadexumnn Moxe
Jla CTaHAT CEPHO3HU M MOXKE J1a BKIFOYBAT MHPEKINU, IPUIYNHEHH OT BUPYCH, I'bOHUKH,
OaxTepuy (BKIFOUUTEITHO TyOepKyJ103a) WK Mapa3uTh, BKIIOYUTEITHO HHPEKIH, KOUTO
BB3HHUKBAT MPEIUMHO MIPU X0pa ¢ oTcliabeHa UMyHHA cucTeMa (OTOPTIOHUCTHYHN WHPEKIIN).
[Ipu nmanuenTy, monyvyasaniy ycTeKuHymMa0, ce ch0o0IIaBaT ONOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHIleanuT, MEHHHTHT), OennTe APoOOBE U OUUTE.

Hokarto ynorpebsiBare Stelara, TpsiOBa aa cieauTe 3a nmpu3Hany Ha wH(eKys. Te BKIFOYBAT:
BHCOKA TeMIIepaTypa, TPUIONOA00HH CHMITOMHU, HOLIIHO MOTEHE, 3ary0a Ha TerJio
yMopa WM 33/1yX, YIOpUTa KallThia

TOIJIa, 3a4epBEeHa B OOJIE3HEHA KOXKa MITH OOJIE3HEH KOXKEH 00pUB C MEXypH

napeHe npu ypuHupaHe

JAapust

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHne

r71aBo00JIHMe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, FaJICHE WIN
00BPKaHOCT.

Wndopmupaiite Bammus nekap BeqHara, ako 3a0ee)KUTe HAKOW OT Te3U PU3HAIN Ha
uHdeknusa. Te morat 1a ObIaT MPU3HALM HA MHPEKIUH KaTO TPbIHU HH(EKLUNH, KOXKHU
MH(EKIHH, XepIec 30CTep WIN ONOPTIOHUCTHYHM HH(EKLINHU, KOUTO MOTaT Ja JOBEAAT J10
cepuo3HH ycnoxxHeHus. Madopmupaiite Bamus nexap, ako uMaTe HIKaKBa YIOPHUTA HITH
noBTapsIIa ce nHPEeKus. Bamusrt gekap Moxe J1a peiny, 4e He TpsiOBa Jia yrnotpedsiBare
Stelara, nokaro nadekuusaTa He ObJe U3NIEKyBaHa. Y BeroMeTe Bamms jgekap, u ako uMarte
OTBOPEHM PAHU WJIM HAPAHIBAHUS, Thil KATO MOXKeE Jia ce HHPEKTHPAT.

JIromeHe Ha KOKAaTAa — HHTEH3WBHOTO 3a4epBsIBaHe U JIOMIEHE HA KOXKATA HA MO-ToJIsIMa
TUIOLI 1O TSIJIOTO MOJKe /1a ca CHMIITOMH HA €PUTPOAEPMHUYEH NCOPHAUC HIIN
eKkc(oINaTHBEH 1ePMATHT, KOUTO Ca CEPHO3HH KOKHHU 3200/11BaHUs. AKO 3a0eJie:KuTe
HAIKOM OT Te3W MpHU3HALM, TPA0Ba 1a nH(popMupaTe Bamms nexap He3a0aBHO.

I[pyl"l/l HEKEJTAaHU pCaKIIUU

YecTH HexkeTaHH peakuuu (Moxe aa 3acerHar a0 1 Ha 10 gymm):

) Juapus
) rajeHe
) MOBPBILIAHE
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ymopa
3aMastHOCT

riaBo0oJme

cbpOex (mpypuryc)

OoJika B I'bp0a, MyCKYJIUTE HJIH CTAaBUTE
BB3IMAJICHO I'bPJIO

3auepBsiBaHe M 0OJIKa Ha MACTOTO HA MH)KEKTHPAHE
UH(EKIMS Ha CHHYCUTE

HeuecTu HeskenaHu peakuuu (Moxe 1a 3acersat 1o 1 zHa 100 qymm):

. WH(DEKITHN Ha 3p0HTe

. BarnHaj Ha HWHPEKINS, MPUINHEHA OT I'bOMIKH

o JIeTIpeCHst

o 3aIyIeH HOC UK XpeMa

o KbPBEHE, TOCHHIBAHE, BTBbP/ISIBAHE, IOIyBaHE, ChpOCK, 3auepBsiBaHe U O0JKa Ha

MSICTOTO Ha MH)KEKTHPaHE
ycelaHe 3a cabocT

o criajiaHe Ha KIiernaya U U3KpUBSABaHE HA MYCKYJIMTE Ha eTHATA TIOJIOBHHA Ha JIUIIETO
(,JiuIIeBa mapanusa” Wid ,,napajiu3a Ha ben’), KosITo OOMKHOBEHO € BpEMEHHA

o IMpoMAHa Ha Icopura3rca CbC 3a4CPBABAHC U HOBU MAJIKU, XbJITHU UIIN 6eHI/I MEXypHu 110
KOJKaTa, IOHSIKOTa MPUIPYKEHH ¢ TeMIeparypa (IyCTyJI03¢H IICOPHA3HC)

. OeneHe Ha KoxkaTa (eKCQoIranus Ha KOXKaTa)

o aKHe

Penku Hexke1aHM JieKapcTBeHU peakuuu (Moxe Aa 3acerHat Ao 1 Ha 1 000 gymm)

o 3auepBsBaHe U JIOLICHE HA KOJKaTa Ha MO-ToJIsIMa IUIONI IO TAI0TO, KOUTO MOXKE Ja
CBHpOSAT Wi 11a ca 6one3HeHn (ekchonuatuBeH nepmatut). [lomoOHu cuMmromu
HOHSKOTa Ce pa3BUBAT KaTO €CTECTBEHA IMPOMSHA HAa BH/Ia HA CHMIITOMH HA IICOPHA3HC
(epuTposepMHUyEH TICOpHA3NC)

o Bpb3nanenue Ha MajKuTe KPbBOHOCHH ChJIOBE, KOETO MOKE Ja JI0BEJE 10 KOKEH OOpUB €
MaJIK{ YepPBEHH WU JIMJIaBHU IOy THHH, TEMIIepaTypa WM O0JIKa B CTABUTE (BACKYJIHT).

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 1 JIyIyc-1o00eH CHHAPOM (YepBeH, HaUTHAT, JIIOIIEI Ce

OOpUB B M3JIOKEHUTE HA CIBHIIE YYAaCTHIM HAa KOXKAaTa, KOWTO MOXKE Ja € MIPUAPYKEH OT
0O0JIKM B CTaBUTE).

Cpol0maBaHe HA HesKeJIAHH PeaKIUU

AKO TOITyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHN PEaKlny, yBeroMeTe Bamms iexap uin papmaneBr.
ToBa BKJIFOYBA BCHYKH BE3MOYKHH HEOITMCAHU B Ta3H JICTOBKA HEXENaHU peakinu. Moxere chIIo J1a
CHOOLINTE HEXEJIAaHU PEaKLMH AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOOIIaBaHe B:
W3nbaHUTEIHA areHIMs 110 JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

Karo chobmaBare HexxeNaH! peakiiy, MOXKETe Ja JaJieTe CBOS MPUHOC 32 MMoJTyyaBaHe Ha TOBeYe UH-
(dopmarnus OTHOCHO 0€301IaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak n1a cbxpansBare Stelara

o Stelara 130 mg xonmenTpar 3a HH(GY3HOHEH Pa3TBOP Ce Mpuiiara B OOJHHUIIA WM KIIMHUKA U HE
Ce Hajara manyueHTHUTE JIa TO ChbXPaHIBAT WU Ja OOPaBAT C HETO.
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[a ce cpxpaHsBa Ha MSCTO, HEJJOCTBITHO 32 JICHA.

Ha ce cpxpanssa B xnmagunauk (2°C—8°C). la He ce 3ampa3ssiBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAaKOBKa, 3a Jia ce Tpeana3u OT CBETINHA.

He pasknamaiite gnaxonute Stelara. [IpogbKUTETHOTO €HEPTUYHO pa3KilamiaHe MoXe Aa
MIOBPENH JICKapCTBOTO.

He u3noJi3BaiiTe ToBa JieKapCTBO:

° CJIe]] CPOKa Ha TOJTHOCT, OTOEIsI3aH BhPXY €TUKETa U KapTOHEHATa ONTAKOBKA CIIE]T
»EXP*/,,Lonen no“. CpoKbT Ha TOJTHOCT OTTOBAPS HA MOCIEAHUS JCH OT IIOCOYCHHUS MECEII.

. aKO TEYHOCTTA € C IPOMEHEH IIBAT, MbTHA WJIM B Hesl Ce 3a0esI3BaT IUTyBAIU YYyKH YaCTHIIN
(BmxTe TOuKa 6 ,,Kak m3rnekma Stelara u KakBO ChIbpIKa OIMAaKOBKATa™).

° aKo 3HAETe WM CMATaTe, Y€ MOXKe Jia € Oriia 3JI0KEeHa Ha eKCTPEMHHU TeMIlepaTypu (Kato
WHITUICHTHO 3aMPb3BaHe WM 3arpsBaHe).

° aKO MPOAYKTHT € OMJI CHEPrHYHO Pa3KIIaTeH.

o aKko oOKaTKaTa € CUyIieHa.

Stelara e camo 3a enHOKpaTHa yroTpeba. PaspeneHusaT HH(Y3HOHEH Pa3TBOP WA HEU3IOI3BAHHUAT
IPOIYKT, OCTaHA BbB (pJIaKOHA U B CIIPHHIIOBKATa, TPSOBa /1a € M3XBHPIIH B ChOTBETCTBUE C
MECTHUTC U3HMCKBAaHUA.

6. Cbm)pmalme Ha OnMaKoOBKaTa M J0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabpxa Stelara

o AKXTHBHO BelecTBO: ycTekuHyMab. Beeku duakon cpappxka 130 mg ycrekuaymad B 26 ml.

o Hpyru cecraBku: EDTA nunatpuesa con quxuapar, L-xuctuanH, L-XucTHARHOB
MOHOXHUIPOXJIOPH] MOHOXUApaT, L-MeTnonuH, nonrcop6bar 80, 3axapo3a v BoJIa 38 MHKEKIIH.

Kak u3riie:kna Stelara u kakBo cbIbpsKa OIIAKOBKATA

Stelara e GucTbp, Oe31BeTEH 10 0JICTOKBIT KOHIIEHTPAT 3a HH(Y3HOHEH pa3TBop. JlocTass ce B
KapTOHEHA ONAaKOBKa, ChAbpKallla euH cThKiIeH (piakon ot 30 ml ¢ exuHnyHa 1033, Beeku ¢iakon
chabpika 130 mg ycreknnymad B 26 ml KOHIIEHTpAT 32 HHPY3HMOHEH Pa3TBOP.

IIpuTexkaTes Ha pa3pelleHHETO 32 yNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsA, CBBPKETEC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA IPUTCIKATECIIA HA pa3pCIICHUCTO 3a yHOTpC6aI

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: + 321464 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: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E\LGda
Janssen-Cilag ®appaxevtikn 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
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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 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

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400



Italia Suomi/Finland

Janssen-Cilag SpA Janssen-Cilag Oy

Tel: 800.688.777 / +39 02 2510 1 Puh/Tel: +358 207 531 300

janssenita@its.jnj.com jacfi@its.jnj.com

Kvbzpog Sverige

Bapvapag Xattnmovaynig Atd Janssen-Cilag AB

TnA: +357 22 207 700 Tfn: +46 8 626 50 00
jacse@its.jnj.com

Latvija United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Latvija Janssen Sciences Ireland UC

Tel: +371 678 93561 Tel: +44 1 494 567 444

Iv@its.jnj.com medinfo@its.jnj.com

JlaTa Ha NMOCJIeHO Mpepa3sriexaane Ha sucroBkarta 05/2023

IMonpo6Ha nH(MDOpMAaIUs 32 TOBA JIEKAPCTBO € MPeIOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus
1o JiekapcTBata http://www.ema.europa.eu/.

[Tocouenara no-moy nHpOpPMANKS € MpeAHa3HaYeHa CaMO 32 MEAUIIMHCKH CIIEIHATUCTH:

[Ipocneaumoct

3a aa ce mooOpu NPOCIEAUMOCTTa HAa OMOJIOTMYHUTE JIEKApCTBEHHU NMPOAYKTH, THPrOBCKOTO UME U
NapTUIHUAT HOMED Ha MPUIaranus IPOAyKT TpsiOBa aa ObAAT SICHO JOKYMEHTHPAHH.

VYkazaHus 3a paspekaaHe:

STELARA konueHTpaT 32 HH(pY3HOHEH pa3TBOp TPsOBaA Ja ce pa3ped U Jia ce MOATOTBU OT
MEAUIUHCKU CIIEHUATUCT C IOMOILTa HA aCENTUYHA TEXHUKA.

1. N3uucnere no3arta u 6post Ha HeoOxoaumute Quiakonn STELARA Bb3 0CHOBa Ha TETJIOTO Ha
nanueHTa (Bx. Touka 3, Tabnuma 1). Beexu ¢unakon STELARA ot 26 ml ceabpika 130 mg
YCTEeKHHyMao.

2. N3rernere u u3xBbpiiere oT uHGY3UOHHUS cak oT 250 ml 0OeM OT pa3TBOP HAa HATPUEB XJIOPHU]L

9 mg/ml (0,9%), paBen na o6ema STELARA, xoiito TpsiOBa na ce 1006aBu. (n3xBbpiere 26 ml
HaTpHeB XJopux 3a Bceku HeoOxoauM ¢uiakon STELARA, 3a 2 duakona uzxswpiere 52 ml, 3a
3 ¢akona u3xpwpiere 78 ml, 3a 4 drakona usxewupiaere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcekn HeoOX0ouM (IIaKOH U TH JJ00aBeTe KbM HH(DY3UOHHUS
cak ot 250 ml. Kpaiinust o0em B nHY31OHHUS cak TpsaOBa na 6bae 250 ml. Buumarenno
CMeceTe.

4, [Ipenu npunoKEeHUETO MPOBEPETE BU3YAIHO pa3peaeHus pa3rBop. He ro ynorpebssaiite, ako ce
HaOJIF0/1aBaT BU3YAITHO HETIPO3PAYHH YACTHIIM, TPOMSHA Ha [[BETA WM YKIH YaCTHIIH.

5. [Ipunoxere pa3zpeaeHus pa3TBOp 3a Nepuo] OT Hail-Masko equH yac. Clies KaTo ce pa3peny,

NpUIaraHeTo Ha HHQY3MOHHUST Pa3TBOP TPsiOBa Jia ce U3BBPIIN B pAMKUTE Ha OCEM Uaca Cliejl
paspexxaaneTo B HHQY3MOHHUS Cak.

6. Wznon3zgaiite camo Habop 3a HH(Y3Us ¢ BrpalieH, CTEPHUIICH, allupOreHeH QMITHP ChC €1abo
CBBbp3BaHE Ha MPOTEHHU (pa3mep Ha nopute 0,2 MUKpOMETpa).
7. Bceku ¢utakon e caMmo 3a eTHOKpaTHO MPHIIOKEHUE W HEU3IOJI3BAHUSIT JICKAPCTBEH MPOAYKT

TpH6Ba Ja C€ U3XBBHPJIU B CbOTBETCTBUC C MECTHUTE U3MCKBAHUS.
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CopxpaHenue
AKO € HeOO0X0IMMO, Pa3PEACHUAT UHPY3HOHHUAT Pa3TBOP MOXKE Jla CE ChXpaHsIBa Ha CTaiHa

Temmeparypa. [Ipunaraneto Ha ”HQY3UOHHUSAT Pa3TBOP TPSAOBA Aa ce U3BBPUIM B pAMKUTE Ha OCEM
yaca cliesl pa3pekaaneTo B nHGY3UOHHNUA cak. [la He ce 3aMpassiBa.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg unH:keKIIMOHEH Pa3TBop
ycreknHyMa0 (ustekinumab)

IIpoyereTe BHUMATEIHO LAJIATA JUCTOBKA, IIPEIH 12 3all0YHETE 1A H3110J13BaTe 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
uHpopmanus.

- 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€ TPU3HALMTE Ha TIXHOTO 3a00JsBaHe ca ChIUTe KaTo BammTe.

- 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 npeacraBasBa 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 CIEIHATE BH3MAIUTEIHN 3a00JIIBaHNS

. [1axoB rcopuasuc - Mpyu Bb3pacTHU U JIella Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
. IlcopuaTtrueH apTpuT — Ipu Bb3pacTHU

. Ymepena 10 Texka 6osiect Ha KpoH — npu Bb3pacTHH

. YMepeH A0 TEXbK YILUEPO3EH KOJUT — IIPU 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 TOJUHU U IO-TOJIEMU C YMEPEH 10 TeKBK

IIJIAKOB IICOpHAa3rucC, KOUTO NUMAaT HCIIOHOCUMOCT KbM Q)OTOTepaHI/IH WK JPpYyTru CUCTEMHU TEpanunu, UIn
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 MOBJIHUsETE AOCTaThUHO A00pe OT Te3| JIeKapcTBa, Moxke a 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 Bp3mauTeIHO 3a00/sIBaHe Ha YepBata. Ako uMate 6osecT Ha KpoH mbpBo 1ie
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

VYILEepo3HUST KOJIUT € BB3MAIUTEIHO 3a00IsIBaHe Ha uepBaTa. AKO UMaTe YJIIepo3eH 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 MPU3HAIINTE U CHMIITOMUTE 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 CUT'ypHU JIajlM HAKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nexap win papmareBT, mpeau 1a u3nonssare 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. Cpiio 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
TyOepKyo3a, 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 cineanTe 3a ONpeeNieHn IPU3HANU Ha 3a00i19BaHus, JOKaTo 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 HSAKAKBB 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,

NMPOU3BeJEeHO 0T OM0JOrNYeH U3TOYHUK U O0MKHOBEHO NMPUJIATaHO Ype3 HHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

o AKO UMaTe MWJIU HACKOPO CTe UMAJTIH HH(pEeKIus.

o AKO UMaTe HOBH WJIM MIPOMEHSIIIH ce JIe3NH B yYaCThIUTE C IICOPUA3UC MU TI0
He3acerHaraTa Koxa.

o AKo mosy4yaBate Jpyro JeyeHue 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaTO 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 /1 CTe TO-CKJIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny aa u3noiBare 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-TbMHU 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€ MpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00BaHe 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 nexkapcTBa, BakciHH M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

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 BUZOBE BaKCHHH (>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 (M3mon3Bana 3a nmpeana3Bane oT
TyOepkyo3a). JKuBuTe BakCHHH He ce NpenopbuBaT 3a Bamiero 6e6e npe3 nbpBUTE IECT
Mecela ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopsya ApyTro.

BpeMeHHOCT 1 KbpMeHe

o 3a npeanoudnTane € Aa ce n3dsrea ynorpedara Ha Stelara mo Bpeme Ha OpemenHoct. Edexrture
Ha Stelara nmpu OpeMeHHHM JK€HH HE ca U3BECTHU. AKO CTe JKeHA C AeTEePO/IeH MOTEeHIHA,
KEJIATENHO € /1a He 3a0peMeHsIBaTe U J1a U3I10JI3BaTe MOAXOASIIL IPOTUBO3a4aThueH METO,
KoraTo u3nomnseare Stelara u moHe 15 ceqmuy cien NOCIeAHOTO Mpuilarane Ha Stelara.

o [locwBeTBaiite ce ¢ Bammus nekap, ako cre OpeMeHHa, cMATaTe, 4e MOXKe J1a cTe OpeMeHHa Win
TUTaHUpaTe OPEMEHHOCT.

o Stelara Mo>xe 1a mpemMHHe Mpe3 IUIaleHTaTa B HepoJIeHoTo O0ebe. AKo cre nomyuyaBanu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo By Moke j1a Ma TI0-BHCOK PUCK OT HH(EKITHS.

o BaxxHo e na kaxeTe Ha JiekapuTe Ha Bamrero 6ebe n 1pyru MEeIUIIMHCKH CTICIIMAINCTH, aKO CTE

noiyvaBaiu Stelara o Bpeme Ha OpEMEHHOCTTA CH, IIpeau 0e0eTo J1a MoJIyyH KaKBaTo U J1a €
BakcuHa. JKuBu BakcunH, kato BI)K BakcuHa (n3mon3BaHa 3a npeana3BaHe OT TyOepKyJi03a) He
ce mpenopbuBaT 3a Bamrero 6e0e npe3 mbpBUTE IIECT Mecela cie]] paKJIaHeTo, aKo CTe
nojiy4asaiu Stelara mo Bpeme Ha OPEMEHHOCTTa, OCBEH aKo JieKapsT Ha BameTto Oebe He
npenopbsya Apyro.

121



o YcTekuHyMad Moke Ja IpeMHUHE B KbpMaTa B MHOTO Mallku KomdecTBa. [lockBeTBaiiTe ce ¢
Bammis nekap, ako KbpMHUTE WK aKo TUIaHUpaTe Jia KbpMuTe. Bue u Bamwsr siekap TpssoBa na
permTe Iaau TpsOBa Ja KbPMHTE WU 1a H3Moj3BaTe Stelara - He mpaBeTe U ABETE.

Hlodupane u padora ¢ MAlIMHK
Stelara He OBNIHSBa WK TIOBJIMSIBA TIPEHEOPEIKUMO CIIOCOOHOCTTA 32 Mmodupane U paboTa ¢ MaITHHU.
3. Kak n1a uznoassare Stelara

Stelara e mpeaHa3HaveH 3a ynorpeda 1moJ1 pPbKOBOACTBOTO M KOHTPOJIA HA JIEKap C OMUT B JICYCHUETO
Ha 3a00JIIBAHUATA, 32 KOUTO € TIOKa3aHO JIEKapCTBOTO.

