MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

STELARA 130 mg koHIEHTpaT 3a HHPY3UOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

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

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

TCXHOJIOTHA.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

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

Pa3TBOpBT € OMCTBp, Oe31BETEH 10 OJIETOKBIIT.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHU MOKA3ZAHUS

Bonecr na Crohn

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

Yrepo3eH KOJIUT

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

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

STELARA xoHueHTpat 3a HH(py3UOHEH pa3TBOp € MpeJHa3Ha4YeH 3a ynorpeda noj pbKOBOJACTBOTO U
HaJ[30pa Ha JIeKap ¢ ONUT B JJMarHOCTUIIMPAHETO U JieueHneTo Ha 6onect Ha Crohn wim yneposen
kosnT. STELARA koHIIeHTpaT 32 HHQY3HOHEH pa3TBOP TPsIOBA J]a ce M3I0JI3Ba CaMo 32
MHTPaBEHO3HATa MHAYKLMOHHA J103a.

2 !031/1[ )OBKa

Bonect na Crohn u ysmepo3eH KOJIuT

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




Tabnuya 1  Hauanna unmpasenosna 0oza na STELARA

TenecHo Tero Ha MalMeHTa KbM MOMEHTA Ha IIpenopbunTenna bpoii dhaakonn
Mpujiarase no3a? STELARA 130 mg
<55kg 260 mg 2

> 55 kg 1o <85 kg 390 mg 3

> 85 kg 520 mg 4

& [Ipubnusurenso 6 mg/kg

[TepBaTa nmoaKoxHa 032 TpsiOBa 1a ce MPUIIOKK Ha CEIMHULIA 8 ClieJ MHTpaBeHO3HAaTa J103a. 3a
JIO3MPOBKATA MPH MOCIIEBAIATa CXeMa Ha MTOJIKOXKHO NpUIIokeHue BrkTe Touka 4.2 ot KXI1 Ha
STELARA uHXeKIIHOHEH pa3TBOp ((IaKOH) M HHKEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITbIHEHA
CIIPUHIIOBKA WM B TIPEABAPUTEIHO HAIThJIHCHA ITHCAJIKA.

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

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

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

Hauux Ha npusioxeHue

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

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

4.3 TIlpoTuBOmOKAa3aHUSA

CBp’bX‘-IyBCTBI/ITeJ'IHOCT KbM aKTHBHOTO B€UICCTBO HJIM KBM HAKOC OT IIOMOUIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

KinHanyHO 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.

Undexnnun

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

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

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



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

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

310KayecTBEHH 3a00IsIBaHUS

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

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

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

CHCTEeMHH U PecIMPATOPHHU PEAKIINU Ha CBPbXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peaklMy HAa CBPbXUYBCTBUTEITHOCT Ca JOKJIAJIBAaHU B IOCTMAPKETHHIOBH YCIIOBHS, B HIKOH
CIIy4ad HAKOJIKO THH ciiel] JeueHneTo. Mima cimydyan Ha aHaduIakcus 1 aHrnoeneM. AKO ce MOsIBU
aHa(UIaKTHYHA WK [pyra CEPHO3HA PEaKIIMs Ha CBPbXUYBCTBUTEIIHOCT, TPSIOBA Jla ce Ha3HAYH
noaxozsuia repanus u npuitoxennero Ha STELARA TpsiOBa na ce npeycranoBu (Bxk. Touka 4.8).

Peakuuu, cBbp3anu ¢ uHpy3usTa

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

Pecnupamopnu

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



ChbpAeYHOCHI0BU CHOUTHS

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

Bakcunanuu

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

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

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

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

EnHoBpeMeHHa IMYHOCYNIPECHBHA TEPAIIUs

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

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

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

Cepro3HH KOXKHU 3a00J15IBaHUS

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

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




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

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

CrernyaisHu oIy IAIHA

Cmapuecka év3pacm (> 65 200unu)

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

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

CoapprkaHue Ha HATPUH

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

Iomucopbar 80
Stelara ceabpika 10,8 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € EKBUBAJICHTHA Ha

0,40 mg/ml. [TonucopbaTuTe Morar Aa NPUUMHST aIePTUUHHU PEAKIINH.
45 B3auMmopeiicTBHE ¢ IPYTHU JeKaAPCTBEHH MPOAYKTH M APYrH (JOpMH HA B3aUMOo/eiicTBHE
JKuBu BakcuHM He TpsiOBa na ce npuiarat eqHoBpeMeHHo cb¢ STELARA.

He ce nmpenoppruBa npunarane Ha >xuBU BakcuHU (kato BLDK BakcuHa) mpu kbpMayeTa, ¢ eKCO3ULIUS
Ha YCTeKHHYMa0 in Utero, B mpobKeHHUE Ha ABAHAIECET Mecela CIIe/l PayKIaHeTO WIIH JI0KaTO
CepyMHHUTE HUBA HA YCTEKHHYMa0 IpU KbpMAUueTO CIIaJHAT [10Jl HUBOTO Ha AeTeKUMs (BXK. TOUkU 4.4
4.6). Axo e HanMIe KaTeropu4Ha KIMHUYHA [10J132 32 OTAEIHOTO KbpMayue, MOXKeE J1a ce OOMHCIIH
MpUjIaraHe Ha KUBa BaKCHHA B [TO-PaHEH MOMEHT, aKo HE C€ OTKPHBAT CEpyMHU HUBA Ha
YCTeKUHyMao.

[Tpu GpapMakOKMHETHYHH aHAIM3H Ha TMOIYJIAIMATA, HATIPAaBeH! B MpoyuBaHus (aza 3, € u3cieaBan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO MPHUEMaHH JIEKaPCTBEHH MPOAYKTH MPH MAIMEHTH C ICOPHA3HC
(BKJIIOUHUTEHO M Napaneramol1, H0ynpodeH, aneTHICATUIINIOBA KUCEINHA, METQOPMUH,
aTOpBACTaTHH, JIEBOTHPOKCHH) BbPXY (papMakoKknHeTHKaTa Ha ycTeknHyMab. He ca HabnromaBaHu
MIpU3HALIM Ha B3aUMO/IEHCTBHE C T€3W €THOBPEMEHHO MMPUEMaHH JIeKapCTBEHHU NMPoTyKTH. OCHOBaA Ha
TO3U aHanu3 € PakThT, e Haii-manko 100 maruenTn (> 5% oT U3cnenBaHaTa MOMyJIANKs) Ca JIEKyBaHH
€JHOBPEMEHHO C TE3U JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT neproaa Ha NpOoy4IBaHETO.
dapMakOKHHETHKATa HA YCTEKHHYMal He ce € MOBIHUsIa OT eJHOBpeMeHHaTa ynorpeba Ha MTX,
HCIIBC, 6-mepkanronypuH, a3aTHONPHUH U TIEPOPATTHA KOPTUKOCTEPOUIH NTPH NMALUEHTH C
NICOPUATUYCH apTpHT, OostecT Ha Crohn wim yiepo3eH KOJIMT, WK OT MPEIIIeCTBAIIA EKCIIO3UIINS Ha
antu-TNFa cpeicTBa, Mpu MAMEHTH C ICOPUATHYCH apTPUT Witk 6osiect Ha Crohn, win ot
IpeIIecTBalia eKCIo3uIys Ha OMOJIOrMUHH JIEKAPCTBEHU POAYKTH (T.€. aHnTu- T NFo cpencTea u/uiu
BEA0JIM3yMal) MPU MALUEHTH C YILEPO3EH KOJIUT.

Pesynrature oT mpoy4Bane in Vitro u ot npoy4sasne (¢a3a 1 npu yuacTHHIM C aKTUBHA 0OJIECT Ha
Crohn He npennonaratT HEOOXOAMMOCT OT aJaNTHPaHE Ha J03aTa IPH MAMEHTH, KOUTO TOJIyYaBaT
enHoBpemenHo CYP450 cyOctparu (Bxk. Touka 5.2).

[Tpu npoy4BaHust pH TICOpUA3UC He ca olieHsiBaHU Oe3onacHocTTa U epukacHoctta HAa STELARA B
KOMOMHALUS C UMYHOCYTIPECOPH, BKIIOUUTEIIHO OMOJIOTHYHH cpeAcTBa uiH poTtorepanus. [lpu
MPOyYBaHUS MPHU TICOPUATUIEH apTPHUT, EAHOBpeMeHHaTa ynorpeda Ha MTX He moBnusBa



6e3omacHocrtTa u euxacaoctTa Ha STELARA. B ipoyuBanusra mpu 6omect #a Crohn u yieposen
KOJIT €JHOBPEMEHHATA yIoTpeda Ha IMYHOCYIIPECOPH WIIM KOPTUKOCTEPOHIH U3TJIEXK 1A He
noBnusiBa 6e3omacHoctTa Wik epukacHocrra Ha STELARA. (Bk. Touka 4.4).

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe
2KeHnu ¢ neTepoieH NoTeHIMaN

JKenu ¢ neTepoeH MOTEHITHAT TPSAOBa Aa U3MOI3BAT €PEeKTHBHA METOAM Ha KOHTPAIICTIIIHS 110 BpeMe
Ha JICUYEHHUE U 10 15 ceaqMuI el JIEUEHUETO.

bpemenHocT
[IpocriekTHBHYU TaHHU OT HETOJsAM Opoii cirydan Ha OpemenHocT cies excriosunus Ha STELARA ¢

HU3BCCTCH M3XO0/J, BKIIFOUYHUTCIIHO IIOBCYC OT 450 ClIy4dad Ha 6peMCHHOCT C CKCIIO3ULIMA MPE3 IIbPBU
TPUMECTBP, HC IOKA3BaT NOBUILICH PUCK OT I'0JICMU BPOACHU Ma,H(l)OpMaHI/II/I IIpy HOBOPOACHOTO.

[Tpoy4uBaHMATA TIPH KUBOTHH HE MOKA3BAT MPEKH UK HETIPEKU BpeIHH ePEeKTH, CBbP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAYKIAAHETO WM ITOCTHATAIIHOTO pa3BUTHE (BXK.
Touka 5.3).

Hanuunust knmuarYeH onut obade e orpanuueH. Kato npeanazHa Mspka € 3a npearoYnTane aa ce
n30srea ynorpebara Ha STELARA no Bpeme Ha OpeMEHHOCT.

YcreknHymad mpeMuHaBa Ipe3 TIaleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, POACHHU OT JKEeHH,
JIEKyBaHU C YCTEKHMHYMa0 10 Bpeme Ha OpeMeHHOocTTa. KIIMHUYHOTO BB3AeHCTBHIE Ha TO3H (aKT HE €
U3BECTHO, HO PHCKBT OT HH(EKIHS IPH KbpMayeTa ¢ eKCIO3UIUS Ha YCTeKHHYMa0 in Utero moxe a
ObJle TOBUIIICH cie paxaaneTo. He ce mpenoppuBa mpuiarane Ha xuBH BakcuHH (KaTo BIK
BaKCHHA) MPH KbpMayeTa, C EKCIO3UIIMS Ha YCTEKUHYMa0 iN Utero, B mpoIb/DKCHUE Ha

JBaHaJeceT Mecella ClIe] PaXKAaHETO WM JOKATO CEPYMHHUTE HUBA HAa YCTEKUHYMAa0 MPH KbPMayeTo
CIa/IHAT TI0J] HUBOTO Ha JETeKIus (BXK. TOUkH 4.4 1 4.5). AKO e HaJuIe KaTeropuyHa KIMHIYHA 110132
3a OTAEITHOTO KbpMaue, MOXKe Jia c€ OOMUCITY MpHJIaraHe Ha KMBa BaKCHHA B TIO-paHEH MOMEHT, aKO
HE ce OTKpUBAT CEpyMHU HUBA Ha yCTEKHHyMaO.

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

YOBEIIKaTa KbpMa B MHOTO Mallku KomdecTBa. He e n3BectHO manu ycreknHymab ce abcopoupa
CHUCTEMHO clie/1 rorbiiane. [lopaau noreHuana 3a nposiBa Ha HEXKEJIaHH JICKAPCTBEHH PEaKIIUU KbM
YCTEeKMHYMa0 MpH KbpMaueTaTa, TpOBa Jia ce B3eMe peIlICHUE JIaJIH Ja ¢e IPEeyCTaHOBH KbPMEHETO
10 BPEME Ha JICUCHHE U J0 15 ceaMuIty ciiell JICUeHUETO, UiTH J1a Ce MIPEYCTaHOBH TePAINUITa ChC
STELARA, karo ce B3eMar IpeBHU/I M0J13aTa OT KbPMEHETO 3a AETETO U M0J3aTa OT TePAIUATa ChC
STELARA 3a >xeHara.

Peprunurer
EdekrbT Ha ycTeknHymad BbpXy (hepTHIMTETA IPU XOPa He € OlleHeH (BXK. Touka 5.3).

4.7 EdexTu BbpXy ciocod0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

STELARA He noBiusiBa WK TOBIUsIBA MPEHEOPESIKUMO CITIOCOOHOCTTA 32 1o upane u padboTa ¢
MallluHH.

4.8 Hexenanu JeKapcTBeHH peaKuu

O606uienne Ha npoduna Ha 6e30MacHOCT

Haii-yectute HexxenaHu JeKapcTBEHU peakuuu (> 5%) B KOHTPOJIUPAHHUTE IEPHOAN OT KIMHUYHHUTE
NPOYYBAHUS MPU BB3PACTHHU C TICOPUA3HC, ICOPUATHYCH apTpHT, OostecT Ha Crohn u yiepo3eH Koaut
C ycTekruHyMab ca Ha30(papuHTHUT U ri1aBodoiue. [loBedeTo OT TSIX ce CUUTAT 3a JIEKH U He Hallarat
MIPEKbCBAHE Ha MPOYYBAHOTO JieueHue. Hall-ceprio3HaTa HexkellaHa JIEKapCTBEHA PEAKIMsL, KOSITO €
cpobOmasana 3a STELARA, e cepro3Ha peakiiusi Ha CBPbXUyBCTBUTEIHOCT, BKIIFOYHTEITHO




aHadunakcus (Bx. Touka 4.4). O0uuaT npodui Ha 6€30MacHOCT € MOA0OCH MPH MAIUSHTH C
NICOpHUA3HC, ICOpPUATHYICH apTPUT, 6osecT Ha Crohn u yiiepo3eH KOuT.

Tabnu4eH cIMCHK Ha HEXETAHUTE PEaKIINU

JlaHHuTE 3a 6€30MaCHOCT, MPEAOCTABEHH MO-0JTY, Ca MOIYUYCHH CIIe]l SKCTIO3UITHS Ha YCTEKNHYMao
npy Bb3pacTHU B 14 npoyuBanus daza 2 u dasa 3 npu 6 710 maumentu (4 135 ¢ ncopuaszuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 826 manuenTu ¢ ynuepo3eH koiut). ToBa BKIIIOYBa
excrio3uis Ha STELARA B KOHTPOJIMPAHUTE M HEKOHTPOJIUPAHUTE IIEPUOIN Ha KIMHUUHUTE
NPOYYBAHUS MPHU MAIMEHTH C TICOPUA3KC, ICOPUATHYCH apTPHT, OosecT Ha Crohn mim yiepos3eH
KOJIMT B IPOABJDKEHUE Ha Hail-Maiko 6 Mecena (4 577 mamueHTH) wiv rmoHe 1 romquHa

(3 648 maruentn). 2 194 marenTH ¢ icopuasuc, 6osect Ha Crohn mim yireposeH KOIUT ca ¢
SKCIIO3MIIUS 32 TToHe 4 roauHu, okato 1 148 marmenTy ¢ ncopuasuc min 6onect Ha Crohn ca ¢
EKCIO3HIMS 3a TOHE 5 TOMHH.

B Tabnuia 2 e mokazaH CIHUCHK ¢ HEKENAHUTE JICKAPCTBEHH PEAKIIUK OT KJIMHUYHU NMPOYYBAHHS TPH
BB3PACTHH C TICOPHUA3HC, TICOPHATHICH apTPHUT, OosecT Ha Crohn u yiepo3eH KOIUT, KakTo U
HEXXEJIAHUTE PEaKIMK OT MOCTMapKETHHroBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacupuiupaHu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIMs: Muoro dectu (> 1/10),
Yectu (> 1/100 o < 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 HATMYHHUTE JAHHHU HE MOYXKe Ja Ob/e HAaIpaBeHa
orieHka). [Ipu Bcsiko rpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEXKEJIAHUTE JICKAPCTBEHU PEaKIIUU Ce
U30pOSIBAT B HU3XOJSII PEJT TI0 OTHOIICHUE HA TAXHATA CEPUO3HOCT.

Tabnuya 2 Cnucvk Ha Hedceranu peakyuu

CucremMo-opraHau
KJIacoBe

Yecrora: Hexesranu peakuuu

WNndexumu n napectanmu

UYectn: nHEKIMS HA TOPHUTE JUXATEIHN TbTUINA, Ha30(apHHTHT,
CUHY3UT

HeuecTu: nenynur, neHTanHy HHQEKUNH, XepIec 30¢Tep, HHPEKIHS
Ha JIOJTHUTE TUXaTeHU MIbTUILA, BUPYCHU MH(EKINN HAa TOPHUTE
JMXaTeJHHU TTHUIA, ByJIBOBarHAIHA MUKOTHYHA WH(EKIIHs

Hapymenus Ha uMyHHaTta
cucrema

Heuectu: peakumnn Ha CBphXYYBCTBUTEIHOCT (BKITIOYUTEITHO OOPHB,
YpTUKapHs)

Penxu: cepro3Hu peakiiui Ha CBPbXYYBCTBUTEIIHOCT (BKIFOUUTEITHO
aHa(UIaKCHS, aHTHOE]IEM )

IlcuxuyHK HapylIeHUs

Heuectu: nenpecus

Hapymenus Ha HepBHaTa
cucremMa

YecTu: 3aMaiiBane, 1i1aBooome
Heuecrtu: nuieBa napanmza

PecnimpaTopHu, rpbaHU U
MeINacCTHHATHH
HapyIICHUS

Yecru: opodapunreanna 60ika

HeuecTu: Ha3zanna KoHrecTHs

Penxu: anepruveH aaBeonT, €O3MHOPUITHA THEBMOHHUS
MHoro penku: opraHu3uparia MMEeBMOHHS ™

CromamHo-4peBHI
HapyLIEHUs

Yectu: Auapus, raicHE, IIOBPHIIAHC

Hapyienus Ha koxara u
MOJAKOYXKHATA ThKaH

YecTu: cepOexk

Heuectu: mycryno3eH rncopuasuc, eKcqouamnus Ha KoxKaTa, akHe
Penxu: exchonmmaTUBEH epMaTUT, XUIIEPCEH3UTUBEH BACKYJIAT
MHoro penku: 0yJ103eH NeM(QUIonI, KOKEH JTYIyC epUTEMATO/IEC

Hapymenus Ha MycKyJiHO-
CKeJIETHATa CUCTEMA U
CheIMHUTETHATA ThKaH

UYectn: 6071KH B rbp0a, MUANTHS, apTPaITUs
MHoOro peaKu: JIyImyc-noJo0eH CHHIPOM




O6H_II/I HapyHoiCHUA U Yectu: yMoOpa, €puTeMa Ha MACTOTO HAa MHKCKTHUPAHC, 0oJIKa Ha

e(beKTI/I Ha MACTOTO Ha MACTOTO Ha MHXKCKTUPAHE

IMPUIIOKCHUC Heuectu: pCaKknu Ha MACTOTO HAa MHIKCKTHUPAHC (BKJ'HO‘{I/ITCJ'IHO
KPBbBOU3JIIMB, XEMATOM, BTBBPASABAHC, [IOAYBAHC U C’Bp6C)K), aCTCHUA

*  Bmxre Touka 4.4, CHCTEMHH U PECIUPATOPHU PEAKIMH HA CBPBXIYyBCTBHTEIHOCT.

Onncanne Ha N30paHN HEXEIIAHN JIEKAPCTBEHN PEAKIINNA

Hadexnnn

B nmanie60-koHTpOIMpaHy NpoyyYBaHUS IPU MALKMEHTH ¢ IICOPUA3UC, ICOPUATHYECH apTPUT, OOJIECT Ha
Crohn u yiniepo3eH KOJIHT MPOIEHTHT Ha MHPEKIUHUTE WK CEPUO3HUTE HHPEKINK € CXO/ICH MPU
NalUeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuiane0o. B mnane6o-KoHTpomupaHust
TIEPHUO/ Ha T€3W KIIMHUYHU POYYBaHUS yecToTaTa Ha nH(pekmuute e 1,36 3a manueHToroquHa
npocieasBaHe MY NalueHTH, JIEKyBaHHU ¢ YCTeKMHYyMa0, u 1,34 — npu nauueHTH, JIEKyBaHH C
riane6o. [losBunure ce cepro3nu nHdekmu ca ¢ yecrora ot 0,03 3a maMeHTOroAuHa IpocieIsIBaHe
MIpH MAIUEeHTH, JIEKyBaHU ¢ ycTeknayMmab (30 ceprozan uHdpekimu 3a 930 nanueHToroInHu
npocienssane), u 0,03 mpu manueHTH, JeKyBaHu ¢ manedo (15 ceprno3nu nHbeknnu 3a

434 nanueHTOoroAMHY npocieasBane) (Bxk. Touka 4.4).

B xoHTpoONHMpaHuTe 1 HEKOHTPOIMPAHUTE TIEPUOAN HA KIMHUYHUTE POYYBAHUS P IICOPHA3HC,
NICOpUATHYCH apTPpHT, OostecT Ha Crohn u yiepo3eH KOIuT, MpeACTaBIsIBAIIN

15 227 nanueHTOroAMHN eKCIO3UIH ¢ ycTeKMHyMao rpu 6 710 nanueHTH, MeaHaTa Ha BpEMETO Ha
npociensBane € 1,2 roquau; 1,7 roquHM 3a IpOyYBaHUATA MPH 1copruasuc, 0,6 ToauHA 3a
npoyuBanusTa npu 6osiect Ha Crohn u 2,3 ronuHu 3a NPOyYBaHUATA C YIIEPO3eH KOIUT. [IponeHThT
Ha uHdekuute ¢ 0,85 3a manueHTOroIMHa MPOCIeAABaHe MPH MAIUECHTH, JCKYBaHU C YCTCKUHYMa0, a
HPOLEHTHT Ha cepro3HnTe HHpEKIMHU 1pH TaX € 0,02 32 manueHToroAnHa Ipociie/iiBaHe

(289 ceproznu uHbeknuu 3a 15 227 nanueHTOroANHE IPOCIIEASIBAHE) U Ca TOKJIaIBAHU CEPUO3HU
WH(EKIHUHY, BKIIIOYATEIHO THEBMOHHS, aHAJICH a0cIiec, UeTyIUT, AUBEPTUKYITUT, TACTPOCHTEPHUT U
BUPYCHU HH(EKITUH.

B npoBeieHr KJIMHUYHU MPOYYBaHMS NAIMEHTH C JJATEHTHA TyOEpKyio3a, KOUTO ca Onin
€HOBPEMEHHO JIEKyBaHH C M30HUA3H]I, HE Ca Pa3BHIIU TyOEpKyI03a.

310Ka4eCTBEHHN 3a00/IsIBaHUS

B mnare6o0-koHTpoIupaHust epruoa Ha KIMHUYIHU MPOYYBAHUS [IPU TICOPUA3HC, TICOPUATHICH apTPHUT,
6ostect Ha Crohn u yJmepo3eH KOJIMUT Y4eCTOTaTa Ha 3JI0Ka4eCTBEHHUTE 3a00JIABaHMUS, C H3KIFOUCHUE HA
HEMEJIAHOMEH pak Ha KoxaTa, € 0,11 3a 100 nanueHToroquHu npocieasiBaHe Npy NauueHTH,
JIeKyBaHU ¢ ycTeknHymao (1 marmeHT 3a 929 nanueHToroquHu npocie/ssane) B cpapHeHue ¢ 0,23
MIpH MAIUEHTUTE, JISKyBaHU ¢ Tuiane6o (1 namueHT 3a 434 nalMeHTOroIMHYU MPOCIeISIBaHe).
UYecToTata Ha HEMeJIaHOMEH pak Ha koxkata € 0,43 3a 100 nauueHTOroAMHY NpoCieasiBaHe 3a
MAIEeHTUTE, JIKYBaHH ¢ YCTeKHHYyMab (4 marueHTn 3a 929 manyueHTOroAuHY MPOCIIC/ISIBaHE) B
cpaBHenue ¢ 0,46 npu MalnueHTHTe, JIKYBaHU ¢ 1iane6o (2 naruenTy 3a 433 naiueHToroIMHu
MIPOCIIEIIBAHE).

B koHTpOIHMpanuTe U HEKOHTPOJIMPAHUTE MIEPUOIU HA KIIMHUYHUTE TPOYYBaAHUSI ITPU TICOPUA3UC,
NICOpUATUYCH apTpHT, OostecT Ha Crohn u ynepo3eH KoauT, mpeAcTaBIsIBaIIN

15 205 nanueHTOroAMHM eKCHOo3ULMs ¢ ycTeKMHyMab rnpu 6 710 nanuenTH, MeuaHaTa Ha BpEMETO Ha
npocrneasBade € 1,2 roanHa; 1,7 roJuHM 3a POyYBaHMATA MPH TiIcopuasuc, 0,6 ToquHu 32
npoyuBanusTa npu 6osect Ha Crohn u 2,3 roauHM 3a IPOYYBAHUSITA C YIIIIEPO3CH KOJIHUT.
3nokayecTBEHH 3a00JSIBaHUS, C M3KIIOUCHUE HA HEMEIaHOMEH paK Ha KOXKaTa, ca JOKJIaJBaH! IpU

76 nanuenTH 3a 15 205 manuenToroauau Ha npocieassane (dectora ot 0,50 Ha 100 manueHTOr0IMHI
Ha MPOCJIE/ISIBaHe MPH MAIMEHTH JICKYBaHH ¢ yCTeKHnHyMab). Te3u ciydan Ha 3710Ka4eCTBeHH
3a00Js1BaHuUs1, ChOOILECHH NPH MALUEHTH, JEKYBaHH C YCTEKHHYMa0, ca CPaBHUMH C OYaKBAHUTE
ciydad B oOmiara nomynanus (craHaapTu3upad koepuuueHT Ha yectora = 0,94 [95% noseputeneH
unrepsai: 0,73, 1,18], kopurupan 3a Bb3pacT, 1oj u paca). Haii-uecto HabnronaBanute
3JI0Ka4eCTBEHH 3200 sIBaHMUS, Pa3JIMUHU OT HEMETAaHOMHUS KapLUHOM Ha KOXaTa, ca KapLUHOM Ha



npocTaTara, MEeJTaHOM, KOJIOPEKTAICH KapIIMHOM U KapIIHHOM Ha rbpaarta. CiaydanTte Ha HEMEJIaHOMEH
KapIuHOM Ha koxxarta ca 0,46 Ha 100 manueHTOroAMHN Ha MPOCIeasiBaHe PU HNAllMEHTH, JICKYBaHH C
ycreknHyMab (69 manmenTu 3a 15 165 nanmenToronuuu Ha npocieassane). CbOTHOIIEHHETO Ha
ManueHTH ¢ 0a3alieH CIpsIMO CKBaMO3HOKJIEThUEH KapIMHOM Ha KoxkaTa (3:1) e cpaBHUMO Cbe
CHOTHOIIIEHUETO B 00IIaTa momyJanus (BxK. Touka 4.4).

Peakiuu Ha CBPBXYYBCTBUTEIHOCT U PEAKIIUU KbM HH(Y3HITA

B npoyuBaHusITa C HHTPABEHO3HA HHAYKIHS TpH Oosiect Ha Crohn u ysmepo3eH KOIUT He ce
CHOOIIaBaT CHONTHS Ha aHA(IIIAKCHS WA APYTH CEPUO3HU PEAKINH KbM HH(Y3HATA CIIe]] eTUHIIHA
WHTpaBeHO3Ha N103a. B Te3u npoyuBanus 2,2% ot 785 manueHTH, JeKyBanu ¢ miarebo, u 1,9% ot
790 nmarueHTy, JISKyBaHU C IPENOPHYUTEITHATA 1033 YCTEKUHYyMa0, ChoOIIaBaT HeXXeJIaH! ChOUTHS,
BB3HUKHAJIH 110 BpeMe Ha WM B paMKHUTE Ha elnH Jac oT nHPy3uara. [lo Bpeme Ha
MOCTMaPKETHHTOBOTO HAOJIOICHHE Ce ChOOIIaBaT CEPHO3HU PEaKIIMU, CBbP3aHu ¢ UH(DY3UsATA,
BKITFOUUTEITHO aHA(DWIAKTUYHY PEaKIIUN KbM HHY3UATA (BXK. TOUKa 4.4).

IlenmarpudHa HoMmyIarms

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

besomacHocTTa Ha ycTeknHYMal e mpoydeHa B IBe MPOoy4YBaHUs (a3a 3 mpu NeAnaTpUIHY MAIUEHTH C
YMEpPEH 10 TEXBK IJIAKOB Icopuasuc. [IpBoTo npoyusane € npu 110 nanueHTy Ha Bb3pact oT 12 1o
17 ronuHy, JeKyBaHU B IPOAB/DKeHNE Ha 60 CeIMUIIM, 2 BTOPOTO MPOYYBaHe € Npu 44 MalueHTH Ha
BB3pacT oT 6 10 11 roauHwu, JIeKyBaH! B IPOIBIDKEHHUE HA 56 ceqmuriy. Kato 1siio choOmeHuTe
He)XellaHW CHOWTHS B TE3H JIBE IPOYUYBAHUS C JaHHU 3a O€301acHOCT A0 | ToAnHA ca MoA00HH Ha
Te3U, HaOJII0AaBaH! B IPEIUIIHU IPOYUIBAHMS IIPU BB3PACTHHU C TJIAKOB TICOPHUA3HLC.

Crol1aBane Ha IOJ03UPAHU HEXEIaHU PEAKIIUH

Cpo0ImaBaHeTo Ha MOIO3MPaHK HEKEJIaHU PEaKLUH CIIe]] pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEHUS
HPOJYKT € BayKHO. ToBa 03BOJIsIBA 1a IPOABILKU HAOIIOICHUETO Ha ChOTHOIIEHUETO 110J13a/pHUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIUAIICTH CE U3MCKBA Jia ChOOIIaBaT BCSIKA
N0J03MpaHa HeXelaHa PeakLysl Ype3 HallMOHAIHATA CHCTeMa 33 ChOOIIaBaHe B:

W3nmpnHuTENHA areHuus 1o JieKapcTBaTa

yi. ,,Jlamsu I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 TIlpemo3mpane

Ennanunn no3u 1o 6 mg/kg ca npuiaraHu MHTPaBEHO3HO B KIIMHUYHU NIPOYYBaHUs 03
OrpaHMyaBalla J103aTa TOKCUYHOCT. B cityuail Ha nmpeno3upane ce npenopbiBa NaUeHTUTE Ja ce
Ha0JI01aBaT 3a MPU3HAIM WM CUMIITOMHU Ha HEXeJlaH! peakilui 1 He3a0aBHO Ja ce MPUII0KH
MOJXOAIIO CHMITOMATUYHO JICUCHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 @apmakoguHAMUYHM CBOMiCTBA

dapmakoTepaneBTuuHa rpyna: myHocynpecopu, nHxubutopu Ha uatepineBkuHa, ATC kox:
LO4ACO5

MexaHHU3bM Ha JICHCTBHE

Ycereknnymab e m3usio yoBemko [gG 1k MOHOKIIOHAITHO aHTUTAIIO, KOETO CE CBBP3Ba ChC
cnenu(UIHOCT KbM 001aTa NpoTenHoBa cydeannuia p40 Ha YOBEeIIKH IIUTOKMHN HHTepieBkuH (IL)-
12 u [L-23. Yerexkunymab nmotrcka 6noaktuBHocTTa Ha YoBemkure 1L-12 u IL-23, kato
npenoTBpaTsiBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 penenTopen npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTEeKMHyMa0 He Moxke z1a ce cBbpike ¢ 1L-12 umu ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 penentopu 1o kieThYHaTa MOBHPXHOCT. CIE0BATEIHO € MAIKO BEPOSTHO
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yCTeKHHYMa0 Jia ydacTBa B KOMIUIEMEHT- WM aHTHUTSUIO-MEIMUPaHaTa IIATOTOKCHIHOCT Ha KIICTKUTE
¢ peuentopu 3a IL-12 w/umu IL-23. 1L-12 u IL-23 ca xeTepoauMepHHU IIATOKUHHU, CEKPETUPAHHU OT
aKTUBUPAHH aHTUTCH-TIPEACTABAINIM KIIETKH, HAPUMEP Makpodaru U ICHAPUTHY KIISTKU U J1BaTa
UTOKWHA y4acTBaT B UMyHHUTE QyHKImY; [L-12 ctumynupa ectectBenute kietku youiu (NK) u
npenu3BukBa nupepennuaiusara Ha CD4 + T knerkure kM T 1 xennepen (Thl) dpenorumn, 1L-23
naaymupa et Ha T 17 xenmepute (Th17). AGHOpMHAaTa perynamms Ha [L-12 u IL-23 obadge ce
CBBP3Ba C UMYHHOMEIUUPAHH 3200 SIBAHUS KaTO TICOPHA3KC, TICOPHATHYEH apTpuT, 6ostecT Ha Crohn
U YIIIEPO3eH KOJIUT.

Upes cepp3Bane Ha obmata cyoenunnna p40 na IL-12 u IL-23, ycreknnyMad Moe Jja OKa3Ba CBOUTE
KJIMHUYHH e€(DEeKTH NPH MCOpUasmc, MCopuaTuieH aptput, 6onect Ha Crohn u ysmepo3eH KoIuT 4pe3
npekbeBane Ha mpTHIATa Ha Thl u Th17 muTokmaN, KOWTO Ca B OCHOBATa Ha MAaTOJIOTHATA Ha TE3U
3a00JIsIBaHUSI.

IIpu manmenTn ¢ 601ect Ha Crohn e4eHneTo ¢ yCTeKHHYMal BOH 10 HaMaJeHHEe Ha
BB3NAINTEITHUTE MapKepH, BKitounTeaHo C-peaktuBeH npotenH (CRP) u dpekanen KaampoTeKTHH 10
BpeMe Ha MHIYKIIMOHHATA (ha3za, KOeTo cJie]l TOBa ce MOAIbpIKa Mpe3 1siara noaabpkaa gaza. CRP
€ OIIEHEH 110 BpeMe Ha MPOIBJDKEHUETO Ha MPOYYBAHETO M HAMaJICHHUATA, HAOII01aBaH! 110 BpeMe Ha
noxappkamara (haza, OONKHOBEHO Ce 3arma3BaT 0 252 ceaMuIia.

[Ipu manueHTy ¢ yiepo3eH KOJIUT JICYCHUETO ¢ YCTEKUHYMa0 BOM JI0 HaMaJIeHHEe Ha
BB3MAIUTETHATE MapKepH, BKiIounTeaHO CRP u (ekaneH KaampoTeKTHH [0 BpeMe Ha
MHIYKIMOHHATA (ha3a, KOeTOo ce MOoIbprKa Mpe3 IisiIata noabpikaiia (asa u mpoabHKEHHETO Ha
npoyuBaneTo 1o ceamuiia 200.

HNmyHn3annn
[To Bpeme Ha IBATOCPOUHOTO MPOABIDKEHHE Ha npoyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE MAIMEHTH, JIeKyBanu ch¢ STELARA 3a Haii-manko 3,5 roauHu, ca Jaad aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH TTOJIM3aXaPHUIHU BAKCUHH U BAKCHHU CPEIIy TETaHyC, CXOIHU C TE3U IpH
KOHTpPOJTHATA TPYTa MalMEeHTH, TIOTydaBalld HECUCTEMHO JiedeHHe Ha rcopra3uc. CXoeH IPOIEHT OT
BB3PACTHUTE TAIUEHTH, JIekyBaHu ch¢ STELARA u Te3u B KOHTpOJIHATA TPy, Ca PA3BUIIN 3aITUTHU
HUBA Ha aHTUITHEBMOKOKOBH M aHTUTETAHUYHU aHTHUTENA, M TUTPUTE HA aHTUTENIaTa UM Ca CXOJHHU.

Kinnnnuna edukacHocT

Bbonect Ha Crohn

be3onacHocTTa M eMKacHOCTTA Ha YCTEKMHYMa0 ca OICHEHH B TPU PaHIOMU3MPAHH, JBOMHOCIICIIH,
1a11e60-KOHTPOIUPAHU, MHOTOIICHTPOBU MIPOYIBAHUS TIPU B3PACTHU MAIMEHTH C YMEPEHa 10 TEXKKa
axtuBHa OonecT Ha Crohn, ¢ Mumekc Ha aktuBHOCTTA Ha Oonectra Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). [IporpamaTta 3a KIMHUYHO pa3paboTBaHE ce ChCTOU OT JBE §-
ceaAMUYHH npoyuBaHus ¢ nHTpaBeHo3Ha HHAyKusA (UNITI-1 u UNITI-2), mocnexBaru ot
44-ceMUYHO paHAOMHU3HPAHO MPOYYBAHE C TIOJIKOKHO MPHUIIOKEHUE Ha TToabprkaiia fo3a (IM-
UNITI), npencraisiBamy 52-ceqMUIHA TepaIusl.

IMpoyusanusta ¢ uaaykiws Bmousar 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) nanueHTH.
[IppBHYHATa KpaifHa TOUKa 3a IBETEC WHIYKIIMOHHU NPOYYBAaHMSA € MPOLEHTHT Ha YYACTHULIUTE C
KIIMHAYEH oTroBop (omnpesenen kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha cenmuia 6.
JanuuTe 3a ehukacHOCT ce ChOMpaT M aHATM3HUPAT J0 CEAMUIIA 8 3a TBETE MPOYIBAHHUS.
EnHOBpeMEHHOTO NMPUIIOKEHHUE Ha MEPOPAIHU KOPTUKOCTEPOH TN, UMYHOMOTYJIaTOPH,
aMUHOCAIMIINIIATHA U aHTUOMOTHIIN € Pa3penieHo u 75% OT ManueHTuTe IpoIbDKaBaT J1a ToIyvdaBar
Half-MaJIko €JJHO OT Te3H JIeKapcTBa. B BeTe MpoyyBaHus MAMEHTUTE Ca PAHIOMU3UPAHH Ja
NOJyYaT eTHOKPaTHO MHTPABEHO3HO NPENopbhUnTeNHATa 1032 OT npudbausutenano 6 mg/kg B
3aBHCUMOCT OT TeJIeCHOTO Teryo (k. Tabnuua 1, Touka 4.2), hukcupana no3a 130 mg ycrekunymad
wi 1are6o Ha cenmutia 0.

[TamenTture B UNITI-1 ca nexyBaHM HEYCIHEIIHO MM UMAT HEMIOHOCHMOCT KbM MpEAIIECTBAILA aHTH-
TNFa tepamwst. [Ipubmmsutenno 48% OT ManMeHTHTE ca JIGKYBaHHM HEYCIIEITHO ¢ 1 mpeamecTnana
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anT-TNFa Tepanms, a 52% ca nexyBaHu HeycrnemHo ¢ 2 win 3 npeamectsanty antu- T NFa Tepanuu.
B toBa mpoyuBane 29,1% oT nanueHTHTE UMAT HEAOCTATHYCH HAYaJIeH OTTOBOD (IbPBUYHH
HepecnoHepH), 69,4% ca ce MOBIUSLIIN, HO Ca MPECTaHAIH J1a CE OBIUABAT (BTOPUYHU
HepecoHaepu), a 36,4% uMaTt HeMOHOCUMOCT KbM aHTU- | NFo Tepanuu.

[TammenTtrure B UNITI-2 ca nexyBanu HEYCIENIHO Hali-MaJIKO C €/THAa KOHBEHIIMOHATHA TePaItus,
BKITIOUHTEITHO KOPTUKOCTEPOUAN HIIM UIMYHOMOYJIATOPH, KAaTO WM HE ca JISKyBaHH JJ0Cera C aHTH-
TNF-a Tepamnus (68,6%), nnu ca moxydaBanu npean Tosa anTH-TNFo Tepanmst, HO T e Onia
Heycrenraa (31,4%).

B neete UNITI-1 u UNITI-2 3Ha4nMO 1mO-roisiM MPOIEHT OT HAIUEHTUTE B IpyIiaTa, JIEKyBaHa C
YCTEKHHYMa0, ca ¢ KIIMHUYEH OTTOBOP U peMHUCHs B cpaBHeHHe ¢ mtaie6o (Tabmuna 3). KinnHudausT
OTTOBOP M PEMHCHSATA Ca 3HAYMMH OIIlE Ha CeMUIIA 3 MPH MaIUCHTHUTE, JIEKYBAaHHU C YCTEKUHYyMa0, 1
TE€ TPOJIBJDKBAT JIa Ce MOA00PABAT 10 ceamuiia 8. B Te3u npoyuBaHUs ¢ MHAYKIHS e(h)UKACHOCTTA €
M0-BHCOKA ¥ C€ TOJIbPrKa M0-100pe B TpyIaTa ¢ 03a B 3aBUCUMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHHE c rpymnara ¢ go3a 130 mg u mopaau ToBa Ipy MHTPABEHO3HA WHAYKIMS CE MIPENophyYBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TEIJIO.

Tabauya 3: Unoykyusa na kaunudern omeogop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
IInane6o |IIlpenopbuurte| Ilaamedo |IIpenmopbuuTte
N =247 JIHA /1032 N =209 JIHA /1032
YCTEKHHYMA0 YCTEKHHYMA0
N = 249 N =209
Knununyna pemucus, ceaMuna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)?
Komuaen otrosop (100 Touxn), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)"
ceamuna 6
Komnuaen otrosop (100 Tousu), 50 (20,2%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)*
cenmMuna 8
70-TOHKOB OTTOBOP, CEAMMUIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)°
70-TOYKOB OTTOBOP, CeaAMHIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Krmuangnata pemucus e onpenenena kato CDAI ckop < 150; KTHHIYHUAT OTTOBOp € OTpeesieH KaTo HaMalleHHe Ha
CDALI ckop ¢ Haii-manko 100 TOuky WM ChCTOSHHUE B KIMHUYHA PEMUCUS

70-TOYKOBHAT OTTOBOP € ompenenieH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex na antu-TNFo tepanus

** Heycrex Ha KOHBEHIIMOHAJHATA TEPAITUs

2 p<0,001
® p<0,01

B mpoyuBaneto ¢ nogaspskaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-To4YKOB KJIMHUYEH OTTOBOP Ha CeIMUIIa 8 OT MHAYKIUATA ¢ ycrekuaymMab 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 ycrekunymab npe3 12 ceMHIy Hin
rtane6o B MpoabKeHue Ha 44 ceMUITH (3a MPenopbUYUTETHATA OIbprKalla 1032 BXK. Touka 4.2 oT
KXII na STELARA unskekiipioHeH pa3TBop ((hiIakoH) U MHKEKIIMOHEH pa3TBOP B NPEABAPUTEIHO
HabJIHEHA CIIPUHIIOBKA MJIM B MTPEABAPUTEIHO HAITBJIHEHA [TUCAIIKA).

3HaYMMO IMO-TOJISIM MPOLIEHT NAlMEHTH B IPYIHTE, JIEKYBaHH C YCTEKHHYMa0, NOJIbPXKAT KIMHUYHA
pEeMUCHs M OTTOBOp Ha ceaMuia 44 B cpaBHEHHME ¢ rpynaTa Ha mianedo (Bx. Tabmuma 4).
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Tabnuya 4. Tlooovporcane Ha knunuunus omeosop u pemucust 6 IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3aN0Y8aHe ¢ UHOYKYUOHHAMA 003d

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

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

KnuHnuHa peMucHs pu MaueHTH:

B PEMUCHS B HAYAJIOTO Ha MOIbprKaIaTa

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

KOHMTO C€ BKJIFOUBAT OT IMPOYYBAHE

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

KOUTO HE Ca JICKYBaHHU I0CE€Ta C aHTU-

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

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

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

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

*

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

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

2 p<0,01

® p<0,05

HoMuHaIHO 3HaynMa (p < 0,05)

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

8 ceqmuru. 3arybara Ha otroBop e omnpejenena kato CDAI ckop > 220 Touku u > 100 Touku
nopumeHue crpsamo uzxogaaus CDAI ckop. [lpu Te3u manueHTn KITMHAYHA PEMUCHS C€ TIOCTUTA TTPH
41,4% ot mauuenture 16 ceqMuuu ciel KOpUrupaHe Ha J03aTa.

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

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

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

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

Enoocronus

BBHIIHUAT BU HA TUTABUIIATA € OLICHEH SHIOCKOTICKY NpH 252 MAIMEeHTH ¢ TIOJXO/IAIIA H3X0IHA
€HJIOCKOIICKA aKTUBHOCT Ha 3a00JISIBAHETO B €THO MOANpOoyYBaHe. [IbpBruHaTa KpaiiHa ToUKa €
MPOMSIHA OT M3XOTHOTO HMBO Ha OMPOCTeHUs SHIOCKOTICKH ckop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HII€0-KOJIOHHU
CerMeHTa 3a HaJH4Ke/pa3Mep Ha sI3BUTE, MPOICHT Ha JINTABHYHATA MTOBBPXHOCT, TOKPUTA OT SI3BH,
MPOIIEHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCerHaTa OT APYTH JIC3UH, U HATNIHE/BU/T HA
cTecHsBaHHATa/cTpUKTypuTe. Ha cenmuna 8, ciien eqMHuYHAa HHTPaBeHO3HA HHAYKIIMOHHA 71032,
npomsiHaTa B SES-CD ckopa e mo-ronsiMa B rpymnaTa Ha ycreknaymad (n = 155, cpegna

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

Toenuasane na pucmynume

B eqna moArpymna narueHTH ¢ ApeHUpaIy GUCTYIN Ha H3X0AHO HUBO (8,8%; n = 26), ¢pucrynure Ha
12/15 (80%) OT neKyBaHHUTE C YCTCKUHYMA0 MallMEHTH Ce TIOBIHUSABAT B MPOIBIDKCHUE Ha 44 CeAMMUIIN
(ompeneneno karo > 50% HamalieHHE OT U3XOJHO HHBO B MIPOYYBAHETO C MHAYKIHS Ha Opost Ha
IOpenupamute ¢uctynn) B cpaBHerue ¢ 5/11 (45,5%) ¢ mnanedo.

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )XKHBOT, CBHP3aHO CHC 3MIPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3MAIUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BerpocHurm SF-36. Ha cenmunia 8 manueHTHTe, MOJMyYaBaliy yCTeKHHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYUMO TO-TOJIAIMO U KIIMHUYHO 3HAYMMO 1mogo0penue Ha oouwst IBDQ ckop u na SF-36 Mental
Component Summary Score 8 UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ mane6o. B npoyusanero IM-UNITI no cenmunia 44 te3u nomoOpeHus
OOMKHOBEHO C€ MOIbPIKAT MM0-100pe MPH JISKYBaHH C YCTEKUHYMAa0 MalMEeHTH B CPAaBHEHUE C
rtane6o. [logqoOpenreTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO Ce
MOJTBPIKA MPE3 ISUTOTO MPOIBIDKEHHE 0 cenMuiia 252.

YiueposeH KonuT

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

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

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

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

B UNIFI-I 3Haunmo no-roJiiM OpoLEHT OT MallMEHTUTE ca B KIMHUYHA PEMUCHA B IpynaTa, JICKyBaHa
C yCTEeKHHYMa0, B cpaBHEHHE ¢ uiaiedo Ha ceamuna 8 (Tadmumna 5). Omre va Cenmuiia 2, Haii-
paHHaTa IUIAHUPaHa BU3HUTA B IPOYUYBAHETO, U IIPU BCSIKA BU3UTA CJIE TOBA MO-TOJISIM MPOLIEHT
MAIUCHTH C YCTEKUHYMa0 HAMAT PEKTATHO KbPBEHE WIM NOCTUTAT HOPMAaJTHA YECTOTa Ha Je(eKaIis
B CPaBHEHUE C MalMEHTHTE Ha Iiare6o. HabmonaBanu ca 3Ha4MMU Pa3InKU MEX]y YCTCKUHYMa0 U
m1ane0o B YaCTUYHMS CKOp 1o Mayo u cuMnToMaTH4HaTa peMucus oie Ha CenMuna 2.

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

C€ MPETOpbhUBa KAaTO 103a 3a MHTPABCHO3HATA MHAYKIUA.

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

Inane6o IIpenopbunTenna
N =319 1032 yCTeKHHyMao®
N =322
Knuanana pemucus™® 5% 16%*
[Ipyn manyeHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO 9% (15/158) 19% (29/156)°
HE ¥ OMOJIOTHYHA TepaIysl
[Ipy manMeHTy ¢ HeycnenHa 6UOJOrMYHa Tepanus’ 1% (2/161) 13% (21/166)°
IIpu nanuenTu ¢ HeycnemHa tepanus kKakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa M ¢ BeI0JIM3yMad
KnuanueH otroop® 31% 62%?
[1pu manueHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO 3506 (56/158) 67% (104/156)°
HE ¥ OMOJIOTHYHA TepaIHs
ITpy NalMEHTH ¢ HeycrenHa 6MOIOrMYHa Tepanus” 27% (44/161) 57% (95/166)°
[Ipu nanuenTu ¢ HeycnemHa Tepanus kakto ¢ TNF, 28% (13/47) 529 (30/58)"
TaKa U C BeI0JIM3ymMad
JluraBuuHo o3/1paBsiBane’ 14% 27%*
[Ipu manyeHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO 21% (33/158) 3306 (52/156)"
HE U OMOJIOTHYHA TepaIus
ITpy ManMeHTH ¢ HeyCIenTHa OMOIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHMMITOMATUYHA PEMUCHS 23% 45%°
K0M6I/IHI/IpaI—{LO CHMITOMaTHYHA PEMUCHS M JINTaBUYHO 8% 2104
03/IpaBsiBaHE
£ I[o3a 3a HHq)y3PIH Ha yCTCKI/IHyMaG TpU U3I10JI3BAHE HAa CXEMa Ha Ipujiarane Bb3 OCHOBA Ha TE€JIECHOTO TEIJI0, YKa3aHa
B Tabauya 1.

*  KimHW4YHATa peMHCHS ce ompeaes KaTo ckop o Mayo < 2 myHKTa, 6e3 HHIUBHIyaleH cyockop > 1.
KJIMHUYHUAT OTTOBOP ce onpeielist KaTo HaMalsiBaHe CIPsIMO U3XOJHOTO HMBO Ha ckopa o Mayo ¢ >30% n >3
MyHKTa, C HAMAJISIBaHe CIPSIMO U3XOJHOTO HUBO Ha CyOCKOpa 3a peKTaIHO KbpBEeHE > | MM CyOCKOp 32 PEeKTaIHO
kbpBeHe 0 um 1.

Anraronuct Ha TNFa w/nnm Begonusymab.

T JluraBmanoro 031paBsiBaHe Ce OMpe/ess KaTo eHJ0CKOICKU cyockop mo Mayo 0 wiw 1.

Y Cummromarmanara pemucus ce onpezens kato cybckop mo Mayo 3a ecrora Ha gedexanusata 0 wan 1 u cybckop 3a
pexTaimHo KbpBeHe 0.

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

2 p<0,001

Homunainxo 3uaunmo (p < 0,001)

Homunanuo 3uauumo (p < 0,05)

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

MIHCAJIKA).

3HAYUMO TMO-TOJISIM MPOLICHT MAIUEHTH Ca B KIIMHUYHA PEMHCHS B IBETE TPYIIH, JICKYBaHU C
yCTeKHHYMa0, B CpaBHEHHE C rpymnara ¢ 1mianebo Ha ceamuiia 44 (Bx. Tabnuma 6).

Tabnuya 6: Pe3stome na ocnoguume usmepumenu 3a epuxacrocm ¢ UNIFI-M (ceomuya 44;

52 ceomuyu om 3anousane Ha UHOYKYUOHHAMA 003a)

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

JIMTaBUYHO O3/IpaBsBaHe*
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Cren OBNIHUSBaHE OT 1.V. yCTEKUHYMa0.

** KiuHUYHATa peMHCHS ce OIpeaea KaTo ckop o Mayo < 2 myHkTa, 6e3 HHIUBHIyaseH cyOckop > 1.
KimamgausT 0TroBOp Ce onpesels KaTo HaMaIsIBaHe CIPSIMO H3XOJHOTO HIBO Ha ckopa o Mayo ¢ > 30% u >3
MYHKTa, C HAMaJIsIBaHe CMPSIMO U3XOJHOTO HUBO Ha CyOCKOpa 3a pEeKTaIHO KbpBEHE > | MM CyOCKOp 3a PEKTaIHO
kbpBeHe 0 nm 1.

AmnTtaronuct Ha TNFo w/wmm Benonuzymao.

T JluraBmanoro 03/IpaBsBaHE ce ONpeJelis KaTo €HA0CKOICKH cyOockop mo Mayo 0 wiu 1.

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

Cenmuna 44 cpen MalMeHTHTE B KIMHUYHA PEMUCHS HAa U3XOJHOTO HUBO Ha MOJIbpKaiiata dasa.

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

KopTukocTepouan Ha Cenmuna 44.

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

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

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

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

2 p<0,001

® p<0,05

Homunanuo 31aunmo (p < 0,001)

Homunanuo 3uagumo (p < 0,05)

bes cratucruyecka 3HaYMMOCT

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

Hayuenmu, nosiuseawu ce om unoykyusi ¢ yemekunymao na Ceomuya 16

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

Cemmura 16.

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

IIpoovicenue na npoyugaremo

B UNIFI manmenTrTe, 3aBBPIIIINA MTPOYIBAHETO 0 ceamuIia 44, ca moaxo Iy 1a IPOIbIKAT Jiede-
HUETO B NpoAbkeHue Ha npoyuBaHeTo. Cpen 400-Te malueHTH, KOUTO ca BKIIIOUEHU Ha U JIEKYBaHU
¢ ycTeknHyMal Ha Bceku 12 wim 8 ce MUY B IPOABIDKEHUETO HA MTPOYYBAHETO, CHMIITOMATHYHATA
pemMucHs 0OMKHOBEHO ce 3ama3Ba g0 200-ta ceqMuIia IpH MalUeHTH, C HEYCITeNTHA KOHBEHITHOHATHA
(HO He u GMOIOTHYHA Tepanys) U Te3H ¢ HeyCIelHa ONOIOTHYHA TepaIusl, BKIIOUUTEIHO TE3H C HEeYyC-
niex kakTo ¢ anTu-TNF, Taka u ¢ Begonmmzymad. Cpej MarueHTuTe, KOUTO ca MOTYYHIN 4-TOAHUIITHO
JIeYeHHE C YCTEeKHMHYMab 1 ca OI[EHeHHU C IIOMOIITa Ha TBIHUS CKOp 1Mo Mayo 3a moJiapp kaHe Ha cefl-
muiia 200, ceorBeTHO 74,2% (69/93) 1 68,3% (41/60) nmomgabprkaT 3a3ApaBsIBaHETO Ha JIMT'ABMIIATA U
KJIIMHUYHATA PEMUCHUSL.

AHamu3bT 3a 6e30macHoCT, BrrouBani 457 naruenty (1289,9-narmeHToroanam ), IPOCISACHH 10
220 cenmuiy, mokasa, 4e npouibT Ha 6e3omacHocT Mexy 44 u 220 cenmuna, € CpaBHUM C TO3H,
HaOmronaBaH 10 44-ta ceaMuna.
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He ca ycranoBeHH HOBU ChOOpaXKeHHs 32 OE30MACHOCT IPU TOBA MPOABIDKEHHUE HAa TIPOYYBAHETO MPH
MAIUCHTH C YIIIEPO3CH KOJIUT, JIEKYBAaHU 110 4 TOIUHU.

Enoockoncko nopmanusupane

EHIOCKOIICKOTO HOPMaIM3HUPaHe € ONpeesieHO KaTo eHAOCKONCKU cyockop o Mayo O u e
HabmronaBaHo omie Ha cenmuna 8 B UNIFI-1. Ha ceamuna 44 ot UNIFI-M To ce moctura npu 24% u
29% OT manyueHTUTE, JIeKyBaHH C YCTEKMHYMa0 ChOTBETHO Ha BCEKH 12 nim 8 ceaMuIy, B CpaBHEHHUE
¢ 18% ot mauueHTuTe B rpymnara ¢ mianeoo.

Xucmono2uyno u Xucmo-eHOOCKONCKO TUSA8UUHO 030passeane

XHUCTOIOTUYHOTO O3/IpaBsiBaHe (OmpeaeneHo kaTo HeyTpodmimHa nHGuATparms B < 5% ot Kpunrwure,
0e3 paspyiaBaHe Ha KPUITUTE U 0€3 €pO3UH, YIIIIepPalluy WIK TpaHyJallMOHHA ThKaH) € OIICHSBaHO Ha
ceqmuna 8 B UNIFI-I u na Cenmunia 44 8 UNIFI-M. Ha cenmunia 8, cnes enHOKpaTHa HHTPABEHO3HA
WHAYKIIIOHHA 71034, 3HAYMMO TTO-TOJISIM MPOIEHT MAIeHTH B TPyIIaTa ¢ MpernopbYnTeTHaTa 103a
MOCTUTAT XMCTOJIIOTUYHO 03/paBsiBaHe (36%) B cpaBHEHHE ¢ AIIMEHTUTE B Tpymara ¢ miamnedo (22%).
Ha Ceamuia 44 nogabpikane Ha To3u e(peKT ce HaOIr01aBa Py 3HAYMMO TTOBEUE IMAIUEHTH C
XHMCTOJIOTHYHO O3JpaBsBaHE B IPYIUTE C ycTeKHHyMa0 Ha Besikal2-ta ceqmuua (54%) v Ha Besika 8-
Ma cenmutia (59%) B cpaBHeHwue ¢ miane6o (33%).

KomOunupana kpaiiHa TOYKa — XUCTO-EHIOCKOIICKO JIMTABUYHO O37[paBsiBaHe, ONMPEAETICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTABUYHO U XUCTOJIOTUYHO O3/IPaBsIBaHE, € OLCHEHA Ha CeIMHLA 8 B
UNIFI-I u na ceamuia 44 8 UNIFI-M. [TanuentuTe, mojiy4aBaiy YCTCKUHYMa0 B MPENOpbYUTEIHATA
J103a, TIOKa3BaT 3HAYMMO MOJJ0OpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsiBaHE Ha ceaqMuIa 8, B rpynara ¢ ycrekuaymab (18%) B cpaBHeHue ¢ rpymnata ¢ miaunedo (9%).
Ha cenmunia 44 mogmbpprxane Ha To3u e(eKT ce HaOIItoJaBa Py 3HAYUMO ITOBEYE MAI[eHTH C XUCTO-
€HJIOCKOIICKO JIMTABUYHO O37[paBsiBaHe B TPYNHUTE C ycTeKHHyMab Ha Besika 12-Ta ceamuna (39%) u Ha
Besika 8-Ma cenmuna (46%) B cpaBHeHUe ¢ iane6o (24%).

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )KMBOT, CBP3aHO ChC 3JIPABETO, € OLICHIBAHO Ype3 BBIPOCHUK IPH Bh3MATUTEITHU
3abonsaBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u BsnpocHunure SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmunia 8 8 UNIFI-I naruenTure, moxy4aBaini yCTeKUHYMa0, MOKa3BaT 3HAYUMO MO-TOJISIMO 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 ¢ I11are0o.
ToBa mogoOpeHne ce MoAIbpIKa MPpH MAIMEeHTHTE, JeKyBaHu ¢ ycTekuayma0o, B UNIFI-M no
ceamuna 44. ITogoOpeHneTo Ha KaueCTBOTO Ha KHUBOT, u3MepeHo ¢ IBDQ u SF-36, obukHOBEHO ce
MOJTBbPIKA MPE3 ISUIOTO MpoabinkeHue 10 ceamuna 200.

[larmenTuTe, MOy4aBaan yCTEKUHYMa0, UMAT 3HAYUMO TIO-TOJISIMO TIOJJOOpEHNE Ha MTPOYKTHBHOCTTA
mpu paboTa, OlIEeHEeHO Ype3 TO-TOISIMO HaMmallsiBaHe Ha OO0IIOTO HapyIIeHre Ha paboTara U Ha
HapyIlIaBaHETO Ha aKTUBHOCTTA, OIlecHeHH upe3 BriipocHuka WPAI-GH, oTkonkoTo manuenTure,
MOJTy4YaBajy 1amnedo.

Xocnumanuzayuu u onepayuu, cevpanu ¢ yayeposer koaum (YK)

Ho cenvurra 8 8 UNIFI-I mporieHTHT Ha YIaCTHHIATE C XOCITATATN3aIINN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUACTHULUTE B rpymara ¢ npenopbunTesnHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpPaBHEHHUE C YUaCTHUIIMTE B Ipymnara ¢ miamneoo (4,4%, 14/319), kaTo HUKOH OT Y4aCTHHUIUTE,
MOJTy4aBaIM YCTEKHHYMa0 B IPEMIOPHUYATETHATA HHIYKIIMOHHA /1032, HE € TIOJIOKEH Ha OTeparus,
cBbp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yuacTHULMTE B rpynara ¢ mianeoo.

Ho cenvuria 44 8 UNIFI-M 3Ha49mMO 1MO-HUCHK Opo¥ XocTHTamu3amnum, cBbp3anu ¢ YK, e

HaOJII0/JaBaH MMPU YYaCTHUIMTE B KOMOMHUpaHaTta rpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHeHHE ¢
y4acTHUIMTE B Tpymara ¢ miamnedo (5,7%, 10/175). Unucneno mo-mambk Opoii yYaCTHHIU B TPyIIaTa C
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ycreknnymab (0,6%, 2/348) ca moanoxxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHE ¢
y4acTHUIUTE B rpynara ¢ miane6o (1,7%, 3/175) no cenmuia 44.

