MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

STELARA 130 mg koHIeHTpaT 32 HH(Y3UOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Bceku duakon cuappixa 130 mg yerekunyma6b (ustekinumab) B 26 ml (5 mg/ml).

yCTeKI/IHYMa6 € U310 YOBECIIKO IgGlK MOHOKJIOHAJIHO aHTUTAJIO, IIPOU3BCACHO B MHUCIIOMHA
KJIC€Tb4YHA JIMHHUA Ha MHUIIKH C IIOMOIITA Ha p€KOM6I/IHaHTHa I[HK TCXHOJIOTHUA.

3a IIBJIHUSA CHUCHK Ha ITOMOIIHHUTEC BEUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

KonueHnTpart 3a HHpY3HOHEH pa3TBOP

PazTBOpBT € OUCTHp, Oe31BeTeH 10 OIEOKBIIT, ¢ 1eneBo pH 6,0 u mpuOIM3UTENeH OCMOIATUTET
288 mOsm/kg.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

Bomnect Ha Crohn mipu Be3pacTHn

STELARA e noka3aH 3a jiedeHUE Ha Bb3PACTHHU MALUEHTH C YMEPEHa JI0 TeKKa aKTHBHA 0oJiecT Ha
Crohn, KouTO ca ce MOBIUIN HEAOCTATHYHO, BeUe HE CE TOBIMSABAT WM UMAT HETOHOCUMOCT KbM
KOHBEHIMOHAJIHATA Tepanys WK KbM aHTaronucT Ha TNFa.

Bomnect Ha Crohn nipu nena

STELARA e mokasaH 3a JIedeHHE Ha YMEpeHa JI0 TeKKa akTuBHA 0ojecT Ha Crohn mipu me1uaTpuIHA
MAIMCHTH Ha BB3PACT 2 M MMOBEYE TOAMHU, KOUTO ¢4 UMAJIM HEIOCTATh4YCH OTIOBOP WIJIM UMAT
HEMIOHOCHMOCT KbM KOHBEHIIMOHAIHA WJIK KbM OUOJIOTHYHA TepaItusl.

Viepo3eH KOJIUT NP Bb3PacTHU

STELARA e mokasaH 3a JiedeHIe Ha Bb3PACTHHU MAIMEHTH C YMEPEH JI0 TSKBK aKTHUBEH YJIIEPO3CH
KOJIUT, KOWTO Ca CE MOBJIISUTH HEJOCTaThUHO, BEYE HE CE MOBJIMABAT WIIM UMAT HEMOHOCHMOCT KbM
KOHBEHIIMOHAIHATA TePausl WM KbM OMOJIOTHYEH JIEKAPCTBEH MPOIYKT.

Yanepos3eH KOJUT OpH Aena

STELARA e noka3as 3a jedyeHHe Ha yMEPEH 0 TEKbK aKTUBEH YJLEPO3€H KOJIUT MU MEAUATPUIHN
HAalMEHTH Ha Bb3pacT 2 U [OBeYE I'OAWHY, KOUTO Ca UMaJId HEJOCTaTh4eH OTTOBOP MIIM UMaT
HETMIOHOCHMMOCT KbM KOHBEHLMOHAIHATA TePaNys WM KbM OHOJOTHYEH JeKapCTBEH MPOAYKT.

4.2 Jlo3MpoOBKa M HAYMH HA MPUJIOKEHHE

STELARA xoHueHTpat 3a HH(py3uOHEH pa3TBOp € MpeJHa3HayeH 3a yrnorpeda 1noj pbKOBOJICTBOTO U
Ha/30pa Ha JIeKap ¢ ONUT B AMArHOCTULMPAHETO U JieueHneTo Ha 6onect Ha Crohn nnu ymueposeH
komuT. STELARA xonnenTpar 3a nH(py3uOHEH pa3TBOp TPSAOBa J1a ce U3IMOI3Ba CaMo 3a
WHTPAaBEHO3HATa HHAYKIMOHHA J034.
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bonecm na Crohn u ynyeposen xoaum

Jlewenneto csc STELARA TpsiOBa n1a ce 3amovne ¢ eJMHIYHA HHTPaBESHO3HA 033, OCHOBaBAIla ce Ha
TeNIeCHOTO Teryi0. MH(Y3MOHHUAT pa3TBOp TPsOBA Aa ce MPUTOTBU OT HIKONKO (hrakoHa STELARA
130 mg, kakTo e yka3ano B Tabmuna 1 (Bxk. Touka 6.6 32 IPUTOTBSIHETO).

Tabauya 1: Hauanna unmpagenosna 0oza na STELARA

TeJiecHO TerJio Ha MaNMEeHTa KbM IpenopbunTenna Bpoii ¢paakonn ot 130 mg
MOMEHTA HA NIpUJIaraHe ao3a?

<55kg 260 mg 2

>55kgno <85kg 390 mg 3

> 85 kg 520 mg 4

a

Ipubmusurenno 6 mg/kg

IIspBaTa moaKoXKHA 7032 TPSOBA Aa ce MPIIIOKHU Ha CEIMUIIA 8 Clie]] MHTPABEHO3HATa 7103a. 3a
JIO3UPOBKATA TIPH MOCIIEBAIIATA CXeMa Ha MOJIKOXKHO NpriioxkeHne BuxkTe Touka 4.2 ot KXII Ha
STELARA umxekIiroHeH pa3tBop ((pJ1akoH) ¥ HHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIbJIHCHA
CTIIPUHIIOBKA WJIM B TIPEABAPUTEITHO HAITBIHEHA ITHCAITKA.

Cmapuecka 6v3pacm
He e Heo6xonnMo aganTrpane Ha 103aTa MMPH MAlMEeHTH B CTapyecka Bb3pacT (= 65 roanHn) (BXK.
Touka 4.4).

bvopeuno u wepnoopobro yepesicoane
He ca mposexxnanu npoyusanmsi cb¢ STELARA mpu Te3n momynaruu nareHTd. He Moxke n1a ce mame

MIpCIopbKa 3a J03aTa.

IlenuaTpuuna IomyJaanus

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

Hayuenmu c meano noo 40 kg (0ozupane 6v3 ocnoga Ha meaecHama NOBbPXHOCH)

JledenueTo TpsIOBa /1a ce 3aovHe C eIMHUYHA HHTPaBEHO3HA 7032 (1.v.), OCHOBaBallla Ce Ha TeJiecHaTa
noBBpxXHOCT Ha nanuenTa (body surface area, BSA), Bmkre Tabnuua 2. U y3HOHHUAT pa3TBOP
TpsiOBa Ja ce MPUIOTBU CHOpe o0eMa Ha HH(PY3MOHHHUS Pa3TBOP OT ChOTBETHUS Opoil (yiakoHK
STELARA 130 mg, kakTo ¢ ykazano B Tabmura 2.

Tabauya 2: Hauanna unmpasenosna doza na STELARA

Jnana3on nHa BSA IIpenopbunTesina O6em Ha bpoii ¢puaakonu ot
(m?) Ha manMeHTa KbM MOMEHTA no3a (mg) HH(Y3MOHHUS 130 mg

Ha NPWJIaraHe pastBop (ml)

TenecHo TerJyo < 40 kg

0,40 o <0,62 130 mg 26 ml 1 dpaakon
0,62 no <0,95 200 mg 40 ml 2 ¢naxona
0,95 no <1,25 260 mg 52 ml 2 ¢naxona
>1,25 325 mg 65 ml 3 ¢uakona

Hayuenmu c meeno naii-manxo 40 kg (0o3upane b3 0CHO8a Ha menecHOMO meaio)

Jlewenneto csc STELARA TpsiOBa n1a ce 3amovne ¢ eJMHIYHA HHTPaBEHO3HA 7032, OCHOBABAIla ce Ha
TeNeCHOTO Teryi0. MH(Y3MOHHUAT pa3TBOp TPsAOBa Aa ce MPUTOTBU OT HIKONKO (hiakoHa STELARA
130 mg, kakTo e yka3ano B Tabnuna 3 (Bxk. Touka 6.6 32 IPUTOTBSIHETO).

Tabauya 3: Hauanna unmpasenosua 0osa na STELARA

TejieCHO Teryio HA MAIUEHTA KbM IIpenopbunTesina Bpoii praxonu ot 130 mg
MOMEHTA HA NpUWIaraHe ao3a?
>40 kg no <55kg 260 mg 2
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>55kgno<85kg 390 mg
> 85 kg 520 mg 4

a

[Mpubnusurento 6 mg/kg

IIspBaTa moaKoXKHA 7032 TPSOBA Aa ce MPIIIOKHU Ha CEIMUIIA 8 Clie]] MHTPABEHO3HATA 7103a. 3a
JIO3UPOBKATA IIPH MTOCIIEIBAIIaTa CXeMa Ha MOIKOKHO MpuiIokeHne BkTe Touka 4.2 ot KXII Ha
STELARA umkekuuoHeH pa3TBop ((piaakoH) ¥ HHKEKIIMOHEH pa3TBOP B MIPEIBAPUTEIHO HAIIBIHEHA
CIPUHIIOBKA.

Heouampuuna nonynayus
Bbesonacnoctra n eduxacHoctra Ha STELARA npu nenuarpuynu nanueHTH ¢ 6osiect Ha Crohn uiu
yIILIEPO3€H KOUT 1o 2 roaunu ¥ o 10 kg Bce oiie He ca ycraHOBeHH. JIUIICBAT TaHHU.

Hauwn Ha npunoxenue

STELARA 130 mg e camo 3a HHTPaBEHO3HO IIpruIo’keHue. Toi TpsOBa fa ce mpuiara B
NPOIBIDKCHUE HA Hall-MaJIKO eJIUH Yac.

3a yKa3aHUs OTHOCHO Pa3pekIaHeTO Ha JCKApCTBEHUS MPOIYKT MPEIH MPUIOKEHHUE BUKTE TOUKA 6.6.

4.3 IIpoTUBOMOKA3AHUA

CBpPBXYyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KbM HAKOE OT IIOMOLIHUTE BEIIECTRA,
n30poeHu B Touka 6.1.

Knuan4no 3HaunMa, akTrBHA HHGEKIHS (Hamp. akTHBHA TYOEpKyi03a, BXK. TouKa 4.4).

4.4 Chnenuananu npeaynpesaeHus: U NpeAnasHl MepKH NpPU ynoTpeda

IIpocnenumoct
3a fa ce moo0pH MPOCIEIUMOCTTa Ha OMOJIOTMYHHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHIHUAT

HOMEp Ha MPIJIOKEHHUS MPOIYKT TPSOBA SICHO J1a CE 3aIMCBarT.

HNudexnmu

YcreknHyMad MOKe Jla IMa MOTEHIIWAN J]a yBellndaBa prcka oT MH(DEKINY U 1a peaKTHBHPA
naTeHTHU nHQeKmy. [Tpr KTMHIYHY NPOyYBaHHUS U TIOCTMAPKETUHTOBO 0OCEPBAI[MOHHO ITPOYYBaHE
MIPH MAIUSHTH C TICOPHA3KC CE HAOFOIaBaT CEPUO3HH OaKTEpUATHU, ThOMYHU U BUPYCHU HH(EKINH
npu nanueHTw, npuemaru STELARA (Bx. Touka 4.8).

[Ipu nauueHTy, 1EKyBaHU ¢ yCTEKUHYMaO, ce cho0IIaBa 3a OMOPTIOHUCTUYHU MH(PEKIINH, BKIIOYBAIIN
peakTUBUpaHe Ha TyOepKyo3a, IPyrd ONOPTIOHUCTUYHU OaKTepUaTHI WHPEKIHN (BKITFOYUTEITHO
aTHITMYHA MUKOOaKTepruaHa HHQEKIHsI, MCHUHTUT, PUYKUHEH OT Listeria, MHEBMOHUSI, IPUYMHEHA OT
Legionella, u Hokapano3a), ONOPTIOHUCTUYHN MUKOTHYHH MH(EKINHU, ONOPTIOHUCTUYHHU BUPYCHH
UHQEKIHUY (BKIFOYUTEIIHO eHIIe()aTNT, MPUIMHEH OT XepIiec CHMIUIEKC 2) M Tapa3uTHU HHPEKITUH
(BKITIOYUTETHO OYHA TOKCOIIa3M03a).

TpsbBa ma ce moAX0k/Ia ¢ TOBHUIIIEHO BHUMaHKE, KOTaTo ce 00ChxkAa mprokenuero Ha STELARA
NP MAMEHTH ¢ XPOHUYHU HHQEKIIUY WM aHaMHe3a 3a penuanBupaiia nadeknus (Bx. Touka 4.3).

IIpenu 3amouBaneTo Ha neyeHne cbc STELARA nanuentute TpsiOBa 1a ce u3cienBar 3a
TyOepkyno3Ha uadekius. STELARA He TpsOBa a ce mpuiiara rmpu MaiieHTy ¢ akTHBHA
TyOepKyno3a (Bxk. Touka 4.3). JleueHnero Ha naTeHTHA TYOEpKYJI03HA HHPEKIUS TPIOBa Jla 3arouHe
npeau npuioxkeHnero Ha STELARA. AntutyGepkyiio3HaTta Teparus chilo TpaoBa ga 0b1e oochaeHa
npeau Hayanoto Ha jJeueHue cb¢ STELARA npu naiieHTy ¢ aHaMHe3a 3a JIATEHTHA WM aKTUBHA
TyOepKyJ03a, Ipu KOUTO HE MOKE J1a CE TIOTBBPAM aJIeKBaTeH Kypc Ha JieueHnue. [lanmenture,
npuemani STELARA, tpsa6Ba na ce HabmogaBaT BHUIMATEITHO 32 MPU3HAIM U CHMITTOMY Ha aKTHBHA
TyOepKyJ03a 1o BpeMe Ha JIEYeHUETO U CIIe/T HETO.