Bunaru uznon3paiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan BammsT nekap. Ako He CT€ CUTYpHU B
Helo, nonutante Bammus nekap. [locsBerBaiiTe ce ¢ Bamms jiekap 3a ToBa, kora e Bu ce noctaBar
WHXXEKIUUTE U KOTa IIe ca CIEJBAIIUTE KOHTPOIHHU MPETIICIU.

KaxkBo konuvecTBO Stelara ce npusara
BammsT nekap e pemm KakBo KoimdecTBo Stelara TpsiOBa fa MorydnTe U 32 KaKbB IIEPHO OT BpEME.

Bo3pacTan Ha 18 roquHu UM No-rojieMu
Ilcopuasuc niu ncopuaTuveH apTpuUT

. IMpenopbunTenHaTa HavanHa qo3a € 45 mg Stelara. ITanuentn ¢ terno maa 100 kunorpama (kg)
Mo3Ke Ja 3armovHaTt ¢ qo3a 90 mg BmecTo 45 mg.
o Cnen navanmHara 103a, ciieBaniara Bu no3a me 0b1e 4 ceMUIM Mo-KbCHO U CJIe] TOBa Ha

Bceku 12 ceamunu. Crnenpaiiure 1034 OOMKHOBEHO Ca CHIINATE, KATO HaYajJHaTa J03a.

Bouect Ha KpoH wiiu yianepo3eH KOJIUT

. ITo Bpeme Ha jeueHueTo Bammsr nekap 1e Bu npuiioxu mbpeara 103a 0T MPHOIM3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
1e mosTyunte ciensamiara go3a 90 mg Stelara cien 8 ceamurm, cien ToBa mpe3 12 ceaMuIm
Yype3 UHKEKIHS 0[] KoxkaTta (IMIOJKOKHO).

o [Tpu HsIKOW MAlMEeHTH, CIIe/] IbpBaTa MoJK0KHA HHXeKIus, 90 mg Stelara Mmoxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap 1e peny kora TpsioBa 1a NOJIy4HTe CIeBallaTa CH 103a.

Jena u 1oHOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

Ilcopuazuc

o Jlexapsit TpsiOBa 1a ompeneny nMpaBuIIHATA 32 Bac /1032, BKIFOYUTEITHO U KOIMYEeCTBOTO (0Oema)
Stelara, koiTO TpsIOBa J1a Ce MHKEKTHUPA, 3a Jia € MpaBUIIHA jo3arta. [IpaBuiHara j103a 3a Bac mie
3aBUCH OT Baiero TenecHo Teryio mo BpeMe Ha BCsKa J103a.

o Axko Texure no-manko ot 60 kg, npenopruntennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJo.

. Axo texure ot 60 kg mo 100 kg, nmpenopsuntennara go3a e 45 mg Stelara.

. Axo texwure moeue ot 100 kg, mpemoppunrtennata qo3a € 90 mg Stelara.

o Cnen navanmHara J103a, ciejipamniara Bu no3a e 0b/1e 4 ceqMuIy no-KbCHO U ciie]] TOBa Ha

Bceku 12 ceqMUIIN.

Kak ce npniaara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS O/ KoxkaTta (OAKOXHO). B Havanoro Ha Bamiero neuenue,
Stelara Mo>xe 1a ce MHKEKTHpa OT JeKap WM MEIUIHCKA CECTpa.

o Bue n Bamusar nekap o6aue Moxxe 1a pemnte, ue Bue camu moxe 1a cu nHxektupate Stelara.
B TakbB ciydaii e npeMuHeTe 00y4eHUe KaK Jja CU HH)KeKTHUpaTe Stelara caMOoCTOSITENHO.

o 3a yka3aHuMs Kak J1a HHKeKkTupare Stelara BikTe ,,YKazaHHs 3a NPUIOKEHHE” B Kpasi Ha Ta3H
JUCTOBKA.

FOBOpeTe ¢ Bamus JICKAap, aKO UMATC BBIIPOCHU OTHOCHO TOBA KaK CaMH [1a MOCTABATC MHKCKIUATA.
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AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXxoauMaTa j103a Stelara

AKoO cTe M3MmoI3Bany Win ca Bu npunoxwmm mosede ot HeoOxoaumara fo3a Stelara, HezabaBHO ce
MOCHBETBaMTE ¢ Jiekap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € Mpa3Ha.

AKO cTe MpONycHAJIM 1a u3noJj3Bare Stelara
AKO CTe MpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap wim dapmanest. He nmpunaraiite nBoitHa
J103a, 3a ]a KOMIIEHCUpATe NpoIlycHaTaTa J103a.

AKo cTe cripesu ynorpebara Ha Stelara
He e omacHo na cripere ynotpebara Ha Stelara. Axo obaue s cripere, Bammrte cumnromMmu Moxe aa ce
BBH300HOBST.

AKO UMare HIKaKBY JIOTBIHUTEITHA BBIIPOCH, CBBP3aHH C YIIOTpeOaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Bammis mexap i gpapmareBT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BUKA HEXKCIAaHU PE€aKIIUH, BBIIPEKU Y€ HC
BCCKM I' ITIOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKIuu
Hsxon nanyeHTH MOXe a UMaT CEPHO3HU HEKEJaH! PeaKluu, IPH KOUTO Jia Ce Hajlara CrelurHo
JeYCHHE.

AJleprudHH peaknuH — MOKe 12 U3HCKBAT cnenHo Jeyenne. Undopmupaiite Bamus
JIeKap Wiu He3a0aBHO MOTHhpceTe ClellHa METHIIMHCKA MOMOIIL, aK0 3a0eJIe’KuTe HIAKOi OT
cJIeHUTE MPH3HALHU.
o Cepuo3HHUTE aJepruyHy peakuni (,,aHadunakcus”) ca peK Ipu Xopa, MpUEeMaIIH
Stelara (mosxe na 3acernat 70 1 Ha 1 000 mgymu). [TpusHanuTe BKIIIOYBAT:
o) 3aTPy/JHEHO JTUIIIAHE WK TIPETIIbIIaHe;
o) HHUCKO KPBBHO HAIATaHE, KOETO MOKE J]a MPUYNHHI 3aMasTHOCT HJIH CBETOBBPTEXK;
o) MOlyBaHE Ha JIMLIETO, YCTHUTE, YCTATa WIH I'bPIIOTO.
o YecTuTe NpU3HAIM HA aJleprudHa PEaKIHs BKIIIOYBAT KOKEH OOPUB U YPTHKApHs (MOXKe
na 3acersat jo 1 Ha 100 mgyrmmm).

B penxu ciyyau ce cb001aBaT aJepruyHu 0ej0Apo0HN peakunu 1 06eJ10ApoOHO
Bb3NajleHHe NMPH NAlHeHTH, KOUTO MOJy4YaBaT ycTeKHHyMa0. YBeaoMeTe Beqnara Bamms
JieKap, aKko MoJy4nuTe CHMITOMH KaTo KAIJIMIA, 32IyX M BUCOKA TeMIlepaTypa.

AKO TIOJTyYuTe CepHO3Ha aJieprUiHa peakius, Bammsr ekap Moxe na peniu, ue Bue He TpsiOBa
Ja yrnorpedsiBare Stelara 0THOBO.

HNndexnnn — Moke 1a M3UCKBAT clielrHo Jieyenue. Undopmupaiite Bamms gekap, ako
3a0eJ1eXKNTe HAKOMH OT CJIe/AHUTE MPU3HALIM.

. MHGEKIUUTE Ha HOCA WIIK T'BPJIOTO ¥ MPOCTY/IaTa ca 4ecTH (MOJKe J1a 3acerHar jo 1 Ha
10 mymm)

° WHQPEKIUUTE HA JOJHUTE AUXATEIHH IIbTHUIIA (IPhIHM HHPEKIIMK) ca HeuecTH (MOoXe Jia
3acerHat jo 1 Ha 100 mymm)

° BB3IMAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJIUT) € HedecTo (MOXKe J1a 3acerse 70 1 Ha
100 mymm)

° xepriecute (BU 00JIe3HEH OOpUB C MEXypH) ca HedecTH (MOJKe J1a 3acernar a0 1 Ha
100 mymm)

Stelara Mmo>xe 1a Hamanu ciocobHoctTa By 1a ce 6opute ¢ nadekunu. Hiaxon nadeknnu Mmoxe
Jla CTaHaT CEPUO3HH M MOJKE J1a BKIFOYBAT HH(EKINH, TPUYHHEHU OT BUPYCH, TbOHYKH,
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OakTepuu (BKIIOUUTEIIHO TyOCPKYJI03a) WM MAapPa3uTH, BKIYUTEIHO HHPEKIUH, KOUTO
BB3HHUKBAT MIPEANMHO TIPH X0pa ¢ 0TciIabeHa IMYHHA CUCTeMa (OMTOPTIOHUCTHYHN WH(DCKITHH).
[Ipu manuenTy, monyyaBaniy ycTeKuHyMa0, ce cho0IaBaT OMOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHUe(aauT, MEHUHTHUT), OeTuTe APOOOBE U OUUTE.

Hoxato ymotpebssare Stelara, TpsiOBa ma ciequTe 3a mpu3HAM Ha HHQEKHs. Te BKIFOYBaT:

o BHCOKAa TEMITIEPATypa, TPHUITONOI00HN CHMITTOMH, HOIITHO TIOTeHE, 3ary0a Ha Terio
yMOpa WK 3a]TyX, YIIOPUTA KallUTHIa
TOIIIIA, 3a4epBeHa U O0JIe3HeHa KOXKa WiTH 00JIe3HEH KOXEeH OOpUB C MEXYpH
napeHe Mpu ypUHUpaHe
Japust
3pUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHHe
r1aBo0omre, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, 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
WHQEKIMH, XepIiec 30CTeP WIN ONMOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia JOBEAAT JI0
cepuo3HHu ycnoxxHeHus. Mabopmupaiite Bamus nekap, ako ©MaTe HIKAKBa YIIOPHUTA HITH
MOBTapsIIa ce nHGEKIHs. BamusT gekap Moke J1a pelu, 4e He TpsOBa 1a yrnotpedsBare
Stelara, nokaro uHpeknuaTa He ObJIC U3JICKyBaHa. YBenoMere Barws nekap, U ako umare
OTBOPEHU PAHU WIIM HapaHIBAaHUS, Thil KATO MOXE Ja ce HHPEKTHPAT.

JlronmeHe Ha KokaTa — HHTEH3UBHOTO 3a4ePBSABaHE U JIIOIICHE HA KOXKATA Ha M0-T0JIIMa
IO 110 TSIJIOTO MO3Ke 1a ¢a CHMIITOMH HA epUTPOJePMHYeH NCOPUa3HC N
eKCc(oJMaTUBEH 1ePMATUT, KOUTO CA CEPHO3HH KOKHH 3200/11BaHMsA. AKO 3a0eJieskuTe
HSIKOM OT Te3W NMpHU3HALM, TPAOBa 1a uH(popMupaTe Bamms nexap He3abaBHO.

JApyru He:xxeJ1aHM peakuuu

YecTn HexenaHu peaknum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
JAapust

rajieHe

IOBPBIIIAHE

yMopa

3aMasHOCT

riaBobonue

cbpOex (Ipypuryc)

0omKa B rep0a, MyCKyJIUTE UIIH CTaBUTE
BB3MAJIEHO I'bPIIO

3a4yepBsiBaHe U 00JIKa Ha MSICTOTO Ha MH)KEKTUPAHE
WHQEKIHS Ha CHHYCHTE

HeuecTu HeskenaHnu peakumuu (Moxe fa 3acersHat 1o 1 Ha 100 qymm):

MH(EKIUN Ha 350HTe

BarMHaJTHa MHOEKIHS, TPUINHEHA OT ThONYKH

JeTnpecus

3aIlyIleH HOC WK XpeMa

KbPBEHE, NOCUHIBAHE, BIBbP/SIBaHE, IOIyBaHE U ChbpOEXK HA MIACTOTO HA MH)KEKTUPAHE

ycellane 3a ci1adocT

craJlaHe Ha KJjeraya U U3KpUBSBaHE HAa MyCKYJIMTE Ha e{HaTa MOJIOBHUHA Ha JIULIETO

(,,yTrIIeBa Mapanu3a’ Win ,,l1apain3a Ha ber’”), KoaTo OOMKHOBEHO € BpeMEeHHA

o IIpoOMAHA Ha Icopura3rca CbC 3a4€PBABAHC U HOBU MAJIKH, XXbJITHU UIIN Oenu MEXYpH 110
KO’KaTa, IOHSIKOTa MPUAPYKEHH ¢ TeMIeparypa (IIyCTyJI03€eH IICOPHa3NC)

. OeieHe Ha KokaTa (eKCQoralus Ha KO)KaTa)
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L aKHC

Penku HexenaHu jJexkapcTBeHH peakuuu (Moxe n1a 3acerHat no 1 Ha 1 000 gymm)

o 3auepBsBaHE U JIIONICHE HA KOXKATa Ha MO-TOJIsIMA ILIOII TI0 TSIIOTO, KOUTO MOXE Ja
ChpOAT Wi 11a ca Oone3HeHu (ekconmaTuBeH aepMartut). [logqoOHu cuMroMu
MOHSIKOTA CE Pa3BUBAT KaTO €CTECTBEHA MPOMSHA Ha BHJIa HA CUMIITOMUTE HA TICOPHA3HUC
(epuTpomepMHUUEH TICOPHA3HC)

o Bb3nanenue Ha ManKuTe KPbBOHOCHHU CHAOBE, KOSTO MOKE JIa OBEZE 0 KOKEH OOPHUB C
MaJIK{ YePBEHHU IV JIMJIABH MOy THHH, TEMIIEpaTypa Wik 00JIKa B CTaBHUTE (BACKYJIWT).

MHoro peaKH HeKeJIaHH JieKapcTBeHN peaknun (Moxe 1a 3acerHat g0 1 Ha 10 000 mymim)

o OO0pa3yBaHe Ha MEXypH IO Ko)KaTta, KOTO MOXe Aa ObAe 3a4epBeHa, chbpOosiia u
Oone3neHa (0ym03eH meMpHUTOw)
o KOJKEH JIYITyC epUTeMaToieC U TyIyc-TIo00eH cHHAPOM (YepBEeH, HaJUTHAT, JIFOIICI Ce

0OpUB B U3JIOKCHUTE HA CIBHIIC YYAaCTHIM Ha KOXKAaTa, KOWTO MOXKE JIa € MPUAPYKEH OT
OOJIKH B CTaBUTE).

Cho0maBaHe HA HesKeJIAHH PeaKINu

AKO TIOITyuHnTe HIKAKBU HEXEJIaHH JICKAPCTBEHU peakiiy, yBegoMere Bamms nekap wuinm hapManesr.
ToBa BK/IIOUBA BCHYKH Bb3MOYKHH HEOIMCAHU B Ta3H JMCTOBKA HEXENAaHU peakiuu. Mosere chlIo 1a
CHOOLIUTE HEXEJAHU PEAKLMH AUPEKTHO Ype3 HAlMOHAIHATA CUCTEMa 33 ChOOIIIaBaHe B!
HU3neaautenna arcHuus 110 JICKapcTBaTa

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato cpo0maBare HexxenaHU peakiuy, MOXKETe Ja 1ajieTe CBOS IPUHOC 3a M0JIyyaBaHe Ha OBEYE UH-
(hopMarusi OTHOCHO 0€30TacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

[a ce cpxpaHsBa Ha MSCTO, HEIOCTBITHO 32 JIeLa.

[a ce cpxpanssa B xnagunauk (2°C—8°C). la He ce 3aMpa3ssiBa.

CoxpansBaiiTe (1akoHa B KApTOHEHATa ONIAKOBKa, 3a J1a C€ IpeAa3u OT CBETIHHA.

He pasknamaiite gpnakonute Stelara. IIpoabKUTETHOTO €HEPrUYHO pa3KilalaHe MOXe Aa
HOBpEU JIEKApCTBOTO.

He uznonssaiite TOBa J1eKapcTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOeNsI3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe]]
»EXP*“/,,Lonen no“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCIEAHUS JCH OT ITOCOYCHHUS MECeII,

. aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIH B Hesl ce 3a0esI3BaT ILTyBAIU TyK/I1 YaACTHIIH
(BwxTe Touka 6 ,,Kak nsriexzaa Stelara u kKakBO ChIbpIKa ONAaKOBKaTa“‘);

. aKo 3HaeTe WM CMsTaTe, Y€ MOXKe Ja € Omia M3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

° aKO TPOYKTHT € OWJI €eHEPrUYHO pa3KIaTeH;

. aKko oOKaTKaTa € CUyIieHa.

Stelara e camo 3a enHokpaTHa ynoTpeda. Hensnoa3BaHUsT MPOIYKT, OCTaHaI BbB (DJI1akOHA U B
CHPUHIIOBKATa, TPsOBa Aa ce n3XBbpiiu. He M3XBbpisiiTe JeKapcTBaTa B KaHAIM3AIMATA UIIH B
KOHTEeHHepa 3a goMairHu otnaabiy. [lonuraiite Bamms gpapmaneBT Kak 1a MU3XBBPIIATE JIEKapCTBATa,
KOMTO Bede He u3noi3pare. Te3u MepkH I1ie CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpelia.
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6. Cun)pma}me Ha ONnMaKoBKaTa U J0NIbJHUTEC/IHA I/IH(I)OpMaIll/Iﬂ

Kakso cpabp:ka Stelara

o AKXTHBHO BeIIeCcTBO: ycTeKuHyMa0. Beekn duakon cbappxka 45 mg ycrekuaymad B 0,5 ml.

o Hpyru cberaBku: L-xuctunug, L-XUCTHANHOB MOHOXUIPOXJIOPUA MOHOXUIPAT, IOJIUCOpOaT
80, 3axapo3a 1 BoJa 3a MHXKEKIUH.

Kak m3rie;kna Stelara u kakBo cbIbp:ka 0NMaKOBKATa

Stelara e 6ucTbp 10 TeKO OmaneceHTeH (¢ mepyieH OIIACHK), OE31BETEH A0 ONEA0KBIT HHKCKIIMOHESH
paztBop. Toit Moke Jla ChabpkKa HAKOIKO JPEOHU TONYPO3PAYHH WITH OCTH YACTHIIN TPOTEHH.
JlocTaBs ce B KapTOHEHA OTIAKOBKA, ChABPIKAIa €IUH CTHKICH (pi1akoH oT 2 ml ¢ equHIYHA 103a.
Bceku ¢uakon cpappika 45 mg ycrexkunymad B 0,5 ml MHXEKIIMOHEH pa3TBOP.

IIpuTe:kaTes Ha pa3pellleHHETO 32 YNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a 1onbIHUTETHA HHPOPMAIM OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPIKETE CE C JTOKATHHS
NPEACTAaBUTEN HA MIPUTEXKATEIIS Ha Pa3peliCHUETO 3a yHoTpeoa:

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

Boarapus Luxembourg/Luxemburg

»Jl2KOHCBH & J[xoHCchH Bbarapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11

jjsafety@its.jnj.com janssen@jacbe.jnj.com

Ceska republika Magyarorszag

Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

TIf: +45 4594 8282 Tel: +356 2397 6000

jacdk@its.jnj.com

Deutschland Nederland

Janssen-Cilag GmbH Janssen-Cilag B.V.

Tel: +49 2137 955 955 Tel: +3176 711 1111

jancil@its.jnj.com janssen@jacnl.jnj.com
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E\LGda
Janssen-Cilag ®appaxevtikn 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

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 Latvija

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 0.0.
Tel.: + 48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romaéania 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

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 MoCJIeIHO Mpepa3sriexkaane Ha aucroBkarta 05/2023

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 IIie MpeMHuHeTe 00ydeHne Kak /1a miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBIPOCH OTHOCHO MOCTABSHETO HA MHKCKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxmamatite ¢pmakonure Stelara. [IpuamaaTta 3a ToBa €, 4e€ CHITHOTO pa3KIIallaHe MOXKe Ja
NoBpeu JiekapcTBOTO. He ymoTpedsBaiite 1ekapcTBOTO, aKo € OHII0 CHITHO Pa3KIaTeHO.

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 HHKEeKTupaHe (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 Barmara 103a € 45 mg win mo-Maiko, me nojxyddre eaus 45 mg ¢uiakon cwe 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 ciest apyra. VznomnsBaiite 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 TPsiOBA Jla M3TETIIMTE OT (hJIaKOHA M BHJIA HAa CIIPUHIIOBKATA, HEOOXOIUMHU
3a jlo3upaHe. AKO HE 3HaeTe HEOOXOIMMUTE KOJIMUSCTBO WIIM BUJ] HA CIIPUHIIOBKATA, CBBPIKETE CE C
Bamms MeTUIIMHCKY CTIEUANHCT 32 JOTBITHUTETHN HHCTPYKITUH.

Crbepere BCHUKH MaTepHally, OT KOUTO CE€ HYX/IaeTe, ¥ TH OCTaBeTe BEPXY YHCTA 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 npuiara upe3 HHKEKIUS 1O KOXKaTa (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 npu mocTaBsSHETO Ha MHKCKIUATA, TOW/TS MOXKe J1a u30epe 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 MIICTOTO 32 MHKEKTHUPAHE C aHTUCENITHYHA 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 QuakoHa 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.

Wsrernere OyTamoTo Ha CIPUHIIOBKATA, JOKATO HE C€ HAITBJIHU C KOJTMYECTBOTO 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 urnarta 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 IEIHST BB3AYyX (HO HE M TEUHOCT) H3Je3e.
He nocraBsiiiTe MHXeKIUsITa JeTHAIA U HE ONTUPANTe UIjiaTa B IPYTH MPEAMETH.

4. NnxexTHpaiiTe 103aTa:

JIexo MpUTHCHETE NMOYHUCTEHATa KOXKa MEXK Ty Iajielia U mokasanena. He cTuckaire CHIIHO.
Bkapaiite urnara B CTUCHaTaTa KoxXa.

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
€ HOpMaJlHO.