HNmyHOreHHoct
ITo Bpeme Ha nedeHune ¢ ycTeKHHyMab MOTaT Jla Ce Pa3BUAT aHTUTEINA CPElly yCTeKHHyMal 1

MTOBEUYETO OT TAX ca HeyTpaiu3upamnii. O0pazyBaHETO Ha aHTUTENA CPEITY YCTEKUHYMal € CBBP3aHo C
NOBUIICH KIMPBHHC HAa YCTEKMHYMa0 mpu naiueHTu ¢ 6onect Ha Crohn wim ynueposeH konuT. He e
HaOJrro1aBaHa HamasneHa epukacHocT. He ce HabmonaBa o4eBHIHA 3aBUCHMOCT MEKTy HATMIUETO Ha
aHTHUTENA CPElly YCTeKHHyMal M MosBaTa Ha PEaklK Ha MSCTOTO HAa HH)KEKTHPAHE.

[lennaTpuyHa momynanus

EBpomneiickaTa areHIys 1o JekapcTBara oTiiara 3aIbJDKEHHETO 3a PEJI0CTaBsIHE Ha PE3YNITATUTE OT
NPOYYBaHUATA C YCTEKHHYMal B €/IHa WJIH [TOBeYe MOATrPYIH Ha MEeANaTPUIHATA MOMyJIans Ipu
6onect Ha Crohn 1 yiuepo3eH KoiuT (BX. Touka 4.2 3a nHpOpMaLusi OTHOCHO yHoTpeda B
MeTUATPHSITA).

5.2 @apmakoKMHeTHYHH CBOWCTBA

Cren npenopbunTeNTHaTa MHTPABEHO3HA MHAYKLIMOHHA 1032 MelMaHaTa Ha MakcuMaHaTa cepyMHa
KOHIICHTpaIHs Ha ycTeKnHyMa0, HaOmoaaana 1 gac cinen undyswusra, e 126,1 pg/ml npu
nanuenture ¢ 6osaect Ha Crohn u 127,0 pg/ml npu narmeHTUTE C yIIepo3eH KOIUT.

PasnpeneneHue
MenuanaTta Ha oOeMa Ha pas3npezielieHue B TepMuHaiHarta ¢asa (Vz) ciie] eTHOKpaTHO HHTPABEHO3HO

NPUIIOXKEHHE TIPH MAIMEHTH ¢ IICOpHUasuc Bapupa ot 57 g0 83 ml/kg.

Buorpanchopmarus
ToyHUAT BT Ha MeTA0OJIM3UPAHE HA YCTEKUHYMA0 HE € U3BECTCH.

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

MAIEeHTH C icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Mennanara Ha nonyxuBoTa (ti2) Ha
yCTeKHHyMa0 € IPHOIM3UTENHO 3 CeMUIIM MPHU MALUESHTH C YILEPOo3eH KouT, 6onect Ha Crohn,
TICOPHUA3NC W/WIH TICOPUATHYEH apTPUT U Bapupa oT 15 10 32 1HU BbB BCUYKH MIPOYYBAHUS HA
MICOPHUA3UC U ICOPUATHYECH apPTPHUT.

JInHEeWHOCT Ha jo3aTa

CucremHara excrnio3uiyst Ha ycreknHyMao (Crax 1 AUC) ce yBenmuaBa 1o Ha4uH, MPUOITU3UTEITHO
MPONOPLMOHAJIEH HA J103aTa, CJie]] €THOKPAaTHO HHTPABEHO3HO MPHUJIOKEHUE Ha 103 B TPaHULIATA
mexay 0,09 mg/kg u 4,5 mg/kg.

CrenumanHy nonyJianuu

Hsima Hannyan dapMakOKMHETHYHM JaHHH MIPY HNALMEHTH C yBpeAeHa 0bOpeyHa il YepHOApOOHa
¢yHkuus. He ca mpoBeZieHn KOHKPETHU MPOYYBaHHS C UHTPABEHO3HO MPUIIOKEHHE Ha YCTEKHHYMa0
IIPY MALUEHTH B CTapUYECKa Bb3pacT WM NEAUATPUYHH ITALIUEHTH.

[Ipu manmenTu ¢ 6osect Ha Crohn ¥ yIIepo3eH KOJIUT BapuaOMIHOCTTA Ha KJIMPBhHCA HAa YCTEKMHYMa0
Cce TIOBJIHIBA OT TEJIECHOTO TETJI0, HUBOTO HA CEpyMHHMS aOyMHH, TI0JIa U cTaTyca 1o OTHOIIeHHEe Ha
aHTHUTEJNIaTa CPelly YCTEeKHMHYMa0, JOKaTO TEIEeCHOTO TErJIO € Hali-3HauuMaTta KoBapHuaTa, BiIHseIa
BBpXY 00eMa Ha pasnpeseneHue. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHCHT ce moBnusBa ot C-
pEaKTHBHUS MIPOTEHH, CTATyca MO OTHOIICHUE Ha HeyclieX Ha jJedeHneTo ¢ TNF-anTaronucTy u
pacata (a3uaTCKy CIpsIMO Hea3UaTCKH MPOM3X0o.). Bbr3aelicTBHEeTO Ha TE3U KOBApUATH € B PAMKHTE Ha
+20% oT THnMYHaTa WK pedepeHTHaTa CToMHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
HeoOX0Ma KOPEKIIHs Ha 103aTa 3a Te3W KoBapuaTth. EHoBpeMeHHaTa ynoTpeda Ha
UMYHOMOTyJIATOPH HAMa 3HAYMTEIHO BIMSHUE BBPXY PA3NpPEIeIEHUETO Ha YCTEKHHYMAO.
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Perynmupane na CYP450 ensumu

Edexrure Ha IL-12 unu IL-23 Bepxy perymaupanero Ha CYP450 ensumure ca oreHeHH B in Vitro
MPOYyYBaHe C U3IMOJI3BAHE HA YOBEIIKU XENaTOIUTH, KOeTO moka3ea, ye 1L.-12 u/umum IL-23 ¢ HuBa ot
10 ng/ml He mpomMeHsT akTrBHOCTTA Ha oBerkuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
nunu 3A4; BXx. Touka 4.5).

[TpoBeneHo € oTkpUTO MpoyuBane ¢aza 1 3a nexapcrBenu B3anmoneiicteus CNTO1275CRD1003 3a
OIIeHKa Ha ed)eKTa Ha ycTeKnHyMal BBPXY €H3MMHaTa akKTUBHOCT Ha IuToxpoM P450 cnen naayKIus
Y TIOIIBPIKAIIO MpHIaraHe IpH ManueHTy ¢ akTuBHA Oosect Ha Crohn (n=18). He ca mabmogaBanu
KJIMHAYHO 3HAYMMHU pOMeHH B excriozunusara Ha kopenH (CYP1A2 cyOctpart), Bapdapun

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), nekcrpomeropdan (CYP2D6 cyberpar) wimu
muazonam (CYP3A cybOcerpar), Korato ce W3Mo3BaT ChIIBTCTBAIIO C YCTEKHHYMal Mmpu o00peHaTa
npernopbyrTeNIHA JO3UPOBKA MPH MareHTH ¢ 6osect Ha Crohn (Bx. Touka 4.5).

5.3 IlpeakJHHHYHHU JAHHH 32 0€30MACHOCT

HexnuHuuHuTe JaHHU HE MMOKa3BaT 0ocoOeH pHCK (HaIp. TOKCHYHOCT Ha OPraHHUTe) 3a Xopa Ha OazaTta
Ha M3MIUTBAHUATA 32 TOKCUYHOCT TP MHOTOKPATHO IIPpUjIaraHe, TOKCHYHOCT 33 Pa3BUTHETO U
PEeNpOaYKTUBHA TOKCHYHOCT, BKJIFOUUTEIHO U (JapMaKOJIOTHYHUTE OLIEHKH 3a Oe3omacHocT. [lpu
MPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PENPOJYKTHBHA TOKCHYHOCT MPHU IBJITOOMAIATH MaKaIH
HE ce Ha0JIIoJaBaT HeXxelaHu e)eKTH BbpXY (epTUInTeTa NP MBXKKHUTE, KAKTO U BPOJCHH Je(eKTh
WJIM TOKCUYHOCT 3a pa3BuTueTo. He ce HaOmonaBat HexkenaHu epeKTH BbpXy QepTHINTETa [IPH
JKEHCKHTE MPH yrnoTpedaTa Ha aHATIOTMYHO aHTUTsUIo cperty 1L-12/23 nmpu Muky.

Jlo3oBHTE HHBA B MPOYYBaHUS P )KUBOTHH ca O30 45 ITBTH ITO-BUCOKU OT Hail-BUCOKaTa
€KBHBAJICHTHA /1032, IPEABIPKAAHA 32 IPUIIOKEHHUE [IPY MALMEHTHU C ICOPUA3UC, U BOIAT 10
MaKCHMAaJIHU CEpYMHH KOHIIEHTpAIUK Mpu MaitMyHH, KouTo ca Haja 100 mbTH MO-BUCOKHU OT
KOHIICHTpAIMUTE, HAOII0IaBaH! TIPH XOpa.

He ca npoBexnaHu npoy4BaHus 3a KAPIMHOTEHHOCT C yCTEKMHYMa0 MOpajy JUIcaTa Ha MoIX0 IsIIH
MOJIEIN 32 aHTHTSUIO 0€3 KPhCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaum.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa NIOMOIIHKUTE BElIeCTBA

EDTA aunatpuera con quxuapar (E385)
L-xuctuouu

L-XHCTUAMHOB MOHOXHUAPOXJIOPU]] MOHOXHUAPAT
L-MeTHOHHH

[Mosnucop6ar 80 (E433)

3axapo3a

Bopna 3a unxkekuuu

6.2 HecbBMecTUMOCTH

[Tpu nunica Ha MPOyYBaHHS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOIYKT He TPsOBA Ja ce cMecBa ¢
npyru nexapcrsenu npoayktu. STELARA tpsiOBa na ce paspekaa camo ¢ pa3TBOp Ha HATPHUEB
xnopua 9 mg/ml (0,9%). STELARA He TpsiOBa 1a ce npuiiara eJHOBPEMEHHO 4Ype3 e/IHa U ChIla
WHTPABEHO3HA CUCTEMA C JIPYTH JIEKAPCTBEHH MTPOJTYKTH.

6.3 Cpok Ha rogHoCT

3 roauuu
Ja He ce 3ampassna.
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Joka3ana e XuMHu4Ha 1 GU3MYHA CTAOMIHOCT 110 BpeMe Ha ynotpeba 3a 8 yaca npu 15-25°C.

OT MUKpOOHOJIOTHYHA TJIeIHA TOYKA IPOIYKTHT TPIOBa a ce ynorpedu He3abaBHO, OCBEH aKo
METOJbT Ha pa3pekaaHe U3KII0YBA PUCK OT MUKPOOHO 3aMbpcsiBaHe. AKO He ce yoTpeOu He3abaBHO,
NEepHONBT Ha M3IIOJI3BAHE M YCIOBHATA HA ChbXPaHEHHE MPEH yIoTpeda ca OTTOBOPHOCT HA
OTpeOnTENs.

6.4 CnenuajJHM yCJI0BHUS HA ChbXpaHeHHUe

Ha ce cpxpanssa B xnaaunauk (2°C — 8°C). [la He ce 3ampa3siBa.
ChbxpaHsiBaiiTe (yiakoHa B KAPTOHEHATa OMAKOBKa, 3a Jia Ce MPEe/a3u OT CBETIINHA.

3a yciaoBuATa Ha ChXPAaHEHHE CIIE/ Pa3spekIaHe Ha JISKAPCTBEHHS IPOIYKT BIKTE Touka 6.3.
6.5 Bwuau chabp:kaHHe HA ONMAKOBKAaTa

26 ml pastBop BB (uakoH oT cThKiI0 Tul I 30 ml, 3aTBOpeH che 3amyIraiKka OT OyTHI0Ba TyMa C
nokputue. STELARA ce pasnpoctpansBa B onakoBka 1o 1 ¢makos.

6.6 CrhenuaJnu npeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

PaztBopbT BBB hitakona cbc STELARA He TpsiOBa n1a ce paskiama. Pa3TBopbsT TpssOBa 1a ce mposepu
BU3YAJIHO 3a HAJIMYMECTO HA TBbPAXU YaCTUIIXU WK MTPOMAHA Ha LBETA, IPESAU Aa CC IMPUIIOKHU.
Pa3TBOpBT € OUCTBP, Oe31BETECH /10 0JICTOKBIT. JIekapCTBEHUAT MPOIYKT HE TPsOBa J1a ce
yIoTpeOsBa, ako pa3TBOPHT € € MPOMEHEH I[BSIT WM MBTCH WJIM aKO B HETO ce 3a0esI3BaT BUIAUMU
YW YACTHITH.

Paspexxnane
STELARA koH1eHTpaT 3a nH(Y3HOHEH pa3TBOp TPsAOBa 1a ce pa3pear U Aa Ce TOATOTBH OT

MCIUMIIMHCKHU CIICHHUAJIUCT C IIOMOIIITAa Ha aCCIITUYHA TCXHHUKA.

1. Nzuucnere no3arta u 6pos Ha HeoOxoaumute Guakonn STELARA Bb3 0cHOBa Ha TETJIOTO Ha
narnuenTa (Bx. Touka 4.2, Tabnuma 1). Beexu dumakon STELARA ot 26 ml ceaspka 130 mg
ycTekuHyMa0. M3noiseaiite camo mbiau uakonun STELARA.

2. Wzrernere u nu3xBbpiere or nHPY3MOHHUS cak oT 250 ml obeM oT pa3TBOp HA HATPUEB XIOPHU]L
9 mg/ml (0,9%), paBen Ha o6ema STELARA, xoiito TpsiOBa aa ce gobasu. (u3xBbpiiere 26 mi
HaTpHeB XJopH] 3a Bceku HeoOxoauMm ¢uiakon STELARA, 3a 2 ¢uakona uszxewpiere 52 ml, 3a
3 ¢akona mu3xpwpiere 78 ml, 3a 4 dirakona uzxewupiere 104 ml)

3. Uzrernere 26 ml STELARA ot Bcexn Heo0xo1uM (hiakoH u I 1o6aBeTe KbM HHPY3HOHHHUS
cak ot 250 ml. Kpaiinust 00em B nH)Y3HOHHUS cak TpsiOBa fa 0bae 250 ml. Buumarenno
cMecere.

4. [Ipenu mpuIIoKEeHNETO MPOBEPETe BU3YATHO pa3peieHus pa3tBop. He ro ynorpeobsaiite, ako ce
Ha0JII01aBaT BU3yaIHO HEMPO3payHM YaCTHUIIM, TPOMSHA Ha [[BETA MJIH yXKIU YaCTHIIH.

5. [Ipunoxere pa3peaeHust pa3TBOP 3a MEPUOJ OT Hal-Manko eanH yac. Cies KaTo ce pa3peny,

NpUIaraHeTo Ha MHQY3MOHHUST Pa3TBOp TPsOBa /1a ce U3BBPIIM B PAMKUTE Ha OCEM 4aca Clie]
paspexaaHeTo B MH(Y3HOHHHS Cak.

6. W3non3eaiite camo HaObOp 3a uH(Y3Us C BrpajieH, CTEPUIICH, altUpOoreHeH GUiIThp Che Cl1abo
CBBp3BaHe Ha MpoTenHH (pa3Mep Ha mopute 0,2 MUKpOMeETpa).
7. Bceku ¢uiakon e caMmo 3a eTHOKPaTHO MPUIOKEHUE U HEN3IOI3BAHUAT JIEKAPCTBEH MPOIYKT

TpH6Ba Ja €€ U3XBBHPJIU B CbOTBETCTBUEC C MECTHUTE U3MCKBAHUS.

7. NPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA
Janssen-Cilag International NV

Turnhoutseweg 30
B-2340 Beerse
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benrus

8. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/08/494/005

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

Hata Ha rBpBO pazpemanane: 16 sayapu 2009 r.

[Hata Ha nocnenHo nonHoBsBaHe: 19 centemBpu 2013 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

12/2024

[MonpoOHa uH(popMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 1o JiekapcTBaTa https://www.ema.europa.eu.
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1. HNME HA JTIEKAPCTBEHUS ITPOAYKT

STELARA 45 mg uHXeKIOHEH Pa3TBOP

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

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

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

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

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

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

3a BJIHUA CHUCHK Ha IMOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mQ MHKEKIIMOHEH Pa3TBOP
WHXeKIHOHEH pa3TBOP

STELARA 45 mg MHKEKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBLIHEHA CIPHUHIIOBKA.
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

IInakoB ncopuasuc

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

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 TOJUHU 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
HeJocTaTh4eH (BXK. Touka 5.1).

Bonecr Ha Crohn

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

Yuepo3eH KOJIUT

STELARA e nokasas 3a Jie4eHHe Ha Bb3PACTHU MAIMEHTH C YMEPEH JI0 TEKbK aKTUBEH YJEPO3CH
KOJIMT, KOMTO Ca Ce MOBJIHUSIN HEAOCTATHYHO, BEYe HE CE MOBIUIBAT HJIM MMAT HEITOHOCHMOCT 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
IIpenoprunrennara no3upoka Ha STELARA e nauanna g03a 45 mg, npuioxeHa MoJK0XKHO,
MocJIeIBaHa OT 1032 45 Mg 4 ceIMHIM ITO-KBCHO | CJIST TOBA Ha BCEKH 12 CeIMUIIH.

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

Hayuenmu ¢ menecro meeno > 100 kg

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

[Icopuatuued aptput (PSA)

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

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

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

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

Ileouampuuna nonynayus
Bbesonacnocrra n eduracHoctra Ha STELARA mpu mena ¢ ncopuasuc Ha Bb3pacT noj 6 TOOUHN WU
MU JieTia ¢ TICOPUATUYEH apTpUT Mol 18-rouIIHa Bb3pacT BCe OLIe HE Ca YCTAHOBEHH.

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

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

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

3a u3uncisgBaHe Ha oOeMa Ha uHxekTHpane (ml) 3a nanuentu < 60 kg u3non3Baiite cieqHara
¢dopmymna: TenecHo terio (kg) x 0,0083 (ml/kg) mm BikTe Tabnwma 2. M3uncnenust obem TpsiOBa ga
ce 3akpbrim g0 0,01 ml u na ce mpunara c rpagyupana cnpuanoBka oT 1 ml. Hanmuden e ¢nakon ot
45 mg 3a neAMaTpUYHU MAILMEHTH, KOUTO TPAOBa Ja MOTyvaBaT Mo-MajKo OT Iiara go3a 45 mg.

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

< 60 kg
Tenecn;():;:g(:{:(()kla[;eMe Ha Jo3a (mg) O0em Ha unkekTHpaHe (ml)
15 11,3 0,12
16 12,0 0,13
17 12,8 0,14
18 13,5 0,15
19 14,3 0,16
20 15,0 0,17
21 15,8 0,17
22 16,5 0,18
23 17,3 0,19
24 18,0 0,20
25 18,8 0,21
26 19,5 0,22
27 20,3 0,22
28 21,0 0,23
29 21,8 0,24
30 22,5 0,25
31 23,3 0,26
32 24,0 0,27
33 24,8 0,27
34 25,5 0,28
35 26,3 0,29
36 27,0 0,30
37 27,8 0,31
38 28,5 0,32
39 29,3 0,32
40 30,0 0,33
41 30,8 0,34
42 31,5 0,35
43 32,3 0,36
44 33,0 0,37
45 33,8 0,37
46 34,5 0,38
47 35,3 0,39
48 36,0 0,40
49 36,8 0,41
50 375 0,42
51 38,3 0,42
52 39,0 0,43
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53 39,8 0,44
54 40,5 0,45
55 41,3 0,46
56 42,0 0,46
57 42,8 0,47
58 43,5 0,48
59 44,3 0,49

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

Bonect Ha Crohn u yniiepo3eH KOJIUT

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

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

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

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

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

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

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

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

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

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

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

Hauun Ha npunoxenue

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

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

4.3 TIpoTuBomoKa3aHusi

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

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

4.4 CneuuaJHu npeaynpe:kieHus ¥ NpeanasHu MepKH NpH ynorpeda

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

HOMEp Ha MPUJIOKEHUS MPOAYKT TPsiOBa SICHO J1a Ce 3aluCBarT.

Hudexnun

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

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

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

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

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

310Ka4YecTBEHH 3a00ISIBAHUS

HNmyHOCynIpecopu KaTo yCTeKHHYMad UMaT TOTEHIINAN JIa YBEITNYaBaT PHUCKa OT 3JI0KAUYeCTBEHH
3abomnsBanus. Hakon nanuenTu, kouro 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 TPH MAIMEHTH C IICOPHA3KC, KOUTO Ca JIGKYBaHH C Py OUOJOTHYHH JIEKapCTBA B
X0Jia Ha 3a00JISIBAHETO.

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

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

CHCTEeMHU U pecnMpaTOpHU PEaKIMU Ha CBPbXYYBCTBHTEIHOCT

Cucmemnu

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

Pecnupamopnu

Crydyau Ha anepruyeH ajJBeoJuT, €O3MHO(MMITHA THEBMOHUS 1 HEMH(EKIIMO3Ha OpraHu3uparia
MTHEBMOHUS ca ChOOIICHH 10 BpeMe Ha ITOCTMapKEeTUHIOBaTa yrnorpeda Ha ycTekuHyMao. KimmHuunuTe
MPOSIBY BKJIIOYBAT KAllUIMIIA, TUCITHES M MHTSPCTUIIMATHY UH(UITPATH CIIE CIHA JIO TPH JI03H.
Cepuo3HHTE TOCIESIUITN BKITFOYBAT ANXATEeITHA 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 AMarHO3aTa 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 HaOII0JaBaH! ChPAEYHO-CHIOBU CHOUTHS, BKIIOYUTEIIHO HHPAPKT HA MUOKapAa U
MO3BYHO-CH/IOB HHIIMJICHT. PHCKOBHUTE (hakTOpH 32 ChpICUHOCHI0BO 3a00siBaHe TPsOBA Aa ce
OIICHSIBAT PEIOBHO MO BpeMe Ha JieueHueTo cb¢ STELARA.

Yyecmeumennocm Kvm 1amexc

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

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

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

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

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

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

EnnoBpemMeHHa IMYHOCYNIpECHBHA TEPAIUs

[Tpu npoyuBaHust pu TIcOpUasUC He ca oleHsBaHu Oe3zomnacHocTTa U epukacHoctta HAa STELARA B
KOMOHMHAIHS ¢ HIMYHOCYIIPECOPH, BKIFOUUTEIHO OMOIOTHYHH POAYKTH MK (oToTepanus. [1pu
NPOYYBaHUS MPH NICOPUATUUEH apTPHUT, eAHOBpeMeHHaTa ynoTpeda Ha MTX He noBiusBa
6e3omacHoctTa U epukacHoctta Ha STELARA. B npoyuBanusra mpu 6osxect Ha Crohn u ynueposen
KOJIIT €JHOBPEMEHHATA yIoTpeda Ha IMYHOCYIIPECOPH WIN KOPTUKOCTEPOHIH M3TIIEXK I He
MoBIIKsABa Oe3omacHocTTa i eukacHocrra Ha STELARA. TpsaOBa 1a ce moaxoxaa ¢ IMOBUILIECHO
BHUMaHHE, KOTaTO ce 00CHXk/1a eTHOBPEMEHHATa 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

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

Cepro3uu KOKHH 3a00JISIBAHHUS

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

3a0o0ssaBaHysl, CBbP3aHU C JIYIYC

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

CrernmanHu MoIyJIalnn

Cmapuecka 8v3pacm (= 65 coounu)

B kmMHMYHKTE M3MUTBAHUS IPH 0100PEHUTE NTOKA3aHUs HE ce HaOIr01aBaT ChIIECTBCHH PAa3IUyHs B
e(uKacHOCTTa WM OE30MaCHOCTTA MPY MAIMEHTH Ha 65-TOAMIIHA BB3PACT U ITO-TOJIEMHU, KOUTO
nosydaBaT STELARA, B cpaBHEHME ¢ TIO-MJIa[i MAMEHTH. bpoAT Ha MallMEHTUTE HA BB3pacT

65 roguHM U Mo-TosieMu obaue He € T0CTaTh4eH, 3a Ja Ce ONPEIENH AajIH Ce MOBIHUIBAT PA3IMYHO OT
MO-MIIQJINTE MAHeHTH. Thi KaTo pa3npocTpaHeHHETO Ha MHQEKIIMU cpell cTapuecKara MOMyialus
KaTo IISUI0 € TIO-TONSAMO, JISUEHHETO TPY TAIlMEeHTH B cTapuecka Bh3pacT TpAOBa /ia ce mpuiara
BHUMATEIHO.

IomucopObar 80
Stelara ceabppxa 0,04 mg (90 mg/1,0 ml) mm 0,02 mg (45 mg/0,5 ml) mommucopdat 80 (E433) BbB

BCSIKa 71032, KOTO € ekBuBajieHTHA Ha 0,40 mg/ml. [lonucopbaTure Morar 1a NPUUUHAT aJleprUYHH
peaxuuu.
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4.5 BzauMmopneiicTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH U APYru GopMu Ha B3auMoJelicTBUE
JKusu BakcuHM He TpsiOBa na ce npuiarat eqHoBpeMeHHo cb¢ STELARA.

He ce mpenoppuBa nmpuiarane Ha >kuBU BakcwHM (kato BLJK BakcwHa) mpu KbpMadeTa, ¢ EKCIIO3HITHS
Ha ycTeknHyMmab in Utero, B mpoasKEHHE Ha JABAHAIECET Mecella ClIe PaKIaHETO HIIH JOKATO
CEpPYMHHUTE HUBA Ha YCTEKHMHYMa0 MpH KbPMAUeTO CIaJHAT M0 HUBOTO Ha JIETEKIUS (BXK. TOUKH 4.4 1
4.6). Axo e HaJIMIIe KaTeropuIHa KIMHUYHA IT0J13a 32 OTASITHOTO KhpMade, MOXKe Ja ¢€ OOMUCITH
MpHUjIaraHe Ha KUBa BaKCHHA B MTO-PAaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpyMHH HUBA Ha
yCcTeKnHyMao.

[Ipu papMakOKMHETUYHY aHAJIM3H Ha MOIyJNalsITa, HAIPaBEeHH B IpoyuBaHus (asa 3, e u3cienBan
e(eKTHT Ha Hal-4eCTO €THOBPEMEHHO MPHEMaHH JEKapCTBEHH MPOAYKTH MPU HALMEHTH C ICOPHA3HC
(BKJIFOUUTEHO M TIapaneTamolt, H0ynpogeH, aeTHICATUIINIOBA KUCEINHA, METQOPMUH,
aTOpPBACTAaTHH, JIEBOTHPOKCHH) BbPXY (hapMaKOKWHETHKATa Ha ycreknaymad. He ca mabiromaBanu
IPU3HAIM Ha B3aUMOJIEIICTBUE € T€3U €AHOBPEMEHHO IPUEMAHU JIEKapCTBeHH NpoayKTu. OCHOBa Ha
TO3M aHaNu3 € (HakThT, ue Hail-Manko 100 manuentu (> 5% oT u3cleABaHaTa MOMYJIalus) ca JICKyBaHU
€HOBPEMEHHO C T€3H JIEKaPCTBEHH NPOAYKTH pe3 noHe 90% oT nmepuosa Ha Ipoy4BaHETo.
®dapMaKkOKHHETHKATa Ha YCTEKHHYMa0 HE ce € MOBIHIa OT eIHOBpeMeHHarta yrorpeda Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPUH U IEPOPATHH KOPTUKOCTEPOUIH IIPH MAITUEHTH C
NICOpUATUYCH apTPHT, OostecT Ha Crohn wim yiepo3eH KOJIMT, WK OT MpeIIIeCTBaIla SeKCIO3UIINS Ha
antu-TNFa cpeacTBa, py MAMEHTH C ICOPUATHYEH apTPUT Wik 6osiect Ha Crohn, win ot
MpeIIecTBalla eKCIo3uIus Ha OMOJIOrMUHY JIEKAPCTBEHU NIPOAYKTH (T.€. aHnTu- 1 NFo cpencTsa u/ninu
BeA0IM3yMal) MPY MALUEHTH C YIEPO3CH KOIUT.

Pesynratute ot mpoyuBaHe in vitro u ot IIpoy4YBaHe Q)asa 1 npu y4yacTHULIM C aKTUBHA OoJsecT Ha
Crohn e npearnojgarat HE00XOAUMOCT OT aJlaliTUpaHe Ha J03aTa Ipu NalyMeHTH, KOMTO IOoJy4yaBaT
ennoBpemenHo CYP450 cyOctparu (Bxk. Touka 5.2).

[Tpu npoyuBaHust pU TICOpUA3UC He ca olieHsiBaHu Oe3zomnacHocTTa U epukacHoctta HAa STELARA B
KOMOWHAIINS C UMYHOCYTIPECOPH, BKITIOUUTEITHO OMOJIOTHYHY cpeficTBa i poToTepanus. [Ipu
NPOYYBaHUS NPH [ICOPUATUYUEH apTPHUT, €AHOBpeMeHHaTa ynotpeda Ha MTX He noBiusBa
6e3onacHoctTa 1 ehukacHoctra Ha STELARA B npoyuBanusita mpu 6osiect Ha Crohn u ynieposex
KOJIUT €ITHOBPEMEHHATA yoTpeda Ha IMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TIIekK/1a He
nosusiBa 6e3omacHocTTa Wik epukacHocrra Ha STELARA. (Bk. Touka 4.4).

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe
Kenu c nereponeH noTeHuran

JKenu ¢ neTepojieH noTeHMal TPSAOBa a U3M0I3BaT €PEKTUBHU METOIU Ha KOHTPAIICTIIIHS 110 BpeMe
Ha JIEYeHnEe U JI0 15 ceaMuIM ciie]t IeYEHUETO.

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

HU3BCCTCH N3XO0d, BKIIFOUHUTCIIHO IIOBCYC OT 450 ClIy4asd Ha 6p6M€HHOCT C CKCIIO3ULKA IPE3 IIbPBUSL
TPUMECTBP, HC MOKAa3BAT NOBUILICH PUCK OT I'OJICMU BPOJACHU Maﬂ(i)OpMaLII/II/I IIpy HOBOPOACHOTO.

IIpoy4uBaHMATA TIPH KUBOTHH HE TIOKA3BAT MPEKH UM HETIPEKU BpelHH ePEeKTH, CBhP3aHH C
OpeMEeHHOCTTa, eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAYKIAHETO WIH OCTHATAITHOTO pa3BUTHE (BXK.
Touka 5.3).

HannunusaT knuauyeH onut obave e orpannieH. Karo npeamnasHa mMsipka € 3a IpeanoynTaHe aa ce
n30srea ynorpebara Ha STELARA no Bpeme Ha OpeMEHHOCT.

Ycreknnymab mpeMuHaBa Mpe3 IIaleHTara i ce OTKPHBa B cepyMa Ha KbpMadeTa, pOJIeHH OT JKeHH,

JIeKyBaHH C YCTEKMHYMal 10 BpeMe Ha OpeMeHHOCTTa. KIIMHUYHOTO BBh3AEHCTBHE Ha TO3U (aKT HE €
U3BECTHO, HO PUCKBT OT MHPEKIHS MPH KbpMadeTa, C SKCIIO3HIIUS Ha yCTeKHHYyMa0 N Utero mMoxe na
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OBJ1e TOBHUIIICH clie]] pakaaHeTo. He ce mpemopruBa npuiiarane Ha »)uBH BakcuHM (kaTo BIK
BaKCHHA) MPH KbpMayeTa, C EKCIO3UIINS Ha YCTEKUHYyMa0 iN Utero, B mpob/DKCHUE Ha

JIBAaHAJICCET Mecella CIIe]] PaXIaHEeTO WU IOKATO CEPYMHHUTE HUBA HAa YCTEKHMHYMa0 NPpU KbpPMayeTo
CIa/IHAT TI0J] HUBOTO HA JETEKIUs (BK. TOUKH 4.4 1 4.5). AKO e HaJUIe KaTeropuyHa KIMHUYHA 110J13a
3a OTAETHOTO KbpMade, MOXKe Jla c€ OOMUCIY IpUJIaraHe Ha )KMBa BaKCHHA B TIO-PaHEH MOMEHT, aKo
HE Ce OTKPHBAT CEpyMHH HUBA Ha yCTEKHHYMa0.

Kwpmene
OrpaHudeHy TaHHU, yOJUKYBaHH B JIUTEPATypaTa, IOKA3BaT, Y€ YCTEKNHYMal ce eKCKpeTHpa B

YOBeIIKaTa KbpMa B MHOTO MaJIKU KoJIndecTBa. He € n3BeCcTHO Jaiu yCTeKHHYyMab ce abcopOupa
CHCTEMHO ciiest orbliiane. [Topaau moTeHIMaIa 3a POsiBa Ha HEXKETAH! JICKAPCTBEHN PEAKI[HH KbM
yCTeKHHYMal Npy KbpMadeTaTa, TpsOBa Jia ce B3eMe pellIieHHe JalH Jia ce MPEYCTaHOBH KbPMEHETO
10 BpEeMe Ha JIeUeHHEe 1 10 15 ceaMunu cies IeYeHHeTo, WK J1a Ce TIPEYCTAHOBH TePaIMsiTa ChC
STELARA, xaTo ce B3eMaT MpeBH/I 10JI3aTa OT KbPMEHETO 3a JETETO U MoJI3aTa OT TepanusiTa Che
STELARA 3a xenara.

DepTunurer
EdekrbT Ha ycTeknHymMad BbpXy (hepTHIMTETA IPU XOpa HE € OleHeH (BXK. Touka 5.3).

4.7 EdexTtn BbpXy cnoco0HOCTTA 32 modupaHe 1 padoTa ¢ MAIINHH

STELARA He moBivsiBa WM MOBJIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 32 ImodupaHe u padboTa ¢
MallluHH.

4.8 Hexenanu JeKkapcTBeHH peaKIHU

O06o6uienue Ha nmpoduna Ha 6e300aCHOCT

Haii-yecTure HexenaHu JIeKapcTBEHH peakuud (> 5%) B KOHTPOJIMPAHUTE MEPUON OT KIMHUIHUTE
IPOYYBaHMUS [IPU BH3PACTHH C ICOPUA3UC, IICOPUATHYCH apTPHT, Oonect Ha Crohn u yiepo3eH KoauT
¢ ycTeknHymab ca Ha3ohapuHTHUT U TiaBobosue. [ToBedeTo OT TAX ce cuMTaT 3a JISKU U HE Hajlarat
NpeKbCBaHe Ha MPOYYBAHOTO JieueHne. Hali-cepro3nara Hexenana JiekapCTBEHA PEakIiusl, KOsITO €
cpobmasana 3a STELARA, e cepro3Ha peakuys Ha CBPbXUYBCTBUTEIHOCT, BKIIFOUUTEIIHO
aHadunakcus (BX. Touka 4.4). O6uwmsT npoduia Ha 6€30MaCHOCT € Mo100eH MPU NALUEHTH C
TICOpPHA3NC, ICOPHATUYEH apTpuT, OonecT Ha Crohn ¥ yNnepo3eH KOJHT.

TabyuryeH CIMCHK Ha HEXKEIIAHUTE PEAKIIUU

JlanHuTe 3a 0€30MIACHOCT, MPEIOCTABEHU O-0IY, Ca TOJYUSHH CJIe/l EKCIIO3UIIMS Ha YCTEKUHYMa0
npy Bb3pacTHU B 14 npoyuBanus daza 2 u daza 3 npu 6 710 nauuentu (4 135 ¢ ncopuaszuc u/umm
ncopuatuueH aptpur, 1 749 ¢ 6osect Ha Crohn u 826 maruenTy ¢ yimepo3eH koiuT). ToBa BKIIIOYBA
excnio3unus Ha STELARA B KOHTPOJTUpaHUTE U HEKOHTPOJIUPAHUTE TIEPHOIN HA KIIMHUYHUTE
MIPOYYBAHUS MPH MAIMEHTH C IICOPHA3KC, TICOpHATHYEH apTpuT, 6ostecT Ha Crohn wnm yimeposeH
KOJIUT B IPOABIDKEHUE Ha Hail-Maiko 6 mecena (4 577 manueHTH) win rmoHe 1 roguHa

(3 648 narmenTn). 2 194 nanuenTty ¢ nicopuasuc, 6osect Ha Crohn wiaK yiepo3eH KOJUT ca ¢
€KCIO3UIMA 3a NoHe 4 roaunu, Jokaro 1 148 manmentu ¢ ncopuasuc wiu 6oaect Ha Crohn ca ¢
€KCIIO3UIIMSA 3a IIOHE 5 roAuHH.

B tabnuma 3 e mokazaH CIIUCHK ¢ HEXKENAHUTE JIEKAPCTBEHN PEAKIIUK OT KJIMHUYHU MPOYYBAHHS TIPU
BB3PACTHH C IICOPUA3KC, ICOPUATHIEH apTpuT, 6osect Ha Crohn u ¢ yiepo3eH KOJIMT, KaKTO U
HEXXEJIaHUTE PEaKLUK OT NOCTMapKeTHHToBarTa yrnorpeda. Hexxenanure peakuu ca kiacupuuupanu
110 CHUCTEMO-OpTaHHH KJIACOBE M YECTOTA ChIVIACHO ClieHaTa KOHBeHIus: MHoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Hewectn (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penxu (< 1/10 000), ¢ Hem3BecTHA YecTOTa (OT HAIMYHHUTE JJAHHU HE MOXe J1a ObJie HarpaBeHa
oueHka). IIpu Bcako rpynupane B 3aBUCUMOCT OT YECTOTaTa HEXKEJIAHUTE JIEKAPCTBEHH PEAKLIMH Ce
M30pOSIBAT B HU3XOJSII] PEJT TI0 OTHOIIEHHE HA TAXHATA CEPUO3HOCT.
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Tabnuya 3 Cnucvk na Hedxceranu peakyuu

Cl/ICTeMO'OpFaHHI/l
KJIaCOB¢E

Yecrora: Hexxesranu peakuuu

WNudexnun n uadecranuu

Uectu: uHbpEKIUS Ha TOPHATE AUXATCITHHU MBTHUINA, HA30(DapUHTUT,
CUHY3HT

Hewectu: nemynurt, neHTamau nHOEKINH, Xeprec 30CTep, HH)EKIHs
Ha JIOJIHUTE TUXATCIHH IbTHINA, BUPYCHU UH(EKIIUN HA TOPHUTE
JIUXaTEeJIHUA BTHUIIA, ByJIBOBarMHATHA MUKOTHYHA HH(DEKIIHS

Hapyuienust Ha uMyHHaTa
cucrema

HedecTn: peakiiui Ha CBPbXYyBCTBUTEITHOCT (BKIIFOUUTEITHO OOPHB,
ypTHKapusi)

Penxu: cepro3nu peakiuu Ha CBPbXYyBCTBUTEITHOCT (BKITFOUUTEITHO
aHa(uIaKCHsl, aHTHOEIEM)

[McuxuuHM HApYIICHHS

Heuectu: nenpecus

Hapyuienust Ha HepBHaTa
cucremMa

YecTu: 3aMaiiBate, 1i1aBooome
HeuecTu: nuuesa nmapanusa

PecnuparopHu, rpbaHu U
MeINaCTHHATHH
HapyILIEHUs

Uectu: opodapunreanna 60ika

Heuectu: HazanHa KOHrecTuUs

Penxu: anepruyeH anBeosuT, CO3MHOPUITHA TTHEBMOHUS
MHoOro peaku: opraHu3upana MHeBMOHUS

CromarHo-4peBHU
HapyIICHUs

Yecrtu: nuapusi, raJeHe, MoBpblIaHe

Hapymienus Ha koxaTa u
MOJKOKHATA ThKaH

UYectu: cppOex

Heuectu: myctynoseH rncopuasmc, eKconmanms Ha KoKaTa, akHe
Penxu: ekchonmatuBeH qepMaTuT, XUIIEPCEH3UTUBEH BACKYJIUT
Mmuoro peaku: Oyi03eH neMpuroua, KoxeH JIyIyc epuTeMaToIec

Hapymenus Ha MycKyJiHO-
CKeJIETHATa CUCTEMA U
ChEMHUTEHATA ThKaH

UYectn: 607KH B rbp0a, MUANTHS, apTPaITUs
MHOTrO0 peiKH: JIyIyc-110JI00eH CHHIIPOM

OO0 HapymeHus u
e(heKTH Ha MICTOTO Ha
NIPUIIOKEHUE

Uectu: ymopa, epuremMa Ha MSCTOTO Ha HHXKEKTUPaHe, 00IIKa Ha
MSICTOTO Ha WHXKEKTHPAHE

HeuecTu: peakiuu Ha MAICTOTO Ha MHXKEKTHPaHE (BKITIOUHUTEITHO
KPBBOH3IINB, XEMaTOM, BTBBP/ISBaHE, IOYBAaHE U ChpOEK), aCTEHUS

*

Bmxre Touka 4.4, CCTEMHH U PECITHPATOPHHU PEAKIIMU Ha CBPBXIYBCTBUTEIIHOCT.

Onucanue Ha U30paHu HEXKEJIaHU JICKAPCTBEHH PEAKIIMU

HNndexknnn

B mnane6o-koHTponrpany MPOy4YBaHUs MPH MAIMEHTH C TICOPUA3UC, ICOPHATHYEH apTPHUT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJIUT MPOLCHTHT Ha HHPEKIIMUTE WM CEPHO3HUTE HHDEKIMU € CXOJICH MPH
NalUeHTHTE, JEKYBaHH C YCTEKMHYMa0, U MPH JIeKyBaHHTE ¢ Tuiane0o. B minane6o-KoHTponupaHust
NIepUO/] Ha Te3H KJIMHWYHU MPOYYBaHMS YecToTara Ha uHdeknuuTe e 1,36 3a manueHTorouHa
npociieissBaHe MPH NalUeHTH, JIEKYBaHU ¢ YCTeKHHYMa0, U 1,34 — npu nanueHTH, JIEKyBaHH C
rtane6o. [losBunure ce cepno3nu nHdekuu ca ¢ yecrora ot 0,03 3a MaMEeHTOroAMHA MPOCTeIsBaHe
NIpY TIALMEHTH, JIeKyBaHH ¢ ycTekuayMad (30 cepro3nu undexunu 3a 930 nmanueHTorognHu
npocnensasane), 1 0,03 — npu nanyMeHTy, JIeKyBaHH ¢ 1iane0o (15 cepro3Hu HHPEKIUH 3a

434 maneHTOoroAMHY pocieasBaHe) (Bxk. Touka 4.4).

B koHTpOIHMpaHuTe U HEKOHTPOJIMPAHUTE MIEPUOIU HA KIMHUYHUTE TIPOYYBAHUSI ITPU TICOPUA3UC,
HicopHaTHy4eH apTpuT, 6osect Ha Crohn u ysmeposeH KoiuT, NpeACTaBIsBaLN
15 227 naumueHTOroAMHM eKCOo3ULMs ¢ ycTeKMHyMad rnpu 6 710 nanuenTH, MeuaHaTa Ha BpEMETO Ha
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npocneasasane € 1,2 rogunu; 1,7 roquHy 3a MPOy4YBaHUATA MPH 1copuasuc, 0,6 roguHu 3a
npoyuBaHusaTa npu 6osiect Ha Crohn u 2,3 roauHu 3a NPOYYBAHUATA C YIIIEPO3eH KOIHT. [IpOoLeHTHT
Ha uHbeknunuTe ¢ 0,85 3a marreHTOroAnHa MPOCIeAsIBaHe MPH MAIMEHTH, IEKYBaHU ¢ YCTEKUHYyMa0, a
MPOIIEHTHT Ha CepUO3HNTE HHPEKIMU TpH TsX € 0,02 3a manueHToroauHa mpocieaaBaHe

(289 cepro3um nHdpeknnu 3a 15 227 MalEHTOTOAMHH IIPOCIEAIBAHE) U ca JOKIaIBaHH CEPUO3HU
WH(EKIMY, BKIIFOYUTEITHO THEBMOHHS, aHAJIEH a0cIiec, IENYJIUT, JUBEPTUKYIIUT, TACTPOCHTEPUT U
BUPYCHU HH(EKITHH.

B mpoBeneH KITMHUYHY TPOYYBAHUSI MAIIMEHTH C JIATCHTHA TYOCepKyJ03a, KOUTO ca OHIIH
€IHOBPEMEHHO JICKYBaHH C U30HMA3U/1, HE Ca Pa3BUIIN TYOEpKyJI03a.

3rmoKayecTBEHHU 3a00ISIBAaHHS

B mmane60-KoHTpoIMpaHus epHoj Ha KITMHUYHH TPOYYBaHUsl IPH TICOPUA3UC, ICOPHATHYECH apTPHT,
6onect Ha Crohn u ymiepo3eH KOJIHUT YecToTaTa Ha 3JI0Ka4eCTBEHHUTE 3a00JIIBaHUS, C U3KIIFOUCHUE HA
HEMeJTaHOMEH pak Ha Koxata, ¢ 0,11 3a 100 marueHToroIuHy IpocieasiBaHe Py TAIlUeHTH,
nexyBaHu ¢ ycreknHyma0 (1 mamueHT 3a 929 nanueHTOoroIMHMU npocienssane) B cpaBHenwue ¢ 0,23
MIPH MAIUCHTUTE, JICKyBaHU ¢ Twiane6o (1 mamueHT 3a 434 NalMeHTOroIMHYU MPOCCIsIBaHe).
UYecToTata Ha HEMeJIaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHY NpOoCIEasiBaHe 3a
TAIMEHTHTE, JIEKyBaHH C yCTeKHHYyMa0 (4 manueHTH 3a 929 nanueHTOoroJuHH MPOCieIsIBaHe) B
cpaBHenue ¢ 0,46 npu MalueHTHTe, JICKYBaHH ¢ Tuiane6o (2 naruenTy 3a 433 naiueHTOroIMHu
npociieisIBaHe).

B kOoHTpONMpaHnuTe U HEKOHTPOJIMPAHUTE TIEPUOAH HA KITUHUYHHUTE IPOYYBAHUS TIPU TICOPHA3HC,
NICOpUATHYCH apTpHT, OostecT Ha Crohn u yiepo3eH KOIHT, MpeACTaBIsIBAIIN

15 205 nanueHTOroIMHN eKCIIO3UITUs ¢ ycTeKuHyMab mpu 6 710 nanueHTH, MeanaTa Ha BpeMeTo Ha
npocnensBane € 1,2 roguna; 1,7 rolMHu 3a Npoy4YBaHUsATa IpH rcopuasuc, 0,6 ronuHu 3a
npoyuBanusTa npu 6onect Ha Crohn u 2,3 ToauHU 3a IPOYYBAHUITA C YIIIEPO3CH KOJIHUT.
3nokauecTBEHH 3a00SIBaHUS, C M3KITIOUCHHE HA HEMETaHOMEH paK Ha KoXKaTa, ca JOKJIaJBaH! IpH

76 manmenTH 3a 15 205 manmenToroauan Ha npocneasBane (dectora ot 0,50 Ha 100 manueHTOTOMHI
Ha MPOCJIeAsBaHe MPH MAIMEHTH JIEKYBaHH ¢ ycTeKHnHyMa0). Te3u cinydan Ha 3710KadeCTBEHH
3a00JIsIBaHUS, CHOOIICHN TIPH MAIIMEHTH, JICKYBaHU C YCTEKHHYMa0, ca CpPaBHUMHU C OYaKBaHUTE
cilydad B oOmiara nomyanus (craHaapTu3upaH koepuureHT Ha yectora = 0,94 [95% noseputeneH
unTepsain: 0,73, 1,18], kopurupas 3a Bb3pacT, 1o u paca). Hait-yecto HaOmro1aBaHuTe
37I0Ka4eCTBEHH 3a00ISIBAHUS, PA3TUYHU OT HEMEIAHOMHUS KapIIUHOM Ha KOXKarTa, ca KapIMHOM Ha
npocTaTara, MeIaHOM, KOJOPEKTAJIEH KapLHOM U KapLMHOM Ha repaarta. CiaydyanTte Ha HEMEJIaHOMEH
KapUUHOM Ha kokarta ca 0,46 Ha 100 naueHTOroAMHU Ha NPOCieAsiBaHE NPU MAUEHTH, JICKYBaHU C
ycreknayMab (69 manmenTn 3a 15 165 nanmenToronuHu Ha npocieassane). CbOTHOIIEHHETO Ha
MAIMeHTH ¢ 6a3aJICH CIIPSMO CKBAMO3HOKIIETHUCH KaplIMHOM Ha Kokarta (3:1) e cpaBHUMO ChC
CHOTHOIIIEHHETO B 00IaTa nomyJamnus (Bx. Touka 4.4).

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

Ileduampuuna nonynayus

IlenuatpuyHy nanyeHTy Ha 6 TOJUHU U MO-TOJIEMH C IIAKOB IICOPHA3HC

be3onacHocTTa Ha ycTeknHyMab € nmpoydyeHa B JiBe poyuBaHus (aza 3 IpH MeAuaTpUIHH MaIUeHTH C
YMEpEH JI0 TeXbBK IITaKkoB ncopuasuc. [IspBoTo npoyusane e npu 110 marmenTn Ha BB3pacT ot 12 10
17 roguHm, NeKyBaHH B Ipoab/DKeHUE Ha 60 ceMUIIM, a BTOPOTO IpOyUBaHe € NpH 44 mauueHTy Ha
BB3pact oT 6 10 11 rogunu, TeKyBaHH B MPOILIDKeHHUE HA 56 ceamuIu. KaTo 1msuto crobmennTe
He)XeJlaH! CHOWTHS B T€3H JIBE IPOYUYBAHU C JaHHU 3a Oe30macHoCT A0 1 roanHa ca mogoOHH Ha
Te3H, HaOJII01aBaH! B PEAMIIIHN IPOYYBAHUSI [IPU BB3PACTHU C IUIAKOB IICOPHA3HC.

Cpo011aBaHe Ha HOA03MPAHN HEXKEIAHNU DEAKIINHU
Cp0o011aBaHEeTO Ha MOI03UPAHU HEXKEIIAHU PEaKIIUHU ClIe] pa3pelaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaKHO. TOBa IMO3BOJISIBA Ja PO IBIDKH HAOIIOICHUETO Ha ChOTHOIICHUETO IOJI33/PUCK 32
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JeKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIIEIHAINCTH C€ M3MCKBA Ja ChOOIIaBaT BCAKA
NOI03MpaHa HeKEJIaHa PeaKIys Yype3 HaIl[MOHAIHATa CHCTEMa 3a ChOOIIaBaHe B!
W3nbHATENHA areHnus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg
4.9 TIlpemo3mpane

Enuangaan no3u no 6 mg/kg ca mpunaraHu HHTPaBEHO3HO B KIIMHUYHU MPOYYBAHUS Oe3
OrpaHMYaBalla Jj03aTa TOKCHYHOCT. B ciydaii Ha mpemo3upane ce nmpenopbyuBa MaueHTUTE /1A ce
HaOJIroaBaT 3a MpU3HAIM WM CHMITOMH Ha HEXEJIaHU peaklMy 1 He3a0aBHO Aa ce MPUIOKU
HOAXOASAIIO CUMIITOMATHYHO JICUCHHE.

5.  ®APMAKOJOI'MYHU CBOVCTBA
5.1 d@apmakonMHAMHYHU CBOIiCTBa

®dapmakoTepaneBTHYHA Tpymna: UmyHocynpecopu, nHxuOuTOpH Ha nHTepineBkuHa, ATC xox:
LO4ACO5

MexaHHU3bM Ha JICHCTBHE

Yereknaymab e n3isuio yoBentko [gG 1k MOHOKIIOHATHO aHTHTSIIO0, KOETO Ce CBBP3Ba ChC
cnenrn(UIHOCT KbM 001aTa NpoTenHoBa cydeannuna p40 Ha YOBEIIKK UTOKMHN HHTepiaeBKuH (IL)-
12 u IL-23. YcreknnyMab noTrcka OnoakTHBHOCTTA Ha yoBemikute 1L-12 u IL-23, karo
npenoTBpatsaBa cBbp3BaneTo Ha P40 ¢ IL-12RB1 penenTopen mpoTenH, pa3noiaokKeH Ha TOBFPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKMHYyMab He Moxke J1a ce cBbpike ¢ I1L-12 umu ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 peuentopu mo kieThYHaTa MOBHPXHOCT. CIEI0BATEHO € MAIKO BEPOSATHO
YCTEKHHYMab Ja yyacTBa B KOMIUIEMEHT- WJIM aHTUTSUIO-MEeIMUpaHaTa IUTOTOKCUYHOCT Ha KJICTKUTE
¢ peuenTopu 3a IL-12 w/umm IL-23. 1L-12 u IL-23 ca xeTepoIuMepHHU IIUTOKUHHU, CEKPETUPAHHU OT
AKTUBHPAHH aHTUTEH-TIPEJICTABAIIN KIJICTKH, HAITpUMep Makpodaru u IeHIPUTHH KICTKA U JIBaTa
UTOKMHA yyacTBaT B UMyHHHUTE QyHKIUK; IL-12 cTtumynupa ecrectBenuTe kinetku youiinu (NK) u
npenusBukBa nudepennuanysata Ha CD4 + T xnerkure kM T 1 xenmepen (Thl) penorumn, 1L.-23
uanynupa ets Ha T 17 xenmnepute (Th17). AGHopMHara perynanust Ha [L-12 u IL-23 obaye ce
CBBP3Ba C UMYHHOMEIMUPAHU 3200 IsIBaHIsI KaTO TICOPUA3KC, IICOPHATHYEH apTpuT, 6osect Ha Crohn
Y YJLEPO3€H KOJHUT.

Upes cepp3Bane Ha obmata cyoenunnna p40 na [L-12 u IL-23, ycreknnyMad Moxe Jja OKa3Ba CBOUTE
KIMHAYHE e(DeKTH MPU MCOpHa3uc, MCOpUaTHICH apTpuT, 6oaecT Ha Crohn u yiepo3eH KOIuT upes3
npexbcBane Ha mpTHIIATa Ha Th1l 1 Th17 nuroknHM, KOUTO ca B OCHOBATa HA MMATOJIOTHATA HA TE3H
3a00JIsIBaHUSI.

[Ipu nauuenTu c 6onect Ha Crohn JiedeHNETO ¢ YCTEKMHYMa0 BOU /10 HAMaJIeHHUE Ha
BB3NATUTEITHATE MapKepH, BKIrounTenHo C-peaktuBeH npotenH (CRP) u ekanen kanmpoTeKTrH 1o
BpeMe Ha MHIYKIIMOHHATA (pa3a, KOETO CJie]] TOBa CE MOIIbpKa Mpe3 1suiaTa moaabpxamia ¢asa. CRP
€ OLICHEH 110 BpeMe Ha NMPOABDKEHUETO Ha MPOYYBAHETO M HaMaJIeHUsATa, HaOM0JaBaHu 110 BpeMe Ha
nojabpxamara ¢asa, OOMKHOBEHO ce€ 3ama3Bat A0 252 ceaMuua.

[pu nanueHTH ¢ yIIepo3eH KOIUT JICUCHUETO ¢ YCTEKHHYMa0 BOIM JI0 HAMAJICHHE Ha
BB3NATUTECTHUTE MapkepH, BKIrounTeaHo CRP u (hexaneH KaTmpoTEeKTHH MO BpeMe Ha
UHIYKIIMOHHATA (ha3a, KOeTo ce MOoJUIbprKa Mpe3 IisiIata morbpikaiia (hasa u mpoab/HKEHHETO Ha
npoyuBaneTo 10 ceamuiia 200.
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NmyHuzanmu
ITo BpeMe Ha IBIATOCPOUHOTO MPOABIDKEHNE Ha TipoyuBaHe mmpu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE MAIMEHTH, JIeKyBaHu cb¢ STELARA 3a Hali-manko 3,5 roaunu, ca Aaayd aHTUTSIIO-
OTrOBOPH HA MTHEBMOKOKOBH IMOJIM3aXapUIHN BAKCUHH U BAKCUHU CPEILY TETaHyC, CXOJHU C T€3U MPHU
KOHTPOJIHATA TPpyTa MalueHTH, TTOTyJYaBalld HECHCTEMHO JiedeHre Ha Ticoprasuc. CXo/ieH MPOIEHT OT
BB3pACTHATE MalMeHTH, JeKyBaHu cbc STELARA u Te3u B KOHTpOJHATa TpyTIa, ca Pa3BUIIH 3aIUTHH
HHBA HAa aHTUITHEBMOKOKOBH U aHTUTETAHUYHU aHTUTENA, U TUTPUTE HA aHTUTENIATa UM Ca CXOJHHU.

Kinnununa edhukacHoCT

I1nakoB ncopuasuc (Bb3PACTHH NAIIMEHTH)

be3onacHocTTa U ehukacHOCTTa Ha ycTeKUHYMab ca orieHeHu npH 1 996 maruieHTr B

JIBE PaHIOMHU3UPAHH, JBOIHO-CIICIIH, TUIAIe00 KOHTPOIUPAHH IPOYYBAHUS IPH MAIIUEHTH C YMEPEH
JI0 T&KBK IUIAKOB MCOPUA3KC, KAHAUAATH 32 (hoToTepanus win cucteMHa tepanus. OCBeH TOBa B €THO
PaHIOMU3UPAHO, AKTUBHO KOHTPOJIMPAHO MTPOYUIBAHE ChC 3aCIIENEH OLICHUTEIN € CPAaBHEHO JIeHCTBHETO
Ha yCTeKHHYMal M eTaHepLeNnT IPH NalMeHTH ¢ YMEPEH [0 TeKBK IIaKOB MICOPUA3HC, KOUTO HE ca ce
TIMOBJIMAIN, ITPOABUIIN Ca HCTIOHOCUMOCT WJIM Ca UMaJIU ITPOTUBOIIOKA3aHNE KbM ITUKIIOCIIOPHH, MTX
i [TYBA Tepamnus.

B npoyusane npu nicopuazuc 1 (PHOENIX 1) ca onenenn 766 nauueHtu. 53% ot T4x He ca ce
TIOBJIMSUTH, TIPOSIBIIIN Ca HETOHOCUMOCT HMJIM €4 UMAJIM MPOTHUBOIOKA3aHUE KbM JIpyra CUCTEMHA
tepanus. [launenture, panaoMHU3UpaHHy 3a JICYEHHE C YCTEKMHYMa0, ca pueny 1034 oT 45 mg nin
90 mg B cenmuiy 0 ¥ 4 1 ca IPOIBJDKWIN Jia IPUEMAT ChIaTa 032 Ha BCEKU 12 CeIMUIIH.
[MaumenTHTE, paHIOMU3UPAHH 32 JIeueHHe ¢ mianedo B ceamuiy 0 u 4, ca peMHUHAIN KbM JICUCHHE C
ycTekuayMab (45 mg mwu 90 mg) B cenmuru 12 u 16, cnex KoeTo ca MpOoIbIIKIIN 1a TTpUeMaT
chlIaTa 103a Ha Bcekd 12 ceaqmuuu. [lanyenTy, MbpBOHAYATHO PAHAOMU3ZUPAHU 32 JICUCHHE C
yCTeKHHYMa0, KOUTO ca JOCTHTHAJIM HUBO Ha MOBJHsIBaHE 75 MO WHIAEKCA 3a 00JIacT U TeXecT Ha
nicopuasuc (PASI) (monodpenne o PASI ot munumym 75% B cpaBHEHHE C U3XOHHUTE CTOHHOCTH) B
ceamunu 28 u 40, ca MOBTOPHO paHIOMU3HMPAHH 32 JIeUeHUe ¢ yCTeKnHyMa0 Ha BceKH 12 ceqmunm
WM ¢ Ttane6o (T.e. OTTerNsiHe OT TepanusTa). [lanuenTuTe, MOBTOPHO PaHIOMU3UPAHH 32 JICYEHHUE C
rtane6o B cenmuiia 40, ca Bp3o0HOBIH Tepanusta cb¢ STELARA B mbpBOHaua HaTa cH cxema Ha
Jo3upane, cien karo nmogpodpenuero uM o PASI B cemmuna 40 e Hamansiio ¢ muaumyMm 50%. Benaku
NAIMEHTH ca MIPOCIIEICHH 3a IepHo 10 76 CeAMHUIM Cle]] ITbPBOTO NMPHJIOKEHUE HA U3CIIEABAHOTO
JIeYeHue.

B npoyusasne npu ncopuazuc 2 (PHOENIX 2) ca ouenenn 1 230 nauuentu. 61% oT TsX He ca ce
TIOBJIMSUTH, TIPOSIBIJIA Ca4 HEMTOHOCHMOCT HJIA Ca UMAJIH MPOTHBOIIOKA3aHUE KBM JPYyTa CUCTEMHA
tepanus. [lariMeHTUTe, paHIOMHU3UPAHH 3a JICYCHUE ¢ YCTEKMHYMa0, ca MPHUeIH 1034 OT 45 My wiu
90 mg B cemmuru 0 1 4, MocIieABaHA OT JAOITBIHUTEINHA 1032 B cenmuna 16. [lammenture,
paHIOMH3UPAHH 3a JIedeHue ¢ miare6o B ceamui 0 u 4, ca mpeMUHAINA KbM JISYCHHUE C YCTEKUHYyMa0
(45 mg nu 90 mg) B ceamury 12 1 16. Bcruku marpieHTy ca MPOCIIeAeHH 3a MEPHOT 10 52 CEIMUITN
CJIe]l TBPBOTO MPHIIOKEHUE HA N3CIIEIBAHOTO JICUCHHE.