[TanuenTure TpsiOBa 1a ObAAT MHCTPYKTUPAHU J1a IIOTHPCAT JICKAPCKU CHBET, aKO CE MOSIBST IPU3HALHU
WY CUMITTOMH, TIperoarany HHQeKIus. AKO MalueHT pa3Bue Cepro3Ha HHPEKIHUS, ChbCTOSHUETO
My Tpsi6Ba BHUMaTenHO Aa ce ciaeau u STELARA He TpaOBa na ce mpuinara, 1okato HHEKIusaTa He
ObJIe OBIIAASHA.

3nokayecTBEHH 3a00ISIBAHUS

HNmyHOCYynpecopu KaTo YCTEKUHYMa0 MMaT MOTEHITHAN J1a YBEJIMYaBaT PUCKA OT 3JI0KAYeCTBESHU
3abomnsBanus. Haxon manuentu, kouto ca nmpuemMand STELARA B KIIMHMYHY IPOYYBAHUS U B
MOCTMapKETHHIOBO OOCEPBAIMOHHO MPOYYBAHE MIPH MAIHEHTH C IICOPUA3UC, Ca PA3BIIIN KOXKHH U
HEKOXKHU 37I0KaueCTBEHH 3a00Js1BaHus (BK. TOUKa 4.8). PUCKBT OT 3710KauecTBEHH 3a00JIIBaHUS MOXKE
Jla € TTO-BHCOK TIPU MAIIMEHTH C IICOPUA3UC, KOUTO Ca JICKYBaHU C JPYTr'H OMOJIOTHYHH JICKapCTBa B
X0/1a Ha 3a00JIIBaHETO.

He ca npoBexxgaHu mpoy4uBaHus, B KOUTO y4acTBaT NAMEHTH C aHAMHE32 3a 3JI0KaUECTBEHU
3a00JISIBAHMUS WITH B KOUTO MTPOIBIDKABA JICUCHHETO HA TAIMEHTH, Pa3BUIIN 3I0KAUYECTBEHO 3a00JIsIBaHEe
o Bpeme Ha pueMa Ha STELARA. 3aroBa Tps0Ba 1a ce MMOAX0XkK/Aa C OBUIIICHO BHUMAHUE, KOTAaTO
ce obcwxaa npunoxkennero Ha STELARA npu Te3u manueHTu.

Bcuuky narueHTH, mo-creyantto Te3u Hajl 60 TOAWHY, MAlMeHTH ¢ aHaMHe3a 3a MPOIbJIKUTETHA
MMYHOCYIIPECHBHA TepaIlus WK TaKuBa ¢ anamHe3a 3a [ITYBA-Tepamnus, Tpsa6Ba na ce HabmogaBar 3a
MosiBa Ha PaK Ha KoXkara (BXK. Touka 4.8).

CHCTEeMHH ¥ pecIMpPaTOPHHU PEAKINU Ha CBPbXYYBCTBUTEIHOCT

CepHo3HH peakIy Ha CBPbXUyBCTBUTEIHOCT Ca JOKJIaJABaHH B TOCTMAapKETHUHIOBH yCIIOBHSI, B HAKOU
Cllydan HAKOJIKO JHU ciefl ieueHneTo. Vima ciydan Ha aHadumakcus u aHruoeneM. AKO ce MosiBU
aHa(UIAKTUYHA WK Jpyra CEpHoO3Ha peaklus Ha CBPbXIyBCTBUTEJIHOCT, TpsIOBa Jla ce€ Ha3HA4YU
noaxonsma Tepanus u npuiokenuero Ha STELARA tps0Ba na ce npeycraHoBH (Bk. Touka 4.8).

B KIMHUYHKATE U3MUTBAHKS ca HAOJI0AaBaHU PeaKIMu, CBbp3aHu ¢ nHpy3uata (Bx. Touka 4.8). Io
BpeMe Ha TOCTMapKETHHTOBOTO HAaOJI0ICHNE Ce ChOOIaBa 3a CEPUO3HU PEaKIUU, CBhP3aHHU C
nH(}Y3UATA, BKIFOYUTEITHO aHADWIAKTUYHH PEaKIui KbM HHY3usATa. AKO ce HabIoJaBa cepruo3Ha
WJIHM YKUBOTO3acTpalllaBaliia peakiiys, TpsOBa Ja ce 3arouHe MOAXO0s1a Tepanus U MPUIOKEHUETO Ha
yCTEKHHYMa0 Ja ce MPeyCTaHOBH.

Crnyyau Ha ajlepruyeH ajJBeOJIUT, CO3MHO(MUITHA THEBMOHUS ¥ HEeMH(EKIIMO3Ha OrpaHu3upalia
MTHEBMOHUS ca ChOOIIeHH M0 BpeMe Ha IOCTMapKeTHHTOBaTa yrnorpeda Ha ycTeKuHyMa6. Knunnunute
MPOSIBY BKITIOYBAT KAIIUIHIIA, IUCITHES M MHTEPCTUIIMATHI HHOUITPATH CIEl €IHA JI0 TPH JI03H.
Cepuo3HHTE TOCIESIUIY BKITFOYBAT ANXATEIHA HEJOCTATHYHOCT U MPOIBIDKUTEITHA XOCITUTAIN3AIINS.
[MomoOpenue e cro0IIaBaHO clie/l IPEyCTAHOBSIBAaHE Ha JICYCHUETO C YCTEKHHYMa0 U B HIKOH CITydau
NPY TIPUITOKEHHUE Ha KOPTHKOCTEPOUAN. AKO OBbJie M3KITI0OUeHa HH(EKIUS U JUarHo3aTa ce MOTBLP/IH,
NPUIOKEHUETO HA YCTEKHHYMa0 TpsOBa Jja ce MPEYCTaHOBHU U Jia C€ 3aMOYHE MOJXO/SIIO JICUSHUES
(Bx. Touka 4.8).

ChbpeYHOCHIOBU CHOUTHS

IIpu maruenTH ¢ mcopuasuc, ¢ excro3uiusg Ha STELARA, B mocTMapKeTHHTOBO 00CEpBAIIIOHHO
NpOoyYBaHe ca HAOI0IaBaH! CHPJICYHOCHIOBH CHONUTHS, BKIFOUUTETHO HHPAPKT Ha MUOKApJIa U
MO3bYHO-ChJIOB UHIHJICHT. PuckoBuTe hakTopm 3a chpAeuHOCHIOBO 3a00siBaHe TPpIOBa Ja ce
OIICHSBAT PEIOBHO MO BpeMe Ha JieueHueTo cb¢ STELARA.

Bakcunanmu
[IpenopbuBa ce na He ce MpuUiIarat XUBH BUPYCHU WY )KUBH OakTepuanau BakcuHu (kato BLK)

emaoBpemeHHO ¢h¢ STELARA. He ca nmpoBexmann KOHKPETHU IPOYIBAHUS TPH MAITHEHTH, BBPXY
KOMTO HaCKOpO € IIpujlaraHa >kMBa BUPYCHa WM kMBa OakTepuasiHa BakcuHa. Hsima nanuu 3a
BTOPHYHO NpeaaBaHe Ha HHPEKIHS Ype3 )KUBU BAKCHHU NpH nanueHTH, nonydaBamy STELARA.
Jleuenneto cbc STELARA Tpsi0Ba aa ce mpeycTaHOBU Half-MaiKo 3a 15 cenMuIu ciief mocjiaeaHara
J103a Ipeay NOCTAaBSIHETO Ha )KMBa BUPYCHA MJIM XKMBa OaKTepuaHa BAKCHHA U MOXeE Ja Ce Bb300HOBU
Haif-MaJko 2 ceMHLM cje]] BAKCHHUpaHeTo. Jlekapure, MpeanucBaliy JIEKapcTBOTO, TpsiOBa aa



HampaBAT cipaBka ¢ KpaTkara XxapakTeprcTHKa Ha MPOIYKTa 32 KOHKPETHATa BAaKCHHA 3a
JOIIBITHUTETHA MH(DOpMAIIHS ¥ yKa3aHHS 3a €THOBPEMEHHATa yIOTpeOa Ha HIMYHOCYTIPECHBHU
JICKapCTBa Cie]] BAKCUHUPAHE.

He ce mpenoppuBa npuiarane Ha uBU BakcuHM (kato BIDK BakcnHa) mpu KbpMadeTa, ¢ €KCIIO3HITHS
Ha YCTEKWHYMaO0 in utero, B IPOIBIDKEHIE HA IBAHAJIECET MECeIa CJe/l PaXXTaHEeTO WIIH JOKATO
CEpYMHHUTE HUBA Ha YCTEKHMHYMa0 MpH KbPMAUeTO CIAJHAT 10 HUBOTO Ha JIETEKIHS (BXK. TOUKH 4.5 U
4.6). AKO e HaJHuIle KaTeropruyHa KIMHAYHA 10J13a 332 OTIACIIHOTO KbpMade, MOXKeE J1a C€ 0OMHCIIH
ImpujiaraHe Ha XMBa BaKCHHA B IMO-paHCH MOMCHT, aKO HE C€ OTKPUBAT CCPYMHU HMBa Ha
yCcTeKnHyMao.

[Tanmenture, kouto ynorpedssat STELARA, Moxe 1a mony4at eATHOBPEMEHHO WHAKTUBUPAHU WIIH
yOWTH BaKCHHHU.

Jsnrocpounoto neuenne cb¢ STELARA He moTrcka XyMOpalnHHUS UMYHEH OTTOBOP KbM
MTHEBMOKOKOBHTE TOIM3aXapyuIHU BaKCUHH UM KbM BaKCHHHUTE Cpellly TeTaHyc (BX. Touka 5.1).

EnHoBpeMeHHa IMYHOCYIPECUBHA Tepanus

[Ipu npoy4BaHus IpH IICOPHA3UC HE ca OlcHIBaHU Oe30macHocTTa U eprkacHocTTa HAa STELARA B
KOMOMHALHUS C UMYHOCYTIPECOPH, BKIFOUUTETHO OMOIOTHYHH MPOAYKTH WK QoToTepanus. [Ipu
NPOYYBaHUS MPH NICOPHATHUEH apTPHUT, €AHOBpeMeHHaTa ynoTpeda Ha MTX He nosiusBa
oesomacHoctTa 1 epukacHocrra Ha STELARA. B npoyuBanusta npu 6osiect Ha Crohn u yinepo3eH
KOJIUT €AHOBPEMEHHATA yIOTpeOa Ha UMYHOCYIIPECOPH WIIM KOPTHKOCTEPOUIN U3TIICKAA HE
noBnusiBa 6e3onacHoctTa unn epukacHoctta Ha STELARA. Tps6Ba na ce moaxox/ia ¢ HOBUIICHO
BHUMaHHE, KOTaTo ce 00CHXk/1a eTHOBPEeMEHHATa yroTpeda Ha qpyru umyHocynpecopu 1 STELARA
WU TIPY TIPEMUHABAHETO KbM JICUCHHUE C IPYTH OMOJIOTUIHA UMYHOCYIIPECOPH (BXK. TOUKa 4.5).

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

u3BectHO Janu STELARA Moske na ce oTpa3u Ha IMyHOTEpanusaTa npu ajlepruu.

Cepro3Hu KO>KHH 3a00/1s1BaHUs

IIpu marueHTH ¢ IICOpHa3uc ce ChOOIIaBa 3a Cirydan Ha eKC(OINATUBEH JCPMATHT CJIC JICUCHHE C
ycTekuHyMa0 (Bx. Touka 4.8). [larenTrTe ¢ mcopuasuc ¢ miaku MOXKe Jia pa3BUAT €pUTPOJACPMUYCH
TICOPHUA3UC KAaTO YaCT OT €CTECTBEHUS X0/ Ha 3a00JIIBAHETO ChC CHMITTOMHU, KOUTO MOXKE OT KIMHUIHA
rJIeJiHa TOYKa Jia He Ce OTJIMYaBaT OT eKc(oaraTuBHus aepMaTut. Jlekapure TpssOBa 1a BHUMaBaT 3a
CUMIITOMH Ha EPUTPOJICPMUYCH TICOPUA3UC WU EKCPOTUATUBEH JCPMATHUT KATO YacT OT
MOHHTOPHPAHETO Ha TICOPHA3KCa MPH MaIUeHTa. AKO TE3U CUMIITOMHU CE€ TIOSIBST, TPSAOBaA J1a ce
3anouHe noaxosmto JedeHne. [IpuemsbT HAa STELARA TpsiGBa 1ma ce mpeycTaHOBH, akKo UMa
CBMHEHHUS 32 JIEKAPCTBEHA PEAKIH.