Moske aa MpUTHUCHETE MACTOTO Ha MH)KEKTHpaHE ¢ TaMy4eH TaMIIOH WX MapJisd 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 TPAOBA 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 NPEAMETU B ChOTBETCTBHE C MECTHUTE Pa3NopeIOu.

[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:keKIIMOHEeH 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 TAa3U
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 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
BKIIFOYBA M BCHYKH BH3MOKHU HE)KEJIaHU PEaKIny, HEONMMCAHN B Ta3u JIMCTOBKA. 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 npeacrasasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHUTE aHTHTEN A Ca MPOTCHHH, KOMTO Pa3MO3HABAT M CBHP3BAT ONPEICTICHH CICIUPUIHI
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 nu3mon3ea 3a neyeHne Ha CICTHUTE Bb3MTAIUTETHN 3a00/IIBAHUS

. [1axoB rcopuasuc - Mpyu Bb3pacTHU U JIella Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
. IlcopuaTtrueH apTpuT — Ipu Bb3pacTHU

. Ymepena 10 Texka 6osiect Ha KpoH — npu Bb3pacTHH

. YMepeH A0 TEXbK YILUEPO3EH KOJUT — IIPU 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 U3non3Ba MpH BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3HC, KOUTO HE MOTaT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

Stelara ce U3moJ13Ba IpH Ji€lla U FOHOIIK Ha Bh3pacT 6 TOJUHU U IO-TOJIEMU C YMEPEH 10 TeKBK

IIJIAKOB IICOpHAa3rucC, KOUTO NUMAaT HCIIOHOCUMOCT KbM Q)OTOTepaHI/IH WK APpYyTru CUCTEMHU TEpalnu, NI
KOoraTto Te€3u JICUCHUA HE ,I[eﬁCTBaT.
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IlcopuaTnyen apTpur

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru jiekapcTBa. AKO
HE ce MOBJIUsETE AOCTaThUHO A00pe OT Te3| JieKapcTBa, MoXe a Bu ce nmpennume 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 Bp3mauTeIHO 3a00sIBaHe Ha uepBata. Ako umate 6ostecT Ha KpoH mbpBo 1ie
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYILEepo3HUST KOJIUT € BB3MAIUTEIHO 3a00IsIBaHe Ha uepBaTa. AKO UMaTe YJIIepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe n1a Bu ce nane Stelara 3a HamansBaHe Ha MPU3HAIIUTE U CUMIITOMHTE Ha Barrero
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).
. AKo0 nMaTe aKTUBHA MH(eKIHUs, KOATO BamusT nekap HaMupa 3a 3HaYuMa.

AKO He CTe CUT'ypHU JIajlM HAKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nexap win papmarieBT, npeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap wnu 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. Coplio 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 MBJIHKUA CITUCHK Ha TE3U HEXKEJNaH! 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 HAIKOTa CTe HMAJIN HSAKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCyTnpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

o AKoO cTe JIeKyBaHH 32 IICOPHA3HC ¢ APYTrH OMOJIOTHYHH JIEKaPCTBa (J1eKapcTBo,

NMPOMU3BeJeHO 0T OMOJ0rNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATaHO Ype3 HHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

® AKO UMaTe W1 HAaCKOpPoO CT¢ HMaJIN I/IHQ)eKl[I/IS[.

® AKO MMaTe HOBH WJIH MPOMEHSAIIA C€ JIE€3UH B YUACTBIUTE C IICOPHUA3UC WIIA 110
HE3acerHararta Koxa.

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN HHKEKIIUSA 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
,,CIIeieTe 3a CepUO3HM HeXXeJIaHU peakluy’ B TOUKa 4 3a MpU3HALMTE Ha aJiepruyHa peakLusl.

o AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETINHA). Te3H JeueHHs ChII0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. M3non3BaHeTo
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 Jqany Stelara Moke 1a OKake BIMSHHE BBPXY TAX.
o AKO cTe Ha M HaJ 65 roIMHN — MOXe /1a 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.

Hsxou nanyeHTH nony4aBaT Jynyc-TIOA0OHN peakiiy, BKIIOYUTEIHO KOXKEH JYITyC 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 IIOMOLI, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1ab0CT MM HEOOMYaHO 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 TOIUHY ¢ TICOPHA3KC WM TIPH JleTa
Ha BB3PACT 1O/ 18 rouHu ¢ IcopuaTudeH apTpuT, ¢ 0osiecT Ha KpoH wiu ¢ yjrepo3eH KoJuT,
3aI10TO HE € MPOYYBaH MPH Ta3H Bh3pPacToBa IPyIIa.

JApyru jekapcTBa, BakcuHu u Stelara
TpsioBa na kakeTe Ha Barms jekap wim hapmaiieBT:

o AKoO mpreMaTe, HaCKOpO CTe IpUEMaI WIIH € Bb3MOXHO Ja IpHeMeTe 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 /1a KayKeTe Ha JieKaps 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 BakCHHM He ce MpernopbyBar 3a Bamero 6ebe npe3 mbpBHUTE MIECT
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o 3a npeanounTane € Aa ce n30srea ynorpedara Ha Stelara mo Bpeme Ha OpemenHocT. Edexrture
Ha Stelara nmpu OpeMeHHHM JKeHH HE ca M3BECTHH. AKO CTe JKeHA C AeTePO/IeH MOTEHIHA,
KEJIATENHO € /1a He 3a0peMeHsIBaTe U J1a U3I10JI3BaTe MOAXOASIIL IPOTUBO3a4aThbueH METO,
KoraTo u3nomnseare Stelara u moHe 15 ceqmuy cien NOCIEAHOTO Mpuilarane Ha Stelara.

. IToceBetnaiite ce ¢ Bamms igexap, ako cre OpeMeHHa, cMsITaTe, 4e MOXe J1a cTe OpeMeHHa WK
TUTaHUpaTe OPEMEHHOCT.

o Stelara Mo>xe 1a mpemMHHe Mpe3 IUIaleHTaTa B HepoJIeHoTo Oebe. AKo cre momyyaBanu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 6edbeTo By Moke j1a Ma TI0-BHCOK PUCK OT HH(EKITHS.

o BaxxHo e 1a kaxere Ha JiekapuTe Ha BameTo 6e6e 1 qpyru MEAMIIMHCKH CIIEUAIUCTH, aKO CTE

nonydaBanu Stelara mo Bpeme Ha OpeMeHHOCTTa cH, TIpean 0e0eTo Ja Moy4r KakBaTo U Ja €
BakcuHa. JKuBu BakcuHH, KaTo BIJK BakcrHa (M3mon3BaHa 3a Mpena3Bane oT TyOepKyino3a) He
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ce mpenopbuBart 3a Bamrero 6e6e mpe3 mppBUTE MIECT MEcena Clie]] pakIaHEeTO, aKo CTe
noyrydaBaiy Stelara 1mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamero 6ebe He
mpernopbrYa Jpyro.

. Ycreknaymab MoXKe J1a MPEMUHE B KbpMaTa B MHOTO MaJIKH KoJrdecTBa. [locbBeTBaiiTe ce ¢
Bamus siekap, ako KbpMHTE WK aKo TUTaHHUpaTe Aa KbpMmurte. Bue u BamusT nexap tpsiOBa ga
permTe Iadu TpsOBa Ja KbPMHTE WU 1a W3Moj3Bare Stelara - He mpaBeTe U ABETE.

Ilodupane u padora ¢ MalIMHK
Stelara He OBNIHSIBa WITH TIOBJIMSIBA TIPEHEOPEIKUMO CIIOCOOHOCTTA 32 Mmodupane U paboTa ¢ MaIIWHU.
3. Kak na uznoasBare Stelara

Stelara e mpeaHa3HaueH 3a ynmoTpeda Mo prKOBOJCTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHUETO
Ha 3a00Js1BaHMs, 38 KOUTO € Tokasan Stelara.

Bunaru u3nosnsBaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3zan BammsT nekap. AKo He CTe CUTYpHU B
Heulo, nonuraiite Bamws nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora me Bu ce nmocrassart
WH)KEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KaxkBo konuyecTBO Stelara ce npusara
Bamust nekap 1ie peny KakBo KoJIm4ecTBo Stelara TpsiOBa J1a MOJYYUTE U 332 KAKbB IIEPUOJT OT BPEME.

Bo3pacTan Ha 18 roquHu UM No-rojieMu
Ilcopua3uc niu ncopuaTuveH apTPUT

o IMpenopbunTenHaTa HavanHa qo3a € 45 mg Stelara. ITanuentu ¢ terso wag 100 kumorpama (KQ)
Mo3Ke Ja 3armovHaTt ¢ qo3a 90 mg BmecTo 45 mg.
o Crien HauanmHaTa 1032, clieaBaiiara Bu m1o3a e 6b/1e 4 ceMUIH TO-KbCHO U CIIE/ TOBa Ha

Bceku 12 ceamuiu. Ceasammre 1031 OOMKHOBEHO ca ChIIUTE, KATO HaYaIHATa 103a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat sexkap mie Bu npuiioxxu mbpBara Jg03a OT HIPUOIHN3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
1re mosTyunTe cieasamiara go3a 90 mg Stelara cien 8 ceamurm, cien ToBa mipe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MalMeHTH, CIIe] IbpBaTa MoJKoKHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuny. BammsT jgekap e peny kora TpsiOBa /1a MOIy4uTe CleABalara Cu 103a.

Jena u 10oHOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

Ilcopuazuc

. Jlexapst TpsiOBa na ompenenu npaBuiIHaTa 3a Bac 103a, BKIFOYUTEITHO M KOJTUYECTBOTO (00ema)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 32 J1a € MpaBmiiHa jo3ata. [IpaBuiHaTa mo3a 3a Bac mie
3aBHCH OT BalleTo TesecHo Tero o BpeMe Ha BCsKa J103a.

o Hannden e dnakon ot 45 mg 3a nena, KOUTO TpsOBa Jia MOIydaT MO-MaJIKo OT IsIaTa J103a
45 mg.

o Axko Texure nmo-mMaiko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJ10.

o Axo Texwure ot 60 kg no 100 kg, npenoppunrtennara no3a e 45 mg Stelara.

. Axo Texwure nosede ot 100 kg, mpenopruntennara no3a e 90 mg Stelara.

o Cren HayanmHata J103a, cieaBaniata Bu no3a me Obe 4 ceqMuny no-KbCHO U cie]] TOBa Ha

BCeKH 12 ceaqMUIIH.
Kak ce npniaara Stelara

o Stelara ce mpuara KaTo HHXEKIHS MO KoxkaTta (MoAKoxHO). B Hayanoro Ha Bariero jeueHue,
Stelara MoXke [1a ce HHXKEKTHUPA OT JIeKap WIIK MEIUIIMHCKA CeCTpa.
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Bue u Bamwsit nekap, obade Moxe na perure, ue Bue camu Moke Jia cu mHXKeKTupate Stelara.
B TakbB ciyyaii e npeMuHeTe 00y4eHHe KaK Jja CU HH)KeKTHUpaTe Stelara caMOCTOSITEIHO.

3a yka3zaHuUs Kak Jja MHXeKTUpaTe Stelara BUxKTe ,, YKa3aHus 3a IPUIOKECHHE B Kpasi Ha Ta3u
JUCTOBKA.

FOBOpCTe ¢ Bamus JICKAap, aKO UMATEC BBIIPOCHU OTHOCHO TOBA KaK CaMH J1a MOCTABATC MHXKXCKIUATA.

AKO cTe U3MO0JI3BAJIM T0OBeYe 0T HeoOXxoamMmara ao3a Stelara

AKO cTe M3M0I3Balv WK ca By npritoxmimm rmosede ot HeoOxomaumara no3a Stelara, HezabaBHO ce
MOCHBETBaMTE ¢ Jiekap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, JIOPH U Jia € Mpa3Ha.

AKO cTe NpoImycHAJM 1a u3nojasBare Stelara
AKO cTe MpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap wium dapmaneBt. He mpunaraiite nBoitHa
J103a, 3a ]a KOMIIEHCUpAaTe IpoIlycHaTaTa 103a.

AKo cTe cripesu ynorpebara Ha Stelara
He e omacHo ma ciipere yrorpebara Ha Stelara. Ako obade s cripete, Bammire cumnToMu Moxke 1a ce
BBH300HOBST.

AX0 MMaTe HAKaKBH JOIBIHUTEIIHN BBIIPOCH, CBBP3aHH € YHOTpeOaTa Ha TOBA JIEKApCTBO, IOIUTANTE
Bamus nekap wnu gpapMarieBT.

4.

Bb3MOKHHN HelKeJIaHU peakluu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BHUKA HEXKCIAHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKH T'Y ITOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKkIuu
Hsxown manmeHTn MOKe J1a IMaT CEpHO3HH HEeXeTaHH PEeaKIHu, IPY KOUTO Ja Ce Hajara CIienHo
JIeYCHUE.

AJlepruv4Hy peakuuu — MOKe 1a U3UCKBAT cllelHo Jedenne. Uudopmupaiite Bamus
JieKap WM He3a0aBHO MOThpPceTe ClelIHa MeIMIMHCKA IIOMOII, aK0 3a0eseKuTe HAKOM 0OT
cJIe[THUTE MPU3HAIH.
. Cepuo3HHTE alIeprUYHA peakiuH (,,anadumakcus’™) ca peaKy Ipy Xopa, IpUeMaIlu
Stelara (Moxe na 3acernat 70 1 Ha 1 000 qymm). [Ipu3HanmTe BKIIOYBAT:
o) 3aTpyIHEHO JHIIaHE WIH MPeTTbIaHe
o) HUCKO KPBBHO HaJsITaHE, KOETO MOJKE J1a TPUYNHY 3aMastHOCT WJIH CBETOBBPTEK
o) MIOyBaHE Ha JIUIIETO, YCTHUTE, yCTAaTa WIH I'BPIIOTO.
. YecTuTe MpU3HAIM HA AJIEPTUYHA PEAKIIHS BKIIFOYBAT KOXKEH OOpUB U YPTUKAPUS (MOXKeE
na 3acersat g0 1 Ha 100 mgymmm).

B penku ciyyau ce ch00IIABAT ajleprudHu 0eJI0APOOHU peakiuu U 6e101pooHO
Bb3NajIeHHe NMPH NAIHEHTH, KOUTO MOJIy4YaBaT YCTeKHHYMa0. YBenoMeTe Beaqnara Bamms
JIeKap, aKo MOJy4YnTe CAMITOMH KATO KANJIMIA, 32IyX H BHCOKA TeMIepaTypa.

AKO ToITyunTe CeproO3Ha ajlepruiHa peakiys, Bamusrt nekap Moxe nia pemy, 4e Bue He TpsioBa
na ynotpebsasare Stelara oTHOBO.

Nndexunu — MoKe 1a M3UCKBAT cHielIHO JevyeHue. UHdopmupaiite Bamusa gekap, ako
3a0esieskNTe HAKOM OT cileJHUTe MPU3HALH.

. MHQEKIUUTE Ha HOCA WIIK T'BPJIOTO ¥ MPOCTY/IaTa ca YecTH (MOJKe J1a 3acerHar ao 1 Ha
10 mymm)
° WH(EKIUUTE Ha JOJHATE AUXATEITHY ITbTUIA (TPhIHH HHPEKINN) ca HeuecTH (MOoXKe /1a

3acerHat 7o 1 Ha 100 mymm)
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° BB3MAICHUETO Ha MOJKOKHATA ThKaH (I[ETYJIUT) € HeuecTo (MOXe Ja 3acerHe 0 1 Ha
100 myrm)

. xeprniecute (BUa O0JIe3HEH 0OPHB C MEXYpH) ca HeuecTH (MOXKe Ja 3acerHar 10 1 Ha
100 mymm)

Stelara moxxe na Hamanu ciocooHoctTa Bu na ce 6opure ¢ nnpexumu. Hiaxon nHdekuun Mmoxe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIMH, TPUYUHEHU OT BUPYCH, ThOMYKH,
OaxTepuy (BKIFOUUTEITHO TyOEpKyJ103a) WK Mapa3uTH, BKIIOYUTEITHO HHPEKIHH, KOUTO
BB3HUKBAT MPEIUMHO MPU XOpa ¢ 0TciIabeHa MIMyHHA CUCTeMa (OTIOPTIOHUCTUYHHU UHPEKINH).
[Ipu nanyeHTH, MOJTyYaBaiy yCTEKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHIHN HHAEKIINU Ha
MO3bKa (eHIIe(haanuT, MCHIHTHUT), OeuTe 1poOoBe U OUHUTE.

Hoxkaro ynotpe0siBate Stelara, TpsioBa na ciaeaute 3a npu3Hauy Ha HH(pekuus. Te BKIIOYBAT:
BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio
yMOpa WK 3a]lyX, YIOpUTa KallIiia

TOIJIa, 3a4epBeHa U OOJIe3HEHA KOXKa MITH OOJIE3HEH KOXKEH 00pUB C MEXypH

napeHe Mpu ypuHUpaHe

JAapust

3PUTEITHO CMYIIEHHE WM 3ary0a Ha 3peHue

riaBo0oIKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJCHE HITH
00BPKaHOCT.

Wudopmupaiite Bamms nekap BegHara, ako 3a0ee)KUTe HAKOW OT Te3U MPU3HALN Ha
nHpeknus. Te moraT fa ObAaT TpU3HANK Ha HHM)EKIIMK KaTO TPhIHA WHPEKITUH, KOKHH
MH(EKIHH, XepIec 30CTep WIN ONOPTIOHUCTHYHH HH(EKLINHU, KOUTO MOTraT Ja JOBEAAT JI0
cepuo3Hu ycnoxxHeHus. Madopmupaiite Bamus nexap, ako uMaTe HIKaKBa YIOPHUTA HITH
noBTapsia ce nHpekus. Bamust gekap Moxke 1a peiy, 4e He TpsiOBa 1a ynorpedsBare
Stelara, nokaro nH(beknmATa He OB/ U3JIEKyBaHa. YBenoMere Bammst nexap, 1 ako umare
OTBOpPEHM PaHU WJIM HApAHIBAHUS, Thi KaTO MOXKeE Ja c€ HHPEKTHPAT.

JloneHe Ha KokaTa — HHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHe HA KOKATa Ha MO0-ToJisiMa
IO MO TSIJIOTO MOJKe /1a ca CHMITOMM Ha epUTPOAePMHUYEH NMCOPHA3UC HITH
eKkc(oIHaTHBEH JePMATHT, KOUTO Ca CEPHO3HH KOKHHU 3200/11BaHus. AKO 3a0e/iexKuTe
HAIKOM OT Te3u NMpPU3HALM, TPsiOBa 1a nHpopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIUU

YecTu HexeaHu peakuu (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
TUapus

rajicHe

MOBpBIIIaHE

ymopa

3aMastHOCT

riaBobome

cbpOex (mpypuryc)

0omka B rep0a, MyCKYJIUTE WU CTABUTE
BB3MAJICHO I'bPIIO

3auepBsABaHe U 0OJKA HA MACTOTO HAa WHKEKTHPaHE
WH(EKIUS HA CHHYCHTE

HeuecTu Hexkenanu peaknuu (Moxe 1a 3acersHat no 1 Ha 100 qymm):

o WH(EKIMN Ha 350HTE

. BarmHajTHa MH(EKIHS, TPUINHEHA OT ThOMYKH

o Jenpecus

o 3aITyIIeH HOC WA Xpema

o KbpPBEHE, IOCUHSABAHE, BTBbP/ISBAHE, IT0JyBaHE M ChPOEK Ha MACTOTO HA MHXKEKTHUPAHE
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L4 yceuiane 3a cnaboct

o Cra/IaHe Ha KJIenava U U3KPHUBIBaHE HAa MYCKYJIMTE Ha €THATA MOJIOBHHA HA JIUIETO
(,,TrIIeBa Mapanu3a’ Wil ,,l1apain3a Ha ber’”), KoaTo 0OMKHOBEHO € BpeMEHHA

o MPOMSIHA Ha MICOpUA3UCa ChC 3aUCPBABAHE M HOBU MAJIKH, JKBJITH WK OCIH MEXYPH 10
KO’KaTa, IOHSIKOTa MPUIPYKEHH ¢ TeMIeparypa (IyCTyJI03eH IICOPHAa3HC)

. OcieHe Ha KoxaTa (eKcdomaIys Ha KoxaTa)

o aKHe

Penxu Hexe1anm JekapcTBeHu peakunu (Moxe fa 3acertat 1o 1 va 1 000 gymm)

o 3ayepBsiBaHE U JIIOICHE HA KOXKAaTa Ha MO-TOJsIMA ILIOI TI0 TSIIOTO, KOUTO MOXKeE Aa
CHpOST MH 1a ca 6ose3HeHn (exchonmaTuBeH aepMaTtuT). [1ogo0HN cMITOMHA
MIOHSIKOTA CE Pa3BHBAT KaTO €CTECTBEHA MPOMSHA Ha BU/Ia HA CUMIITOMUTE Ha IICOPHA3UC
(epuTpoAepMHUYECH MICOPHABHC)

o Bb3nanenue Ha ManKuTe KPHbBOHOCHHU CHAOBE, KOSTO MOKE JIa IOBEZE 0 KOKEH OOPHUB C
MaJIKH{ YePBEHHU WM JIMJIABH MOy THHH, TEMIIepaTypa Witk 00JIKa B CTaBHUTE (BACKYJIWT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat n1o 1 Ha 10 000 pymm)

o OO0pa3yBaHe Ha MEXypH I10 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsIa u
Oone3neHa (0y103eH IeMQHUTOT)
o KOJKCH JIyIyC €PUTEMATO/IEC U JIYIyC-I0J00€H CHHIPOM (YEepPBEH, HATUTHAT, JTFOLICII CE

00pHB B U3JI0XKEHHUTE HA CIBHIE YYaCTBIIM HA KOXKATA, KOMNTO MOXeE Jia € MPUIPYKEH OT
OOJIKH B CTaBUTE).