B mpoyusane npu nicopuasuc 3 (ACCEPT) ca onienenn 903 mareHTy ¢ yMEpeH 0 TeXBK IICOpHa3HC,
KOHTO HE Ca Ce MOBJIHUIN, IPOSIBUIM Ca HETOHOCUMOCT HMJIM Ca UMaJIM MPOTHUBOIIOKA3aHUE KbM JIpyra
cucteMHa Tepanusi. CpaBHeHa € e()UKaCHOCTTa Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEPLEIIT U € OLleHeHa
Oe3o0macHOCTTa HA YCTEKHMHYMa0 u etanepient. [1o Bpeme Ha 12-ceMUYHATa aKTUBHO KOHTPOJIMPAHA
YacT OT MPOYYBAHETO MAI[UEHTUTE Ca PAaHJOMH3HUPAHH Ja mpuemat eraHepuent (50 mg 1Ba NbTH
CeIMUYHO), ycTeknHyMab 45 mg B ceqmunu 0 u 4 mwin ycrekuaymad 90 mg B ceamunu 0 u 4.

M3xonHnTe XapaKTepUCTUKH Ha 3a00JsIBAaHETO ca MPHUHIIUITHO MOCTIEI0BATEIHN BbB BCHUKH TPYNH Ha
JIeYeHHUe B Ipoy4BaHe Npu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHo HUBO OT 17 110 18,
¢ MeJMaHa Ha TeJiecHa MoBbpXxHOCT (BSA) Ha m3xomHO HUBO > 20 ¥ ¢ MEeIMaHa Ha IEPMAaTOJIOrHYCH
nHEKC 3a kadecTBO Ha kuBOT (DLQI) B rparnnute ot 10 10 12. bimszo exna tpera (IpoydBane npu
nicopuasuc 1) u egHa 4eTBBPT (IpOyUYBaHE MPH IICOPHA3UC 2) OT MAIMEHTUTE UMaT IICOPUATHICH
aptpurt (PsA). [lonobna Texkect Ha 3a0onaBaHeTO ce HaOMI01aBa U IpU MPOYYBaHE IPH MCOpHa3Hc 3.
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[IppBUYHATA KpaifHA TOYKA B TE3U IPOYUBAHUSI € ChOTHOLICHUETO HA TAIMEHTUTE, JOCTUTHAIA HIUBO
Ha noBymsiBaHe 110 PASI 75 cripssMo M3X0IHHUTE CTOMHOCTH B ceamura 12 (Bxk. Tabmui 4 u 5).

Tabruya 4. Obobwenue na kiuHuyHomo nosiusasane 6 npoyusane npu ncopuaszuc 1 (PHOENIX 1) u

npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cenmura 12

2 no3u (ceamuria 0 u ceamuna 4)

Cenmura 28
3 mo3u (ceamuria O,
cenmuiia 4 u ceamuna 16)

[Tnane6o

45 mg

90 mg

45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1

bpoit
paHIOMHU3UPAHU
MaLUEHTU

255

255

256

250 243

IloBnusBane o
PASI 50, 6p. (%)

26 (10%)

213 (84%)2

220 (86%) 2

228 (91%) | 234 (96%)

IToBnusiBaHe Mo
PASI 75, 6p. (%)

8 (3%)

171 (67%)?

170 (66%) ®

178 (71%) | 191 (79%)

IloBnusBane 1o
PASI 90, 6p. (%)

5 (2%)

106 (42%)

94 (37%)

123 (49%) | 135 (56%)

OOJI° 3a u3uncTeHn

WM MUHUMAJTHH, Op.

(%)

10 (4%)

151 (59%) ®

156 (619%)

146 (58%) | 160 (66%)

Bpoii nanmenTn
<100 kg

166

168

164

164 153

IloBnusBane o
PASI 75, 6p. (%)

6 (4%)

124 (74%)

107 (65%)

130 (79%) | 124 (81%)

Bpoii nanmenTn
> 100 kg

89

87

92

86 90

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

2 (2%)

47 (54%)

63 (68%)

48 (56%) 67 (74%)

IIpoyuBane npu
TMCOPHA3HC 2

Bpoit
paHIOMHU3UPAHU
MAUEHTH

410

409

411

397 400

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

41 (10%)

342 (84%)

367 (89%)®

369 (93%) | 380 (95%)

IloBnusiBaHe mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)®

311 (76%)*

276 (70%) | 314 (79%)

IloBnusBane 1o
PASI 90, 6p. (%)

3 (1%)

173 (42%)

209 (51%)

178 (45%) | 217 (54%)

OOJI° 3a u3uncTeHn

WJIM MUHUMAIHH, Op.

(%)

18(4%)

277 (68%)®

300 (73%)®

241 (61%) | 279 (70%)

Bpoit nanuenTn
<100 kg

290

297

289

287 280

TToBnusaBane mo
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%) | 226 (81%)

Bpoit nanuenTn
> 100 kg

120

112

121

110 119

TToBausaBane mo
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%) 88 (74%)

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

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
Etanepnent Ycrexknaymad
24 no3u 2 nosu (cemmuna 0 u ceaqmuna 4)
(50 mg aBa mbTH 45 mg 90 mg
CEJMHYHO)
Bpoii paHIOMH3UPAHU MALUCHTH 347 209 347
[MosnusiBane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)?
[ToenusiBane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)?
[MosnusiBane mo PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a U3YUCTEHN WIH o os\e o\
suHIMaTHH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii marmentu < 100 kg 251 151 244
gz;mmBaHe no PASITS, op. 154 (61%) 109 (72%) 189 (77%)
Bpoii nanmentu > 100 kg 96 58 103
g/;);antaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

a

0

p < 0,001 3a ycrekunymab 45 mg min 90 mg B cpaBHEHHE C €TAHEPIICTIT.
p = 0,012 3a ycrexknaymab 45 mg B CpaBHEHHE C €TaHEPLENT.

B nmpoyuBane npu ncopuasuc 1 nogabpxanero Ha PASI 75 e 3HaunTeTIHO MO-BUCOKO MPH
MPOABIDKUTEITHO JISUCHNE, B CPaBHEHHE ¢ TOBa Npu oTTeriisiHe oT Jeuenuneto (p < 0,001). [TomoOHM
pes3yiaTaTi ce HaOMI0AaBaT MpH BCsKa f03a yerekuHymad. Ha 1°*™ roguna (ceamuna 52) 89% ot
MAIMEeHTHTE, TOBTOPHO PAHIOMHU3HUPAHH 3a MOATBPIKAIIO0 JIeUeHue, ca ce noBnusian no PASI 75, B
cpaBHEHUE ¢ 63% OT MalMEHTHUTE, IOBTOPHO PaHIOMH3HPAHH 3a Iane0o (OTTErJIsTHE OT JICYSHUETO)
(p <0,001). Ha 18™ mecerr (ceamuiia 76) 84% OT maleHTUTE, MOBTOPHO PAHIOMHU3HPAHU 32
MOIBPIKAIIOo JIedeHue, ca ce moiusuin o PASI 75, B cpaBHenue ¢ 19% oT manuieHTUTE, TOBTOPHO
paHIOMH3UpPaHH 3a TUIanebo (oTTersHe ot jgeueHuero). Ha 3™ roguna (ceqmuna 148), 82% ot
MAalUEHTUTE, HOBTOPHO PAaHAOMU3UPAHU 33 MOAbPKALIO JIeUeHue, ca ce nopiausuiu no PASI 75. Ha
5-ta ropuna (ceqmuia 244) 80% ot manueHTuTe, MOBTOPHO PaHAOMU3UPAHN Ha MOABPIKAIIO JICUCHHE,
ca ce mosnusin mo PASI 75.

[Tpu manueHTUTE, MTOBTOPHO PAHIOMHU3UPAHH 3a TIae00, KOUTO OTHOBO Ca MPEMUHAITNA KbM
II'bPBOHAYAIHATA CH CXeMa Ha JICYCHHE C YCTEKHHYMa0 cien 3arybara Ha > 50% mompoOpeHue mo
PASI, 85% ca Bp3cTanoBmim noBiusiBaHeTo mo PASI 75 B pamkute Ha 12 ceamuim ciex
BBH300HOBSIBAHE HA TEPAITUSATA.

B npoyuBane npu nicopuasuc 1 B ceamuiia 2 u cenmuna 12 ce HaOII0JaBa 3HAYUTEITHO TTOA00peHNE
crpsiMo u3xoaHuTe cToitHOCTH Ha DLQI BBB BCsKa OT TpynuTe Ha JeUeHUE ¢ yCTeKHHyMal B
cpasreHue c manebo. [lomodpennero ce 3anmaspa go cenmuia 28. [lomoOHO 3HAUMTETHO TOOOpEHHE
ce Ha0Jr0/1aBa B IPOYyYBaHe MpH rcopuasuc 2 B ceamuiy 4 u 12, koeto ce 3ana3sa 0 ceamuia 24. B
Mpoy4YBaHe MpH Icopraszuc | mogoOpeHusITa B HOKBTHHUS TICOPHA3UC (MHIEKC 32 TEXKECTTa Ha HOKBTEH
TICOpHUA3MC), B 00II1aTa OlleHKa Ha PU3UIECKOTO U €eMOITMOHAITHOTO ChCcTOsTHUE 110 SF-36 1 BBB
BH3YyaJTHO-aHAJIOTOBATa CKaja 3a OmpeesTHe Ha CTOMHOCTTa Ha 6onkaTa nipu chpoex (VAS) cwiro ca
3HAYUTEIIHU MPH BCSAKA TPyIa Ha JieueHrne ¢ ycTeKnHyMal B cpaBHEeHHe ¢ Tuiane6o. B npoyusane npu
rcopuasuc 2 KIMHAYHATA CKaja 3a TpeBoxkHOCT u faenpecus (HADS) u BRIIPOCHUKBT 32 pabOTHH
orpanmderus (WLQ) chIo moka3BaT 3HAYUTEITHO TI0I0OpEHNE BBB BCAKA OT TPYIUTE HA JICYCHHE C
yCTeKnHYMal B CpaBHEHUE ¢ TU1areo.

IIcopuatnuen aprpur (PSA) (Bb3pacTHU HAIIMEHTH)

Jloka3zaHo e, 4ye yCTeKuHyMa0 1moo0psaBa MPU3HALIUTE U CUMITOMUTE, (PU3HMYECKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA )KMBOT M HaAMaJIsIBa CTEIICHTA Ha IPOrPecus Ha MepuUQepHOTO
CTaBHO yBpEX/IaHE NIPU BH3PACTHU MMALMEHTH C aKTUBEH PsA.
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be3omnacHocTTa 1 ehMKacCHOCTTA Ha YCTEKMHYMa0 ca OICHeHH IIpy 927 MallueHTH B JBE
paHIOMHU3UPAHH, TBOHHOCIEIH, IAe00-KOHTPOIMPAHH TPOYYBaHUS IPU MAIIUEHTH ¢ aKTHBEH PSA
(> 5 noxyTy cTaBu U > 5 OOJNIE3HCHH CTaBH) BBIIPEKH yIIOTpeOaTa Ha HECTSPOUHH
npotuBopb3nanuTentu cpeacrsa (HCIIBC) wiu momuduimpariu 60aecTTa aHTUPSBMATOUTHH
nekapctBa (DMARD). IlatmenTuTe B TE31 MpOyYBaHUS ca MMAIIM TIOCTaBeHa uarno3a PsA Haii-
MaJIKo OT 6 Mecera. BkirroueHu ca ManieHTy ¢ BCSIKaKbB MOATHIT Ha PSA, BKITFOUNTEITHO
MOJIMAPTUKYJIAPEH apTPUT Oe3 JaHHU 32 PEeBMATOUIHU Bb3IHU (39%), CHOHIWINT ¢ iepudepeH apTpuT
(28%), acumerpuuer nepudeper aptpur (21%), ¢ yuactre Ha TucTaiHa HHTEpQaIaHTrea Ha CTaBa
(12%) n naBammuauzupamny aptput (0,5%). Hax 70% u 40% oT manmeHTHTE B IBETE MPOYUIBAHUS Ca
UMaJIA ChOTBETHO €HTE3UT U JIAKTHIIUT Ha U3X0AHO HUBO. [lanneHTuTe ca paHI0MU3MpaHu Ja
MOJTy4aT JIeYeHue ¢ ycrekuaymao 45 mg, 90 mg, wiu miane6o noakoxxHo Ha cenmuii 0 u 4,
MOCIIe/IBAHM OT Tipuiiarane Ha Bceku 12 cenmuitu (q12w). [Ipubmmsurenno 50% ot manueHTHTE ca
MPOABIDKHIIIY Ha ocTosiHHA 1032 MTX (< 25 mg/cenmuria).

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

Tpusnayu u cumnmomu

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

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

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

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

bpoii nayuenmu c

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

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

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

otrosop, N (%)

Bpoii nauuenTH

<100 kg 154 153 154 74 74 73

ACR 20
ortrosop, N (%)

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

PASI 75
otrosop, N (%)
Bpoii nannenTu

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

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

bpoii nayuenmu c

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

2 p<0,001

® p<0,05

" p=NS

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

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

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

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

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

Paouoepagpcxu omeosop

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

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

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

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

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

[lenuaTpuyHa nONyays

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

IInakos ncopuasuc npu neouampuiHyu nayueHmu

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

Tayuenmu 6 onowecka ev3pacm (12-17 200unu)

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

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

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

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

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

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

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

p < 0,001
0

Ceavmuna 12 Ceamuiia 52
Iate6o [IpenopbunTtenna [IpenopbunTtenna
no03a Ycrekuaymad | jmo3a YCTeKHHyMao
N (%) N (%) N (%)
PangoMu3upaHu MalueHTH 37 36 35
PGA
PGA na uzunctenu (0) nnn 2 (5,4%) 25 (69,4%)" 20 (57,1%)
MuHUManHU (1)
PGA na uzuncrenu (0) 1(2,7%) 17 (47,2%)? 13 (37,1%)
PASI
PASI 75 pecrionaepu 4 (10,8%) 29 (80,6%)? 28 (80,0%)
PASI 90 pecrionepu 2 (5,4%) 22 (61,1%)* 23 (65,7%)
PASI 100 pecionnepu 1(2,7%) 14 (38,9%)? 13 (37,1%)
CDLQI
CDLQI ot 0 unnm 1° 6 (16,2%) | 18 (50,0%)" 20 (57,1%)
PedsQL
IIpomsiHa cipssMO U3XOIHO
HUBO 3,35 (10,04) 8,03 (10,44)* 7,26 (10,92)
Cpemno (SD)"

CDLQI: CDLQI e nepmaTosioriyeH HHCTPYMEHT 3a U3MEpBaHE Ha eekTa Ha KOXKHUS MPOOIIEM BbPXY CBBP3aHOTO

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

Ka4eCTBOTO Ha )XHUBOT HaA JACTCTO.

P p=0,002

A p=0,028

PedsQL: PedsQL e obmia ckana 3a m3MepBaHe Ha CBBP3aHOTO ChC 3APABETO Ka4eCTBO Ha )KUBOT, pa3paboTeHa 3a
ynoTpeda B MmoImyanyuuTe Ha Aela U I0HOMmH. 3a mianebo rpynara Ha ceamuna 12, N = 36

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

leuya (6-11 co0unu)

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

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

Bceku 12 cenmumu (q12w).

TTanmentu ¢ PASI > 12, PGA > 3 u cbc 3acernara BSA naii-manko 10%, KOUTO ca KaHIUIATH 3a
CUCTEMHa Teparus win GoToTepanus, ca Oy MOoIXOAAIH 3a IpoyuBaHeTo. [Ipudnusurento 43% ot
MAIMEHTUTE UMAT IPE/IIeCTRAIla EKCITO3UIMS Ha KOHBSHIIMOHAJIHA CHCTEMHA Teparus Wik
¢dorotepanus. [IpubnusurenHo 5% OT MAMEHTUTE UMAT MPEANISCTBAIA €KCTIO3UIUS Ha OMOJIOTUYHU

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

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

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

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

Cenmumna 12 Cenmuna 52
IIpenoppruntenna gosa [Ipenoppruntenna go3a
YCTEKMHYMa0 YCTEKHHYMa0
N (%) N (%)
BxkiaroueHu manueHTH 44 41
PGA
PGA na m3uncrenn (0) nam 34 (77,3%) 31 (75,6%)
muanManau (1)
PGA na u3uucrenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pectiornepu 37 (84,1%) 36 (87,8%)
PASI 90 pectioniepu 28 (63,6%) 29 (70,7%)
PASI 100 pecriormepn 15 (34,1%) 22 (53,7%)
CDLOQI?
[Manimentu ¢ CDLQI > 1 Ha (N=39) (N=36)
W3XO0JTHO HUBO
CDLQI 0 smm 1 24 (61,5%) 21 (58,3%)

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

3/IpaBETO KaueCTBO HA KUBOT IpH neauatpuanaTa nomyiamus. CDLQI 0 wnm 1 mokasBa, ye HAMa eeKT BbpXY
KayeCTBOTO Ha )KMBOT Ha JIETETO.

Bbonect Ha Crohn

be3zonacHocTTa M e(hUKacHOCTTA Ha YCTEKMHYMAal ca OLEHEHU B TPHU PaHAOMHU3HPAHH, IBOHHO-CIICIIH,
1ane00-KOHTPOIMPAaHU, MHOTOLIEHTPOBH MPOYYBAaHKS NIPY BB3PACTHH MAIUCHTH C YMEpEHa JI0 TekKKa
axtuBHa O0ostecT Ha Crohn, ¢ Muaekc Ha aktuBHOCTTA Ha O60sectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KJIMHUYHO pa3pabOTBaHe Ce ChCTOM OT JABE §-
ceaAMHUYHH npoyuBaHus ¢ nHTpaBeHo3Ha HHAYKIUA (UNITI-1 u UNITI-2), mocnexsaru ot 44-
CEIMUYHO PaHAOMH3MPAHO MPOYYBAHE C TIOAKOKHO MPUIIOKeHHe Ha moaabpikaia mo3a (IM-UNITI),
NpEeACTaBIBAIIN 52-CeAMUYHA Teparusl.

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

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

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

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

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

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

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

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

* Heycnex Ha aaTH-TNF0 Tepanms

** Heycrex Ha KOHBEHIIOHAJHATA TEPaTIHs

2 p<0,001
® p<0,01

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

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

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

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

KnuHnuHa peMucHs pu MaueHTH:

B PEMUCHS B HAYAJIOTO Ha MOIbprKaIaTa

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

KOHMTO C€ BKJIFOUBAT OT IMPOYYBAHE

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

KOUTO HE Ca JICKYBaHHU O0CE€Tra C aHTU-

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

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

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

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

*

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

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

2 p<0,01

® p<0,05

HoMuHaIHO 3HaynMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MPH NPUIIOKEHUE IPe3
12 ceqmuIy 1 € MMO3BOJICHO KOPUTHPAHE Ha J103aTa Taka, 4e Jia MoJydyaBaT YCTeKHHYMal mpe3

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

[ManeHTHTE, KOUTO HE Ca TIOCTUTHAIM KIIMHWYEH OTTOBOP KbM MHIYKIIUS C yCTEKUHyMal Ha
cenmuiia 8 ot npoyusanusrta ¢ uHAyKImss UNITI-1 u UNITI-2 (476 nanmeHTH), ca BKIOYEHH B
HEpaHJOMH3HMpaHaTa 9acT OT MpOoy4YBaHeTo ¢ nmojabpxaia Tepanust (IM-UNITI) u ca nomyumnu
MOJIKOYKHA WHXKEKIUS ¢ yeteknaymMad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIUEHTHTE Ca MMOCTUTHAIIN KIIMHUYESH OTTOBOP M Ca MPOIBIDKIIIH Ja MOTydaBaT Mo IbpIKalia
Tepanus mpe3 8§ cenmui. [loBedeTo OT Te3n MaIMeHTH ¢ MPOIBIDKUTETHA ITOIbPIKAIA TePaITHs
moTBpKaT 0TroBop (68,1%) u mocturat pemucus (50,2%) Ha cenmuia 44, KaTo TPOLIEHTHT UM €
1mo100€H Ha TO3U MPH MANUEHTUTE, KOUTO THPBOHAYAITHO Ca CE MOBIUSIIN OT HHIAYKIIHS C
yCTeKnHyMao.

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

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

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

Enoocronus

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

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

Toenuasane na pucmynume

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

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )XKHBOT, CBHP3aHO CHC 3MIPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3MAIUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BerpocHurm SF-36. Ha cenmunia 8 manueHTHTe, MOJMyYaBaliy yCTeKHHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYUMO TO-TOJIAIMO U KIIMHUYHO 3HAYMMO 1mogo0penue Ha oouwst IBDQ ckop u na SF-36 Mental
Component Summary Score 8 UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ mane6o. B npoyusanero IM-UNITI no cenmunia 44 te3u nomoOpeHus
OOMKHOBEHO C€ MOIbpPIKAT MM0-100pe MPH JISKYBaHH C YCTEKUHYMAa0 MallMeHTH B CPAaBHEHHE C
rtane6o. [logqoOpenreTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO Ce
MOJTBPIKA MPE3 ISUTOTO MPOIBIDKEHHE 0 cenMuiia 252.

YiueposeH KonuT

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

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

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

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

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

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

C€ MPETOpHUBa KAaTO 1034 3a MHTPABCHO3HATAa MHAYKIUA.

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

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

1 OMOJIOTHYHA Tepanus

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

IIpu nanuenTu ¢ HeycneniHa tepanus kakto ¢ TNF,

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

1 OMOJIOTHYHA Tepanus

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

[Ipu manuenTH ¢ HeycnenrHa Tepanus kakto ¢ TNF, 28% (13/47) 52% (30/58)"
Taka ¥ ¢ Benonm3ymad

JluraBuuno o3npassiBane’ 14% 27%*

HpI/I MNanUCHTH C HCYCIICIIIHA KOHBCHIIMOHAJIHA, HO HE

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

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

Tabauya 1.

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

Anraronuct Ha TNFa w/nnn Begonusyma.
JIuraBuuHOTO 03/1paBsiBaHE CE OIpeE/IeNisi KaTo eHI0CKOICKH cybckop o Mayo 0 wiu 1.

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

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

a p <0,001

Homunanuo 3uaunmo (p < 0,001)

Homwunanuo 3uaunmo (p < 0,05)

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

MIHCAJIKA).

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

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

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

52 ceomuyu om 3anousane Ha UHOYKYUOHHAMA 003a)

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

JIMTaBUYHO O3/IpaBsBaHe*
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Cren OBNIHUSBaHE OT 1.V. yCTEKUHYMa0.

** KiMHUYHATa pEMHCHS ce OIpeaensi KaTo ckop no Mayo < 2 myHkTa, 6e3 HHIUBHIyaseH cyOckop > 1.
KimamgausT 0TroBOp Ce onpesels KaTo HaMaIsIBaHe CIPSIMO H3XOJHOTO HIBO Ha ckopa o Mayo ¢ > 30% u >3
MYHKTa, C HAMaJIsIBaHe CMPSIMO U3XOJHOTO HUBO Ha CyOCKOpa 3a pEeKTaIHO KbpBEHE > | MM CyOCKOp 3a PEKTaIHO
kbpBeHe 0 nm 1.

AmnTtaronuct Ha TNFo w/wmm Benonuzymao.

T JluraBmanoro 03/IpaBsBaHE ce ONpeJelis KaTo €HA0CKOICKH cyOockop mo Mayo 0 wiu 1.

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

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

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

KopTukocTepouan Ha Cenmuna 44.

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

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

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

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

2 p<0,001

® p<0,05

Homunanuo 31aunmo (p < 0,001)

Homunanuo 3uagumo (p < 0,05)

bes cratucruyecka 3HaYMMOCT

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

Hayuenmu, nosiuseawu ce om unoykyusi ¢ yemekunymao na Ceomuya 16

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

Cemmura 16.

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

IIpoovicenue na npoyugaremo

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

AHamu3bT 3a 6e30macHoCT, BrrouBani 457 naruenty (1289,9-narmeHToroanam ), IPOCISACHH 10
220 cenmuiy, mokasa, 4e npouibT Ha 6e3omacHocT Mexy 44 u 220 cenmuna, € CpaBHUM C TO3H,
HaOmronaBaH 10 44-ta ceaMuna.
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He ca ycranoBeHH HOBU ChOOpaXKeHHs 32 OE30MACHOCT IPU TOBA MPOABIDKEHHUE HAa TIPOYYBAHETO MPH
MAIUCHTH C YIIIEPO3CH KOJIUT, JIEKYBAaHU 110 4 TOIUHU.

Enoockoncko nopmanusupane

EHIOCKOIICKOTO HOPMaIM3HUPaHe € ONpeesieHO KaTo eHAOCKONCKU cyockop o Mayo O u e
HabmronaBaHo omie Ha cenmuna 8 B UNIFI-1. Ha ceamuna 44 ot UNIFI-M To ce moctura npu 24% u
29% OT manyueHTUTE, JIeKyBaHH C YCTEKMHYMa0 ChOTBETHO Ha BCEKH 12 nim 8 ceaMuIy, B CpaBHEHHUE
¢ 18% ot mauueHTuTe B rpymnara ¢ mianeoo.

Xucmono2uyno u Xucmo-eHOOCKONCKO TUSA8UUHO 030passeane

XHUCTOIOTUYHOTO O3/IpaBsiBaHe (OmpeaeneHo kKaTo HeyTpodumHa nHpunTpamus B < 5% ot kpunrure,
0e3 paspyiaBaHe Ha KPUITUTE U 0€3 €pO3UH, YIIIIepPalluy WIK TpaHyJallMOHHA ThKaH) € OIICHSBaHO Ha
ceqmuna 8 B UNIFI-I u na Cenmunia 44 8 UNIFI-M. Ha cenmunia 8, cnes enHOKpaTHa HHTPABEHO3HA
WHAYKIIIOHHA 71034, 3HAYMMO TTO-TOJISIM MPOIEHT MAaIeHTH B TPyIaTa ¢ MpernopbYnTeTHaTa 103a
MOCTUTAT XMCTOJIIOTUYHO 03/paBsiBaHe (36%) B cpaBHEHHE ¢ AIIMEHTUTE B Tpymara ¢ miamnedo (22%).
Ha Ceamuia 44 nogabpikane Ha To3u e(peKT ce HaOIr01aBa Py 3HAYMMO TIOBEYE MAIMEHTH C
XHMCTOJIOTHYHO O3JpaBsBaHE B IPYIUTE C yCTeKHHYMa0 Ha Besikal2-ta ceqmuna (54%) u Ha Besika 8-
Ma cenmutia (59%) B cpaBHeHwue ¢ miane6o (33%).

KomOunupana kpaiiHa TOYKa — XUCTO-EHIOCKOIICKO JIMTABUYHO O37[paBsiBaHe, ONMPEAETICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTABUYHO U XUCTOJIOTUYHO O3/IPaBsIBaHE, € OLCHEHA Ha CeIMHLA 8 B
UNIFI-I u na ceamuia 44 8 UNIFI-M. [TanuentuTe, mojy4aBaiy YCTCKUHYMa0 B MPENOpbYUTEIHATA
J103a, TIOKa3BaT 3HAYMMO MOJJOOpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsiBaHE Ha ceaqMuIa 8, B rpynara ¢ ycrekuaymab (18%) B cpaBHeHue ¢ rpymnata ¢ miaunedo (9%).
Ha cenmunia 44 mogmbpprxane Ha To3u e(eKT ce HaOIIoJaBa Mpy 3HAYUMO ITOBEYEe MAI[eHTH C XUCTO-
€HJIOCKOIICKO JIMTABUYHO O37[paBsiBaHe B TPYNHUTE C ycTeKHHyMab Ha Besika 12-Ta ceamuna (39%) u Ha
Besika 8-Ma cenmuna (46%) B cpaBHeHUe ¢ iane6o (24%).

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )KMBOT, CBP3aHO ChC 3JIPABETO, € OLICHIBAHO Ype3 BBIPOCHUK IPH Bh3MATUTEITHU
3abonsaBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u BsnpocHunure SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmunia 8 8 UNIFI-I naruenTure, moxy4aBaini yCTeKUHYMa0, MOKa3BaT 3HAYUMO MO-TOJISIMO 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 ¢ I11are0o.
ToBa mogoOpeHne ce MoAIbpIKa MPpH MAIMEeHTHTE, JeKyBaHu ¢ ycTekuayma0o, B UNIFI-M no
ceamuna 44. ITogoOpeHneTo Ha KaueCTBOTO Ha KHUBOT, u3MepeHo ¢ IBDQ u SF-36, obukHOBEHO ce
MOJTBbPIKA MPE3 ISUIOTO MpoabinkeHue 10 ceamuna 200.

[larmenTuTe, MOy4aBaan yCTEKUHYMa0, UMAT 3HAYUMO TIO-TOJISIMO TIOJJOOpEHNE Ha MTPOYKTHBHOCTTA
mpu paboTa, OlIEeHEeHO Ype3 TO-TOISIMO HaMmallsiBaHe Ha OO0IIOTO HapyIIeHre Ha paboTara U Ha
HapyIlIaBaHETO Ha aKTUBHOCTTA, OIlecHeHH upe3 BriipocHuka WPAI-GH, oTkonkoTo manuenTure,
MOJTy4YaBajy 1amnedo.

Xocnumanuzayuu u onepayuu, cevpanu ¢ yayeposer koaum (YK)

Ho cenvurra 8 8 UNIFI-I mporieHTHT Ha YIaCTHHIATE C XOCITATATN3aIINN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUACTHULUTE B rpymara ¢ npenopbunTesnHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpPaBHEHHUE C YUaCTHUIIMTE B Ipymnara ¢ miamneoo (4,4%, 14/319), kaTo HUKOH OT Y4aCTHHUIUTE,
MOJTy4aBaIM YCTEKHHYMa0 B IPEMIOPHUYATETHATA HHIYKIIMOHHA /1032, HE € TIOJIOKEH Ha OTeparus,
cBbp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yuacTHULMTE B rpynara ¢ mianeoo.

Ho cenvuria 44 8 UNIFI-M 3Ha49mMO 1MO-HUCHK Opo¥ XocTHTamu3amnum, cBbp3anu ¢ YK, e

HaOJII0/JaBaH MMPU YYaCTHUIMTE B KOMOMHUpaHaTta rpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHeHHE ¢
y4acTHUIMTE B Tpymara ¢ miamnedo (5,7%, 10/175). Unucneno mo-mambk Opoii yYaCTHHIU B TPyIIaTa C
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ycreknnymab (0,6%, 2/348) ca moanoxxeHu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHE ¢
y4acTHUIUTE B rpynara ¢ miane6o (1,7%, 3/175) no cenmuia 44.

HNmyHOreHHoct
ITo Bpeme Ha nedeHune ¢ ycTeKHHyMab MOTaT Jla Ce Pa3BUAT aHTUTEINA CPElly yCTeKHHyMal 1

MTOBEUYETO OT TAX ca HeyTpaiu3upamnii. O0pazyBaHETO Ha aHTUTENA CPEITY YCTEKUHYMal € CBBP3aHo C
NOBUIICH KIMPBHHC HAa YCTEKMHYMa0 mpu naiueHTu ¢ 6onect Ha Crohn wim ynueposeH konuT. He e
HaOJrro1aBaHa HamasneHa epukacHocT. He ce HabmonaBa o4eBHIHA 3aBUCHMOCT MEKTy HATMIUETO Ha
aHTHUTENA CPElly YCTeKHHyMal M MosBaTa Ha PEaklK Ha MSCTOTO HAa HH)KEKTHPAHE.

[lennaTpuyHa momynanus

EBpomneiickaTa areHIys 1o JekapcTBara oTiiara 3aIbJDKEHHETO 3a PEJI0CTaBsIHE Ha PE3YNITATUTE OT
NPOYYBaHUATA C YCTEKHHYMal B €/IHa WJIH [TOBeYe MOATrPYIH Ha MEeANaTPUIHATA MOMyJIans Ipu
6onect Ha Crohn 1 yiuepo3eH KoiuT (BX. Touka 4.2 3a nHpOpMaLusi OTHOCHO yHoTpeda B
MeTUATPHSITA).

5.2 @apmakoKMHeTHYHH CBOWCTBA

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

€HOKpaTHO NpuiokeHne Ha 90 mg MoJIK0KHO MpH 3ApaBU NallMeHTH. MeanaHaTa tmax Ha
YCTeKUHYMab ciell eTHOKPaTHO MpriiokeHue Ha 45 mg nimu 90 mg moIK0KHO TPU ITAlUEHTH C
IICOPHUA3UC Ca CXOJHU C HaOJII0JaBAHUTE IIPU 3APaBU NAllUEHTH.

AGcomoTHaTa OMOHAIMYHOCT Ha YCTEKHHYMa0 Clie]] €THOKPATHO TOIKOKHO TPHIIOKEHNE €
n34MciIeHa Ha 57,2% npu naurueHTH ¢ ICOPHa3tC.

PasnpenencHue
Mennanara Ha o6eMa Ha pa3npe/eleHre B TepMuHaiHara (asa (Vz) cien emHOKpaTHO HHTPABEHO3HO

NPUIIOYKEHUE TIPY TIAMEHTH ¢ TICOprasuc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmars
ToyHUAT BT Ha MeTa0OM3KPAHE HA YCTEKUHYMAa0 HE € U3BECTEH.

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

MAIMEeHTH C TIcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha noinyxuBoTta (ti2) Ha
YCTeKHHYMa0 € MPUOIU3UTETHO 3 CEIMHIIN TIPH MAIHEHTH C TICOPHA3HUC, TICOPUATHYEH apTPUT, O0IeCT
Ha Crohn mim yieposeH Kot u Bapupa ot 15 10 32 1Hu BbB BCHUKH MIPOYYBAHUS HA TICOPHA3ZUC U
ncopuatrueH apTput. ChrilacHO MpoBeaeH PapMaKOKHHETHIEH aHAIN3 Ha MOITYJIAIMATa IPHBHIHHUST
kiupbHC (CL/F) u npusuanusar obem Ha pasnpenenenue (V/F) ca cborsetHo 0,465 1/d u 15,7 1 npu
nanueHTH ¢ ncopuazuc. CL/F Ha ycTeknHyMa0 He € 3aBHCHM OT moJia. Pe3ynTatu oT nmomynanioHeH
(apMaKOKMHETHYEH aHATH3 TIOKA3BaT, 4¢ MMa TEHICHIIUS KbM MMO-BHCOK KIMPBHC HAa YCTEKHMHYMAO
NPH MAIMEHTUTE, AT MOJOKHUTEIICH PE3yJITaT Ha M3CIICBAHETO 3a aHTHUTENA CPEIly YCTEKUHYMao.

JIuneWHoCT Ha j103aTa

CucremHara excrio3uiust Ha ycteknHyMao (Cmax 1 AUC) ce yBenmuaBa 1o Ha4uH, MPUOITU3UTEITHO
MIPOMOPIIMOHAJIEH Ha J103aTa, CJIe]] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHNE Ha 103U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg unm cien eJHOKPAaTHO MOAKOKHO MPHUIIOKEHUE HA JI03H B TPaHULATA
Mexay 24 mg u 240 mg npu MayueHTH ¢ COpHas3uc.

EnuHu4YHa cpelly MHOTOKpaTHa J103a

[Ipodwminte Ha cepyMHa KOHIEHTPALMA-BpEME Ha YCTEKHHYMA0 ca MPUHIHUITHO MPEABUIUMH CJIE]
MOJIKOYKHOTO MPHIIOKEHHE Ha €IHOKPATHH U MHOTOKPATHU J103K. [Ipu ManuenTy ¢ rcopuasuc
CTallMOHAPHUTE CEPyMHU KOHIICHTPAI[H Ha YCTEKNHYMab ca JJOCTUTHATH B ceiMuIa 28 crient
I'BPBOHAYATIHN TOAKOXHHU 1034 B cenMuiiy 0 u 4, mocnenBaHu OT A03W Ha BCekH 12 ceaqmuuu.
Menuanara Ha cTalfiOHapHaTa cepyMHa KOHIIEHTpalys € B rpaHunuTe Mexay 0,21 pg/ml u
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0,26 pg/ml (45 mg) u mexay 0,47 ug/ml u 0,49 pug/ml (90 mg). Hama o4eBuIHO KyMyJIUpaHEe B
cepyMHaTa KOHIICHTpAIHs Ha yCTEKUHYMa0 ¢ BpEMeTo, KOTaTo ce Mpuiiara mojJKoKHO Ha BCEKH
12 cenmunu.

Ipu marmenty ¢ 6onect Ha Crohn u ysmepo3eH KOIUT Cliel HHTpaBeHO3Ha 1032 oT ~6 Mg/Kg ce
Mpujiara MoaKO)KHA oAAbprKaria Tepanus ot 90 Mg ycreknaymad npes 8 wiu 12 ceAMHLIH, KOSITO
3armouBa Ha ceamuiia 8. KoHIEHTpaIus Ha yCTEKHHyMal B CTAIIMOHAPHO CHCTOSHUE CE JTOCTHUTa KbM
HA4aJ0TO Ha BTOpara moyrbpkaina no3a. [Ipu mammentu ¢ 6oaect va Crohn MeananaTa Ha Haii-
HHCKUTE KOHIICHTPAIIUH B CTAIIMOHAPHO ChCTOstHUE Bapupa oT 1,97 pg/ml 1o 2,24 pg/ml u ot

0,61 pg/ml 10 0,76 pg/ml 3a ycreknaymad 90 Mg cbOTBETHO Tpe3 8 CEAMUIIN WU Ipe3 12 ceaMUIIu.
I[Ipy MaIMeHTH ¢ yJIIepO3eH KOIUT MeMaHaTa Ha Hali-HUCKUTE KOHIICHTPAIIMU B CTAIIHOHAPHO
cberosiue Bapupa ot 2,69 pg/ml 10 3,09 pg/ml u ot 0,92 pg/ml 1o 1,19 pg/ml 3a 90 mg ycrekunymab
Ha BCEKH 8 CEJIMUIIM WK Ha BcekH 12 ceqmunu. Hail-HuCKUTe HIBA HA YCTEKUHYMal B CTAIIMOHAPHO
CBCTOSIHUE, TTOTy4YeHHu npu 90 My ycreknHymab npe3 8 ceaMHIIH, ca CBbP3aHHU C IT0-BUCOKA YeCTOTa
Ha KJIMHUYHA PEMHCHSI B CPAaBHCHUE C Hali-HUCKHUTE HMBA B CTAIMOHAPHO CheTOsiHKE cien 90 mg mpe3
12 cenmurim.

BuunsiHue Ha TEra0To BbpXy hapMaKOKHHETHKATa

B npoBezeH nonynannoHeH hapMaKOKHHETHYCH aHAITH3, KbACTO Ca U3MOI3BaHH JaHHHU OT MAlUCHTH
C IICOPHA3UC € KOHCTAaTUPAHO, Ye TEIECHOTO TEerJIO € Haii-3HauyMMarta KoBapuara, BIHseIa BbPXY
KIMpbHCA Ha ycTeknHyma0. Menuanata Ha CL/F npu nanuentu ¢ Terno > 100 kg e npubau3uTenHo ¢
55% mno-Bucok B cpaBHeHue ¢ nanueHTH ¢ terao < 100 kg. Meananara va V/F npu nauueHTH ¢ Terio
> 100 kg e mpubmmsutenHo ¢ 37% mo-BUCOK B cpaBHeHHE ¢ manueHTy ¢ Teryo < 100 kg. Mennanata
Ha MUHUMAJIHU CCPYMHH KOHUCHTPAlIUX Ha YCTCKI/IHyMa6 IIpU MaiUCHTHU C MO-T'OJIAMO TCIJI0

(> 100 kg) B rpymara ¢ 103a 90 mg ca Mog00HH Ha TE3W MPH MAKUEHTHTE ¢ To-Maiko Terio (< 100 kg)
B rpynara ¢ 103a 45 mg. [TogoGHu pe3ynTaTi ca MOJIy4eHH OT MOTBbPAUTENICH (hapMaKOKHHETHUCH
HOMYJIAIMOHEH aHAJIM3, KBJETO Ca U3MOJI3BaHH IaHHU OT MALUCHTH C ICOPUATUYCH apTPHT.

Kopurupane Ha yectorara Ha IPHIOKEHHE

B®3 ocHOBa Ha Ha0JIOIaBaHUTE JaHHY U TomyyaiuonauTe OK ananusu mpu nanueHTy ¢ 00JIeCT Ha
Crohn u ¢ ynepo3eH KOJIUT paHI0MU3UPAHUTE YYACTHHUIIN, KOUTO TPECTAHAT J1a Ce MOBJHSBAT OT
JICYEHUETO, UMAT MO-HUCKU CEPYMHHU KOHIIEHTPAIUY Ha YCTEKMHYMaO BB BPEMETO B CPaBHEHHE C
Y4YaCTHHIIUTE, KOMTO He ca 3aryouau otroBop. [Ipu 6osectra Ha Crohn KopurupaHeTo Ha jo3ara oT
90 mg Ha Bceku 12 cenmuii Ha 90 mg Ha BCekH 8§ CEIMUIIM € CBBP3aHO ¢ MOBHIIABAHE HA Hai-
HUCKHUTE KOHIIEHTPAIIMU Ha yCTEKHHYMa0, KaTo TOBA C€ CHITTCTBA C MIOBUIIIABAHE HA €(PUKACHOCTTA.
[Tpu ynueposen konut nomynanroned @K mMozen mokaspa, 4e KopurupaHeTo Ha go3ara or 90 mg Ha
BcekH 12 cenMuIy Ha 8§ ceMHIIA MOJKE /1a C€ OYaKBa J1a I0Bee 10 3-KpaTHO yBeJIWYeHNEe Ha Hail-
HUCKHUTE KOHIIEHTPAIIMU Ha YCTEKHMHYMa0 B CTallMOHAPHO ChCcTOsiHUE. OCBEH TOBA, Bb3 OCHOBA Ha
JIAHHY OT KIIMHUYHUTE WU3NUTBAHWUS, TIPY TAIIUEHTH C YIIEPO3EH KOJUT € YCTAHOBEHA MOJIOKUTEITHA
BpPB3Ka EKCIO3UIUS-OTTOBOP MEXTY Hal-HUCKUTE KOHIICHTPAIIMH U KIMHUYHATA PEMUCHUS U
JUTAaBUIHOTO O3]IPaBsIBaHE.

CrenumanHy nonyJianuu
Hsma HanuvHu papMakOKWHETHYHH JTJAHHH TPH MAIUSHTH ¢ YBpelleHa ObOpevHa WiIH YepHOAPOOHA
¢ynkuus. He ca npoBeZieHn KOHKPETHHU MPOYYBaHMS IPH MALMEHTH B CTapUecKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha yCTeKI/IHYMa6 KaTo IAJI0 € CpaBHUMaA MEXKIY MALUCHTH C IICOPHUA3UC U
YIOEPO3€H KOJUT OT a3UATCKU YU HEA3UATCKU IIPOMU3XOI.

[Ipu manmenTu ¢ 6osect Ha Crohn ¥ yIIEepoO3eH KOJIUT BapuaOMIHOCTTA Ha KJIMPBhHCA HAa YCTEKMHYMa0
Cce TIOBJIHIBA OT TEJIECHOTO TETJI0, HUBOTO HA CEpyMHHMS alOyMHH, TI0JIa U CTaTyca 10 OTHOIIeHHE Ha
aHTHUTEJNIaTa CPelly YCTEeKHMHYMa0, JOKaTO TEIEeCHOTO TErJIO € Hali-3HauuMarta KoBapHuaTa, BiIHseIa
BBpXY oOema Ha pasnpenencuue. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHCHT ce noBnusBa ot C-
pEaKTUBHUS MPOTENH, CTAaTyca M0 OTHOIIEHHE Ha HeycneXx Ha JiedeHneTo ¢ TNF-antaronuctu u
pacara (a3uaTCKH CIIpsIMO Hea3uaTCKH MPou3xo/). Bp3meicTBHeTo Ha Te31 KOBapraTH € B paMKHUTE Ha
+20% oT THnMYHAaTa WK pedepeHTHaTa CToMHoCT Ha cboTBeTHUS DK mapameTsp, mopaau ToBa He €
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HeoOXOrMa KOPEKIIHs Ha J103aTa 3a Te3W KoBapuaTth. ETHoBpeMeHHaTa ynoTpeda Ha
MMYHOMOTyJIATOPH HAMA 3HAYUTETHO BIHSHUE BBPXY pas3Npe/ie]ICHHEeTO Ha YCTEKHHYMao.

Pesynratu oT papMakOKMHETHYEH aHAIW3 HA MMOMYJIAMTA HEe IOKa3BaT BIMSHIE Ha TIOTIOH WIH
AIIKOXOJI BBPXY (hapMaKOKHHETHKATa Ha YCTEKHHYMa0.

buonanuunocTTa Ha yCTeKI/IHYMa6 CJIC MPUJIIOKCHUC CHC CIIPUHIOBKA WJIW MMPEABAPUTCIIHO
HaITbJIHEHA ITUCaJIKa € CpaBHUMA.

CepyMHHTE KOHICHTPALUK Ha YCTEKWHYMA0 MpHY MeJUaTpUIHN allUeHTH C ICOPUA3UC, HA BB3pacT OT
6 1o 17 roguHy, JeKyBaHH C MIPETIOPHUUTETHATA 103a CIIOPE]] TEIECHOTO TETJI0, Ca CPABHUMH C TE3H
IpU BB3PACcTHATA IIOITyJIalKs ¢ TICOPHA3NUC, JIEKYBaHa C 7103a 3a Bb3pacTHH. CepyMHUTE KOHIICHTPAIN
Ha yCTeKHHYMaO MpH NeHaTPUYHK TaleHTH Ha Bb3pacT 12-17 roaunu ¢ ncopuazuc (CADMUS),
JIEKyBaHH C TIOJIOBUHATA OT MPENOPBbUYUTENHATA J03a CIIOPE TEIECHOTO TErJIo, ca 3HAYUTEITHO 110-
HHCKH OT T€3H IPH BH3PaCTHH HALUCHTH.

Perynupane na CYP450 ensumu

Edexrure Ha IL-12 mm IL-23 Bepxy perynupanero Ha CYP450 en3umute ca oreHeHH B iN Vitro
MPOyYBaHe C U3IOI3BAaHE HA YOBEIIKH XEMaTOIUTH, KOeTo moka3ea, 4e 1L.-12 w/umm IL-23 ¢ HuBa ot
10 ng/ml He nmpomMeHsAT akTHBHOCTTA Ha voBerikuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; Bk. Touka 4.5).

[TpoBeneHo € oTkpuTO MpoyuBane ¢aza 13a nexkapcrBenn Bzaumoaericteus CNTO1275CRD1003 3a
OIICHKA Ha e()eKTa Ha yCTeKHMHyMal BhPXYy €H3MMHAaTa aKTUBHOCT Ha IIUToXpoM P450 cinen naaykuus
Y TIOJTHPIKAII0 TIprIaraHe Mpy MManueHTn ¢ akTuBHa OonecT Ha Crohn (n=18). He ca HabnromaBanu
KIIMHUYHO 3HAYUMH MMpoMeHH B ekcnozunuara Ha kodenH (CYP1A2 cyberpar), Baphapur

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), nekcrpomeropdan (CYP2D6 cyberpar) wimn
mugazonam (CYP3A cybctpar), korato ce W3Mo3BaT ChIIBTCTBAIIO C YCTEKUHYMal Mpu o100peHaTa
NpernopbyMTEeNIHA JO3UPOBKA MPH MalieHTr ¢ 6osiect Ha Crohn (Bxk. Touka 4.5).

5.3 IlpeakIMHUYHHU JaAHHU 32 0€30MACHOCT

HexnnHnuHuTE JaHHU HE MOKa3BaT 0COOEH PUCK (HAMp. TOKCHYHOCT Ha OpraHUTe) 3a Xopa Ha Oa3ara
Ha M3MUTBAHUATA 32 TOKCUYHOCT TIPM MHOTOKPATHO IMpUJIaraHe, TOKCHYHOCT 332 Pa3BUTHETO U
PEeNpOaYKTUBHA TOKCHYHOCT, BKIIFOUUTEIHO U (papMaKOJIOTHYHUTE OLIEHKH 3a Oe3omacHocT. [lpu
NPOYYBaHUS 32 TOKCUYHOCT 32 Pa3BUTHETO U PENPOIYKTHBHA TOKCHYHOCT MPHY JABJITOOMAIIATH MAaKaLH
HE ce Ha0JII01aBaT HeXxellaH! e)eKTH BbpXY PepTUInTeTa NP 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 mumkn.

Jlo30BUTE HUBA B IPOYUBAHUS IPU KUBOTHH ca 01130 45 MHTU MO-BUCOKHU OT Hali-BUCOKATa
€KBUBAJICHTHA J103a, IPEJIBI>K/JaHa 32 IPUIIOXKEHUE MPU MNALUEHTH C ICOPUA3UC, U BOAST 10
MaKCHUMAaJIHH CEPYMHH KOHLIEHTpALMU IpHU MaiMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKU OT
KOHIICHTpAIMKUTE, HAOIF0IaBaHu TIPH 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. DAPMALIEBTUYHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA

L-xuctuana

L-XMCTHANHOB MOHOXUAPOXJIOPHU MOHOXUAPAT

Tomucop6ar 80 (E433)
3axapo3a
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Bopa 3a nmxexinmn
6.2 HecbBMecTHMOCTH

[Ipu nunca Ha poyYBaHUS 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOIYKT HE TPSAOBA /1a CE CMecBa C
JIPYTH JIEKApCTBEHU MPOTYKTH.

6.3 Cpok Ha rogHocT

STELARA 45 mg uHXeKIHOHEH Pa3TBOP
2 TOAUHU

STELARA 45 mg nHXeKUMOHEH Pa3TBOP B MPEABAPHUTEIIHO HAITBJIHEHA CIPUHIIOBKA
3 roguHu

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
3 roguuu

OtaenHNTE IpEIBAPUTEITHO HAITBIIHEHH CIIPHHIIOBKU MOXKE J1a CE€ ChXPaHsBAT IPH CTaifHa
temmneparypa 1o 30°C 3a MmakcuMyM eiuH nepuos 10 30 AHU B OpUTHHAIIHATA KAPTOHEHA OITaKOBKa,
3a Jla ce MPeAnas3sAT OT CBETIHHA. 3alHIIeTe JaTaTa, Ha KOSITO IPeIBapUTEIHO HallbIHEHATa
CIIPHHIIOBKA € M3BaJICHA 3a ITbPBHU ITBT OT XJIQJAWIHUKA U J]aTaTa Ha H3XBBPJISTHE Ha 0003HAYEHUTE HA
BBHIITHATA KApPTOHEHA OMaKOBKa MecTa. J[aTara Ha U3XBBpISHE HE TPAOBA [ € Cliel OPUTHHATHHS
CPOK Ha TOJIHOCT, OTTIEYaTaH BbPXY KapTOHeHaTa onakoBka. Clie/1 KaTo BEIHBK CIIPUHIIOBKATa € Omiia
ChXpaHsBaHa MpH cTaitHa Temnepatypa (1o 30°C), T He TpsOBa 1a ce BpbhINa B XJIaAATHHAKA.
M3xBBpIIeTe CIPHHIIOBKATA, aKO HE CE U3I0JI3BA CJIe]] ChXpaHEHHE IIPH CTaifHa TeMIlepaTypa B
pPaMKUTC Ha 30 JHHW WK CJIEA U3TUYaHC Ha OPUTMHAJIHKA CPOK HAa rOAHOCT, B 3aBUCUMOCT OT TOBA, KOC
OT JIBETE HACTHITU MO-PAHO.

6.4 Cneunamm yYcdioBusl HAa CbXPaHECHUE

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

CoxpansBaiiTe (1akoHa WIN NPEIBAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA B KAPTOHEHATA ONAKOBKa, 32 12
ce Impeamnasy OT CBETIIHHA.

AKXO € He00X0AMMO, OTICITHUTE TPEIBAPUTEITHO HAITBIIHEHN CIIPUHIIOBKH MOXKE JIa C€ ChbXpaHsBaT NPH
craitna Temneparypa g0 30°C (Bx. Touka 6.3).

6.5 Bwuaxu chabpkaHue HA ONMAKOBKATA
STELARA 45 mQ uHXEeKIIMOHEH PA3TBOD

0,5 ml pa3tBop BBB (iakoH OT cTHKIIO THII | 2 ml, 3aTBOpEH Che 3armymiaika OT OyTHIIOBA T'yMa ¢
HOKPHUTHE.

STELARA 45 mg nHXeKIIMOHEH PA3TBOD B IIPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

0,5 ml pa3TBOp B cripuHIIOBKa OT cTHKIIO THIT | 1 ml ¢ pukcupana uria oT HepbXKaaeMa CTOMaHa H
MPEeINa3nuTeNl Ha UIJIaTa, ChABPIKAI CYyX ECTECTBEH KaydyK (TIpOM3BOIHO Ha JiaTekc). CIpUHIIOBKATa €
cHa0zieHa ¢ YCTPOHCTBO 3a TTaCUBHA 3aIlUTA.

STELARA 90 mg nHXEKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HAITbJIHEHA COPUHIIOBKA

1 ml pa3tBop B cipuHIOBKa OT cTHKIO THI | 1 ml ¢ pukcupana urna ot HepbKaaeMa CTOMaHa
MpeIa3suTell Ha MIJIaTa, ChAbPXKAI CYyX €CTECTBEH KaydyK (IPOU3BOIHO Ha JiaTekc). CpUHIIOBKATa €
cHabJIeHa ¢ yCTPOWCTBO 3a MTacUBHA 3alllKTa.

STELARA ce pa3npocTrpaHsiBa B OITakoBKa 110 1 (JIaKOH MM ONaKOBKa 1O | TipeIBapUTEITHO
HaI'bJIHEHA CIIPUHIIOBKA.
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6.6 ChnenuaJHu mpeana3Hu MEPKH NP U3XBBPJIsiHE U padoTa

PasztBopbT BBB (priakona csc STELARA unu npeBapuTeIHO HaTbJIHEHATa CIIPUHIIOBKA HE TPsiOBa 1a
ce paskiamnia. Pa3TBopbT TpaOBa J1a ce MPOBEpH BU3YaHO 32 HATWYHETO Ha TBBPAU YACTHLN HITH
MPOMSIHA Ha [BETA, MPEJIU JIa CE TIPHIIOKH MOJIKOKHO. Pa3TBOPHT € OUCTHP 10 JIEKO OMaieceHTeH,
Oe31BeTeH 10 OJICIOXKBIT ¥ MOXKE Aa ChABPIKA HAKOJIKO IPeOHU MOMYIIPO3PAYHH WITH O YaCTHIIH
npoterH. To3u BBHIIECH BUI HE € HeoOOMYaeH 3a MPOTEHHOBUTE Pa3TBOPH. JIeKapCTBEHUST MPOIYKT HE
TpsiOBa Jia ce yrnotpe0sBa, ako pa3TBOPHT € ¢ MPOMEHEH IBAT WM MBTEH HIIH aKO B HETO ce
3abemnsa3BaT TBepAN dyxau dactuiy. [Ipenn npunarane STELARA tpsi6Ba na mocturHe craitHa
Temreparypa (IpuOIU3UTENHO 3a OKOJIO MoJIoBHH 4ac). [loapoOHu yka3anus 3a ynotpeba ca
NPEOCTaBEHH B JIMCTOBKATA 32 MAIEHTA.

STELARA He chabp:ka KOHCEpBAaHTHU, 3aTOBA HEUBIOI3BAHUAT JEKAPCTBEH MPOIYKT, OCTAHAN BHB
(hakoHa M CIIPUHIIOBKATA, HE TpsiOBa aa ce u3non3sa. STELARA ce moctaBs kato crepuiicH (GakoH
3a eTHOKpaTHA ynoTpeda MiTi MpeABapUTENTHO HATbJTHEHATa CIPUHIIOBKA 32 €THOKpaTHa yroTpeoda.
CrpuHIoBKaTa, uriata u prakoHbT He TPSOBa Ja ce U3IMONI3BaT MOBTOPHO. Hensmom3BaHusT
JICKAPCTBEH MPOAYKT WIX OTHAAbYHUTE MAaTCPUAIX OT HETO TPsIOBA J1a Ce U3XBBPJIIT B ChOTBETCTBHUE C
MECTHHTE U3NCKBAHUS.

Korato ce u3mnosssa eaH01030B (J1akoH, MPEMopbyBa Ce M3MOI3BaHETO Ha CIPHHIIOBKA oT 1 Ml ¢ urima
27G, Y2 uny (13 mm).

7. IMPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIIEHUETO 3A YIIOTPEBA

STELARA 45 mQ uHXEeKIIMOHEH PA3TBOD
EU/1/08/494/001

STELARA 45 mQ MHXEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HA'BIHEHA CIIPUHIIOBKA
EU/1/08/494/003

STELARA 90 mQ MHXEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HA'BIHEHA CIIPUHIIOBKA
EU/1/08/494/004

9. JATA HA IT'bPBO PAZPEINABAHE/IIOJJTHOBABAHE HA PASPELIEHUETO 3A
YIIOTPEBA

Hata Ha repBO pazpemanane: 16 sayapu 2009 r.
Jara Ha mocnenHo monHoBsBaHe: 19 centemspu 2013 1.
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

12/2024

ITonpo6Ha mH(pOpManHs 3a TO3H JeKapCTBEH MPOAYKT € MpeIocTaBeHa Ha yebcaiiTa Ha EBpomneiickara
areHIusl Mo JiekapcTaaTa https://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 MUcaka Chabpxka 45 mg ycreknaymad B 0,5 ml.

STELARA 90 Mg nH»XeKIIMOHEH PAa3TBOD B IIPEABAPUTEIHO HAITBJIHEHA ITUCATIKA
Besika npeBapUTEIHO HATBIHEHA MUcATKa Chabpika 90 Mg ycrekunymad B 1 ml.

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

3a IBIHUA CIIMCHK HAa TOMOIIHUTE BEIECTBA BUKTE ToUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mg MHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIHO HATLIHEHA ITHCAJIKA
WHXeKINOHEH pa3TBOP

STELARA 90 mg MHKEKIIMOHEH PAa3TBOP B IIPEABAPUTEIHO HAITLIHEHA ITHCAJIKA
NHxexunoHeH pa3TBOp

Pa3TBOPBT € GHCTBP 10 JIEKO OMalleCeHTeH, Oe31BETEH 10 OJICAOXKBIIT.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

IInakoB ncopuasuc

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

[Icopuatuued aptput (PSA)

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

Bonect Ha Crohn

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

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

4.2 Jlo3UpOBKa M HAYMH HA MPUJIOKEHHE

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

2031/1[2031«1

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

IIpu 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 | Clie/l TOBa Ha BeekH 12 cenmunu. [Ipu Te3u
MAIMeHTH J03aTa 45 mg chIlo ¢ euKacHa, HO MO-rojiAMa epUKacHOCT uMa go3ara 90 mg. (Bk.
Touka 5.1, Tabmuma 4)

[Icopuatnued aptput (PsA)

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

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

Cmapuecka 8v3pacm (= 65 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 nanueHtd. He Moxke n1a ce nane
MpemnopbKa 3a J03aTa.

Ileduampuuna nonynayus

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

bonect Ha Crohn u ynuepo3eH KoiuT

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

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

[TarmenTH, KOUTO HE CE MOBIMSBAT JOCTATHYHO J0 8 CEAMMIIN CIIE]] TbPBaTa MOJKOKHA 7033, MOXKE
Jla IoJTydyat BTOpa MOJKOXKHA 71032 110 TOBAa BpeMe (BXK. Touka 5.1).

57



[MarnuenTy, Mpy KOUTO UMa 3aryda Ha OTTOBOp MPH MpUIarane mnpe3 12 ceMuIy, MOXKe Jia UMaT 110J13a
OT TIOBHUIIIEHHE Ha YECTOTATa Ha MPUIOKEHHE Mpe3 8 ceaMuId (Bk. Touka 5.1, Touka 5.2).

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

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

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

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

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

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

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

Hauun Ha npunoxxeHue

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

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

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

4.3 IlpoTuBOmOKAa3aHUS

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

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

4.4 CneuuaJHu npeaynpe:kaeHus ¥ NpeAna3Hu MepKH NpH ynorpeda

IIpocnenumoct
3a 1a ce moI00pH MPOCIIEAUMOCTTA HA OUOJIOTMYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTUIHUSAT

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

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

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

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

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

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

310Ka4ecTBEHH 3a00IBAHUS

HmyHocynpecopy KaTo yCTeKHHYMad UMaT MOTEHLIMAN J1a YBEIMYaBaT PUCKA OT 3710KaYeCTBECHH
3abomsBanus. Hakon nanuenTu, kouro ca npuemanu STELARA B KIIMHUYHY NPOYYBaHUS U B
MMOCTMapKETHHIOBO OOCEPBALIMOHHO MPOYYBAaHE MPH MAI[MEHTH C IICOPUA3NC, 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 yJacTBaT MAIUEHTH C aHAMHE3a 32 3JI0KAa4eCTBEHU
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 mpmnokeHueto Ha STELARA nipu te3u nanueHTw.

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

CucTeMHH U peCcTIMPAaTOPHHU PEAKINU Ha CBPhXIYBCTBUTEITHOCT

CucmemHu

Cepuno3HH peakIiy Ha CBPbXYyBCTBUTEITHOCT Ca JOKJIAJBAHN B IOCTMAPKETUHTOBU YCIIOBHS, B HIKOH
CJIydau HAKOJIKO JTHU ciie]] JeueHneTo. MiMa ciyyan Ha aHaduIakcus U aHTuoesieM. AKO ce MOSIBH
aHa(UIaKTHYHA WK Ipyra CEpHo3Ha Peaklys Ha CBPbXUyBCTBUTEIIHOCT, TPSIOBa J1a c€ Ha3HAYH
noaxoxasuia repanus 1 npuioxkennero Ha STELARA TpsiOBa na ce npeycranoBu (Bxk. Touka 4.8).