3a0oJisBaHuUs, CBBP3aHU C JYITYC

Crryqan Ha 3a00JsIBAaHUS, CBBP3aHU C JTYIYC, CE ChOOIIaBaT IMPH MAITUEHTH, JIEKYBaHU C YCTEKUHYMa0,
BKITFOUUTEITHO KOXKEH JIYITyC EPUTEMATOJIEC U JIyIyc-11oj00eH cuHapoM. [Ipu BE3HHKBaHE Ha JIC3HH,
0c00EHO Ha M3JI0KEHUTE Ha CITBHIIC YYaCThIIM Ha KOXKATa, UIIH aKO T€ CE ChITBTCTBAT OT apTPajrus,
MaIeHTHT TPsOBA J1a TIOThPCH He3ab0aBHO JIEKapcKa MOMOII. AKO ce IIOTBBPIST 3200/ IsIBaHHUS,,
CBBP3aHH C JIYIyC, YCTCKHHYMa0 TpsiOBa Jja ce MPEyCTaHOBH H Jia C€ 3all0YHE IMOAXOIAIIO JICUCHHE.

CrenyaJiHy TONyJIaIiuy

Cmapuecka 6v3pacm

B xiIMHUYHATE U3MUTBaHUS TP 0JI00PSHUTE TTOKa3aHUsI HE CE HA0JII0/IaBaT ChIIICCTBCHU Pa3lIuius B
e(ukacHOCTTa MM 0€30MMaCHOCTTA P MAITMEHTH Ha 65-TOIUIITHA BH3PACT U ITO-TOJIEMH, KOUTO
noirydaBaT STELARA, B cpaBHEHHE ¢ ITO-MJIaIH TTAITUEHTH. bposT Ha MAIMEHTUTE HAa BH3PacT

65 ToarHU U MO-ToJIeMU 00ade He € JOCTaThUYCH, 3a Ja Ce OINPEIEIH Jall CE MOBJIUABAT PA3IUIHO OT
MO-MJIaJIUTE MAMeHTH. Thi KaTo pa3npoCTpaHESHUETO Ha HH(EKIIUH CPEl CTapUyecKaTa MoIyJaus
KaTo IISJI0 € TO-TOJISIMO, JICUSHUETO TIPU HAIlMeHTH B CTapuecKa Bh3pacT TpsOBa Ja ce mpuiara
BHUMATEITHO.




TTomonTHM BemiecTBa ¢ M3BECTHO ACHCTBUE

Cvovpoicanue Ha Hampuil

STELARA cbaspika mo-maiko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE J1a Ce KaxKe, ue
npakTHuecku He chabpika Hatpuil. STELARA o6Gaue ce paspexxaa ¢ HHPY3HMOHEH pa3TBOp Ha HATPHUEB
xnopua 9 mg/ml (0,9%). ToBa TpsiOBa na ce UMa NpeABU IPH NALMEHTH Ha JUeTa ¢ KOHTPOIHUPaH
MpHeM Ha HaTpui (BXX. TOUKa 6.6).

Cvovporcanue na noaucopoam 80
Stelara ceabpka 10,8 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA HA
0,40 mg/ml. [TonucopOaTuTe Morar aa NPUYMHST aIePTUYHHI PEaKIINH.

4.5 BsamMmopeiicTBHe ¢ IPYTrH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoelicTBHe
JKuBu BakcuHM He TpsiOBa na ce npwiiarat enqHoBpeMeHHo cb¢ STELARA.

He ce npenopbuBa npunarane Ha >kuBu BakcuHU (kaTo BLK BakcuHa) mpu kppmaueTa, ¢ €KCIO3ULINS
Ha yCTEKUHYMaO in utero, B IPOIBIKEHUE HA IBAHA/IECET Mecela cie]l paKIaHeTo MU IOKATOo
CepyMHHUTE HUBA HA YCTEKHHYMa0 NpU KbpMaUueTO CIIAJAHAT [10Jl HUBOTO Ha AETeKIMA (BXK. TOUKH 4.4 U
4.6). Axo e HanMIe KaTeropu4Ha KIMHUYHA [10J13a 32 OTAEIIHOTO KbpMayde, MOXKE J1a c€ OOMHCIIH
MpUjIaraHe Ha KUBa BaKCHHA B [TO-PAaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpyMHU HUBA Ha
YCTeKUHyMao.

[Ipu dpapMakoKMHETHYHY aHATIM3H HA MOMYyalUiITa, HalpaBeHH B Ipoy4BaHus (asa 3, e ncieqBan
e(eKTHT Ha Hal-4eCTO CAHOBPEMEHHO MPHEMaHH JIEKaPCTBEHH MPOAYKTH MPU HALMEHTH C ICOPHA3HC
(BKITIOUHUTEITHO U MMapareTamoll, HOymnpodeH, aneTnicaauinioBa KIUCeInHa, METQOPMHIH,
aTOpBACTaTHH, IECBOTHPOKCHH) BbPXY (hapMaKOKMHETHKATa Ha ycTeknHymad. He ca HaOnromaBann
NpU3HAIK Ha B3aUMO/ICHCTBUE C TE3H €AHOBPEMEHHO IPUEMAaHH JieKapCTBeHH NpoaykTu. OcHOBa Ha
TO34 aHanu3 € (HakThT, ye Haii-Manko 100 manuentu (> 5% ot u3cnenBaHaTa MOMyIaLKs) ca JeKyBaHH
€IHOBPEMEHHO C T€3H JIEKapCTBEHH NPOLYKTH Ipe3 oHe 90% oT neproza Ha Npoy4BaHETO.
dapMaKOKHHETHKATa HA YCTEKHHYMa0 He ce € MOBIUsIIA OT eJHOBpeMeHHaTa ynoTpeba Ha MTX,
HCIIBC, 6-mepkanrtonypuH, a3aTHONPHUH U TIEPOPATTHA KOPTUKOCTEPOUIH MPH NMALUEHTH C
HICOpPHUATHUEH apTpUT, 6osecT Ha Crohn niaM yanepo3eH KOJIHUT, WM OT IpeAllecTBaIla eKCIIO3UIN Ha
antu-TNFa cpencTsa, mpu MalMeHTH ¢ TICOpUaTUieH apTput uiun 6onect Ha Crohn, uiu ot
MpeIecTBamla eKCIo3UIHs Ha OMOJIOrMYHH JIEKapCcTBEHH NpoayKTH (T.€. aHTU-TNFa cpencta n/mmu
BeIoNM3yMal) pH MAMeHTH C yIIEPO3eH KOINUT.

Pesynrarute oT npoyuBase in vitro u OT npoy4BaHe (aza 1 mpu y4acTHUIM ¢ aKTUBHA 0OJIECT Ha
Crohn He mipeamonaratT HEOOXOAUMOCT OT aJIaNTHPaHe Ha JI03aTa MPH NMAIUEHTH, KOUTO TOJTydaBaT
exaoBpemenHo CYP450 cybcTpartu (BX. Touka 5.2).

[Ipu npoyuBaHus pu Ncoprasuc He ca oleHsBaHu Oe3omacHocTTa U erukacHocTTa Ha STELARA B
KOMOWHAIKS C UMYHOCYIIPECOPH, BKIIIOUUTEIIHO OMOJIOTHUHM cpecTBa miu potorepanus. [Ipu
MIPOYYBaHUs NPH IICOPUATHYEH apTPHUT, eAHOBpeMeHHaTa ynoTpeda Ha MTX He nosiusBa
6e3onacHoctTa u epuxacHoctTa Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u yneposex
KOJIUT €JHOBpPEMEHHATa yIoTpeda Ha UMyHOCYIIPECOPH MIM KOPTUKOCTEPOUAN U3ITIEKIA HE
noBusBa OezonacHocTTa Win euracHocTra Ha STELARA. (BX. TOuKa 4.4).

4.6 @epTHIANTET, OPEMEHHOCT U KbpPMeHe
2Kenu ¢ nerepojieH moTeHIUAT

JKenu ¢ neTepoeH noTeHnyal TpSAOBa Ja M3MOI3BAT €PEKTUBHU METOU Ha KOHTPAIICIIIHS 10 BpeMe
Ha JIEYEHHUE U A0 15 ceaAMHUIH CIIe] IeYEHUETO.




BpemenHocT
IIpocieKTHBHM JaHHU OT HETOJIAM Opoii cirydan Ha OpemeHHoCT cien ekcrosunmst Ha STELARA ¢

HU3BCCTCH U3XO0/, BKIIFOUYHUTCIIHO IIOBCYC OT 450 CjIy4dad Ha 6peMeHHOCT C CKCIIO3UIIMA MPE3 IIbPBUA
TPUMECTBP, HC IOKAa3BaT NOBUILICH PUCK OT I'OJICMU BPOJACHU Maﬂ(i)OpMaI_II/II/I Py HOBOPOACHOTO.

[IpoyuBaHusiTa IPH )KUBOTHU HE TIOKA3BAT MPEKH WIIM HETIPEKH BPEIHH €PEKTH, CBhP3aHU C
OpeMeHHOCTTa, EMOPHOHATTHOTO/(PETaTHOTO Pa3BUTHE, PAKIAHETO WM MIOCTHATATHOTO pa3BUTHE (BXK.
To4Ka 5.3).

Hannunusat knuanyen onut odave e orpanndeH. Karo npeamnasHa Mspka € 3a IpeanoynTaHe aa ce
n30srea ynorpedara Ha STELARA no Bpeme Ha OpeMEHHOCT.

Ycrexknnymab nmpeMuHaBa mpe3 IUIalleHTaTa i ce OTKPHBa B cepyMa Ha KbpMaydeTa, POJICHH OT JKeHH,
JIEKyBaHU ¢ YCTeKHHYyMa0 1o BpeMe Ha OpeMeHHOCTTa. KITMHUYHOTO BB3/IeiicTBHE Ha TO3U (akT HE €
H3BECTHO, HO PUCKBT OT MH(EKIINS PU KbpPMayeTa ¢ eKCIO3MIINS Ha YCTeKUHYMAO in utero MOXe Jia
0bJle TOBHUIIIEH ciiell paxaaneTo. He ce mpernopbyuBa mpuiarane Ha xuBU BakcuHH (kato BLDK
BaKCHHA) TPU KbpPMAYeTa, C EKCIIO3UIN Ha YCTEKHHYMA0 in utero, B IPOABIDKEHUE Ha

JIBAaHAJICCET Mecella CJIC]] PaKIaHETO HITH JIOKATO CEPYMHHMTE HUBA HAa YCTEKMHYMa0 IPHU KbPMaUueTO
CIaJHAT TI0J] HUBOTO Ha JETEKITHs (BX. ToukH 4.4 u 4.5). Ako € HanuIe KaTeropuvHa KIMHUYHA 10132
3a OTAETHOTO KbpMaue, MOXKe Jla ce OOMUCIM TpUiIaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKO
HE Ce€ OTKpUBAT CEpyMHH HUBA Ha yCTEKHHYMaO.

Kspmene
OrpaHuveHH JTaHHU, MyOJUKYBaHH B JIUTEPATypaTa, MOKa3Bar, 4e¢ yCTEeKHHyMal ce eKCKpeTupa B

YOBEIIKaTa KbpMa B MHOTO MaJIKH KoJindecTBa. He e m3BecTHO janu ycrekuaymab ce abcopoupa
CHCTEeMHO clief oribiiane. l[lopaan nmoreHuana 3a mposiBa Ha HEKETIAHH JIEKapCTBEHU PEaKui KbM
YCTeKMHYMa0 MpHU KbpMadeTaTa, TpIOBa Jia ce B3eMe PEIICHUE aju Jia ¢ IPEYCTaHOBH KbPMEHETO
M0 BpEeME Ha JIeueHue U A0 15 ceamMuuy cies IeUeHUEeTo, Wi 1a C€ IPEYCTaHOBU TEpaIUATa ChC
STELARA, xarto ce B3eMar IpeaBHI IT0JI3aTa OT KbPMEHETO 3a IETETO U IoJI3aTa OT TepaInsiTa ChC
STELARA 3a xeHara.

deprunurer
EdektsT Ha ycTeknHyMa0 BbpXy QepTHIUTETA IPU X0pa HE € OLICHEH (BXK. TouKa 5.3).

4.7 EdexTH BbpPXYy CI0COOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

STELARA He moBivsiBa W MOBJIHSIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a IodupaHe u padboTa ¢
MalIuHU.

4.8 Hexenanu JeKapCcTBEHH PeaKINHU

O06o6uieHre Ha poduna Ha Ge30MacHOCT

Haii-yecture HekeslaHU JEKapCTBEHU PEAKIIMU B KOHTPOJIMPAHUTE NIEPUOIHU OT KIMHUYHUTE
NPOYYBaHUS MPH BB3PACTHH ca HA30(apHHTUT (Bb3HUKBAIIN NpH 6,9% OT ManueHTHTe, JIEKyBaHH C
ycTeKuHyMab, u npu 5,4% oT manueHTHTe Ha 1miarnedo) u raaBodomnue (Bp3HMKBamy npu 7,0% ot
MAIMEHTHTE, JIEKYBaHH C YCTEKHHYMa0, U pu 5,2% oT nanueHTuTe Ha 1are6o). Haii-cepuosnarta
HE)KeJlaHa JIeKapCTBEeHa peakius, Koato e crodmanana 3a STELARA, e cepuo3na peakiust Ha
CBPBXUYYBCTBUTEIHOCT, BKIIOYUTEIHO aHaduIakcus (BxK. Touka 4.4). Oomust npodui Ha
0e30MacHOCT € MOJI00CH MPH MAIUEHTH ¢ TICOPHUA3UC, TICOPUATHYECH apTpuUT, Ooject Ha Crohn u
YIILEPO3€H KOJIUT.