Cpo01IaBaHe HA HeKeJIaHU pPeaKl U

AKO MOJTyYuTe HIKAKBU HEKETaHHU JICKApPCTBCHH PEaKIiy, YBeoMeTe Baius nekap uim GpapmanesnT.
ToBa BKJIFOUBa BCUUKH Bh3MOXKHH HEOIMCAHHU B Ta3H JIMCTOBKA HEXEIaHH peakiu. MoKeTe ChIIo Aa
CHOOIIUTE HEXKETIAHU PEAKIMH JUPSKTHO Ype3 HAIIMOHAIHATA CUCTEMA 33 ChOOIIIaBaHEe B:
W3nbITHUTETHA areHIus 1Mo JIeKapcTBaTa

yi. ,,JJamsia ['pyeB” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpo0miaBate HexxelnaHu peakiiy, MOKETe Ja JaJeTe CBOsl IPHHOC 3a MOJTy4YaBaHe Ha MMOBeYe WH-
(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 3ampa3sBa.

o ChbxpaHsBaiTe NMPeIBAPUTEIIHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA ONIAKOBKA, 3a JIa Ce
Npea3y OT CBETIINHA.

o AKO € He0O0X0IMMO, OTJEITHUTE MIPEIBAPUTEITHO HAITBTHEHH CIIPUHIIOBKH Stelara Moke ChIIo aa

Ce ChXpaHsBaT NpH cTaiiHa Temieparypa 10 30°C 3a MakcuMyM eiuH rnepuo 10 30 1HH B
OpWTHMHAJHATa KapTOHEHa OTaKOBKa, 3a J1a C€ MPEeana3saT OT CBeTINHA. 3alnIleTe AaTaTa, Ha
KOATO MPEJIBAPUTEIIHO HATBJIHEHATA CIIPUHIIOBKA € U3BaJICHA 32 IIbPBU MbT OT XJIAIUJIHUKA U
JlaTaTa Ha M3XBBPJIIHE Ha 0003HAYCHUTE HAa BhHIIIHATA KAPTOHEHA OMaKOBKa MecTa. JlaraTa Ha
M3XBBPIISTHE HE TPSOBA /1A € CJIe] OPUTHHAIHMS CPOK Ha TOAHOCT, OTIIEYaTaH BBPXY
KapTOHEHaTa omakoBka. Ciie/l KaTo BeIHBK CIPUHIIOBKATa € OWiia ChXpaHsABaHa MPH 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
M3THYaHE HA OPUTHHAIIHUA CPOK Ha TOJHOCT, B 32aBUCUMOCT OT TOBA, KO€ OT IBETE€ HACTBIIU I10-
paHo.

. He pasknamaiite nmpenBapuTeIHO HATbIHEHUTE CIPUHIIOBKH Stelara. [IponbimkuTesHOTO
E€HEPTUYHO pa3KJIalllaHe MOXKe J1a TIOBPEIH JIEKAPCTBOTO.
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He u3nos3BaiiTe TOBa JIeKAPCTBO:

o CJIe]l CpOKa Ha TOJHOCT, OTOSNSI3aH BhPXY €TUKETa U KApTOHEHATA OMAKOBKa CIIC
»EXP*“/,,T'onen no:“. CpoKbT Ha TOAHOCT OTTOBApSI HA MTOCIEIHUS JCH OT MTOCOUYCHUS MECEIT;

° aKO TEYHOCTTA € C IPOMEHEH IBAT, MbTHA HJIH B Hesl ce 3a0eIIs3BaT ILTyBaIH TyKIH YaCTUIIH
(BwkTe Touka 6 ,,Kak nsrinexaa Stelara u kKakBO ChbpIKa OMAKOBKaTa ");

° aKo 3HAeTe WM CMATaTe, Y€ MOXKe Jia € Ouiia 3JI0KEeHA Ha eKCTPEMHHU TeMIiepaTypu (Kato
WHITUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

° aKO TPOYKTHT € OWJI CHEPTUYHO Pa3KIIATEH.

Stelara e camo 3a eqHOKpaTHA ynoTpeda. Hen3nom3BaHuAT MPOAYKT, OCTaHA B CIIPUHIIOBKATA, TPIOBA
Jla ce u3XBbpau. He U3xBbpIsSiTE JiekapcTBaTa B KaHAIM3AIMATA WM B KOHTEHHEpa 3a JOMaITHU
otnaxeiu. [lonuraiite Bamms gapmarieBT Kak ga H3XBBPIIATE JIEKapCTBaTa, KOUTO BeUe HE
n3noa3Bare. Te3n MepKH ITie CIIOMOTHAT 3a OIlla3BaHe Ha OKOJIHATA Cpea.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJIHUTEIHA UHopManus

KakBo cbabpaxa Stelara

. AKTHBHO BEILIECTBO: YCTeKHHYMa0. Besika npenBapuTeTHO HAITbITHEHA CTIPHHIIOBKA ChIIbpPKa
45 mg ycrexkunymab B 0,5 ml.
. Hpyru cberaBku: L-xucTunng, L-XUCTHANHOB MOHOXHIPOXJIOPUI MOHOXHUJIPAT, MOTUCOPOAT

80, 3axapo3a 1 BoAA 3a MHKEKLUU.

Kak u3riie:kna Stelara u kKakBo cbIbpsKa OIIAKOBKATA

Stelara e GucTbp 70 JICKO OMAJIECIEHTEH (C MepIieH OJIICHK), OE31BETEH 0 OJICT0KBIT HHKEKIIHOHEH
paztBop. Toit Moke J1a ChABpPKA HAKOIKO APEeOHU MOMYIPO3pAuHH WIH O€IH YaCTHIIN POTEHH.
JlocTaBs ce B KapTOHEHA OMNAKOBKa, ChIbPIKallla €1HA CThKJIEHA [IPEIBAPUTEIHO HAIIbIHEHA
cnpuHIoBKa OT 1 ml ¢ eanHMyHa n03a. Besika mpeaBapuTeIHO HAaTbJIHEHA CIIPUHIIOBKA ChIIbPKa

45 mg ycrekunyma6 B 0,5 ml HHKEKIIMOHEH Pa3TBOP.

IIpuTexkaTes HA pa3peLIeHUETO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse
benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a nonbJIHUTETHA HHOPMAIIHS OTHOCHO TOBA JIEKaPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
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

Boarapus Luxembourg/Luxemburg
»JlKOHCBH & JxoHCchH bearapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11
jjsafety@its.jnj.com janssen@jacbe.jnj.com
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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: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

E)\LGoa
Janssen-Cilag ®appoxevtiki 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

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com
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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 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

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



Kvmpog
Bapvapoc Xattnmavayng Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

Iv@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 MOCJIeAHO Mpepa3riekaane Ha Jucropkara 05/2023

[TonpoOHa nHpOpManus 3a TOBa JIEKapCTBO € MPeIOCTaBeHa Ha yeOcaiita Ha EBponeiickara areHims

1o JiekapcTBaTa http://www.ema.europa.eu/.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTo MEANLIMHCKH crienuanncT e Bu mocraBu 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

BBIIPOCH OTHOCHO MTOCTaBSIHETO HA MH)KEKIIHATA.

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 |

(o

opo3opuc HITIATa

|
E——
|

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 HEe 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 nokocBaiite akTHBHpAIIIUTE CKOOU Ha TMPE/a3nuTess Ha urinata (yKa3aHu ChC 3Be3u4Ka *

Ha (1)1/1rypa 1), 3a J1a n30erueTe NpEeKACBPEMCHHOTO ITOKPUBAHE HA UTJIaTa C MPCANIA3UTCIIA.

[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 nonyuyute eara 45 Mg npeaBapuTETHO 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
pa3IrYHU MECTa Ha MHXKEKTHpaHe (HampyuMep eHaTa MHKEKIHA B JSCHOTO Oenpo, a
JpyraTa — B JIIBOTO) U T'M HAIIPABETE €/HA CIIe]l APYTa;
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 OTMAJICCIICHTEH (C TepiIeH OJIACHK) U Oe31BETCH
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, TAaMYYHH TaMIIOHU WJIA MapJjii U KOHTCfIHep 3a OCTpH MMPEAMETH.

2. N30epete 1 moAroTBeTE MIACTOTO 32 MHAKEKTHPAHE:
N30epete mMsicTo 32 HHKeKTUpaHe (BXK. (urypa 2)

. Stelara ce mpuara upe3 HHXEKIUS 0] KoxkaTa (TI0JIKOXKHO).

. [Moaxonsmum MecTa 3a HHXKEKTUpAHE ca FOpHAaTa yacT Ha OepOTO Wi 00JIACTTa OKOJIO Kopema
Ha pa3CTOsIHUE Ha-MaJIKO 5 CM OT IT’bIIA.

. AKO € Bb3MOKHO, HE M3TI0JI3BalTe 00IaCTH OT KOXKaTa C IMIPHU3HAIN Ha IICOpUA3HC.

. 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,

Qdurypa 2
[ToaroTBeTe MSACTOTO 32 HHKEKTUPAHE
. W3muiiTe phlieTe CM MHOTO JI0OPE ChC CallyH M TOILIa BOJA.
. [Touncrere KOX)aTa Ha MSICTOTO 32 MHKEKTUPAHE C AaHTUCENTUYHA 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 PBbKa.
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 1 HE € HeOGXOZII/IMO Ja 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.

WmxexkTupaiite 103aTa BeHAra, oM CBAJIUTE KanaykaTa Ha UIJiarta.

4. Nn:kekTHUpaiiTe 103ara:

XBaHeTe MPeIBAPUTEITHO HAIMBIHEHATA CIIPUHITOBKA MEKIY CPEIHUS MPBCT U TMOKa3aielna 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 KOJMYECTBO OT JISKAPCTBOTO, KATO HATHCKATe OyTanoTo, JOKAaTo
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 MMajicla 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:

HpI/ITI/ICHCTe AHTUCCIITUYHA K'prHqKa BBpxy MACTOTO Ha I/IH)KGKTI/IpaHe B HpOI[’I)J'DKeHI/Ie Ha
HSIKOJIKO CEKYH]IH, CTIE/T KaTO ITOCTAaBUTE MHXKEKIIHATA.

BBb3M0OXXHO € Ha MSICTOTO Ha MHXKEKTUPAHE J1a UMa MaJIKO KOJIMYECTBO KPbB MK TEYHOCT. ToBa
€ HOpMAJTHO.

Moske 1a MpUTHUCHETE MACTOTO Ha MH)KEKTHPaHE ¢ TaMy4eH TaMIIOH WIIM MapJisl 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 npeamMeTH (Bx. gurypa 8). 3a Bamara 0ezomacHOCT 1 3apaBe U 3a
0e30MacHOCTTa Ha JPYTUTEe, HUKOTa He M3I0JI3BaiiTe MOBTOPHO CIIPUHLIOBKUTE. 3XBBHpIIsiiTe
Baiust koHTelHep 3a OCTPH MPEAMETH B ChOTBETCTBUE C MECTHHUTE Pa3opeiou.
AHTHCENITHYHUTE KbPIHYKU U IPYT'H KOHCYMATHBH MOXE JIa C€ U3XBBPJIAT B 00N OOKIYK.

®urypa 8
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 90 mg un:KeKIIMOHEH Pa3TBOP B MPeIBAPUTEIHO HATbJIHEHA CIIPUHI[OBKA
ycreknHyMa0 (ustekinumab)

IIpoyereTe BHUMATEIHO LAJIATA JUCTOBKA, IIPEIH 12 3all0YHETE 1A H3110J13BaTe 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
uHpopmanus.

- 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€ TPU3HALMTE Ha TIXHOTO 3a00JsBaHe ca ChIUTe KaTo BammTe.

- 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 npeacrasasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHTENa Ca MPOTCHHH, KOMTO PAa3MO3HABAT M CBHP3BAT ONPEICTICHH CICIIUPUIHH
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 3a00/ISIBaHUS

. [1axoB rcopuasuc - Mpyu Bb3pacTHU U JIella Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
. IlcopuaTtrueH apTpuT — Ipu Bb3pacTHU

. Ymepena 10 Texka 6osiect Ha KpoH — npu Bb3pacTHH

. YMepeH A0 TEXbK YILUEPO3EH KOJUT — IIPU 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 IUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIrs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

Stelara ce U3moJ13Ba IpH Ji€lla U FOHOIIK Ha Bh3pacT 6 TOJUHU U IO-TOJIEMU C YMEPEH 10 TeKBK

IIJIAKOB IICOpHAa3rucC, KOUTO NUMAaT HCIIOHOCUMOCT KbM Q)OTOTepaHI/IH WK JPpYyTryu CUCTEMHU TEpaIinu, 1IN
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 MOBJIHUsETe AOCTaThUHO A00pe OT Te3| JeKapcTBa, Moke a Bu ce nmpennume 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 Bp3mauTeIHO 3a00sIBaHe Ha YepBata. Ako uMate 6ostecT Ha KpoH mbpBo 1ie
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

VYILEepo3HUST KOJIUT € BB3MAIUTEIHO 3a00IsIBaHe Ha uepBaTa. AKO UMaTe YJIIepo3eH 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 CUMIITOMHUTE Ha Bamrero
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).
. AKo0 MMaTe aKTUBHA HH(eKI U, KOATO BamusT ekap HaMupa 3a 3HaYuMa.

AKO He CTe CUT'ypHU JIajlM HAKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nexap win papmarieBT, npeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu na usnonssare Stelara. BamusT iekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Cpiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u 1ie 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.
Bwxre ,,Cepro3Hu HexenaHu peakiiny’’ B TOUKa 4 3a MBJIHUA CITUCHK HA TE3W HEXKENaH! 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 HAIKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCympecopute 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€ JIE€3UH B YUACTBIUTE C IICOPHUA3UC WIIA 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 MPOIYKT, ChAbpPXKaA JIaTEKCOBA I'yMa, KOSITO
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 noJiyyaparte Apyro jJe4yeHue 3a ICOPHAZUC U/WJIM NICOPHATHYEH APTPUT — KaTo Ipyru
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHHUs 3aeHo cbe Stelara He e u3cnenBano. BamMoxkHO € obaue, 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 HaJ 65 roIMHN — MOXe /1a 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.

Hsxou nanueHTH nomy4aBaT Jymyc-og00HU peaKiru, BKIIOYUTEIHO KOXKEH JYIYC epUTeMaToieC 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KCHUTE
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
UHCYNT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o oaxo i1 HaunH. He3abaBHO noTspcere
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 TOIUHY ¢ TICOPHA3KC WM TIPH JleTa
Ha BB3pacT 1o 18 roauHu ¢ mcopuaTuieH apTpur, ¢ bosecT Ha KpoH wim ¢ ynepo3eH KoJuT,
3al0TO HE € MPOYYBaH IIPH Ta3H Bb3PacTOBa rpyIma.

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
TyOepKyo3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE IECT
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o 3a npeanounTane € Aa ce n30srea ynorpedara Ha Stelara mo Bpeme Ha OpemenHoct. Edexrture
Ha Stelara npu OpeMeHHH )KEHU HE ca U3BECTHU. AKO CTe JKeHa C JIETepOJIeH MTOTeHIHAT,
KEJIATENHO € /1a He 3a0peMeHsIBaTe U J1a U3I10JI3BaTe MOAXOASIIL IPOTUBO3a4aThbueH METO,
KoraTo u3nomnseare Stelara u moHe 15 ceqmuy cien NOCIEAHOTO Mpuilarane Ha Stelara.

. [MocwBeTBaiite ce ¢ Bamms iekap, ako cre OpeMeHHa, cMsaTaTe, 4e MOXKe Jia cTe OpeMeHHa Win
TUTaHUpaTe OPEMEHHOCT.

o Stelara Mo>xe 1a mpemMHHe Mpe3 IUIaleHTaTa B HepoJIeHoTo Oebe. AKo cre momyyaBanu Stelara
1o BpeMe Ha OpeMeHHOCTTa cH, 6edbeTo By Moke j1a MMa TI0-BHCOK PUCK OT HH(EKITHS.

o BaxHo e na kaxere Ha JiekapuTe Ha Bamero 6e0e u Jpyru MEAUIIMHCKY CIIELUANIUCTH, aKO CTe

nonydaBanu Stelara mo Bpeme Ha OpeMeHHOCTTa cH, TIpean 0e0eTo Ja Moy4r KakBaTo U Ja €
BakcuHa. JKuBu BakcuHH, KaTo BIJK BakcrHa (M3mon3BaHa 3a mpeanasBane oT TyOepKysi03a) He
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ce mpenopbuBaT 3a Bamrero 6e0e npe3 mbpBUTE IIECT Mecela cie] paKJIaHeTo, aK0o CTe
noyrydaBaiy Stelara 1mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamero 6ebe He
mpernopbrYa Jpyro.

. Ycreknaymab MoXe J1a PEMIHE B KbpMaTa B MHOTO MaJKH Kojm4aecTBa. [locbBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WM aKo TUTaHUpate Aa KbpMmute. Bue u BamusT nexap tpsiOBa qa
permTe Iadu TpsOBa Ja KbPMHTE WU 1a W3Moj3Bare Stelara - He mpaBeTe U ABETE.

Ilodupane u padora ¢ MalIMHK
Stelara He OBNIHSIBa WITH TIOBJIHSIBA TIPEHEOPEIKMMO CIIOCOOHOCTTA 32 Mmodupane U paboTa ¢ MaITHHU.
3. Kak na uznoasBare Stelara

Stelara e mpeaHa3HaueH 3a ynmoTpeda Mo prKOBOJCTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHUETO
Ha 3a00Js1BaHMs, 38 KOUTO € Tokasan Stelara.

Bunaru u3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan Bamwust nekap. Ako He CcTe CUTYpHU B
Heulo, nonuraiite Bamws nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora me Bu ce nmocrassart
WH)KEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuyecTBO Stelara ce npuiara
Bamust nekap 1ie peny KakBo KoJimdecTBo Stelara TpsiOBa /1a MOJYYUTE U 332 KAKbB IIEPUOJT OT BPEME.

Bo3pacTan Ha 18 roquHu UM No-rojieMu
Ilcopua3uc niu ncopuaTuveH apTPUT

o IMpenopbunTenHaTa HavanHa qo3a € 45 mg Stelara. ITanuentu ¢ terso wag 100 kumorpama (KQ)
Mo3Ke Ja 3armovHaTt ¢ qo3a 90 mg BmecTo 45 mg.
o Crien HauanmHaTa 1032, clieaBaiiara Bu m1o3a e 6b/1e 4 ceMUIH TO-KbCHO U CIIE/ TOBa Ha

Bceku 12 ceqmunu. Creasamure 1034 OOMKHOBEHO ca ChIUTE, KATO HavalHaTa 1034.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat sexkap mie Bu npuiioxxu mbpBara Jg03a OT HIPUOIHN3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
11e mosTyunTe cieasamiara go3a 90 mg Stelara cien 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MalMeHTH, CIIe] IbpBaTa MoJKoKHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8§ cenMuiy. BamusT ngexap 1e peny kora TpsiOBa 1a NoJIy4uTe cIeBalaTa CH 103a.

Jena u 10oHOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

Ilcopuazuc

. Jlekapsit TpsiOBa ja ompeeu MpaBUIIHATA 3a Bac /103a, BKIIFOUUTEIHO U KOJMYECTBOTO (00eMa)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 32 J1a € MpaBmiiHa jo3ata. [IpaBuiHaTa mo3a 3a Bac mie
3aBHCH OT BalleTo TenecHo Tero o BpeMe Ha BCsKa J103a.

o Hannden e dnakon ot 45 mg 3a nena, KOUTO TpsOBa Jia MOIydaT [Mo-MaJlko OT IsIaTa J103a
45 mg.

o Axko Texure nmo-mMaiko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJ10.

o Axo Texwure ot 60 kg no 100 kg, npenoppunrtennara no3a e 45 mg Stelara.

. Axo Texwure nosede oT 100 kg, mpenopruntennara no3a e 90 mg Stelara.

o Cren HayanmHata J103a, cieaBaniata Bu no3a me Obe 4 ceqMuny no-KbCHO U cie]] TOBa Ha

BCeKH 12 ceaqMUIIH.
Kak ce npniaara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS MO KoxkaTta (MoKoxHO0). B Hayanoro Ha Barero jeucHue,
Stelara Moke 1a ce MHXKEKTUPA OT JIeKap I MEIUIMHCKA CeCTpa.
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o Bue u Bamwsit nekap obave Moke na pemute, ue Bue camu Moke 1a cu nHkekTupare Stelara.
B Tak®B cimyuait me nmpemMuHeTe 00yUeHHE KaK J1a CH HHKEKTHUpare Stelara caMoCTosSITeTHO.

o 3a yka3zaHuUs Kak Jja MHXEKTUpaTe Stelara BUxKTe ,, YKa3aHUS 3a MPUWIOKECHUE B Kpast HA Ta3u
JICTOBKA.

I'oBoperte ¢ Bamus nekap, ako ©Mate BhIIPOCH OTHOCHO TOBa KaK CaMU J1a TIOCTaBATEe HHKCKIUATA.

AKO cTe U3M0JI3BAJIM M0OBeYe 0T HeoOXxoauMara ao03a Stelara

AKO cTe M3M0I3Balv WK ca By nmprtoxmmm rmosede ot HeoOxomumMara fo3a Stelara, He3abaBHO ce
MOCHBETBaMTE ¢ Jiekap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, JIOPH U Jia € Mpa3Ha.

AKO cTe NpoImycHAJM 1a u3nojassare Stelara
AKO cTe MpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap wium dapmanieBt. He mpunaraiite nBoitHa
J103a, 3a ]a KOMIIEHCUpAaTe IpoIlycHaTaTa 103a.

AKo cTe cripesu ynorpebara Ha Stelara
He e omacHo ma ciipere yrotpebara Ha Stelara. Ako obade 51 cipete, Bammite cumnToMu Moxe 1a ce
BBH300HOBST.