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

ChbpaeyHo-ChIOBH CHOUTHS

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

Yyecmeumennocm KoM 1ameKc

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

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

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

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

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

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

EnHoBpeMeHHa IMYHOCYNPECUBHA Tepanus

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

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

n3BectHO Janmu STELARA Moske na ce 0Tpa3u Ha IMyHOTEpanuaTa Ipu ajlepruu.
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CepHno3Hy KOKHH 3a00JIIBaHU

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

3a0osiBaHuUs, CBbP3aHU C JIYITYC

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

CrenyanHy nonyJianuu

Cmapuecka év3pacm (> 65 2o0unu)

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

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

omucopbar 80
Stelara ceabsprxka 0,04 mg (90 mg/1,0 ml) wam 0,02 mg (45 mg/0,5 ml) momucopoat 80 (E433) BbB

BCSIKa 71032, KOATO € exkBuBasieHTHA Ha 0,40 mg/ml. [lonucopbaTute Morar 1a IPUUUHAT alleprHYHHI
pEaKIH.

45 B3aumMmopeiicTBHE ¢ IPYTH JeKAPCTBEHH MPOAYKTH U APYru (JopMH HA B3auMojIeiicTBHE
JKusu BakcuHM He TpsiOBa 1a ce npwiarat eqHoBpeMeHHO cb¢ STELARA.

He ce nmpenoppuBa npuarane Ha xuBU BakcuHU (kato BLDK BakcuHa) mpu kbpMadeTa, ¢ eKCIO3ULIUS
Ha ycTeknHyMmao in Utero, B mpoabsDKEHHEe Ha JIBaHAIECET Mecella Clie]l PaKIaHEeTO HIIH J0KaTo
CepyMHHUTE HUBA HA YCTEKHHYMa0 pU KbpMAUueTO CIIaJHAT [10Jl HUBOTO Ha AeTeKIMs (BXK. TOUkU 4.4
4.6). AKO ¢ HaJIMIIe KaTeropuyHa KIMHUYHA 10J13a 33 OTICIIHOTO KbpMade, MOXKe J1a Ce OOMHUCIIH
MpUjIaraHe Ha KUBa BaKCHHA B [TO-PaHEH MOMEHT, aKo HE C€ OTKPHBAT CEpyMHU HUBA Ha
YCTeKUHyMao.

[Tpu GpapMakOKMHETHYHH aHAIM3H Ha MOIYJIAIMATA, HAIPAaBeH! B MpoyuBaHus (aza 3, € u3cieaBan
e(eKThT Ha HA-4eCTO €THOBPEMEHHO NMPHUEMAaHH JIEKaPCTBEHH MTPOAYKTH MIPU HALMEHTH C ICOPHA3HC
(BKJIIOUUTENHO M TIapaneTamolt, H0ynpodeH, aneTHICATUINIOBA KUCEINHA, METQOPMUH,
aTOPBACTAaTHH, JICBOTHPOKCUH) BbPXY (papMakoknHeTHKaTa Ha ycTeknHyMab. He ca HabnroaBanu
MIpU3HAIKA HA B3AaUMO/JIEHCTBHE C TE3W €THOBPEMEHHO MMPUEMAHH JIeKapCTBEHHU MPOoTyKTH. OCHOBA Ha
TO3H aHanu3 € GakThT, ue Hai-Manko 100 manuentu (> 5% oT u3clieBaHaTa MOMYJaLus) ca JEKyBaH!
STHOBPEMEHHO C TE€3H JICKapCTBEHH MPOAYKTH Ipe3 moHe 90% ot rmepuoa Ha IPOyIBAHETO.
®dapMaKOKHHETHKATa HA YCTEKHHYMal He ce € MOBIUsIIa OT eJJHOBpeMeHHaTa yrnorpeba Ha MTX,
HCIIBC, 6-mepkanronypuH, a3aTHOIPHUH U TIEPOPATTHN KOPTUKOCTEPOUIH NTPH NMALUEHTH C
NICOpPUATUYCH apTPpHT, OostecT Ha Crohn wim yiepo3eH KOJIMT, WK OT MPEIIISCTBAIIA SKCIIO3UIINS Ha
antu-TNFa cpecTBa, MpH MAMEHTH C ICOpUATHYCH apTPUT Wik 6osiect Ha Crohn, win ot
IpeJIIecTBalia eKCIo3uIus Ha OMOJIOrMUHH JIEKAPCTBEHU POAYKTH (T.€. aHnTu- T NFo cpencTea u/uiu
BeA0JIM3yMal) MPU MALMEHTH C YJILEPO3EH KOJUT.
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Pesynrarure ot npoyuBaHe in Vitro u ot nmpoyuBaHe ¢aza 1 mpu y4acTHHUIM ¢ aKTHBHA 00JIECT Ha
Crohn He npenmnonarat HeoOXOMMOCT OT aaNTHPaHe Ha 03aTa IPU MAlUEeHTH, KOUTO MOJIy4aBat
enHoBpemenHo CYP450 cyOctparu (Bxk. Touka 5.2).

IIpu npoy4Banus pu TICOPHA3UC HE ca OleHsIBaHN Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOWHAIINS C UMYHOCYTIPECOPH, BKITIOUHUTEITHO OMOJIOTHYHY cpesicTBa i GoToTtepanus. [Tpu
NPOYYBaHUS MPH MICOPUATUUEH apTPHUT, eAHOBpeMeHHaTa ynotpedba Ha MTX He noBiusBa
6e3omacHoctTa U epuracHoctta Ha STELARA B npoyuBanusita npu 6osect va Crohn u ymmepo3ex
KOJIUT €JIHOBPEMEHHATA yIOTpeOa Ha UMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TIICKIa He
noBnusiBa 6e3omacHocTTa WK epukacHocrra Ha STELARA. (Bk. Touka 4.4).

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe
2KeHnu ¢ neTepojieH NoTeHIMaN

JKenu ¢ neTepoeH MOTEHITHAT TPSAOBA Aa U3MOI3BAT €PEeKTHBHA METOAHM Ha KOHTPAIICTIIIHS TI0 BpeMe
Ha JIeUYEeHUE U 10 15 ceaqMuI el JIEUEHUETO.

bpemeHHOCT
[IpocniekTHBHYU NaHHU OT HEroJsiM Opoit cirydan Ha OpeMeHHocT ciiefi excrio3unus Ha STELARA ¢

W3BECTEH M3XO0Jl, BKIIIOYHUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCIIO3HUIINUS IPe3 MbPBHS
TPUMECTHP, HE TIOKA3BAT MOBUILIEH PHCK OT TOJIEMH BPOACHU MaJI(QOpMaIiK PH HOBOPOACHOTO.

[MpoyuBaHusiTa MPY )KUBOTHHU HE TOKA3BAT MPEKH WM HETIPEKH BPEIHHU €PEKTH, CBBP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAYKAAHETO WM ITOCTHATAIIHOTO pa3BUTHE (BXK.
Touka 5.3).

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

YcreknHymad mpeMuHaBa pe3 TIalleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, POACHHU OT JKEeHH,
JIEKyBaHU C YCTEKMHYMa0 10 Bpeme Ha OpeMeHHocTTa. KIIMHUYHOTO BB3AeHCTBIE Ha TO3H (aKT HE €
U3BECTHO, HO PHCKBT OT MHPEKIHS IPH KbpMadeTa, ¢ eKCIO3UILUs Ha YCTeKHHYMa0 in Utero moxe na
ObIe moBuIIeH cien paxaanero. He ce mpenopbuBa npuiarane Ha xuBH BakcuHH (kato BIDK
BaKCHHA) MPH KbpMayeTa, C eKCIO3UIIMS Ha YCTEKUHYyMa0 iN Utero, B mpoIb/DKEHUE Ha

JBaHaJEeCceT Mecela ClIe PaXXIaHEeTO WM JOKATO CEPYMHHTE HHBA HAa YCTEKUHYMAa0 MPH KbPMayeTo
craaHatT MoJ HUBOTO Ha JeTeKUus (BXK. TOUKH 4.4 u 4.5). AKO € HaJuIle KaTeropuyHa KIMHUYHA 10138
3a OTJIETTHOTO KbpMaue, MOXKe Jia c€ OOMUCITY MpHJIaraHe Ha KMBa BAaKCUHA B TIO-paHEH MOMEHT, aKO
HE Ce OTKpHBAT CEpyMHU HUBA Ha yCTEKHHyMaO.

KespMmene
OrpaHr4eHu JaHHH, yOJIMKYBaHH B JINTepaTypaTa, OKa3BarT, 4ye yCTeKHHyMal ce eKCKpeTupa B

YOBEIIKaTa KbpMa B MHOTO Mallku KoimdecTBa. He e nu3BecTHO manu ycreknHymab ce abcopoupa
CHUCTEMHO clie/i riorbiiane. [lopaau noreHuana 3a mposiBa Ha HEXKEJIaHH JICKAPCTBEHH PEaKIIUU KbM
YCTEeKMHYMa0 MpH KbpMaueTaTa, TpOBa Jia ce B3eMe pEIlIeHUE JIaJIM Jia ¢e IPEeyCTaHOBH KbPMEHETO
0 BpeMe Ha JIeUeHHe U 10 15 ceaqMuIly ciell JISUSHHETO, WITH J]a Ce IPEyCTaHOBH TEPAIHATA ChC
STELARA, kato ce B3eMar mpeaBu 1oji3aTa OT KbPMEHETO 3a JIETETO U MoJI3aTa OT Teparusara ChC
STELARA 3a xenara.

deprunurer
EdekrbT Ha ycTeknHymMad BbpXy (epTHIMTETa IPU XOpa HE € OlleHeH (BXK. Touka 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTa 32 modupaHe 1 padoTa ¢ MALINHH

STELARA He noBJvsiBa WM MOBJIHSIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a IodupaHe ¥ padoTa ¢
MallluHH.
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4.8 Hexenanu JeKapCTBEeHH peaKun

00600611eHne Ha podhuia Ha 6€30MacHOCT

Haii-gectute HexenaHu JISKAPCTBEHU peakiuu (> 5%) B KOHTPOIHPAHUTE TICPUOIN OT KIMHUYHUTE
NPOYYBAHUS MTPU BB3PACTHHU C TICOPUA3HC, ICOPUATHYCH apTPpHT, OostecT Ha Crohn u yiepo3eH KoauT
C YCTeKHHYMal ca Ha30(papuHTHUT U ri1aBodonue. [loBe4eTo OT TSIX ce CUUTAT 3a JICKH U HEe HallaraTt
MPEKbCBaHE HA MPOYYBAHOTO JieueHue. Hall-cepro3HaTta HexellaHa JIGKapCTBeHA PEAKIIHsI, KOSTO €
crobmaBana 3a STELARA, e cepro3Ha peaknus Ha CBPbXUyBCTBHTEIHOCT, BKIIFOUUTEITHO
anadmmakcus (BX. Touka 4.4). O0musat mpodrt Ha 6€30MMacHOCT € Mo00eH MPH MAIMECHTH C
TICOpHUA3UC, IICOPUATHYUCH apTpuT, OosiecT Ha Crohn U yepo3eH KOJuT.

TabnudeH cCIMCHK HA HEXKEIAHUTE PEaKIIuN

JannuTte 3a 6€30MacHOCT, IPEAOCTaBEHH MO-A0IY, Ca MOMYUYCHH CIIe]l eKCTIO3UIHS Ha YCTEeKHHYMao
npu Bb3pacTHU B 14 npoyuBanus ¢aza 2 u ¢asa 3 npu 6 710 mauuentu (4 135 ¢ ncopuasuc u/umm
ncopuatuueH apTpur, 1 749 ¢ 6omect Ha Crohn u 826 manuenTu ¢ yimepo3eH koiuT). ToBa BKIIIOYBA
excrio3uisa Ha STELARA B KOHTPOJIMPAHUTE M HEKOHTPOJIUPAHUTE IIEPUOIN Ha KIMHUYHUTE
NPOYYBAHUS MPHU MAMEHTH C TICOPUA3KC, ICOPUATUYCH apTPUT, OosecT Ha Crohn mim yneposeH
KOJIUT B IPOABIDKEHUE Ha Hail-Maiko 6 mecena (4 577 manueHTH) win moHe 1 roguHa

(3 648 narpenTn). 2 194 nanuenTty ¢ ncopuasuc, 6onect Ha Crohn wiaK yimepo3eH KOJUT ca ¢
€KCIIO3MITUA 3a TToHe 4 ToauHu, 1oKkato | 148 marwenTw ¢ ncopuasuc miu 6omect Ha Crohn ca ¢
EKCIO3HIIUS 3a MTOHE 5 TOUHH.

B Tabnuiia 1 e mokasaH CIUCHK ¢ HEXKETAHUTE JICKAPCTBEHH PEAKIMK OT KIMHHYHK IPOYYIBAHUS MPH
BB3pPaCTHH C NICOPUA3KC, ICOPUATHICH apTpuT, 6osect Ha Crohn u ¢ yiiepo3eH KOJIHT, KaKTo U
HEeXEMaHUTE PEaKIUK OT MOCTMAPKETHHTOBaTa yrorpeda. Hexxenanure peakiuu ca kKiacuuimpanu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIMsA: Muoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectn (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 xo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHHUTE JAHHHU HE MOYXKe Ja Ob/Ie HaIpaBeHa
orieHka). [Ipu BCSIKO rpynupane B 3aBHCUMOCT OT YECTOTaTa HEXKEIAHHUTE JICKAPCTBECHH PEAKIIUH ce
H30pOSIBAT B HU3XOJISII PEJT TI0 OTHOIIIEHHE Ha TAXHATA CEPHO3HOCT.

Tabnuya 1 Cnucvk Ha Hedxceranu peakyuu

Cucremo-opranHu Yecrora: Hexenanu peakuuu

KJIAcOBe

Wndexnmu u nadecrarmun  YecTu: nHPEKIMS HA TOPHUTE JUXATEIHN ITbTUINA, Ha30(apHHTHT,
CHHY3UT

HeuecTu: nenynur, neHranHy HHQEKUNH, XepIec 30cTep, HHPEKIHS
Ha JIOJTHHUTE TUXaTeHH MbTUINA, BUPDYCHH WH(EKIINK Ha TOPHUTE
OUXaTeTHHU IbTHUILA, ByJIBOBarMHAIHA MUKOTHYHA HH(EKINS

Hapyiienus Ha iMyHHaTa Hedectu: peakiuu Ha CBPbXYYBCTBUTEIHOCT (BKIIIOYUTEITHO OOPHB,
cucreMa YpTUKapHs)
Peaxu: cepro3nu peakiuy Ha CBPbXUyBCTBUTEITHOCT (BKITFOUUTEITHO
aHa(UIaKCHS, aHTHOE]IEM )

IIcuxnynu Hapy1IeHUs Heuectu: nenpecus

Hapymenust Ha HepBHaTa Uectu: 3amaiiBane, riiaBodonme

cucTemMa Hegectn: nunesa napanusa

PecniuparopHu, rppaau u Yectu: opodapunreanna 60ika

MEIMACTUHAIHU HeuecTu: HazanHa KOHrecTUs

HapylLIEHUs Penxu: anepruveH aaBeonuT, €O3MHOPHUITHA THEBMOHHUS

Mmnoro PEAKU: OpraHu3upala MMHEBMOHUS*

CroMantHo-4peBHI Yecrtu: nuapusi, raJieHe, MoBpblIlaHe
HapylIeHUs
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Hapymenust Ha koxaTa u Yectn: cppbex

MIOJIKO’KHATA ThKaH Heuectu: myctynoseH ncopuasmc, eKconnanus Ha KoKaTa, akHe
Penxu: ekchonmatuBeH qepMaTuT, XUIIEPCEH3UTUBEH BACKYJIUT
MHoro peaku: 0yno3eH neMpUrona, KOKeH JyIIyC epUTeMaToIec

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

CKEJICTHATa CHCTEMA U MHoOro peKu: Jymyc-mo00eH CHHAPOM

ChCIMHUTEIIHATA ThKaH

OO0y HapymeHus u Uectu: ymopa, eputemMa Ha MSCTOTO Ha HHXKEKTUPaHe, 00ITKa Ha
e(eKTH Ha MSACTOTO Ha MSICTOTO Ha WHXKEKTHpaHe

MIPHIIOKEHUE Heuectu: peakiuu Ha MSICTOTO Ha MHKEKTHPaHE (BKIIOYUTEITHO

KPBBOH3IINB, XEMaTOM, BTBBP/ISBaHE, TOAYBaHE U ChPOEK), aCTEHUS

*  Bmxre Touka 4.4, CHCTEMHH U pPECIUPAaTOPHU PEaKIMU Ha CBPbXUIyBCTBUTEIHOCT.

Onucanue Ha I/I36DaHI/I HCXKCIaHH JICKAPCTBCHHU PCAKITMNA

HNndexnnn

B mutane0o-KOHTpONMpaHu MPOyYBaHUS MPH MAUSHTH C TICOPUA3UC, ICOPUATHYECH apTPHT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJUT NPOLCHTHT Ha HHPEKINUTE MM CEPHO3HUTE HHDEKIMU € CXOJICH MPH
NalUeHTHUTE, JEKYBaHH C YCTEKMHYMa0, U MIPH JIEKyBaHUTE ¢ uiane0o. B mnane6o-KoHTponupaHus
Nepuo] Ha Te3U KIMHUYHU NIPOYYBaHMA YecToTara Ha nH(pekuuute € 1,36 3a nauueHroroquHa
npociieisBaHe MpH NalyueHTH, JIEKyBaHU ¢ YCTeKHHYyMa0, U 1,34 — npu nanueHTH, JIEKyBaHH C
wrane6o. [lossumute ce cepruo3an nueknnu ca ¢ yecrtora ot 0,03 3a marpieHToroAnHa MpoCeasiBaHe
MIpH MAIUEeHTH, JIEKyBaHU ¢ ycTeknayMab (30 ceproznn uHdpekimu 3a 930 manueHToroInHu
npocnensasane), u 0,03 — npu NanKeHTy, JieKyBaHH ¢ Tiane6o (15 cepro3Hu HHPEKIUH 3a

434 nanueHTOroMHN npocieasBane) (Bxk. Touka 4.4).

B koHTposMpaHKuTe M HEKOHTPOJIUPAHUTE TICPUOIU HA KIIMHUYHUTE [TPOYYBAHUS TPU TICOPHA3ZHC,
NICOpUATHYCH apTPHT, OostecT Ha Crohn u yiepo3eH KOIMT, MpeACTaBIIsIBAIIN

15 227 nanueHTOroIMHU eKCIO3UIus ¢ ycTekuayMab npu 6 710 nanmeHnTn, Meanata Ha BpeMeTO Ha
npociensBane e 1,2 roquau; 1,7 roquHY 3a Mpoy4YBaHUATA MPH 1icopruasuc, 0,6 ToauHY 3a
npoyuBanusTa npu 6osiect Ha Crohn u 2,3 ronuHM 3a NPOyYBAHUATA C YIIEPO3eH KOIHT. [IponeHThT
Ha nH}eknuuTe ¢ 0,85 3a manueHTOroJuHa MPOCIeIBaHe P MAIUEHTH, JIEKYBaHU C YCTEKHHYMa0, a
MPOIEHTHT Ha cepro3HnTe nHpekmn mpu Tax € 0,02 3a manueHToroInHa mpocieIsiBaHe

(289 cepro3nm nHdpeknnu 3a 15 227 MaIMEHTOTOMHN IPOCIIEAIBAHE) U Ca JOKIaBaHH CEPHO3HU
WHQEKIINHY, BKITFOYUTETHO THEBMOHMSI, aHAJICH a0CIIeC, LENyJIHT, JUBEPTHKYJIUT, TACTPOSHTEPUT U
BUPYCHU UH(EKITUH.

B npoBeieHr KJIMHUYHU MPOYYBaHMS NAIMEHTH C JJATEHTHA TyOEpKyio3a, KOUTO ca Ouin
€IHOBPEMEHHO JIEKYBaHM C U30HHA3U], HE Ca pa3BUIIM TyOepKyio3a.

310KaYECTBEHH 3a00ISIBAHMS

B mnare6o0-koHTpoIupaHusl epruoa Ha KIMHUYIHHU MPOYYBAHUS [IPU TICOPUA3HC, TICOPUATUICH apTPHUT,
6ostect Ha Crohn u yJmepo3eH KOJIHUT Y4eCTOTaTa Ha 3JI0Ka4eCTBEHUTE 3a00JIBaHMUS, C U3KIFOUCHUE Ha
HEMEJIaHOMEH paK Ha Koxkara, € 0,11 3a 100 manueHTOroAMHN MpOCIIesIBaHe MPH MaIUeHTH,
JIeKyBaHU ¢ ycTeknHymao (1 marmeHT 3a 929 nanueHTorouHu npocie/ssane) B cpaBHenue ¢ 0,23
MIpH MAIUSHTHUTE, JISKyBaHU ¢ Tuiane6o (1 mamueHT 3a 434 NarMeHTOroIMHYU MPOoCe/IIBaHe).
UYecToTara Ha HEMellaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHU MPOoCIEsiBaHe 3a
MAIICHTHUTE, JIKYBaHH ¢ YCTeKHHYyMab (4 maruenTn 3a 929 manueHTOroAuHY MPOCIICISIBaHE) B
cpasaenue ¢ 0,46 npu MmanueHTHTe, JISKyBaHH ¢ Tuiane0o (2 naruenTty 3a 433 nanueHToroIMHu
npocieisBaHe).

B KoHTpoOnHMpaHUTE ¥ HEKOHTPOJIHUPAHHUTE IEPHUOIN Ha KIMHUYHUTE MPOYIBAHUS MTPH TICOPHA3HC,
NICOpUATUYCH apTpHT, OostecT Ha Crohn u yiepo3eH KoauT, MpeAcTaBIsBaIIN

15 205 nanueHTOroAIMHN EKCIO3UIHS ¢ YCTeKHMHYMa0 ripu 6 710 nanueHTH, MeJiaHaTa Ha BpeMeTO Ha
npocnensBane € 1,2 roanHa; 1,7 roquHM 3a MpOydYBaHuUATA MPH 1copuasuc, 0,6 roauHn 3a
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npoy4BaHusaTa mpu 6omect Ha Crohn u 2,3 roauam 3a MPOyYBAHMATA C YIIIIEPO3EH KOJIHT.
3nokauecTBEHH 3a00JSIBAHUS, C M3KITFOUCHHE HA HEMETAaHOMEH paK Ha KOXKaTa, ca JOKJIaBaH! IPH

76 manmenTH 3a 15 205 manuenToroauau Ha npocieasane (dectora ot 0,50 Ha 100 manmueHTOrOIUHI
Ha MpOCJIeAsBaHe MPH MAlMEeHTH JIEKyBaHH ¢ ycTeKuHyMa0). Te3u ciaydan Ha 3710KadeCTBEHH
3a00IABaHs, CHOOIIEHH TIPH MAITUEHTH, JIEKYBaHU C YCTEKMHYMab, ca CpaBHUMH C OYaKBAHUTE
cirydan B oOmiara momynamus (cTanaapTusupan KoedunreHT Ha yectota = 0,94 [95% nosepurenen
unrepsai: 0,73, 1,18], kopurupat 3a Bb3pacT, noi U paca). Haii-uecto HabnronaBanute
3JI0KAYE€CTBEHH 3a00ISIBAaHASA, PA3IMYHA OT HEMEIAHOMHHS KapIITHOM Ha KOXKaTa, ca KapImHOM Ha
MpocTarara, MeJIaHOM, KOJIOPEKTAIeH KapIIMHOM H KapIIMHOM Ha rbpAara. CilydanTe Ha HEMEITaHOMEH
KapuuHOM Ha koxkarta ca 0,46 Ha 100 marueHTOroIMHN Ha IPOCIeAsIBaHE MPU MAIUEHTH, JICKYBaHH C
ycreknHyMab (69 manmenTu 3a 15 165 nanuenToronuHu Ha npocieassane). CbOTHOIIEHHETO Ha
MAIEeHTH ¢ 6a3aJIeH CIIPSAMO CKBAMO3HOKIICTHYCH KapIIMHOM Ha Kokarta (3:1) e cpaBHIMO ChC
CHOTHOIICHHETO B 00IaTa momyJsanus (Bx. Touka 4.4).

Peakiiy Ha CBPbXYYBCTBUTEITHOCT
B KOHTpoNMpaHuTe MEePUOAN HAa KIMHUYHH POYYBAHMS [IPU [ICOPHA3ZUC M TICOPUATUYCH apTPUT C
yCTeKHHYMa0 ca HaOJo1aBaHu 00pHB U ypTUKapus mpu <1% ot namuenTute (BK. Touka 4.4).

[leamaTpuyHa HOMyIAIIS

IleauaTpyuHu Man¥eHTH HA 6 TOAMHU U TI0-TOJIEMH C IIJIAKOB IICOPUA3UC

Be3zonacHocTTa Ha ycTeknHyMab € mpoydyeHa B IBe MpoyuBaHus (aza 3 IpH neAuaTpUIHH MaUSHTH C
YMEpPEH 10 TEXBK IJIAKOB Icopuasuc. [IpBoTo npoyusane € npu 110 nanueHTy Ha Bb3pact oT 12 1o
17 ronuHy, JeKyBaHU B IPOAB/DKEHNE HA 60 CeIMUIIM, 2 BTOPOTO MpOy4BaHe ¢ Npu 44 maiueHTH Ha
BB3pacT oT 6 10 11 roauHwu, JIeKyBaH! B IPOIBIDKEHHUE Ha 56 ceqmuriu. Kato 1sio choOmeHuTe
HEe)XellaH! CHOWTHS B T€3H JIBE IPOYUYBAHUS C JaHHU 3a O€301acHOCT A0 | ToAnHA ca MoA00HH Ha
Te3u, HaOJIr0JaBaH! B IPEIUIITHY MPOYIBAHUS TP BB3PACTHU C IUIAKOB IICOPHA3HLC.

Cro01aBane Ha MOJI03MPAHU HEXKEJIAaHW PEaAKIIUK

Cpo01aBaHeTo Ha MOIO3MPaHU HEXKEJIaHU PEaKLUH CIIe]] pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBeHUS
HPOJYKT € BayKHO. ToBa M03BOJIsIBA 1a MPOABILKU HAOIIOICHUETO Ha ChOTHOIIEHUETO 110J13a/pHUCK 32
JeKapcTBEeHUS MPoAyKT. OT MEAULIMHCKUTE CIIEUAIMCTH CE€ M3UCKBA Ja ChOOIIaBaT BCAKa
N0JJ03MpaHa HeXellaHa Peakiysl Ype3 HallMOHAIHATa CHCTeMa 3a ChbOOIIaBaHe B:

W3nbiaHUTENHA areH1us 1o JeKapcTBara

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 Ilpemo3upane

Ennanunn no3u 1o 6 mg/kg ca npunaraiu MHTPaBEHO3HO B KIIMHUYHU NIPOYyYBaHUs 03
OrpaHHYaBalla J103aTa TOKCUYHOCT. B ciiyuail Ha nmpeno3upane ce npenopb4Ba NalUeHTUTE Ja ce
Ha0JI01aBaT 3a MPU3HAIM WM CUMIITOMHU Ha HEXeJlaH! peaklni 1 He3a0aBHO Ja Ce MPUII0KH
MOIXOJISAIIO0 CUMITTOMATUYHO JICYSHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 dapmakoaMHAMMYHU CBOiicTBa

®dapmakoTepaneBTuuHa rpyna: myHocynpecopu, naxubutopu Ha uatepneBkud, ATC kox:
LO4ACO5

MexaHu3bM Ha AeiicTBUE

Ycereknnymab e m3usiio yoBemko [gG 1k MOHOKIIOHATHO aHTUTAIIO, KOETO CE CBBP3Ba ChC
cnenn(pUIHOCT KbM 0011aTa NpoTenHoBa cydeannuna p40 Ha YOBEIIKK UTOKMHN MHTepiaeBKHH (IL)-
12 u [L-23. Yerexkunymab nmotrcka 6noaktuBHocTTa Ha YoBemkute 1L-12 u IL-23, kato
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nmpenoTBpaTsaBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 perienTopeH mpoOTeHH, Pa3loIokKeH Ha IOBbPXHOCTTA
Ha UMyHHHUTE KJIETKH. Y CTeKMHYMa0 He Moke Aa ce cBbpke ¢ IL-12 wmm ¢ IL-23, xouTo Bede ca
cebp3anu ¢ [L-12RB1 pemenTopu mo kineTbyHaTa NOBBPXHOCT. CIIEIOBATEIIHO € MaJIKO BEPOSTHO
YCTEKMHYMa0 J1a y4acTBa B KOMIUIEMEHT- WIH aHTUTSJIO-MEIMAPAHATa IIATOTOKCHYHOCT Ha KIIETKUTE
¢ peuentopu 3a IL-12 w/umu IL-23. 1L-12 u IL-23 ca xeTepoauMepHHU IIUTOKUHHU, CEKPETUPAHHU OT
AKTUBHPAHH aHTUTEH-TIPEJICTABAIIM KJICTKH, HAITpUMep Makpodaru u NSHIPUTHH KICTKU U J{BaTa
[IUTOKMHA y4acTBaT B UMyHHUTE QyHKImuY; [L-12 ctumynupa ectectBenute kietku youiu (NK) u
npenu3BukBa nupepennuaiusara Ha CD4 + T knerkure kM T 1 xennepen (Thl) dpenorumn, 1L-23
naaymupa et Ha T 17 xenmepute (Th17). AGHOpMHAaTa perynamms Ha [L-12 u IL-23 obadge ce
CBBP3Ba C UIMYHHOMEIUHUPAHH 3200 SIBAHUS KaTO TICOPHA3KC, TICOPHATHYEH apTpuT, 6ostecT Ha Crohn
U YJIIepO3eH KOJIHT.

Upes cepp3Bane Ha obmata cyoenunnna p40 na IL-12 u IL-23, ycreknnyMab Moxe Jja OKa3Ba CBOUTE
KJIMHUYHH €(DEeKTH MPH MCOpUasmc, MCOpUuaTHieH apTput, 6onect Ha Crohn u ysmepo3eH KoIuT 4pe3
npekbeBane Ha mpTHIATa Ha Thl u Th17 muToknaM, KOWTO Ca B OCHOBATa Ha MATOJIOTHATA Ha TE3U
3a00JIABaHNSI.

[Tpu marmenTtn ¢ 6omect Ha Crohn nedeHNETO ¢ YCTEKUHYMaO BOAM IO HAMAJIEHUE Ha
BB3MAINTEIHATE MapKepH, BKItounTeHo C-peaktuer npotenH (CRP) u dekanen KaImpoTeKTHH 1Mo
BpeMe Ha MHIYKIIMOHHATa (pa3a, KOETO CJie]] TOBa CE MOIbpKa Mpe3 IsuiaTa nmoanbpxama ¢asa. CRP
€ OIICHEH 110 BpeMe Ha MPOABDKEHUETO Ha POYYBAHETO M HAMAaJICHUATA, HaOMI0JaBaH! 110 BpeMe Ha
noxappkamara (haza, OONKHOBEHO Ce 3arma3BaT 0 252 ceaMuIia.

[Ipu manueHTy ¢ yiepo3eH KOJUT JICYCHUETO ¢ YCTEKUHYMa0 BOM JI0 HaMaJIeHHEe Ha
BB3MAIUTETHATE MapKepH, BKiIounTeTHo CRP u (ekaneH KaampoTeKTHH [0 BpeMe Ha
UHIYKIIHOHHATA (a3a, KOeTOo Ce MOIbprKa Mpe3 IisiIata morbpskaiia (aza u MpoabHKEHHETO Ha
npoyuBaneTo 1o ceamuiia 200.

HmyHn3annn
[To Bpeme Ha IBATOCPOUHOTO MPOABIDKEHHE Ha npoyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3pPACTHUTE MAIMEHTH, JIeKyBanu ch¢ STELARA 3a Haii-manko 3,5 roauHw, ca Jaad aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH TTOJIM3aXapHIHU BAKCUHH U BAKCHHU CPEIIy TETaHyC, CXOJIHU C TE3U IPH
KOHTPOJIHATA TpyIa MallUeHTH, OJy4YaBallld HECUCTEMHO JiedeHre Ha rncoprasuc. CXoaeH OIPOLUEHT OT
BB3PACTHUTE MAIUEHTH, JIekyBanu ch¢ STELARA u Te3u B KOHTpOJIHATA TPy, Ca PA3BUIIN 3aITUTHU
HUBA HAa aHTUITHEBMOKOKOBH M aHTUTETAHUYHU aHTHUTENA, M TUTPUTE HA aHTUTENIaTa UM Ca CXOJTHHU.

Kinnnnuna edukacHocT

I11akoB nicopuasuc (Bb3pacTHU NAIIMEHTH)

be3zonacHocTTa M ehrkacHOCTTa Ha ycTeKUHYMa0 ca otieHeHu npu 1 996 nmaruienTr B

JIBE PaHJIOMU3UPAHH, JBOWHO-CIICIIH, TJIAle00 KOHTPOIMPAHH IPOYYBAHHUS IIPU NAIIMEHTH C YMEPEH
JI0 TEXBK IJIAKOB IICOpUA3UC, KAHAUAATH 3a (GoTOoTEeparus Wik cucreMHua tepanus. OCBEeH TOBa B €1HO
PaHIOMU3UPAHO, AKTUBHO KOHTPOJIMPAHO MPOYUBAHE ChC 3aCIIENIEH OLICHUTEN € CPABHEHO JIeHCTBUETO
Ha YCTEKWHYMa0 W eTaHepIIeNT MPH MAIMEHTH C YMEPEH J0 TeXbK TUIaKOB IICOPHA3HC, KOUTO HE ca ce
MOBJIMSUTH, IPOSIBUIIN €A HETOHOCUMOCT MJIM €a MMaJIM POTUBOIIOKAa3aHNE KbM IUKIocTIOopuH, MTX
nu [TYBA Tepanus.

B npoyusane nipu nicopuazuc 1 (PHOENIX 1) ca ounenenn 766 nanmentu. 53% ot 15X He ca ce
TIOBJIMSUIH, TIPOSIBUIIA Ca HETIOHOCUMOCT WJIM Ca MMAJTH POTUBOIIOKA3aHHEe KbM JIpyTra CHCTEMHA
tepanus. [lariMeHTUTe, paHIOMHU3MPAHH 3a JICYCHUE ¢ YCTEKMHYMa0, ca MPHUeIn 1034 OT 45 mg uiu
90 mg B ceamuiu 0 1 4 ¥ ca NPOIBIDKIIIN J1a IPUEMAT ChIIATa 1032 Ha BCEKH 12 CEAMMIIN.
[TanuenTrTe, paHAOMU3UpPAHU 3a JiedeHue ¢ Tanedo B ceaqmuiy 0 u 4, ca IpeMUHAITN KbM JISYCHHUE C
ycTekuHyMab (45 mg wiu 90 mg) B cenmuiu 12 u 16, cinex KOeTo ca MpoIbJKIIIN 1a TpUeMaT
chIara 103a Ha Bceku 12 ceamurtu. [lanuenTn, mspBOHAYATHO PaHIOMU3UPAHU 32 JICUCHHE C
YCTEeKHHYMa0, KOMTO ca JJOCTUI'HAJIM HUBO Ha MOBJIMsABaHE 75 M0 MHJIEKCA 3a 00JIACT M TEXKECT Ha
ncopuazuc (PASI) (mono6penue no PASI ot Munumym 75% B cpaBHEHHE C U3XOAHUTE CTOMHOCTH) B
ceamutty 28 u 40, ca MOBTOPHO paHIOMHU3UPAHU 32 JICUCHHE C YCTEKHHYMa0 Ha Bceku 12 ceaMuIu
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WK ¢ TU1anedo (T.e. OTTerIsIHE OT TepanusiTa). [lanreHTiTe, TOBTOPHO pPaHIOMHU3UPAHU 32 JICYCHHE C
miare6o B ceamunia 40, ca Bp3o0HOBIIH TepanusaTa cb¢ STELARA B mppBoHavaiHaTa CH CXeMa Ha
Jo3upane, cien karo nmogpodpenuero uM mo PASI B cemmuna 40 e Hamansiio ¢ munumym 50%. Benuku
MaIMeHTH ca MPOCIIeICHH 3a IEpUO 10 76 CEAMMUIIH Cle]] TbPBOTO MPHIIOKECHUE HA U3CIEABAHOTO
JIeYeHNeE.

B npoyusane npu nicopuazuc 2 (PHOENIX 2) ca ouenenu 1 230 nmampentu. 61% ot Tsx He ca ce
HOBJIUSUTH, IPOSIBIITN €A HETIOHOCHMOCT WJTH Ca HMAaJIM IIPOTHBOIIOKAa3aHNE KbM JAPYra CHCTEMHA
tepanus. [lanuenTuTe, paHIOMU3HPaHH 32 JICUEHHE C YCTEKHHYMAa0, ca IPUEIH J03H OT 45 MQ miu
90 mg B cenmunu O u 4, mocineBaHM OT IOMBJIHUTENHA 1032 B ceamuna 16. [lanuenture,
paHIOMU3MpaHH 3a JiedeHue ¢ mane6o B ceqmunu 0 u 4, ca mpeMUHaIN KbM JIeYeHHE C YCTEeKUHYMab
(45 mg wr 90 mg) B cenmunu 12 u 16. Bcruku manueHTH ca mpocieaeH: 3a Mepruo 10 52 ceMuIm
CJIe]] TbPBOTO MPHUJIOKEHUE HA M3CIICIBAHOTO JICUCHHE.

B npoyusane npu nicopuaszuc 3 (ACCEPT) ca onenernn 903 manmeHTH ¢ yMepeH 10 TEXBK MCOPUA3NC,
KOMTO HE Ca Ce MOBIMUIN, IPOSIBUIM Ca HEIOHOCUMOCT WJIM Ca UMaJIM IPOTHUBOIIOKA3aHUE KbM JIpyra
cucrtemHa tepanusi. CpaBHeHa € e(PUKacCHOCTTa Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEPIICTIT U € OIleHeHa
Oe3omacHOCTTa Ha yCTeKMHYMab u etanepuent. [1o Bpeme Ha 12-ceaMuyHaTa aKTUBHO KOHTPOJIUPaHa
4acT OT MPOYYBAHETO MALMEHTHUTE ca PAaHAOMM3HMPaHHU J1a mpueMart eranepuent (50 mg aBa nbTH
CeIMUYHO), ycTeknHyMab 45 mg B ceqmuny 0 u 4 win ycrekuaymad 90 mg B ceamunu 0 u 4.

W3xoaHuTE XapaKTEPUCTUKHU Ha 3a00JI1BAaHETO Ca MPHHLUITHO ITOCIIEI0BATEIHM BbB BCUUKU IPYIIH Ha
JiedeHue B MpoydBaHe npu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonno HuBo ot 17 110 18,
¢ MeJuaHa Ha TeliecHa oBbpxHOCT (BSA) Ha uzxonHo HUBO > 20 U ¢ MeuaHa Ha IepMaTOJIOTUUCH
WHIEKC 3a kadecTBO Ha )uBOT (DLQI) B rparunute ot 10 1o 12. bimso exna Tpera (IpoydBaHe Ipu
ncopuasuc 1) u enHa 4eTBBPT (IPOYUYBAHE IPH IICOPHAZUC 2) OT MALUEHTUTE UMAT ICOPHUATUICH
aptput (PsA). [TogoOHa TexxecT Ha 3a00JBaHETO ce HAOJIF0IaBa U NPU POYYBaHE MPH IICOpUA3UC 3.

[IppBUYHaTa KpaiiHa TOYKA B TE3U MPOYIBAHHS € CHOTHOIIICHHETO Ha TAIIMEHTUTE, JOCTUTHAIA HUBO
Ha nioBiusABaHe 1o PASI 75 cnipssMo U3X0HUTE CTOMHOCTH B ceamuiia 12 (Bx. Tabnunu 4 u 5).

Tabnuya 2. O6obwenue Ha kKiuHuYHOMO nogauséane 6 npoyusare npu ncopuasuc 1 (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cemmuma 12 Cenmuria 28
2 nosu (ceamuria 0 u ceamuna 4) 3 no3u (ceamura 0,
ceamuiia 4 u cenmuna 16)
[1name6o 45 mg 90 mg 45 mg 90 mg

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

IloBnusiBaHe mo

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

IloBnusBane 1o

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

TToBausaBane mo

0, 04) 2 04) @ 0, 0,
PASI 90. 6p. (%) 5 (2%) 106 (42%)* | 94 (37%) 123 (49%) | 135 (56%)

OOJI° 3a u3uncTeHn
WM MUHHUMAITHH, Op. 10 (4%) 151 (59%)? | 156 (61%)? 146 (58%) 160 (66%)
(%)

Bpoii nanuentn

0k 166 168 164 164 153
IloBnusBaHe 110 0 0 0 0 0
PASLTS oy (o) | @) | 124(74%) | 107(65%) | 130(79%) | 124 (81%)

bpoii nauuertn 89 87 92 86 90

> 100 kg

67



TToBausaBane mo

0, 0, 0, 0, 0
PASI 75. 6p. (%) 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)
IIpoyyBane npu
MCcopua3uc 2
Bpoi
paHIOMHU3UPAHU 410 409 411 397 400
MAIUCHTH
IToBnusiBaHe 110 0 oL a oL a 0 0
PASI 50. 6p. (%) 41 (10%) 342 (84%) 367 (89%) 369 (93%) 380 (95%)
TlonusiBane no 0 oma om\a 0 0
PASI 75, 6p. (%) 15 (4%) 273 (67%) 311 (76%) 276 (70%) 314 (79%)
IToBnusiBaHe 110 0 oL a oL a 0 0
PASI 90, 6p. (%) 3 (1%) 173 (42%) 209 (51%) 178 (45%) 217 (54%)
OOJI° 3a u34ncTeHn
WM MUHUMAITHU, Op. 18(4%) 277 (68%)2 | 300 (73%)? 241 (61%) 279 (70%)
(%)
Bpoii nanmenTn
<100 kg 290 297 289 287 280
[ToBnusiBane mo 0 0 0 0 0
PASI 75, 6p. (%) 12 (4%) 218 (73%) 225 (78%) 217 (76%) 226 (81%)
Bpoii nanmenTn
> 100 kg 120 112 121 110 119
Hosmuarie o 3 (3%) 55 (49%) | 86 (71%) | 59 (54%) 88 (74%)

PASI 75, 6p. (%)

a
6

OOJI = O61mma oreHKa Ha JieKapst

p < 0,001 3a ycrexkuaymab 45 mg nnmu 90 mg B cpaBHerue ¢ mwiamnebo (PBO)

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

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
Etanepuent Ycrekunymab
24 no3u 2 to3u (cenmuna 0 u ceqmuiia 4)
(50 mg aBa mBTH 45 mg 90 mg
CEIMUYIHO)
Bpoii partoMH3MpaHy MAMEHTH 347 209 347
[MoBmusiane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[Tosmusiane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)*
IMosnusiane mo PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OO/JI 3a U3YUCTEHH WU o om\a om\a
MuHHMaTHH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
bpoii nanmentu < 100 kg 251 151 244
gz;ﬂmmm no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
Bpoit matmentn > 100 kg 96 58 103
g/i));HI/IHBaHe 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 ycrekunymad 45 mg uan 90 mg B cpaBHEHHE C €TaHEPLENT.

B npoyusane npu nicopuaszuc 1 nogaepkaneto Ha PASI 75 e 3HaunTETHO 1MO-BUCOKO MPH
NPOIBIDKUTEIHO JICYEHUE, B CPABHEHKE C TOBA NPH oTTerisiHe ot sieuenuero (p < 0,001). [onooHu
pe3yaTaTH ce HaOJI0AaBaT MpH Besika 103a yecreknayMad. Ha 1°*™ roguna (ceamuna 52) 89% ot

MAIMEeHTHTE, TOBTOPHO PAHIOMHU3HMPAHH 3a MTOAIBPIKAIIO JIeUeHue, ca ce moBmusn mo PASI 75, B

cpaBHEHUE ¢ 63% OT MalMEHTHUTE, IOBTOPHO PAHIOMHM3MPAHH 3a I1ae0o0 (OTTErJIsTHE OT JICYSHUETO)

(p <0,001). Ha 18™" mecen (ceqmuna 76) 84% oT naimeHTUTE, MOBTOPHO PAHIOMU3MPAHU 32
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MOTBPIKAIIO JIeUueHue, ca ce moBnusn 1o PASI 75, B cpaBHenue ¢ 19% oT manueHTHTE, TOBTOPHO
paHmoMHu3upaHu 3a manebo (oTTernisHe ot geueHnero). Ha 3™ roguna (cemmumna 148), 82% ot
MAIUCHTUTE, IOBTOPHO PAHIOMHU3HUPAHHU 32 MOAIBbPKAII0 JIeUeHHUE, ca ce moBmusuin mo PASI 75. Ha
5-ta ronuna (ceamuia 244) 80% ot manMeHTUTE, MOBTOPHO PaHAOMHU3UPAHU HA MOIIBPIKAIIO
JiedyeHue, ca ce mosiausiu mo PASI 75.

[Tpu manmeHTHTE, TOBTOPHO PAaHAOMHU3UPAHH 3a TIane00, KOUTO OTHOBO ca IPEMUHAIIN KbM
I'bPBOHAYAJIHATA CU CXEMa Ha JIEYeHHe ¢ yCTeKuHyMal cien 3arybata Ha > 50% nonoOpeHue 1o
PASI, 85% ca Bp3cTanoBmin nmoBiusiBaneTo 1mo PASI 75 B pamkure Ha 12 ceamuny ciex
BBH300HOBSIBAaHE HA TEPAITUATA.

B npoyuBane npu nicopuaszuc 1 B cenmuria 2 u ceamuna 12 ce HaOmo1aBa 3HAYUTEITHO TOJ00peHNe
cpsiMo u3xoanuTe ctoiiHoct Ha DLQI BBB BCsiKa OT rpynuTe Ha JieueHHe C YyCTEKHHYMao B
cpaBHeHue ¢ miane6o. [Toqodpenuero ce 3anaspa 1o ceamuna 28. [TonoOHO 3HAUMTETHO TOAOOPEHNE
ce HaOMrO/TaBa B IpOydYBaHe MpH rcopuasuc 2 B ceamunu 4 u 12, koeto ce 3ama3sa a0 cenmuina 24. B
Mpoy4YBaHe MpH Icoprasuc | momodpeHusITa B HOKBTHHUS TICOPHA3HC (MHAEKC 3a TEXKECTTa Ha HOKBTEH
TICOpHUA3uC), B 00I11aTa OlleHKa Ha PU3UISCKOTO U €MOITMOHAIHOTO ChCTOsTHUE 110 SF-36 1 BBB
BH3YaJIHO-aHAJIOrOBaTa CKalla 3a ONpeNessiHe Ha CTOMHOCTTA Ha Oonkara pu cbpoex (VAS) cbimo ca
3HAYUTENHU TIPHU BCSKA TPyIa Ha JIedeHue ¢ ycTeKnHyMal B cpaBHEHHe ¢ uianebo. B mpoyuBaHe mpu
ncoprasuc 2 KIMHUYHATA cKasia 3a TpeBOKHOCT 1 aenpecust (HADS) u BbIPOCHUKET 3a paboTHH
orpaanucHus (WLQ) ChIlI0 MOKa3BaT 3HAYUTEIHO MOI00PEHKUE BhB BCSAKA OT IPYNUTE HA JICUCHUE C
YCTeKHHyMab B CpaBHEHHE C I1Iaredo.

IIcopuatnuen aptpurt (PSA) (BE3pacTHU NAILMEHTH)

JokazaHo e, 4ye ycTeKuHyMab 1moo0psiBa IprU3HALUTE U CUMITOMUTE, (PU3HYECKOTO CHCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAY€CTBO HA )KMBOT M HAMAJIsIBa CTENIEHTA HA TPOTPEcHs Ha MepuQepHOTO
CTaBHO YBpEXKIaHE MPU BH3PACTHU MAIlUCHTH C aKTUBEH PSA.

besomacHocTTa M emkacHOCTTa HAa yCTeKMHYMAa0 ca OIleHeH! Iipr 927 malueHTH B ABe
paHIOMU3UpPaHH, TBOHHOCIIETH, TUIAe00-KOHTPOIIMPAaHH TPOYYBAHHUS IPH MAIIMEHTH C aKTHBEH PsA
(> 5 monyTu ctaBu 1 > 5 O0NE3HEHU CTaBW) BBIIPEKH YIOTpedaTa Ha HECTEPOUIHN
nportuBopb3nanuTentu cpeactea (HCIIBC) wim momuduimpanu 6ojecTTa aHTHPEBMATOUTHA
nekapctBa (DMARD). IlanimeHTHTE B TE3W MPOYYBaHUS ca MMAII TIOCTaBeHa Tuarno3a PsA Haii-
MaJlko OT 6 Mecela. BkitodeHH ca MalieHTH ¢ BCAKAKBB IMOATUIT Ha PSA, BKITIOUNTEITHO
NOJMAPTUKYJIAPEH apTpUT Oe3 JaHHU 3a peBMaTOUIHU BB3IH (39%), CHOHAMIUT ¢ IepUQepeH apTPUT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha quctaiHa uHTepdaiaHreaaHa cTaBa
(12%) n nnaBanuausupam aptpur (0,5%). Hag 70% u 40% ot nanueHtuTe B ABETE [IPOYUYBAHUS Ca
MMaJId ChOTBETHO €HTE3UT U JAKTUIUT Ha U3XOAHO HUBO. [lanineHTHTE ca paHAOMU3MpaHu Ja
NOJIydYarT JiedeHue ¢ ycrekuHymao 45 mg, 90 mg, unu riane6o nonkoxxHo Ha ceamuim 0 u 4,
MOCJIeABAHM OT Ipujiarane Ha Bceku 12 cenmuitu (q12w). [Tpubnuszurento 50% ot nanueHTUuTe ca
MPOABIDKUIIN Ha ocTosiHHA 1032 MTX (< 25 mg/cenmuiia).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), crotBeTHO 80% 1 86% OT
nanueHTure, ca omm nexyBanu ¢ DMARD. B nmpoyuBane 1 He € O1I10 MO3BOJICHO MTPEUIITHO JISYeHUE
C aHTAaroHMCT Ha TyMop-HekpoTu3upai pakrop anda (TNF)o. B npoyusane 2, moBeueTo nanueHTu
(58%, n = 180) ca Owu JekyBanu ¢ eqHo win nosede auti-1TNFa cpexcto(a), kato ot Tsax Hax 70%
ca mpeyctaHoBmIN cBoeTo aHTH-TNFa nedenune, mopaay aumca Ha e(pUKACHOCT MM HEITOHOCUMOCT,
IO BCSIKO BpPEMeE.

THpusnayu u cumnmomu

JlegenneTo ¢ ycTeKuHyMal BOAM 10 3HAYUTEITHU MTOO0OPEHUS B U3MEPHUTEITUTE 32 aKTUBHOCT Ha
3a00JIIBaHETO B CPaBHEHUE C IrIanedo Ha cenmuiia 24. [IbpBryHaTa KpaifHa TOYKa € MPOIEHTHT Ha
MAIUEHTUTE, IIOCTUTHAIN OTroBOp 20 MO KPUTEPUHUTE Ha AMEPUKAHCKHUS KOJIEXK 10 PEBMATOIOTHS
(American College of Rheumatology, ACR) na cenmuiia 24. OCHOBHUTE pe3y/ITaTh 3a e(hHUKaCHOCT ca
MIpeICTaBeHH B TaOIMIIA 6 TI0-7I0ITY.
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Tabruya 4  Bpoii na nayuenmume, NOCMUSHAU KIUHUYEH 0OM2080D NPU NCOPUATMUYEH APMPUM
Ipoyusane 1 (PSUMMIT 1) u Ilpoyusane 2 (PSUMMIT Il) na ceomuya 24

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

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

bpoii nayuenmu c

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

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

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

otrosop, N (%)

Bpoii naunenTu

<100 kg 154 153 154 74 74 73

ACR 20

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

bpoui nayuenmu c

> 396 BSA" 105 105 111 54 58 57

PASI 75

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

Bpoii naunenTu

> 100 kg 52 52 50 30 29 31

ACR 20

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

bpoii nayuenmu c

> 396 BSA" 41 40 38 26 22 24

PASI 75

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

p < 0,001

p < 0,05

p=NS

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

- w (=)

ACR 20, 50 u 70 oTtroBopu 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 nocturHatu npu 47% u 48%, croTBeTHO 32 45 mg u 90 mg.

[IponeHTHT Ha MALMEHTHUTE, TOCTUTHAIIM OTTOBOP N0 Moaudupanu PSA KpuTepuu Ha OTTOBOP
(PSARC) ¢bI110 € 3HaYUTENHO MO-TOJIAM IIPH IPYIHTE Ha YCTEKHHYMa0, B CpaBHEHHE C IU1anebo Ha
cenmuna 24. Otrosopu PSARC ce nogaspxar no Bpeme Ha ceamuuu 52 u 100. [To-ronsm npoueHT ot
NalUeHTHTE, JEKYBaHH C YCTEKMHYMa0, KOUTO Ca MMaJli CIIOHIWIUT ¢ TepudepeH apTpuT Kato
OCHOBHA JMaruo3a, nokassar 50 u 70 mpoueHTHO mofo0peHne B cKopa 1o bat mHaeKc 3a aKTHBHOCT
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Ha 3abonsBaneTo npu ankmwiosuparn cnoaamwimt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHeH#ue ¢ u1ane6o Ha ceamuria 24.

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

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

Paouoepagpcxu omeosop

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

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

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

Du3uyecko cbcmosiHue U C8bP3AHO CbC 30PABEMO KAYeCmB0 HA HCUBOM

[TaumeHTH, JIeKyBaHU C yCTEKMHYMa0, ca OKa3any 3Ha4uTeIHO MoAo0peHne Ha PU3MIECKOTO
CBCTOSIHUE, KaKTO € OLIEHEHO 10 MHIEKCA 32 MHBAJMIHOCT OT BHIIPOCHHKA 3a OLIEHKA Ha 37PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [IpoueHThT Ha
MAIUEeHTHTE, IOCTUTHAIN KIHHUYHO 3Ha4nMo > 0,3 momobpenne Ha HAQ-DI ckopa cripsimo
M3XOAHUTE CTOWHOCTH, CHIIO € 3HAUUTENHO IO-TOJISIM [IPU TPYIIUTE Ha yCTEKUHYMaOl, B CPaBHEHHE C
miaie6o. [Togoopenne Ha HAQ-DI ckop cripsiMo U3X0AHOTO HUBO C€ TOJIbPIKa 10 BpeMe Ha
cenmuia 52 u 100.

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

Ilennarpuysa nomyJanus

EBporneiickaTa areHius 110 JieKapcTBaTa oTjara 3aJ/bJDKEHUETO 3a IIPEI0CTaBsIHe Ha Pe3yJITaTUTe OT
MPOyUYBaHUATA C yCTEKHMHYMal B €IHA WM NIOBEYE TOATPYIH Ha MeANaTPHUIHATA MOITYIaNns C
IOBEHWICH AMONAaTHYEH apTPpUT (BXK. Touka 4.2 3a uHopManus OTHOCHO yroTpeda B IeIuaTpusTa).
IIpenBapuTenHo HabJIHEHATA MUCATKA HE € IPOYYBaHa MpH NeJuaTpUYHAaTa MOMyJalys ¢ ICOPUA3UC
U HE ce MpernopbyBa 3a yrnorpeda rnpu rneIuaTpuuHu MalHeHTH.
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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). [Iporpamara 3a KITHHUYHO pa3pabOTBaHE CE CHCTOU OT JBE §-
ceaMuygHU npoyuBanus ¢ nHTpaBeHo3Ha HHAYKIUA (UNITI-1 u UNITI-2), mocnexsaru ot 44-
CEIMUYHO PAHAOMH3HPAHO MPOYYBAHE € MOAKOKHO MPUIIOKEHHE Ha moaabpxkaia go3a (IM-UNITI),
NIPEJICTABIISIBAIIN 52-CeIMUYHA TePaITusl.

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

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

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

B neere UNITI-1 n UNITI-2 3Ha4nMO no-ToJIAM IIPOLIEHT OT MALMEHTHUTE B TPyIIaTa, JE€KyBaHa C
yCTeKHHYMa0, ca ¢ KIIMHWYEH OTTOBOP M PeMHUCHs B cpaBHeHue ¢ marebo (Tabmuma 9). Knuaunaaust
OTIOBOP M PEMHUCHATA Ca 3HAYMMH OLE HA CEAMHLA 3 MPH NALMEHTHUTE, JIEKYBaHHU C YCTEKMHYMa0, U
T€ MPOIBJIKABAT Ja ce MoJo0psBaT 10 cenMulia 8. B Te3n npoyuBaHus ¢ HHAYKUUS eprKacHOCTTa €
MO-BUCOKA U CE MOJIbPIKa MM0-700pe B rpymaTa ¢ 103a B 3aBUCMOCT OT TEJIECHOTO TETJIO0, B
cpaBHEHHe ¢ rpynarta ¢ go3a 130 mg u mopaau ToBa Npu MHTPABEHO3HA 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%)?

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

cenMuIa 6

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

ceaMuna 8

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

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

*

Heycnex na antu-TNFa tepanus

** Heycrex Ha KOHBEHIMOHATIHATA TEPaIUs

a
6

p < 0,001
p<0,01

B npoyuBanero ¢ mogabpixkaria tepanus (IM-UNITI) ca onenenn 388 mammueHTH, KOUTO TOCTHTAT
100-ToYKOB KIIMHHYECH OTTOBOP Ha CEIMHUIIA 8 OT MHAYKIUITA ¢ ycTeknHyMab B ipoyuBanus UNITI-1
u UNITI-2. [Tanuenture ca paHAOMU3HPAHU HA CXeMa Ha MOAIBPKAIIO0 JCUCHHUE C TOJAKOKHO
npuioxkenue Ha 90 mg ycreknayMab nipes 8 cenmunm, 90 mg ycreknaymab mpe3 12 ceMHITT Wi
m1are0o B Ipoab/DKeHHe Ha 44 cemMuIy (3a MpemopbunTeNIHATa TOUTbPIKaIIa 1032 BK. Touka 4.2).

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

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

CRD3001°

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

Kmuangnata pemucus e onpenenena kato CDAI ckop < 150; KnuHUIHUSAT OTTOBOp € OnpeziesieH KaTo HaMaJleHHe Ha
CDAI ckop ¢ Haii-manko 100 TOUKH WK CHCTOSHIE B KIIMHAYHA PEMHICHUS
I'pynara Ha miane6o ce ChbCTOH OT MAlMEHTH, KOUTO Ca Ce MOBIHSIN OT YCTEKUHYMal U ca paHIOMU3UPaHHU Ja
HOJTy4aBaT IUIae0o0 B HA4alI0To Ha MO IbpiKallaTa Teparnus.
IMawenTy, konto uMat 100-TOYKOB KIMHUYEH OTTOBOP KbM YCTEKHHYMal B HAuaJlOTO HA MOJIbpIKAIlaTa Teparus

*

e

wn

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

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

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

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

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

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

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

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

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

Enoocxonus

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

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

Tlosnuseane na gpucmynume

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

Kauecmeo na scusom, cewp3ano cve 30pasemo

KauecTBOTO Ha )XKHMBOT, CBHEP3aHO ChC 3/IPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3NAIUTETHN 3a00saBaHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoeipocHuiM SF-36. Ha cenmuria 8 marneHTHTe, 1MoJIydaBaiiy yCTeKMHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYMUMO ITO-TOJISIMO U KIIMHUYHO 3HAYMMO To100penue Ha obmms IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHeHue ¢ mnanebo. B nmpoyuBanero IM-UNITI no ceamura 44 te3u mogodpenus
OOMKHOBEHO C€ MOIbPIKAT MM0-100pe MPH JICKYBaHH C YCTEKUHYMAa0 MalMeHTH B CPAaBHEHHE C
rtane6o. [logoOpeHreTo Ha Ka4eCTBOTO Ha XKHUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO CE
MOIBPIKA MPE3 ISLIOTO MPOIBbIDKEHHE J0 ceamulia 252.

Vimepo3eH KOIuT

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

KOETO TIPECTaBIABA HAl-MaJIKO 52 CeIMUITH Ha TepaITsl.

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

Tperyie ] Ha CHIOCKOIIHHTE.

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

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

¢ aatu-TNFa cpenctBo u Bemonmm3ymao.

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

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

CC MpenopbpYIBa KAaTO 03a 3a UHTPABCHO3HATA WHAYKIU.

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

Inaunedo IIpenopbunTenna
N =319 11032 YCTeKHHYyMa06:
N =322
Knuanana pemucus® 5% 16%*
[Tpun manmeHTyH ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 9% (15/158) 19% (29/156)°
1 OMOJIOTHYHA Tepanus
I[Ipy manMeHTy ¢ HEYCNENHA OUOJIOTMYHA TEPAUs’ 1% (2/161) 13% (21/166)°
[Ipu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa U ¢ BeJOIM3yMad
KnunugeH otrosop® 31% 62%°
I[Tpu manueHT ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO HEe 3506 (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIHs
ITpy IaIMEHTH ¢ 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

o3/paBsiBaHe*
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Tabnuya 1.

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

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

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

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

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

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

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

pexTanHo kbpBeHe 0.

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

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

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

MUCAJIKa).

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

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

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

52 ceomuyu om 3anousare Ha UHOVKYUOHHAMA 003a)

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

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

28% 48%* 41%"

*%x

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

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

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

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

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

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

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

peKTaiHo KbpBeHe 0.

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

2 p<0,001

% p<0,05

Homunanuo 31aunmo (p < 0,001)

Homunanuo 3uauumo (p < 0,05)

be3 crartucriyecka 3HAaYUMOCT

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

Hayuenmu, nosiuseawu ce om unoykyusi ¢ ycmekunymao na Ceomuya 16

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

Cenmuna 16.