TabnuveH CIUChK HA HEXENAHUTE PEaKIUU

JanHuTe 3a 6€30MacHOCT, IPEAOCTaBEHH 10-10J1y, Ca [OJIYUYEeHHU Clie]l eKCIIO3ULMA Ha yCTeKUnHYyMa0
npu Bb3pacTHU B 14 npoyuBanus ¢asa 2 u dasa 3 npu 6 710 mauuentu (4 135 ¢ ncopuasuc u/mumm
nicopuaTHyeH apTpuT, 1 749 ¢ 6onect Ha Crohn u 826 manmeHTH ¢ ynuepo3eH kouuT). ToBa BKIIIOUBa
excrio3urusa Ha STELARA B KOHTpoHMpaHUTE U HEKOHTPOJIMPAHUTE TIEPUOIN HA KITMHUIHUTE
NPOYYBaHUS MPH NALMEHTH C IICOPUA3KC, IICOPUATUIEH apTpuT, 6osiecT Ha Crohn wim ynueposeH




KOJIUT B IPOABJDKEHUE HAa Hali-Manko 6 Mecena (4 577 manueHTw) Wi noue 1 ronuHa

(3 648 maruentn). 2 194 nanueHTy ¢ rncopuasuc, 6onect Ha Crohn WK yIIIEpO3€H KOJIUT ca ¢
EKCITO3UIH 32 MoHe 4 roauHy, qokaTto 1 148 manuentu ¢ ncopuasuc wiu 6oaect Ha Crohn ca ¢
€KCITO3HIIUS 3a IOHE 5 TOIUHH.

B Tabnmuna 4 e noka3aH CIMCHK C HEXKEITAHNUTE JICKAPCTBEHH PEaKIMU OT KIMHUYHHU NTPOYYBAHHS IIPH
BB3PACTHHU C TICOPHA3ZHC, IICOPHATUYEH apTpUT, OosecT Ha Crohn U yiepo3eH KOJIUT, KAaKTO U
HEXENaHUTE PEeaKIUK OT IOCTMapKeTHHTOBaTa yrnorpeda. Hexxenanure peakiuu ca kKiacuuIimpanu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTa CHITIACHO ClIeJHaTa KOHBeHIus: MHoro vecta (> 1/10),
Yecru (> 1/100 go < 1/10), Hewectu (> 1/1 000 o < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuoro
peaku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HATMYHHUTE JAaHHU HE MOXe Jja ObJie HalpaBeHa
orieHka). [Ipu BCAKO rpynupane B 3aBHCUMOCT OT YECTOTATa HEXKEIAHHUTE JIEKAPCTBEHH PEAKIIUH Ce
M30pOosIBAT B HU3XOSII Pe IO OTHOLICHUE HA TAXHATA CEPUO3HOCT.

Tabnuya 4: Cnucvk Ha Hexceaanu peakyuu

Cl/ICTeMO-OpFaHHI/l
KJIaCOB¢€

Yecrora: Hexxeranu peakuuu

Undexnyun u nndecranuu

UYectu: uHGpEKIUS HA TOPHATE AUXATCITHH ITHTUINA, Ha30(h)apUHTUT,
CUHY3HT

Hedectn: nenynur, neHTaaHy HHQEKINHU, XepIiec 30cTep, HHPEKIHS
HAa JIOJIHUTE TUXATCITHH IHTUIA, BUPYCHU MH(EKITNHN HA TOPHUTE
JIMXaTeJTHH THTHUILA, ByJIBOBarHAIIHA MUKOTHYHA WH(EKIIHS

Hapymenus Ha umyHHaTta
cucTemMa

Heuecty: peakiuu Ha CBpbXYyBCTBUTEIHOCT (BKIIOYHTEITHO O0OPUB,
ypTHUKapus)

Penxu: cepro3Hn peakiuy Ha CBPbXYyBCTBUTEITHOCT (BKITFOUUTEITHO
aHa(pUIIAKCHsI, aHTHOEIEM )

[cuxuunu HapyIIeHUs

Heuectu: nenpecus

Hapyuienust Ha HepBHATa
cucreMa

YecTu: 3aMaiiBaHe, I1aBooone
Hedecrtu: nunieBa napanmza

PecniupatopHu, rpbaHu U
MEIUACTUHAITHU
HapyILICHUS

YecTu: opodapunreansa 6oyka

Heuyectu: HazanHa KOHreCTHS

Penxu: aneprudeH anBeonuT, €O3MHO(PUITHA TTHEBMOHUS
MHOrO0 peku: opraHu3upana MMeBMOHUS*

CromamHo-4peBHI
HapyLIeHUs

Yectu: Aunapus, raicHe, IMOBPHIIAHC

Hapyienus Ha Koxara u
MOJIKO)KHATA ThKaH

YecTn: cppOex

HedecTn: mycTynoseH rncopuasuc, ekcouanus Ha KoKaTa, aKHe
Penxu: exchonmmaTUBEH EpMaTUT, XUITEPCEH3UTUBEH BACKYJIUT
MHoro penku: 6yJ103eH NeM(pUTONI, KOKEH JTYIyC epPUTEMATOJIEC

Hapymenus Ha MycKyJiHO-
CKEeJIeTHaTa cucTeMa U
ChEMHUTEIHATA ThKaH

Yectn: 601KH B rbpOa, MUANTHS, apTPaITHs
MHoOro peaku: JIymyc-moJo0eH CHHAPOM

OO0mmm HapyIICHHS |
e(heKTH Ha MACTOTO Ha
MIPUIIOKEHUE

UYectu: ymopa, eputemMa Ha MSICTOTO Ha HHXKEKTUPaHe, 00JIKa Ha
MSCTOTO Ha UHXCKTUPAHE

Hedecrtu: peakiuu Ha MSICTOTO Ha MHXKEKTHPaHE (BKIIOYUTEITHO
KPBHBOM3IIMB, XEMaTOM, BTBBP/ISBaHE, TOAYBAaHE U ChPOEIK), aCTEHUS

*

Buxre Touka 4.4, CHCTEMHH ¥ PECIIMPATOPHU PEaKLMU Ha CBPbXYYBCTBUTEIHOCT.




Onrcanve Ha N30paHN HEXKETaHU JICKAPCTBEHH PEAKIIUN

Ungpexyuu

B mmanie60-koHTpOIMpany Npoy4YBaHUA MPHU MALUEHTH ¢ ICOPUA3UC, ICOPHATHYECH apTPUT, OOJIECT Ha
Crohn u ynepo3eH KOJIUT NPOIEHTHT Ha HH(EKIUUTE WK CEPHO3HUTE UH(DEKIINU € CXOJICH MPH
MAIMEeHTHTE, IEKyBaHH C YCTEKUHYyMa0, U MpH JIeKyBaHUTE C rarnedo. B miane6o-koHTpomupanus
Nepuo/ Ha Te3U KIMHWYHY NIPOYYBaHMsA YecToTara Ha uH(pekuuute e 1,36 3a mauueHToroquHa
npociie/issBaHe MPH NMalUeHTH, JIEKYBaHU ¢ YCTeKHHYMa0, U 1,34 — mpu nanueHTH, IeKyBaHH ¢
mwiane6o. [ospunute ce cepuo3uu nndeknuu ca ¢ yecrtora ot 0,03 3a marEeHTOroAnHa IpoCicasiBaHe
NP MAaLMEeHTH, JIeKyBaHH ¢ ycTekruHyMmal (30 cepro3nn undexunu 3a 930 narueHToroanHu
npocnensasane), u 0,03 npu manueHTH, J1eKyBaHu ¢ manebo (15 cepno3nu nHpeknnu 3a

434 manueHTOTOANHHM TIPOoCciesiBane) (BK. Touka 4.4).

B xoHTpOnMpaHUTE M HEKOHTPOJIMPAHUTE NIEPUOIN HAa KIMHUYHUTE MPOYUIBAHMS IPH MICOPHA3HUC,
TICOpPHATHYEH apTpUT, OojecT Ha Crohn u yJIepo3eH KOJIHT, MPeICTaBIIIBAIIH

15 227 nanueHToroAnHu eKCIO3ULMs ¢ yCTeKuHyMao mpu 6 710 manueHnTy, Meuanara Ha BpeMeTo Ha
npocnensaBade € 1,2 ronuny; 1,7 roquHy 3a Npoy4BaHUsATa Npy ncopuasuc, 0,6 ronuHu 3a
npoyuBanusTa npu 6onect Ha Crohn u 2,3 rouHM 3a MPOYYBAHMATA C YIIEPO3EH KOJHT. [IpOIeHTHT
Ha nHeknuute e (0,85 3a marMeHToroANHa MpociieAsBaHe MPH NMAIMEHTH, JIEKyBaHU ¢ yCTEKUHyMao, a
NPOLIEHTHT Ha cepuo3HNTE MHPeKHMy NpH TsX € 0,02 3a nanneHToroauHa npociensBaHe

(289 cepuoznm nHpekyn 3a 15 227 manueHToroAnHU MPOCIeAsiBaHe) U ca JOKIaIBaHd CEPUO3HU
WH(EKINHY, BKIIFOYUTEITHO THEBMOHHS, aHAJICH a0cCIiec, IeNyJIUT, AMBEPTUKYIUT, TACTPOCHTEPUT U
BUPYCHU MH()EKLIUH.

B mpoBeneny KIMHUYHY NPOYYBaHU MAallMEHTH C JIAaTEHTHA TyOepKyJo3a, KOUTO ca Omin
€IHOBPEMEHHO JICKYBaHH C M30HHA3H]], HE ca pa3BUIIM TYOEpKyJ03a.

3noxavecmeenu 3a00116aHUA

B mranie60-koHTpOIMpaHus IepHUo ] Ha KIIMHUYHU IPOYYBAHIS IPH TICOPHUA3HC, ICOPHATHIEH apTPHT,
oonect Ha Crohn ¥ yiIepo3eH KOJIUT YeCTOTaTa Ha 3JI0KAYSCTBCHUTE 3a00JISIBAHMS, C U3KITIOYCHHE Ha
HEMEJAaHOMEH pak Ha Koxata, € 0,11 3a 100 marueHToroquuu npocieasBaHe Npy NalueHTH,
JIeKyBaHM ¢ ycTeknuHyma0 (1 manueHT 3a 929 nanueHToroIMHu npocieassane) B cpaBHeHue ¢ 0,23
[IPH MAIMCHTUTE, JICKyBaHHM ¢ Iu1aie0o (1 manueHT 3a 434 nalMeHTOroIuHHU MPOCeIsIBaHe).
UYecToTaTa Ha HEMellaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHN MpOoCeasiBaHe 3a
MAIIEHTUTE, JIKYBAHH ¢ YCTeKHHYyMab (4 manuenTr 3a 929 nanyueHTOroANHY MPOCIICIsIBaHE) B
cpaBHenue ¢ 0,46 npu MalnueHTHTe, JIEKYBaHH ¢ miane6o (2 naruenTy 3a 433 nalueHToroJuHu
npociensBaHe).

B xoHTponHMpaHuTe U HEKOHTPOIHUPAHUTE IEPHUOIN Ha KIIMHUYHUTE MPOYIBAHUS MTPU TICOPUA3HC,
NICOpUATHYEH apTpUT, 6osecT Ha Crohn M yJmepo3eH KOJIHT, MPeICTaBIIsIBALIT

15 205 manueHTOroqMHN eKCIIO3ULKMs ¢ ycTekuHyMal npu 6 710 manueHTH, MequaHaTa Ha BpeMeTo Ha
npocnensBane € 1,2 roauHa; 1,7 roquHu 3a MpoyyYBaHuUATA MPH 1copuasuc, 0,6 roauHu 3a
npoyuBaHusTa npu 6osiect Ha Crohn 1 2,3 roguHu 3a MPOYYBAHUATA C YIILICPO3ECH KOJIUT.
3nokayecTBEHH 3a00JIsIBaHuUS, C U3KIIOUCHUE Ha HEMETaHOMEH paK Ha KOXaTa, ca JIOKJIaJBaH! IpU

76 marmenty 3a 15 205 manuenToroaunu Ha npocnesBane (dectora ot 0,50 va 100 manueHTOrOIMHU
Ha MPOCJIe/IsIBaHe MPH MAIIMEHTH JICKYBaHH ¢ YCTeKHHYMa0). Te3u ciaydan Ha 3710Ka4eCTBEHH
3a00Js1BaHMs1, ChOOILEHH NP MALUEHTH, JEKYBaHH C YCTEKHHYMa0, ca CpaBHUMH C OYaKBAHUTE
ciydad B oOmiara nomyianus (craHaapTuzupad koepunueHT Ha yectota = 0,94 [95% noseputeneH
untepsai: 0,73, 1,18], kopurupat 3a Bb3pacT, 1oJ1 ¥ paca). Haii-uecto HaOIt01aBaHUTE
3JI0KaueCTBEHH 3a00JsIBaHMUS, Pa3JINUHU OT HEMETAaHOMHHS KapLMHOM Ha KOXKaTa, ca KapLUHOM Ha
npocTaTara, MEIaHOM, KOJOPEKTAJIEH KapLHOM U KapLHOM Ha repaarta. CiydyanTe Ha HEMEJIAHOMEH
KapuuHOM Ha kokarta ca 0,46 na 100 marueHTOoroIMHM Ha IPOCieAsiBaHe TPU MAIUEHTH, JICKYBaHH C
ycreknHyMab (69 manmenT 3a 15 165 nanueHToronuHu Ha npocieassane). CbOTHOIIEHHETO Ha
MaIeHTy ¢ 0a3ajeH CrpsiMO CKBaMO3HOKIIEThUEH KapIIMHOM Ha KokaTa (3:1) e cpaBHIMO ChC
CHOTHOIIIEHUETO B 00MIaTa rmomyianus (Bx. Touka 4.4).
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Peakyuu na cepvxuyscmsumensHocm u peakyuu KoM uHgysuama

B npoyuBaHusTa ¢ MHTpaBEHO3HA MHAYKIHS IPH Bb3pacTHH ¢ Oosect Ha Crohn 1 ynmepo3eH KOauT
He ce cho0IaBaT ChONTHS Ha aHAQUIAKCHS WK IPYTU CEPHO3HU Peakluy KbM HH(Yy3UsTa Cllex
eAMHUYHA UHTPaBEHO3Ha 03a. B Te3n npoyusanus 2,2% ot 785 mauueHTH, JIeKyBaHU ¢ 1uianedo, u
1,9% ot 790 mammenTy, IeKyBaHH C MPETOPHUNTETHATA 1032 YCTEKNHYMa0, ChOOIIaBaT HEXKETIaHH
CHOMTHS, BB3HUKHAJIM T10 BpEME Ha WM B PAaMKUTE Ha €JMH Yac oT HHYy3uATa. B nequatpuaHoTo
npoyusane ¢ 6onect Ha Crohn e HaO0JaBaHa eTHA CEpPUO3HA U €JHA HECEPHUO3HA PEAKIU KbM
uHQy3uaTa. B nequatpuaHOTO pOyYBaHe MPH YIIIEPO3eH KOJIHT ca HAOI0/JaBaH! eJlHa CepUO3HA U
JIBE HECEPUO3HHU PEaKIiy, CBbp3aHu ¢ HHPy3usaTa. [1o Bpeme Ha MOCTMapKETHHIOBOTO HAOIIIOICHNE
ce chOOIIaBaT CepHO3HU PEaKH, CBbP3aHy C HH(Y3UATA, BKIIOYUTEIHO aHA()WIAKTUYHN PEaKun
KbM uHOY3uATa (BX. Touka 4.4).