AKXO MMaTe HAKaKBH JOIBIHUTEIHH BBIIPOCH, CBBP3aHH C YIOTpeOaTa Ha TOBA JIEKAPCTBO, OMHUTANTE
Bamus nekap wnu gpapMarieBT.

4. Bb3MOKHHN HeKeJTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAMN3BHUKA HEKCIAaHU pCaKIIMH, BBIIPEKU Y€ HC
BCCKH T'Y ITOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKkIuu
Hsxown manmeHTn MOsKe J1a IMaT CEpHO3HH HEeXeTaHHU PEeakiiu, IPY KOUTO Ja Ce Hajara CIiernHo
JIeYCHUE.

AJlepruv4Hy peakuuu — MOKe 1a U3UCKBAT clelHo Jedenne. Uudopmupaiite Bamus
JieKap WM He3a0aBHO MOThpPceTe ClelIHa MeIMIMHCKA IIOMOII, aK0 3a0eseKuTe HAKOM 0OT
cJIe[THUTE MPU3HAIH.
. Cepuo3HHTE alIeprUYHA peakiuH (,,anadumakcus’™) ca peaKy Ipy Xopa, IpUeMaIlu
Stelara (Moxe na 3acernat 70 1 Ha 1 000 qymm). [Ipu3HanmTe BKIIOYBAT:
o) 3aTpyIHEHO JHIIaHE WIH MPeTTbIaHe
o) HUCKO KPBBHO HaJsITaHE, KOETO MOJKE J1a TPUYNHY 3aMastHOCT WJIH CBETOBBPTEK
o) MIOyBaHE Ha JIUIIETO, YCTHUTE, yCTAaTa WIH I'BPIIOTO.
. YecTuTe MpU3HAIM HA AJIEPTUYHA PEAKIIHS BKIIFOYBAT KOXKEH OOpUB U YPTUKAPUS (MOXKeE
na 3acersat g0 1 Ha 100 mgyrmmm).

B penku ciyyau ce ch00IIABAT ajleprudHu 0eJI0APOOHU peakiuu U 6e101pooHO
Bb3NajIeHHe NMPH NAIHEHTH, KOUTO MOJy4aBaT YCTeKHHYMa0. YBegoMeTe Beqnara Bamms
JIeKap, aKo MOJy4YnTe CAMITOMH KATO KANJIMIA, 32IyX H BHCOKA TeMIepaTypa.

AKO ToITyuuTe CeprO3Ha ajlepruiHa peakiys, BamusT nekap Moxe na pemy, 4ye Bue He TpsiOBa
na ynotpebsasare Stelara oTHOBO.

Nudexumnu — MoKe 1a M3UCKBAT cHielIHO JevyeHue. UHopmupaiite Bamusa jgekap, ako
3a0esieskNTe HAKOM OT cileJHUTe MPU3HALH.

. MHQEKIUUTE Ha HOCA WIIM T'BPJIOTO M MPOCTY/IaTa ca 4ecTH (MOXKe Ja 3acerHar Jo 1 Ha
10 mymm)
° WH(EKIUUTE Ha JOJIHUTE IUXATEeITHH IbTHUINA (TPhAHA HHPEKIINN) ca HeuecTH (MOXe Jia

3acerHat 7o 1 Ha 100 mymm)
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o BB3IAJICHHETO Ha ITOJIKOYKHATA ThKaH (IETyJIUT) € HedecTo (MOoXe Jia 3acerHe 1o 1 Ha
100 myrm)

o xeprnecute (Bua Oosie3HeH 00pHB ¢ MeXypH) ca HedecTH (MOoXe Aa 3acerHar Ao 1 Ha
100 mymm)

Stelara Mmo>xe 1a Hamanu ciocobHoctTa Bu 1a ce 6opute ¢ nndexkunn. Hiaxon nadekunu moxe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIMH, TPUYUHEHU OT BUPYCH, ThOMYKH,
OaxTepuy (BKIIOUUTEITHO TyOEpKyJ103a) WK MMapa3suTH, BKIIOYUTETHO HHPEKITUH, KOUTO
BB3HUKBAT MPEAUMHO MIPU X0pa ¢ oTciiabeHa UMyHHA cucTeMa (OTIOPTIOHUCTHYHHN WH(PEKIIN).
[Ipu nanyeHTH, MOJTyYaBaiy yCTEKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHIHN HHAEKIINU Ha
MO3bKa (eHIIe(haauT, MCHUHTHUT), OeuTe 1poOoOBe U OUHUTE.

Hokaro ynotpe0siBate Stelara, TpsioBa na ciaeaure 3a npu3Hauy Ha nH(pekuus. Te BKIOYBAT:
BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio
yMOpa WK 3a]lyX, YIOpUTa KallIiia

TOIJIa, 3a4epPBEeHA M OOJIE3HEHA KOXKa MM 0OJIE3HEH KOXKeH 00pHB ¢ MEeXypHu

napeHe Mpu ypuHUpaHe

JAapust

3pUTEITHO CMYIIEHHE UM 3ary0a Ha 3peHHe

riaBo0oIKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJCHE HITH
00BPKaHOCT.

Wudopmupaiite Bamms nekap BegHara, ako 3a0ee)KUTe HAKOW OT Te3U MPU3HALN Ha
nHpeknus. Te moraT na Ob1aT TpU3HANY Ha HHO)EKIINK KaTO TPhIHA WHPEKITUH, KOKHH
MH(EKIHH, XepIec 30CTep WIN ONOPTIOHUCTHYHM HH(EKLUNHU, KOUTO MOTaT Ja JOBEAAaT 10
cepuo3Hu ycnoxxHeHus. Madopmupaiite Bamus nexap, ako uMaTe HIKaKBa YIOPHUTA HITH
MoBTapsIa ce nH(eKIws. Bammsr rexap Moxke a peiry, 4ye He TpsiOBa aa ynoTpeosBaTe
Stelara, nokaro nH(peknmATa He Ob/Ie U3IEKyBaHa. Y BeqoMeTe Bamms jgexap, 1 ako uMare
OTBOpPEHM PaHU WJIM HApAHIBAHUS, Thi KaTO MOXKeE Ja c€ HHPEKTHPAT.

JloneHe Ha KokaTa — HHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHe HA KOKATa Ha MO0-ToJisiMa
IO MO TSIJIOTO MOJKe /1a ca CHMITOMM Ha epUTPOAePMHUYEH NMCOPHA3UC HITH
eKc(oIHATHBEH JePMATHT, KOUTO Ca CEPHO3HH KOKHHU 3200/11BaHus. AKO 3a0e/iexKuTe
HAIKOM OT Te3u NMpPU3HALM, TPsiOBa 1a nHpopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIUU

YecTu HexenaHu peakuun (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
TUapus

rajicHe

MOBpBIIIaHE

ymopa

3aMastHOCT

riaBobome

cbpOex (mpypuryc)

0omka B rep0a, MyCKYJIUTE WU CTABUTE
BB3MAJICHO I'bPIIO

3auepBsABaHe U 0OJKA HA MACTOTO HAa WHKEKTHPaHE
WH(EKIUS HA CHHYCHTE

HeuecTu Hexkenanu peaknuu (Moxe 1a 3acersHat no 1 Ha 100 qymm):

o WH(EKIMN Ha 350HTE

. BarmHajTHa MH(EKIHS, TPUINHEHA OT ThOMYKH

o Jenpecus

o 3aITyIIeH HOC WA Xpema

o KbPBEHE, [I0OCUHIBAHE, BIBbP/SIBAHE, II0lyBaHE U ChbPOEXK HA MICTOTO HA MH)XKEKTUPAHE
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L4 yceuiane 3a cnaboct

o Cra/IaHe Ha KJIenava U U3KPHUBIBaHE HAa MYCKYJIMTE Ha €THATA MOJIOBHHA HA JIUIETO
(,,TrIIeBa Mapanu3a’ Wil ,,l1apain3a Ha ber’”), KoaTo 0OMKHOBEHO € BpeMEHHA

o MPOMSIHA Ha MICOpUA3UCa ChC 3aUCPBABAHE M HOBU MAJIKH, JKBJITH WK OCIH MEXYPH 10
KOJKaTa, IOHSIKOTa MIPUIPYKEHH ¢ TeMIeparypa (ITyCTyI03¢H ICOPHA3HC)

. OcieHe Ha KoxaTa (eKcdomaIys Ha KoxaTa)

o aKHe

Penxu Hexeanm JexkapcTrBeHu peakunu (Moxe na 3acertat 1o 1 va 1 000 gymm)

o 3ayepBsiBaHE U JIIOICHE HA KOXKAaTa Ha MO-TOJsIMA ILIOI TI0 TSIIOTO, KOUTO MOXKeE Aa
CHpOST MH 1a ca 6ose3HeHn (exchonuaTuBeH aepMatut). [logo0HN cUMITOMH
MIOHSIKOTA Ce Pa3BHBAaT KaTO €CTECTBEHA MPOMSHA Ha BU/IA HA CUMIITOMUTE Ha IICOPUA3UC
(epuTpoAepMHUYECH MICOPHABHC)

o Bb3nanenue Ha ManKuTe KPHbBOHOCHHU CHAOBE, KOSTO MOKE JIa IOBEZE 0 KOKEH OOPHUB C
MaJIK{ YePBEHHU WJIH JIMJIABH MOy THHH, TEMIIEpaTypa Wik 00JIKa B CTaBHUTE (BACKYJIHT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 1o 1 Ha 10 000 xyrmm)

o OO0pa3yBaHe Ha MEXypH I10 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsIa u
Oone3neHa (0y103eH IeMQHUTOT)
o KOJKCH JIyIyC epPUTEMATOIEC U JIYIyC-I0J00€H CHHIPOM (YEepPBEH, HATUTHAT, JTFOLICII CE

00pHB B U3JI0XKEHHUTE HA CIBHIE YYaCTHIIM HA KOXKATA, KOMTO MOXeE Jia € MPUIPYKEH OT
OOJIKH B CTaBUTE).

Cpo01IaBaHe HA HeKeJIaHU pPeaKl U

AKO MONTyYnTe HIKAKBU HEKETaHHU JICKApCTBCHU PEaKIiy, yBeaoMeTe Baius nekap uim gpapmanesnT.
ToBa BKJIFOUBa BCUUKH Bh3MOXKHH HEOIMCAHHU B Ta3H JIMCTOBKA HEXEIaHH peakiu. MoKeTe ChIIo Aa
CHOOIIUTE HEXKETIAHU PEAKIMH JUPSKTHO Ype3 HAIIMOHAIHATA CUCTEMA 33 ChOOIIIaBaHEe B:
W3nbITHUTETHA areHIus 1Mo JIeKapcTBaTa

yi. ,,JJamsia ['pyeB” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpo0miaBate HexxelnaHu peakiiy, MOKETe Ja JaJeTe CBOsl IPHHOC 3a MOJTy4YaBaHe Ha MMOBeYe WH-
(hopMarusi OTHOCHO 0€30MaCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak n1a cbxpansBare 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 NMPeIBAPUTEIIHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA ONIAKOBKA, 3a JIa Ce
Npea3y OT CBETIINHA.

o AKO € He0O0X0IMMO, OT/ISITHUTE MPEIBAPUTEITHO HAITBTHEHH CIPUHIIOBKH Stelara Moke ChIIo aa

Ce ChXpaHsBaT NpH cTaliHa Temieparypa 10 30°C 3a MakcuMyM eiuH nepuo 10 30 q1HH B
OpWTHMHAJHATa KapTOHEHa OTaKOBKa, 3a J1a C€ MPEeana3saT OT CBeTINHA. 3alnIleTe AaTaTa, Ha
KOATO MPEJIBAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA € U3BaJICHA 3a I'bPBU BT OT XJIAAUITHUKA U
JlaTaTa Ha M3XBBPJIIHE Ha 0003HAUYCHUTE HAa BhHIIIHATA KAPTOHEHA OlTaKOBKa MecTa. JlaraTa Ha
M3XBBPIISTHE HE TPSOBA /1A € CJIe] OPUTHHAIHMS CPOK Ha TOAHOCT, OTIIEYaTaH BBPXY
KapTOHEHaTa omakoBka. Ciie/l KaTo BeIHBK CIPHUHIIOBKATA € 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€ HACTBIIU I10-
paHo.

. He pasknamaiite nmpenBapuTeIHO HAITBIHEHUTE CIPUHIIOBKY Stelara. [IpombinkuTesHOTO
E€HEPTUYHO pa3KJIalllaHe MOXKe J1a TIOBPEIH JIEKAPCTBOTO.
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He u3nos3BaiiTe TOBa JIeKAPCTBO:

o CJIe]l CpOKa Ha TOJHOCT, OTOSNSI3aH BhPXY €THKETA U KAPTOHEHATA OMAKOBKa CIIC]
»EXP*“/,,T'onen no:“. CpoKbT Ha TOMHOCT OTTOBApSI HA MTOCIECIHUS ASH OT TOCOUYCHIS MECeIl;

° aKO TEYHOCTTA € C IPOMEHEH IBAT, MbTHA HJIH B Hesl ce 3a0eIIs3BaT ILTyBaIH TyKIH YaCTUIIH
(BwkTe Touka 6 ,,Kak nsriexaa Stelara u kKakBO ChABpPIKa OMAKOBKaTa“);

° aKo 3HAeTe WIM CMATaTe, Y€ MOXKe Jia € Oriia 3JI0KEeHa Ha eKCTPEMHHU TeMIlepaTypu (Kato
WHITUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

° aKO TPOYKTHT € OWJI CHEPTUYHO Pa3KIIATEH.

Stelara e camo 3a eqHOKpaTHA ynoTpeda. Hen3mom3BaHuAT MPOAYKT, OCTaHA B CIIPUHIIOBKATA, TPIOBA
Jla ce u3XBbpau. He U3xBbpIsiTe iekapcTBaTa B KaHAIM3AIMATA WM B KOHTEHHEpa 3a JOMaITHU
otnaxeiu. [lonuraiite Bamms gapmarieBT Kak ga H3XBBPIIATE JIEKapCTBaTa, KOUTO BeUe HE
n3Mmoa3Bare. Te3n MepKH ITie CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA cpeaa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopMauus

KakBo cbabpaxa Stelara

. AKTHBHO BEILIECTBO: YCTeKHHYMa0. Besika npenBapuTeTHO HAITbITHEHA CTIPHHIIOBKA ChIIbpPKa
90 mg ycrekurymab B 1 ml.
. Hpyru cberaBku: L-xuctuauH, L-XUCTHAMHOB MOHOXUAPOXJIOPHI MOHOXUAPAT, MOJIMCOPOAT

80, 3axapo3a 1 BoAA 3a MHKEKLUU.

Kak u3riie:kna Stelara u kKakBo cbIbpsKa OIIAKOBKATA

Stelara e GucTbp 70 JICKO OMAJIECIEHTEH (C MepIieH OJIICHK), OE31BETEH 0 OJICT0KBIT HHKEKIIHOHEH
paztBop. Toit Moke J1a ChABpPKA HAKOIKO APEeOHU MOIYPO3pAuHH WIH O€IH YaCTHIIN POTEHH.
JlocTaBs ce B KapTOHEHA OMNAKOBKa, ChIbPIKallla €1HA CThKJIEHA [IPEIBAPUTEIHO HAIIbIHEHA
cnpuHIoBKa OT 1 ml ¢ eanHMyHa n03a. Besika mpeaBapuTeIHO HAaTbJIHEHA CIIPUHIIOBKA ChIIbPKa

90 mg ycrekunymMad B 1 ml umkeKknoHeH pa3TBop.

IIpuTexkaTes HA pa3peLIeHUETO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse
benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a nonbJIHUTETHA HHOPMAIIHS OTHOCHO TOBA JIEKaPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
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

Boarapus Luxembourg/Luxemburg
»JlKOHCBH & JxoHCchH bearapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +32 14 64 94 11
jjsafety@its.jnj.com janssen@jacbe.jnj.com
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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: +49 2137 955 955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EAMGda
Janssen-Cilag ®oppaxevtikn 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

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com
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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 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

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



Kvmpog
Bapvapoc Xattnmavayng Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

Iv@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 MOCJIeAHO Mpepa3riekaane Ha Jucropkara 05/2023

[TonpoOHa nHpOpManus 3a TOBa JIEKapCTBO € MPeIOCTaBeHa Ha yeOcaiita Ha EBponeiickara areHims

1o JiekapcTBaTa http://www.ema.europa.eu/.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTo MEANLIMHCKH crienuanncT e Bu mocraBu 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

BBIIPOCH OTHOCHO MTOCTaBSIHETO HA MH)KEKIIHATA.

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 nekapcTBOTO, ako €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

| 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:

IToaroroska 3a U3I0J3BaHE HA MIPEIBAPUTEIIHO HAIIbJIHEHATA 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
NOJXO0AA11Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBaysiiTe kanaukara 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 nokocBaiite akTHBHpAIIIUTE CKOOU Ha TMPE/a3nuTess Ha urinata (yKa3aHu ChC 3Be3u4Ka *

Ha (1)1/11". 1), 3a J1a n30erHeTe MNpEKACBPEMCHHOTO IMTOKPUBAHE HA HIJIaTa C NPCAa3nuTeCIId.

[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 nomyuute eara 90 mg npeaBapuTENHO HATBJIHEHA
cnpuHIoBKa Stelara;

TOBA € MPABHIHOTO JIEKAPCTBO;

CPOKBT Ha T'OJHOCT HE € U3TCKDBJI;

NpEeIBAPUTETHO HATBIIHEHATA CIIPUHIIOBKA HE € ITOBPE/ICHA;

Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 10 JICKO OMaJICCIICHTEH (C IepiieH OJIAChK) 1 Oe31BETCH

10 0JI€10 XKBIT;
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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
BKJIFOYBAT aHTUCENITUYHU KHPIUYKH, TAMYYHHU TAMIIOHU WM MAapJIU U KOHTEUHEP 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 HEKEKTUPaHE ca ropHATa YacT Ha OepoTO Wik 001acTTa OKOJIO KopeMa
Ha pa3CTOSHHUE Hal-MaJIKO 5 CM OT IbIIa.

o AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

o Ako HsKO# Bu momara npuv mocTaBsHETO Ha MHXKCKIUATA, TOW/TS MOXKe J1a u30epe u ropHaTa

YacCT Ha pbKaTa KaTO MACTO 3a MHXKCKTHUPAHE.

= (4

*JoHUTE B CHBO CB NPENDPLYBEHWTE MECTA 38 MHKEKTHpaHE.

Qurypa 2
[MoarorBere MACTOTO 32 HHXKEKTHPAHE
o W3muiiTe pblieTe cl MHOTO 100pe ChC CallyH M TOIUIa BOJA.
o [TouncreTe KoXkata Ha MACTOTO 32 HH)KEKTHPAHE C AaHTHCENITHYHA KbPITMYKA.
o He noxocBaiite noseue Tasu 00J1aCT 10 TOCTABSIHETO HAa MHKEKIHATA.

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 pBbKa.
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
Kallka TEeYHOCT Ha BbpXa Ha Uriara. ToBa € HOpMaIHO M HEe € He0OX0IMMO J]a € OTCTPaHABAT.
. 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.
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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 MOYHMCTeHaTa 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

. HuxexTupaiTe MsII0TO KOJMYECTBO OT JIEKAPCTBOTO, KATO HATHCKATE OYTAIOTO, IOKATO
riiaBata My JOCTUTHE MEXy CTPaHUIIUTE Ha Mpeana3uTess Ha uriara (Bxk. purypa 5).

. Koraro 0yTanoTo CTUrHe 10 Kpasi, He OTIyCKaiiTe HaTHCKa BbpXY IJlaBata My, U3BajIeTe Uriata
U IyCHeTe KoxkaTa (BxK. purypa 6).

®urypa 6
o baBHO oTcTpaHeTe nasnena cu OT IIaBaTa 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 aHTHCENTUYHA KBPIIUYKA BBPXY MACTOTO HA HH)KEKTUPAHE B IPOIBIDKEHUE Ha
HSIKOJIKO CEKYH/]IH, CJIe/l KaTo IMOCTaBUTE MHXKEKIIMATA.

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 (Bxk. gurypa 8). 3a Bamara 0ezomacHOCT 1 34paBe U 3a
0e30macHOCTTa Ha JIPYTUTe, HUKOTa HEe W3ION3BaiiTe IOBTOPHO CIIPUHIOBKHTE. V3XBBHpIIsiiTE
Bamus koHTeliHep 3a OCTpU IPEAMETH 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 MANMEHTA, KOHTO NMpHeMa JIeKapcTBOTo.3armas3ere Ta3u
nucToBKa. MoKe Jja ce HaJoXKu Ja sl MpoYeTeTe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus jiekap 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 HEXEJIAHU PEaKInu, yBeJoMeTe Bammus iekap wiu dpapmanent. 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 Tpsi0Ba 1a 3Haete, npeau Aa usnon3sare 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 aKTUBHOTO BEIIECTRBO ,,yCTEKHHYMA0™’, KOETO € MOHOKJIOHATHO aHTHTSIIO.
MOHOKIIOHATHUTE aHTUTENa ca TIPOTEHHU, KOUTO pa3lo3HaBaT U CBBbP3BAT ONpeesieHH CrielinpUIHN
MPOTEHHH B OPraHU3Ma.

Stelara npuHaAIekKM KbM IpyTia JIeKapcTBa, HAPEUEHH ,,AMyHOCynpecopu”. Te3u JiekapcTBa JIeHcTBarT,
KaTo HaMaJIsIBaT aKTMBHOCTTA Ha YacT OT UIMyHHAaTa CUCTEMA.

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” € KOXXHO 3a00JIsIBaHe, KOSTO BOJIH JI0 BB3MAJICHHE, 3acATaIl0 KOXKaTa U HOKTUTE.
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 Win (OTOTEpaIns, WM KOTaTo Te3H JICYCHUS HE IeHCTBaT.