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

IIpoovidicenue na npoyysanemo

B UNIFI nauuenTure, 3aBbpIIKIN IPOYYBAHETO 10 ceamuua 44, ca moaxosIy 1a IpoabIKaT Jieye-
HHUETO B POABIDKEeHUE Ha mpoyuBaHeTo. Cpen 400-Te manueHTy, KOUTO ca BKIIFOYSHH Ha U JIEKyBaHH
¢ ycrekuHyMab Ha Bceku 12 win 8 ceaMuUIy B IPOIBIDKEHUETO Ha MPOYYBAHETO, CHMITTOMATHIHATA
pemucHst 0OOMKHOBEHO ce 3amna3sa 10 200-Ta ceMuIia mpu NaeHTy, ¢ HeyClenHa KOHBEHI[MOHAIHA
(HO He 1 OMOJIOTHYHA Teparnus) U Te3H C HeYCIelHa ONOIOTUYHA TepaIlusl, BKIFOUUTEIHO TE€3H C HEYC-
nex kakto ¢ auTu-TNF, Taka u ¢ Begonuzymad. Cpen manueHTUTe, KOUTO ca TOMYIHIH 4-TOUTITHO
JIEYeHUE C YCTEKHMHYMal U ca OI[EHEHH C IIOMOIITa Ha TBITHUS cKop 1o Mayo 3a morppikane Ha cel-
muta 200, ceorBeTHO 74,2% (69/93) 11 68,3% (41/60) moambpKaT 3a3ApaBIBaHETO HA JIMTABUIIATA U
KIIMHAYHATA PEMHUCHSL.
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AHamu3bT 3a 0€30macHOCT, BKrouBani 457 naruenty (1289,9-nmarueHToroanam ), IPOCISACHH 10
220 ceamuiiy, okasa, 4e mpouiIbT Ha Oe3omacHoCT Mexay 44 u 220 ceaMuIa, € CPaBHUM C TO3H,
HaOmoaBaH 110 44-Ta ceaMuIIa.

He ca ycranoBeHu HOBY ChOOpakeHHS 3a OE30MMACHOCT IPY TOBA MPOABIDKEHUE Ha MTPOYYBAHETO MIPH
TIAI[IEeHTH C YIIIEPO3eH KOJINT, JIEKYBaHH 110 4 TOIWHHU.

Enoocxoncko nopmanusupane

EnpmockonckoTo HOpManu3upaHe € OnpeAesieHo KaTo eHA0CKOICKH cyockop mo Mayo 0 u e
HabmronaBaHo omie Ha cenmuna 8 B UNIFI-1. Ha ceamuna 44 ot UNIFI-M To ce moctura npu 24% u
29% OT manueHTUTe, JISKyBaHH C YCTEKHMHYMa0 ChOTBETHO HA BCEKH 12 MK 8 CeIMHIIM, B CPAaBHCHUE
¢ 18% ot nauuenTuTe B rpymnara ¢ mianeoo.

Xucmono2uyno u Xucmo-eHOOCKONCKO TUSA8UUHO 030passeane

XHWCTOIOTUYHOTO O3/IpaBsiBaHe (OmpezaeneHo kaTo HeyTpodmiHa nHGuUATparms B < 5% ot Kpunrure,
0e3 paspylaBaHe Ha KpUIITUTE U 0€3 epo3uH, yILepalyy WK IPaHyJalliOHHA ThKaH) € OLIEHABAaHO Ha
ceamuna 8 B UNIFI-I u na Ceamuna 44 8 UNIFI-M. Ha cenmuna 8, cien eaHoKkpaTHa HHTpaBEHO3HA
MHIYKIMOHHA 1033, 3HAYMMO HO-TOJISIM NIPOLIEHT IALMEeHTH B IpyIaTa ¢ IpenopbunTeNHaTa 103a
MOCTUraT XMCTOJIOTMYHO o37paBsiBane (36%) B cpaBHEHHE ¢ MALMEHTUTE B Ipynara c mianeoo (22%).
Ha Ceamuia 44 nogabpkane Ha To3u e(peKT ce HaOIr01aBa P 3HAYMMO TTOBEUE IMAIUEHTH C
XHCTOJIOTMYHO O37[paBsiBaHe B TPyIHTE C ycTeknHyMal Ha Besikal2-ta ceqmuua (54%) v Ha Besika 8-
Ma cenmutia (59%) B cpaBHeHwue ¢ iane6o (33%).

KomOunupana kpaiiHa TOYKa — XUCTO-EHIOCKOIICKO JIMTABUYHO O37[paBsiBaHe, ONMPEAETICHO KaTo
YYaCTHHIM C JHOBPEMEHHO JIMTABUYHO M XUCTOJIOTHYHO O3JpaBsiBaHe, € OIICHeHA Ha CeMUIIa 8 B
UNIFI-1  Ha ceqmuia 44 8 UNIFI-M. [lanuentuTe, momydaBani yCTeKHHYMa0 B MpernopbYnTeTHATA
71032, TIOKa3BaT 3HAYMMO MOJJOOpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsBaHE Ha ceJMHUIIA 8, B Tpymara ¢ yctekuayMao (18%) B cpaBHeHHe ¢ rpymnata ¢ miane6o (9%).
Ha cenmuna 44 mogmbpprxane Ha To3u e(eKT ce HaOIItoJaBa Mpy 3HAYUMO ITOBEY€e MAI[eHTH C XUCTO-
€HJIOCKOIICKO JINTABUYHO O37]paBsiBaHe B TPYNHUTE C ycTeKHHyMab Ha Besika 12-Ta ceamuna (39%) u Ha
Bcsika 8-Ma ceamunia (46%) B cpaBHeHHe ¢ 1iare6o (24%).

Kauecmso na srcueom, cevpsano cvce 30pasemo

KauecTBOTO Ha )KMBOT, CBP3aHO ChC 3JIPABETO, € OLICHIBAHO Ype3 BBIPOCHUK IPH BH3MATUTEITHU
3abonsBanus Ha gepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u BpnpocHunure SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I narnuentute, mojiy4aBaiv yCTeKUHYMa0, OKa3BaT 3HAYUMO MO-TOJIIMO U
KJIMHHYHO 3HAYUMO 1o100penune Ha obmust IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHe ¢ I11a1e0o.
ToBa mogoOpeHne ce MoAIbpIKa MPH MAIMEeHTHTE, JeKyBaHu ¢ ycTekuayma0, B UNIFI-M no
ceamuna 44. ITogoOpeHneTo Ha Ka4eCTBOTO Ha KHUBOT, u3MepeHo ¢ IBDQ u SF-36, obukHOBeHO ce
MOJIBPIKA MPE3 ISUIOTO NpoabbkeHue 1o ceamuiia 200.

[larmenTuTe, MOMy4aBaan yCTEKUHYMa0, UMAT 3HAYUMO TIO-TOJISIMO TIOJJOOpPEHNE Ha MTPOYKTHBHOCTTA
mpu paboTa, OIIEHEHO Ype3 MO-TOJISIMO HaMmallsiBaHe Ha 00IIOTO HapyIIeHHe Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OTlcHeHH upe3 BhilpocHnka WPAI-GH, oTkonmkoTo manuenTure,
MOJTy4aBajIy 1amnedo.

Xocnumanuzayuu u onepayuu, cevbp3aru c yayeposzen xoaum (YK)

Ho cenvuria 8 8 UNIFI-I mporieHTHT Ha YIaCTHHIATE C XOCITATATN3aIINN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUACTHULUTE B rpymara ¢ NpenopbunTesHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIINTE B Tpymnara c miamnedo (4,4%, 14/319), kaTo HUKO# OT y4aCTHUITUTE,
MOJTy4aBaIM YCTEKHHYMa0 B IPETIOPHUYATETHATA HHIYKIIMOHHA /1032, HE € TIOJIOKEH Ha OTeparus,
cebp3ana ¢ YK, B cpaBuenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipynara ¢ miaredo.
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o cenvuria 44 B UNIFI-M 3Ha9mMO MO-HUCHK OpO¥ XOoCTIMTaIN3amuy, CBbp3ann ¢ YK, e
HaOJFO/IaBaH MPH yYacTHUIINTE B KOMOMHHpaHaTa rpymna ¢ yerekunymab (2,0%, 7/348) B cpaBHeHue ¢
YYacTHUIUTE B rpynara ¢ mianedo (5,7%, 10/175). UucneHno no-ManbK Opoi yyacTHHIHN B rpymarta c
ycrekunaymab (0,6%, 2/348) ca moanoxeHu Ha ornepanys, CBbp3ana ¢ YK, B cpaBHeHUE C
y4acTHUIUTE B Tpymara ¢ miamnedo (1,7%, 3/175) no cenmura 44.

HNmMyHOreHHocT
ITo Bpeme Ha nedeHue ¢ ycTeKHHyMab MOTaT Jla Ce Pa3BUsAT aHTUTEIA CPEIly yCTeKHHyMal 1

MTOBEYETO OT TAX ca HeyTpaiu3upamnii. O0pa3yBaHETO Ha aHTUTENA CPEITY YCTEKUHYMal € CBBP3aHo C
NOBUIICH KIMPBHHC HAa YCTEKMHYMa0 mpu naiueHTu ¢ 6onect Ha Crohn wim ynueposeH konut. He e
HaOJro1aBaHa HamaleHa epukacHocT. He ce HabmronaBa o4eBHUIHA 3aBUCHMOCT MEKY HAJTMUUETO Ha
aHTHUTENA CPElly YCTeKHHyMal M MosBaTa Ha PEaklK Ha MSCTOTO HAa HH)KEKTHPAHE.

IleanaTpuyHa HOMyJIaIs

EBponeiickaTa areHys 1o JieKkapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEI0CTaBsIHE Ha PE3YITaTUTE OT
IPOYYBAHUATA C YCTEKMHYMa0 B €1HA WJIM [I0BEY€e MOATrPYIH Ha MEeANAaTPUIHATA HOIyJIalus Ipu
6onect Ha Crohn u ymnuepo3eH konut. [IpegBapuTenHo HarbTHEHATA MTUCAJIKA HE € IPOYYBaHa MPH
neAnaTpUYHaTa HOMyJIalus U He ce MPEnopbyBa 3a ynoTpeda npu neAnaTpuiHu MaueHTH.

5.2 @apmakoKMHeTHYHH CBOWCTBA

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

€HOKpaTHO NpuiokeHne Ha 90 mg MoJIK0KHO MpH 3ApaBU NallMEeHTH. MeanaHaTa tmax Ha
YCTeKHHYMab ciell eTHOKPaTHO MpriiokeHue Ha 45 mg nimu 90 mg MoIK0KHO TPH ITAIUEHTH C
NICOPHA3UC Ca CXOTHH C HAOMI0JaBaHUTE IPU 3APABH NAlUEHTH.

AbcomoTHaTa OMOHANMYHOCT Ha YCTEKUHYMa0 cliell eTHOKPATHO MOIKOKHO TPUIIOKEHHE €
n34KciIeHa Ha 57,2% npu nauyueHTH ¢ ICOPHa3HtC.

PaznpeneneHue
Menunanara Ha o6eMa Ha pa3mnpe/eleHre B TepMuHaiHara $asa (Vz) cieq eHOKpaTHO HHTPABEHO3HO

NPUIIOXKEHHUE TIPH MAIMEHTH C IICOprUasuc Bapupa ot 57 g0 83 ml/kg.

Buorpanchopmars
TouyHUAT BT Ha MeTA0OM3KPAaHE HA YCTEKHHYMAa0 HE € U3BECTEH.

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

MAIMEeHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha nonyxuBoTta (t12) Ha
YCTEKHHYMa0 € MPUOIU3UTETHO 3 CEIMUIIM TIPHU MAIHEHTH ¢ TICOPHA3HUC, TICOPUATHYEH apTPUT, O0IeCT
Ha Crohn mim yieposeH Kot u Bapupa ot 15 10 32 1Hu BbB BCHUKH MIPOYYBAHUS HA TICOPHA3ZUC U
ncopuatiueH apTput. ChIIIaCHO MPOBe/icH PapMaKOKHHETHYCH aHAIN3 Ha MMOMYIAIMATa IPUBHTHHUST
kiupbHC (CL/F) u npusuanusar obem Ha pasnpenenenue (V/F) ca cborsetHo 0,465 1/d u 15,7 1 npu
nanueHTH ¢ ncopuaszuc. CL/F Ha ycTeknHyMa0 He € 3aBHCHM OT moJia. Pe3ynTatu oT nmomyianioHeH
(bapMaKOKMHETHYCH aHATM3 [TOKA3BaT, 4e¢ UMa TCHCHIUS KbM T0-BHCOK KIIMPHHC HA YCTEKUHYMAO
[PH MAIMEHTUTE, AT HOJOKHUTEIICH PE3yJITaT Ha 3CIIEBAHETO 3a aHTHUTENA CPEIILy YCTEKUHYMao.

JIuneWHoCT Ha 103aTa

CucremHara excrio3uiust Ha ycteknHyMao (Cmax 1 AUC) ce yBenruaBa 1o Ha4uH, MPUOITU3UTEITHO
MPOMOPIIMOHAJIEH Ha J103aTa, CJIe]] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHNE Ha 103U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg unm cies eJHOKPAaTHO MOAKOKHO MPHUIIOKEHUE HA JI03H B TPaHULIATA
Mexny 24 mg n 240 mg npyu NaMeHTH ¢ ICOpUa3uC.

Ennuundnga cpenry MHOrOKpaTHa J103a
[Ipodunure Ha cepymMHa KOHIICHTpaUS-BpeMe Ha YCTEKHMHYMAa0 ca IMPUHIIAITHO MTPEIBUIUMHE CIIE]T
IIOIKOXXHOTO HpI/IJIO)KeHI/Ie Ha e,ZIHOKpaTHI/I nu MHOFOKpaTHI/I JI03U. HpI/I IIAIIUCHTHU C ncopnamc
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CTallMOHAPHUTE CEPyMHU KOHIIEHTPAIlMK Ha yCTeKHHYMal ca JOCTUIHATHU B ceaMula 28 cien
I'bPBOHAYATIHU IOAKOXKHHU 1034 B cenMuiiy 0 u 4, nocnenBaHu OT 03U Ha BCekH 12 ceqmuuu.
Menuanara Ha cTallMOHapHaTa cepyMHa KOHIEHTpalus € B rpanuuute Mexay 0,21 pg/ml u
0,26 pg/ml (45 mg) u mexay 0,47 pg/ml u 0,49 pg/ml (90 mg). Hama oueBHIHO KyMyTUpaHe B
cepyMHaTa KOHLIEHTpalKs Ha yCTeKHHyMal ¢ BpEMeTOo, KOraTo ce Ipuiiara IoAKOKHO Ha BCEKU
12 cenqmunm.

IMpu marmenTty ¢ 6onect Ha Crohn u ysmepo3eH KOIUT Clie/l HHTpaBeHO3Ha 1032 ~6 Mg/Kg ce mpuiara
MOIKOXKHA MOIIbpoKamia Tepamnus ot 90 Mg ycreknaymab mpe3 8 niw 12 ceaMuIy, KOATOo 3amovBa Ha
cenmuna 8. KoHleHTpanus Ha ycTeKMHYMa0 B CTALIMOHAPHO ChCTOSHHE C€ TOCTHIa KbM HA4YaJo0TO Ha
BTOpaTa MoAabprKamia 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 pug/ml 3a ycrexkunymad 90 mg choTBeTHO mpe3 8§ ceamuI win npe3 12 ceamury. [Ipu marmeHTH
C yJIIIepO3eH KOJUT MeMaHaTa Ha Hali-HUCKUTE KOHIICHTPAIMH B CTALIMOHAPHO ChCTOSTHUE BapHpPa OT
2,69 pg/ml 1o 3,09 pg/ml u ot 0,92 pg/ml mo 1,19 pg/ml 3a 90 Mg ycreknHymad Ha BCEKH 8 CeIMHUITH
WK Ha Beeku 12 cenmunu. Haii-HuckuTte HUBa Ha YCTEKHHYMaO B CTAIMOHAPHO CHCTOSIHUE, MTOTYYCHH
npu 90 mg ycTekuHymab mpe3 § ceAMHUIH, ca CBbP3aHH C TI0-BHCOKA YECTOTa Ha KIIMHUYHA PEMHCHS B
CpaBHEHUE C Hal-HUCKUTE HUBA B CTALIMOHAPHO cheTostHUE cien 90 mg npe3 12 cenmuim.

Biausgnue Ha TEraoTo BBHPXY d)aDMaKOKI/IHeTI/IKaTa

B IMPOBC/ICH MOITYJIallMOHCH (bapMaKOKI/IHCTI/I‘-ICH aHaJIn3, KbJACTO Ca U3II0JA3BaH JaHHHU OT ITallTHCHTH
C IICOpHA3MC € KOHCTATUPAHO, Y€ TEJICCHOTO TETJIO € Hal-3HaYMMaTa KoBapuara, BIUseIa BbpXy
KIMpbHCA Ha ycTeknHyma0. Menuanata Ha CL/F npu nanmentu ¢ Terno > 100 kg e npubnu3uTenHo ¢
55% mo-Bucok B cpaBHenue ¢ nanueHTH ¢ Terao < 100 kg. Meauanara va V/F npu nauueHTH ¢ TEriao
> 100 kg e mpubnu3utenHo ¢ 37% mno-BuCOK B cpaBHeHHE ¢ nanuenTy ¢ Teruio < 100 kg. Menuanata
Ha MHHUMAJIHU CEPyMHH KOHIICHTPAIMU HA YCTeKHHYMa0 MPH MAMEeHTH C MO-TOJSIMO TETJIO

(> 100 kg) B rpymaTa ¢ m03a 90 mg ca mogoOHH Ha TE3W MPH MalMeHTHTE ¢ mo-Maako Terio (< 100 kg)
B rpymarta ¢ 103a 45 mg. [ToqoOHu pe3ynraty ca mojay4eHH OT MOTBbPAUTENICH (hapMaKOKHHETHYCH
HOMYJIAIIMOHEH aHAJIM3, KBJIETO Ca M3IOJI3BAHH JIaHHU OT MAMeHTH C IICOPUATHYCH apTPUT.

KopurupaHe Ha yecToTaTa Ha NPUIOKECHHUE

BB3 ocHOBa Ha HaONrOaBaHWTE MAaHHU U TommynanuonHuTe OK ananm3u rmpu narpeHTy ¢ 00JecT Ha
Crohn u ¢ yiiepo3eH KOJUT paHIOMU3HPAHUTE YIaCTHHUIIN, KOMTO IIPECTAHAT Ja Ce TIOBJIUSBAT OT
JICYSHUETO, UMAT MO-HUCKU CEPYMHHU KOHIICHTPAIIUU Ha YCTEKUHYMaO BbB BPEMETO B CPAaBHCHHE C
Y4YaCTHHIIUTE, KOMTO He ca 3aryouau otroBop. [Ipu 6osectra Ha Crohn kopurupaHeTo Ha jo3ara oT
90 mg Ha Bceku 12 cenmui Ha 90 mg Ha Bceku § CeIMUIIM € CBhP3aHO C TTOBHINIABAHE HA Haii-
HUCKHUTE KOHIIEHTPAIIMU Ha YCTEKMHYyMa0, KaTO TOBA C€ ChITBTCTBA C MOBUIIIABAHE HA €(PUKACHOCTTA.
ITpu ynueposen konuT nomynanuoned @K Mozen nmokassa, 4e KOpurupaHeTo Ha go3ara oT 90 mg Ha
BcekH 12 cenMuIy Ha 8§ ceMHIIA MOJKE J1a C€ 0YaKBa J1a JIOBeE 10 3-KpaTHO yBelIMYCHNE Ha Hali-
HUCKHUTE KOHIIEHTPAIIMU Ha YCTEKMHYMa0 B CTallMOHAPHO ChCcTOsiHUE. OCBEH TOBA, Bb3 OCHOBA Ha
JTaHHU OT KJIMHUYHUTE U3MUTBAHUSA, TIPH MAIMECHTH C yJIIIEPO3€H KOJHUT € YCTAHOBEHA MOJIOKUTEITHA
BPB3Ka EKCIO3UIHUS-OTTOBOP MEXTy Hal-HUCKUTE KOHIIEHTPAINY U KIIMHIHYHATA PEMHUCHUS U
JUTaBUYHOTO O37[paBsBaHE.

CrenmanHy nonyJanuu
Hsma Hannyan dpapMakOKMHETHYHM AaHHH MIPY HMALMEHTH C yBpeAeHa ObOpeyHa il YepHOApOOHa
¢ynkums. He ca mpoBe/ieHN KOHKPETHU MPOYYBAHHS IPH MAIUCHTH B CTApUECKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha YCTCKI/IHYM36 KaToO IAJIO € CpaBHHUMA MCKAY MALIMCHTH C IICOPHUA3UC U
YIOEPO3€H KOJUT OT a3MAaTCKU U HEA3UATCKHU IIPOMU3XOI.

[Ipu manmenTH ¢ 60ect Ha Crohn ¥ yiIEepo3eH KOJIUT BapuaOMITHOCTTa Ha KIIMPHHCA HAa YCTEKHHYMa0
Ce TIOBJHABA OT TEJIECHOTO TETJI0, HUBOTO HA CEpyMHHMS aIOYMUH, TI0JIa U CTaTyca 110 OTHOILICHHE Ha
aHTHTENIaTa CPeNly YCTEeKHHYMa0, JIOKaTo TEIeCHOTO TETJIO € Hali-3HauuMaTa KOBapHaTa, BIHseIa
BBPXY 00eMa Ha pasmnpenenenue. OcBeH Topa mpu 6osectra Ha Crohn KIUPBHCHT ce noBiusaBa ot C-
pEaKTUBHUS NMPOTEHH, CTATyCa M0 OTHOIIIEHUE Ha HeycneX Ha JiedeHneto ¢ TNF-antaronuctu u
pacara (a3uaTCKH CIIPSIMO Hea3HaTCKH MPOU3xo.). Bb3IeHCTBHETO Ha TE€3U KOBApUATH € B PAMKHUTE Ha
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+20% OoT TUIIMYHATa WK pedepeHTHaTa CTOMHOCT Ha choTBeTHUS DK mapaMeTsp, mopaju ToBa He €
Heo0X0IMMa KOPEKITHsI Ha J103aTa 3a Te3u KoBapuaTH. EMHoOBpeMeHHaTa ynotpeda Ha
UMYHOMO/TYJIATOPY HAMa 3HAYUTETHO BIUSHUE BBPXY Pa3Npe/ICICHUETO Ha YCTEKNHYMaO0.

Pesynratu oT papMakOKHHETHYCH aHAIN3 Ha TOITyJIalUATa HE TIOKa3BaT BIMSHUE Ha TIOTIOH WIH
AIIKOXOJI BbPXY (hapMaKOKHHETHKATa Ha YCTEKHHYMa0.

bronanmmaHOCTTA Ha yCTCKI/IHyMa6 CJICO MMPUIIOKECHUE CBC CIIPUHIOBKA W MTPEABAPUTEIHO
HaITbJIHEHA ITUCaJIKa € CpaBHUMA.

[IpeaBaputenHo HaITbIHEHATA MUCAJIKA HE € IPOyYBaHa NMPpHU NeAUaTpUYHaTAa MMOIyIalus U He Ce
MperophYBa 3a ynorpeda npu NeIuaTpUIHN MAIUeHTH.

Perynupane nHa CYP450 eH3umu

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

[TpoBeneHo € oTkpuTO MpoyuBane ¢aza 1 3a nekapcreenu Blanmoneiicteus CNTO1275CRD1003 3a
OIICHKA Ha e()eKTa Ha yCTeKHMHyMal BhPXY €H3MMHAaTa aKTUBHOCT Ha IIUToXpoM P450 cinen naaykuus
Y TIOJTHPIKAII0 TIprIaraHe Mpy ManueHTn ¢ akTuBHa OonecT Ha Crohn (n=18). He ca HabnromaBanu
KJIMHAYHO 3HAYMMH pOMeHH B excriozunusara Ha kopenH (CYP1A2 cybctpart), Bapdapun

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), nekcrpomeropdan (CYP2D6 cyberpar) wimu
mugazonam (CYP3A cybGcerpar), Korato ce W3MoI3BaT ChITBTCTBAIIO C YCTEKHHYMal Mpu o100peHaTa
HpernopbyMTEeNIHA JO3UPOBKA MPH MaleHTr ¢ 6ostect Ha Crohn (Bxk. Touka 4.5).

5.3 IlpeakIMHUYHHU JaAHHU 32 0€30MACHOCT

HexnuHuunuTe JaHHU HE MMOKa3BaT 0coOeH pHCK (HaIp. TOKCHYHOCT Ha OPraHMTe) 3a Xopa Ha OazaTta
Ha M3MUTBAHUATA 32 TOKCUYHOCT P MHOTOKPATHO MpHiIaraHe, TOKCHYHOCT 32 Pa3BUTHUETO U
PEeNpOaYKTUBHA TOKCHYHOCT, BKIIFOUUTEIHO U (papMaKOJIOTHYHUTE OLIEHKH 3a Oe3omacHocT. [lpu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PEHNPOLYKTUBHA TOKCHYHOCT NP JBJITOOTAIIATH MaKaLH
HE ce Ha0JII0aBaT HeXxeNaHu e)eKTH BbpXY PepTIiInTeTa Ipu MBKKHUTE, KAKTO U BPOJCHH Je(eKTH
WJIM TOKCUYHOCT 3a pa3BuTueTo. He ce HabmonaBat Hexxenanu eeKTH BbpXy QpepTuinrera npu
JKEHCKHUTE IPH yrnoTpedaTa Ha aHAJIOTUYHO aHTUTsUIO cperry 1L-12/23 mpu mumkn.

Jlo30BUTE HUBA B IPOYYBAHUS IPU KUBOTHH ca 01130 45 MTU MO-BUCOKH OT Hali-BUCOKATa
€KBUBAJICHTHA J103a, IPEIBIK/IaHa 32 MIPUIIOXKEHUE MPU MNALUEHTH C ICOPUA3UC, U BOAST 10
MaKCHMAaJIH{A CEpYMHH KOHIIEHTpAIUH MpU MaitMyHH, KouTo ca Haja 100 mbTH MO-BUCOKHU OT
KOHIICHTpAIMUTE, HAOII0IaBaH! TIPU XOpa.

He ca npoBexaanu mpoy4BaHus 3a KApLUHOTEHHOCT C YCTEKWHYMa0 MOpaay JUIcaTa Ha MOIXO0 SN
MOJIEIN 32 aHTHTSUIO 0€3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaum.

6. DAPMALIEBTUYHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA

L-xuctuana

L-XHUCTUAMHOB MOHOXUAPOXIJIOPH MOHOXHIPAT

[Monmcop6ar 80 (E433)

3axapo3a
Bona 3a umkeknuun
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6.2 HecnbBMecTHMOCTH

[Tpu nunica Ha MpOyYBaHUs 32 HECHBMECTHUMOCTH, TO3H JIEKAPCTBEH MPOJYKT HE TpsOBa Aa ce cMecBa ¢
JIPYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha rogHocT

STELARA 45 mg uHXeKIMOHEH pa3TBOP B NPEJABAPUTEIHO HAITHIHEHA MHCAITKA
3 roaguHu

STELARA 90 mg nHXeKIMOHEeH Pa3TBOP B MPEIBAPUTEIHO HAITbJIHEHA MTUCAIKA
3 roaguHu

OTnenHuTe NpEeABAPUTEIHO HATBIHEHH MUCATKM MOXKE J1a Ce ChbXpaHsIBaT IPU cTaiiHa TeMIiepaTypa
10 30°C 3a MmakcuMyM einH niepuon o 30 JHU B OpUTHHAITHATA KapTOHEHA OIMAaKOBKa, 33 Ja Ce
IPENa3sar OT CBETIMHA. 3alUIlIeTe AaTaTa, Ha KOSATO MPEeIBapUTEIHO HAIbIHEHATA [TUCAJIKA €
W3BaJICHA 32 IIBPBHU BT OT XJIQJAWIHUKA U J]aTaTa Ha U3XBBPIISIHE HA 0003HAYEHUTE Ha BHHITHATA
KapTOHEHA OIaKOBKa MecTa. JlaraTa Ha W3XBBPIISIHE HE TPsIOBA J1a € CJIeA OPUTMHATIHUSA CPOK Ha
TOJHOCT, OTIeYaTaH BbPXy KapTOHEHaTa onakoBka. Ciel KaTo BeJHBX MucaakaTa € Ouna
ChXpaHsBaHa Npu craiina Temmnepatypa (1o 30°C), Ts He TpsOBa Aa ce BpbLIa B XJIaJUIHUKA.
N3xBBpieTe mucajkara, ako He ce U3IO0JI3Ba CJie/l ChXpPaHEeHHUE MpH cTalfHa TeMIIepaTypa B paMKHUTE Ha
30 nHU WM cilex N3TUYaHEe Ha OPUTHHAIHUS CPOK HAa TOAHOCT, B 3aBUCUMOCT OT TOBA, KOE OT JBETE
HACTBIIM TIO-PaHO.

6.4 CrhenuajaHu yCJIOBHS HA ChbXpPaHeHUe

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

ChxpaHsiBaiTe NPEIBAPUTEIIHO HAITBJIHEHATA MTHCAJIKA B KAPTOHEHATA OMAaKOBKa, 32 Jla Ce MPEANa3y OT
CBCTJIMHA.

AKO € HeO6XOIH/IMO, OTACITHUTE NPCABAPUTCIIHO HAIIBJIHCHU IMUCAJIKM MOKE a CC ChbXpaHABaT NIpU
craiina Temneparypa 1o 30°C (Bx. Touka 6.3).

6.5 Bwuxu chabp:KkaHNe HA ONAKOBKATA

STELARA 45 mg uHKeKIIMOHEH PAa3TBOD B IPEABAPUTEIIHO HANBIHECHA NHUCAJIKA

0,5 ml pa3tBop B cripuHIOBKa OT cTHKIIO THII | 1 ml ¢ Pukcupana urina oT HepbXKIaeMa CTOMaHa,
MOHTHpaHa B TIPEIBAPUTEIIHO HAITBIHEHA MTUCAJIKa C TTACHBEH MPEe/IIIa3uTell Ha Urjara.
[Mpeama3uTensT Ha WriaTa B 0JIHATA Kaladka Ha MPEABAPUTEIHO HAIThIHEHATA TIHCANKA ChIIbpPKa CYX
€CTeCTBEH Kay4yK (IIPOM3BOTHO HA JIATEKC).

STELARA 90 mg uHXeKIIMOHEH pa3TBOP B NPEJABAPUTEIHO HATBIHEHA MHCAITKA

1 ml pa3tBop B cipuHIOBKa OT cThKJIO THI | 1 ml ¢ ¢mkcupana urna ot HephKIaeMa CTOMAaHa,
MOHTHpaHa B IIPEBAPUTEITHO HAITBIHEHA ITMCAJIKA C TACHBEH IPEIIa3uTell Ha UIjaTa.
[Mpeama3uTensT Ha WriiaTa B 0JIHATA Kalayka Ha MPEeJBAPUTEHO HAITbIHEHATa TIHCANIKA ChIIbpPKa CYX
€CTECTBEH Kay4yK (IIPOU3BOTHO HA JIATEKC).

STELARA ce pasnpocTpaHsaBa B OIIAKOBKa 1O 1 TIpeIBapUTETHO HAITBIHEHA TTHCAJKA.
6.6 CrhenuajJHu npeanasHu MEPKH NMPH U3XBBPJIsiHe U padoTa

Pa3tBOpBT B peaBaputenHo HambIHeHaTa mucanka Ha STELARA He Tps6Ba na ce paskiaia.
Pa3TBOpBT TpsiOBa Ja ce MpoBepH BU3YAIHO 332 HATMUMETO HA TBHPAY YaCTUIHM WM IPOMSHA HA LIBETa,
Npeau Ja ce MPHUI0KH MOAKOXKHO. Pa3TBOPBT € OUCTBp /10 JIEKO ONalIeCleHTeH, Oe3LBETEH 10
0JIETOXKBIT ¥ MOXKE 1a ChABPIKA HAKOJIKO IpeOHN MOTYPO3pavyHy WK OETTH YacTHIIX IIpoTerH. To3n
BBHIILICH BUJ] HE € HeOOWYaeH 3a MPOTEHHOBUTE Pa3TBOpU. JIeKapCTBEHUST MIPOAYKT He TpsiOBa jia ce
ynoTpebsBa, ako pa3TBOPHT € C MPOMEHEH LIBSIT WJIM MBTEH I aKO B HETO ce 3a0eysI3BaT TBbPAN
gyxau yactuii. [Ipeau npunarane STELARA TpsiOBa na nocTurae craifHa Temreparypa
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(TTpuOIM3HUTETHO 32 OKOJI0 MOJIOBKH Jac). [TogpoOnm ykazaHus 3a ynorpebda ca mperocTaBeH! B
JMCTOBKATA 32 MAaIHCHTA.

STELARA He chabp:ka KOHCEpBAHTHU, 3aTOBA HEUBIMOI3BAHUAT JIEKAPCTBEH MPOIYKT, OCTAHA B
MIpeIBapUTEITHO HAITBIHEHATA MMHcalika, He TpsOBa ma ce m3nomBa. STELARA ce moctas kato
CTepWJIHA MIPEIBAPUTEIHO HAITBIHEHATA THCAIKa 32 eqHOKpaTHa yrorpeba. [Ipexsapurento
HaIbJIHEHATA MTUCAJIKA HEe TPSAOBa J1a Ce U3II0JI3Ba MMOBTOPHO. Hen3mon3BaHUAT IEKapCTBEH MPOIYKT
WIH OTTIaJbUHUTE MaTEPHUAIH OT HEro TPsOBa /1a Ce U3XBBPIAT B ChOTBETCTBHE C MECTHHUTE
W3HACKBAHMSL.

7. INPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

STELARA 45 mQ MHmKEKIIMOHEH pa3TBOP B IIPEABAPUTEIIHO HABIHEHA TACAIKA
EU/1/08/494/006

STELARA 90 Mg MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIIHO HABIHEHA THCAIKA
EU/1/08/494/007

9. JATA HA ITBbPBO PASPEIIABAHE/IIO/ITHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

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

10. [ATA HA AKTYAJIMBUPAHE HA TEKCTA

12/2024

[MoxpoOHa uH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBpornetickara
areHIusl Mo Jiekapcreata https://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 cnucsk), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIEBAIN aKTyaJIM3aLlH, ITyOJIMKYBaHH Ha €BPOIICHCKUS
yeOropTa 3a JeKapcTBa.

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

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

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

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

Axryanusupan [IYP tps6Ba na ce mopasa:

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

o BUHArd, KOTaTo Ce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
MoJTydaBaHe Ha HOBa MH(OpPMAIHs, KOATO MOXKE Ja JOBEJE 10 3HAYMMHU IIPOMEHH 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

87



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA KYTHS (130 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 130 mg xoHIeHTpart 3a nH(PY3HMOHEH pa3TBOP
YCTEeKHHYMab

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

Bceku ¢utakon chabpxa 130 mg yerekunymad B 26 ml.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

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

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

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

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

Ja He ce paskiara.

[Ipenn ynorpeba npoyereTe JTMCTOBKATA.

CaMo 3a eTHOKPATHO MPUIIOKEHHE.
WHTpaBEeHO3HO MPUIIOKEHUE CIIENT pa3pexIaHe.

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

I[a CC CbXpaHsBa Ha MACTO, 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.
Ja He ce 3ampassiBa.

88



CroxpansBaiiTe (priakoHa BB BHHIIIHATA KAPTOHEHA OMIAKOBKA, 32 JIa CE TMPEATa3y OT CBETIMHA.

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

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

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

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

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

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

JByn3mepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU()UKATOD

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

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

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

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

STELARA 130 mg xoHIeHTpar 3a HHPY3HMOHEH pa3TBOP
yCcTeKnHyMab

‘ 2. HAYMH HA ITPUJIOKEHUE

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

‘ 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

NHxeKuMoHeH 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. APYI'U CHHEHUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen mo:

‘ 9. CIHHEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja He ce 3ampa3siBa.
CexpansBaiiTe (prakoHa B KaApTOHEHAaTa OTIAKOBKA, 3a J]a C€ MPena3u OT CBETINHA.
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10.

CIIEIIMAJIHU ITPEAITAZHU 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 PAPEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/001

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

STELARA 45 mg

| 17,

YHUKAJIEH HAEHTH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH 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 JOMBIHUTENHA HHPOPMALIUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXeKIMOHEH Pa3TBOP B NIPEABAPUTEIIHO HAITBIHEHA CIPUHLIOBKA
45 mg/0,5 ml
1 npenBapuTENHO HAITBIHEHA CIIPUHIIOBKA

| 5. HAYMH HA MMPUJIOKEHUE U MHT(MIIA) HA BbBEXKIAHE

Ha ne ce pasknamia.
[TonkoKHO TPUIIOKEHUE
[Ipenu ymorpeba mpoverere TUCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE IEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT 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

Ja ce cbxpaHsBa B XJIaIMJIHUK.
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Jla He ce 3ampassiBa.

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

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

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/003

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 45 mg

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKo/i C BKIIIOUEH YHUKAJICH UIACHTU(DUKATOD

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

Bcsika mpeBapuUTeIHO HAITbJIHEHA CIIPUHIIOBKA Chabpka 90 mg ycrekunymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Bosa 3a nwkekiuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMBIHUTENHA HHPOPMALIUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXeKIMOHEH Pa3TBOP B NIPEABAPUTEIIHO HAITBIHEHA CIPUHLIOBKA
90 mg/1 ml
1 npenBapuTENHO HAITBIHEHA CIIPUHIIOBKA

| 5. HAYMH HA MMPUJIOKEHUE U MHT(MIIA) HA BbBEXKIAHE

Ha ne ce pasknamia.
[TonkoKHO TPUIIOKEHUE
[Ipenu ymorpeba mpoverere TUCTOBKATA.

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

I[a CC CbXpaHsBa Ha MACTO, 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

Ja ce cbxpaHsBa B XJIaIMJIHUK.
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Jla He ce 3ampassiBa.

CoxpaHsBaiiTe MpeIBapUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 32 J1a Ce
Mpe/na3u OT CBETINHA.

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

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/004

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 90 mg

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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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 IPEJABAPUTEJIHO HAITbJIHEHATA MU CAJIKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIIMOHEH pa3TBOP B MPEJABAPUTEIHO HAITBIHEHA MUCAITKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika mpeiBapuTeIHO HAITbJIHEHA MMUCAIKa ChAbPKa 45 mg ycrekunymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Boja 3a nwkekiuu. OmakoBKaTa, B KOSTO CE HAMHpPA TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMbIHUTENHA HH(OPMALIUs BIDKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA TUCATIKA

45 mg/0,5 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpC[IBapI/ITeJIHO HallbJIHCHA NMHCAJIKA 3a CTHOKPATHO IMPUIIOKCHUC

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

OTBOPETE TYK

[a He ce paskinama.

[ToaKoKHO NPHIIOKEHHE

[Ipenn ynorpeba npoyereTe JIMCTOBKATA.

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

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E 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 HATBJIHCHATA MTUCATKA B KAPTOHEHATa OMAaKOBKa, 3a JIa CE MPEANa3u OT
CBCTJIMHA.

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

10. CHEIUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/006

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 45 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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SN
NN

102



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 nwkekiuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMbIHUTENHA HH(OPMALIUs BIDKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBIHEHA IUCAJIKA

90 mg/1 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpC[IBapI/ITeJIHO HallbJIHCHA NMHCAJIKA 3a CTHOKPATHO IMPUIIOKCHUC

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

OTBOPETE TYK

[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

Ja ce cpxpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCIIA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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 HATBJIHCHATA MTUCATKA B KAPTOHEHATa OMAaKOBKa, 3a JIa CE MPEANa3u OT
CBCTJIMHA.

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

10. CHEIUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/007

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 90 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. 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'bPBUYHH 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 U3I0/13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOHTO nmpuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOKe J1a Ce HaJI0XH Jia S MPOYETETE OTHORO.

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

- AKO TIOJTyYnTe HAKAKBU 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 aHTUTEeNa ca IPOTEHHU, KOUTO Pa3lo3HaBaT U CBBbP3BAT ONpeNesIeHH CrielInDUIHN
MIPOTEHHH B OpraHU3Ma.

Stelara npuHaIexu KbM Ipynia JIeKapcTBa, HAPEUeHHU ,,uMyHocynpecopu”. Te3u ekapcTBa eiicTart,
KaTo HaMaJsiBaT aKTUBHOCTTA Ha YacT OT UMyHHAaTa CHCTEMa.

3a kakBo ce u3noJ3Ba Stelara

Stelara ce M3m03Ba 3a JIEUEHNE HA CIIEIHNUTE BB3MAINTEIHN 3200 IsIBaHU
. VYmepena 10 Texxka 6osect Ha KpoH — npu B3pacTHH

. YMepeH 10 TeXbK YIIEPO3eH KOJUT — IPU Bb3PACTHU

Boaect na Kpon

Bonectra Ha KpoHn e Bp3nanutento 3adomsBane Ha yepBara. Ako uMate 6osect Ha Kpon mbpBo 1m1e
Bu ce magar npyru nekapcTBa. AKO HE € TOBJIUSETE JOCTAThYHO WIM UMATE HEITOHOCUMOCT KbM TE3U
JekapcTBa, Moke 1a Bu ce mane Stelara 3a HamansiBane Ha MPU3HAIIUTE U CUMIITOMHTE Ha
3abonsaBanero Bu.

Yiauepo3en KoauT

VY IIIIepo3HHUAT KOJHT € Bh3MATUTEITHO 3a00JIsIBaHe Ha YepBaTa. AKO UMATe yIIEpOo3eH KOIUT, TbPBO
e Bu ce mamat apyru jgekapcTBa. AKO HE ¢e MOBIUABATE 100PE UM UMATe HEIIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe J1a Bu ce nage Stelara 3a HamaysiBaHe Ha MPU3HAIMTE U CUMIITOMHUTE Ha Barirero
3a00IIsIBaHeE.
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2. KaxBo Tps6Ba 1a 3HaeTe, mpeau aa udnoassare Stelara

He n3noassaiite Stelara

o AKO cTe aJIepru4HU KbM YCTeKHHYMA0 I HIKOS OT OCTaHAJINTE ChCTAaBKH HAa TOBA
JeKapcTBO (M30pOCHHU B TOYKA 6).
o AKO MMaTe aKTHUBHA MHpeKMs, KOATO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CHUTypHU JIajl¥ HAKOE OT M30POCHUTE TIO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
nexap wiu apManeBT, npeau aa usnonssare Stelara.

Ipenynpexnaenns: u NpeanasHu MepKU

I'oBoperte ¢ Bamus nexap uinu gapmarieBT npeau aa usnonspare Stelara. Bamusr igekap 1ie nposepu
ChCTOSIHUETO Bu npeau neueHnero. YBegoMeTe CBOS Jiekap 3a Besika Bara Gonect mpenu JIeYeHUEeTo.
Cromo Taka uHpopMHpaiiTe Bammms rekap, ako HACKOpO cTe OMJIM B KOHTAKT C YOBEK, KOUTO MOKE Ja
uMa TyOepKyIio3a. Bamust nekap me Bu npernena u mie HarpaBu u3ciieABaHe 3a TyOepKy103a, IpeaIu
na u3nonssate Stelara. Ako BammsT nekap cMsTa, 4e cTe U3JI0KESHH Ha PUCK OT TyOSpKy03a, MOXe
na Bu npeanuiie iekapcTia 3a JICYCHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIUU

Stelara Mo>xe 1a mpenn3BHUKa CEPHO3HU HEXXETAHU PEaKLY, BKJIIOYUTEIHO aJIePTUYHU PEaKIuU 1
nHpeknuu. TpsadBa na cnenuTe 3a onpe/esieHH IPU3HAIN Ha 3a00JIsIBaHus, ToKaTo npuemare Stelara.
Buxre ,,Cepro3nu HexenaH! peKaluy’’ B TOUKA 4 3a MBJIHUA CIIUCHK HA Te3U HEXKENaH! pPeaKlUu.

IIpean na usnoJsBare Stelara ungopmupaiite Bamus Jiekap:

. AKO HAIKOra cTe HMAJIM ajJlepruyHa peakuusi KbM Stelara. Axo He cTe CUTYpHH, IONUTANTE
Bammus nekap.

o AKO HSIKOTa CTe MMAJIH HSKAaKbB BUJI PaK — TOBA €, 3al[0TO UMYHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cuctema. ToBa MOJKe /1a IOBHILHM PUCKA OT PakK.

o AKO cTe JeKYBaHH 32 IICOPHA3KC C APYTH OHOJTOTMYHH JIEKapCTBa (JIeKapcTBo,

MPOM3BeJEeHO 0T OM0JI0rNYeH U3TOYHUK U O0UKHOBEHO NPUJIATAHO Ype3 MHKeKLMS) -
PHCKBT OT paK MOJKE J1a € MO-BHCOK.

. AKO MMaTe UM HACKOPO CTe MMAJIM HH(EeKUMs WM aK0 MMATe HAKAKBH HeoOMYaiHu
OTBOPH MO0 KokaTa (pucrtynan).

o AKO UMaTe HOBH WJIM IPOMEHSIIIN ce JIe3NH B yUaCThLUTE C IICOPUA3UC MU TI0
He3acerHaraTa Koxa.

o AKo mosyyaBate Jpyro JeyeHue 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaTo APYTHU

UMYHOCYTIpeCOpH WM (oToTeparusi (KoraTo TAJI0TO Ce JIeKyBa ¢ Tl yaTpasuosieToBa (UV)
cBeTnMHA). Te3u JeueHns ChII0 MOXKE JIa OTCIIA0AT YacT OT UMyHHaTa cucteMa. M3non3BaHero
Ha Te3H JieueHus 3aeHO cbe Stelara e e uscnenBano. Bp3mMoxkHO € 00aye, TO Ja yBeIndn
pHCcKa OT 3a00JIIBaHMsl, CBbP3aHM C OTcIa0BaHe HA UMyHHATa CHCTEMA.

° AKO ToJTy4YaBaTe WM HAKOra CTe MOJIyYaBaJu HHKEKINHU 32 JedeHHe Ha aJIlepruu — He €
M3BECTHO Jayu Stelara Moke j1a OKake BIUSHHE BbPXY TAX.
° AKO cTe Ha M Hajl 65 roIMHU — MOXe J]a CT€ TIO-CKIIOHHU KbM WH(EKIINH.

AKO He CTe CUTYPHH JIaJli HAKOE OT ropen3OpoeHnTe ce oTHacs 3a Bac, mocbBeTBaiite ce ¢ Bamms
nexkap wiM papManeBT, npeau aa usnonssare Stelara.

Hsikon manmeHTH noyvaBart JyIyc-IOA0OHN peakiuy, BKIIIOYUTEIHO KOXKEH JIYITyC epUTeMaToAec 1
Jymyc-og00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuHymal. ['oBopere BenHara ¢ Bamms sekap,
aKo TIOJIYYHTE YepPBEH, HAJUTHAT, JIIOIIEI] ce OOPHB, MOHAKOTa C TIO-THhMHH I'PAaHUIIH, B U3JI0XKEHHUTE
Ha CI'BHIIE YYaCThIN HAa KOXKaTa UM CTaBHU OOJIKH.

ChbpaeyeH MHPAPKT M HHCYJITH

WubapkT 1 nHCYATH ca HAOIIOAaBaHU B IPOYYBaHE MPH MAIMEHTH C TICOPHA3HC, JIEKYBaHU ChC
Stelara. Bammsar nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (HaKTOPH 3a ChpAEYHO 3a00IsiBaHe U
uHCYIT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 110 noaxoasul HauuH. HezabaBHO moTepcete
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MEMIIMHCKA ITOMOIII, aKO MOJIy4nuTe 00JIKa B I'bPAUTE, C1a00CT MiIM HeOOUYaWHO yCelllaHe OT eaHaTa
CTpaHa Ha TJIOTO, OTITYCHATOCT Ha JIMIIETO WIIM TOBOPHH FUIA 3PUTEITHH CMYIICHUS.

Jena v roHOImIMN
Stelara He ce mpemoppYBa 3a ynorpeda npu aena nof 18 roguan ¢ 6onect Ha Kpon nim yneposexn
KOJIUT, 3allI0TO HE € MPOYYBaH NP Ta3H Bh3PACTOBA IPyTIa.

Jpyru nekapcrTBa, BakcuHu u Stelara
Tpsa6Ba na kaxere Ha Bammus riexkap wiu dhapMarienT:

o AKO ipreMaTe, HaCKOpO CTe IIPUEMaTH I € Bb3MOXHO Ja MPHEeMeTe IPYTH JIeKapCTBa.

. Axo Hackopo Bu e npaBeHa uiu rianupare Aa Bu ce npaBu BakcuHauus. J{okaTto n3mnoszBare
Stelara, HsKOM BHIOBE BakCHHHM (’KMBH BaKCHHH) HE TPAOBa Jia Ce Mpuiiarar.

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

0cOero Bu 3a neuenuero che Stelara, mpeau To a MONMyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHMTEITHO JKUBH BakcHHU, KaTo BIDK BakcuHa (M3mon3BaHa 3a npeamna3BaHe OT
TyOepKyo3a). JKuBHUTE BaKCHHU HE € MpernophbuBar 3a Bamiero 0e0e mpe3 mbpBUTE JIBaHAICCET
Mecela ciell paXJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nexapsT Ha Bamero 6e6e He mpenopbya IpyTo.

BpemeHHOCT U KbpMeHe

o AKko cTe OpeMeHHa, cMsATaTe, 4Ye MOXKe Ja CTe OPeMEHHa WK TUIaHupaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bammms jekap npeau ynorpebara Ha TOBa JICKapCTBO.
o He e HaOmroiaBaH mo-BUCOK PUCK OT BpojcHH AcehekTu mpu Oedera, u3iokeHu Ha Stelara B

yTpobara. [lanauTe ot ynotpedara Ha Stelara mpu OpemMeHHHN KeHHn 00ade ca OrpaHUYCHH.
INopaau ToBa € 3a mpeanoYrTaHe Jaa ce u30srea yrnorpedbara Ha Stelara mo Bpeme Ha
OpeMEeHHOCT.

o AKO cTe JKeHa C ISTepOIeH MOTSHINAT, XKeJlaTeTHO € 1a He 3a0peMeHsBaTe U J1a U3I0JI3BaTe
MOIX OIS TPOTHUBO3adaThueH METO/I, KoraTo m3noisBare Stelara u mone 15 cenmury cnen
MOCJIeTHOTO IpuiaraHe Ha Stelara.

o Stelara Mo>ke 1a MpeMHHE Tpe3 IUIAleHTaTa B HEPOAEHOTO 6ede. AKo cTe monrydaBanu Stelara
1o BpeMe Ha OpeMeHHocTTa cH, 6ebeTo By Moke /1a iMa T0-BHCOK PUCK OT HH(EKITHS.
o BaxHo e n1a xaxkere Ha ekapute Ha Bamero 6e6e u qpyru MeJUIMHCKU CIIENUAICTH, aKo CTe

noiydvasaiu Stelara o Bpeme Ha OpEeMEHHOCTTa CH, IIpeau 0e0eTo /1a MoIyyH KakBaTo U J1a €
BakcuHa. JKuBu Bakcuny, kato BIXK BakcuHa (n3nomn3Bana 3a npeana3BaHe oT TyOepKys03a),
He ce mpernopbuBar 3a Bamero 6ebe mpe3 mbpBUTE ABaHAJECET Mecela Clie]] paskIaHeTo, aKo
cTe noiy4asaiu Stelara mo Bpeme Ha OpPEMEHHOCTTa, OCBEH aKo JieKapAT Ha Bamero O0ebe He
penoprya Jpyro.

. YcreknHymMad MoKe Jla IpeMUuHe B KbpMaTa B MHOTO MaJIKH KosmdecTBa. IlocbBeTBaiite ce ¢
Bamms siekap, ako KbpMUTE WK aKO IUIAaHUpATe J1a KbpmuTe. Bue u Bammst nexap tpsosa ga
pemmTe ganu TpsiOBa Ja KbPMUTE WM J1a n3nonssare Stelara - He paBeTe U ABETE.

Ilodupane u padoTa ¢ MAIIMHU
Stelara He IOBHsABA WU MOBIUIBA MTPEHEOPESIKUMO CITOCOOHOCTTA 32 Iodupane u padoTa ¢ MAITUHH.

Stelara cpabp:ka nosucopoat 80

Stelara chabpika 10,8 mg nonucopbat 80 (E433) BbB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,40 mg/ml. I[TonucopOaTuTe Morar Aa NPUUMHAT aNepPruuH peakuuu. TpaoBa qa kaxere Ha Bamms
JieKap, ako UMaTe yCTaHOBEHH aJIEPTHUH.

Stelara cbabp:ka HaTpUii

Stelara cpabpprka mo-manko ot 1 mmol Hatpuii (23 mg) Ha 11034, T.€. MOXKE JIa ce Kaxe, ue
NPaKTUYECKU HE ChIbpKa HATPUHl.

[Ipenu na Bu 6b1e npunoxen odade, Stelara ce cMecBa ¢ pa3TBOp, KOHTO Chbpika HaTpuid. 'oBopeTe
¢ Bamus nekap, ako cTe Ha iMeTa ¢ HUCKO ChIIbpKaHUE HA HATPUH.
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3. Kak me ce mpuiara Stelara

Stelara e mpeaHa3HaveH 3a ynorpeda 1mox pbKOBOACTBOTO M KOHTPOJIA Ha JISKAap C OIHT B
JMUAarHOCTHKATA U JICYCHHETO Ha OostecT Ha KpoH wiIu Ha yiiepo3eH KOJIUT.

Bammst siekap e Bu npunosku Stelara 130 mg koHIeHTpar 3a HH(PY3HOHEH pa3TBOp KarkoBO BbB
BeHaTa Ha pbKaTa (MHTpaBeHO3HA HH(Y3HUs) B IPOIB/DKEHUE Ha Hali-Manko equH dac. [lockBeTRaiiTe
ce ¢ Barmmms nekap 3a ToBa, Kora 1ie Bu ce mocTaBsIT HHXEKIIHUTE U KOTa IIIe ¢a CJICIBAIUTE
KOHTPOJIHHU TIPETJICITH.

KakBo xonun4yectBo Stelara ce mpuiara
Bamusr siekap 1ie permy KakBo KonndecTBo Stelara TpsiOBa fa MOIyduTe U 3a KAKBB IIEPUOA OT BPEME.

Bn3pacTtHu Ha 18 roquHu UM mo-rojieMu

o JlekapsiT 111e U3YUCIIU PENOPBHUUTENTHATA 32 Bac 103a 3a MHTpaBeHO3HA UH(Y3HsI B3 OCHOBA Ha
TenecHoTo Bu Tero.
Bamrero tenecHo Terio Jlo3a
<55kg 260 mg
> 55 kg 1o <85 kg 390 mg
> 85 kg 520 mg
. Cren HayamHaTa HHTPaBEHO3HA J103a 1ie Bu Ob1e npumoskenHa cieapamniara go3a 90 mg Stelara
ype3 MHXKEKITUS 1O KoxaTa (TI0IKO’KHA MHIKEKIINS) Cle § CEIMUIIH U CIIe]] TOBA Ha BCEKH
12 cenmunu.

Kak ce npuiara Stelara

[IppBara mo3a Stelara 3a neuenune Ha 6omect Ha KpoH miw yiepo3eH KOJUT Ce Mpriiara oT JeKap
KaIlKOBO BbB BEHA B pbKaTa (MHTpaBeHO3HA UHPY3HSs).

I'oBopete ¢ Bamms nekap, ako mMarte BBIIPOCH OTHOCHO IpuiiaraneTo Ha Stelara.

AKO cTe PONMyCHAJIM 1a u3noJj3Bare Stelara
Axo cte 3a0paBUIN WK CTe MPOITyCHAJIM Yaca CH 3a IIPUJIaraHe Ha 7j03a, CBbpKeTe ce ¢ Bamms exap
3a IUIaHUpaHe Ha HOB Yac.

AKo cTe cnipesiu ynoTpeodara Ha Stelara
He e omacHo ma ciipere yrorpebara Ha Stelara. Ako obaue 51 cripete, Bammire cumnroMu Moxe Ja ce
BB300HOBIT.

AKO uMaTe HAKaKBH JIOMBIHUTEIHHA BBIIPOCH, CBBP3aHHU C YIIOTpedaTa Ha TOBa JIEKapCTBO, TOMUTANTE
Bamus nekap nim ¢papmanesT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXCIIAHU PEaKIIUH, BHIIPEKU Y€ HE
BCCKH I'l TIOJTy4aBa.

Cepuo03HU HeKeJTaHU peakuu
Hsikou marneHT MOXe JJa UMaT CEpUO3HU HEXEIIaH! PeaKIiy, TIPU KOUTO JIa c€ Hajlara CIelrHo
JICYCHHE.

AJlepruyHM peakumu — MoKe J1a M3MCKBAT crneHo jJevyenne. Undgopmupaiite Bamus
JieKap WIN He3a0aBHO MOThpPceTe CelIHa MeJMIMHCKA MOMOIII, K0 3a0es1eKuTe HAKOM 0OT
cJIeJHUTE NPU3HALN.
. Cepuo3HHTE aJIePrUYHA peakiui (,,anadumakcus’™) ca peJKu Ipy Xopa, IpUeMarlu
Stelara (mosxe na 3acernat 70 1 Ha 1 000 mgymuu). [TpusHanuTe BKIIIOYBAT:
o) 3aTPyAHEHO AUIIAHE WU NPErTbLIaHe
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o HUCKO KPHBHO HAJISITaHE, KOETO MOKE JIa IPHYMHU 3aMastHOCT FITH CBETOBBPTEX
o MOJTyBaHe Ha JIUIETO, YCTHUTE, yCTaTa WU ThPIIOTO.

o UecTuTe NpU3HAIM Ha aepPriyHa PEaKIns BKIIIOYBAT KOXKEH OOPHB U YPTUKAPHUS (MOXKE
na 3acerHat o 1 Ha 100 mymm).

Peakuumn, cBbp3anu ¢ uHdy3uaTa — aKko ce jJekyBate 3a 6oectra Ha KpoH win 3a
yJ1epo3eH KoJIuT, MbpBaTa 103a Ha Stelara e ce NpuJIoKu KaNKoBO BHB BeHA
(uHTpaBeHo3HA UHPY3us). Hsikou NanMeHTH MO0JYYaBaT CEPUO3HH AJIEPIrHYHYU PeaKIuu
10 BpeMe HA HHPy3uATA.

B peaxu caydam ce cb00aBaT ajileprudHu 0e10ApoOHM peakuuu U 0e10ApoOHO
Bb3NaJleHHe NMPH NAIHEeHTH, KOUTO MOJy4aBaT ycTeKHHyMa0. YBenoMere Beqnara Bamms
JIeKap, aKo MoJIy4YuTe CUMIITOMH KaTo KallJIMIAa, 3aAyX U BUCOKA TeMIlepaTypa.

AKO ToITyunTe Cepro3Ha ajJepruiHa peakius, Bamust nekap Moxe na pemu, 4e Bue He TpsioBa
na yrorpedssare Stelara oTHOBO.

Nudexnun — Moske 1a U3UCKBAT clielIHo JevyeHue. Mudpopmupaiite Bamus Jekap, ako
3a0esieskKNTe HAKOM OT cJIeJHUTE MPU3HALH.

o MHQEKIUUTE HAa HOCA WK T'BPJIOTO M MPOCTyIaTa ca 4ecTH (MoXe Ja 3acerHar Jo 1 Ha
10 mymm)

) WH(pEKINUTE HA JOTHATE NUXATEITHH TBTHUINA (TPhAHA HHPEKIINN) ca HedecTH (MOXe Ja
3acertar a0 1 Ha 100 gymm)

. BB3IMAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJINT) € HedecTo (MOKe /1a 3acerae A0 1 Ha
100 mymrm)

o xeprecute (BuI O0Jie3HEH 00pUB C MEXypH) ca HeuecTH (MoKe J1a 3acerHar a0 1 Ha
100 myrmmm)

Stelara Mmo>xe 1a Hamanu ciocobHoctTa Bu 1a ce 6opute ¢ nndexunu. Hiaxon nadekunu Mmoxe
Jla CTaHAT CEPHO3HU M MOXKE J1a BKIIOYBAT MHPEKINU, IPUYNHEHH OT BUPYCH, IbOHUKH,
OaxTepuy (BKIFOYUTEITHO TyOepKyJ03a) WK Mapa3uTy, BKIOYATEITHO HHPEKIH, KOUTO
BB3HHUKBAT MPEIMMHO MTPU XOpa ¢ 0TCJIabeHa MIMyHHA CUCTeMa (OTIOPTIOHUCTUYHHU UHPEKIIH).
[Ipu manueHTy, NoTy4YaBaliy yCTEeKHHyMa0, ce ChoOIIaBaT OMIOPTIOHUCTUYHH MHPEKIMN Ha
MO3bKa (eHIle(aInuT, MEHHHTHT), OenTe IPOOOBE U OUUTE.

Hoxato ynorpebsiBate Stelara, TpsiOBa aa cieaute 3a nmpu3Hamny Ha wH(ekus. Te BKIFOYBAT:
o BHCOKa TeMIIEpaTypa, TPUIIONO00HN CHMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

o yMOpa WK 3a]lyX, YIIOpUTa KallTiia

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

o napeHe Mpu ypuHUpaHe

° JAapust

o 3PUTEIHO CMYIIICHUE WK 3ary0a Ha 3peHne

o riaBo0oIKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJCHE HITH
00BPKaHOCT.

WNudopmupaiite Bamms nexap BegHara, ako 3a0esIeXUTe HAKOH OT Te3H NMPU3HAIM Ha
nHdeknusa. Te morat 1a ObIaT MPU3HALM HA MHPEKINH KaTO TPbIHA HH(EKINH, KOXKHU
MH(EKIHH, XepIiec 30CTep WIN ONOPTIOHUCTHYHH UH(EKLINHU, KOUTO MOTaT Ja JOBEAAT JI0
cepuo3Hu ycnoxkHeHus. MHbopmupaiite Bamus nekap, ako vMaTe HIKaKBa YIOPHTA HITH
noBTapsmIa ce nHpeKIu. BamusrT gekap Moxe z1a peiy, 4e He TpsiOBa 1a ynorpedsBare
Stelara, nokaro nadekuusaTa He ObJe U3NIEKyBaHa. Y BenoMeTe Bamms gekap, u ako uMate
OTBOPEHM PaHU WIIM HApAHIBAHUS, Thil KATO MOXKeE Jia ce NHPEKTHPAT.