[lenuarpuyna nomnyJanus

IHleduampuunu nayuenmu Ha 6 200UHU U NO-20]leMU C NIAKO8 NCOPUASUC

besomacHocTTa Ha ycTeknHyMal e mpoydeHa B IBe Mpoy4YBaHus ¢aza 3 mpu neAnaTpUIHH MAIUeHTH C
YMEPEH 0 TeXbK IIAK0oB nicopuasuc. IIpBoTo npoyusane e npu 110 nanueHTH Ha Bb3pacT ot 12 110
17 ronuHu, JIEKyBaHU B MPOABIDKEHNE Ha 60 ceIMUIIH, a BTOPOTO MIPOYIBaHE € MpH 44 TaIrueHTH Ha
BB3pacT oT 6 10 11 roguHw, JIeKyBaHU B IPOIBbIDKEHHE Ha 56 ceqmuin. KaTo 1510 ChOOIIECHUTE
HE)KEeJIaHU ChOUTHS B TE3H ABE MPOYUYBAHUS C JaHHU 3a Oe30MacHOCT A0 1 roguHa ca moJoOHHu Ha
Te3H, HAOJI01aBaH! B MPEAMIIIHU IPOYYBAHUS [IPU BB3PACTHU C IUIAKOB IICOPHA3HC.

Heouampuunu nayuenmu na 2 u nogeue 200unu ¢ b6oaecm na Crohn

BbesonacHoctTa Ha ycreknHyMab e mpoyueHa B eiHo npoyuBaHe ¢asa 1 u eqHo npoyuBaHe (aza 3 npu
neMaTpUYHH MAIMEeHTH ¢ yMepeHa 70 Texka akTuBHa 6osect Ha Crohn. 34 manueHTy B MPOYYBAHETO
(daza 1 u 101 manueHTH B poy4yBaHeTo (ha3a 3 ca mpociaeasBaHu ChOTBETHO 10 240 ceamuiy u 68
cenmuny. Kato usmno npodunsT Ha 6e30macHOCT € Togo0eH Ha TO3U, HAOI0AaBaH B MIPEIUIIHH
NpOyYBaHUs MPH Bb3pacTHU ¢ Oonectta Ha Crohn.

Teouampuunu nayuenmu Ha 2 u nogeve 200UHU C YIYEPO3EH KOIUM

bezomacHocTTa Ha ycTeknHyMab € mpoydeHa B €HO NpoyuBaHe (asza 3 mpu nmeJuaTpudHy HalueHTH C
YMEpEeH JI0 TeKBK aKTUBEH YIIepo3eH KoauT. B ToBa mpoyuBane 112 marieHTs ca mpocieasBaHu 10
68 cenmuru. Karo 11510 npodunbt Ha 0€300aCHOCT € 0100€H Ha TO3H, HA0JII0/IaBaH B IIPEAUIITHH
MPOYYBAHUS MPH BH3PACTHH C YIILIEPO3CH KOJIHUT.

Cpo011aBane Ha NOJO3UPAHU HEXKEIAHU DEAKIIU

Cro0mIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHN PEaKIIUU CIIE]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakKHO. ToBa MMO3BOJIsIBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
MOTO3UPaHa HEXKEIaHa PeaKiys Ype3 HAITMOHAIHA CUCTEMa 3a ChOOIIIaBaHe, IIOCOYCHA B .

4.9 Ilpeno3upane
Enuanann no3u 1o 6 mg/kg ca mpunaraHu HHTPaBEHO3HO B KIIMHUYHU NIPOYYBaHUS 0e3
orpaHUYaBalla J103aTa TOKCHYHOCT. B ciryuaii Ha mpeo3upane ce npenopbhuBa NaueHTUTE Ja ce

Ha6JIIO,Z[aBaT 3a IpyU3Haly Wik CUMIITOMHA Ha HEXKEIIaHU peaKIU U He3a0aBHO ha C€ IMPUI0KH
noAXoaAI10 CMMIITOMATUYHO JICUCHUC.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: imyHocynpecopu, nHxubutopu Ha untepiaeBkuHa, ATC kox:
L04ACO05
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MexaHu3bM Ha JICHCTBHE

Yerekuaymad e uisnio 9oBemko [gG 1k MOHOKIIOHATHO aHTHUTSIIO, KOETO CE CBHP3Ba ChC
cnenn(UIHOCT KbM 001aTa NpoTenHoBa cydeannuna p40 Ha YOBEIKK UTOKMHN HHTepiIeBKHH (IL)-
12 u IL-23. Ycreknunymab notucka 6noakTuBHOCTTa Ha yoBemkute IL-12 u IL-23, kato
npemoTBpaTsiBa cBbp3BaneTo Ha p40 ¢ IL-12RB1 perenTopen npoTenH, pasmoiaokeH Ha TOBEPXHOCTTA
Ha UIMYHHHUTE KJICTKH. Y CTEKHHYMa0 He Moke a ce cBbpike ¢ IL-12 mu ¢ IL-23, kouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no kieTbyHaTa MoBEPXHOCT. CIEI0BATENHO € MAIKO BEPOATHO
yCTEKHHYMa0 Jia yyacTBa B KOMIUIEMEHT- WIIH aHTUTSIIO-MeIMMpaHaTa IIUTOTOKCHYHOCT Ha KIIETKUTE
¢ perenitopu 3a IL-12 w/umm 1L-23. IL-12 u [L-23 ca xeTepoauMepHU IUTOKHHU, CEKPETHPAHH OT
AKTUBHPAHM aHTUTEH-TIPEICTABAIIN KIETKH, HAIpUMep Makpodaru U ISHAPUTHH KIETKU U JBaTa
LUTOKWHA y4acTBaT B UMyHHUTE QyHKunY; 1L-12 ctumynupa ecrectBenute kietku youiiuu (NK) n
npeau3BukBa nudepennuanuiara Ha CD4 + T kierkure koM T 1 xenmnepen (Thl) denorun, 1L-23
uaaynmpa neTa Ha T 17 xennepute (Th17). AGHOpMHaTa perymnanus Ha IL-12 u IL-23 obaye ce
CBBP3Ba C UMYHHOMEINUPAHH 3200 sIBAHUS KaTo IICOPHA3KC, ICOPHATUUEH apTpHT, Oonect Ha Crohn
U YJIIepO3€eH KOJHT.

Upes cBbp3Bane Ha oOmara cyOenunmnna p40 na IL-12 u IL-23, ycTreknnyMad Moe 1a OKa3Ba CBOUTE
KIMHAYHH €EKTH TP TICOPHA3HC, IICOpUATUIEH apTpuT, 6osiecT Ha Crohn u yiiiepo3eH KOJUT upe3
npekbcBane Ha mbruinara Ha Thl u Th17 uuTOKMHM, KOMTO ca B OCHOBATa Ha MAaTOJIOTHATA Ha TE3U
3a00IsIBaHusI.

ITpu narenty ¢ 6osect Ha Crohn JieyeHHeTO ¢ yCTeKMHYMal BOAM O HAMAJICHUE Ha
BB3NATUTETHATE MapKepH, BKIrounTeaHo C-peakrtuseH nporenH (CRP) u dekaneH KanmpoTeKTHH 1Mo
BpeMe Ha MHIYKIIMOHHATA (ha3a, KOCTO CJIe] TOBa e MOAIbpIKa Mpe3 msiata nmoaspxaina dasa. CRP
€ OLICHEH 110 BpeMe Ha MPObDKEHUETO Ha IPOYYBAHETO ¥ HAMAJICHUATA, HAOII0IaBaHH 110 BpeMe Ha
nojabprKamara ¢aza, 0OOMKHOBEHO Ce 3aIa3BaT 0 252 ceaqMuIa.

[Ipu nauueHTy ¢ ynepo3eH KOJUT JIEYCHUETO ¢ yCTeKMHYMa0 BOAM 10 HaMaJIeHHE Ha
BB3MATUTEITHUTE MapkepH, BkirounTetHo CRP 1 ¢ekaneH kalnpoTekTHH 1o BpemMe Ha
MHAYKIMOHHATA (pa3a, KoeTo ce MojrbprKa Mpe3 LsulaTa noaabpxama (asza u IpoAbIKEHUETO Ha
npoyuBaHeTo 110 ceamuua 200.

NmyHuzanuu
o BpeMe Ha ABATOCPOUYHOTO MPOABIKEHNE Ha ipoyuBaHe mpu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE TAIUEHTH, JiekyBaHu ¢h¢ STELARA 3a Hali-manko 3,5 roawHHu, ca Jajid aHTUTSIIO-
OTIOBOPH HA ITHEBMOKOKOBHU MOJIM3aXapUAHU BAKCUHU U BAKCUHHU CPEILly TETaHyC, CXOJHU C T€3U NpH
KOHTpOJIHATA rpyna MalueHTH, Iody4yaBalld HECUCTEMHO JeueHHe Ha Iicoprasuc. CXoJIeH NPOLEHT OT
BB3pacCTHUTE MAallUEHTH, JeKyBaHH ¢b¢c STELARA 1 Te3u B KOHTpOoIHATa Ipyna, ca pa3BUIM 3alUTHH
HHMBA Ha AaHTUITHEBMOKOKOBH U aHTUTETAHUYHU aHTUTENA, U TUTPUTE Ha aHTUTEJIaTa UM Ca CXOJHH.

Kinnanuna edpukacHocT

bonecm na Crohn

BesonacnoctTa 1 eukacHOCTTa Ha ycTeKHHYMa0 ca OLIEHEHH B TPH PaHJOMHU3UPAHH, ABOMHOCIEIH,
1a11e00-KOHTPOIMPAHU, MHOIOLICHTPOBH NIPOYYBaHUS IIPU Bb3PACTHU MALMEHTH C YMEPEHa 10 TeKKa
aktuBHa Oostect Ha Crohn, ¢ MiHaekc Ha akTuBHOCTTa Ha OosiectTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). [IporpamaTta 3a KTMHUYHO pa3paboTBaHE ce ChCTOH OT ABE 8-
ceIMUYHH npoyyBaHus ¢ nHTpaBeHo3Ha nHAyKIus (UNITI-1 u UNITI-2), mocnenBanu ot
44-cemMUYIHO PaHAOMU3HPAHO MPOYUBAHE C TTOJKOKHO MPUIIOKEHNE Ha TObpxKaria mo3a (IM-
UNITI), npencraBnsBamy 52-ceqMUYHa TEPaHSL.

IIpoyuBanusra ¢ nagykuus BkitouBaT 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) nanuenTu.
[IspBuUHaTa KpaifHa TOYKA 32 JBETE MHAYKIIMOHHH ITPOYYBAaHMUS € MPOLEHTHT HA YIACTHHUITUTE C
KIMHUYEH OTroBop (ompeneneH karo Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuna 6.
JannuTe 3a eUKacHOCT ce ChbOMpAT U aHAIM3UPAT 10 CeAMULA § 3a ABETE MPOYUBAHHUS.
EnnOBpeMEHHOTO pUIIOKEHNE Ha IEPOPATHU KOPTUKOCTEPOUIH, UMYHOMOYIATOPH,
AMHHOCAJIMLWIATH U aHTUOMOTHUIM € pa3penieHo u 75% OT malueHTHTE MPOABbIDKABAT Aa MOTydaBaT
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Hall-MaJIko €JHO OT Te3H JIeKapcTBa. B 1BeTe MpoyyBaHus MalMEHTUTE ca paHJOMU3UPAHH Jja
HOJTy4YaT eTHOKPATHO HHTPABEHO3HO MPENOPBUNTETHATA 103a OT NMpHOIM3uTenHo 6 mg/kg B
3aBHCUMOCT OT TeJIECHOTO Teryio (Bk. Tabnuua 1, Touka 4.2), hukcupana no3a 130 mg ycrekunymad
WM iane6o Ha ceaqmura 0.