IlcopuaTnven apTpur

[TcopuaTuyeH apTpUT € Bh3MATUTEIIHO 3a00JI1BaHe Ha CTAaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATHYEH apTPHT, TbPBO 1ie Bu nexyBar ¢ apyru iekapcTBa. AKO
HE ce MOBJIKsETE JOCTaThuHO 100pe OT Te3H JIeKapcTBa, MoXe 1a Bu ce npennuie Stelara, 3a na ce:

o HaMaJIIT IPU3HALUTE U CUMIITOMUTE Ha 3a00is1BaHeTo By;
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o nonoOpu puzuueckoTo Bu chcrosiame;
o 3abaBM yBpeK1aHeTo Ha Barmre ctau.

Bboaect na Kpon

Bonecrra Ha KpoH e Bbp3nanmuTennHo 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 na Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMUTE Ha Bairero
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 nekap Hamupa 3a 3HaUnMa.

AKO He CTe CUT'ypHU JIajlM HAKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nekap wiu apManeBT, nIpeau aa u3nonssare 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. Copio Taka nHGpopMupaiiTe 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 Aa Bu mpemuiie iekapcTsa 3a JISYeHUETO H.

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 ,,Cepro3nu HexenaHu peakiuy’’ B TOUKA 4 3a MBIHUA CITUCHK HA TE3W HEXKENaH! 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 HSAKAaKbB BUJI PaK — TOBA €, 3al[0TO UMYyHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cucTema. 1oBa MOJKe /1a TIOBHIITM PUCKA OT PakK.

o AKO cTe JeKYBaHM 32 MCOPHA3KC C APYTH OHOJOTMYHH JIEeKapcTBa (JieKapcTBo,

NMPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0MKHOBEHO NMPUJIATaHO Ype3 HHIKeKUMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO IMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B yYaCTBLUTE C IICOPUA3UC WU TI0
He3acerHaraTa Koa.

o AKO HSIKOTa cTe HMAJIN AJIePrUYHA peaknus KbM JaTeKce WM nHxkeknus 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 aJlepriuyHa 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 MMYHHATa cucTeMa. M3monsBaneTo
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 OKayke BIUSHHE BBPXY THX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKe /1a CT€ MO-CKJIIOHHU KbM MH()EKIINH.

AKO He cTe CUTypHU JIaJIH HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
niekap win apMarieBT, Ipeau 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 3a00JSBAHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 0 noaxo1si HaunH. Hezab6aBHo 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 CMYIICHUS.

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 M FOHOIIIM C TICOPHA3KC TPsIOBa Ja ce U3I0JI3Ba MIPEIBAPUTEITHO
HaIbJIHEHA CITPUHIIOBKA WX (DIIaKOH.

Stelara He ce mpenopbkyBa 3a yrnorpeda MpHu Aelia U I0HOIMIM Ha BB3pacT Moj 18 rofrHu ¢ CopHaTHUCH
apTpur, ¢ 6osect Ha KpoH uiy ¢ yJuepo3eH KOJIMT, 3al10TO He € MPOyYBaH IPH Ta3u Bb3pacToBa

rpymna.

Jpyru nekapcTBa, BakciuHu M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

o AKoO preMaTte, HaCKOpO CTe€ IMpUEMaI WK € Bb3MOXHO Ja MPUEeMETe IPYTH JIeKapCcTBa.

o Axko Hackopo Bu e mpaBeHa nnu nianupare 1a Bu ce npasu BakcuHanusi. JlokaTo U3non3Bare
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,
BKJIFOYMTEITHO JKUBH BakcHHM, kato BLIDK BakcuHa (M3mos3BaHa 3a mpenasBaHe OT
TyOepKyo3a). JKuBnuTe BakCHHH He ce pernopbyBar 3a Bamero 6e6e npe3 mppBuUTe mect
Mecella clie]l paykIaHeTo, ako cTe nosy4yasaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JekapsT Ha Bamero 6ebe He npenopsya Ipyro.

bpeMeHHOCT M KbpMeHe

o 3a npeanounTane € Aa ce n30sArea ynorpedara Ha Stelara mo Bpeme Ha OpemenHoct. Edexrture
Ha Stelara npu OpeMeHHH )KEHU HE ca U3BECTHU. AKO CTe JKeHa C JIETepOJIeH MTOTeHIHAT,
JKeNaTeJHO € Ja He 3a0peMeHsIBaTe U J1a U3M0JI3BaTe MOAXOAII IPOTUBO3a4aThueH METO/,
KoraTo u3nonseare Stelara u moHe 15 ceqmuiy cien NOCIeAHOTO Mpuilarane Ha Stelara.

° IToceBetBaiite ce ¢ Bamms nekap, ako cte OpeMeHHa, CMsITaTe, Y€ MOXKe Jla CTe OpeMEHHA WITH
TUTaHUpaTe OPEMEHHOCT.

. Stelara Mo>xe a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe rmoyryuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUS.

° BaxxHo e 1a kakeTe Ha JiekapuTe Ha Barrero 6e0e 1 Apyryu MEIUIIMHCKH CIICIIUAIMCTH, aKO CTe

nonydaBanu Stelara mo Bpeme Ha OpeMeHHOCTTa CH, TIpeAr 0e0eTo Ja Moy4H KaKBaTo H J1a €
BakcuHa. JKuBu BakcuaM, kKato bI)K BakcrHa (u3Mmoi3BaHa 3a Ipeana3BaHe oT TyOepKyno3a) He
ce mpenopbuBaT 3a Bamrero 6e0e npe3 mbpBUTE IIECT Mecela cie] paKJIaHeTo, aKo CTe
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noyrygaBaiy Stelara 1mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamero 6e6e He
MpernopbYa JpyTo.

. Ycreknaymab MoXe J1a PEMUHE B KbpMaTa B MHOTO MaJIKH KoJmdecTBa. [locbBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WU aKo TUTaHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsiOBa qa
peunTe nanu TpsiOBa Aa KbPMUTE WIH Ja u3non3sate 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 phKOBOJCTBOTO M KOHTPOJIA Ha JIeKap C OIUT B JICYCHUETO
Ha 3a00Js1BaHMs, 38 KOUTO € TokasaH Stelara.

Bunaru n3nosnsBaiiTe ToBa JI€KapcTBO TOYHO KakTo Bu e kazan Bamusat nekap. AKo He CTe€ CUTYpHU B
Heulo, nonuTtaiite Bamus nekap. IloceBeTBaiiTe ce ¢ Bamus nekap 3a ToBa, kora e Bu ce noctasst
MH)XEKIMHUTE U KOora IIe ca CJIeBAIIUTe KOHTPOIHH IIPETJIeIH.

KakBo konuvecTBo Stelara ce npuiara
BammsT nekap e pemm KakBo KoJn4ecTBo Stelara TpsiOBa 1a moryduTe U 3a KaKbB TIEPHOA OT BpeMe.

Bn3pacTHu Ha 18 roauHu MM O-rOJIEMHU
Ilcopua3uc niu ncopuaTuveH apTpUT

o [penopbunTenHata HavanHa jgo3a e 45 mg Stelara. [TarmenTtu ¢ Termo waa 100 kumorpama (KQ)
MOJKe J1a 3aro4Hart ¢ 1o3a 90 mg BmecTo 45 mg.
o Crien HauamHaTa 1032, clieaBaiiara Bu m1o3a mie 6b/1e 4 ceMUIH TO-KbCHO U CIIE/ TOBa Ha

Bceku 12 ceamuiu. Creasammre 1031 OOMKHOBEHO ca ChIIUTE, KATO HaYaIHATa 103a.

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(Y3us). Cie HavaHaTa 1034,
1ie mosy4yute crenBaiara 1o3a 90 mg Stelara ciien 8 ceqmurm, cien ToBa npe3 12 cexmuiu
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Ipu HAKOM ManMeHTH, CJIe] ITbpBaTa MOAKOXHa WHxeKIus, 90 mg Stelara Moske ma ce mpuara
npe3 8 cenMuiy. BammsT jgekap 1me penin kora TpsiOBa Jia TOIy4uTe CleBalara CH 103a.

Kak ce npuiara Stelara

o Stelara ce npuiiara KaTo HHXEKIMA 04 KoXkaTa (OAKOXHO). B Havanoro Ha Bamrero jeuenue,
Stelara Mo>xe 1a ce HHXKEKTHpa OT JeKap WM MeIUINHCKA CeCTpa.

. Bue u Bammsit nekap, o6aue moxe na pemmre, ye Bue camu Moxke a cu nHxkekThpare Stelara.
B TaxbB ciyuail me npeMuHeTe 00y4eHHe KaK Jja CH MH)KeKTupate Stelara caMoCTOSTENHO.

. 3a ykazaHus Kak Jia MHKeKkTupare Stelara Buxre ,,YkazaHus 3a IPUIOKEHWE” 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 mpriiox iy mopeye oT HeoOxoiumara jio3a Stelara, HezabaBHO ce
MOCHBETBAMTE ¢ JieKkap win ¢apmaneBT. Bunarun HoceTe ¢ Bac kapToHeHaTa orakoBKa Ha
JIEKapCcTBOTO, IOPH U J1a € IIpa3Ha.

AKo cTe MPOoINyCcHAJIH 1a u3noJ3Bate Stelara

Axo cte MpoITyCHAJIX 103a, CBBPIKETE CC C Bamms JICKap Wi (i)apMaLICBT. He an/maraﬁTe ,Z[BOf;IHa
[103a, 3a a KOMIICHCUPATC IIPpOIlyCcHaTaTa 103a.
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AKO cTe cripeiu ynorpedara Ha Stelara
He e omacHo aa cupere yrnorpedara Ha Stelara. Ako obaue 51 cripete, Bariure cumMnToMu Moxe Ja ce
Bb300OHOBSIT.

AKO MMaTe HIKAKBH JIOIBIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebara Ha TOBa JICKAPCTBO, MOMHTANTE
Bamms mekap i gpapmareBT.

4, Bb3MokHY HeKeJIaHU peakIun

KakTo Bcuukmu JICKapCTBa, TOBA JICKAPCTBO MOXKEC 1a MPEAN3BUKA HEIKCIIAHU PECAaKIIUH, BBIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

Cepuo3HH HEKEJIAHU peakIun
Hsxou MaIUMEHTH MOXKE Ja UMAaT CEPUO3HU HEXKECIaHN pEaKIINU, IIPHU KOUTO Aa C€ Hajlara CIi€rHo
JICUCHHUC.

AJlepru4HM peakunu — MOe /1a U3UCKBAT cremHo Jeyenue. MHdopmupaiite Bamus Jiekap nim
He3a0aBHO NMOThpPCeTe CNeIIHA MeJUIIHHCKA IIOMOIII, AKO0 3a0eJIe/KUTe HAKOM OT CJIe[IHUTE
NpU3HAIM.
o CepHo3HHTE aIEPTUYHA pPeakinH (,,aHaduIakcus’) ca peaKu Mpu Xopa, mpuemary Stelara
(moxe ma 3acernar g0 1 va 1 000 gymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTPyAHEHO AUIIaHE WM NperibliaHe
O HUCKO KPBBHO HaJIATAHE, KOETO MOXKE J1a IPUYUHU 3aMassHOCT UJIU CBETOBBPTCIK
o MOJlyBaHe Ha JINLETO, YCTHUTE, ycTaTa Uil I'bPIoTo.
o YecTHTe MpU3HALY Ha aJleprHYHA PEAaKIIUs BKIIOYBAT KOKEH OOPHB U YpPTUKApHUs (MOXKeE J1a
3acerHat jo 1 ma 100 mymm).

B penxu ciydau ce cb00IaBAT aJIePru4Hy 0€J10APOOHH peaKkuu U 6eJ101po0HO Bh3NaJcHHE
NP NANHAEHTH, KOUTO MOJIy4YaBaT YCTeKMHYMa0. YBegomere BeqHara Bammus jekap, ako
NoJIy4YHMTe CHMITOMH KaTO KalUIMIA, 3ayX U BUCOKa TeMIepaTypa.

AKO TIOITyunTe CEprO3Ha aJlepTuiHa peakiys, Bamust nekap Moxe n1a pemy, 4ye Bue He TpsiOBa na
ynotpebsaBate Stelara oTHOBO.

Nudexnun — Moske 1a U3UCKBAT clieliHo JevyeHue. Uudpopmupaiite Bamus jgekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE NPU3HALN.

. HMH(EKIMUTE Ha HOCA WK T'BPJIOTO ¥ MPOCTY/IaTa ca YeCTH (MOJKe Jia 3acerHar a0 1 Ha
10 mymm)

° WH(EKIUUTE HA JOJTHATE IUXATEIHH ITBTUIA (TPhIHE HHPEKIINHN) ca HedecTH (MOXe Jia
3acertar a0 1 va 100 mgymm)

o BB3MAICHUETO Ha MOJKOKHATA ThKaH (IIENyJIUT) € HeuecTo (MOoXKe Ja 3acerHe 1o 1 Ha
100 mymm)

. xepriecute (Buj 00Jie3HEH 00pUB ¢ MEXypH) ca HeuecTH (Moxke J1a 3acerHat a0 1 Ha 100 myin)

Stelara moxe na Hamasu cioco6HocTTa Bu 11a ce 6opure ¢ napeximu. Hsixon nadeknnn Moxe 1a
CTaHAT CEPUO3HH U MOJKE JIa BKIIFOUBAT WHEKIINU, IPUIHMHEHH OT BUPYCH, T'bOWYKH, OaKTepuu
(BKITIOUUTENHO TyOEpKyJI03a) WK Mapa3uTH, BKIOYUTENHO HH(EKINH, KOUTO Bb3HUKBAT IIPEIUMHO
IpH Xopa ¢ oTciiabeHa MIMyHHA cucTeMa (OMOpTIOHUCTHYHH nHeknun). [Ipy naumenTty, momyyasaiu
yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MHDEKIIUN Ha MO3bKa (€HIIe(aIUT, MCHUHTHUT),
OenuTe TPOOOBE U OUHTE.

Hokaro ynorpedsiBare Stelara, TpsiOBa aa cieauTe 3a nmpu3Hany Ha wH(eKus. Te BKIFOYBAT:

o BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio
o yMOpa WM 3a]lyX, YIOpUTa KallIiia
o TOIJIa, 3a4€pBEHA U OOJIE3HEHA KOXKa WM 0O0JIE3HEH KOKEeH 00pUB C MEXypHu
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napeHe Mpy ypUuHUpaHe
Iuapust

3PUTEIHO CMYLICHUE WM 3ary0a Ha 3peHne

r1aBo0oJI1e, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, TFaJieHe WM OOBPKAaHOCT.

Hudopmupaiite Bamms mekap BemHara, ako 3a0eIekUTe HAKOW OT Te3W Mpu3HaIy Ha nHekms. Te
Morar Aa ObAaT NpU3HaNK Ha HHPEKIHUN KaTo TPhAHN HHPEKIUH, KOKHI HHPEKIINHU, XepIIeC 30CTep
WM ONOPTIOHUCTHYHH MH(EKINHU, KOUTO MOTaT Jia JOBEAAT 10 CEPUO3HH YCIOKHEHHS.
Wudopmupaiite Bammst nexap, ako nMaTte HsIKaKBa yIIOPUTA WK TOBTapsa ce nHpeknus. Bammsr
JieKap MOXKe Jia pelid, ye He TpsOBa aa ynorpeodsiBare Stelara, nokato nadekuusaTa He Obae
n3JeKyBaHa. YBegoMeTe Bamms siekap, 1 ako UMaTe OTBOPEHU paHH WIHM HapaHSIBaHUs, ThU KaToO
MOXe J1a ce MHPEKTHpaT.

JIromeHe Ha KOKATA — HHTEH3WBHOTO 3a4epBsIBaHe U JIIOIIeHe HA KOKATa Ha MO-ToJ1sIMa MJIOLI
10 TSJIOTO MO’Ke /1a ca CHMIITOMH Ha ePUTPOAePMHUYEH NCOPHUA3HC WM eKc(oTHaATHBEH
AEPMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHusl. AKO 3a0e/1ekuTe HAKOI OT Te3u MPU3HALM,
TpsaOBa 1a nHpopmupaTe Bammus gexap He3abaBHO.

JApyru He:xeJIaHM peakuuu

YecTu HexkeTaHH peakuuu (Moxe aa 3acerHar a0 1 Ha 10 gymm):
IAapust

rajieHe

MOBPBIIAHE

ymopa

3aMastHOCT

riaBoOome

cbpOex (mpypuryc)

0oJka B Ipp0a, MyCKYJIUTE UK CTAaBUTE
BB3IAJICHO T'BPJIO

3auepBsiBaHe M 00JIKa Ha MICTOTO HA MH)KEKTHPaHE
WHQEKIHS Ha CHHYCHUTE

HeuecTu HexkenaHu peakuuu (Moxe na 3acersHat 1o 1 Ha 100 qymm):

WH(EKIINU Ha 350UTe

BarmHaJTHa HH(EKIHS, TPUINHEHA OT ThONYKH

Jienpecus

3aITyIIeH HOC WIIA Xpema

KbpBEHE, TOCUHSIBaHE, BTBbP/ISIBAHE, II0J{yBaHEe U ChpOeX Ha MSCTOTO HAa MHKEKTUPAHE

ycelaHe 3a cabocT

Cra/IaHe Ha KIlerava U U3KpHUBsIBaHEe Ha MYCKYJINTE Ha e/{HaTa ITOJIOBHUHA Ha JIUIETO (,,JIUIEBa

napanu3sa’” Wiy ,,iapajin3a Ha ben”), KosTo 0OMKHOBEHO € BpeMeHHa

° MPOMsIHA Ha MCOpHAa3nca ChC 3aUePBABAHE M HOBU MAJIKH, JKBJITH I OCJIM MEXYPH I10 KOXKaTa,
MOHSKOTA MPUPYKEHH C TemrepaTypa (IIyCTyJI03eH IICOPUA3HC)

. OeieHe Ha KokaTa (eKcQoralus Ha KO)KaTa)

° aKHe

Penxu Hexes1aHM JeKapcTBeHN peakuuu (Moxe na 3acersat 1o 1 #a 1 000 gymmm)

o 3ayepBsiBaHE U JIIOIICHE HA KOXATa HA MO-TOJIsIMA TUIOI 110 TAJIO0TO, KOUTO MOXKE /1a ChpOST HIIH
Jia ca 6osne3neHu (exchoyimaTUBeH aepMartuT). [10100HH CHMIITTOMHM TTOHSKOTa C€ Pa3BUBAT KaTo
€CTEeCTBEHa IPOMSHA Ha BUJIa HA CUMIITOMHUTE Ha MICOPHUA3UC (EPUTPOIEPMUYEH IICOPHA3HC)

o Bb3nanenue Ha ManKkuTe KPbBOHOCHHU CHAOBE, KOETO MOKE J]a TOBEZE A0 KOKEH OOPUB C MAJIKH
YepBEHH WJIW JINJIABU IOy THHH, TEMIIEpaTypa Win 00Jika B CTaBUTE (BACKYJIUT).
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MHoro peakm HeKeJIaHU JeKapcTBeHH peakuuu (Moxe 1a 3acerHat 10 1 Ha 10 000 myrm)

o OO0pasyBaHe Ha MEXypH IO KOXkKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, chpOsiia 1 O0Ie3HeHa
(6ymnozen nemduromnn)

o KOXKEH JIYITyC epUTEeMaToIeC U IyIyc-To00eH CHHAPOM (YepBeH, HaJUTHAT, JIFOIICI] ce OOpHB
B U3JIOKCHUTE HA CIBHIIC YYACTHIIM Ha KOXKaTa, KOUTO MOXE J1a € IPUIPYKEH OT OOJIKU B
CTaBUTE).

Cpo0maBaHe HA HesKeJIAaHU PeaKIIun

AKO TOITyunTe HAKAKBU HEXEJaH! JIEKapCTBEHH Peakliy, yBeaomere Bammus nexap unu gpapmanesT.
ToBa BKJIIOYBa BCHYKHM BH3MOKHH HEOTIMCAHU B Ta3W JINCTOBKA HEXEIAaHHU peakimu. Mo)keTe ChIIo Aa
ChOOIINTE HEXKENAHHU PEaKINU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 33 ChOOIaBaHe B:
W3nbpHATENHA areHnus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato cpoOmiaBate HexxelnaHU peakiuy, MOJKETe Ja AaJeTe CBOsl IPHUHOC 3a MOJTy4YaBaHe Ha MOBeYe WH-
(hopMarusi OTHOCHO 0€30TacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBare Stelara

o Jla ce cpxpaHsBa Ha MSICTO, HEJOCTBITHO 32 JIeTa.

o Ha ce cpxpanssa B xnagumHuk (2°C—8°C). Jla He ce 3ampassBa.

o ChxpaHsBaiiTe IpeIBAPUTEIIHO HAITBIHEHATA MTHCAJIKa B KAPTOHEHATa OMAaKOBKa, 3a J1a ce
npeanasy oT CBETIHHA.

o AXo0 € He0O0X0AMMO, OTICTHUTE TIPEIBAPUTEIIHO HAITBIHEHHU MUCAJKH Stelara Moxke ChIIo aa ce

ChXpaHsBar npu craiina remnepatypa 1o 30°C 3a MakcumMyM eauH niepuon A0 30 1Hu B
OpHI'MHAJIHATa KAPTOHEHA OIMAKOBKa, 3 J1a CE MPEAMNa3sT OT CBETIMHA. 3alHIIeTe AaTara, Ha
KOSITO MPeJIBAPUTEITHO HAITbJIHEHATA MHCAIIKA € U3BaJICHA 32 ITBPBHU BT OT XJIAJAWIHAKA U
JaTara Ha H3XBBPJIsIHE Ha 0003HAYEHUTE Ha BHHINHATA KApPTOHEHA OMaKoBKa MecTa. JlaTara Ha
U3XBBPIISHE HE TPSOBa J1a € cJie]] OPUTHHAIHKS CPOK Ha TOIHOCT, OTIIEYaTaH BbPXY
KapTOHEHaTa onakoBka. Cie KaTo BeJHBX NMUCaKaTa € Owia chbXpaHsBaHa IIPH CTaliHa
temmneparypa (10 30°C), Ts1 He TpsOBa 1a ce Bpbla B XJIaAUIHUKA. VI3XBbpieTe nucaikara, ako
HE ce M3I0JI3Ba CJIe]] ChXpaHEeHHe TIPH CTaifHa TeMIiepaTypa B paMkuTe Ha 30 JHU Wim ciex
U3THYaHe Ha OPUTHHAIHHS CPOK Ha TOIHOCT, B 3aBUCHMOCT OT TOBa, KOE OT JIBeTE HACTBHITH MO-
paHo.

o He pasknamaiite npenBapuTenHo HarrbIHeHUTE nucanku Stelara. I[TpoxbinkurenHoTo
EHEPTUYHO pa3KIiIalllaHe MOXKe J1a TIOBPEH JIEKapCTBOTO.