JIioneHe HA KOKAaTa — HHTEH3UBHOTO 3a4YepBABaHE M JIOIECHE HA KOKaTa HA MO-ToJAMa

TJIOII 1O TSIJIOTO MOZKE J1a ca CHMIITOMH HA ePUTPOJIEPMUYEH NCOPHUAZHC WU
exkc(oMaTHBEH 1ePMAaTHT, KOUTO €A CEPHO3HH KOKHH 3200/11BaHus. AKO 3a0eie)KHTe
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HSAKOI1 OT Te3H NMpU3HAIY, TPsOBa 1a nHdopmupare Bamus nexap He3abaBHO.

Jpyru HexeaHu peakuuu

YecTu HexenaHu peakuum (Moxke Aa 3acerrar Ao 1 Ha 10 qymm):

Irapus
rajieHe

MOBpBIIaHEe

ymopa

3aMastHOCT

riaBo0osme

CBhpOex (IPypUTYC)

0omka B rpp0a, MyCKYJIUTE UIIN CTaBUTE
BB3IIAJIEHO T'bPIIO

3agyepBsBaHe U OOJIKAa Ha MSACTOTO HA MH)KEKTHPAHE
WH(EKINS Ha CHHYCHTE

He4ecTu Heskenanu peakumn (Moxe 1a 3acerHat 1o 1 Ha 100 qymm):

WH(EKIUN Ha 350HTe

BarvHaJIHa MHQEKIUS, TPUIMHEHA OT THOWYKH

JieTpecHs

3alMynieH HOC WM Xpema

KbpBEHE, TOCUHSIBaHE, BTBBPAsBAHE, II0/{yBaHe, CbPOCK, 3aUepBsiBaHe U 0OJIKa Ha
MSICTOTO Ha MH)KCKTHPaHE

ycelaHe 3a ci1adocT

criajilaHe Ha Kiieraya U U3KpUBSBaHE HAa MyCKYJIMTE Ha elHaTa MOJOBHUHA Ha JUILIETO
(,JuTIeBa mapanu3a” Win ,,napain3a Ha ber’), KosiTo OOMKHOBEHO € BpEMEeHHA
NPOMSIHA Ha TICOPHA3UCa ChC 3aUCePBSIBAHE U HOBU MAJIKH, JKBITH WX OCIH MEXYPH TIO
KO’KaTa, IOHSKOTa MPUAPYKEHH ¢ TeMIeparypa (ITyCTyJI03eH IICOPHa3nC)

OelieHe Ha KoKaTa (eKCQoralus Ha KO)KaTa)

aKHe

Penku HexenaHu JekapcTBeHH peaknuu (Moxe na 3acerHat no 1 Ha 1 000 mgymm)

3auepBsBaHe U JIOLICHE HA KOXKaTa Ha IO-ToJIsIMa TUIONI 1O TSUIOTO, KOUTO MOKE Ja
ChpOAT Wi J1a ca Oose3HeHu (excoyimaTuBeH aepMartuT). [logo0Hu cuMIToMu
MOHSIKOT'a Ce pa3BUBAT KATO €CTECTBCHA MPOMSHA HA BHJ/Ia HA CUMIITOMH Ha MICOPUA3HC
(epuTpomepMHUYeH TICOPHA3HC)

Bp3nanenue Ha MajaKuTe KPHbBOHOCHH CHIOBE, KOETO MOJKE J[a JTOBEJE 10 KOKEH OOPUB €
MaJIK{ YepPBEHU WK JIMJIABHU MOy THHH, TEMIIepaTypa Uik 00JIKa B CTaBUTE (BACKYJIHT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe fa 3acerHat 1o 1 #a 10 000 mpyrmm)

OO0pa3yBaHe Ha MEXypH I10 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsIia u
Oone3neHa (0y103eH IeMQUTOwI)

KO>KEH JIYITyC epuTeMaToeC 1 JyIyc-Iog00eH CHHAPOM (UepBEeH, HaJUTHAT, JIFOIIEI] Ce
0OpHB B M3JIOKEHHUTE HA CI'BHIIE YYACTHIIM HA KOXKaTa, KOWTO MOXKE Jia € MIPHIPYKEH OT
OOJIKH B CTAaBHTE).

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TIOITyunTe HIKAKBU HEXKEJTaHH JICKAPCTBEHU Peakilny, yBejoMere Bamus nekap v hapManesr.
ToBa BKJIIOYBA BCHYKH B3MOYKHHM HEOIMCAHU B Ta3H JIMCTOBKA HEXENAaHU peakuyu. Moxere chlIo 1a
ChOOIINTE HEXKENAHHU PEaKIINU JUPEKTHO Ype3 HAlMOHAJTHATA CHCTEMa 33 ChOOIIaBaHe B!
UsmeiHUTEIHA areHIys 110 JieKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417
yeOcaitt: www.bda.bg
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Kato crobmiaBare HeXeIIaH Peakilny, MOKETE Ja ajeTe CBOSI MPUHOC 3a TOJyJaBaHe Ha MTOBEYC
nHGOpMAIUI OTHOCHO 0€30MMacHOCTTa Ha TOBA JISKAPCTBO.

5. Kak 1a cbxpansiBare Stelara

o Stelara 130 mg koHIeHTpar 3a HH(Y3UOHEH pa3TBOP ce Mpujiara B OOJHUIA WU KIMHHKA U HE
Ce Hajara malnyueHTHTE J1a TO ChbXPaHsIBAT WK 1a O0OPaBAT C HETO.

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTBITHO 3 JIela.

Ja ce cpxpanspa B xyamuHuk (2°C—8°C). Jla He ce 3ampassBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa ¢e MPe/Ia3u OT CBETIHHA.

He pasknamaiite duaxonute Stelara. IIpoabHKUTETHOTO EHEPIHYHO pas3KialiaHe MOXe 1a
MOBPEU JIEKAPCTBOTO.

He u3noJi3BaiiTe ToBa JieKapcTBO:

o CJIe]] CPOKa Ha TOJTHOCT, OTOEIsI3aH BhPXY €THKETa U KApTOHEHATa ONAKOBKA CIIE]T
»EXP*/,,Tonen no“. CpoKbT Ha TOJHOCT OTTOBAps Ha MOCIEAHMS JICH OT MOCOYCHUS MECeIl.

o AKO TCUYHOCTTa € C IIPOMCHCH IBAT, MbTHA UJIU B HEA CC 3a6CHH3BaT ITyBally 9yXKIW 4YaCTULIU
(BmkTe Touka 6 ,,Kak m3rnexaa Stelara m kKakBO ChABpIKa OMAaKOBKaTa‘™).

o aKo 3HAETe WM CMATaTe, Y€ MOXKE Jia € Ouiia 3JI0’KEeHA Ha EKCTPEMHHU TeMIiepaTypu (Kato
WHIUICHTHO 3aMPb3BaHe WM 3arpsBaHe).

o aKO MPOAYKTHT € O CHEPrHYHO Pa3KIIaTeH.

o aKo oOKaTKaTa € CUyIieHa.

Stelara e camo 3a enHOKpaTHa yroTpeba. PaspeneHusaT HH(Y3HOHEH Pa3TBOP WIIA HEU3IOI3BAHHUAT
MPOJAYKT, OCTaHaJ] BbB (pJIaKOHA U B CIIPUHIIOBKATA, TPSIOBA 1a CE M3XBHPIIU B CHOTBETCTBHE C
MECTHUTC U3HMCKBAaHUA.

6. Cbm)pmalme Ha OnMaKOBKaTa M JO0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cpabpika Stelara

. AKXTHBHO BelecTBO: ycrekunyMab. Beeku duakon cbhabpxka 130 mg ycrekuaymad B 26 ml.

° Hpyru ceeraBku: EDTA nunarpuesa con quxuapar (E385), L-xuctumus, L-XHCTHIMHOB
MOHOXHIPOXJIOPH] MOHOXHApaT, L-meTnonuH, morcopoar 80 (E433), 3axaposa u Boja 3a
WHYKEKITH.

Kak n3rue:xxaa Stelara n KakBo CbABbpPKa ONIAKOBKATA

Stelara e Guctbp, Oe31BeTeH 10 0JICTOKBIT KOHIICHTPAT 32 HH(Y3HOHEH pa3TBop. JlocTass ce B
KapTOHEHA OIaKOBKa, ChAbPKaIla eMH CThKIEeH (uakoH ot 30 ml ¢ exunnyHa 103a. Beekn dakon
ceabpka 130 mg ycreknaymad B 26 ml KOHIIEHTpAT 32 MHPY3HOHEH Pa3TBOP.

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

B-2340 Beerse

benrus

IIpoussoaure
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a nonbJaHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NpPEICTaBUTEN HAa PUTEKATENS Ha Pa3pelIeHHeTo 3a yrnorpeda:
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Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbbuarapus

»JkoHCHH & JxoHCHH bearapus” EOO/]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

EAirGoa

Janssen-Cilag ®@oppakevtiky Movorpdcmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
It@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com



Island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvzpog
BopvéPog Xatinmavayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

Iv@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIENHO Mpepasriie;Kaane Ha JucToBkata 12/2024

IMonpoOHa uH(popMaIus 3a TOBA JICKAPCTBO € MPEAOCTaBeHA Ha yeOcalita Ha EBponeiickaTa areHIus

1o JiekapcTBaTa https://www.ema.europa.eu.

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

IIpocneaumoct

3a na ce mo00pU NPOCIEAUMOCTTa HAa OMOJIOTMYHUTE JIEKAPCTBEHHU MPOAYKTH, UMETO U MapTUIHUAT
HOMEp Ha MPHUJIOKEHUS MPOTYKT TPsIOBa SCHO Jla Ce 3arucBarT.

VYkazaHus 3a paspekaaHe:

STELARA konueHTpaT 3a HH(pY3UOHEH pa3TBOp TPsOBA Ja ce pa3pear U Jia ce TIOATOTBU OT
MEIUIHCKU CIIEHUATUCT C IOMOILTa HA aCENTHYHA TEXHUKA.

1. N3uucnere no3arta u 6post Ha HeoOxoaumute uiakoH STELARA Bb3 0CHOBa Ha TErJIOTO Ha
nanuenTa (Bx. Touka 3, Tabmuma 1). Becexu dmakon STELARA ot 26 ml ceaspka 130 mg
YCTEeKUHYMao.

2. W3rernere u u3xpbpiere oT HHPY3HMOHHUS cak oT 250 ml 06eM OT pa3TBOp Ha HATPHEB XIJIOPHT

9 mg/ml (0,9%), paBen Ha o6ema STELARA, koiito TpsiOBa 1a ce 100aBu. (u3xBbpiere 26 ml
HaTpHeB XJopHx 3a Bceku HeoOxoauMm ¢uiakon STELARA, 3a 2 ¢uakona uzxswpiere 52 ml, 3a
3 (dhmaxona m3xBbpiiete 78 ml, 3a 4 daakona msxsepiere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcekn HeoOX0uM (IIaKOH U TH JJ00aBeTe KbM HH(DY3UOHHUS
cak ot 250 ml. Kpaiinust o0em B nHY31OHHUS cak TpsaOBa na 0bae 250 ml. Buumarenno

cMeceTe.

4, IIpenu npumoXKeHUETO MPOBEPETE BUIYATHO pa3peieHus pa3TBop. He ro ynmorpebsBaiite, ako ce
HaOII0JaBaT BU3YaTHO HEMPO3payHH YaCTHIIM, IIPOMSIHA Ha [IBETA WM 9YKIU YaCTHUIIH.

5. IIpunoskere paspeneHus pa3TBOp 3a Mepuoj OT Hail-manko eauH yac. Cinea KkaTo ce pa3penu,

NpUIaraHeTo Ha HHQY3MOHHUST Pa3TBOp TPsOBa Jia ce U3BBPIIN B pAMKUTE Ha OCEM Haca Cliejl

paspexxaaneTo B MHQY3MOHHUS Cak.

6. Wznon3zgaiite camo Habop 3a nH(Y3Us ¢ BrpalieH, CTEPHUIICH, allupOreHeH QMITHP ChC C1abo
CBBp3BaHe Ha MpoTenHH (pa3Mep Ha mopute 0,2 MUKpOMeETpa).


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

7. Bcexu ¢akoH e camo 3a eTHOKPATHO MPHIIOKEHNE M HEN3ITOJI3BAHUAT JIEKAPCTBEH MPOTYKT
TpsiOBa Jja ce U3XBBPIH B CHOTBETCTBUE C MECTHUTE M3UCKBAHUSI.

CobxpaHeHue
AKO € He0OX0IMMO, Pa3peACHUAT HHPY3HOHHIT Pa3TBOP MOXKE J1a CE ChXpaHsIBa Ha CTaifHa

temneparypa. [Ipuraranero Ha HHGY3HOHHUAT Pa3TBOP TPSAOBA /1a Ce U3BBPIIN B PAMKHTE HA OCEM
yaca clie]l pa3pexaaHeTo B MHPy3noHHUs cak. [la He ce 3ampassisa.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg unH:keKIIMOHEH Pa3TBop
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOITBJIHUTEITHA BBIIPOCH, TonuTaiiTe Bamus nekap wiu gapmarieBT.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKU BH3MOKHU HE)KEIaHU PEeaKIny, HEONMMCAHN B Ta3u IMCTOBKa. BrokTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

U [1nakoB mcopuasuc - MpH BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU
] IlcopuartnueH apTpuT — IIpU Bb3PACTHU

. Ymepena a0 Texka 6oiect Ha KpoH — npu Bb3pacTHH

. YMepeH 0 TeXBK yIAIepo3eH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,I17TaKOB TIcopraznc’ € KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BE3MAJICHUE, 3acsATaIlo Ko)KaTa U HOKTHTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

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

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

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYIIepo3HHUAT KOJHUT € Bh3NAINTETHO 3a00II1BaHe Ha yepBaTa. AKO UMaTe yIIEepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He n3noJaseaiite Stelara

o AKO cTe aJIepru4HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap win papmareBT, mpeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. YBegoMeTe 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, mpean Aa u3noissare Stelara. Axo Bammar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

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

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

o AKO UMaTe MWJIU HACKOPO CTe UMAJTIH HH(pEeKIus.

o AKO UMaTe HOBH WJIM MIPOMEHSIIIN ce JIe3WH B yYacCThIUTE C IICOPUA3UC HITU TI0
He3acerHaraTa Koxa.

o AKo mosy4aBate Jpyro JeyeHue 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaToO APYTH

122



UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TSUIOTO ce JIeKyBa ¢ THIl yirpaBuosierosa (UV)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE Jia OTCIIA0AT YacT OT UMyHHAaTa cucTeMa. M3non3saHero
Ha Te3H JIeueHHs 3aeJHO cbe Stelara He e uscnenBano. Bp3moxkHO € 0baye, TO J1a yBelIndn
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Jany Stelara Moke 1a OKa)ke BIMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJ 65 roIMHN — MOKe /1a CTe TO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny ga u3noiseare Stelara.

Hsxou namuentu nojry4yaBat JIyHyc-HOI[O6HI/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-TBbMHU I'PAHUIIU, B U3JIOKCHUTEC
Ha CIIBHIC Y4aCThIU Ha KOXaTa UK CTaBHU 0OJIKH.

CobpaedyeH HHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEYHO 3a00JsIBaHE U
uHCyNT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonsnl HauuH. HezabaBHO moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHara
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpenopbkYBa 3a ynorpeda Mpu Jiella Ha Bb3pacT Mo 6 TOJUHY C TICOPHA3KUC WM MIPH Jiera
Ha BB3pAcCT 1O 18 rouHu ¢ ICOpuaTudeH apTpuT, ¢ OosiecT Ha KpoH wim ¢ yirepo3eH KOJuT,
3aII0TO HE € MPOYYBaH MMPH Ta3H Bh3pPacToBa IPyIIa.

Jpyru JekapcTBa, BakcuHH u Stelara
TpsbBa ma kaxxete Ha Bamms nexap wim hapmaieBT:

o AKoO preMaTe, HaCKOpO CTe MpUeMaIi WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa uinu miaHuparte 1a Bu ce mpaBu BakcuHaius. /JokaTto u3nona3sate
Stelara, HsiKOM BUAOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce IMpuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeTo Bu 3a neyenunero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npemna3Bane oT
TyOepkyio3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecela ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopsya ApyTro.

BpeMeHHOCT 1 KbpMeHe

o Axo cte OpeMeHHa, cMATaTe, Y€ MOXKe J[a cTe OpeMEeHHa W TUIaHUpaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms gekap npenu ynorpebara Ha TOBa JIEKapCTBO.
o He e nabmroaBan mo-BIUCOK PUCK OT BpoJieHH e ekTH rpu 6edeta, n3noxeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH jkeHH obade ca OrpaHUYECHH.
[lopanu ToBa e 3a nmpennouynTaHe Ja ce U305rBa yrnorpebara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO cTe XeHa ¢ IeTepOeH MOTEHINAI, XKeJaTeIHO € 1a He 3a0peMeHsBaTe U /1a U3I10JI3BaTe
MIOJIXOJIS POTUBO3aYaTh4eH METOI, KOraTo u3noi3eare Stelara u mone 15 cenmuny ciej
NOCJIeJHOTO Npuiiarade Ha Stelara.

. Stelara Mo>ke 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyryuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUS.
. BaxHo e n1a kaxxeTe Ha iekapuTe Ha Bariero 6e0e 1 Apyru METUITUHCKH CIICITUAIMCTH, aKO CTe

nosiyuaBaiu Stelara o Bpeme Ha OpeMEHHOCTTa CH, IIpear 0e0eTo Ja Moy4r KakBaTo U Jia €
BakcuHa. JKuBu BakcuHH, KaTo LXK BakcuHa (M3mon3Bana 3a mpe/na3BaHe oT TyOepKyIio3a),
HE ce IpernopbhYBar 3a Bamero 6e0e nmpe3 mbpBUTE IBaHAAECET MECela Ciie]] paXKIaHETO, aKo
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cre mosydaBasin Stelara mo BpeMe Ha OpeMEHHOCTTa, OCBEH aKo JIeKapsT Ha Bamrero 6e0e He
MpernopbYa JpyTo.

. Ycreknaymab MoXe J1a PEMIHE B KbpMaTa B MHOTO MaJIKH KoJmdecTBa. [lockBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WU aKo TUTaHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsiOBa qa
pemnTe nanu TpsiOBa Aa KbPMUTE WIH Ja u3non3Bate Stelara - He mpaBeTe U ABETE.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIUSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IOQUpaHe u padboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,02 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € CKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopOaTuTe Morar Aa NPUUMHAT alNepruuHy peakuuu. TpsaoBa na kaxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJIePTHH.

3. Kak na n3noisBare Stelara

Stelara e mpeaHazHaueH 3a ynoTpeda noa prKOBOACTBOTO U KOHTPOJIA HA JIEKAP C OIUT B JICYEHUETO
Ha 3a00Js1BaHUATA, 33 KOUTO € [I0KAa3aHO JIEKapCTBOTO.

Bunaru n3nosnsBaiite ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan Bamust nekap. Ako He cTe CUTYpHU B
Heulo, nonutaiite Bamws nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora mie Bu ce nmocrassrt
MH)XEKIMHUTE U KOora IIe ca CJIeBAINTe KOHTPOIHH IIPETJIeIu.

KakBo konuyecTBO Stelara ce npuiara
Bamust nekap 1ie pemm KakBo KoJimdecTBo Stelara TpsiOBa /1a MOJYYUTE U 332 KAKBB IIEPUOJT OT BPEME.

Brn3pacTHu Ha 18 roauHu MK MO-rOJIEMHU
Ilcopua3uc niu ncopuaTuveH apTpUT

. IMpenopbunTenHaTa HavanHa qo3a € 45 mg Stelara. ITanuentn ¢ terno #aa 100 kunorpama (kg)
MOJKe J1a 3armovHaT ¢ qo03a 90 mg BMecTo 45 mg.
o Cnen HayanmHara J103a, ciieipaniata Bu no3a me Ob1e 4 ceqMuny no-KbCHO U cie]] TOBa Ha

Bceku 12 ceaqmunu. Creasamure 1031 OOMKHOBEHO Ca CHIIUTE, KATO HavaJlHaTa 1034.

Bosect Ha Kpon nin yJjimepo3eH KOJIUT

. ITo Bpeme Ha neuennero Bamusat sexkap mie Bu mpuiioxu mbpBara Jg03a 0T IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3ust). Cie HavalHaTa 1034,
1e ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciexn 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MAlUEeHTH, CIIe/] IbpBaTa MoJK0KHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap 1ie peny kora TpsiOBa 1a MOIy4uTe CleABalara Cu 103a.

Jena u 1oHOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

IIcopuasuc

. Jlekapsit TpsiOBa ja ompeeu MpaBuIHATa 3a Bac 103a, BKIIFOUUTEIHO U KOJIMYECTBOTO (00eMa)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa 03a 3a Bac me
3aBUCH OT BallieTo TeecHoO Terjio 1o BpeMe Ha BCsAKa 103a.

. Axko Texure no-mayko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJI0.

. Axo texwure ot 60 kg no 100 kg, nmpenopsuntennara go3a e 45 mg Stelara.

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

o Cnen HavanmHara J103a, ciiejiamniara Bu no3a me 0b/1e 4 ceMuIyM Mo-KbCHO U cie]] TOBa Ha

Bceku 12 ceqMUIIN.
Kak ce npuiara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS N0/ KoxkaTta (oAK0XHO). B Hayanoro Ha Barero seuenue,
Stelara Mo>xe 1a ce MHXKEKTHpa OT JeKap WM MEIUIMHCKA CECTpa.
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o Bue u Bamwsit nekap obave Moke na pemute, ue Bue camu Moke 1a cu nHkekTupare Stelara.
B TakbB ciyyaii e npeMuHeTe 00y4eHHe KaK Jja CU HH)KeKTHUpaTe Stelara caMOCTOSITEIHO.

o 3a yka3zaHuUs Kak Jja MHXEKTUpaTe Stelara BUxKTe ,, YKa3aHUS 3a MPUWIOKECHUE B Kpast HA Ta3u
JUCTOBKA.

I'oBopeTte ¢ Bamus nekap, ako uMaTe BHIIPOCH OTHOCHO TOBA KaK CaMHU J]a TIOCTABATE MHKEKIIUITA.

AKO cTe U3MO0JI3BAJIM T0OBeYe 0T HeoOXxoamMmara ao3a 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 u3nojasBare 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 ymotpebara Ha Stelara. Ako obade 51 cipete, Bamire cumnroMu 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 MPEAN3BHUKA HEXKCIAHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKH T'Y ITOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKkIuu
Hsxoun mammeHTn MOKe J1a IMaT CEpHO3HH HEXKETaHH PEeakIUy, IPU KOUTO Ja Ce Hajara CIierrHo
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 (mosxe na 3acernat 70 1 Ha 1 000 mgyun). [TpusHanuTe BKIIIOYBAT:
o) 3aTpyJHEHO JHIIaHE WIH MPETTbIIaHe;
o) HUCKO KPBBHO HaJsITaHE, KOETO MOJKE J1a MPUYNHY 3aMastHOCT WIJIH 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 ciayyau ce ¢ch001IaABAT ajleprudHu 0eJI0APoOHU peakuu u 6e10pooHO
Bb3NajIeHHe NMPH NAIHEHTH, KOUTO MOJy4aBaT YCTeKHHYMa0. YBegoMeTe Beqnara Bamms
JIeKap, aKo MoJTy4YnuTe CHMITOMH KATO KAILIMIA, 32[yX U BUCOKA TeMIepaTypa.

AKO ToITyunTe CeproO3Ha ajlepruiHa peakiys, Bamusrt nekap Moxe nia pemy, 4e 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 WIIK T'BPJIOTO ¥ MPOCTY/IaTa ca YecTH (MOJKe J1a 3acerHar ao 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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° 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 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 (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 ynotpeOsiBate Stelara, TpsioBa na cieaurte 3a npu3Hauy Ha nH(pekuus. Te BKIOYBAT:

o BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio
yMOpa WK 3a]lyX, YIOpUTa KallIiia
TOIJIa, 3a4epBeHa U OOJIe3HEHA KOXKa MU OOJIE3HEH KOXKEH 00PUB C MEXypH
napeHe Mpu ypuHUpaHe
JAapust
3pUTEITHO CMYIIEHHE UM 3ary0a Ha 3peHHe
riaBo0oIKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJCHE HITH
00BPKaHOCT.

WNudopmupaiite Bamms nekap BeqHara, ako 3a0einexure HIKOH OT Te3W NpU3HALU Ha
nHpeknus. Te moraT fa ObAaT TpU3HANK Ha HHM)EKIIMK KaTO TPhIHA WHPEKITUH, KOKHH
MH(EKIHH, XepIec 30CTep WIN ONOPTIOHUCTHYHM HH(EKLUNHU, KOUTO MOTaT Ja JOBEAAaT 10
cepuo3Hu ycnoxkHeHus. MHbopmupaiite Bamus nekap, ako nMaTe HSIKaKBa yIOPHUTA UITH
noBTapsia ce nHpekus. Bamust gekap Moxke 1a peiy, 4e He TpsiOBa 1a ynorpedsBare
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 HexeaHu peakuu (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
TUapus

rajicHe

MOBpBIIIaHE

ymopa

3aMastHOCT

raaBo0oIIHe

cbpOex (mpypuryc)

0omka B rep0a, MyCKYJIUTE WU CTABUTE
BB3IAJICHO T'BPIIO0

3auepBsABaHe U OOJKA Ha MACTOTO HAa MHKEKTHpaHE
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, TOCHHIBAHE, BTBbP/ISIBAHE, OIyBaHE M ChpOEK HA MSICTOTO HA HHKEKTUPaHE
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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 HexxenaHu JiekapcTBeHM peakuuu (Moxe na 3acersHar 1o 1 Ha 1 000 gymmn)

o 3ayepBsiBaHE U JIIOICHE HA KOXKaTa Ha MO-TOJsIMA ILIOI TI0 TSIIOTO, KOUTO MOXKeE Aa
CHpOST MH 1a ca 6ose3HeHn (exchonmaTuBeH aepMaTtuT). [1ogo0HN cMITOMHA
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{ YepBEHH WM JIMJIaBU IOy THHH, TEMIIepaTypa WM OO0JIKa B CTABUTE (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 €PUTEMATO/IEC 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 TOJTyunTe HAKaKBU HEXEJIaHU JIEKapCTBCHU Peakly, yBeaomere Bamus nexap uiu papmanesT.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH HEONHCAHH B Ta3H JINCTOBKA HEXKEJIaHU peaklnu. MoxkeTe ChIIo Ja
CHOOLINTE HEXEJAHU PEAKLMK AUPEKTHO Ype3 HAlMOHAIHATA CUCTEMa 33 ChOOIIIaBaHe B!
W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Cocpus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpoOmiaBate HexXelaHu peakiiy, MOKETe Ja AaJieTe CBOsI IPUHOC 3a MOoJyvYaBaHe Ha MOBeYUe
MH(OpMAaIUs OTHOCHO 0€30M1aCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansiBate Stelara

o [a ce cpxpaHsBa Ha MSCTO, HEIOCTBITHO 32 JIeLa.

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

o CoxpansBaiiTe (1akoHa B KapTOHEHATa ONAaKOBKa, 3a J1a C€ Ipeaa3u OT CBETJIMHA.

o He pasknamaiite gpnakonute Stelara. IIpoabKUTETHOTO €HEPrHYHO pa3KilallaHe MOXe Aa

IMOBpEaH JICKApCTBOTO.

He n3nosn3Baiite ToBa JieKapcTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATA OMAKOBKa CIIe]
»EXP*/,,Tonen no“. CpoKbT Ha FOJHOCT OTTOBaps Ha MOCICAHHS JCH OT ITOCOYCHHUS MECeII,

° aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAaIly Yy>KI1 YaCTHIIN
(BwxTe Touka 6 ,,Kak nsriexaa Stelara u kKakBO ChIbpIKa ONAKOBKaTa“‘);

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

. aKo MPOIYKTHT € OMJI CHEPTHUYHO pa3KIIaTeH;

. ako oOKaTKaTa € cuyIeHa.

Stelara e camo 3a enHokpaTHa ynoTpeda. Hensnoa3BaHUsT NPOIYKT, OCTaHaI BbB (hJIakOHA U B
CHPUHIIOBKATa, TPsIOBa Aa ce n3XBbpiiu. He M3XBbpIsiiTe JeKapcTBaTa B KaHAIM3AIUATA UIIH B
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KOHTeHHepa 3a JoMantHu oTnaasiy. [lomuTtaiite Bamms ¢papmaneBT Kak 1a U3XBBPIATE JICKapCTBaTa,
KOUTO Be4e HE M3MoJ3BaTe. Te3n MEPKH IIie CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATA Cpefa.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kaxkso cpabpika Stelara

o AKTHBHO BeIIECTBO: yCTeKuHyMa0. Beeku dnakon cbabpxka 45 mg ycrekunymad B 0,5 ml.
o Hpyru cveraBku: L-xuctunus, L-XUCTHINHOB MOHOXHAPOXJIOPUA MOHOXUAPAT, monucopdar 80

(E433), 3axapo3a 1 BOAA 33 MHXKEKIIHH.

Kak u3riie:kna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e 6ucTbp 10 1€KO OManeceHTeH (¢ mepyieH OIIACHK), OE31BETEH A0 ONEA0KBIT HHKCKIIMOHESH
paztBop. Toit Moke Jla ChabpKA HAKOIKO JPEOHU TONYPO3PAYHH WITH OCTH YaCTHIIN TPOTEHH.
JocTtaBsi ce B KapTOHEHA OMAaKOBKa, ChAbPrKallla €AUH CThKIIeH (1akoH oT 2 ml ¢ enMHUYHA J03a.
Bceku ¢uakon cpappika 45 mg ycrekunymad B 0,5 ml MHXEKIIMOHEH pa3TBOpP.

IIpuTexaTes HA pa3peLIeHUETO 32 ynorpeda

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIbIHUTEIHA I/IH(bOpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIA, CBBPIKETE CE C JIOKAJTTHHUSA
MNPEACTABUTCII HA IPUTCIKATECIIS HAa Pa3pCHICHUCTO 34 yHOTpeGa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKoHCBHH & [[xoHCchH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 1464 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EMado

Janssen-Cilag ®apuaxevtikn Movorpdownnn
A.E.B.E.

TmA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
BopvéPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.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 MOC/IeTHO Mpepa3riekaaHe HAa JIHCTOBKaTa 12/2024

ITonpoOHa uHoOpMaLKs 3a TOBa JIEKAPCTBO € IpeJoCTaBeHa Ha yeOcaiita Ha EBporetickata areHIust

1o JiekapcTBaTa https://www.ema.europa.eu.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBIPOCH OTHOCHO MOCTABSHETO HA MHKCKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxmamatite ¢pmakonure Stelara. [IpuamaaTta 3a ToBa €, 4e€ CHITHOTO pa3KIIallaHe MOXKe Ja
NoBpeu JiekapcTBOTO. He ymoTpebsiBaiite 1eKapCcTBOTO, aK0O € OMII0 CHITHO Pa3KIIaTeHo.

1. IIpoBepeTe 6post HA QJIaKOHNTE U MOATOTBETE MaTepuauTe:

N3zBaznere ¢nakona (prakoHute) ot xnagunHuka. OctaBere (hiaakoHa Ja MPecTOM OKOJIO MOJIOBUH Yac.
ToBa 11e MO3BONHM HA TEYHOCTTA Jja JOCTUTHE MOJXO0AIIA TeMIepaTypa 3a HHXeKTupaHe (cTaiiHa
TEMIIEpaTypa).

[TpoBepeTe ¢pnakona (prakoHuTe), 3a Ia C€ yBEpUTE, Ue:

° OposT Ha (hJIAKOHUTE M KOJIMYSCTBOTO HA aKTHMBHOTO BEIICCTBO B JI030Ba €IUHUIIA Ca BEPHU
o Axo Barmmara no3a e 45 mg nin mo-Maiko, e moiryaute equH 45 mg dhiakon cbe Stelara.
o Axo Bamara no3a e 90 mg, e momyuunte nBa 45 mg ¢rmakoHa cwe 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. V3nomnsBaiite HOBa UIJIa M CIIPHHIIOBKA 33 BCSIKA MHKEKIIUL.

TOBA € IIPaBHIIHOTO JIEKAPCTBO

CPOKBT Ha TOJHOCT HE € M3TEKbII

(h1aKOHBT HE € MOBpe/ieH U 00KaTKaTa He € CUyIneHa

pa3TBOPBT BBB (h1aKoHA € OUCTBHP /IO JIEKO OMANECIEHTeH (C mepiieH OsCHK) U Oe31BETEH 10

OJIeTOKBIIT

Pa3TBOPBT HE € C MPOMEHEH LBAT WM MBTEH U HE ChIbPrKa Yy KU YaCTHIH

o Pa3TBOPBT HE € 3aMPbB3HAIL.

Hemna ¢ terso mox 60 Kg ce HyXaasT oT j103a, O-HUCKa OT 45 Mg. YBepere ce, 4e 3HaeTe TOYHOTO
KOJIMYECTBO (00eM), KOETO TPsIOBaA Jla M3TEIIIUTE OT (hJIaKOHA M BHJIAa HAa CIIPUHIIOBKATA, HEOOXOAMMHU
3a jlo3upaHe. AKO HE 3HaeTe HEOOXOIMMUTE KOJIMUSCTBO WIIM BUJ] HA CIIPUHIIOBKATA, CBBPIKETE CE C
Bamms MeIUIIMHCKY CTIEUANHCT 32 JOTBITHUTETHN HHCTPYKITUH.

Crbepere BCHUKH MaTepHalii, OT KOUTO Ce HYXaeTe, ¥ ' TOCTaBeTe BbPXY YKCTa MOBBPXHOCT. Te
BKJIFOYBAT CIIPUHIIOBKA, UIJIa, aHTUCENTUYHU KbPITUYKH, TAMYYHU TAMIIOHU WJIA MapiH U KOHTEHHEp
3a ocTpH npeamerH (Bx. purypa 1).

Qurypa 1

2. N30epere n moaroTBeTe MIICTOTO 32 MHAKEKTHPAHE:
N30epete mMsicTo 3a HHKeKTUpaHe (BXK. Gpurypa 2)
o Stelara ce npuara upe3 HHKEKLHUS 11O KOKaTa (TIOAKOXKHO).
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IMoxxomsmy MecTa 3a HHXCKTHPaHE ca TOPHATA YacT Ha OEIPOTO MM 00JacTTa OKOJIO KOpeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT’bIIA.

AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

Ako HsKO# By momara npy mocTaBsSHETO Ha MHXKEKIUATA, TOW/TS MOXe J1a M30epe 1 ropHara
YacT Ha pbhKaTa KaTo MSCTO 32 MHKEKTHPaHe.

*JOHUTE B CHBO CA NPENODPLYBEHWTE MECTA 38 HHKEKTHPaHE,

Qurypa 2

HOI[I‘OTBCTC MSCTOTO 3a MHIKCKTHPAHC

W3muiiTe phlieTe CM MHOTO TIOOPE ChC CallyH M TOILIa BOJA.
[Touncrere KoXx)aTa Ha MIICTOTO 32 MHKEKTHUPAHE C AaHTUCENTHYHA KbPITUYKA.
He noxocpaiiTe moseue Ta3u 00JaCT 0 MOCTABIHETO HA MHKEKIIHMITA.

3. IlpurorBete no3ara:

OtBopeTe KanavkaTa Ha ¢uakoHa. (Bx. ¢purypa 3)

He cBansiite 3anymanikara.

Ilouncrete 3amyniajKkara ¢ aHTUCCIITUYHA MapJisd.

[TocraBere ¢rakoHa BbPXY paBHA MOBBPXHOCT.

Bsemere cnpuHIIOBKaTa 1 OTBOPETE Kamaykara Ha UIJjiara.

He noxocBaiiTe urnara 1 He 1 ONUPANTE B APYTH NPEAMETH.

Bxkapaiite urnara rnpe3 rymMeHara 3amyuniajika.

OO0bpHeTe (h1akoHa W CIIPUHIIOBKATA HAJIOY.

N3zrernere OyTanoTo Ha CIPUHIIOBKATA, JOKATO HE CE HAIIBIIHU C KOJIMYECTBOTO TEYHOCT, KAKTO
€ IpenucaHo oT Bamms nekap.

BaxxHo e urnara npes msao0To BpeMe Jia € B TeYHOCTTa. ToBa npenoTBparsaBa o0pa3yBaHEeToO Ha
BB3JIyIIIHA MEXypUeTa B CIPUHIIOBKATA. (BXK. Qurypa 4)
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Qurypa 4

W3BaneTe urnata ot guiakoHa.

3aapBKTe CIIPUHIIOBKATA C UTJIaTa Harope, 3a a MPOBEPUTE AT B TCUHOCTTA HIMA BB3IyITHH
Mexypuyera.

AK0 UMa MexypUeTa, MoTynaiTe CpUHIIOBKATA JIEKO C MPBCT, TOKATO M3ILUTYBaT Ha
MOBBPXHOCTTA. (BXK. urypa 5)

®urypa 5

ToraBa HaTHCHETE OYTaNIOTO, JOKATO HENHAT BB3AYyX (HO HE M TEUHOCT) HU3JIE3e.
He nocrapsiiTe nHXeKUUATA JIETHATA U HE OIIUPANWTE UTJlaTa B APYyTrd MPEAMETH.

4. NnxexTHpaiiTe 103aTa:

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

Harucuere OyTanoro ¢ majern Taka, 4e Ja ce HHKeKTHpa Ipsu1aTta TeqHocT. Hatuckaiite 6aBHO 1
PaBHOMEPHO, KaTO €THOBPEMEHHO € TOBA JIEKO MTPUTUCKATE KOXKATa.

KoraTo OyTanoTo cTurae 10 Kpasi, M3BaJeTe UIiaTa U IyCHeTe KoXKaTa.

5. Cnen uHKeKTHPaHe:

IIputrcHeTe aHTHUCENTUYHATA KBPIIUYKA BHPXY MACTOTO HAa MHXKEKTUPAHE B MPOIBIDKEHHE Ha
HSIKOJIKO CEKYHJIH, CJIE/l KaTO IIOCTaBUTE WHXKEKLUSATA.

BB3MO0KHO € Ha MSCTOTO Ha MH)KEKTHPaHE Ja NMa MaJIko KOJTMYeCTBO KPbB MM TeuHOCT. ToBa
€ HOpPMAaJTHO.

Mosxe aa MpUTHUCHETE MACTOTO Ha MH)KEKTHpaHE ¢ TaMy4eH TaMIIOH WK MapJis U Aa
3anbspxkute 10 cexyHan.

He pa3tppkBaiiTe KOXaTa Ha MSCTOTO Ha HHXKEKTHUPaHe. AKO € HE0OX0IMMO, MOKE J1a CIIOKHUTE
MaJIKka JICTIEHKa BbpXY MACTOTO Ha HHKEKTHPAHE.

6. U3xBbpIsine:

W3non3BaHUTE CIPUHIIOBKY M UTJIM TPSAOBA Jia CE MOCTABST B HEMPOOUBaeM KOHTEHHEDP KaTo
KOHTelHepa 3a ocTpu npenaMeTd. 3a Bamara 6e3omacHoOCT 1 37paBe 1 3a 6€30MacHOCTTa Ha
JIPYTHTE, HUKOTA HE U3IOJI3BaliTe TIOBTOPHO UTIIUTE U CpUHIoBKUTE. V3xBBpisiite Bammus
KOHTEHMHEp 3a OCTPU NPEAMETH B ChOTBETCTBHE C MECTHUTE pa3nopeOu.

[Ipa3uute prakoHH, aHTHCENTUYHUTE KBPITUYKH U APYTU KOHCYMATHBH MOXKE J1a C€ U3XBBPIIAT
B 00IIHs OOKITYK.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg un: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 TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKY BH3MOKHU HEXKEJTaHU PEaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

U [1nakoB mcopuasuc - MpH BH3PACTHH U JIEIa Ha BH3PacT OT 6 TOJWHU U TIO-TOJIEMHU
] IlcopuartnueH apTpuT — IIpU Bb3PACTHU

. Ymepena a0 Texka 6oiect Ha KpoH — npu Bb3pacTHH

. YMepeH 0 TeXBK yIAIepo3eH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

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

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

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYIIepo3HHUAT KOJHUT € Bh3NAINTETHO 3a00II1BaHe Ha yepBaTa. AKO UMaTe yIIEepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru9HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE T0-Tope ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap win papmareBT, mpeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

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

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

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

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

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN WHKECKIUSA Stelara —
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OIIaKOBKaTa, B KOATO CE HaMMpa TO3H JIEKaPCTBEH NPOIYKT, ChAbpPXKa JaTEKCOBA I'yMa, KOSTO
MOXKE J]a IIPEeU3BUKa TeXKKH aJIEPrUUHHI PeakLuy IIPU X0pa, UYyBCTBUTEIHU KbM JaTeKkc. Buxre
,,CIleieTe 3a CepuO3HM HeXKeNIaHU peakui’ B TOUKa 4 3a MpU3HALMTE Ha aJlepriuyHa peakiusl.

o AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHus 3aeHo cbe Stelara He e u3cnenBano. Bp3amokHo € obaye, TO 1a yBEIUuH
pHcKa oT 3a00JIsIBaHMs, CBbP3aHH C OTcIa0BaHe HAa UMYHHATa CHCTEMA.

o AKO noJiyuaBaTe WM HAKOIa CTe MOJy4aBaJId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKake BIHMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKE /1 CTe TIO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HAKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexkap wiu papManeBT, nIpeau aa usnonssare Stelara.

Hsikon manmeHTH nogyvaBaT Jymyc-IOA0OHU peakiuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToaec 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00IsIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o noaxo1s1 HauuH. Hezab6aBHO noTbpcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpemopbYBa 3a ynorpeda mpu Jielia Ha Bb3pacT Mo 6 TOJUHY ¢ TICOPHA3KC WM TIPH JleTa
Ha BB3pACT 1O 18 rouHu ¢ ICOpuaTudeH apTpuT, ¢ OosiecT Ha KpoH wiu ¢ yirepo3eH KOJuT,
3aI10TO HE € MPOYYBaH MPH Ta3H Bh3pPacToBa IPyIIa.

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

o AKoO premMaTe, HaCKOpO CTe IMpUeMaI WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa unu mimaHuparte 1a Bu ce mpaBu BakcuHaiusi. /JokaTto usnona3sate
Stelara, HsiKOM BUOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane OT
TyOepkyio3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, Y€ MOKe J1a cTe OpeMeHHa WK IJIaHupaTe OpeMEeHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenun ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH AedekTu npu 6edeta, n3iioxkeHu Ha Stelara B

yTpobara. [lanaute ot ynotpebara Ha Stelara mpu OpemeHHH KeHH 00ade ca OrpaHUYEHH.
ITopanu ToBa € 3a mpenmoYnTane Ja ce u30ATrBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO CTe xeHa ¢ IeTepOJICH MOTEHITUAT, JKeJIaTeTHO € J1a He 3a0peMeHsBaTe U J1a U3M0I3BaTe
MOIXOJIAIII MPOTHBO3aYaThueH METO/I, KOraTo u3noiisare Stelara u mone 15 cenmuiu cien
MOCIIEIHOTO NpriiaraHe Ha Stelara.

. Stelara Mo>xe 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyyuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUSI.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,02 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopbaTuTe Morar Aa NPUUMHAT alNepruuHy peakuuu. TpsaoBa na kaxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJePTHH.

3. Kak 1a usnoJusBare Stelara

Stelara e nmpeaHa3HaueH 3a yrmoTpeda moa prKOBOJACTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHHUETO
Ha 3a00JIsIBaHMs, 32 KOMTO € Tokasan Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Heulo, nonuraiite Bamwst nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrasst
WHXKEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuvecTBO Stelara ce npuiara
BammsT nekap e pemm KakBo KoimdecTBo Stelara TpsiOBa fa MoirydnTe U 32 KaKbB IIEPHO OT BpEME.

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

o IMpenopbunTenHaTa HavanHa go3a € 45 mg Stelara. ITanuentun ¢ terso wag 100 kumorpama (KQ)
MO3Ke J1a 3armovyHar ¢ go3a 90 mg Bmecro 45 mg.
o Crien HavanHaTa 7103a, ciiejBaniara Bu 1o3a e 0b/1e 4 ceIMHUI M0-KbCHO | CJIS] TOBA Ha

Bceku 12 ceamunu. CrenpammTre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu mpuiioxu mbpBara Jg03a OT IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavalHaTa 1034,
1Ie ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciexn 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MAlMEeHTH, CIIe/ IbpBaTa MoJK0KHA HHKeKIus, 90 mg Stelara Moxke aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pen kora TpsiOBa 1a MOoIy4uTe CleABaliara Cu 103a.

Jlena v roHOIIM HA 6 TOAUHU WJIU MO-TOJIEMH

IIcopnasuc

. JlexapsT TpsiOBa ma ompenenu nmpaBuiIHaTa 3a Bac 103a, BRIFOUUTETHO W KOJTMIECTBOTO (00ema)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa 03a 3a Bac me
3aBUCH OT BallieTo TeecHoO Terjio 1o BpeMe Ha BCsAKa 103a.

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

o Axko texure no-manko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJ1o.

o Axo Texure ot 60 kg no 100 kg, npenoppunrtennara no3a e 45 mg Stelara.
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. Axo Texwure nosede oT 100 kg, mpenopruntennara noza e 90 mg Stelara.
o Cren HayanmHara 103a, cieaBaniata Bu no3a me Obae 4 ceqMuny no-KbCHO U el TOBa Ha
BCeKH 12 cenmuny.

Kak ce npuiara Stelara

. Stelara ce mpuara kaTo WHXEKIHS IO KokaTta (TIok0oxkHo). B HagaoTo Ha Bamero neduerHue,
Stelara Mo>ke 1a ce MH)KEKTHpa OT JeKap WK MEAUIHCKA CECTpa.

o Bue u Bamusar nekap, odaue Moske fa pemure, ue Bue caMmu Moke 1a cu nHkekThpare Stelara.
B takbB ciryyaii e nmpeMuHeTe 00y4ueHne Kak a cu WHKekTupare Stelara caMmocTosiTenHo.

. 3a yka3zaHHs Kak Jja MHKeKTHpaTe Stelara BikTe ,, YKa3aHUS 3a MPIIIOKEHNE B Kpas Ha Ta3u
JIMCTOBKA.

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

AKO cTe U3M0JI3BAJIM NTOBe4Ye OT HeoOxoauMaTa a03a Stelara

AKO cTe M3MOoJI3BajIM WK ca Bu mpuioxuny moseye oT HeoOxoaumara no3a Stelara, HezabaBHO ce
NIOCHBETBANTE C Jiekap WK (apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa OnakoBKa Ha
JIEKapCTBOTO, JOPH H JI1a € TIpa3Ha.

AKO cTe MPONMyCHAJIM 1a u3noJj3Bare Stelara
AKO cTe TIpoITyCcHaJM /1032, CBhpKeTe ce ¢ Bamms nekap mm ¢apmarnieBT. He mpunaraiite nBoitHa
J103a, 3a J1a KOMIIGHCUpaTe MPOoIycHaTaTa 103a.

AKko cte cupesiu ynorpedara Ha Stelara
He e omacHo ma ciipere yrotpebara Ha Stelara. Ako obade s cripete, Bamire cumnroMu Moxe 1a ce
BBH300HOBSIT.

AKXO UMaTe HSIKaKBH JOIBJIHUTECIIHA BBIIPOCH, CBBP3aHH C YIIOTpebaTa Ha TOBA JIEKAPCTBO, OMKUTANTE
Bamus nexap uinu papmarienr.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukm JICKApCTBA, TOBA JICKAPCTBO MOXKE 1a MPEAN3BUKA HCIKCIIAaHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH I'l TIOJTy4aBa.

CepHO3HH HexKeJTaHU peaKkuu
Hsixown marneHTn MOKe J1a IMaT CEpHO3HH HEeXeJTaHHU PEeakiiu, IPU KOUTO Ja Ce Hajara CIiernHo
JIeYCHHE.

AJlepru4Hy peakumu — MOKe 1a U3UCKBAT clelHo Jedenne. Mudopmupaiite Bamus
JieKap WM He3a0aBHO MOThpPceTe ClelIHa MeIMIMHCKA IOMOII, aK0 3a0eseKuTe HAKOM 0OT
cJIeTHUTE MPU3HAIN.
° Cepuo3HHTE alIeprUYHA peakiuH (,,anadumakcus’™) ca peaKy Ipy Xopa, IpUeMaIlu
Stelara (moxe na 3acernat 70 1 Ha 1 000 nymm). [IpusHanuTe BKIIOYBAT:
o) 3aTPyAHEHO AUIIAHE WU MPErTbLIaHe
(@] HUCKO Kp’bBHO HaJIAraHe, KO€To MOXKE aa HpI/I‘II/IHI/I 3aMasgdHOCT UJIN CBeTOB’pre)K
o) TIOAyBaHE Ha JIUIETO, YCTHATE, YCTAaTa WA T'BPIIOTO.
] UecTruTe NMpU3HAIM HA aJIEpTUYHA PEAKINs BKIIFOYBAT KOKEH OOPUB U ypTUKAPHS (MOXKE
na 3acerHat o 1 va 100 mymm).

B penku ciayyau ce ch00IIABAT ajJleprudHu 0eJJ0APOOHU peakuu U 6eJ10pooHO
Bb3MAaJleHHe NMPH NAIHEHTH, KOUTO MOJy4aBaT YCTeKHHYMa0. YBegoMeTe Beqnara Bamms

JIEKap, aKko MoJYy4YuTe¢ CUMIITOMH KaTO KalllJInla, 3aAyX U BUCOKA TeMIiepaTypa.

AKo ToITyunTe Cepro3Ha ajepTuiHa peakiys, Bamust nekap Moxe nia pemy, 4e Bue He TpsiOBa
na ynotpebsasare Stelara oTHOBO.
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Nndexunu — MoKe 1a M3UCKBAT cliellIHO JeyeHue. UHopmupaiite Bamusa jgekap, ako
3a0esieskMTe HAKOM OT cileJHUTe MPU3HALH.

o WHQEKIMUATE HA HOCA WK T'BPJIOTO M MIPOCTYIaTa ca YecTH (MOoXe Ja 3acerHar Jo 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 (IISIyJIUT) € HeuecTo (MOXe J1a 3acerHe o 1 Ha
100 mymm)

. xepriecute (Buz 0oJie3HEH OOpUB ¢ MEXypH) ca HedecTH (MOJKe /1a 3acernar Ao 1 Ha
100 mymm)

Stelara moxe ma Hamam ciocoOHocTTa BH fa ce 6opure ¢ nHdpeknnn. Hakou nHGEKIMHT MOXKe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIMH, IPUYUHEHU OT BUPYCH, ThOHYKH,
OakTepuy (BKJIIIOYUTEIHO TyOepKyJ103a) HIIH Mapa3uTH, BKIIOUUTEITHO HHDEKIUH, KOUTO
BB3HUKBAT MPEIUMHO MPU XOpa ¢ 0TCJIabeHa MMyHHA CUCTeMa (OTIOPTIOHUCTUYHHU UHPEKINH).
[Ipu nanyeHTH, MOJTyYaBaiy yCTEKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHIHN HHAEKIINU Ha
MO3bKa (eHIe(aauT, MEHUHTHUT), OeTuTe APOOOBE U OUUTE.

Hoxato ymotpedssare Stelara, TpsiOBa ma ciequte 3a mpu3Hany Ha wHQeKws. Te BKIFOYBar:
o BHCOKa TeMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

o yMOpa WK 3a]lyX, YIOpUTa KallTiia

o TOIJIa, 3a4epBeHA U OOJIE3HEHA KOXKa MM OOJIE3HEH KOXKEH 00PUB C MEXypH

o napeHe Mpu ypuHUpaHe

. Aapust

o 3pHUTEITHO CMYIIEHHE WK 3ary0a Ha 3peHue

o r71aBoOoJIe, CKOBAHOCT Ha BPaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJICHE HIH
00BPKAHOCT.

WNudopmupaiite Bamms nexap BegHara, ako 3a0eNekuTe HIKOW OT Te3W MPHU3HALN Ha
nHpeknus. Te moraT na ObAaT TpU3HANK HA HHM)EKIINY KaTO TPhIHA WHPEKITUH, KOKHH
WHQEKIHHU, XepIiec 30CTep WIN ONMOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia JIOBEAT JI0
cepuo3HH ycnoxxHeHus. Madopmupaiite Bamus nexap, ako nMaTe HIKaKBa YIOPUTA HITH
noBTapsIia ce nHpeKIys. Bamust jekap Moxe J1a peliy, 4e He TpsOBa J1a yrnotpedsBare
Stelara, gokaro unpeknuaTa He ObJie U3JICKyBaHa. Y BegoMere Barms jgekap, U ako uMarte
OTBOpPEHM PaHU WJIM HApaHIBAaHUS, Thi KATO MOXKeE Jla c€ HMHPEKTHPAT.

JlioneHe Ha KokaTa — HHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHe HA KOKaTa Ha MO0-ToJisiMa
TUIOLI MO TSIJIOTO MOJKe /1a ca CHMITOMM Ha epUTPOAePMHUYEH NMCOPHA3UC HIIH
eKc(oJMaTUBEH 1ePMATHT, KOUTO €A CEPHO3HH KO:KHH 3200/1s1BaHMsA. AKO 3a0e/ieskuTe
HAIKOM OT Te3u NMpPU3HALM, TPsiOBa 1a nuHpopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIUU

YecTn HexeTaHu peakum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
Irapus

rajieHe

MOBpBIIaHE

yMopa

3aMasHOCT

riaBo0osme

cbpOex (mpypuryc)

OoJka B Ipp0a, MyCKYJIUTE UIIM CTaBUTE
BB3MAJIEHO T'BPIIO

3ayepBsBaHe U 00JIKA HA MSCTOTO HA HHKEKTHPAHE
MH(EKIH Ha CHHYCHUTE
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HeuecTu Hexkennanu peaknum (Moxe na 3acerHar a0 1 va 100 gymm):

MH(EKIUN Ha 350UTe

BarMHaJIHa MHQEKIHS, TPUINHECHA OT ThONYKH

JeTnpecHs

3aIlyIeH HOC WU XpeMa

KbPBEHE, TOCHHIBAaHE, BTBbP/SBAHE, MOAYyBaHE U ChbpOEK HA MICTOTO HA MH)KEKTUPAHE
ycellane 3a ci1adocT

craJaHe Ha Kiernaya U U3KpUBSBaHE HAa MyCKYJIMTE Ha elHaTa MOJIOBHUHA Ha JIHULIETO
(,,TrIIeBa Mapanu3a’ Wil ,,l1apain3a Ha ber’”), KoaTo 0OMKHOBEHO € BpeMEHHA
MPOMSIHA Ha TICOPHA3UCA ChC 3aUePBsIBAHE U HOBU MAJIKH, JKBIITH WIH OCIH MEXYPH TIO
KO’KaTa, IOHSKOTa MPUAPYKEHH ¢ TeMIeparypa (IyCTyI03eH IICOPHa3nC)

OcieHe Ha KoxaTa (eKcdomaIys Ha KoxaTa)

aKHe

Penku HexenaHu jJexkapcTBeHH peakuuu (Moxe na 3acerHat no 1 Ha 1 000 mgymm)

3auepBsBaHE U JIIOIICHE HA KOXKATa Ha MO-TOJIsIMA IUIOII TI0 TSIIOTO, KOUTO MOXE Ja
ChpOAT Wi 11a ca Oosne3HeHu (ekcoymaTuBeH aepMartuT). [logo0Hu cuMIToMu
MOHSIKOTa Ce pa3BUBAT KATO €CTECTBCHA MPOMSIHA HA BHUa HA CHMITOMUTE Ha TICOPHA3UC
(epuTpomepMUYeH TICOPHA3HC)

Bb3nanenue Ha MajJKuTe KPbBOHOCHH ChJIOBE, KOETO MOJKE J1a JIOBEIC 10 KOKEH OOPUB C
MaJIKH{ YePBEHHU WM JIMJIABH MOy THHH, TEMIIEpaTypa Wik 00JKa B CTABHUTE (BACKYJIWT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peakuuu (Moxe na 3acerHat 1o 1 #a 10 000 myrmm)

OO0pa3yBaHe Ha MEXypH IO KOXkaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsia u
Oone3neHa (0y103eH IEMQpHUTON )

KOXKEH JTYITyC epUTeMaTOIeC U TyIMyc-Tog00eH CHHAPOM (UepBEeH, HaJUTHAT, JIFOIICI Ce
OOpHB B U3JIOKCHUTE HA CIBHIIC YYACTBIM Ha KOXKAaTa, KOUTO MOXKE Ja € IPUAPYKEH OT
OOJIKH B CTaBUTE).

Chol0maBaHe HA HesKeJIAHH PeaKIuu

AKO TOITyunTe HAKAKBU HEXKEJIaHH JIEKapCTBEHH Peakiiy, yBeaomere Bamus nexap uiu gpapmanesT.
ToBa BKJIIOUBA BCHYKH B3MOYKHH HEOIMCAHU B Ta3H JMCTOBKA HEXENAaHU peakuyu. Moxere chlIo 1a
CHOOLINTE HEXEJIAaHU PEAKLMH AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOOIIaBaHe B:
W3mbiHATENHA areHIus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaitt: www.bda.bg

Kato C’LO6H_IaBaTC HEXCJIaHU PCaKIUU, MOXETC Aa AaJICTC CBOA IIPUHOC 3a MOJIYyUaBaHC HA ITOBEYC
I/IH(I)OpMaLIHSI OTHOCHO 0€30MacHOCTTa Ha TOBA JICKApCTBO.

5. Kak na coxpansiBarte Stelara

. Ja ce
. Ha ce

ChXpaHsBA Ha MACTO, HEIOCTHITHO 32 Jela.
cbxpansBa B xuaqmHUK (2°C—8°C). Jla He ce 3ampazsBa.

L C’BXpaHHBaﬁTC IpeABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA B KAPTOHCHATA OIIAKOBKA, 34 Jia CC
mnmpeamnasu OoT CBETIINHA.

° Axo e

HEO0XOAMMO, OTACIHUTE IPEABAPUTEITHO HAITBJIHEHH CIIPUHIIOBKH Stelara Mojke ChIIo J1a

ce ChbXpaHsBaT MpH cTaiiHa Temmneparypa 10 30°C 3a makcuMyM euH nepuof 10 30 1HU B
OpUrMHaJHaTa KapTOHEHA OIIAaKOBKa, 3a /1a Ce MPEANa3aT OT CBeTJIMHA. 3alluIleTe AaTaTa, Ha

KOATO

MMPEABAPUTEIIHO HAITBJIHCHATA CIIPUHIIOBKA € U3BaJI€HA 3a IbPBU IIGT OT XJIAJAWJIIHUKA U

JaTarta Ha U3XBBbPJIsIHE Ha 0003HAYEHUTE Ha BHHILHATA KApPTOHEHA OMaKoBKa MecTa. JlaTara Ha
M3XBBPIISIHE HE TPsIOBa J1a € clie] OPUTMHAIIHHSA CPOK Ha TOIHOCT, OTIICYaTaH BbPXY
KapTOHeHaTa omakoBka. Ciie/1 KaTo BeIHBK CIPHUHIIOBKAaTa € Omiia ChXpaHsABaHa P cTaiiHa
temneparypa (1o 30°C), Ts1 He TpsiOBa 11a ce Bpblla B XJIAAUIHUKA. MI3XBbpIieTe CIpUHIIOBKATA,

139


http://www.bda.bg/

aKo He ce M3MO0JI3Ba Clie]] ChXpaHeHHe MPH CTaifHa TemmepaTtypa B pamkuTe Ha 30 JHU WK clieq
M3TUYaHE HAa OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

. He pasxramaiite npeBapuTEITHO HAITBIHEGHUTE CITPUHIIOBKH Stelara. [IpoabKuTeTHOTO
E€HEPrUYHO pa3KiallaHe MOXe J1a IIOBPEIHU JIEKAPCTBOTO.

He u3nos3BaiiTe TOBa JIeKAPCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBApPs HA MOCIEAHUS JCH OT MOCOUYCHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIM B Hesl Ce 3a0esI3BaT ILTYBAIU YYyK/IU YaCTHIIH
(BmxTe TOUuKa 6 ,,Kak m3rnekna Stelara n kakBo ChIbpiKa OMaKOBKATa™);

. aKO 3HACTE WJIM CMATATE, Y MOXKe Jia ¢ Onia N3JI0)KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITAICHTHO 3aMpB3BaHE WIIN 3arpsBaHe);

° aKO TPOIYKTHT € OWJI €eHepPrUYHO pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHA ynoTpeda. Hen3mom3BaHuAT MPOAYKT, OCTaHA B CIIPUHIIOBKATA, TPIOBA
J1a ce u3XBbpiu. He U3xBbpIsiTe JIeKapcTBaTa B KAHAIM3ALMATA WK B KOHTEHHEpa 3a JOMalIHU
ormaapim. [lonuraiite Bammust gapmalieBT kak 1a U3XBBPIISTE JICKapCTBaTa, KOUTO Bede HE
n3nosi3Bare. Te3u MEpKH 1€ CIIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA CPelia.