ITammmentute B UNITI-1 ca iekyBaHM HEYCIIEITHO WJIM HMAT HETIOHOCHMOCT KbM ITPEAIISCTBAIA aHTH-
TNFa tepanus. [Ipubnuzutento 48% oT naureHTHUTE ca JIEKyBaHU HEYCIEIHO ¢ | mpeamecTaa
antu-TNFa Tepamms, a 52% ca nexyBaHu HeycrnemHo ¢ 2 win 3 npeamectamy antu- 1 NFo Tepanmm.
B toBa npoyuBane 29,1% oT manueHTHTE UMAT HEAOCTATHYECH HAYaJIeH OTTOBOP (IbPBUYHH
HepecnoHzaepn), 69,4% ca ce MOBIMSUIN, HO ca MIPECTAHAIN /12 CE MOBIUSIBAT (BTOPUUHHI
Hepeconuepn), a 36,4% umat HermoHocuMocT KbM anTu-TNFo Tepanuu.

[TamenTture B UNITI-2 ca nexyBaHM HEYCIEIIHO Hali-MaJIKO C €JHa KOHBEHIIMOHATIHA TEpamus,
BKJIFOUUTETHO KOPTHKOCTEPOUIN I UMYHOMOAYJIATOPH, KaTO WIH HE ca JIEKyBaHHU J0CEra C aHTH-
TNF-a Tepamnus (68,6%), unu ca noxydaBanu npeau Tosa anTi-1TNFa Tepanus, HO T4 € Onita
neycnemrsa (31,4%).

B nete UNITI-1 u UNITI-2 3Ha41MO 1TO-TOJISIM MPOIICHT OT MAI[UEHTUTE B TPyIIaTa, JICKyBaHa C
YCTEKHHYMa0, ca ¢ KIMHUYEH OTrOBOP U peMUCHs B cpaBHeHue ¢ ruiaieoo (Tadmuna 5). Knuauauaust
OTTOBOP M PEMHCHSATA Ca 3HAYMMH OIIle Ha CeMUIIA 3 MIPH MAIUEHTHTE, JIEKYBaHHU C YCTEKHHYyMa0, 1
T€ TPOJIBIDKBAT J1a Ce MOA00psABaT 10 ceamuiia 8. B Te3n nmpoyuBaHus ¢ MHAYKINS €(hUKACHOCTTA €
MO-BUCOKA U CE MOIAbPIKa MO-100pe B rpymaTa ¢ 103a B 3aBUCMOCT OT TE€JIECHOTO TETJIO0, B
cpaBHEHUE ¢ rpynara ¢ go3a 130 mg u nopaau ToBa Npy UHTPABEHO3HA UHAYKLHS C€ PENOphUBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIIECHOTO TEIJIO.

Tabnuya 5: Unoyxkyus na kaunuyen omeosop u pemucust 8 UNITI-1 u UNITI-2

UNITI-1* UNITI-2**
Ilname6o |Ilpenopbuure| Ilaamed6o |IIpemopbumTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTEeKHHYMAa0 YCTEeKHHYMAa0
N =249 N=209
Knmanuna pemucus, ceqmuria 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*

Kommsen otrosop (100 Touim), 53(21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)"

ceamuia 6
Koraen otrosop (100 Touxn), 50 (20,2%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)
ceaqMuIia 8
70-TOYKOB OTTOBOP, ceaMUIIa 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOUKOB OTTOBOp, CEAMULA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)"

Knunnunara pemucus e onpenenena katro CDAI ckop < 150; KnuHUUHUAT OTrOBOp € OIpeseNeH KaTo HaMaJeHHue Ha
CDALI ckop ¢ Haii-manko 100 Touky UK CbCTOSHHUE B KIMHUYHA PEMHCUS

70-TOUKOBHAT OTTOBOD € ompejeseH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

*  Heycnex Ha antu-TNFa Tepamms

** Heycriex Ha KOHBEHIIMOHATHATA TePaIus

& p<0,001
® p<0,01

B npoyuBaneto ¢ nopabspskama tepamnus (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT
100-TOoYKOB KIIMHWYEH OTIOBOP HA CEIMHUIIA 8 OT MHAYKIHATA ¢ ycTeKnHyMao B mpoyuBanus UNITI-1
u UNITI-2. [TanmenTrTe ca paHIOMU3HPAHN Ha CXeMa Ha MOIBPIKAIIO0 JICYCHHE C TTOIKOKHO
npuinoxxkenue Ha 90 mg ycrekuaymab npes 8 cenmunu, 90 mg ycreknnymab npes 12 ceamMuy uin
m1are6o B MpoIbDKeHne Ha 44 cenMunn (3a MpenophbUuTeIHATa TOIIbpKAIIa 1032 BXK. ToUka 4.2 oT
KXIT na STELARA wumxekimoneH pa3tBop ((QJIakoH) U MHKEKITMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaITbJIHEHA CIIPUHIIOBKA MJIM B IPEABAPUTEIHO HAITBJIHEHA MHCAJIKA).

3HaYMMO TO-TOJISIM MPOLIEHT NAIMEHTH B TPYIHTE, IEKYBaHH C YCTEKMHYMA0, MOIbPKAT KIMHUYHA
pemucus 1 OTroBOp Ha ceamuna 44 B cpaBHEHHE C IpymaTa Ha mianedo (Bx. Tabmuna 6).
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Tabauya 6: Ilooovpocane na knunuunus omeogop u pemucusi 6 IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3aN0Y8aHe ¢ UHOYKYUOHHAMA 003A

Inanedo* 90 mg 90 mg
ycTeKMHYMa0 | ycTeKHHyMad
npe3 npe3
8 ceamuuu 12 ceamunu
N=131f N =129f
N =128f

KiuenyHa pemMucust 36% 53%* 49%°
KiMHWY€EH OTrOBOp 44% 59%° 58%°
Knuanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%* 43%"

Knunndza peMucus npu nanueHTH:

B PEMUCHS B HAYAJIOTO Ha MOIBprKaIaTa
Tepanus

KOUTO C€ BKJIIOYBAT OT MIPOyYBaHE
CRD3002¢

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

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

KOUTO HE ca JIEKYBaHH JI0Cera C aHTH-
TNFo Tepanus

KOUTO C€ BKJIIOYBAT OT MIPOyYBaHE
CRD30018

49% (25/51) | 65% (34/52)" 57% (30/53)

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

Kimunynata pemucus e onpenenena kato CDAI ckop < 150; KnuHu4HUAT OTTOBOp € Olpe/eeH KaTo HaMallCHUE Ha
CDALI ckop ¢ Haii-manko 100 TOuky WK ChCTOSHUE B KIMHUYHA PEMHUCHUS

* I'pynara Ha miare6o ce CbCTOH OT MAIMeHTH, KOUTO ca Ce MOBIHUAIM OT YyCTEKMHYMAab U ca paHIOMHU3HUpPaHHU J1a

MoTy4aBaT ianebo B HAUaJIOTO Ha MOAbPrKaliaTa Tepamus.

[Manuentu, kouto umat 100-TOUYKOB KIMHUYEH OTTOBOP KbM YCTEKMHYMa0 B HAYaJIOTO Ha MOJIbpIKAIIATa Tepanys

[lanueHnTu, KOUTO HE ca ce MOBIMUIN OT KOHBEHLIMOHANIHATA Tepanus, HO He aHTU-TNFa Tepanus

Wn e

[MTanmenTn, kouTo ca pedpakTepHU WM UMAT HETIOHOCUMOCT KbM aHTH-TNFa Tepanms
& p<0,01

® p<0,05

HOMHHAIHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 manuenTH He MOAIBPKAT OTTOBOPA KbM YCTEKHHYMa0 MPH MPUIIOKECHHE TIpe3
12 cemMuITy U € MTO3BOJICHO KOPUTUPAHE Ha J03aTa Taka, ue Ja IMoTydaBaT yCTeKuHyMa mpe3

8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
noButeHue crpsmo uzxomuaus CDAI ckop. [Ipu Te3n manueHTH KITMHUIHA PEMUCHS C€ TIOCTHTA TIPH
41,4% ot mauuenTture 16 cenMuIy ciex KOpUTHPaHe HA J103aTa.

[lanuenTHTE, KOUTO HE Ca MOCTUTHAIIM KIIMHUYEH OTTOBOP KbM MHIYKIIMS C YCTEKHHYMab Ha
cenmutia 8 ot mpoyuBanusaTa ¢ HHAYKIMS UNITI-1 u UNITI-2 (476 manueHTH), ca BKIFOYCHH B
HepaHIOMH3MpaHaTa 4acT OT MpoyuBaHeTo ¢ noaabpsxkaia tepamnust (IM-UNITI) u ca nomyunnu
MOJKOKHA WHXKEKLUs ¢ ycTekuHymad 90 mg no tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MAIMEeHTUTE ca MOCTUTHAIN KIMHUYEH OTTOBOP M Ca MPOIBIDKUIN Ja MOJTydyaBaT oA bprKaIia
Tepanud npe3 8 cenmuiy. [lopeueTo oT Te3u MAIMEHTH C MPOABIDKUTETHA MOIbprKalla Teparnus
noIbppIkat orroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuna 44, KaTo MPOIEHTHT UM €
1o/100eH Ha TO3H MPH MalUEHTHTE, KOUTO MbPBOHAYAIHO Ca CE MOBIHUSIN OT HHAYKIINA C
yCTEeKHHYMao.

Ot 131 nanmeHTH, KOUTO ca Ce MOBJIUSIN OT HHAYKIHA C YCTEKHHYMal U ca pPaHIOMU3HUPAHH B
rpynara Ha mane0o B Ha4aJloTO Ha MPOYYBAHETO ¢ MOIbPIKaIlla Teparus, 51 BIoC/IeICTBHE ca
3aryOuIIi OTroBOpa cH U ca moyydmin 90 mg ycTekuHyMab moakoxHo mnpe3 8 ceqmunu. [Topeueto oT
MAIMEHTHUTE, 3aryOUIIH OTTOBOPA CU M MOTHOBWIIN JICYEHHETO C YCTEKHMHYMa0, ca ro HapaBHiIK B
pamkuTe Ha 24 ceIMUIM OT UHIYKIMOHHATa nHPY3usa. Ot Te3u 51 manuenTu 70,6% mocTuraTt
KJIMHUYEH O0TroBop U 39,2% mocturat KIMHUYHA peMucus 16 ceMuI ciesl mojyyaBaHeTo Ha
bpBaTa MOJKOMXHA 71032 YCTCKHHYMAa0.

B IM-UNITI nauuenTute, 3aBbPIIINA IPOYIBAHETO 0 ceamunia 44, ca moaXosMIIH 1a TPOIBIKAT
JIEYCHUETO B MPOIBIDKEHUE HA Npoy4uBaHeTo. [Ipu Bcuukute 567 nauueHTH, BKIOYEHH HA U JIEKYBaHU
C YCTEKMHYMa0 B POIBJKEHUETO HA IPOYYBAHETO, KIMHUYHATA PEMUCHS U OTTOBOPBHT OOUKHOBEHO
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ce TIOAIBPIKAT A0 ceamuIia 252, KakTo npu 6oaHuTE ¢ Heycnex Ha TNF-Tepanuute, Taka U mpu
MAIMEHTHUTE ¢ HEYCIeX HAa KOHBEHIIMOHAITHUTE TePaIlHy.

He ca yctaHoBeHM HOBH ChOOpaXeHHs 3a OE30MACHOCT NP YABDKABAHE HA TOBA MPOYYBAHE JI0
5 roauHM Ha JICYCHHE NpU HarueHTy ¢ 6oject Ha Crohn.

Enoocronus

BBHIIHUAT BUI HA TUTABUIIATA € OIIEHEH SHIOCKOTICKY NPH 252 MallUeHTH ¢ TIOXO0/IAIIa U3X0THA
€HJIOCKOIICKA aKTUBHOCT Ha 3a00JIsIBAHETO B €IHO MOANpoyyYBaHe. [IbpBrUYHaTa KpaliHa TOYKA €
MPOMSTHA OT U3XOAHOTO HUBO Ha OmpocTeHus €HI0OCKOIICKH cKop Tipu Oosect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH ckop OT 5 HI1€0-KOJIOHHH
CerMeHTa 3a HaJMm4re/pa3Mep Ha SI3BUTE, MPOICHT Ha JIMTaBUYHATA MTOBBPXHOCT, TOKPUTA OT SI3BH,
MPOIICHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATa OT JPYTH JIC3UH, U HATNYNE/BUT HA
CTeCHsABaHMATA/CTPUKTYypuTe. Ha cenmunia 8, ciiesl eAMHUYHA HHTPABEHO3HA HHAYKIIMOHHA 7103,
npomsHaTa B SES-CD ckopa e mo-rojisiMa B rpymnaTa Ha ycrekuaymab (n = 155, cpenna

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

THosnuseane na pucmynume

B enHa noarpymna nanueHTH ¢ ApeHupany GUCTyIH Ha U3X0AHO HUBO (8,8%; n = 26), ductynure Ha
12/15 (80%) oT nexyBaHHTE C YCTEKUHYMa0 MMAllMEHTH Ce TIOBJHABAT B MTPOIbIDKEHNE Ha 44 ceMHIIn
(ompeneneno kato > 50% HaMajeHHe OT U3XO0JHO HUBO B MIPOYYBAHETO C MHIYKIWsI Ha Opost Ha
npenupamute Guctynn) B cpaHenue ¢ 5/11 (45,5%) ¢ mane6o.