He n3non3BaiiTe ToBa JIEKApPCTBO:

° CJIe]l CpOKa Ha TOJTHOCT, OTOEeNs3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe]]
»EXP*/,,Tonen no:“. CpoKbT Ha TOJAHOCT OTTOBAPs Ha MOCIEAHMS JCH OT IOCOYCHHUS MECeII,

. aKO TEYHOCTTA € C IMPOMEHEH I1[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT IUIyBaly YyKIH YaCTHIIN
(BmkTe Touka 6 ,,Kak nsrinexaa Stelara u kakBO ChIBpIKa OMAKOBKaTa );

. aKo 3HaeTe WU CMsTaTe, Y€ MOXKe Ja € Omiia H3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHIUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

° aKO TPOJIYKTHT € OWJI €eHEPTUYHO Pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHA ynoTpeda. Hen3nmom3BaHuAT MpOAyKT, OCTaHAT B MHUCATKATa, TPAOBA 1a
ce u3xBbhpin. He u3xBhpiidiiTe geKkapcTBaTa B KaHAIU3AUATA WIM B KOHTEHHEpa 3a JOMAIHU
ormaabiy. [Tonuraiite Barust papmalieBT Kak 1a U3XBbPIIATE JIeKapCTBaTa, KOUTO Bede HE
u3nosi3Bare. Te3u MepKH 1€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATA Cpejia.
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6. Cun)pma}me Ha ONnMaKoBKaTa U J0NIbJHUTEC/IHA m{(bopMamm

Kakso cpabp:ka Stelara

o AKTHBHO BEIIECTBO: yCTeKHHyMab. Besika mpenBapuTeTHO HaITBIHEHA MTUCANIKa ChABpka 45 mg

ycreknaymat B 0,5 ml.

o Hpyru cberaBku: L-xuctuauH, L-XUCTHAMHOB MOHOXUAPOXJIOPH MOHOXHIPAT,
nosmcopbar 80, 3axapo3a u Bojia 3a HHKCKITHH.

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 MOMYTPO3PAYHH WITH O 9aCTHIIH ITPOTEHH.
JlocTaBs ce B KapTOHEHA ONAKOBKA, ChIbpKaIllla €HA CTHKJICHA MTPEIBAPUTEITHO HAITHTHCHA MTHUCAJIKA
ot 1 ml ¢ enuHaMYHAa 103a. Besika npeBapuTEeIHO HAIThJIHEHA TTHCaJKa Chbpka 45 mg ycreknnymad B

0,5 ml HHXEKIMOHEH Pa3TBOpP.

IMpurexkaTten 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 JOBIHKUTENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpPEICTaBUTEN Ha MPUTEKATENsI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 146494 11
janssen@jacbe.jnj.com

Buarapus

»JoKOHCBHH & xoHCchH brarapus” EOOJ]
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: +49 2137 955 955
jancil@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
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EA\Gda
Janssen-Cilag ®oppaxevtikn 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

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
Bapvéapoc Xatinmovaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale
Latvija

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 o0.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romaéania 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

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 MOCJIeAHO NMpepa3riexaane Ha Juctopkara 05/2023
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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)KeKIMA 32 MOJKOKHO MPUIIOKEHHE
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

Hacrosimure "Ykazanus 3a ynorpe6a" chIbpkaT HHPOPMAIH 32 TOBA KakK /1a CH HHXKEKTHpaTe
Stelara.

Baxno
Stelara ce mpeanara B mpeABapUTEIHO HATBJIHEHA MMHCAIIKA 32 €JHOKpaTHA ymoTpe0a, ChabpxKaiia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme HA HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10J1y, I0KATO 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
HANPaBUTe, MPeIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aKJIYU U HAMA /1A MOJIy4YuTe
n'bJIHATA 1034.

Axo Bamusr nekap pemy, ye Bue ninun oOrprksaiioto Bu jrite Moke J1a IOCTaBATE MHKEKIIUUTE 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 CaMH, J0KATO He ObjieTe 00yyeHH oT Bammus 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.

IMpouetere Te3m "YKa3aHus 3a ynorpeda' npeau aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd 'bT, KOraTo MOJIy4aBaTe HOBA MPeABAPUTEIHO HANTbJIHEHA MUCAJIKA.
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 HaMalli PUCKBT OT CITydaifHO yOOoKJaHe ¢ Urja, BCAKa IpeIBApUTETHO HAITbITHEHA MTHUCATKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTO aBTOMAaTUYHO IMOKPUBA UIJIaTa U CE 3aKII0UBA, CJIE/ KaTo CTe
MTOCTaBWIIM MHKEKIIHITA M MHXKEKTOPHT € BAUTHAT. He moBauralite mpeIBapyuTETHO HAIThJIHEHATA
MHCajIKa Mo BpeMe Ha WHKEKTHUPAHE, TOKATO WHKEKIIHSITA HE TPUKITIOYH.
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Hpez[nasmenm Ha urjiata B JOJIHATa Kalla4dka Ha IPEABAPUTCIIHO HAITbJIHCHATA IIHMCAJIKA ChAbpiKa
narekc. He nunaiire NnpeaAnasuTe/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 e He0o0X0AUMO, ChXpaHsBalTe 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 JeKapPCTBa HA MACTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3M0Ja3BaiTe. BzeMere HOBA IPEBAPUTEIIHO HAIIBJIHEHA 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 BBIPOCH, KOUTO MOXeE J]a IMate. 3a
JOITBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a I/IH(bOpMaHI/IH 3a
KOHTAKT C JIOKQJTHUS 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. IloaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emete kapToHeHaTa(uTe) ONAKOBKA(H)

Axo e(ca) cpxpaHsBaHa(M) B XJIQAWIHUK, N3BaJIETe KApTOHEHATa(UTe) OMaKOBKA(¥) C IPEIBAPUTEITHO
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 103a e 45 mg, mie mosiy4uTe eiHa NpeABAPUTEIHO HAITbJIHEHA NTHCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyunre exna ot 90 mg uiu 1Be oT 45 mg npeaBapuTEeHO HATBJIHEHU
MUCAJIKK. AKO MOJIyYHUTE IBE IPEABAPUTEIIHO HAITBIHEHHU IMHCAIKU OT 45 mg, ciaensaite CToiiku 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 CPOKHT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e Omiia ChXpaHsaBaHa Ha TeMiieparypa Han 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-CAaHTUMETPOBAaTa 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 € YyYBCTBUTCIIHA, HACUHCHA, 3a4YCPBCHA WIN BTBBPACHA.

HM3noa3Baiite PA3JINYIHO MACTO 324 THIKCKTHPAHE IPU BCAKO MHKEKTHPaAHE.
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WN3muiiTe pbuere cu
Wzmuiite 1oOpe phleTe CH ChC CallyH U TOIJIa BOAA.

Ilouyucrere MICTOTO HA HHIKEKTHPaHe

W36bpiuere n3dpaHoTo ot Bac MACTO 32 HHXKEKTUpPAHE € TAMIIOH ChC CIIUPT U I'O OCTABETE Ja
U3CHXHE.

He nokocpaiite, He BEUTE U HE TyXalTe BbPXY MSCTOTO Ha MHXKEKTUPAHE, CIENl KaTo CTE ro
HOYMCTHIIN.

IIpoBepeTe Te4HOCTTA B MPO30PUETO

N36epete nobpe ocBeTeHa, YMCTa M paBHa pabOTHA TIOBBPXHOCT.

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
yactunu. OGanere ce Ha Bammst iexap nim apManeBT 3a HOBa IPEIBAPUTEITHO HAITBJIHEHA IIUCAJIKA.

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 Kanaukara. Obanere ce Ha Bamms nekap nnn dapmaneBT 3a HOBa PEABAPUTEIHO HAITbIIHEHA
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 HalpaBUTEC, MPCANIASUTCIIAT Ha UIJIaTa HIC CC 3aKJIF0OYU, KaTO CC MOABU XbJITA JICHTA, U HAMA 1a
MOJTyYUTE IThJTHATA J1034.

Mosxe fa gyeTe MpaKBaHe, KOraTo HHXEKTUpaHeTo 3arnouHe. [IpoabinkeTe 1a HATHCKATE.
AKO yceTuTe ChIPOTHBJIEHHE, MPOIXBJIKETE 1a HaTHCKaTe. ToBa e HOpMaTHO.
JlexkapcTBOTO Ce MHXKEKTHUPA, TI0KaTO HaTHCKare. [IpaBeTe ToBa ChC CKOPOCT, KOATO € ya00Ha 3a Bac.

7
T WIPAK

YBepere ce, 4e HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHETO € 3aBbPILIEHO, KOraTo:

° JINJ1aBOTO TAJIO HE ce BUIKAA.
° Beue He MoXkeTe 1a HATHCKATE APBKKATa HAIOYy.
. Mo:xe J1a gyere IpaKkBaHe.

[\

|
|

Baurnere npaso Harope
JKbpnTaTa neHTa oka3Ba, 4e Npeana3uTesaT Ha UIIaTa € 3aKIFYEeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBere M3I0JI3BaHaTa IPEABAPUTEIHO HAITbJIHEHA [TMCAJIKA 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 € He0OXO0/IMO, TOKPUIHTE MACTOTO HA MHXXEKTUPAHE C TPEBPH3KA.

AKO TIOJTyYHuTe JBE MPEABAPUTENTHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKH
1-3 ¢ BTOpara npenBapuTEHO HaTbIHEHa ucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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JlncroBka: undopmanus 3a noTpeduTeNs

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 undopmanus.

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 InyHo Ha Bac. He ro mpeotcrhiBaiite 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
BKJIFOUBA M BCHUKU Bb3MOKHU HE)KEJIaHU PEaKIMK, HCOIIMCAHH B Ta3u JINCTOBKA. 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

ChbabppkaHue Ha ONIAaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

Sk wnE

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

KakBo npeacraBasia Stelara

Stelara chappka aKTHBHOTO BEIIECTBO ,,yCTEKHHYMA0”, KOETO € MOHOKJIOHATHO aHTHUTSLIO.
MOHOKJIOHAIHUTE aHTHUTENa Ca IPOTEHHH, KOUTO Pa3lo3HABAT U CBHP3BAT OIPE/ENICHH CIIelU(pUIHI
MPOTEHHH B OPraHU3Ma.

Stelara npuHaIe:Kn KbM Ipynia JIEKapcTBa, HAPEUCHHU ,,MyHOcypecopu”. Te3u ekapcTBa neiicTart,
KaTo HaMaJIsIBaT aKkTHBHOCTTA Ha YacT OT UIMyHHATa CUCTEMa.

3a kakBo ce n3noJsBa Stelara
StE|ara, MPUIIOKCHA € U3IMOJI3BAHCTO HA IPCABAPUTCIIHO HAITBJIHCHA MU CAJIKA, CC U3II0JI3Ba 3a JICUCHHUC
Ha CJICAHUTC Bb3MNAJINTCIITHA 3a00JIBaHHUS:

o [TnakoB ncopuasuc - Mpy Bb3PACTHU U Jielia Ha Bb3PACT OT 6 FOAMHU U O-TOJIEMH
o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena a0 texka 6onect Ha KpoH — npu Be3pacTHH

o YMepeH A0 TeKBK YILEPO3EH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,HJ’IaKOB ncopna3nc” € KOXXHO 3a60J’IHBaHe, KOCTO BOAM A0 BB3IAJICHUC, 3acArailo 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 TEXBK IUIAKOB IICOPUA3UC, KOUTO HE MOTaT Ja U3M0JI3BaT LIMKJIOCIIOPHH,
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, IbpPBO 11ie Bu nexkyBat ¢ apyru jiekapcrsa. AKO
HE ce MOBJIHUsETE JOCTaThUHO A00pe OT Te3| JIeKapcTBa, MoXe a Bu ce nmpennume 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 magat nqpyru nekapctBa. AKO He ce IOBIHUSBATE JOOPE WM UMATe HETOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe nia Bu ce nane Stelara 3a HamayisiBaHe Ha MPU3HAIMTE U CUMIITOMHTE Ha Bareto
3a001BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noaseaiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKHHYMAa0 WIH HAKOS OT OCTaHAINTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOCHU B TOUKA 6).
o AKO MMaTe aKTHBHA MHpEKIMA, KOATO Bamusr siekap Hamupa 3a 3HaUnMa.

AKO He CTe CUT'ypHU JIajlM HIKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
niekap win hapMarieBT, Ipeau aa usnonssare Stelara.

IIpenynpeskaenus u npeanasHu MepKu

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBhCTOSTHUETO BU mpeu BeAKo JieueHune. Y BeIoMeTe CBOS Jiekap 3a Besika Baia 6onect npean Besko
nedenue. Copiio Taka nHGopMupaiiTe Bamus nekap, ako HACKOpPO CTe OWIIM 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 mpenmuiie iekapcTBa 3a JISYSHUETO 1.

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.
Bwxre ,,Cepro3Hu HexenaHu peakiuy’’ B TOUKA 4 3a MBJIHUA CIIUCHK HA TE3U HEXKENaH! PEeaKIINu.

IIpenn na usnonseare Stelara undopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMAJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HAIKOTa CTe HMAJIN HSIKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCynpecopute 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,

NMPOU3BeJEeHO 0T OM0JOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLHS) -
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 IICOPUA3UC WU TI0
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/HIH NCOPHATHYEH AaPTPUT — KaTo JIPyTH
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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 € 00aye, To J1a yBelInun
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKa)ke BIMSHHE BBPXY TAX.
o AKO cTe Ha M HaJl 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[O6HI/I PpCaKnnu, BKIITOYUTCIIHO KOXCH 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-ThbMHU 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 noaxoasaul HauuH. HezabaBHo noTbpcere
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 MTHCAJKA 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 BH3pAcT 6 WK MTOBEYE TOWHU U FOHOIIN C TICOPHA3KC TPsIOBa Ja ce M3IM0J3Ba MPEIBAPUTEITHO
HaIbJIHEHA CITPUHIIOBKA WX (DIIaKOH.

Stelara He ce nmpenopbyBa 3a yrnorpeda Ipu Aela U I0HOIIX Ha BB3pacT 1Mo 18 roguHu ¢ NcopuaTHueH
apTpuT, ¢ 6osect Ha KpoH uiy ¢ yiuepo3eH KOIUT, 3alI0TO He € MPOyYBaH IIPH Ta3u Bb3PacToBa

rpymna.

Jpyru jexkapcrBa, BakcuHH M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

o AKO TipreMaTe, HaCKOpO CTe IPHUEMaIIH WK € Bb3MOXHO J1a IIPHEeMeTe IPYTH JIEKapCTBa.

o Axo Hackopo Bu e npaBeHa wiu rmaHuparte 1a Bu ce mpaBu BakcuHanusl. J{okaTo u3non3sarte
Stelara, HsikOH BUOBE BaKCHHU (’KMBU BaKCHHH) He TpsiOBa Jla ce Ipuiiarar.

. Ako cte nostyuaBajiu Stelara mo BpeMe Ha OpeMeHHOCTTa, TPSOBA Jla KaKETe Ha JieKaps Ha

0ebero Bu 3a neuenuero cwe Stelara, mpeau To a MOMyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHTEITHO KUBHU BakcuHU, kaTto BI[JK BakcuHa (M3mon3Bana 3a npeana3BaHe ot
TyOepkyo3a). JKuBuTe BakCHHH HeE ce TpenopbuBaT 3a Bamiero 6e6e mpe3 mbpBUTE MIECT
Mecelna ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamrero 6e6e He mpenopbya Ipyro.

BpeMeHHoCT U KbpMeHe

o 3a mpeamnounTane € aa ce n3dsrea ynorpedara Ha Stelara mo Bpeme Ha OpemenHoct. Edexrure
Ha Stelara npu OpeMeHHH )KEHHU HE ca U3BECTHU. AKO CTe KeHa C IeTepOIeH IOTEHINAT,
JKeNaTeJHO € Ja He 3a0peMeHsIBaTe U J1a U3MO0JI3BaTe MOAXOIII] MPOTUBO3a4aThueH METO/,
Koraro u3nos3sate Stelara v moHe 15 ceaMuIIM Clie/] MOCIEAHOTO puiiaraHe Ha Stelara.

. [MocwBeTBaiite ce ¢ Bamms iekap, ako cre OpeMeHHa, cMsaTaTe, 4e MOXe Jia cTe OpeMeHHa Win
TUTaHUpaTe OPEMEHHOCT.

o Stelara Mo>ke 1a mpemMHHE Mpe3 IUIaleHTaTa B HepoJieHoTo O6ede. Ako cre moydaBanu Stelara
1o BpeMe Ha OpeMeHHocTTa cH, 6edeTo By MoXxe 1a MMa MO-BHCOK PUCK OT HH(EKIHS.

o BaxHo e 1a kaxere Ha JiekapuTe Ha Bamero 6e6e 1 Jpyriu MEANLIMHCKH CIELUATUCTH, aKO CTe

nosiyuaBaiu Stelara o Bpeme Ha OpeMEHHOCTTa CH, IIpear 0e0eTo Ja MoTy4r KakBaTo U Jia €
BakcuHa. JKuBu BakcwHHM, kato BIDK BakcrHa (M3Mmoi3BaHa 3a Ipeana3BaHe oT TyOepKyno3a) He
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ce mpenopbuBaT 3a Bamrero 6e0e npe3 mbpBUTE IIECT Mecela cie] paKJIaHeTo, aK0o CTe
noyrydaBaiy Stelara 1mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamero 6ebe He
mpernopbYa Jpyro.

. Ycreknaymab MoXKe J1a MPEMUHE B KbpMaTa B MHOTO MaJIKH KoJrdecTBa. [locbBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WM aKo TUTaHUpate Aa KbpMmute. Bue u BamusT nexap tpsiOBa qa
permTe Iadu TpsOBa Ja KbPMHTE WU 1a W3Moj3Bare Stelara - He mpaBeTe U ABETE.

Ilodupane u padora ¢ MAlIMHK
Stelara He OBNIHSIBa WITH TIOBJIMSIBA TIPEHEOPEIKUMO CIIOCOOHOCTTA 32 Mmodupane U paboTa ¢ MaITHHH.
3. Kak na uznoasBare Stelara

Stelara e nmpeaHa3HaveH 3a ynorpeda 1o pbKOBOACTBOTO M KOHTPOJIA Ha JICKAp C OMHT B JICYCHUETO
Ha 3a00JIsIBaHus, 32 KOUTO € rmokasaH Stelara.

Bunaru u3nosnsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e ka3zan Bamust nekap. AKo He cTe CUTYpHU B
Heulo, nonuraiite Bamws nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora me Bu ce nmocrassart
WHXKEKIMHUTE U KOra IIE ca CIEABAIINTE KOHTPOIHH NPETIIEIH.

KaxkBo konuyecTBO Stelara ce npusara
Bamust nekap 1ie peny KakBo KoJimdecTBo Stelara TpsiOBa /1a MOJYYUTE U 332 KAKbB IIEPUOJT OT BPEME.

Bo3pacTan Ha 18 roquHu UM No-rojieMu
Ilcopua3uc niu ncopuaTuveH apTPUT

o IMpenopbunTenHaTa HavanHa qo3a € 45 mg Stelara. ITanuentu ¢ terso wag 100 kumorpama (KQ)
MO3Ke J1a 3armo4Har ¢ go3a 90 mg Bmecro 45 mg.
o Crien HauaHaTa 1032, clieaBaiiara Bu 1o3a mie 6b/1e 4 ceIMUIH TO-KbCHO U CIIE/ TOBA Ha

Bceku 12 ceqmunu. Creasamure 1034 OOMKHOBEHO ca ChIUTE, KATO HavalHaTa J1034.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat sexkap mie Bu npuiioxxu mbpBara Jg03a OT HIPUOIHN3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
1e ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciexn 8 ceamurm, cien ToBa mpe3 12 ceaMuIm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MalMeHTH, CIIe] IbpBaTa MoJKoKHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuny. BammsT jgekap e pemy kora TpsiOBa 1a MOIy4uTe CIeBalaTa Cu 103a.

Kak ce npuiara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS N0 KoXkaTta (OAKOXHO). B Hayanoro Ha Barero jieuenue,
Stelara Mo>xe 1a ce MHXKEKTHpa OT JeKap WM MEAULMHCKA CECTpa.

. Bue u Bammsit nexap ob6aue Moxe Jia pemute, ue Bue camu Moxe fa cu nHkektupate Stelara.
B TaxbB ciyuail me npeMuHeTe 00y4eHHe KaK Jja CH MH)KeKTupate Stelara caMoCTOSTENHO.

o 3a yka3aHus Kak J1a HHKekTtupare Stelara BukTe ,,YKazaHHs 3a IPUIOKEHHE B Kpasi Ha Ta3H
JIUCTOBKA.

FOBOpeTe ¢ Bamus JICKAp, aKO UMATEC BbIIPOCHU OTHOCHO TOBA KaK CaMU J1a MOCTABATC MHKCKIUATA.