6. Cbm)pmalme Ha OnMaKoOBKaTa M JO0II'bJHHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabp:xa Stelara

o AXTHBHO BEIIECTBO: YCTEKUHYMa0. Besika mpeiBapuTEIHO HATBIHEHA CIIPUHIIOBKA ChIbPKa
45 mg ycrexunymab B 0,5 ml.
o Hpyru cbeTaBKu: L-XucTHIMH, L-XUCTHAMHOB MOHOXHUIPOXJIOPUI MOHOXHIPAT, Toucopoat 80

(E433), 3axapo3za 1 BOAa 32 HHKEKIIHH.

Kak u3rie:kna Stelara u kakBo ¢cbIbp:Ka 0NAKOBKATA

Stelara e 6ucTBp 10 JEKO OMANECIIEHTeH (C mepieH OIICHK), Oe31BETEH 0 OO0 BT HHKEKITHOHEH
pastBop. Toit Moke J1a ChaBbpKA HAKOIKO JAPEOHU TONTYNPO3PAYHH WITH OCIH YACTHIIN TPOTEHH.
JlocTaBsi ce B KApTOHEHA OMAKOBKA, ChAbPIKAIA €/JHA CTHKJICHA MPEIBAPUTEITHO HAITBJIHEHA
cripuHIOBKa OT 1 ml ¢ enuHMYHA 103a. Besika mpeiBapuTeHO HAMMbJIHEHA CIIPHHIIOBKA ChIbpKa

45 mg ycrexknaymad B 0,5 ml HHXEKITMOHEH 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, MOJIs, CBBPKETEC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA IPUTCIKATCIIA HAa pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 1464 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com It@its.jnj.com
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Bbbarapus

»JKoHCHH & JxoHCHH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

E\AGdo

Janssen-Cilag ®apuaxevtikn Movorpdomnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +3176 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.0.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika

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

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
BapvaPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEMHO Mpepasriie;kaane Ha JucToBkata 12/2024

IMonpo6Ha nH(MDOpMAaIUs 32 TOBA JIEKAPCTBO € MPeIOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus

1o JiekapcTBaTa https://www.ema.europa.eu.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBITPOCH OTHOCHO MTOCTABSIHETO HA MHXKEKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxramarite npeaBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH Stelara. IlprmunHaTa 3a ToBa €, 4e
CHIJTHOTO pa3KJIalllaHe MOKe Jla TOBpeaH JiekapcTBoTo. He yrnorpe0bsBaiite iekapcTBOTO, aKo €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

_'P |

opo3opuc HITIATa

rd B (.
1| L * J
I'maBa Ha CTpaHHIIH Ha Eturer Hraa
OyTaloTo OpeIIa3sHTeId

Ha HIIaTa

Qurypa 1

1. IIpoBepete Opost Ha NpeABAPUTETHO HANTbJIHEHHTE CIIPHHLUOBKY M MOAT0TBeTe MaTepHaIuTe:

ITonroroBka 3a U3MOI3BaHE HA MPEIBAPUTEIHO HAITbJIHEHATA CIIPUHIIOBKA

o W3Banere npeABapUTEIIHO HAITBIHEHATA CIIPHHLIOBKA/CIIPUHIIOBKY OT XJIaguiHuKa. OcraBere s
Jla IIPeCcTOU OKOJIO IIOJIOBUH Yac U3BbH KyTHATa. ToBa I1I€ 103BOJIM HAa TEYHOCTTA Jja JOCTUTHE
NOJXO0AA1Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanadkara Ha
uriara, JOKaTo TEYHOCTTa HE JOCTUTHE CTaliHa TeMIlepaTypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATa Taka, 4e MOKpHUTaTa ¢ Karma4yka uria jia COYd Harope.

. He xBamaiiTe riaBara Ha 0yTajaoTo, OyTaiaoTo, CTPAaHULUTE HAa NPEIITa3UTelIs HA UIJIaTa Wi
Karaykara Ha Mrjara.

o He uznbpnBaiite OytanoTo.

o He cBansiiTe kanaykara Ha Urjara OT CIIPUHIIOBKATa, JOKATO HE MPOYETETe B MHCTPYKIIHUATA 32
TOBA.

. He nokocBaiitTe akTHBUpAIIUTE CKOOW Ha MPEANA3UTeIs Ha UriiaTa (yKa3aHu ChC 3Be3IUUKa *

Ha (1)1/1rypa 1), 3a J1a n30erueTe MNpEeKACBPEMCHHOTO ITOKPUBAHE HA UTJIaTa C MIPCATIA3UTCIIA.

[IpoBepete mpeBapUTETHO HATBITHEHATA CIIPUHIIOBKA/CIIPHHIIOBKH, 32 JIa CE YBEPHTE, Ue
o OposT Ha IPEBAPUTEITHO HAITBIHEHNUTE CIIPUHIIOBKH M KOJTMYECTBOTO Ha aKTUBHOTO BEIIECTBO
B JI030Ba €IMHUIIA CA BEPHU
o ako Bamrara nosa e 45 mg, me noiayuyute eaHa 45 mg npeaBapuTENHO HATbJIHEHA
cnpuHIoBKa Stelara;
o ako Bamara no3a e 90 mg, me noxyuure Ase 45 mg NpeaBapUTEIHO HAITBIHEHN
cnpuHIOBKY Stelara u me TpsiOBa 1a cu mocTaBuTe ABE MHXKeKuuu. M3bepere aBe
pa3iIrYHU MecTa Ha MHXKEKTHpaHe (HampruMep eHaTa MHXXEKIHs B JSICHOTO 6enpo, a
JpyraTa — B JIIBOTO) U T'M HalpaBeTe eaHa Cles Apyra;
o TOBA € IPaBUIIHOTO JIEKAPCTBO;
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L CPOKBT Ha TOAHOCT HE € U3TCKBJI;

o MpeIBAPUTEITHO HAITKTHEHATA CIIPUHIIOBKA HE € ITOBPE/ICHA,

. Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 10 JICKO OMAJICCIICHTEH (C TepJIeH OJIACHK) U OC3I[BETCH
10 0JI€10 )KBIT;

. Pa3TBOPBT B CIIPUHIIOBKATA HE € C IPOMEHEH IIBAT WM MBTCH U HE ChABPIKA YUYW YaCTHUIH;

. pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMpPb3HAI.

C1>6epeTe BCHYKHU MaTEpHaJii, OT KOUTO C€ HYKAACTC U T' TIOCTABECTC BHPXY UMUCTA MOBBPXHOCT. Te
BKJIFOYBAT aHTUCCIITUYHU KBPIIUYKH, TAMYYHH TaMIIOHU WJIA MapJjid U KOHTCfIHep 3a OCTpH MMPEAMETH.

2. N30epete 1 moAroTBeTE MIACTOTO 32 MHAKEKTHPAHE:
N30epete mMsicTo 32 HHKeKTUpaHe (BXK. (urypa 2)

. Stelara ce mpuara upe3 HHXEKIUS 0] KoxkaTa (TI0JIKOXKHO).

. [Moaxonsmum MecTa 3a MHXKEKTUpAHE ca FOpHaTa yacT Ha OepOTO WM 00JIaCTTa OKOJIO KopeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT’bIIA.

. AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKaTa C MPU3HAIM Ha TICOPHA3HC.

. AKko HsKO# By momara npy nocTaBsSHETO Ha MHXKCKIUATA, TOW/TS MOXe J1a u30epe u ropHara

YJacT Ha pbKaTa KaTo MACTO 3a HHXKEKTUPAHE.

= (4

*JoHuTe B CHBO Ca NPENORBYEAHWTE MECTE 38 WHHEXTHREHE,

Qurypa 2
[ToaroTBeTe MSACTOTO 32 HHKEKTUPAHE
. W3muiiTe phlieTe CM MHOTO JI0OPE ChC CallyH M TOILIa BOJA.
. [Touncrere KOX)aTa Ha MIICTOTO 32 MHKEKTHUPAHE C AaHTUCENTHYHA KbPITUIKA.
. He noxocBaiiTe nmoBeue Ta3u 00JacCT /10 MOCTABSIHETO HA MHXKEKIIUATA.

3. CBajiere KanaykaTta Ha urJjara (B:x. (purypa 3):

L4 Kamaukara Ha uriara He TprGBa Ja €€ CBaJId, AOKATO HE CTC I'OTOBU [1da MHXXCKTUPATE A03aTa.
L4 Bzemere MNpEABApUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTE KOPITyCa Hc €IHa PBbKaA.
L4 Psi3ko H3,I[’LpHaﬁTe Kara4ykara Ha urjiata B IIpaBa IIOCOKA U S U3XBHPJICTC. I[OKaTO MpaBUTE

TOBa, HE JIOKOCBAiTE OyTaNOoTO.

Odurypa 3

L Moke Ja 3a0enexuTe BB3AYHICH MEXYP B MPCABAPUTCIIHO HAIIBJIHCHATA CIIPUHIIOBKA UIIN
Karika TCYHOCT Ha BbpXa Ha urjara. ToBa ¢ HOpPMAJIHO U HE € HeO6XOJII/IMO Jla C€ OTCTpaHsABaT.
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He noxocBaiiTe urnata u He s JOUpPANUTE B APYTHU MOBBPXHOCTH.

He u3non3paiite npeaBapuTeNHO HAMBbIHEHATA CIPUHIIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.
AKO TOBa ce CcITy4H, ce CBhpxeTe ¢ Bammst nexap nim hapmareBT.

WmxexTupaiite 103aTa BeHAra, oM CBAJIUTE KaladykaTa Ha UIJiaTta.

4. Nn:kekTHUpaiiTe 103ara:

XBaHeTe MPeIBAPUTEITHO 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:

IIpuTHcHeTE aHTHUCENTHYHA KbPIUYKA BHPXY MICTOTO Ha MHXKEKTUPAHE B MIPOIBIDKEHUE 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 MapJis U 1a
3anspkute 10 cekyHau.

He pasrhpkBaiiTe koxkara Ha MSICTOTO Ha MHXXEKTHpPaHe. AKO € HEOOXOIUMO, MOXKE JIa CJIOKUTE
MaJiKa JIETIeHKa BbPXY MICTOTO Ha HHKEKTHUPAHE.

6. U3xBbpIsine:

H3non3BaHuTe CIPUHIIOBKU TPsIOBA [1a CE MOCTABAT B HEMPOOMBaeM KOHTEHHEp, KaTo
KOHTEeHHepa 3a ocTpu npeameTH (Bxk. gurypa 8). 3a Bamara 6e3omacHOCT 1 3ApaBe U 3a
0e30MacHOCTTa Ha JPYTUTEe, HUKOTa He M3I0JI3BaiiTe MOBTOPHO CIIPUHLIOBKUTE. 3XBBHpIIsiiTe
Bariust koHTelHep 3a OCTPH MPEJAMETH B ChOTBETCTBUE C MECTHHUTE Pa3opeiou.
AHTHCENITHYHUTE KbPIHYKU U IPYT'H KOHCYMAaTHBH MOXeE JIa C€ U3XBBPJIAT B O0LIMS OOKITYK.

®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
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKY BH3MOKHU HEXKEJTaHU PEaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

U [1nakoB mcopuasuc - Ipu BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU
] IlcopuartnueH apTpuT — IIpU Bb3PACTHU

. Ymepena a0 Texka 6oiect Ha KpoH — npu Bb3pacTHH

. YMepeH 0 TeXBK yIAIepo3eH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

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

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

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYIIepo3HHUAT KOJHUT € Bh3NAINTETHO 3a00II1BaHe Ha yepBaTa. AKO UMaTe yIIEepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru9HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap win papmareBT, mpeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAKOTa CTe HMAJIN HSAIKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

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

NMPOU3BeJEeHO 0T OM0JOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

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

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

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN WHKECKIUSA Stelara —
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OIIaKOBKaTa, B KOATO CE HaMMpa TO3H JIEKaPCTBEH NPOIYKT, ChAbpPXKa JaTEKCOBA I'yMa, KOSTO
MOXKE J]a IIPEeU3BUKa TeXKKH aJIEPrUUHHI PeakLuy IIPU X0pa, UYyBCTBUTEIHU KbM JaTeKkc. Buxre
,,CIleieTe 3a CepuO3HM HeXKeNIaHU peakui’ B TOUKa 4 3a MpU3HALMTE Ha aJlepriuyHa peakiusl.

o AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHus 3aeHo cbe Stelara He e u3cnenBano. Bp3amokHo € obaye, TO 1a yBEIUuH
pHcKa oT 3a00JIsIBaHMs, CBbP3aHH C OTcIa0BaHe HAa UMYHHATa CHCTEMA.

o AKO noJiyuaBaTe WM HAKOIa CTe MOJy4aBaJId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKake BIHMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKE /1 CTe TIO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HAKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexkap wiu papManeBT, nIpeau aa usnonssare Stelara.

Hsikon manmeHTH nogyvaBaT Jymyc-IOA0OHU peakiuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToaec 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00IsIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o noaxo1s1 HauuH. Hezab6aBHO noTbpcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpemopbYBa 3a ynorpeda mpu Jielia Ha Bb3pacT Mo 6 TOJUHY ¢ TICOPHA3KC WM TIPH JleTa
Ha BB3pACT 1O 18 rouHu ¢ ICOpuaTudeH apTpuT, ¢ OosiecT Ha KpoH wiu ¢ yirepo3eH KOJuT,
3aI10TO HE € MPOYYBaH MPH Ta3H Bh3pPacToBa IPyIIa.

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

o AKoO premMaTe, HaCKOpO CTe IMpUeMaI WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa unu mimaHuparte 1a Bu ce mpaBu BakcuHaiusi. /JokaTto usnona3sate
Stelara, HsiKOM BUOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane OT
TyOepkyio3a). JKuBuTe BakCHHH HeE ce penopbuBaT 3a Bamero 6e6e npe3 qBaHageceT mect
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OPEeMEeHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenun ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH AedekTu npu 6edeta, n3iioxkeHu Ha Stelara B

yTpobara. [lanaute ot ynotpebara Ha Stelara mpu OpemeHHH KeHH 00ade ca OrpaHUYEHH.
ITopanu ToBa € 3a mpenmoYnTane Ja ce u30ATrBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO CTe xeHa ¢ IeTepOJICH MOTEHITUAT, JKeJIaTeTHO € J1a He 3a0peMeHsBaTe U J1a U3M0I3BaTe
MOIXOJIAIII MPOTHBO3aYaThueH METO/I, KOraTo u3noiisare Stelara u mone 15 cenmuiu cien
MOCIIEIHOTO NpriiaraHe Ha Stelara.

. Stelara Mo>xe 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyyuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUSI.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIUSABA WK TIOBJIHSIBA MPEHEOPEIKUMO CIIOCOOHOCTTA 32 O(UpaHe u padboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,04 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopbaTuTe Morar Aa NPUUMHAT alNepruuHy peakuuu. TpsaoBa na kaxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJePTHH.

3. Kak na usnoJsBare Stelara

Stelara e nmpeaHa3HaueH 3a yrmoTpeda moa prKOBOJACTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHHUETO
Ha 3a00JIsIBaHMs, 32 KOMTO € Tokasan Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nexkap. Ako He cTe CUTYpHH B
Heulo, nonuraiite Bamwst nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrasst
WHXKEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuvecTBO Stelara ce npuiara
BammsT nekap e pemm KakBo KoimdecTBo Stelara TpsiOBa fa MoirydnTe U 32 KaKbB IIEPHO OT BpEME.

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

o IMpenopbunTenHaTa HavanHa go3a € 45 mg Stelara. ITanuentun ¢ terso wag 100 kumorpama (KQ)
MO3Ke J1a 3armovyHar ¢ go3a 90 mg Bmecro 45 mg.
o Crien HavanHaTa 7103a, ciiejBaniara Bu 1o3a e 0b/1e 4 ceIMHUI M0-KbCHO | CJIS] TOBA Ha

Bceku 12 ceamunu. CrenpammTre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu mpuiioxu mbpBara Jg03a OT IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavalHaTa 1034,
1Ie ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciexn 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MAIllUEeHTH, CIIe] IbpBaTa MoJK0KHA HHKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pen kora TpsiOBa 1a MOoIy4uTe CleABaliara Cu 103a.

Jlena v roHOIIM HA 6 TOAUHU WJIU MO-TOJIEMH

IIcopnasuc

. JlexapsT TpsiOBa ma ompenenu nmpaBuiIHaTa 3a Bac 103a, BRIFOUUTETHO W KOJTMIECTBOTO (00ema)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa 03a 3a Bac me
3aBUCH OT BallieTo TeecHoO Terjio 1o BpeMe Ha BCsAKa 103a.

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

o Axko Texure no-mManko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJ1o.

o Axo Texure ot 60 kg no 100 kg, npenoppunrtennara no3a e 45 mg Stelara.
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. Axo Texwure nosede oT 100 kg, mpenopruntennara noza e 90 mg Stelara.
o Cren HayanmHara 103a, cieaBaniata Bu no3a me Obae 4 ceqMuny no-KbCHO U el TOBa Ha
BCeKH 12 cenmuny.

Kak ce npuiara Stelara

. Stelara ce mpuara kaTo WHXEKIHS IO KokaTta (TIok0oxkHo). B HagaoTo Ha Bamero neduerHue,
Stelara Mo>ke 1a ce MH)KEKTHpa OT JeKap WK MEAUIHCKA CECTpa.

o Bue n Bamusar nekap o6aue Moxe 1a pemnte, ue Bue camu Moxe a cu nHxkektupate Stelara.
B takbB ciryyaii e nmpeMuHeTe 00y4ueHne Kak a cu WHKekTupare Stelara caMmocTosiTenHo.

. 3a ykazaHHS Kak Jja MHKEeKTHpaTe Stelara BIKTe ,, YKa3aHUS 3a MPUIIOKEHNE B Kpast HA Ta3u
JIMCTOBKA.

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

AKO cTe U3M0JI3BAJIM NTOBe4Ye OT HeoOxoauMaTa a03a Stelara

AKO cTe M3MOoJI3BajIM WK ca Bu mpuioxuny moseye oT HeoOxoaumara no3a Stelara, HezabaBHO ce
NIOCHBETBANTE C Jiekap WK (apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa OnakoBKa Ha
JIEKapCTBOTO, JOPH H JI1a € TIpa3Ha.

AKO cTe MPONMyCHAJIM 1a u3noJj3Bare Stelara
AKO cTe TIpoITyCcHaJM /1032, CBhpKeTe ce ¢ Bamms nekap mm ¢apmarnieBT. He mpunaraiite nBoitHa
J103a, 3a J1a KOMIIGHCUpaTe MPOoIycHaTaTa 103a.

AKko cte cupesiu ynorpedara Ha Stelara
He e omacHo ma ciipere yrotpebara Ha Stelara. Ako obade s cripete, Bamire cumnroMu Moxe 1a ce
BBH300HOBSIT.

AKXO UMaTe HSIKaKBH JOIBJIHUTECIIHA BBIIPOCH, CBBP3aHH C YIIOTpebaTa Ha TOBA JIEKAPCTBO, OMKUTANTE
Bamus nexap uinu papmarienr.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukm JICKApCTBA, TOBA JICKAPCTBO MOXKE 1a MPEAN3BUKA HCIKCIIAaHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH I'l TIOJTy4aBa.

CepHO3HH HexKeJTaHU peakuu
Hsixown marneHTn MOKe J1a IMaT CEpHO3HH HEeXeJTaHHU PEeakiiu, IPU KOUTO Ja Ce Hajara CIiernHo
JIeYCHHE.

AJlepru4Hy peakumu — MOKe 1a U3UCKBAT clelHo Jedenne. Mudopmupaiite Bamus
JieKap WM He3a0aBHO MOThpPceTe ClelIHa MeIMIMHCKA IOMOII, aK0 3a0eseKuTe HAKOM 0OT
cJIeTHUTE MPU3HAIN.
° Cepuo3HHTE alIeprUYHA peakiuH (,,anadumakcus’™) ca peaKy Ipy Xopa, IpUeMaIlu
Stelara (moxe na 3acernat 70 1 Ha 1 000 nymm). [IpusHanuTe BKIIOYBAT:
o) 3aTPyAHEHO AUIIAHE WU MPErTbLIaHe
(@] HUCKO Kp’bBHO HaJIAraHe, KO€To MOXKE aa HpI/I‘II/IHI/I 3aMasgdHOCT UJIN CBeTOB’pre)K
o) TIOAyBaHE Ha JIUIETO, YCTHATE, YCTAaTa WA T'BPIIOTO.
] UecTruTe NMpU3HAIM HA aJIEpTUYHA PEAKINs BKIIFOYBAT KOKEH OOPUB U ypTUKAPHS (MOXKE
na 3acerHat o 1 va 100 mymm).

B penku ciayyau ce ch00IIABAT ajJleprudHu 0eJJ0APOOHU peakuu U 6eJ10pooHO
Bb3MAaJleHHe NMPH NAIHEHTH, KOUTO MOJy4aBaT YCTeKHHYMa0. YBegoMeTe Beqnara Bamms

JIEKap, aKko MoJYy4YuTe¢ CUMIITOMH KaTO KalllJInla, 3aAyX U BUCOKA TeMIiepaTypa.

AKo ToITyunTe Cepro3Ha ajepTuiHa peakiys, Bamust nekap Moxe nia pemy, 4e Bue He TpsiOBa
na ynotpebsasare Stelara oTHOBO.
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Nndexunu — MoKe 1a M3UCKBAT cliellIHO JeyeHue. UHopmupaiite Bamusa jgekap, ako
3a0esieskMTe HAKOM OT cileJHUTe MPU3HALH.

o WHQEKIMUATE HA HOCA WK T'BPJIOTO M MIPOCTYIaTa ca YecTH (MOoXe Ja 3acerHar Jo 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 (IIEIyJIUT) € HeuecTo (MOXKe J1a 3acerHe 70 1 Ha
100 mymm)

. xepriecute (Buz 0oJie3HEH OOpUB ¢ MEXypH) ca HedecTH (MOJKe /1a 3acernar Ao 1 Ha
100 mymm)

Stelara moske na Hamaim crmocoOHOoCcTTa BH a ce 6opure ¢ nabekmu. Hiakon nHbekmmm Moxe
Jla CTaHAT CEPHO3HU U MOXKE J1a BKIIFOUBAT HHPEKIMH, IPUYUHEHU OT BUPYCH, ThOHYKH,
OakTepuy (BKJIIIOYUTEIHO TyOepKyJ103a) HIIH Mapa3uTH, BKIIOUUTEITHO HHDEKIUH, KOUTO
BB3HUKBAT MPEIUMHO MPU XOpa ¢ oTciiabeHa MMyHHA CUCTeMa (OTIOPTIOHUCTUYHU HHPEKINH).
[Ipu nanyeHTH, MOJTyYaBaiy yCTEKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTHIHN HHAEKIINU Ha
MO3bKa (eHIe(aauT, MEHUHTHUT), OeTuTe APOOOBE U OUUTE.

Hoxato ymotpedssare Stelara, TpsiOBa ma ciequte 3a mpu3Hany Ha HHQeKIws. Te BKIFOYBAT:
o BHCOKa TeMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

o yMOpa WK 3a]lyX, YIOpUTa KallTiia

o TOIJIa, 3a4epBeHA U OOJIE3HEHA KOXKa MM OOJIE3HEH KOXKEH 00PUB C MEXypH

o napeHe Mpu ypuHUpaHe

. Aapust

o 3pHUTEITHO CMYIIEHHE WK 3ary0a Ha 3peHue

o r71aBoOoJIe, CKOBAHOCT Ha BPaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJICHE HIH
00BPKAHOCT.

WNudopmupaiite Bamms nexap BegHara, ako 3a0eNekuTe HIKOW OT Te3W MPHU3HALN Ha
nHpeknus. Te moraT na ObAaT TpU3HANK HA HHM)EKIINY KaTO TPhIHA WHPEKITUH, KOKHH
WHQEKIHHU, XepIiec 30CTep WIN ONMOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia JIOBEAT JI0
cepuo3HH ycnoxxHeHus. Madopmupaiite Bamus nexap, ako nMaTe HIKaKBa YIOPUTA HITH
noBTapsIia ce nHpeKIys. Bamust jekap Moxe J1a peliy, 4e He TpsOBa J1a yrnotpedsBare
Stelara, gokaro unpeknuaTa He ObJie U3JICKyBaHa. Y BegoMere Barms jgekap, U ako uMarte
OTBOpPEHM PaHU WJIM HApaHIBAaHUS, Thi KATO MOXKeE Jla c€ HMHPEKTHPAT.

JlioneHe Ha KokaTa — HHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHe HA KOKaTa Ha MO0-ToJisiMa
TUIOLI MO TSIJIOTO MOJKe /1a ca CHMITOMM Ha epUTPOAePMHUYEH NMCOPHA3UC HIIH
eKc(oJMaTUBEH 1ePMATHT, KOUTO €A CEPHO3HH KO:KHH 3200/1s1BaHMsA. AKO 3a0e/ieskuTe
HAIKOM OT Te3u NMpPU3HALM, TPsiOBa 1a nuHpopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIUU

YecTn HexeTaHu peakum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
Irapus

rajieHe

MOBpBIIaHE

yMopa

3aMasHOCT

riaBo0osme

cbpOex (mpypuryc)

OoJka B Ipp0a, MyCKYJIUTE UIIM CTaBUTE
BB3MAJIEHO T'BPIIO

3ayepBsBaHe U 00JIKA HA MSICTOTO HA HHKEKTHPaHE
MH(EKIH Ha CHHYCHUTE
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HeuecTu Hexkennanu peaknum (Moxe na 3acerHar a0 1 va 100 gymm):

MH(EKIUN Ha 350UTe

BarMHaJIHa MHQEKIHS, TPUINHECHA OT ThONYKH

JeTnpecHs

3aIlyIeH HOC WU XpeMa

KbPBEHE, TOCHHIBAaHE, BTBbP/SBAHE, IOAYyBaHE M ChbpOEK HA MSICTOTO HA HH)KEKTUPAHE
ycellane 3a ci1adocT

craJaHe Ha Kiernaya U U3KpUBSBaHE HAa MyCKYJIMTE Ha elHaTa MOJIOBHUHA Ha JIHULIETO
(,,TrIIeBa Mapanu3a’ Wil ,,l1apain3a Ha ber’”), KoaTo 0OMKHOBEHO € BpeMEHHA
MPOMSIHA Ha TICOPHA3UCA ChC 3aUePBsIBAHE U HOBU MAJIKH, JKBIITH WIH OCIH MEXYPH TIO
KO’KaTa, IOHSKOTa MPUAPYKEHH ¢ TeMIeparypa (IyCTyI03eH IICOPHa3nC)

OcieHe Ha KoxaTa (eKcdomaIys Ha KoxaTa)

aKHe

Penku HexenaHu jJexkapcTBeHH peakuuu (Moxe na 3acerHat no 1 Ha 1 000 mgymm)

3auepBsBaHE U JIIOIICHE HA KOXKATa Ha MO-TOJIsIMA IUIOII TI0 TSIIOTO, KOUTO MOXE Ja
ChpOAT Wi 11a ca Oosne3HeHu (ekcoymaTuBeH aepMartuT). [logo0Hu cuMIToMu
MOHSIKOTa Ce pa3BUBAT KATO €CTECTBCHA MPOMSIHA HA BHUa HA CHMITOMUTE Ha TICOPHA3UC
(epuTpomepMUYeH TICOPHA3HC)

Bb3nanenue Ha MajJKuTe KPbBOHOCHH ChJIOBE, KOETO MOJKE J1a JIOBEIC 10 KOKEH OOPUB C
MaJIKH{ YePBEHHU WM JIMJIABH MOy THHH, TEMIIEpaTypa Wik 00JKa B CTABHUTE (BACKYJIWT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peakuuu (Moxe na 3acerHat 1o 1 #a 10 000 myrmm)

OO0pa3yBaHe Ha MEXypH IO KOXkaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsia u
Oone3neHa (0ym03eH meM(HUTOw)

KOXKEH JTYITyC epUTeMaTOIeC U TyIMyc-Tog00eH CHHAPOM (UepBEeH, HaJUTHAT, JIFOIICI Ce
OOpHB B U3JIOKCHUTE HA CIBHIIC YYACTBIM Ha KOXKAaTa, KOUTO MOXKE Ja € IPUAPYKEH OT
OOJIKH B CTaBUTE).

Chol0maBaHe HA HesKeJIAHH PeaKIuu

AKO ToITyunTe HIKaKBU HEXEJIaHU JICKApCTBEHU Peakiiy, yBegoMere Bamms nekap winm hapManesr.
ToBa BKJIIOUBA BCHYKH B3MOYKHH HEOIMCAHU B Ta3H JMCTOBKA HEXENAaHU peakuyu. Moxere chlIo 1a
CHOOLINTE HEXEJIAaHU PEAKLMH AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOOIIaBaHe B:
W3mbiHATENHA areHIus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcaitt: www.bda.bg

Kato C’LO6H_IaBaTC HEXCJIaHU PCaKIUU, MOXETC Aa AaJICTC CBOA IIPUHOC 3a MOJIYyUaBaHC HA ITOBEYC
I/IH(I)OpMaLIHSI OTHOCHO 0€30MacHOCTTa Ha TOBA JICKApCTBO.

5. Kak na coxpansiBate Stelara

. Ja ce
. Ha ce

ChXpaHsBA Ha MACTO, HEIOCTHITHO 32 Jela.
cbxpansBa B xuaqmHUK (2°C—8°C). Jla He ce 3ampazsBa.

L C’BXpaHHBaﬁTC IpeABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA B KAPTOHCHATA OIIAKOBKA, 34 Jia CC
mnmpeamnasu OoT CBETIINHA.

° Axo e

HEO0XOAMMO, OTACIHUTE IPEABAPUTEITHO HAITBJIHEHH CIIPUHIIOBKH Stelara Mojke ChIIo J1a

ce ChbXpaHsBaT MpH cTaiiHa Temmneparypa 10 30°C 3a makcuMyM euH nepuof 10 30 1HU B
OpUrMHaJHaTa KapTOHEHA OIIAaKOBKa, 3a /1a Ce MPEANa3aT OT CBeTJIMHA. 3alluIleTe AaTaTa, Ha

KOATO

MMPEABAPUTEIIHO HAITBJIHCHATA CIIPUHIIOBKA € U3BaJI€HA 3a IbPBU IIGT OT XJIAJAWJIIHUKA U

JaTarta Ha U3XBBbPJIsIHE Ha 0003HAYEHUTE Ha BHHILHATA KApPTOHEHA OMaKoBKa MecTa. JlaTara Ha
M3XBBPIISIHE HE TPsIOBa J1a € clie] OPUTMHAIIHHSA CPOK Ha TOIHOCT, OTIICYaTaH BbPXY
KapTOHeHaTa omakoBka. Ciie/1 KaTo BeIHBK CIPHUHIIOBKAaTa € Omiia ChXpaHsABaHa P cTaiiHa
temneparypa (1o 30°C), Ts1 He TpsiOBa 11a ce Bpblla B XJIAAUIHUKA. MI3XBbpIieTe CIpUHIIOBKATA,
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aKo He ce M3MO0JI3Ba Clie]] ChXpaHeHHe MPH CTaifHa TemmepaTtypa B pamkuTe Ha 30 JHU WK clieq
M3TUYaHE HAa OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

. He pasxramaiite npeBapuTEITHO HAITBIHEGHUTE CITPUHIIOBKH Stelara. [IpoabKuTeTHOTO
E€HEPrUYHO pa3KiallaHe MOXe J1a IIOBPEIHU JIEKAPCTBOTO.

He u3nos3BaiiTe TOBa JIEKAPCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €THKETa U KapTOHEHATa OMaKOBKa CIIe
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBApPs HA MOCIEAHUS JCH OT MOCOUYCHUS MECEII,

. aKO TEYHOCTTA € C IIPOMEHEH IIBAT, MbTHA WJIM B Hesl Ce 3a0esI3BaT ILTYBAIU YyKJIH YaCTHIIN
(BmxTe TOUuKa 6 ,,Kak m3rnekna Stelara n kakBo ChIbpiKa OMaKOBKATa™);

. aKO 3HACTE WJIM CMATATE, Y MOXKe Jia ¢ Onia N3JI0)KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITAICHTHO 3aMpB3BaHE WIIN 3arpsBaHe);

° aKO TPOIYKTHT € OWJI €eHepPrUYHO pa3KIIaTeH.

Stelara e camo 3a eqHOKpaTHA ynoTpeda. Hen3mom3BaHuAT MPOAYKT, OCTaHAT B CIIPUHIIOBKATA, TPIOBA
J1a ce u3XBbpiu. He U3xBbpIsiTe JIeKapcTBaTa B KAHAIM3ALMATA WK B KOHTEHHEpa 3a JOMalIHU
ormaapim. [lonuraiite Bammust gapmalieBT kak 1a U3XBBPIISTE JICKapCTBaTa, KOUTO Bede HE
n3nosi3Bare. Te3u MEpKH 1€ CIIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA CPena.

6. Cbm)pmalme Ha OnMaKoOBKaTa M JO0II'bJHHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakso cbabp:xa Stelara

o AXTHBHO BEIIECTBO: YCTEKUHYMa0. Besika mpeiBapuTEIHO HATBIHEHA CIIPUHIIOBKA ChIbPKa
90 mg ycrekunymab B 1 ml.
o Hpyru cbeTaBKu: L-XucTHIMH, L-XUCTHAMHOB MOHOXHUIPOXJIOPUI MOHOXHIPAT, Toucopoat 80

(E433), 3axapo3za 1 BOAa 32 HHKEKIIHH.

Kak u3rie:kna Stelara u kakBo ¢cbIbp:Ka 0NAKOBKATA

Stelara e 6ucTBp 10 JEKO OMANECIIEHTeH (C mepieH OIICHK), Oe31BETEH 0 OO0 BT HHKEKITHOHEH
pastBop. Toit Moke J1a ChaBbpKA HAKOIKO JAPEOHU TONTYNPO3PAYHH WITH OCIH YACTHIIN TPOTEHH.
JlocTaBsi ce B KApTOHEHA OMAKOBKA, ChAbPIKAIA €/JHA CTHKJICHA MPEIBAPUTEITHO HAITBJIHEHA
cripuHIOBKa OT 1 ml ¢ enuHMYHA 103a. Besika mpeiBapuTeHO HAMMbJIHEHA CIIPHHIIOBKA ChIbpKa

90 mg yctexkuHyMab B 1 ml MH)KEKIIMOHEH 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, MOJIs, CBbPKETEC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA IPUTCIKATCIIA HAa pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 1464 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com It@its.jnj.com
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Bbbarapus

»JKoHCHH & JxoHCHH bearapus” EOO/J]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

E\AGdo

Janssen-Cilag ®apuaxevtikn Movorpdomnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +3176 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.0.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika

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

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
BapvaPog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEMHO Mpepasriie;kaane Ha JucToBkata 12/2024

IMonpo6Ha nH(MDOpMAaIUs 32 TOBA JIEKAPCTBO € MPeIOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus

1o JiekapcTBaTa https://www.ema.europa.eu.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBITPOCH OTHOCHO MTOCTABSIHETO HA MHXKEKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxramarite npeaBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH Stelara. IlprmunHaTa 3a ToBa €, 4e
CHIJTHOTO pa3KJIalllaHe MOKe Jla TOBpeaH JiekapcTBoTo. He yrnorpe0bsBaiite iekapcTBOTO, aKo €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

_'P |

opo3opuc HITIATa

rd B (.
1| L * J
I'maBa Ha CTpaHHIIH Ha Eturer Hraa
OyTaloTo OpeIIa3sHTeId

Ha HIIaTa

Qurypa 1

1. IIpoBepete Opost Ha NpeABAPUTETHO HANTbJIHEHHTE CIIPHHLUOBKY M MOAT0TBeTe MaTepHaIuTe:

IToaroroska 3a U3I0J3BaHE HA MIPEIBAPUTEIHO HAIbJIHEHATA CIIPUHIIOBKA!

o W3Banere npeABapUTEIIHO HAITBIHEHATA CIIPHHLIOBKA/CIIPUHIIOBKY OT XJIaguiHuKa. OcraBere s
Jla IIPeCcTOU OKOJIO IIOJIOBUH Yac U3BbH KyTHATa. ToBa I1I€ 103BOJIM HAa TEYHOCTTA Jja JOCTUTHE
NOJXO0AA1Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanadkara Ha
uriara JI0KaTo TEeYHOCTTa HE JOCTUTHE CTaiHa TeMieparypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATa Taka, 4e MOKpHUTaTa ¢ Karma4yka uria jia COYd Harope.

. He xBamaiiTe riaBara Ha 0yTajaoTo, OyTaiaoTo, CTPAaHULUTE HAa NPEIITa3UTelIs HA UIJIaTa Wi
Karaykara Ha Mrjara.

o He uznbpnBaiite OytanoTo.

o He cBansiiTe kanaykara Ha Urjara OT CIIPUHIIOBKATa, JOKATO HE MPOYETETe B MHCTPYKIIHUATA 32
TOBA.

. He nokocBaiitTe akTHBUpAIIUTE CKOOW Ha MPEANA3UTeIs Ha UriiaTa (yKa3aHu ChC 3Be3IUUKa *

Ha (1)1/11". 1), 3a J1a n30erHeTe MNpEKACBPEMCHHOTO ITOKPUBAHE HA UIJIaTa C IPCAITa3UTCIIA.

[IpoBepeTe mpeBapUTETHO HATBITHEHATA CIIPUHIIOBKA/CTIPUHIIOBKH, 32 JIa CE YBEPHTE, Ye:

o 6p05[T Ha Ip€aABaApUTCIIHO HAITBJIHECHUTE CIIPUHIIOBKY U KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO

B JI030Ba €IMHUIIA Ca BEPHHU:

o ako Bamrara no3a e 90 mg, me 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 OMaJICCIIEHTEH (C IepiieH OJIACHK) 1 Oe3IBETCH

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
BKJIIOYBAT AaHTUCENITUYHU KHPIUYKH, TAMYYHU TAMIIOHU WM MApJIU U KOHTEHHEP 33 OCTPU IIPEIMETH.

2. N306epeTe 1 MOATOTBETE MSACTOTO 32 HHKEKTHPaHe:
N36epete MACTO 3a HHKEKTHPaHe (BXK. (urypa 2)

. Stelara ce mpuara upe3 HHKEKITHS 0T KoxkaTa (ITOIKOKHO ).

o [Momxoxsuy MecTa 3a HEKEKTUPaHE ca ropHATa YacT Ha OepoTO Wik 001acTTa OKOJIO KopeMa
Ha pa3CTOsSHHUE Hal-MaJIKO 5 CM OT IbIIa.

o AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

o Ako HsKO# By momara npu moCTaBsSHETO Ha MHXKCKIUATA, TOW/TS MOXe J1a M30epe 1 ropHara

YacCT Ha pbKaTa KaTO MACTO 3a MHXKCKTHUPAHE.

= (4

*JoHUTE B CHBO CB NPENDPLYBEHWTE MECTA 38 MHKEKTHpaHE.

®urypa 2
Ilonroreere MACTOTO 3a MH)KEKTHPaHE
. WzmmuiiTe ppiieTe cu MHOTO T0OpE ChC CallyH | TOILIa BOAA.
o ITouncreTe KOXkaTa Ha MACTOTO 33 MHXEKTHPAHE C AaHTUCENTUYHA KbPIIHUKA.
o He noxocBaiiTe noseue Ta3u 00JacT A0 MOCTABIHETO HA MHKEKIIMATA.

3. CBajiete KanaykaTta Ha urJjara (B:x. (purypa 3):

L4 Kamaukara Ha urjata He TpSI6Ba Ja Cc€ CBaJId, JOKAaTO HE CTC T'OTOBU Jd MHXKCKTHUPATEC A03aTa.
L4 Bzemere MNpEABApUTCIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTEC KOPITyCa Hc €IHa PBbKaA.
L4 Psi3ko H3,I[’LpHaﬁTe Karaykara Ha urjiata B IIpaBa IIOCOKA U A U3XBHPJICTC. I[OKaTO MpaBUTE

TOBa, HE JIOKOCBAlTE OyTaNO0TO.

Odurypa 3
. Moske na 3a0enexuTe Bh3IyIIeH MEXYp B MPEABAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA HITH
KalKa TEeYHOCT Ha BbpXa Ha uriara. ToBa e HOpMaHO U HE € HEOOXOIMMO Jla C€ OTCTPaHsBAaT.
. He nokocaiite urnara u He 51 JONUPaANTE B IPYTrd MOBbPXHOCTH.
. He n3non3Baiite npeaBapUTENHO HAIBbIHEHATA CIPUHLIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.

Axo TOBa ce CJIy4Hu, C€ CBbPIKCTEC C Bamms JICKap Wi (bapMaI_[CBT.
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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 MOYHMCTeHAaTa KOKa MEeXKAY Majena u nokasaiena. He cruckaiite cuiHo.

o He m3nbpmBaiite OytanoTto.

o C enHo OBP30 JABMKEHHE BKapalTe UIJlaTa B KOXKaTa, JOKBICTO MOXke (BXK. purypa 4).

Qurypa 4

. HuxexTupaiTe MsII0TO KOJMYECTBO OT JIEKAPCTBOTO, KATO HATHCKATE OYTAIOTO, IOKATO
riiaBata My JOCTUTHE MEXy CTPaHUIIUTE Ha Mpeana3uTess Ha uriara (Bxk. purypa 5).

o Koraro OyTasoTo cTUrHe 10 Kpasi, He OTIIyCKalTe HaTHCKa BbPXY IJlaBaTa My, H3BaJI€Te UIlaTa
W IyCHeTe Koxkata (BK. purypa 6).

®urypa 6
o baBHO oTcTpaHeTe nasnena cu OT IaBaTa Ha OyTanoTo, 3a Ja MO3BOJIMTE Ha Mpa3HaTa
CHPUHIIOBKA J1a C€ IPUABXH Harope, J0KaTo Is1aTa Urila ce MOKpUe ¢ IpeAna3uTess, KakTo €
MOKa3aHo Ha Qurypa 7.
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Qurypa 7

5. Cnen uHkeKkTHpaHe:

[IputucHeTe aHTHCENTHYHA KBPIIUYKA BBPXY MACTOTO HA HH)KEKTHPAHE B IPOJbIDKEHHE Ha
HSIKOJIKO CEKYH/]IH, CJIE/l KaTO MOCTaBUTE MHKEKIIMATA.

BB3MO0KHO € Ha MSCTOTO Ha MH)KEKTHPaHEe Ja NMa MaJIko KOJIMYeCTBO KPhB WM TeuHOCT. ToBa
€ HOpPMAJTHO.

Moxe Aa MPUTUCHETEC MACTOTO HA MHIKCKTHPAHC C ITaMy4Y€H TaMIIOH WJIM MapJiid U Aa
3aabpxute 10 cexkyHau.

He pastepkBaiiTe KO)KaTa Ha MACTOTO Ha HHXKEKTHUPaHe. AKO € HEOOXOIMMO, MOKE J1a CIIOJKHUTE
MaJika JIE[IeHKa BbpXY MACTOTO Ha HHXEKTHpaHE.

6. U3xBbpIisiHe:

W3non3BaHuTe CIPUHLIOBKH TPAOBA [a c€ MOCTABAT B HENPOOUBaeM KOHTEIHEP KaTo
KOHTEeHHepa 3a ocTpu npeamMeTH (Bx. gurypa 8). 3a Bamara 6e3omacHOCT 1 3ApaBe U 3a
0e30macHOCTTa Ha JIPYTUTe, HUKOTa HEe W3ION3BaiiTe IOBTOPHO CIIPUHIOBKHTE. V3XBBHpIIsiiTE
Bamus koHTeliHep 3a OCTpH NPEAMETH B CbOTBETCTBHE C MECTHUTE PA3IOpea0H.
AHTHCENTHYHNUTE KbPIHUYKH U IPYT'H KOHCYMaTHBH MOXeE J]a C€ U3XBBPIIAT B OOLIHS OOKIYK.

Ourypa 8
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg uH:keKIIMOHEeH Pa3TBOP B NMPeIBAPUTEHO HATbIHEHA MHCATIKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

- Ta3u IMCTOBKA € HATIMCAHA 32 MAMEHTAa, KOWTO NMpueMa JIeKapcTBOTo.3arma3ere Ta3u
nucToBKa. MoKe Jja ce HaJoXKu Ja sl MpoYeTeTe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxe
Jla M HaBpeJv, HE3aBUCHMO Y€ MPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo BammuTe.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PEaKllnu, yBefoMeTe Bamus siekap wiu gapmariet. Toa
BKIIFOYBA M BCHYKY BH3MOKHU HEXKEJIaHU PEeaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara n 3a kKakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, npeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wd P

1. Kaxkso npeacrasassa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasiBa Stelara

Stelara cpabpika aKTHBHOTO BEINECTBO ,,YCTEKHHYMAO™, KOETO € MOHOKJIOHATHO aHTHTSIIO.
MOHOKIIOHATHUTE aHTUTENa ca TIPOTEHHU, KOUTO pa3lo3HaBaT U CBBbP3BAT ONpeesieHH CrielinpUIHN
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyTIa JIEKapCTBa, HAPEUSHH ,,iMyHOcympecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HA YacT OT UMyHHATa CHCTEMa.

3a kakBo ce n3noJ3Ba Stelara
Stelara, npuiokeHa ¢ U3MOI3BAHETO HA MPEIBAPUTEITHO HAMTbJIHEHA MHCANIKA, CE M3I0JI3BA 3a JICUCHHUE
Ha CJICHUTE BH3MAIUTEIIHU 3200 IIBAHHUS:

o ITnakoB ncopuasuc - Mpu Bb3PaACTHU

o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena g0 texka 6onect Ha KpoH — npu Bb3pacTHH
o YMepeH 0 TeXbK yIIEPO3eH KOJUT — IIPY Bb3PACTHU

IlnakoB ncopuasuc
,,L LITaKOB TIcopra3uc” € KOXKHO 3a00JIsIBaHe, KOSTO BOJIHU JI0 BB3MAJICHHE, 3aCATaIl0 KOXKaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00JISIBAHETO.

Stelara, npuioskena ¢ U3MOI3BaHETO HA MPEIBAPUTEIIHO HAITBIIHEHA TTHCAJIKA, CE U3II0JI3BA IIPH
BB3PACTHU C YMEPEH J0 TEXKbK IUIAKOB IICOPUA3UC, KOUTO HE MOTraT Aa U3I0J3BaT LUKIOCIIOPHH,
METOTpeKcaT Wink (HOTOTepaIns, WM KOTaTo Te3H JICYCHUS HE IeHCTBaT.

IlcopuaTnven apTpur

[TcopuaTuyeH apTpUT € Bh3MATUTEIIHO 3a00JI1BaHe Ha CTAaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO IMaTe aKTHBEH MICOPUATHYCH apTPHT, IIBPBO I1ie Bu jiekyBart ¢ apyru iekapcTsa. AKO
HE Ce MOBJIMSACTE TOCTATHYHO OOPE OT Te3H JieKapcTBa, Moxke Aa Bu ce npeamnume Stelara, 3a na ce:

° HaMaJsIT IpU3HAIIUTE ¥ CHMIITOMUTE Ha 3a00JIs1BaHeTo Bu;
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o nonoOpu puzuueckoTo Bu chcrosiame;
o 3abaBM yBpeK1aHeTo Ha Barmre ctau.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanmuTennHo 3a00isBaHe Ha yepBara. Ako umate 6osiect Ha KpoH mepBo 111e
Bu ce nagaT npyru nekapctBa. AKO He CE MOBIIMSAETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a0oIsiBaHeTO B,

Yaueposen koauT

VYAepo3HUT KOJIHT € Bh3NATUTEIHO 3a00IIIBaHe Ha YepBaTa. AKO UMaTe yIIIEPO3eH KOIUT, TbPBO
nie Bu ce mamat npyru nekapctBa. AKO HE ¢€ OBIUSABATE OOPE UM UMATe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a001BaHe.

2. Kakso TpsOBa na 3Haere, npeau Aa usnoJspare Stelara

He u3noaseaiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAINUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
o AKO MMaTe aKTHUBHA MHpEKIMA, KOATO Bamusr siekap Hamupa 3a 3HaUnMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap vy GapManeBT, npeau aa usnonssare Stelara.

Ipenynpesxaenust U NpeaAnasHu MePKH

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBCTOSIHUETO Bu mpeau Besiko geueHne. Y BegoMeTe cBos JieKap 3a Besika Barra 6osiecT mpeau BCsSKo
nedenue. Cpio Taka nHGpopMupaiiTe Bamms nekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOMTO
MOJKe J1a UMa TyOepKyIio3a. Bamust nekap me Bu npernena u 1me HanpaBu U3CieBaHe 3a
TyOepKyJ03a, mpean Aa u3noissare Stelara. Ako Bamuar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyI03a, Moxe Ja Bu npeanuine nexkapcTsa 3a JIEIEHUETO M.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIAU

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKMH, BKIIIOUYUTEIHO aJIePrUUH PEaKkuu 1
unpexyu. TpsaOBa 1a cineanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/IIBaHus, TOKaTo puemare Stelara.
Bwxre ,,Cepno3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIUCHK Ha TE3U HEXEJaH! Peaklnu.

IIpenn na usnonseare Stelara uadopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMaJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HSIKOTa CTe MMAJIH HSKAaKbB BUJI PaK — TOBA €, 3al[0TO UMYHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cucTema. ToBa MOJKe /1a IOBHIIM PUCKA OT PakK.

o AKO cTe JeKYBaHM 32 MCOPHA3KC C APYTH OHOJOTMYHH JIEeKapcTBa (JieKapcTBo,

NMPOU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO MIMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B YYaCTBLUTE C ICOPUA3UC WU 110
He3acerHaraTa Koa.

o AKO HSKOTa cTe HMAJIN AJIePrUYHA peakius KbM JaTeKc WiM 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 aJlepruyHa peakiusl.

o AKO moJiyuaBare Jpyro jJedeHue 3a MCOPHAZKUC W/HWIH NCOPHATHYEH APTPUT — KaTo JIPyTH
MMYHOCYTIpeCOpH WM (oToTeparus (KoraTo TAJIO0TO Ce JIeKyBa ¢ THl yaTpasuosieroBa (UV)
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cBeTimHA). Te3u JIedeHus ChIO MOYXKE JTa OTCIIA0AT YacT OT MIMYHHATa cucTeMa. M3moisBaneTo
Ha Te3W JIeUeHus 3aeIHO0 che Stelara e e u3cimenBano. Be3MokHO € 00ade, TO 1a YBEIHYH
pUCKa OT 3a00JIsIBaHYsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO noJiyyapaTte WM HSKOIa cTe IOJIy4YaBaJu HHKEKIHH 32 JieYeHUe Ha aJIepruM — He €
M3BECTHO Janu Stelara Moxe Ja OKake BIUSHHE BBPXY TSX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKe 1 CT€ MO-CKJIIOHHU KbM MH()EKLINH.

AKO He cTe CUTypHU JIaJIH HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
nexap wiu apManeBT, npeau aa usnonssare Stelara.

Hsxou mamuenTun IojyvyaBat J'IYHyC-HO,Z[O6HI/I p€aKkuuu, BKIIIOUUTEIIHO KOXKCH JIYITYC €pUTEMATOAEC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO IOJIYUYUTC YCPBCH, HAAUTHAT, JIFOLICH] CE 06pI/IB, IMOHsAKOrI'a C MMO-TbMHH I'PAHUIIU, B U3JIOKCHUTC
Ha CJIbHIEC YYaCThbIUM HAa KOXaTa UJIKN CTaBHU 0OJIKH.

Cbpaeven HHQAPKT U HHCYJITH

NudapkT 1 MHCYATH ca HAOII0JaBaHH B IIPOYYBAHE MPH MALMEHTH C TICOPHA3HUC, JIEKYBaHH ChC
Stelara. Bammst nexap pe1oBHO e TpoBepsiBa pUCKOBHUTE (DaKTOPH 32 CHPACYHO 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 U FOHOIIIM C TICOPHA3KC TPsIOBa Ja ce MU3I0JI3Ba IIPEIBAPUTEITHO
HaIbJIHEHA CITPUHIIOBKA WX (DIIaKOH.

Stelara He ce mpenopbkyBa 3a yrnorpeda MpHu Aelia U I0HOIMIM Ha BB3pacT Moj 18 rofrHu ¢ CopHaTHUCH
apTpur, ¢ 6onect Ha KpoH uiy ¢ yJuepo3eH KOIUT, 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 nmpaBena winu nnanupare 1a Bu ce npaBu BakcuHanus. JlokaTo U3Mos3Bare
Stelara, HsikO¥ BUOBE BaKCHHM (’KMBU BaKCHHH) HE TPsiOBa Jla ce Tpuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TPsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJIFOYHMTEITHO JKMBH BakcuHHM, kato BLIDK BakcuHa (M3mon3BaHa 3a mpenasBaHe OT
TyOepKyo3a). JKuBnuTe BakCHHU He ce IpenopbuBar 3a Barmrero 6e0e mpe3 mppBUTe ABaHaIECET
Mecella clie]l paykIaHeTo, ako cTe nosy4yasaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JexapsT Ha Bamero 6ebe He npenopsya Ipyro.

BpeMeHHOCT U KbpMEHE

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OpEeMEeHHOCT,
nochBeTBalTe ce ¢ Bamms ekap npenn ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnroaBaH mo-BUCOK PHCK OT BpojieHH Jedektn npu 6ebeTa, n3nnoxkeHu Ha Stelara B

yTpobara. /lanaute ot ynorpebara Ha Stelara npu OpeMeHHH >keHH o0ade ca OrpaHUYCHH.
[lopanu ToBa e 3a nmpennouynTaHe Ja ce U30srBa yrnorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKo cTe JXeHa C AeTepOeH MOTSHINA, )KEJIATETHO € Ja He 3a0peMeHsBaTe U Jja U3I0JI3BaTe
MOJXOIAII MPOTHBO3auaTh4eH METOI, KOrato u3noissare Stelara u mone 15 cenmuny cien
NOCJIeTHOTO Npuiarade Ha Stelara.

o Stelara Mo>xe 1a mpemMuHe Mpe3 IUIaleHTaTa B HepoJIeHoTo Oebe. AKo cre momyyaBanu Stelara
1o BpeMe Ha OpeMeHHOcTTa cH, 6ebeTo Bu Moke j1a Ma T0-BHCOK PUCK OT HH(EKITHS.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIUSABA WK TIOBJIHSIBA MPEHEOPEIKUMO CIIOCOOHOCTTA 32 O(UpaHe u padboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,02 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopbaTuTe Morar Aa NPUUMHAT alNepruuHy peakuuu. TpsaoBa na kaxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJePTHH.

3. Kak na usnoJsBare Stelara

Stelara e nmpeaHa3HaueH 3a yrmoTpeda moa prKOBOJACTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHHUETO
Ha 3a00JIsIBaHMs, 32 KOMTO € Tokasan Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Heulo, nonuraiite Bamwst nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrasst
WHXKEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuvecTBO Stelara ce npuiara
BammsT nekap e pemm KakBo KoimdecTBo Stelara TpsiOBa fa MoirydnTe U 32 KaKbB IIEPHO OT BpEME.

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

o IMpenopbunTenHaTa HavanHa go3a € 45 mg Stelara. ITanuentun ¢ terso wag 100 kumorpama (KQ)
MOsKe J1a 3armovHar ¢ jo3a 90 mg Bmecto 45 mg.
o Crien HavanHaTa 7103a, ciiejBaniara Bu 1o3a e 0b/1e 4 ceIMHUI M0-KbCHO | CJIS] TOBA Ha

Bceku 12 ceamunu. CrenpammTre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu mpuiioxu mbpBara Jg03a OT IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavalHaTa 1034,
1Ie ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciexn 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MAIllUEeHTH, CIIe] IbpBaTa MoJK0KHA HHKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pen kora TpsiOBa 1a MOoIy4uTe CleABaliara Cu 103a.

Kak ce npuiara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS N0/ KoXkaTta (oAK0XHO). B Hayanoro Ha Barero jeuenue,
Stelara Mo>xe 1a ce MHXKEKTHpa OT JeKap WM MEIUIMHCKA CECTpa.

. Bue u Bammsr nekap, o6aue Moxke Jia pemure, ue Bue caMmu Moxe J1a cu nHxekThpare Stelara.
B TaxbB ciyyaii me npeMuHeTe 00y4eHue KaK Jja CH MH)KeKTupate Stelara caMOoCTOSTENHO.

o 3a yka3aHus Kak J1a HHKekTtupare Stelara BukTe ,,YKazaHHs 3a IPUIOKEHHE B Kpasi Ha Ta3H
JUCTOBKA.

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

AKO CTe M3MOJI3BaIN WK ca Bu Npuitoxuiy mosede oT HeoOXoaumara 103a Stelara, He3a0aBHO ce
MOCHBETBaMTE ¢ Jiekap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € Mpa3Ha.

AKO cTe MpONycHAJIM 1a u3noJj3Bare Stelara
AKO CcTe MpoITyCHAH /1032, CBhpKeTe ce ¢ Bamms nekap wium dapmaneBt. 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 UMaTe HIKaKBY JIOTBIHUTEITHA BBIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha TOBA JICKAPCTBO, MIOMTUTANTE
Bammis mexap i gpapmareBT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BUKA HEXKCIAaHU PE€aKIIUH, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

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

AJIepruYHH peakiuu — MO3Ke /1a U3MCKBAT cnemHo jJeyenne. Mudopmupaiite Bamus gexap wim
He320aBHO NOTBHPCeTe CHeIIHA MeJUIHHCKA IOMOILI, KO0 3a0e/1e:KuTe HAKOM 0T CIeJHUTe
NMPU3HALHU.
o CepHo3HHTE aIEPTUYHA peakini (,,aHaduIakcus’”) ca peAKyu MpHU Xopa, npruemantu Stelara
(moxe ma 3acernar g0 1 va 1 000 gymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTpyAHEHO JTUIIAHE WK TPETThIIaHe
o HHCKO KPBBHO HAJSTaHE, KOETO MOJKE Ja IPHYMHH 3aMastHOCT WM CBETOBBPTEX
o HO/yBaHe Ha JIMLETO, YCTHAUTE, YCTaTa WM I'bPIIOTO.
o YecTuTe NpU3HAIM HA aJleprUYHa PEaKIHs BKIIOYBAT KOKEH OOPUB U YPTHKApHs (MOXKe /1a
3acertar a0 1 Ha 100 gymm).

B peaxu ciayyau ce cb0011aBaT aJepruyHu 0ejI0Apo0HN peakunu U 0eJI0Apo0OHO Bb3NaJIeHUue
NP NAHEHTH, KONTO MOJIy4YaBaT ycTeKMHyMa0. YBegomeTe BeqHara Bammus iekap, ako
MOJIy4HTe CHMIITOMH KaTO KalLINLA, 3aAyX U BUCOKA TeMIlepaTypa.

AKO NoJTyuTe Cepruo3Ha allepruyHa peakius, Bammsr gekap moxe j1a pemin, ue Bue He TpsiOBa 1a
ynoTpebsBare Stelara oTHOBO.

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

. HHGEKIUUTE Ha HOCA WIIK T'BPJIOTO M MIPOCTY/IaTa ca YecTH (MOJKe J1a 3acerHar ao 1 Ha
10 mymm)

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

o BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJIUT) € HedecTo (MOXKe J1a 3acerse 70 1 Ha
100 mymm)

o xeprnecute (Bua Oosie3HEH 00pHB ¢ MeXypH) ca HedecTH (Moxe Aa 3acerHart Ao 1 va 100 mgymm)

Stelara moxe 1a Hamanu criocobHocTTa Bu f1a ce 6opute ¢ undeknnu. Hakoun nndexmn Moxe 1a
CTaHaT CEPUO3HU M MOJXKE Jia BKJIIOUBAT MH(EKIMH, IPUIMHEHN OT BUPYCH, IbOMYKH, OaKTEepUn
(BKJTIOUMTEIHO TYOCPKYJI03a) HJIH Tapa3uTH, BKIIFOYUTEIHO HHPEKIIMH, KOUTO Bb3HUKBAT MTPEIUMHO
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TIPH XOpa ¢ OTCIIa0eHa UMYHHA crcTeMa (OTMOPTIOHUCTHYHH HH(EKIHH). [Ipu marueHTH, moryJaBanti
YCTEeKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTUYHHN HH(PESKIIUK Ha MO3bKa (€HIC(aIUT, MEHUHTHUT),
Oenute TPOOOBE U OUHTE.

Hoxato ymotpedssare Stelara, TpsiOBa ma ciequTe 3a mpu3Hany Ha wH(EKws. Te BKIFOYBar:
BHCOKA TEMIICPaTypa, TPUIIONIOJO0HU CHMIITTOMHM, HOIITHO TIOTEHE, 3ary0a Ha Terio

yMopa WU 3a/1yX, YIIOPHUTa KalLIUIa

TOILIA, 3a4EePBEHA U OOJIC3HEHA KOXKa WIIM 0OJIC3HEH KOXKEH OOPUB C MEXYPH

napeHe Mpu ypUHUpPaHEe

Japust

3pUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

r1aBo0omKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, T'aJIeHe UK 00bPKAHOCT.

HNudopmupaiite Bamms nekap BeqHara, ako 3a0eexXuTe HIKOH OT Te3u Npu3Hauy Ha nHdekuus. Te
MoTar 1a ObIaT MpU3HaI Ha HHPEKITUH KaTo TPBIHA HHOEKITNH, KOKHA HH(EKITHH, XepIiec 30CTep
WIN ONOPTIOHUCTUYHY MH(EKLINHU, KOUTO MOTaT Jja JOBEAAT 10 CEPUO3HM YCIOKHEHHUS.
HNudopmupaiite Bamms nekap, ako nMare HIKaKBa yIopuTa WK TOBTapsia ce uadekuus. Bammsar
JeKap MOXKe Jia pellid, 4e He TpsgOBa aa ynotpedsBate Stelara, mokaro nHekusaTa HE OBIC
n3JIeKyBaHa. YBegoMeTe Bamus siekap, 1 ako ©MaTe OTBOPEHU PaHU WIHM HapaHsSBaHUs, ThU KaToO
MO J1a ce HH(EKTHpaT.