Kauecmeo na oicueom, cewpsano cve 30pagemo

KavecTBOTO Ha KUBOT, CBBP3aHO ChC 3[PABETO, € OLEHEHO MOCPEACTBOM BhIpocHUK npu
Bh3NAIUTEIHH 3a00sBanus Ha yepsara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoipocHUIM SF-36. Ha ceqmuiia 8 marueHTHTe, MOMyYaBaniy yCTeKHHYMa0, TOKa3BaT CTATUCTHYECKU
3HAYUMO TO-TOJISAMO U KIIMHUYHO 3HAYUMO 1mogo0penue Ha oomwmst IBDQ cxop u va SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBrenue c manedo. B mpoyusaneTo IM-UNITI no ceqmuma 44 te3n mogobpeHus
O0OMKHOBEHO Ce MOIBPKAT H0-100pe IpH JIEKYBaHU C YCTEKMHYMa0 MaLMeHTH B CPaBHEHHE C
wrane6o. [ToqoOpeHreTo Ha Ka4eCTBOTO Ha KUBOT, CBBP3aHO ChC 31paBETO, OOMKHOBEHO Ce
MOJABPIKa Mpe3 LUIOTO MPOABIDKEHHE A0 ceaMuia 252.

Yayeposen xonum

be3omacHocTTa M €pUKACHOCTTA Ha YCTEKMHYMAO ca OIIEHEHH B JBE PAHIOMHU3HPAHH, TBOHHOCIICIIH,
T1a1e00-KOHTPOIMPAaHU, MHOTOLICHTPOBH MPOYYBAHMS IPY Bb3PACTHH MALUEHTH C YMEPEH 10 TEXBK
aKTUBEH YJIIEPO3eH KOJHT (cKop 1o Mayo 6 1o 12; engockoncku noackop > 2). Ilporpamara 3a
KJIMHAYHO pa3paboTBaHEe ce CbCTOU OT €JHO MPOyUYBaHE ¢ MHTPABEHO3HA UHAYKLUS (HapeueHO
UNIFI-I) ¢ neuenue no 16 cenmuity, mocieaBaHo ot 44-ceIMUYHO MPOYYBAHE C MOIIBPIKAIIO
JIeYCHHE C MOJKOKHO NPUIIOKEHHE, C PAHAOMHU3HPAaHO cliupaHe Ha JedeHnero (Hapeueno UNIFI-M),
KOETO MPE/CTABIISABA HA-MaIKO 52 CeMHUIIM Ha TEPaITusl.

[IpencraBenute pesynraru 3a epukacHoct o UNIFI-I u UNIFI-M ce ocHOBaBaT Ha eHTpaneH
Iperies Ha eHI0CKOINUTE.

UNIFI-I BkmrouBa 961 nanpenTu. [IspBuuHaTa KpaiiHa TOUKa B IPOYYBAHETO C MHAYKIIVS €
NPOLIEHTHT HAa yYACTHUIUTE B KJIMHUYHA peMHcus Ha cenmuna 8. [lanuenture ca pangoMU3UpaHy Aa
MOJTyYaT eTHOKPATHO MHTPABEHO3HO MperopbhunTeNHaTa nudepeHnrpana no3a 6 mg/kg (Bx.
Tabmuua 1, Touka 4.2), dpuxcupana go3a 130 mg ycrekunymad uin manedo Ha ceamuua 0.

PasperieHo € eJHOBPEMEHHO MPUIIOKEHUE HA MIEPOPATHH KOPTHUKOCTEPOUIN, HMYHOMO/IYJIATOPH U
aMUHOCcAHIIIIATH, KaTo 90% OT ManueHTUTe MpoAbKaBaT Ja MOTy4YaBaT Hail-Mallko €THO OT T€3U
JekapcTBa. BriroueHuTe maueHTy TpsioBa J1a ca MPEeMHUHAIN HEeYCIEIIHA KOHBEHIIMOHAHA Teparus
(KOPTHKOCTEPOUIN HITH UIMYHOMO/TYJIATOPH ) WJIH JICYCHUE C HAM-MAIIKO €IHO OHOJIOTUYHO
nekapcTBeHo cpeacTBo (aHtaronuct Ha TNFo w/nnm Begonmzymab). [Ipu 49% ot manuenture
KOHBCHI[MOHAITHATA TepaIus € HEYCIeNHa, HO He U JICUCHHETO ¢ OUOJIOTUYHO JICKAPCTBEHO CPECTBO
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(ot xouTo 94% He ca NeKyBaHU Jlocera ¢ OMOJIOTHYHH JIEKapCTBEHU IPOAYKTH). 51% oT manmenTuTe
ca JICKyBaHHU HEYCIEIIHO WX UMAaT HEIIOHOCUMOCT KbM OHOJIOTUYHO JIEKAPCTBEHO CPEZCTBO.
[IpubmuzutenHo 50% oT nauueHTUTE ca JIEKyBaHU HEYCIEIHO ¢ Hall-Manko | mpenmecTpaa anT-
TNFa tepanus (oT kouto 48% IBpBUYHO HE ca ce MOBIUIIN), a 17% ca nmanu Hail-manko 1 Tepamnus
¢ autu-TNFa cpencTro u Bemonmn3ymao.

B UNIFI-I 3HaunM0 MO-roJyisiM MpoILeHT OT MAMEHTHUTE ca B KIMHUYHA PEMUCHS B IpyIaTa, JIEKyBaHa
C yCTeKHHYMa0, B cpaBHeHHME ¢ 1uiale0o Ha ceamuna 8 (Tabmumna 7). Omie Ha ceaMulia 2, Ha-paHHATa
TUTAaHWpaHa BU3WUTA B IPOYYBAHETO, U IIPH BCAKA BU3UTA CJIE]] TOBA TO-TOJISIM MIPOIEHT MAIlUeHTH C
YCTEKHHYMa0 HSAMAT PEKTAIHO KbPBEHE WM MOCTUraT HOPMaJHa YeCTOTa Ha JiedeKanns B CpaBHEHHUE
¢ maueHTuTe Ha miane6o. HabmonaBanu ca 3HaUMMU pa3iinKy MEeXAy yCTeKnHyMa0 U mianedo B
YaCTUYHHS CKOpP 10 Mayo ¥ CUMIITOMaTHYHATa PEMHUCHS OIIle Ha ceIMuIa 2.

Eduxacnoctra e no-sucoka B rpymnata ¢ nudepeHnupanaTa go3a (6 mg/kg) B cpaBHeHHE ¢ rpymnaTa ¢
no3a 130 mg o oTHOIIEHNE HAa M30paHU KpallHU TOYKH U TIOpajIy ToBa AU(EPEHIIMPAHOTO JIO3UPAHE

CC MPEIopbYIBa KaToO 103a 3a MHTPABCHO3HATA WHAYKIIUA.

Tabnuya 7: Pe3siome na ocnosnume pesyamamu 3a egpuxacnocm ¢ UNIFI-I (ceomuya 8)

Ilnaneoo IIpenopbuurtenHa
N =319 1032 yCTeKHHYMa6*
N =322
Knuanana pemucus™® 5% 16%°
[pn manmeHTy ¢ HeycHenHa KOHBEHI[MOHAIHA, HO 9% (15/158) 19% (29/156)"
HE ¥ OMOJIOTHYHA TePaIIHsI
I1pu NaIMEHTH ¢ HEYCIIENTHA GHOIOTUYHA Tepaus’ 1% (2/161) 13% (21/166)°
IIpu nmanmenTH ¢ HeycnemHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa M ¢ BeIoJm3ymMad
Knuauyen otroop® 31% 62%*
[Ipu naupeHTH C HEeycHenHa KOHBEHIMOHAIHA, HO 35% (56/158) 67% (104/156)°
HE ¥ OMOJIOTHYHA Teparus
I[Ipy MaNKEHTH C HEYCTIENTHA OUOJOTHYHA TEPANUs® 27% (44/161) 57% (95/166)°
IIpu manmenTH ¢ HeycnelHa Tepanus Kakto ¢ TNF, 28% (13/47) 52% (30/58)°
Taka ¥ ¢ BeJoJan3yMad
JluraBuuHo 03/1paBsiBane’ 14% 27%*
[pn manmeHTH ¢ HeycHenHa KOHBEHI[MOHAIHA, HO 21% (33/158) 33% (52/156)°
HE ¥ OMOJIOTHYHA Teparus
[Ipu nauyeHTH C HeyclemHa OMOIOTHYHA TePAIusl 7% (11/161) 21% (35/166)°
CuMnToMaTHYHa peMucHs’* 23% 45%°
K0M6I/IHI/IpaH-LO CHMITOMAaTHYHA PEMHUCHS U JINTaBUIHO 8% 2198
031IpaBsiBaHE

£

B Tabnuya 1.

I[03a 3a I/IH(i)y?)I/ISI Ha yCTeKHHyMaﬁ 1IpU U3II0JI3BAHEC HAa CXEMa Ha IIpujlaraie Bb3 OCHOBA Ha TEJICCHOTO TETJIO, yKa3aHa

*  KimHM4YHATa peMUCHs ce Ompeiesis KaTo ckop o Mayo < 2 myHKTa, 0e3 HHAUBHIyaJIeH MOJACKOp > 1.

Y Kuuawunmst OTrOBOP C€ OIpeAeIs KaTo HaMaJliBaHe CIIPSMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ >30% u >3
MyHKTa, C HAMAJISBaHe CIPSIMO M3XOHOTO HUBO Ha MOACKOPA 3a PEKTAIHO KbpBEHE > | MIIH MOACKOP 32 PEKTAIHO

kbpBeHe 0 nn 1.
AmnTtaronuct Ha TNFo w/nmm Benonusymao.

¥ JIluraBuaHoTO 037IpaBsABaHE CE€ OIPECACII KaTO CHAOCKOIICKH IMOACKOP I10 Mayo 0w 1.

Y Cummromarmunara peMHucHs ce ompenes KaTo noJckop no Mayo 3a uectora Ha fedexarmsara 0 unm 1 1 noackop 3a

pexTanHo kbpBeHe 0.

+ KomOunHanusaTa OT CMMOTOMAaTHYHA pPEMHUCHA U JIMTABUYHO O3paBsABAHE CE€ ONPEAELIIA KATO ITOACKOP 3a 4€CTOTA Ha

nedexarusata 0 win 1, moacKop 3a peKTaiaHo KbpBeHe 0 u eHaocKoncky nojackop 0 umm 1.

 p<0,001
Homunanuo 3nauumo (p < 0,001)
Homunanno 3naunmo (p < 0,05)

B UNIFI-M ca oneHenn 523 nanueHTH, TOCTUTHAIHM KIIMHUYEH OTTOBOP C €IHOKPATHO 1.V.
npwioxenue Ha ycrekuaymad B UNIFI-I. [Tanuentrute ca paHIoMU3upaHy 3a MOJTydaBaHe Ha
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nmojuTkprkamia cxema ¢ 90 mg ycreknayMad moAKoKHO Ha Bceku 8 ceamuny, 90 mg ycTekuayMad Ha
BCEKH 12 ceaMuIy Wiy Trane0o B Mpoab/bKeHUE Ha 44 cemMUIIH (3a IperopbhUnTeIHaTA
nojabspxkama qo3a Brkre Touka 4.2 Ha KXI1 na STELARA umkekimonex pa3reop ((piaxon) u
WH)XEKLIHUOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA MJIH B IPEABAPUTEIIHO HAITBIHEHA

MCajKa).

3HaYMMO MO-TOJISIM NMPOLEHT MAMEHTHU ca B KIIMHUYHA PEMUCHSI B BETE TPYIIH, JIEKYBaHU C
yCcTeKnHYMa0, B cpaBHEHHE ¢ rpynara ¢ ranedo Ha ceamuna 44 (sx. Tabnuma §).

Tabnuya 8: Pesome na ocnosnume uzmepumenu 3a egpuxacnocm ¢ UNIFI-M (ceomuya 44;

52 ceomuyu om 3anoysane Ha UHOYKYUOHHAMA 003a)

JIMT'aBUYHO O3,I[pEIB$IBaHClr

Ilnanedo* 90 mg 90 mg
N=175 YCTEeKHHYMAa0 | yCTeKHMHYMAa0
npe3 npe3
8 cenmunm 12 ceamuu
N=176 N=172
Knnanyna pemucus®* 24% 44%? 38%°
[pu manmeHTH ¢ HeycCIenHa
KOHBEHIIMOHAIHA, HO HE W OMOJIOTHYHA 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
Tlpw nanuent ¢ Heyenera 17% (15/88) | 40% (36/91)® | 23% (16/70)
OMOJIOTWYHA Teparnus
[pu nanyeHTH ¢ HEYyCIelHa TepaTHst o N " N "
kakTo ¢ TNF, Taka u ¢ Begoau3zymao 15% (4/27) 33% (721) 23% (5/22)
Honzmpman:: Ha KJIMHHYEH OTTOBOP 10 45% 71% 68%°
ceamuna 44
IIpu manueHTH ¢ HEeycCIelHa
KOHBEHIMOHAIHA, HO HE M OMOJIOTHYHA 51% (44/87) 78% (66/85)° | 77% (78/102)"
Tepamnus
gp“ TALHCHTH ¢ HEYCHelta 39% (34/88) | 65% (59/91)* | 56% (39/70)"
HOJIOTHYHA TePaITHs
[pu nanyeHTH ¢ HEyCIenHa TepaTHst o o R o R
kaxto ¢ TNF, Taka 1 ¢ Be/IOH3yMas 41% (11/27) 67% (14/21) 50% (11/22)
JluraBuuHo 03/1paBsiBane’ 29% 51%° 44%°
TTonIBPXKARE HA KIMHH'HA PEMHCHS 10 38% (17/45) 58% (22/38) | 65% (26/40)"
ceamuna 44
Knunuuna pemucus 6€3 KOPTUKOCTEPOUS 23% 42%? 38%°
[TpOABILKUTEIHA PEMUCHST 35% 57%" 48%"
CHMMNTOMATUYHA PEMHCHS 45% 68%" 62%"
KomOuHMpaHo cHMITOMATHYHA PEMUCHUS U 28% 489 5 41%
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*  Crien nOBIUsIBaHE OT 1.V. yCTeKHMHYMa0.