AKo cTe H3M0/13BaJIU MIOBevYe OT HeoOxoauMaTa Jo03a Stelara

AKO cTe M3M0JI3BaJIM WK ca By mpriiox iy mopeye oT HeoOxoiumara jio3a Stelara, HezabaBHO ce
NOChBETBaTE C Jiekap win GapmaneBT. Bunaru Hocere ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U /1a € Mpa3Ha.

AKO cTe NpoIyCHAJM 12 u3noja3Bare Stelara

AKO cTe mpoIycHali [103a, CBbpskeTe ce ¢ Bamus nexap unu papmanest. He npunaraiite neoiina
J1033, 3a Jla KOMIIEHCUpaTe [IPOIlycHaTaTa 103a.
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AKO cTe cripejiu ynorpedara Ha Stelara
He e omacHo aa cupere yrnorpedara Ha Stelara. Ako obaue 51 cripete, Bariure cumMnToMu Moxe Ja ce
Bb300OHOBSIT.

AKO MMaTe HIKAKBH JIOIBIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebara Ha TOBa JICKAPCTBO, MOMHTANTE
Bamms mekap i gpapmareBT.

4, Bb3MokHY HeKeJIaHU peakIun

KakTo Bcuukmu JICKapCTBa, TOBA JICKAPCTBO MOXKEC 1a MPEAN3BUKA HEIKCIIAHU PECAaKIIUH, BBIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

Cepuo3HH HEKEJIAHU peakIun
Hsxou MaIUMEHTH MOXKE Ja UMAaT CEPUO3HU HEXKECIaHN pEaKIINU, IIPHU KOUTO Aa C€ Hajlara CIi€rHo
JICUCHHUC.

AJlepru4HM peakunu — MOe /1a U3UCKBAT cremHo Jeyenue. MHdopmupaiite Bamus Jiekap nim
He3a0aBHO NMOThpPCeTe CNeIIHA MeJUIIHHCKA IIOMOIII, AKO0 3a0eJIe/KUTe HAKOM OT CJIe[IHUTE
NpU3HAIM.
o CepHo3HHTE aIEPTUYHA PeakinH (,,aHaduIakcus’) ca peaKu Mpu Xopa, mpuemary Stelara
(moxe ma 3acernar g0 1 va 1 000 gymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTPyAHEHO AUIIaHE WM NperibliaHe
O HUCKO KPBBHO HaJIATAHE, KOETO MOXKE J1a IPUYUHU 3aMassHOCT UJIU CBETOBBPTCIK
o MOJlyBaHe Ha JINLETO, YCTHUTE, ycTaTa Uil I'bPIoTo.
o YecTHTe MpU3HALY HA aJIEpTHYHA PEAaKIIUs BKIIOYBAT KOKEH OOPHB U YpPTUKapHUs (MOXe Jia
3acerHat jo 1 ma 100 mymm).

B penxu ciydau ce cb00IaBAT aJIePru4Hy 0€J10APOOHH peaKkuu U 6eJ101po0HO Bh3NaJcHHE
NP NANHAEHTH, KOUTO MOJIy4YaBaT YCTeKMHYMa0. YBegomere BeqHara Bammus jekap, ako
NoJIy4yHMTe CHMITOMH KaTO KallUIMIA, 3ayX M BUCOKa TeMIepaTypa.

AKO TIOITyunTe CEprO3Ha aJlepTuiHa peakiys, Bamust nekap Moxe n1a pemy, 4ye Bue He TpsiOBa na
ynotpebsaBate Stelara oTHOBO.

Nudexnun — Moske 1a U3UCKBAT clieliHo JevyeHue. Uudpopmupaiite Bamus jgekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE MPU3HALN.

. HMH(EKIMUTE Ha HOCA WK T'BPJIOTO ¥ MPOCTY/IaTa ca YeCTH (MOJKe Jia 3acerHar a0 1 Ha
10 mymm)

° WH(EKIUUTE HA JOJTHATE IUXATEIHH ITBTUIA (TPhIHE HHPEKIINHN) ca HedecTH (MOXe Jia
3acertar a0 1 va 100 mgymm)

o BB3MAICHUETO Ha MOJIKOXKHATA ThKaH (IIENYJIUT) € HeuecTo (MOoXe Ja 3acerHe Jio 1 Ha
100 mymm)

. xepriecute (Buj 00Jie3HEH 00pUB ¢ MEXypH) ca HeuecTH (Moxke J1a 3acerHat a0 1 Ha 100 myin)

Stelara mo>xe 1a Hamanu criocobHoctTa By a ce 6opute ¢ nHbekun. Hiakon nHbeKnn Moxe na
CTaHAT CEPUO3HH U MOJKE J1a BKIIFOUBAT WHEKIIMU, IPUIUHEHH OT BUPYCH, I'bOWYKH, OaKTepUu
(BKITIOUUTENHO TyOEpKyJI03a) WK Mapa3uTH, BKIOYUTENHO HH(EKINH, KOUTO Bb3HUKBAT IIPEIUMHO
IpH Xopa ¢ oTciiabeHa MIMyHHA cucTeMa (OMOpTIOHUCTHYHH nHpeknun). [Ipy nanuenTty, nomyyasau
yCTeKHHYMa0, ce ChoOIIaBaT ONOPTIOHUCTHYHN MHDEKIIUN Ha MO3bKa (€HIIe(aIUT, MCHUHTUT),
OenuTe TPOOOBE U OUHTE.

Hokarto ynorpe0siBare Stelara, TpsiOBa aa cieauTe 3a nmpu3Hany Ha wH(eKus. Te BKIIOYBaT:

o BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio
o yMOpa WU 3a]lyX, YIOpUTa KallIiia
o TOIJIa, 3a4€pBEHA U OOJIE3HEHA KOXKa WM 0O0JIE3HEH KOKEeH 00pUB C MEXypHu
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napeHe Mpy ypUuHUpaHe
Iuapust

3PUTEIHO CMYIICHUE WM 3ary0a Ha 3peHne

r1aBo0oJI1e, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, TFaJieHe WM OOBPKAaHOCT.

HNudopmupaiite Bamms mekap BemHara, ako 3a0eIekuTe HAKOW OT Te3W MpHu3HaIy Ha HHekms. Te
Morar Aa ObAaT NpU3HaNY Ha HH(EKIHUH KaTo TPhAHN HHPEKIUH, KOKHA HHPEKINH, XepIec 30CTep
WM ONOPTIOHUCTHYHH MH(EKINHU, KOUTO MOTaT Jia JOBEAAT 10 CEPUO3HH YCIOKHEHHS.
Wudopmupaiite Bammst nexap, ako nMaTte HsIKaKBa yIIOPUTA WK TOBTapsa ce nHpeknus. Bammsr
JeKap MOXKe J1a peli, ye He TpsiOBa na ynorpeodsiBare Stelara, nokaTto uHpekusITa HE OBC
n3JeKyBaHa. YBegoMeTe Bamms siekap, 1 ako UMaTe OTBOPEHU paHH WIHM HapaHSIBaHUs, ThU KaToO
MOXKe J1a ce MHPEKTHpaT.

JIromeHe Ha KOKATA — HHTEH3WBHOTO 3a4epBsIBaHe U JIIOIIeHe HA KOKATa Ha MO-ToJ1sIMa MJIOLI
10 TSJIOTO MO’Ke 1a ca CHMIITOMHM HA ePUTPOJePMHUYEH NMCOPHA3ZHMC MIIN eKc(omaTHBeH
AEPMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHusl. AKO 3a0e/1ekuTe HAKOI OT Te3u MPU3HALM,
TpsaOBa 1a nHpopmupaTe Bammus gexap He3abaBHO.

JApyru He:xeJIaHM peakuuu

YecTu HexkeTaHH peakuuu (Moxe aa 3acerHar a0 1 Ha 10 gymm):
IAapust

rajieHe

MOBPBIIAHE

ymopa

3aMastHOCT

riaBoOome

cbpOex (mpypuryc)

0oJka B Ipp0a, MyCKYJIUTE UK CTAaBUTE
BB3IAJICHO T'BPJIO

3auepBsiBaHe M 00JIKa Ha MICTOTO HA MH)KEKTHPaHE
WHQEKIHS Ha CHHYCHUTE

HeuecTu HexkenaHu peakuuu (Moxe na 3acersHat 1o 1 Ha 100 qymm):

WH(EKIINU Ha 350UTe

BarmHaJTHa HH(EKIHS, TPUINHEHA OT ThONYKH

Jienpecus

3aITyIIeH HOC WIIA Xpema

KbpBEHE, TOCUHsIBaHE, BTBBP/ISIBAHE, TIO{yBaHEe U ChPOEXK Ha MSACTOTO HAa MHKEKTUPAHE

ycelaHe 3a cabocT

Cra/IaHe Ha KIlerava U U3KpHUBsIBaHEe Ha MYCKYJINTE Ha e/{HaTa ITOJIOBHUHA Ha JIUIETO (,,JIUIEBa

napanu3sa’” Wiy ,,iapajin3a Ha ben”), KosTo 0OMKHOBEHO € BpeMeHHa

° MPOMsIHA Ha MCOpHAa3nca ChC 3aUePBABAHE M HOBU MAJIKH, JKBJITH I OCJIM MEXYPH I10 KOXKaTa,
MOHSKOTA MPUPYKEHH C TemrepaTypa (IIyCTyJI03eH IICOPUA3HC)

. OeieHe Ha KokaTa (eKcQoralus Ha KO)KaTa)

° aKHe

Penxu Hexes1aHM JeKapcTBeHN peakuuu (Moxe na 3acersat 1o 1 #a 1 000 gymmm)

o 3ayepBsiBaHE U JIIOIICHE HA KOXATa HA MO-TOJIsIMA TUIOI 110 TAJIO0TO, KOUTO MOXKE /1a ChpOST HIIH
Jia ca 6osne3neHu (exchoyimaTUBeH aepMartuT). [10100HH CHMIITTOMHM TTOHSKOTa C€ Pa3BUBAT KaTo
€CTEeCTBEHa IPOMSHA Ha BUJIa HA CUMIITOMHUTE Ha MICOPHUA3UC (EPUTPOIEPMUYEH IICOPHA3HC)

o Bb3nanenue Ha ManKkuTe KPbBOHOCHHU CHAOBE, KOETO MOKE J]a TOBEZE A0 KOKEH OOPUB C MAJIKH
YepBEHH WJIW JINJIABU IOy THHH, TEMIIEpaTypa Win 00Jika B CTaBUTE (BACKYJIUT).
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MHoro peakm HeKeJIaHU JeKapcTBeHH peakuuu (Moxe 1a 3acerHat 10 1 Ha 10 000 myrm)

o OO0pasyBaHe Ha MEXypH IO KOXkKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, chpOsiia 1 O0Ie3HeHa
(6ymnozen nemduromnn)

o KOXKEH JIYITyC epUTEeMaToIeC U IyIyc-To00eH CHHAPOM (YepBeH, HaJUTHAT, JIFOIICI] ce OOpHB
B U3JIOKCHUTE HA CIBHIIC YYACTHIIM Ha KOXKaTa, KOUTO MOXE J1a € IPUIPYKEH OT OOJIKU B
CTaBUTE).

Cpo0maBaHe HA HesKeJIAaHU PeaKIIun

AKO TOITyunTe HIKAKBU HEXEJIaHH JICKApCTBEHU peakiyy, yBeaomere Bamus nekap winn hapManesr.
ToBa BKJIIOYBa BCHYKHM BH3MOKHH HEOTIMCAHU B Ta3W JINCTOBKA HEXEIAaHHU peakimu. Mo)keTe ChIIo Aa
ChOOIINTE HEXKENAHHU PEaKINU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 33 ChOOIaBaHe B:
W3nbpHATENHA areHnus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato cpoOmiaBate HexxelnaHU peakiuy, MOJKETe Ja AaJeTe CBOsl IPHUHOC 3a MOJTy4YaBaHe Ha MOBeYe WH-
(hopMarusi OTHOCHO 0€30TacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o Jla ce cpxpaHsBa Ha MSICTO, HEJOCTBITHO 3 JIeTa.

o Ha ce cpxpanssa B xnagumHuk (2°C—8°C). Jla He ce 3ampassBa.

o ChxpaHsBaiiTe IpeIBAPUTEIIHO HAITBIHEHATA MTHCAJIKa B KAPTOHEHATa OMAaKOBKa, 32 J1a ce
npeanasy oT CBETIHHA.

o AXo0 € He0O0X0AMMO, OTICTHUTE TIPEIBAPUTEITHO HAITBIHEHHU MUCAJKH Stelara Moxke ChIIo aa ce

ChXpaHsiBaT Mmpu craiiHa tremnepatypa 1o 30°C 3a MmakcumyM eauH niepuon A0 30 1Hu B
OpHI'MHAJIHATa KAPTOHEHA OIMAKOBKa, 3 J1a CE MPEAMNa3sT OT CBETIMHA. 3alHIIeTe AaTara, Ha
KOSITO MPeJIBAPUTEITHO HAITbJIHEHATA MHCAIIKA € U3BaJICHA 32 ITBPBHU BT OT XJIAJAWIHAKA U
JaTara Ha U3XBBPJIsIHE Ha 0003HAYEHUTE Ha BHHINTHATA KapTOHEHA OMaKkoBKa MecTa. JlaTara Ha
U3XBBPIISHE HE TPSOBa J1a € cJie]] OPUTHHAIHKS CPOK Ha TOIHOCT, OTIIEYaTaH BbPXY
KapTOHEHaTa onakoBka. Cie KaTo BeJHBXK NMUCaJKaTa € Owia chbXpaHsBaHa IPH CTaliHa
temmneparypa (10 30°C), Ts1 He TpsOBa 1a ce Bpbla B XJIaAHIHUKA. VI3XBBpiieTe nucaikara, ako
HE ce M3I0JI3Ba CJIe]] ChXpaHEeHHe TIPH CTaiiHa TeMIeparypa B paMkute Ha 30 JHU Wim ciex
U3THYaHe Ha OPUTHHAIHHS CPOK Ha TOIHOCT, B 3aBUCHMOCT OT TOBa, KOE OT JIBeTE HACTBHITH MO-
paHo.

o He pasknamaiite npenBapuTenHo HarrbIHeHUTE nucanku Stelara. I[TpoxbinkurenHoTo
EHEPTUYHO pa3KIiIalllaHe MOXKe J1a TIOBPEH JIEKapCTBOTO.

He n3non3BaiiTe ToBa JIEKApPCTBO:

° CJIe]l CpOKa Ha TOJTHOCT, OTOEeNs3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe]]
»EXP*/,,Tonen no:“. CpoKbT Ha TOJAHOCT OTTOBAPs Ha MOCIEAHMS JCH OT IOCOYCHHUS MECeII,

. aKO TEYHOCTTA € C IMPOMEHEH I1[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT IUIyBaly YyKIH YaCTHIIN
(BmkTe Touka 6 ,,Kak nsrinexaa Stelara u kakBO ChIBpIKa OMAKOBKaTa );

. aKo 3HaeTe WU CMsTaTe, Y€ MOXKe Ja € Omiia M3JI0KeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHIUICHTHO 3aMPbh3BaHE WM 3arpsBaHe);

° aKO TPOJIYKTHT € OWJI €eHEPTUYHO Pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHA ynoTpeda. Hen3non3BaHusAT MpoaAyKT, OCTaHAT B MUCATKaTa, TPAOBA 1a
ce u3xBbhpin. He u3xBhpiidiiTe geKkapcTBaTa B KaHAIU3AUATA WIM B KOHTEHHEpa 3a JOMAIHU
ormaabiy. [Tonuraiite Barust papmalieBT Kak 1a U3XBbPIIATE JIeKapCTBaTa, KOUTO Bede HE
u3nosi3Bare. Te3u MepKH 1€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATA Cpejia.
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6. Cun)pma}me Ha ONMAaKOBKaTa U JONIbJHUTEC/IHA I/lll(l)OpMalII/Iﬂ

Kakso cpabp:ka Stelara

o AKTHBHO BEIIECTBO: yCTeKHHyMa0. Besika mpenBapuTeTHO HaITbIHEHA MUcAlKa Chabpka 90 mg

ycrekuHyMa0 B 1 ml.

L I[pyl"l/l CbCTaBKHU: L-XI/ICTI/II[I/IH, L-XI/ICTI/IILI/IHOB MOHOXHUAPOXJIOPpHUI MOHOXHAPAT, nonncop6aT

80, 3axapo3a 1 BoAa 3a MHKEKITHH.

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 MOMYTPO3PAYHH WITH O 9aCTHIIH ITPOTEHH.
JlocTaBs ce B KapTOHEHA ONAKOBKA, ChIbpKaIllla €HA CTHKJICHA MTPEIBAPUTEITHO HAITHTHCHA MTHUCAJIKA
ot 1 ml ¢ emuHaMYHAa 103a. Besika npeBapUTEITHO HAIThJIHEHA THCaIKa Chabpxka 90 mg ycreknaymad B

1 ml HHKEKITHOHEH pa3TBOP.

IIpurexkaTten Ha pa3pelIeHHETO 32 YNOTpeda

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a AOBIHKUTENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpPEICTaBUTEN Ha MPUTEKATENsI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 146494 11
janssen@jacbe.jnj.com

Buarapus

»JoKOHCBH & [xoHCchH bparapus” EOO/]]
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: +49 2137 955 955
jancil@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
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EA\Gda
Janssen-Cilag ®oppaxevtikn 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 25 50 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
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
Bapvéapoc Xatinmovaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale
Latvija

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 o0.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romaéania 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

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 MOCJIeAHO NMpepa3riexaane Ha Juctopkara 05/2023
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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 mpeanara B mpeABapUTEIHO HATBJIHEHA MUCAJIKA 32 €JHOKpaTHA yrmoTpeba, ChIbpiKalia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme HA HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10/1y, IOKATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MHKEKTHPaTe mbjaHaTa g03a. HE BHHFAﬁTE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HANPaBUTe, MPeIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aKJIYU U HAMA /1A MOJIy4YuTe
n'bJIHATA 1034.

Axo Bammar nekap pemu, ue Bue unu oOrpmkBanioto Bu guiie Moxke Ja MoCTaBATe WHKEKIIMUTE 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 MUCAIKa MOJXKE J1a CE M3I0JI3Ba 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 'bT, KOraTo MOJIy4aBaTe HOBA MPeABAPUTEIHO HANTbJIHEHA MUCAJIKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

0THOCHO 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 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, MpOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MMPCAU Aa 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[CTC
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 JeKapcTBa HA MSCTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3M0Ja3BalTe. BieMere HOBA PEBAPUTEIIHO 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 JIOKQJTHUS 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. IToaroroBKka Ha Stelara 3a HH:KeKTHpaHe

B3emere kapToneHaTa(uTe) onaKkoBKa(u)

Axo e(ca) cpxpaHsBaHa(1) B XJIQMIHUK, N3BaJIETEe KAPTOHEHATa(UTE) OMaKOBKA(¥) C IPEIBAPUTEITHO
HarbJIHEHATA MMUCAJIKA OT XJIQJMWIHKKA U 51(/TH) TIOCTaBeTe HA paBHA MOBBPXHOCT.

OcraBete Ha cTaliHa TemnepaTypa 3a Hali-mMaako 30 MUHYTH NIpeau yrnorpeoa.

He 3aroruisiiiTe 10 HUKaKbB APYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiyduTe eHa NpeABAPUTEIHO HAITbJIHEHA NTHUCAJIKa 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 CPOKHT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWiIa ChXpaHsABaHa Ha TeMiieparypa Han 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-CAaHTUMETPOBAaTa 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.

HM3noa3Baiite PA3JINYIHO MACTO 324 THIKCKTHPAHE MIPU BCAKO HMHKEKTHPaHE.
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WN3muiiTe pbuere cu
W3muiitTe 100pe phIETE CH ChC CallyH M TOILIA BOJA.

IMoyuncTeTe MIACTOTO HA HHIKEKTHPAHE

N36bpirere n30paHoTo OT Bac MsACTO 32 HHXKEKTUpAHE € TAMIIOH ChC CITUPT M TO OCTABETE Ja
U3CHXHE.

He noxocBaiiTe, He BelTe U HE AyXaiiTe BbPXY MACTOTO HA HEDKEKTHPAHE, CJIE KaTo CTe ro
MOYHCTHIIH.

IIpoBepeTe TeYHOCTTA B MPO30PUYETO

N36epete nobpe ocBeTeHa, yicTa ¥ paBHA pabOTHA TTOBBPXHOCT.

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€J0KbJITA K MOXKE J1a ChIbPIKa MAJIKH (eJIM WU MPO3PAYHH YACTHIN U €THO WU
noBeyYe BL3AYLIHU MexypueTa. ToBa ¢ HOpMaJHO.

He I/IH)KGKTI/IpaI\/'ITC, AKO TCYHOCTTa € 3aMpb3Haja, MbTHA, C IPOMCHCH IBAT WKW CbAbpPKa roJieMu
gactunu. Obanere ce Ha Barust iekap niu (apMaleBT 3a HOBa NPEIBAPUTETHO HAITBIHEHA MHCAJIKA.

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.

HNnkexTupaiite Stelara B paMKuTe HA S MUHYTH cJiel OTCTPaHABAHE HA KamayKaTa.

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. O0azete ce Ha Bamms siekap win apManeBT 3a HOBa IPEABAPUTETHO HAIThJIHEHA
MUCAJIKA.

190



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 UIJIaTa € CC€ 3aKIF04YH, KaTO CC MOABU 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 HaTHCKare. [IpaBeTe ToBa ChC CKOPOCT, KOATO € 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
JKbpnTaTa neHTa oka3Ba, 4e Npeana3uTesaT Ha UIIaTa € 3aKIFYEeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO HAIIbJIHEHA [TMCAJIKA 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, TIOKPUITE MIACTOTO HA MHXEKTUPAHE C TIPEBPH3KA.

AKO TIOJTyYHuTe JBE MPEABAPUTENTHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKH
1-3 ¢ BTOpara npenBapuTEHO HaTbIHEHa ucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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