JliouieHe Ha KOKaTa — MHTEH3UBHOTO 3a4YepBsiBaHe U JIIOLIEHE HA KOXKATa HA M0-roJisiMa 1oL
10 TAJIOTO MOKe A2 ca CHMIITOMM HA epUTPOAepPMUYEH IICOPHAZUC WU eKC(]POInATHBEH
AePMATHT, KOUTO €A CEPHO3HU KOKHM 3a00/IsIBaHUsA. AKO 3a0e/1eKUTe HAKOH OT Te3! NMPU3HALM,
TpsidBa 1a nHgopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIIUU

YecTu HexeNaHU peakum (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
Japus

rajeHe

HOBpPBILAHE

ymopa

3aMastHOCT

ri1aBoOome

CchpOex (IpypuUTyC)

Ooika B r'bpOa, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJIEHO I'bPIIO

3a4yepBsBaHe U 00JIKA Ha MSICTOTO HA MH)KEKTHPaHE
UH(EKIUs Ha CHHYCUTE

He4ecTu Hesxxenanu peakumn (Moxe 1a 3acersHat 1o 1 Ha 100 qymm):

WHQEKIMN Ha 350HTe

BarmHajTHa HMH(EKIHS, TPUINHEHA OT ThOMYKH

Jenpecus

3aIyIeH HOC WK XpeMa

KbPBEHE, TOCHHIBAHE, BTBBP/ISIBAHE, ITOIyBaHE M ChpOEK HA MICTOTO HA HHKEKTUPAHE

ycellaHe 3a cj1adocT

criaJilaHe Ha Kiieraya v U3KpUBsBaHEe HAa MYCKYJIMTE Ha eJHaTa TIOJIOBHUHA Ha JIMIETO (,,JTHIIEBa

napanusa” WiH ,,japain3a Ha ben”), KosTo 0OMKHOBEHO € BpeMEHHa

o NPOMSIHA Ha TICOPHA3UCca ChC 3a4epBsIBaHE U HOBH MAJIKH, JKBJITH WX O€IHM MEXypH IO KOXKaTa,
MTOHSAKOTA MPUAPYKEHH C TeMItepaTypa (IIyCTyJIO3€H IICOPHUA3HC)

. OeneHe Ha KoKaTta (eKCQoaramus Ha KOKaTa)

o aKHe
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Penxu Hexes1aHM JeKapcTBeHN peakunu (Moxke na 3acertat 1o 1 #Ha 1 000 gymmm)

o 3auepBsaBaHE U JIFOIICHE HAa KOXKAaTa Ha IMO-TOJIsIMa TUIOI 110 TSIIOTO, KOUTO MOXKE Ja ChPOSsT HITH
na ca 6one3neHu (ekchonmaTuBeH nepMaTuT). [1omo0HN cHMITTOMY TTOHSKOTA C€ Pa3BUBAT KaTo
€CTECTBCHA MPOMSHA Ha BU/Ia HA CUMIITOMHTE Ha IICOPUA3UC (EPUTPOICPMHIUECH IICOPUA3HC)

o Brananenue Ha ManKUTe KPHbBOHOCHHU ChIOBE, KOSTO MOXKE JIa TOBEJE 0 KOKEH OOPUB C MAaJIKH
YEepPBCHU I JIWJIABY MOy THHU, TEMIIEPaTypa Win OOJIKa B CTaBUTE (BaCKYJIHT).

MHoOro peaKH HeKeJIaHM JieKapcTBeHN peakuun (Moxe fa 3acerHat o 1 Ha 10 000 mymim)

. OO6pasyBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe J1a Ob/ie 3auepBeHa, chpOsia u 6one3HeHa
(6ynosen nempurounn)

o KOXKEH JIYITyC epuTeMaToieC 1 Jymyc-ogo0eH CHHAPOM (YepBeH, HaJUrHaT, JIIOLICH] ce 0OpHB
B M3JIOKEHHUTE HA CIIBHIIC YIACTHIIM HA KOXKaTa, KOWTO MOXKE Ja € MPUIPYKEH OT OOJIKH B
CTaBHTE).

Cho0maBaHe Ha HesKeJIAHH PeaKINU

AKO mosryunTe HIKaKBU HE)XEJIaHU JIEKapCTBCHU Peakluy, yBeaomere Bamus nexap wiu gapmanesT.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH HEONHMCAHH B Ta3M JINCTOBKA HEXKEJIaHU peaklnu. Mo)keTe ChIIo Ja
ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HallMOHAJIHATA CUCTEMa 32 ChOOIaBaHe B!
W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,JJamsia I'pyeB” Ne §

1303 Cocpus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cpo0mmaBare HexxenaHU peakiuy, MOXKeTe Ja a/ieTe CBOsI IPUHOC 3a TOJy4aBaHe Ha IOBeue
uH(OpMaIHsl OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansBarte Stelara

o [a ce cpxpaHsiBa Ha MSICTO, HETOCTBITHO 32 JIela.

. [a ce cexpanssa B ximaguwiauk (2°C—8°C). Jla He ce 3ampa3sBa.

o CoxpaHsBaiiTe peABapUTEIHO HAITBIIHEHATA MHcalKa B KapTOHEHATa OMaKOBKa, 32 J1a ce
Npe/a3y OT CBETIINHA.

o AKO € HeoOX0IMMO, OTJEIHUTE MIPEeIBAPUTEITHO HAITBITHEHH MTucalku Stelara Moxke ChIIo 11a ce

ChXpaHsiBaT mpu craiiHa tremmnepatypa 10 30°C 3a MmakcumMyM eauH niepuon A0 30 1Hu B
OpUTHHAJHATa KapTOHEHA OTMaKOBKa, 3a JIa Ce MPEena3saT OT CBETINHA. 3alHulleTe AaTaTa, Ha
KOSITO TIPEIBAPUTEITHO HAITbJTHEHATA TIHCAJIKa € M3BaJIeHa 3a ITbPBH ITBT OT XJIaIWITHUKA U
JaTara Ha M3XBBPJIsIHE Ha 0003HAYEHUTE Ha BHHINTHATA KapTOHEHA OMaKoBKa MecTa. JlaTara Ha
H3XBBPJIAHEC HE TpH6Ba na € CJIC OpUTriHAJIHUA CPOK Ha TOAHOCT, OTII€YATAH BbPXY
KapTOHEHaTa omnakoBka. CIie/1 KaTo BeIHBK MUcANIKaTa € Onia ChXpaHsBaHa MPH CTaifHa
temmneparypa (10 30°C), Ts1 He TpsOBa 1a ce Bpbla B XJIaAUIHUKA. VI3XBBpieTe nucaikara, ako
HE Ce M3II0JI3Ba CJIe]l ChXpaHEHUe TIPH CTallHa TeMIieparypa B paMmkute Ha 30 THU WiH cief
W3TUYaHe Ha OPUTHHAITHUS CPOK Ha TOJTHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

o He pasknamaiite npenBapuTenHo HarrbiHeHUTE nucanku Stelara. [TponbinkurenHoTo
EHEPrUYHO pa3KIIalllaHe MOXKe JIa TIOBPEIH JIEKaPCTBOTO.

He n3nosn3Baiite ToBa JiekapcTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATAa OMAaKOBKa CIIe]
»EXP*/,,Tonen no:“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCIEAHMS JCH OT MOCOYCHHUS MECEII,

° aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBaIy YYy>KI1 YaCTHIIN
(BwxTe Touka 6 ,,Kak usriexzaa Stelara u kKakBO ChIbpIKa ONAaKOBKaTa“");

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

. aKO TPOYKTHT € OWJI €eHEPrUYHO Pa3KIIaTeH.
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Stelara e camo 3a enHOKpaTHa yroTpeba. Hensnon3BaHuAT MPOAYKT, OCTaHAJ B MHCATIKaTa, TpOBa J1a
ce m3xBbpan. He n3XBBpIsiiTe JeKkapcTBaTa B KaHAIN3AIMATA U B KOHTEHHepa 3a IOMAaIlHU
ormapiy. [lonuraiite Bamust gapmarieBT kak 1a U3XBBPIISTE JIEKapCTBATa, KOUTO BeUe HE
n3non3sare. Te3n MepKH Ie CIOMOTHAT 3 ONa3BaHe Ha OKOJHATa cpefa.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHOpManus

KakBo cbabp:xa Stelara

o AKXTHBHO BEIIECTBO: YCTeKUHYMa0. Besika mpeBapuTeIHO HATbJIHEHA MHCAlIKa ChIbpika 45 mg
ycreknaymab B 0,5 ml.
o Hpyru cbeTaBku: L-xucTHauH, L-XUCTHAMHOB MOHOXHUIPOXJIOPUI MOHOXHIPAT, oaucopoat 80

(E433), 3axapo3za 1 BoAa 32 HHKESKIIHH.

Kak u3riie:kna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e 6ucTbp 10 T€KO OMaieceHTeH (¢ mepieH OIIACHK), OE31BETEH A0 ONEA0KBIT HHKCKIIMOHESH
pastBop. Toit Moke J1a ChaBbpKA HAKOIKO JAPEOHU MONTYNPO3PAYHH WITH OCTH YACTHIIN TPOTEHH.
JlocTaBsi ce B KapTOHEHA OMAKOBKA, ChAbPIKAIlla e{HA CTHKJICHA MPEIBAPUTEITHO HAMTBIHEHA MTUCAIIKA
ot | ml ¢ equanyHa 103a. Besika peiBapUTEIHO HAITBJIHEHA MTUCATKa ChAbpKa 45 mg ycrekuHymad B
0,5 ml uHXeKIoHEH Pa3TBOP.

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

B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIsI, CBbPKETE CE C JIOKAJTHUSA
MNPEACTABUTCII HA IPUTECIKATECII HAa Pa3pCHICHUCTO 3a yHOTpCGaZ

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

Bouarapus Luxembourg/Luxemburg

L»JbkoHCHH & JloHChH Bharapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +3214 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
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Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

EAlrGoo

Janssen-Cilag ®oppakevtikny Movorpdcmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

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

Kvnpog
Bapvapoc Xoatinmavaynig Ato
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson 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.0.
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 Mpepasriieskaane Ha JucToBkata 12/2024
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ITonpo6na nHdopMarms 3a TOBa JEKapCTBO € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickara areHius
1o JiekapcrBata https://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/10J1y, IOKATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MH/KEeKTHPaTe bjaHaTa 103a. HE BI[I/IFAI?'ITE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HAIPaBUTe, NPEIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aK/JIYU U HIMA /12 IoJIy4YunTe
I'bJIHATA 1034,

Axo Bammsat nekap pemu, ue Bue wiu oOrprmkBamoTo Bu muiie Moke Ja MOCTaBITe WHKEKIHMUTE CH
Stelara y moma, TpsOBa a moayyuTe 00yUCHHUE 3a MPABUIIHUAS HAUYMH 32 TIOJIrOTOBKA U WHKCKTHPaHE
Ha Stelara ¢ moMoIITa Ha IpeIBAPUTEITHO HAIThIHEeHATa rucanka. He ce omuTBaiite 1a ce
HHKEKTHPAaTe CaMHU, J0KATO He ObjeTe 00yyeHH oT Bamus nexap.

Bcesika npeaBapHuTeHO HAaTbJIHEHA MUCAIKa MOJXKE J1a CE U3I0JI3Ba caMo BeIHBXK. V3xBbpieTe s
(Bmwxre Crbnka 3) ciex ynorpeda, JOpH ako B Hesl € OCTaHAJIO JIEKapCTBO.

He n3noJi3BaiiTe NOBTOPHO NMpeIBAPUTEIHO HANTBJIHEHATA MUCAJIKA.

IMpouereTe Te3m "YKa3aHus 3a ynorpeda' npeau Aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd IbT, KOraTo NMOJIy4aBaTe HOBAa NMPEABAPUTEIHO HATbJIHEHA MUCATKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

OTHOCHO Baiireto 3a00/1sBsIHE WU JIEUCHUE.

Axo0 HEe MOXKeTe Ja CH IIOCTaBUTC CaMW MHXXCKIMATA:

° momoJieTe Barus exap wim MeAUIMHCKA CecTpa Ja Bu momorHaT win
° MIOMOJIETE HAKOM, KOHTO € 00yYeH OT JieKap WM MEAMIIMHCKA cecTpa, 1a Bu mocraps
HHKEKITUHATE.

3a ;a ce HaMalli PUCKBT OT CITydaifHO yOOoKJaHe ¢ Urja, BCAKa IpeIBApUTETHO HAITbITHEHA MTHUCATKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTO aBTOMAaTUYHO IMOKPUBA UIJIaTa U CE 3aKII0UBA, CJIE/ KaTo CTe
MTOCTaBWIJIM MHDKEKIIHITA M MHXKEKTOPHT € BAUTHAT. He moBauraiite mpeIBapuTeITHO HAIThJTHEHATA
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 NpeaAnasuTe/s Ha urjiara, ako €cre ajJeprudHi KbM JaTeKC.

MOJ'I}I, MpoOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MPCAU a 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[€TC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bammus JICKap Wi MCAUIIMHCKA CeCTpa.

m Nndopmanus 3a cbxpaHenue
CoxpansBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako 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 JIeKapPCTBa HA MACTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3IM0a3BalTe. BieMere HOBA IPEBAPUTEIIHO HAIBJIHEHA IIUCAJIKA.

ChbxpaHsiBaiiTe NpeABAPUTE]HO HAITbJIHEHATA NUCAJKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 1a s MpeaNa3suTe 0T CBEeTJIMHA U (PU3NYECKO YBPEKIaHe.

Hmate HyKIa OT OMOII?

Obanere ce Ha Bamms nekap, 3a 1a 00CHIuTe BCHYKH BBIIPOCH, KOUTO MOXKE J]a IMaTe. 3a
JOIIBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a HH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKAJTHUS MPeICTaBUTEIL.
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Yacra Ha IpeIBapHTe/IHO HallbJdHEHATa MHCAJIKA
HHKREKTOP

IIpenn ynotpeda Caen ynotpeda

JApBRKa ~

__JpBKKaTa ce HATHCKA
HAJ0.1y JOKpai

JInaaBo THI0

IIpo3ope ; ¥ Inaaroro Tsa0
He ce BHIKIA

Ipeanasare - - Ciex moBIHraHe

. npeanasHTe AT Ha HIJIATa
HA HIJIaTa { Kamauka PEA

| ce 3aK/II0YBA H ce MOSABSBA
HA HIJIATa =

JI0/IHA Kama4K AKBJATA JICHTA.
He manaiite He BaHraiite no BpeMe Ha
BBIpE. HHKeKTHpaHe.

[NpuroTseTe cnefHUTe MaTepuani.

lNpepocTasexu B onakoskara:

- lNpepsapuTenHo HambNHeHaTa nucanka
MHXeKTop

He ca npefocrasetin B onakoskara:

- TamnoH che cnupt

- MNapyeTa namyx unu mapns

- AxeauBHa npespb3ka

- Kotreiinep 3a octpu npeameTH (Bukre

Crbnka 3)

1. IToaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emete kapToHeHaTa(uTe) ONAKOBKA(H)

Axo e(ca) cpxpaHsBaHa(1) B XJIQAWIHUK, N3BaJIeTe KApTOHEHATa(UTe) OMaKOBKA(¥) C PEIBAPUTEITHO
HarbJIHEHATA MUCAJIKA OT XJIQJWIHUKA U s(TH) TIOCTaBeTE HA paBHA MMOBBPXHOCT.

OcraBere Ha cTaifHa TeMnepaTypa 3a Haii-Maako 30 MHUHYTH TIpeH yroTpeoda.

He 3aToruisiiTe o HUKaKbB JPYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe eHa NpeABAPUTETHO HAITbJIHEHA NTHCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyunre exna ot 90 mg uiu 1Be oT 45 mg npeaBapuTEeHO HATBJIHEHU
MHACAJIKA. AKO TIOy9HTe JABE MPEIBAPUTEITHO HAITBJIHEHN TUCAIKHY OT 45 mg, cneasaiite Cteiku 1-3 u
3a IBETE MHKEKLINH.

H30epeTe pa3au4HO MACTO 32 HH:KEKTHPaHe HA BTOPATA NHIKEKIUS.
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IIpoBepeTe 1aTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,I'01eH 10:“) U 3ame4YaTBaAHETO HA
KapToHeHaTa(uTe) ONaKoBKa(M)

He u3non3Baiite npenBapuTeIHO HAITbJIHEHATA IMCAJIKA, AKO 3aIlIeYaTBAaHETO HA KapTOHEHATa
OIIaKOBKa € HapyIIEHO WM aKO CPOKBT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWiIa ChXpaHsBaHa Ha Temiieparypa Hag 30°C. Obanete
ce Ha Bamms nexap winu apManeBT 3a HOBa MPEIBAPUTENTHO HAITBJIHEHA MTHCANIKA.

o’

N36epeTe MACTO 32 MHKEKTHPaHe

N36epere eUH OT CIICTHATE YYaCThIH 32 HHKEKTHPaHE:

o [Mpeanara yact Ha GeapaTa

. JlonHaTa yacT Ha KOpeMa, ¢ U3KIIOYEHHE Ha 5-CAaHTUMETPOBaTa 30Ha TOYHO OKOJIO ITbIIa

AKo HAKOI Ipyr Bu moctaBs MHXKEKIHITA, MOXeE J1a U3M0JI3Ba CHIIIO:
o 3aJ{HaTa 4acT Ha MUIIHUIUTE

He HHH(CKTHpaﬁTe B KOXKa, KOATO € YyYBCTBUTCIIHA, HACUHCHA, 3a4YCPBCHA WIN BTBBPACHA.

H3noa3Baiite PA3JINYIHO MACTO 324 HTHIKCKTHPAHE MIPU BCAKO HHKEKTHPAHE.
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WN3muiiTe pbuere cu
Wzmuiite 1oOpe phleTe CH ChC CallyH U TOIJIa BOAA.

Ilouyucrere MICTOTO HA HHIKEKTHPaHe

W36bpuere n3dpaHoTo oT Bac MACTO 3a HHXKEKTUpPaHE C TAMIIOH ChC CIIUPT U I'O OCTAaBETE Ja
U3CHXHE.

He nokocpaiite, He BEUTE U HE JyXalTe BbPXY MSCTOTO Ha MH)KEKTHUPAHE, CIEl KaTo CTE Io
HOYMCTHIIN.

IIpoBepeTe Te4HOCTTA B MPO30PUETO

N36epete nobpe ocBeTeHa, 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
yactuny. Obanere ce Ha Bamys iexap niy apManeBT 3a HOBa IIPEIBAPUTEIIHO HAITbJIHEHA ITHCANIKA.

2. Un:xxkekTupane Ha Stelara

227N

MzabpnaiiTe qo1HATA Kanmavka

JpbxTe phLeTe CH Aajied OT NpeAnasuTe/Ist Ha UIJIaTa, cjell KaTo cBajuTe Karnaykata. HopmanHo
€ 1a BUOAUTC HAKOJIKO KAaIlK1 TCYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJIe[l OTCTPaHsAABAHE HA Kala4dkKara.

He nocrassiite kanaukara oopatHo. ToBa Moske J1a ToBeJie 1O YBPEKAaHe Ha UIJIaTa.

He m3non3Baiite mpeaBapuTEIHO HAITbIHEHATA MUCAJIKA, aKO Ts ObJIe M3IyCHATA ClIe/l OTCTPaHIBaHEe
Ha Kanadkara. Obanere ce Ha Bamus nekap win ¢apMalieBT 3a HOBA MIPEJBAPUTETHO HATBITHEHA
nucaka.
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IlocTaBeTe HanmpaBo BLPXY KoxkaTa. HaTHCHeTe ApbiKKaTa JOKPail HAaJ0J1y, JOKATO NMpecTaHe Aa
ce BIK/A JWJIABOTO TSIO.

HE BJIUTAUTE HAITbJIHEHATA NPEJIBAPUTEJIHO ITUCAJIKA 1o Bpeme Ha
MHKEKTUPaHeTO!

Axo ro HarpaBUTe, NPCAITA3UTCIIAT Ha UIJlaTa i€ CC€ 3aKJI04YH, KaTO CC MMOABU KXbJITA JICHTA, U HAMaA J1a
MOJTyYUTE IThJTHATA J1034.

Mosxe fa gyeTe MpaKBaHe, KOraTo HHXEKTUpaHeTo 3arnouHe. [IpoabinkeTe 1a HATHCKATE.
AKO yceTuTe ChIPOTHBJIEHHE, MPOIABJIKETE 1a HaTHCKaTe. ToBa € HOpMAaJIHO.
JlexkapcTBOTO Ce MHXKEKTHUPA, T0KaTO HaTHcKare. [IpaBeTe ToBa ChC CKOPOCT, 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
JKpnTaTa neHTa oka3Ba, 4e Npeana3uTeNsaT Ha UIIaTa € 3aKIF0YeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO 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 € He0OXO0IMO, TOKPUITE MACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TOJTyyHuTe JBE MPEABAPUTENHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKH
1-3 ¢ BrOpara npenBapuTEIHO HalTbIHEHa nucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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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 nundopmanus.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOHTO nmpuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOKe J1a Ce HaJI0XH Jia S MPOYETETE OTHORO.

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

- ToBa nekapcTBO € mpeanucano nyHo Ha Bac. He ro mpeoTcrriBaiite Ha Apyru xopa. To Moxe
Jla M HaBpeJy, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TIXHOTO 3a00JIsBaHe ca ChIUTE KaTo BamuTe.

- AKO MoITyunTe HIKAKBU HEXKEJaH! peakiny, yBegomere Bamst nekap win apmariet. Toa
BKJIFOYBA M BCHUYKU Bh3MOKHU HE)KEJIaHU PEaKIIMU, HEOIMCAHU B Ta3H JIUCTOBKA. BrkTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

KakBo npencrapnsBa Stelara u 3a KakBo ce U3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3noi3sare Stelara

Kak na n3znomnssare Stelara

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansiBare Stelara

ChbabppkaHue Ha ONIAaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

Sk wnE

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

KakBo npeacraBiasia Stelara

Stelara chappka aKTHBHOTO BEIIECTBO ,,yCTEKHHYMA0”, KOETO € MOHOKJIOHATHO aHTHUTSLIO.
MOHOKJIOHAIHUTE aHTHUTENa Ca 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 aKTMBHOCTTA Ha 4acT OT UIMyHHAaTa CUCTEMA.

3a kakBo ce n3noJsBa Stelara
StE|ara, MPUIIOKCHA € U3IMOJI3BAHCTO HA IPCABAPUTCIIHO HAITBJIHCHA TN CAJIKA, CC U3II0JI3Ba 3a JICUCHHUC
Ha CJICAHUTC Bb3MNAJINTCIITHA 3a00JIBaHHUS:

o [TnakoB ncopuasuc - Mpy Bb3PACTHU H Jelia Ha Bb3PACT OT 6 FOAMHU U O-TOJIEMH
o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena a0 texka 6onect Ha KpoH — npu Be3pacTHH

o YMepeH 0 TeXbK yIEPO3eH KOJUT — [IPY Bb3PACTHU

IlnakoB ncopuasuc
,,HJ’IaKOB ncopna3nc” € KOXXHO 3a60J’IHBaHe, KOCTO BOAMU A0 BB3MNAJICHUE, 3acCiAraio KoxKaTta U HOKTHUTC.
Stelara HamaJsiBa BB3MAJICHUETO U APYTUTE IPU3HAIN HA 3200JISIBAHETO.

Stelara, npuoskena ¢ U3MOI3BaHETO HA MPEIBAPUTEIIHO HAITBIITHEHA TTHCAJIKA, CE U3II0JI3BA IIPH
BB3PAaCTHHU C YMEPEH J0 TEXbBK IUIAKOB IICOPUA3UC, KOUTO HE MOTraT Aa U3IO0J3BaT LIUKJIOCIIOPHH,
METOTpeKcaT Win (HOTOTepaIns, WM KOraTo Te3H JICYCHUS HE IeHCTBaT.

IlcopnaTnuen apTpur

[McopuaTHueH apTpUT € BH3NAIUTETHO 3200JIsIBaHe HAa CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKo UMaTe akTUBEH MCOPUATUYEH apTpUT, IbpBO 11ie Bu nekyBar ¢ apyru ekapctsa. AKO
HE ce MOBJIUsETE AOCTaThUHO A00pe OT Te3H JeKapcTBa, Moxke 1a Bu ce npennume Stelara, 3a na ce:
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. HAMaJISIT MPU3HAIMTE ¥ CUMIITOMUTE Ha 3a00isBaneTo Bu;
. nonoOpu puzuueckoTo Bu chcrosiame;
° 3a0aBM yBpEKIaHETO Ha BamuTe cTaBw.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanmuTennHo 3a00isBaHe Ha yepBara. Ako umate 6osect Ha KpoH mepRo 111e
Bu ce nagaT npyru nekapctBa. AKO He CE MOBIIMSETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TC3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CUMIITOMUTE Ha
3a0oIsiBaHeTO B,

Yaueposen koauT

VYAepo3HUT KOJIHT € Bh3NATUTEIHO 3a00IBaHe Ha YepBaTa. AKO UMaTe yIIIEPO3eH KOIUT, TbPBO
nie Bu ce mamat npyru nekapctBa. AKO HE ¢e OBIUSABATE OOPE UM UMATe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a001BaHe.

2. Kakso TpsdBa na 3Haere, npeau Aa usnoJseare Stelara

He u3noaseaiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAINUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOCHU B TOUKA 6).
o AKO MMaTe aKTHBHA MHpEKIMA, KOATO Bamusr siekap Hamupa 3a 3HaUnMa.

AKO He CTe CUTypHU JIajli HAKOE OT U30pOCHUTE TI0-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
Jiekap win apmarieBT, npeau aa u3noissare Stelara.

IIpenynpeskaenus u npeanasHu MepKu

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBHCTOSTHUETO BU mpeu BeAKo JieueHne. Y BeIoMeTe CBOs Jiekap 3a Besika Barra 6omect nmpean Besko
nedenue. Copio Taka nHPopMupaiiTe Bamus nekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOWTO
MOJKe J1a uMa TyOepKyo3a. BamusT nexap e Bu npernena u mie HanpaBu U3clieABaHE 3a
TyOepKyIo3a, penu aa usnonssare Stelara. Ako Bammst nekap cMsTta, 9e cTe U3JI0KEHH Ha PUCK OT
TyOepKyIo3a, Moxke 1a Bu mpemuiie iekapcTsa 3a JISYeHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIAU

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLMH, BKIIIOUUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, JOKaTo puemare Stelara.
Buxre ,,Cepno3Hu HexenaH! peakiiny’’ B TOUKA 4 3a MBJIHKUA CIUCHK Ha T€3U HEXEJaH! Peaklnu.

IIpenn na usnonseare Stelara undopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMAJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HAKOTa cTe HMAJIN HSAKAKBB BUJI PaK — TOBA €, 3alll0TO UMyHOCyTnpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOXe Jja MOBHIIH PUCKa OT pax.

o AKO cTe JeKYBaHM 32 IICOPHA3HC C APYTrH OHOJTOTMYHH JIEKapCcTBa (JieKapcTBo,

NMPOU3BeJeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO MIMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B yYaCTBLHUTE C ICOPUA3UC WU 110
He3acerHaraTa Koa.

o AKO HSIKOTa cTe HMAJIN AJIePrHYHA PeaKlus KbM JaTeKce Win MHxKkeknusa Stelara —

OIIaKOBKaTa, B KOATO C€ HAMHPA TO3H JEKaPCTBEH MPOAYKT, ChAbPXKa JaTEKCOBA I'yMa, KOSATO
MOXE J1a IPCAU3BHUKA TCKKU aJICPTUYHU PCAKIWHU IIPU XO0pa, YyBCTBUTCIIHU KbM JIATCKC. Buxre
,,CIieieTe 3a CEpHO3HH HEXXeJIaHU peakui’’ B TOUKa 4 3a MpHU3HAINTE Ha aJlepruyHa peakiusl.

o AKO moJiyuaBare Jpyro jedeHue 3a MCOPHAZUC W/HWIH NICOPHATHYEH APTPUT — KaTo JIPyTU
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TSUIOTO ce JIeKyBa ¢ THIl yirpaBuosierosa (UV)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE Jia OTCIIA0AT YacT OT UMyHHAaTa cucTeMa. M3non3saHero
Ha Te3H JIeueHHs 3aeJHO cbe Stelara He e uscnenBano. Bp3moxkHO € 0baye, TO J1a yBelIndn
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Jany Stelara Moke 1a OKa)ke BIMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJX 65 roIMHN — MOKe 1a CT€ MO-CKJIIOHHU KbM MH()EKLINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny ga u3noiseare Stelara.

Hsxou namuentu ojry4yaBat J'Iyl'[yc-l'[OI[06HI/I PCaKnu, BKIIIOYUTCIIHO KOXKCH JIYITYC CPpUTCMATOACC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO ITOJIYYHTC YE€PBCH, HAAWTHAT, JIFOMICII] CE 06pI/IB, IIOHAKOTI'a C IO-TBbMHM I'PAHUIIU, B U3JIOKCHUTEC
Ha CIIBHIC Y4aCThIU Ha KOXaTa UK CTaBHU 0OJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNTH ca HabII0AaBaHU B IPOYUYBAHE NPH MALUEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEYHO 3a00JsIBaHE U
uHCyNT pH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonasnl HauuH. HezabaBHo moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHara
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO UKW I'OBOPHU WX 3PpUTCIIHU CMYIICHUS.

Jleua u roHOIIHN

Stelara mpeBapuTeTHO HAITBJIHEHA MTHCAJIKA HE C€ TPEMOPHYBA 3a yIoTpeda MpH JIela Ha Bb3pacT MO
18 romuHu ¢ ncopuasuc, 3aloTo HE € MPOYyYBaH MPH Ta3K Bh3pacToBa rpymna. Bmecro Toa npu aena
Ha BH3PAcCT 6 WK MTOBEYE TOWHU U FOHOIIH C TICOPHA3KC TPsiOBa Ja ce M3IM0J3Ba IIPEIBAPUTEITHO
HaIbJIHEHA CITPUHIIOBKA WX (DIIaKOH.

Stelara He ce mpemopbUBa 3a ynorpeda mpH Jelia ¥ FOHOIIHN Ha BB3PACT Mo/ 18 roauHu ¢ ICOpHaTHYCH
apTpuT, ¢ 6osect Ha KpoH uiy ¢ yiuepo3eH KOIUT, 3alI0TO He € MPOyYBaH IIPH Ta3u Bb3PacToBa

rpymna.

Jlpyru jexkapcTBa, BakciHH M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

o AKO 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 BakKCHHM (’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 BakcuHH, kato BI[JK BakcuHa (M3mon3Bana 3a npeana3BaHe ot
TyOepKyJo3a). JKuBMTEe BaKCHMHHU HE € IpernophuBar 3a Barero 0e0e mpe3 mbpBUTE JIBaHAIECET
Mecelna ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He npenopbsya Apyro.

bpeMeHHOCT M KbpMeHe

. AKo cTe OpeMeHHa, cMsTaTe, Y€ MOXKe Ja CTe OpeMEeHHA WK ITUIaHupaTe OPEMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JIEKAPCTBO.
o He e nabnroaBaH mo-BUCOK PHCK OT BpojieHH Jedektn npu 6ebeTa, n3nnoxkeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH jkeHH 00ade ca OrpaHUYCHH.
ITopaau ToBa € 3a mpeanoYnuTaHe Ja ce u30sarea ynorpedara Ha Stelara o Bpeme Ha
OpeMeHHOCT.

o AKO cTe JKeHa C JIeTepOIeH MOTESHINATT, XKeJIaTeTHO € J1a He 3a0peMeHsIBaTe U Jia M3II0JI3BaTe
MOJXOAII MPOTHBO3auaTh4eH METOI, KOorato u3noissare Stelara u mone 15 cenmuny cien
MOCJIeTHOTO TIpuiaraHe Ha Stelara.

o Stelara Mo>xe 1a mpemMHHe Mpe3 IUIaleHTaTa B HepoJIeHoTo Oebe. AKo cre nmomyyaBanu Stelara
1o BpeMe Ha OpeMeHHocTTa cH, 6edbeTo By Moke j1a Ma T0-BHCOK PUCK OT HH(EKITHS.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO Mallki KojiuecTBa. [lockBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,04 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopbaTuTe Morar Aa NPUUMHAT alNepruuHy peakuuu. TpsaoBa na kaxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJePTHH.

3. Kak na usnoJsBare Stelara

Stelara e nmpeaHa3HaueH 3a yrmoTpeda moa prKOBOJACTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHHUETO
Ha 3a00JIsIBaHMs, 32 KOMTO € Tokasan Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Heulo, nonutaiite Bamws nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrassat
WHXKEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuvecTBO Stelara ce npuiara
BammsT nekap e pemm KakBo KoimdecTBo Stelara TpsiOBa fa MoirydnTe U 32 KaKbB IIEPHO OT BpEME.

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

o IMpenopbunTenHaTa HavanHa go3a € 45 mg Stelara. ITanuentun ¢ terso wag 100 kumorpama (KQ)
MO3Ke J1a 3armovyHar ¢ go3a 90 mg Bmecro 45 mg.
o Crien HavanHaTa 7103a, ciiejBaniara Bu 1o3a e 0b/1e 4 ceIMHUI M0-KbCHO | CJIS] TOBA Ha

Bceku 12 ceamunu. CrenpammTre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu mpuiioxu mbpBara Jg03a OT IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavalHaTa 1034,
1Ie ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciexn 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MAIllUEeHTH, CIIe] IbpBaTa MoJK0KHA HHKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pen kora TpsiOBa 1a MOoIy4uTe CleABaliara Cu 103a.

Kak ce npuiara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS N0/ KoXkaTta (oAK0XHO). B Hayanoro Ha Barero jeuenue,
Stelara Mo>xe 1a ce MHXKEKTHpa OT JeKap WM MEIUIMHCKA CECTpa.

o Bue u Bammsr siekap obade Mosxe J1a pemmte, 4e Bue camu Moxe na cu mHxkektupare Stelara.
B TaxbB ciyyaii me npeMuHeTe 00y4eHue KaK Jja CH MH)KeKTupate Stelara caMOoCTOSTENHO.

o 3a yka3aHus Kak J1a HHKekTtupare Stelara BikTe ,,YKazaHHs 32 IPUIOKEHHE B Kpasi Ha Ta3H
JUCTOBKA.

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

AKoO cTe M3MoI3Bay Win ca Bu nprnoxmmm mosede ot HeoOxomaumara 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 CcTe MpoITyCHAH /1032, CBhpKeTe ce ¢ Bamms nekap wium dapmaneBt. 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 UMate HIKaKBH JIOTBIHUTEITHA BBIIPOCH, CBhP3aHH 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' ITOJTy4aBa.

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

AJIepruYHH peakiuu — MO3Ke /1a U3MCKBAT cnemHo jJeyenne. Mudopmupaiite Bamus gexap wim
He320aBHO NOTBHPCeTe CHeIHA MeIUIUHCKA IOMOLI, KO0 3a0e/1esKUTe HAKOM OT CJIeIHUTe
NMPU3HALHU.
o CepHo3HHTE aIEPTUYHA peakini (,,aHaduIakcus’”) ca peAKyu MpHU Xopa, npruemantu Stelara
(moxe ma 3acernar g0 1 va 1 000 gymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTpyAHEHO JTUIIAHE WK TPETThIIaHe
o HHCKO KPBBHO HAJSTaHE, KOETO MOJKE Ja IPHYMHH 3aMastHOCT WM CBETOBBPTEX
o NO/yBaHe Ha JIMLETO, YCTHAUTE, YCTATa WM I'bPIIOTO.
o YecTuTe NpU3HAIM HA aJleprUYHa PEaKIHs BKIIOYBAT KOKEH OOPUB U YPTHKApHs (MOXKe /1a
3acertar a0 1 Ha 100 gymm).

B peaxu ciayyau ce cb0011aBaT aJepruyHu 0ejI0Apo0HN peakunu U 0eJI0Apo0OHO Bb3NaJIeHUue
NP NAHEHTH, KONTO MOJIy4YaBaT ycTeKMHyMa0. YBegomeTe BeqHara Bammus iekap, ako
MOJIy4HTe CHMIITOMH KaTO KalLINLA, 3aAyX U BUCOKA TeMIlepaTypa.

AKO NoJTyuTe Cepruo3Ha allepruyHa peakius, Bammsr gekap moxe j1a pemin, ue Bue He TpsiOBa 1a
ynoTpebsBare Stelara oTHOBO.

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

. HHGEKIUUTE Ha HOCA WIIK T'BPJIOTO M MIPOCTY/IaTa ca YecTH (MOJKe J1a 3acerHar ao 1 Ha
10 mymm)

o WHQEKIMUTE Ha JIOTHUTE TUXATSITHH IBTUINA (TPBIHN HHPEKIMN) ca HedecTH (MOoXe Ja
3acerHat jo 1 Ha 100 mymm)

o BB3NAJIICHUETO Ha MOJKOKHATA ThKaH (LETyJIUT) € HeuecTo (MoXe Ja 3acerHe 1o 1 Ha
100 mymm)

o xeprnecute (Bua Oosie3HEH 00pHB ¢ MeXypH) ca HedecTH (Moxe Aa 3acerHart Ao 1 va 100 mgymm)

Stelara mo>xe 1a Hamanu ciocooHoctTa Bu na ce 6opute ¢ nndexuun. Hiaxon nadexunn Moxe na
CTaHAT CEPUO3HH U MOJXKE JIa BKIIFOUBAT WHEKIINU, IPUIMHEHH OT BUPYCH, T'bOWYKH, OaKTEepUu
(BKJIFOUUTEHO TyOEpKyJI03a) UK Mapa3uTH, BKIFOUUTETHO MH(DEKIINU, KOUTO Bh3HUKBAT MPEIUMHO
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TIPH XOpa ¢ OTCIIa0eHa UMYHHA crcTeMa (OTMOPTIOHUCTHYHH HH(EKIHH). [Ipu marueHTH, moryJaBanti
YCTEeKHHYMa0, ce ChOOIIaBaT OMOPTIOHUCTUYHHN HH(PESKIIUK Ha MO3bKa (€HIC(aIUT, MEHUHTHUT),
Oenute TPOOOBE U OUHTE.

Hoxato ymotpedssare Stelara, TpsiOBa ma ciequTe 3a mpu3Hany Ha wH(EKws. Te BKIFOYBar:
BHCOKA TEMIICPaTypa, TPUIIONIOJO0HU CHMIITTOMHM, HOIITHO TIOTEHE, 3ary0a Ha Terio

yMopa WU 3a/1yX, YIIOPHUTa KalLIUIa

TOILIA, 3a4EePBEHA U OOJIC3HEHA KOXKa WIIM 0OJIC3HEH KOXKEH OOPUB C MEXYPH

napeHe Mpu ypUHUpPaHEe

Japust

3pUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

r1aBo0omKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, T'aJIcHe WK O0bPKAHOCT.

HNudopmupaiite Bamms nekap BeqHara, ako 3a0eexXuTe HIKOH OT Te3u Npu3Hauy Ha nHdekuus. Te
MoTar 1a ObIaT MpU3HaI Ha HHPEKITUH KaTo TPBIHA HHOEKITNH, KOKHA HH(EKITHH, XepIiec 30CTep
WIN ONOPTIOHUCTUYHY MH(EKLINHU, KOUTO MOTaT Jja JOBEAAT 10 CEPUO3HM YCIOKHEHHUS.
HNudopmupaiite Bamms nekap, ako nMare HIKaKBa yIopuTa WK TOBTapsia ce uadekuus. Bammsar
JeKap MOXKe Jia pellid, 4e He TpsgOBa aa ynotpedsBate Stelara, mokaro nHekusaTa HE OBIC
n3JIeKyBaHa. YBegoMeTe Bamus siekap, 1 ako ©MaTe OTBOPEHU PaHU WIHM HapaHsSBaHUs, ThU KaToO
MO J1a ce HH(EKTHpaT.

JliouieHe Ha KOKaTa — MHTEH3UBHOTO 3a4YepBsiBaHe U JIIOLIEHE HA KOXKATa HA M0-roJisiMa 1oL
10 TAJIOTO MOKe A2 ca CHMIITOMM HA epUTPOAepPMUYEH IICOPHAZUC WU eKC(]POInATHBEH
AePMATHT, KOUTO €A CEPHO3HU KOKHM 3a00/IsIBaHUsA. AKO 3a0e/1eKUTe HAKOH OT Te3! NMPU3HALM,
TpsidBa 1a nHgopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJTAaHU pCaKIIUU

YecTu HexeNaHU peakum (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
Japus

rajeHe

HOBpPBILAHE

ymopa

3aMastHOCT

ri1aBoOome

CchpOex (IpypuUTyC)

Ooika B r'bpOa, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJIEHO I'bPIIO

3a4yepBsBaHe U 00JIKA Ha MSICTOTO HA MH)KEKTHPaHE
UH(EKIUs Ha CHHYCUTE

He4ecTu Hesxxenanu peakumn (Moxe 1a 3acersHat 1o 1 Ha 100 qymm):

WHQEKINN Ha 350HUTE

BarmHajTHa MHMEKIHS, TPUINHEHA OT I'bONYKHI

Jenpecus

3aIyIeH HOC WK XpeMa

KbPBEHE, TOCHHIBAHE, BTBBP/ISIBAHE, TIOlyBaHE M ChPOEK HA MSICTOTO HA HHKEKTUPAHE

ycellaHe 3a cj1adocT

criaJilaHe Ha Kiieraya v U3KpUBsBaHEe HAa MYCKYJIMTE Ha eJHaTa TIOJIOBHUHA Ha JIMIETO (,,JTHIIEBa

napanusa” WiH ,,japain3a Ha ben”), KosTo 0OMKHOBEHO € BpeMEHHa

o NPOMSIHA Ha TICOPHA3UCca ChC 3a4epBsIBaHE U HOBH MAJIKH, JKBJITH WX O€IHM MEXypH IO KOXKaTa,
MTOHSAKOTA MPUAPYKEHH C TeMItepaTypa (IIyCTyJIO3€H IICOPHUA3HC)

. OeneHe Ha KoKaTta (eKCQoaramus Ha KOKaTa)

o aKHe
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Penxu Hexes1aHM JeKapcTBeHN peakunu (Moxke na 3acertat 1o 1 #Ha 1 000 gymmm)

o 3auepBsaBaHE U JIFOIICHE HAa KOXKAaTa Ha IMO-TOJIsIMa TUIOI 110 TSIIOTO, KOUTO MOXKE Ja ChPOSsT HITH
na ca 6one3neHu (ekchonmaTuBeH nepMaTuT). [1omo0HN cHMITTOMY TTOHSKOTA C€ Pa3BUBAT KaTo
€CTECTBCHA MPOMSHA Ha BU/Ia HA CUMIITOMHTE Ha IICOPUA3UC (EPUTPOICPMHIUECH IICOPUA3HC)

o Brananenue Ha ManKUTe KPHbBOHOCHHU ChIOBE, KOSTO MOXKE JIa TOBEJE 0 KOKEH OOPUB C MAaJIKH
YEepPBCHU I JIWJIABY MOy THHU, TEMIIEPaTypa Win OOJIKa B CTaBUTE (BaCKYJIHT).

MHoOro peaKH HeKeJIaHM JieKapcTBeHN peakuun (Moxe fa 3acerHat o 1 Ha 10 000 mymim)

. OO6pasyBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe J1a Ob/ie 3auepBeHa, chpOsia u 6one3HeHa
(6ynosen nempurounn)

o KOXKEH JIYITyC epuTeMaToieC 1 Jymyc-ogo0eH CHHAPOM (YepBeH, HaJUrHaT, JIIOLICH] ce 0OpHB
B M3JIOKECHHUTE HA CIIHHIIC YYACTHIIM HA KOXKaTa, KOUTO MOXKeE Jia € MPUIPYKEH OT OOJIKH B
CTaBHTE).

Cho0maBaHe Ha HesKeJIAHH PeaKINU

AKO mosTyunTe HAKaKBU HEKEJIaHU JICKApCTBEHU peakiy, yBeaomere Bamus nexap uinm hapMaresr.
ToBa BKJIIOUBa BCHYKH Bb3MO)KHH HEONHMCAHH B Ta3M JINCTOBKA HEXKEJIaHU peaklnu. Mo)keTe ChIIo Ja
ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HallMOHAJIHATA CUCTEMa 32 ChOOIaBaHe B!
W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,JJamsia I'pyeB” Ne §

1303 Cocpus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cpo0mmaBare HexxenaHU peakiuy, MOXKeTe Ja a/ieTe CBOsI IPUHOC 3a TOJy4aBaHe Ha IOBeue
uH(OpMaIHsl OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansBare Stelara

o Jla ce chXpaHsiBa Ha MSICTO, HEJOCTBITHO 3 JIeTa.

o Ia ce coxpanssa B xmaquwiauk (2°C—8°C). Jla He ce 3aMpassiea.

o ChxpaHsBaiTe NpeIBAPUTEIIHO HATbJIHEHATA MTHUCAJIKA B KAPTOHEHATA OMAaKOBKa, 3a J1a ce
Npe/a3y OT CBETIINHA.

o AKO € HEOOXO0IMMO, OTJCITHUTE MPEIBAPUTEITHO HAITBIIHEHU THCANKH Stelara MoXke ChINO Jia ce

ChXpaHsiBaT mpu craiiHa tremmnepatypa 10 30°C 3a MmakcumMyM eauH niepuon A0 30 1Hu B
OpUTHHAJHATa KapTOHEHA OTMaKOBKa, 3a JIa Ce MPEena3saT OT CBETINHA. 3alHulleTe AaTaTa, Ha
KOSITO TIPEIBAPUTEITHO HAITbJTHEHATA TIHCAJIKa € M3BaJIeHa 3a ITbPBH ITBT OT XJIaIWITHUKA U
JaTara Ha M3XBBPJIsIHE Ha 0003HAYEHUTE Ha BHHINTHATA KapTOHEHA OMaKoBKa MecTa. JlaTara Ha
H3XBBPJIAHEC HE TpH6Ba na € CJIC OpUTriHAJIHUA CPOK Ha TOAHOCT, OTII€YATAH BbPXY
KapTOHEHaTa omnakoBka. CIie/1 KaTo BeIHBK MUcAlIKaTa € Oniia ChXpaHsBaHa MPH CTaifHa
temmneparypa (10 30°C), Ts1 He TpsOBa 1a ce Bpbla B XJIaAUIHUKA. VI3XBBpieTe nucajikara, ako
HE Ce M3II0JI3Ba CJIe]l ChXpaHeHUe TIPH CTallHa TeMIieparypa B paMkute Ha 30 THU WiH cief
W3TUYaHe Ha OPUTHHAITHUS CPOK Ha TOJTHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

o He pasknamaiite npenBapuTenHo HarrbiHeHUTE nucanku Stelara. [TponbinkurenHoTo
EHEPrUYHO pa3KIIalllaHe MOXKe JIa TIOBPEIH JIEKaPCTBOTO.

He n3nosn3Baiite ToBa JiekapcTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATAa OMAaKOBKa CIIe]
»EXP*/,,Tonen no:“. CpoKbT Ha TOIHOCT OTTOBAPs HA MOCIEAHMS JICH OT MOCOYCHHUS MECEII;

° aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBaIy YYy>KI1 YaCTHIIN
(BwxTe Touka 6 ,,Kak usriexzaa Stelara u kKakBO ChIbpIKa ONAaKOBKaTa“");

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

. aKO TPOYKTHT € OWJI €eHEPrUYHO Pa3KIIaTeH.
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Stelara e camo 3a enmHOKpaTHa yroTpeba. Hensnon3BaHUAT MPOAYKT, OCTaHAJ B IHCATIKaTa, TpAOBa J1a
ce m3xBbpan. He n3XBBpIsiiTe JeKkapcTBaTa B KaHAIN3AIMATA U B KOHTEHHepa 3a IOMAaIlHU
ormapiy. [lonuraiite Bamust gapmarieBT kak 1a U3XBBPIISTE JIEKapCTBATa, KOUTO BeUe HE
n3non3sare. Te3n MepKH Ie CIOMOTHAT 3 ONa3BaHe Ha OKOJHATa cpefa.

6. ChabpikaHue HA ONMAKOBKATA U JOMBJIHUTENHA HHOpManus

KakBo cbabp:xa Stelara

. AKTHBHO BEILIECTBO: YCTeKHHYMa0. Besika mpeiBapuTeIHO HaTbJIHEHA MHECaIKa Chabpka 90 mg
ycrekuayMad B 1 ml.
. Jpyru cbetaBku: L-XucTHanH, L-XUCTHINHOB MOHOXHAPOXJIOPHA MOHOXHAPAT, nonucopbar 80

(E433), 3axapo3za 1 BoAa 32 HHKESKIIHH.

Kak u3riie:kna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e 6ucTbp 10 T€KO OMaieceHTeH (¢ mepieH OIIACHK), OE31BETEH A0 ONEA0KBIT HHKCKIIMOHESH
pastBop. Toit MoXxe a Chabpka HAKOJIKO APEOHH MOMYTPO3PAYHH WITH O YaCTHIIH ITPOTEHH.
JocraBs ce B KapTOHEHA OMAKOBKA, ChIbPKAIIlA €IHA CTHKIIEHA MTPEeIBAPUTEITHO HAITBITHEHA MTHCAIKA
ot | ml ¢ equanyHa n03a. Besika peiBapuTEIHO HAITBJIHEHA MTUCATKa chabpxka 90 mg ycrekuHymad B
1 ml uHXeKIMOHEH pa3TBOP.

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

B-2340 Beerse

benrus

IIpoussoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIsI, CBBPIKETEC CC C JIOKATTHUSA
MNPEACTABUTCII HA IPUTECIKATECII HAa Pa3pCHICHUCTO 3a yHOTpCGaZ

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

Bouarapus Luxembourg/Luxemburg

L»JbkoHCHH & JloHChH Bharapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +3214 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
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Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

EAlrGoo

Janssen-Cilag ®apuaxevtiky Movorpdowmnn
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

Kvnpog
Bapvapoc Xoatinmavaynig Ato
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romaéania 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.0.
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 Mpepasriieskaane Ha JucToBkarta 12/2024
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ITonpo6na nHdopMarms 3a TOBa JEKapCTBO € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickara areHius
1o JiekapcrBata https://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 mpeaara B mpeABapUTEIHO HATBJIHEHA MHCAIKA 32 eJHOKpaTHA yIoTpeba, ChabpxKaia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme Ha HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10J1y, IOKATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MH/KEeKTHPaTe bjaHaTa 103a. HE BI[I/IFAI?'ITE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HAIPaBUTe, NPEIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aK/JIYU U HIMA /12 IoJIy4YunTe
I'bJIHATA 1034,

Axo Bammsat nekap pemu, ue Bue wiu oOrprmkBamoTo Bu muiie Moke Ja MOCTaBITe WHKEKIHMUTE CH
Stelara y moma, TpsOBa a moayyuTe 00yUCHHUE 3a MPABUIIHUAS HAUYMH 32 TIOJIrOTOBKA U WHKCKTHPaHE
Ha Stelara ¢ moMoIITa Ha IpeIBAPUTEITHO HAIThIHEeHATa rucanka. He ce omuTBaiite 1a ce
HHKEKTHPAaTe CaMHU, J0KATO He ObjeTe 00yyeHH oT Bamus nexap.

Bcesika npeaBapHuTeHO HAaTbJIHEHA MUCAIKa MOJXKE J1a CE U3I0JI3Ba caMo BeIHBXK. V3xBbpieTe s
(Bmwxre Crbnka 3) ciex ynorpeda, JOpH ako B Hesl € OCTaHAJIO JIEKapCTBO.

He n3noJi3BaiiTe NOBTOPHO NMpeIBAPUTEIHO HANTBJIHEHATA MMHCAJIKA.

IMpouereTe Te3m "YKa3aHus 3a ynorpeda' npeau Aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd IbT, KOraTo NMOJIy4aBaTe HOBAa NMPEABAPUTEIHO HATbJIHEHA MUCATKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

O0THOCHO Baiireto 3a001s1BaHe WM JICUCHHE.

Axo0 HEe MOXKeTe Ja CH IIOCTaBUTC CaMW MHXXCKIMATA:

° momoJieTe Barus exap wim MeAUIMHCKA CecTpa Ja Bu momorHaT win
° MIOMOJIETE HAKOM, KOHTO € 00yYeH OT JieKap WM MEAMIIMHCKA cecTpa, 1a Bu mocraps
HHKEKITUHATE.

3a ;a ce HaMalll PUCKBT OT CITydaifHO yOOKJaHe ¢ Urjia, BCAKa IIpeIBapUTETHO HAITbJITHEHA MTHCaTKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTO aBTOMAaTUYHO IMOKPUBA UIJIaTa U CE 3aKII0UBA, CJIE/ KaTo CTe
MTOCTaBWJIM MHDKEKITUATA M MHXKEKTOPHT € BAuTHAT. He moBauraiiTe mpeaBapruTeIHO HAITBITHEHATA
MHcajKa Mo BpeMe Ha WHKEKTUPAHE, TOKATO HHXKEKIIHSITA HE TPUKITIOYH.
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Hpez[nasmenm Ha urjiata B JOJIHATa Kalla4dka Ha IPEABAPUTCIIHO HAITbJIHCHATA IIHMCAJIKA ChAbpiKa
narekc. He nunaiire NpeaAnasuTe/s Ha urjiara, ako €cre ajJeprudHi KbM JaTeKC.

MOJ'I}I, MpoOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MPCAU a 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[€TC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bammus JICKap Wi MCAUIIMHCKA CeCTpa.

m Nndopmanus 3a cbxpaHenue
CoxpansBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € Heo0X0IUMO, ChXpaHsBalUTe Ha
craifna Temnepatypa 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 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
U3IM0a3BalTe. BieMere HOBA IPEBAPUTEIIHO HAIBJIHEHA IIUCAJIKA.

ChbxpaHsiBaiiTe NpeABAPUTE]HO HAITbJIHEHATA NUCAJKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 1a s MpeaNa3suTe 0T CBEeTJIMHA U (PU3NYECKO YBPEKIaHe.

Hmate HyKIa OT OMOII?

Obanere ce Ha Bamms nekap, 3a 1a 00CHIuTe BCHYKH BBIIPOCH, KOUTO MOXKE J]a IMaTe. 3a
JOIIBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a HH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKAJTHUS MPeICTaBUTEIL.
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YacTu Ha IpeIBapuTe/THO HAllb/IHEHATa MMHCAJIKA
HH/KEKTOP

IIpean ynorpeba Caen ynorpeba

JApBKRKa =

JPpBKKATA ce HATHCKA
HaJ0J1y JOKpai

JIHIaBO TAJIO

ITpo3opue L JIH/IaBOTO TSIO

HE€ Cce BHIKIAa
Hpennagu're;] - Ciiea moBIHraHe

npeana3suTe/siT HA HIJIATA
Ha HIJaTa { Kamauka PER
i | ce 3aKJIIYBA U Ce NoABABA
‘ HA HIJ1aTa =
JI0/IHA KAA4K KBJITA JICHTA.

He mumaiite He BaHraiitTe mo Bpeme Ha
BBTPE. HHKeKTHpAHe.

[MpuroTseTe cnegHUTe MaTepuan.

Mpepocrasety B onakoskara:

- [pepsapuTenHo HambnHeHaTa nucanka
WHKEKTOp

He ca npepocrasetin B onakoskara;

- TamnoH che cnupt

- MNapyeTa namyk unu mapns

- AxeauBHa npespb3aka

- KoHTeiiHep 3a ocTtpu npeameTy (Buxte

| CTbnka 3)

1. IToaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emere kapToneHaTa(uTe) onaKkoBKa(u)

Axo e(ca) chxpaHsBaHa(d) B XJIaWIHUK, H3BaJIETe KApTOHEHATa(HUTe) OMAaKOBKA(¥) C IIPEIBAPUTEITHO
HaIThJIHEHATA TMCAJIKA OT XJIaJMIHIKA U SI(/TH) IIOCTaBeTe HA paBHA MOBBPXHOCT.

OcraBeTe Ha cTaiiHAa TeMmepaTypa 3a Haii-majako 30 MUHYTH TIpeu ynorpeoa.

He 3atoruistiiTe Mo HUKaKbB JPYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe eiHa NpeABAPUTEIHO HATbJIHEHA NTHCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyuure exra ot 90 mg uiu 1Be ot 45 mg npeaBapuTeIHO HATBJIHEHU
MUCAJIKU. AKO MOJIyYHUTE IBE€ IPEABAPUTEIHO HAITBIHEHU NMHCANKU oT 45 mg, ciaensaite CTeiku 1-3 u
3a IBETE MHXKEKIINH.

I/I36epeTe PA3JIUYHO MACTO 324 HHKCKTHUPAHE HA BTOpaTa HHKCKIIUS.
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IIpoBepeTe 1aTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,I'01eH 10:“) U 3ame4YaTBaAHETO HA
KapToHeHaTa(uTe) ONaKoBKa(M)

He u3non3Baiite npenBapuTeIHO HAITbJIHEHATA IMCAJIKA, AKO 3aIlIeYaTBAaHETO HA KapTOHEHATa
OIIaKOBKa € HapyIIEHO WM aKO CPOKBT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWia ChXpaHsBaHa Ha Temiieparypa Hag 30°C. Obanete
ce Ha Bamms nexap winu apManeBT 3a HOBa MPEIBAPUTENTHO HAITBJIHEHA MTHCANIKA.

N36epeTe MACTO 32 MHKEKTHPaHe

N36epere eUH OT CIICTHATE YYaCThIH 32 HHKEKTHPaHE:

o [Mpeanara yact Ha GeapaTa

. JlonHaTa yacT Ha KOpeMa, ¢ U3KIIOYEHHE Ha S5-CAaHTUMETPOBATa 30Ha TOYHO OKOJIO ITbI1a

AKo HAKOI Ipyr Bu moctaBs MHXKEKIHITA, MOXeE J1a U3M0JI3Ba CHIIIO:
o 3aJ{HaTa 4acT Ha MUIIHUIUTE

He HHH(CKTHpaﬁTe B KOXKa, KOATO € YYBCTBUTCIJIHA, HACUHCHA, 3a4YCPBCHA WX BTBBPACHA.

H3noa3Baiite PA3JINYIHO MACTO 3a HTHIKCKTHPAHE IPU BCAKO HHKEKTHPAHE.
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WN3muiiTe pbuere cu
W3muiitTe 100pe phIETE CH ChC CallyH M TOILIA BOJA.

IMoyuncTeTe MIACTOTO HA HHXKEKTHPaHE

N36bpirere n30paHoTo OT Bac MsACTO 32 HHXKEKTUpAHE € TAMIIOH ChC CITUPT M TO OCTABETE Ja
U3CHXHE.

He noxocBaiiTe, He BeiTe U He TyXaiiTe BbPXY MACTOTO HA UHKEKTHPAHE, CJIE]T KaTo CTe Io
MOYHCTHIIH.

IIpoBepeTe TeYHOCTTA B MPO30PUYETO

N36epete nobpe ocBeTeHa, yicTa ¥ paBHA pabOTHA TOBBPXHOCT.

M3BazneTe npeaBapUTEIIHO HAMTBIHEHATA MUCAJIKA OT KAPTOHEHATa ONAKOBKA U IIPOBEpETe 3a IMOBPEAa.
Iposepere TeunocTTa B mpo3opueto. Ts TpssOBa qa Obe MPo3payHa 10 JIeKO ONaJecCleHTHA 1
0e31BeTHA /10 §JI€J0XKbJITA K MOXKE J1a ChbPIKa MAJIKH (eJIM WU MPO3PAYHH YACTHIH U €IHO WU
noBeyYe BL3AYLIHU MexypueTa. ToBa ¢ HOpMaJHO.

He I/IH)KGKTI/IpaI\/'ITC, AKO TCYHOCTTa € 3aMpb3Haja, MbTHA, C IPOMCHCH IBAT WKW CbAbpPKa roJieMu
gactuiu. Obanere ce Ha Barust iekap ni papMaieBT 3a HOBa IPEIBAPUTEITHO HAITbJIHEHA THCANIKA.

2. UnxkexTupane Ha Stelara

227h

MzabpnaiiTe 1o1HATA Kanmavka

JlpBbiKTe pbLeTe CH Aajied OT NpeAna3suTess Ha uIJaTa, clie]] KaTo cBaJuTe Karnaykara. HopmanHo
€ Jla BUAUTE HSKOJIKO KaIlKH TEYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJie[l OTCTPaHsAABAHE HA KamaykKaTa.

He nocrassiite kanaukara oopaTHo. ToBa Moske J1a 10BeJie 1O YBPEKAaHe Ha UIJIaTa.

He u3non3paiite npenBapuTeIHO HAITBJIHEHATA MMHCAJIKA, aKO T ObJE U3IyCHATa Clie/l OTCTPaHsIBaHEe
Ha Kanaukara. O0azere ce Ha Bamms siekap win apMalieBT 3a HOBa IIPEABAPUTETHO HAITbJIHEHA
MUCAJIKA.
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IlocTaBeTe HanmpaBo BLPXY KoxkaTa. HaTHCHeTe ApbiKKaTa JOKPail HAaJ0J1y, JOKATO NMpecTaHe Aa
ce BIK/A JWJIABOTO TSIO.

HE BJIUTAUTE HAITbJIHEHATA NPEJIBAPUTEJIHO ITUCAJIKA 1o Bpeme Ha
MHKEKTUPaHeTO!

Axo ro 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 HOpMaIHO.
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
JKpnTaTa neHTa oka3Ba, 4e Npeana3uTeNsaT Ha UIIaTa € 3aKIF0YeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO 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, TOKPUITE MACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TOJTyyHuTe JBE MPEABAPUTENHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKH
1-3 ¢ BrOpara npenBapuTEIHO HalTbIHEHa nucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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