** KiMHUYHATa peMHUCHS e ONpees KaTto ckop mo Mayo < 2 myHKTa, 0e3 HHIUBUIyaJleH HOoACKop > 1.
KimnanyHusT 0TroBOp ce onpenens KaTo HaMasiBaHe CIPSMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ >30% u=>3
MyHKTa, C HAMAJISBaHe CIPSIMO M3XOHOTO HUBO Ha MOACKOPA 3a PEKTAIHO KbpBEHE > | MIIH MOACKOP 32 PEKTAIHO
kbpBeHe 0 nn 1.

AmnTtaronuct Ha TNFo w/nm Benonusymao.
JIuraBUYHOTO O37paBsBaHE CE ONpeessl KaTo eHIO0CKONCKU moackop o Mayo 0 nmu 1.

INonnbpxaHneTo Ha KIMHUYHA pEMHCUS 10 ceaMula 44 e onpeneneHo KaTo MaueHTH B KIIMHIYHA PEMUCHS 10
cenmuna 44 cpel nmanyueHTUTe B KIIMHIYHA PEMUCHS Ha U3XOAHOTO HUBO Ha MOAIbprKaIiaTa dasa.

KunnHuyHata pemMucust 6€3 KOPTHKOCTEPOU/L Ce OIpeieIs KaTo MalMeHTH B KIMHUYHA PEMUCHS, KOMTO HE MOJIy4aBaT
KOPTHKOCTEPOUAU Ha ceamuua 44.

IIpoxpmwKkuTeTHATAa PEMUCHS CE ONIPENEeNs KaTo YacTUIHA peMHucHs 1o Mayo npu > 80% Ipu BCHUKH BU3HTH IPEIIH
cenmuna 44 1 yactTuyHa pemucus o Mayo npu nocieaHaTta Bu3uTa (ceamuna 44).

! Cumnromarnunara peMucus ce olpeeNts KaTo IMoJIcKop 1mo Mayo 3a gectoTa Ha nedekanusita 0 mwim 1 u mojackop 3a
pekranHo KbpBeHe 0.

KomM6uHarmsaTa 0T CHMITOMAaTHYHA PEMHCHS U IMTaBHYHO O3/paBsiBaHE CE OMPEJENst KaTo MOJCKOp 3a YeCTOTa Ha
nedexanusra 0 wm 1, moxcKop 3a pekTanHo KbpBeHe 0 1 eHgocKoncky noackop 0 mwm 1.

& p<0,001

® p<0,05

Homunanuo 3nauumo (p < 0,001)
Homunanno 3naunmo (p < 0,05)
be3 craTtucruyecka 3HaUUMOCT

BrnaronpusatHusaT eekT Ha ycTeKMHyMal BhPXY KIMHHYHUS OTTOBOD, IMTABHYHOTO O3/[paBsSIBAHE U
KJIIMHAYHATAa PEMHCHS € HAOJIF01aBaH MPY WHAYKITHS U ITOTHPKAIII0 JICUSHUE KaKTO TIPH MTallHCHTHTE
C HEYCIICITHA KOHBCHIIMOHAITHA, HO HE Y OMOJIOTUYHA TepaIus, TaKa U MPU MAIUEHTHTE C HAi-MaJIKO
€JlHa Tpe/IIecTBallla HeyCIelIHa Tepanus ¢ anTaronuct Ha TNFo, BKIFOUUTETHO IIPU MAlUEeHTH,
KOWTO ITBPBUYHO HE Ca C€ TIOBJIMSIIN OT Tepanus ¢ antaronuct Ha TNFao. biaaronmpusiter eexr e
Ha0JIFoAaBaH CHINO W MPH WHAYKIIHS MPU TAITHEHTH C Ha-MaJIKo €IHAa HEYCIEITHA MTPEAIIeCTBAIIA
tepanus ¢ antaronucT Ha TNFo u Beonn3ymal, HO OposIT Ha MAIMSHTUTE B Ta3H MOJATPYyNa € TBhPIC
MaJTbK, 3a Jia C€ HAMpaBsAT KaTerOPUYHH 3aKJIFOUCHHSI OTHOCHO OJIArONPHUATHHUS €PEKT 110 BpeMe Ha
MOTBPIKAIaTa Tepanust B Ta3M rpyra.

Hayuenmu, nosnuasawu ce om uHOYKYus ¢ yCMeKuHymao na ceomuya 16

Ha manuenTture, JIeKyBaHHU ¢ YCTEKUHYMa0, KOUTO HE ca MOIydmin oTroBop Ha ceamuiia 8 B UNIFI-I,
e npuioxeH 90 mg ycrekunymao s.c. Ha cenmuna 8 (36% ot naumenture). Ot Tx 9% ot
MAIUEHTHUTE, KOUTO IbPBOHAYAIHO Ca PaHIOMM3HPAHU 3a MTOJIy4aBaHE Ha MPENOPbYUTETHATA
WHAYKIWOHHA 7034, TOCTUTAT KJIMHUYHA peMucH, a 58% MocTUraT KIMHUYEH OTTOBOP Ha

ceamuua 16.

[NarmenTuTe 0€3 KIMHUYEH OTTOBOP KbM MHIYKIUS ¢ YCTEKHMHYMa0 Ha ceaMuIia 8 B MPOYy4YBaHETO
UNFI-I, HO ¢ oTroBOp Ha cenmuiia 16 (157 mamueHTH), ca BKIIIOUYCHN B HEPaHIOMU3HPAHATA YaCcT Ha
UNIFI-M 1 ca npoabKuiIv Aa noidydyaBaT NoAIbp Kalla 1032 Ha BCEKU 8 CEAMUILIM; IOBEYETO OT TE3U
naruenTn (62%) moxappkat oTroBopa, a 30% mocTuraT pemricus Ha cenMuIa 44.

IIpoowiicenue na npoyusaremo

B UNIFI nauueHnTute, 3aBbpILIMINA MIPOYYBAHETO N0 ceamuua 44, ca moAXOAIIM 1a TPOAbIKAT
JIEYCHUETO B MPOIBbIDKeHNE Ha ipoyuBaneTo. Cpen 400-Te maMeHTH, KOUTO ca BKIIOYCHH HA U
JIEKYBaHU C YCTEKMHYMa0 Ha BCeKH 12 wiu § ceAMUIN B IPOIBIKCHUETO HA TIPOYYBAHETO,
CUMITOMAaTHYHATa peMHUCH 0OMKHOBEHO ce 3ama3Ba a0 200-Ta ceqmuIa mpu MareHTy, ¢ HeycrenrHa
KOHBEHIIMOHATHA (HO He W OMOJIOTMYHA Teparus) ¥ Te3W C HeyclenHa ONoIOTHYHa Teparus,
BKJIFOUUTEIIHO TE3U C Heycnex kakTo ¢ aHTu-TNF, taka u ¢ Bemonuszymad. Cpe/ naliueHTUTe, KOUTO ca
MOy YMITA 4-TOTUIITHO JIYeHUE C YCTEKMHYMab U ca OIIEHEeHH C IIOMOIIITa Ha ITBIHHS CKOp 1o Mayo 3a
nonappkane Ha ceaqmuiia 200, crorBeTHO 74,2% (69/93) 1 68,3% (41/60) moxabpxat 3a3apaBIBaHETO
Ha JINTaBHUIIaTa ¥ KJIMHUYHATA PEMUCHSL.

AHanm3bT 3a Oe3omacHoCT, BKifouBan 457 naruenty (1289,9-marmeRToroanHm), MpoCcieieH: 10
220 ceamuim, okasa, 4ye npouirbt Ha 6e3onacHoCT Mexay 44 u 220 ceamuIiia, € CpaBHUM C TO3H,
HaOMromaBaH 10 44-ta ceqMuIia.

18



He ca ycTtanoBeHU HOBU ChOOpakeHHUs 3a O€30MIACHOCT MPH TOBA IPOABDKEHUE HA IPOYYBAHETO NIPH
MALUEHTH C YILEPO3EH KOIUT, IEKYBaHU 10 4 TOAUHHU.

Enoockoncko nopmanusupane

EnpockonckoTo HOpManu3upaHe € onpeesieHo KaTo eHA0CKOICKY ToJcKop o Mayo O u e
HabOmonaBaHo omie Ha cenmuna 8 B UNIFI-I. Ha ceqmutia 44 or UNIFI-M 1o ce moctura mpu 24% u
29% OT ManeHTHTe, JICKYBaHH C YCTEKMHYMa0 ChOTBETHO HA BCEKH 12 WM 8 ceIMUIIM, B CPaBHEHHE
¢ 18% ot marmenTHTe B rpymnara c miamnebo.

Xucmono2uyHo u Xucmo-eHOOCKONCKO NUSA8UUHO 030passeane

XHCTOJIOTUYHOTO 03/IpaBsiBaHe (OMpeecHO KaTo HeyTpoduiHa nHGUATpaIus B < 5% OT KPUITHUTE,
0e3 paspylaBaHe Ha KPUITUTE U 0€3 €po3uH, YILEpaly WK IpaHyJaliOHHA ThKaH) € OLICHSBAaHO Ha
ceamuna 8 B UNIFI-I n Ha cenmuna 44 B UNIFI-M. Ha ceamuna 8, cieq etHOKpaTHa HHTPaBEHO3HA
WHIyKIIMOHHA /1032, 3HAYAMO TIO-TOJISIM MTPOICHT MAleHTH B IPyTiaTa ¢ IpenopbunuTeNIHaTa 1032
MMOCTUTAT XMUCTOJIOTUYIHO o3/paBsaBane (36%) B cpaBHEHHE C MAIIMEHTUTE B TpymaTa ¢ miareoo (22%).
Ha cenqmuna 44 nognbpxane Ha TO3U eeKT ce HabIoAaBa NPH 3HAYMMO [I0BEYE MALMEHTH C
XHUCTOJIOTMYHO 03/IpaBsBaHE B IPyNuTe ¢ ycTeknHyMmal Ha Beskal2-ta cenmuna (54%) u Ha Besika 8-
Ma ceamuiia (59%) B cpaBHeHHe ¢ iane6o (33%).

KomOunmnpana kpaiiHa TOUKa — XUCTO-€HAOCKOIICKO JIUTAaBUYHO O3paBsiBaHE, ONPEIESICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHeE, € OLCHEHA Ha CeIMHIa 8 B
UNIFI-I u Ha cenmuna 44 B UNIFI-M. [lanmenTure, nmomy4yaBainn ycTeKnHyMa0 B IpenopbUnTEIHATA
J103a, TIOKa3BaT 3HAYMMO [T0J00PEHHNE Ha KpaiiHaTa TOYKa, XMCTO-CHIOCKOIICKO JIUTaBUYHO
037paBsBaHE Ha ceJMHUIIa 8, B Tpynara ¢ yctekuayMao (18%) B cpaBHeHHE ¢ TpymnaTa ¢ mianedo (9%).
Ha cenmunia 44 nmoanbpikaHe Ha TO3U e)eKT ce HaOJI0aBa Py 3HAYUMO ITOBEYE MAI[UCHTH C XUCTO-
€HJI0CKOIICKO JINTaBUYHO 037paBsiBaHE B TPYNHUTE C yCTeKNHYMab Ha Besika 12-ta ceamuna (39%) u Ha
Becsika 8-Ma cenmutia (46%) B cpaBHeHUe ¢ toiane6o (24%).

Kauecmeso na sccusom, c6vp3ano cve 30pasemo

KauecTBOTO Ha )KMBOT, CBBP3aHO ChC 3/IPABETO, € OIICHSABAHO Ype3 BBIPOCHUK MPH Bh3NATUTETHA
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bpnpocuunure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceaqmuna 8 8 UNIFI-I nanuenTute, nony4yaBain ycTeKUHyMa0, MOKa3BaT 3HAYUMO MO-TOJISIMO U
KIIMHUYHO 3HauuMo nooopenue Ha oomus IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHE C I11a1e0o.
ToBa momobpenwue ce moAIbpKa MPH MaMeHTHTe, JIeKyBaHH ¢ ycrekuayma0, B UNIFI-M no
ceamuria 44, ITogoOpeHneTo Ha KaueCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOTHPIKA TIPE3 II0TO MpoAbIDKeHue 10 ceamuta 200.

[TanuenTure, mony4YaBaiu yCTEKUHYMa0, UMAT 3HAYMMO IO-TOJISIMO MOTI0OpPEHHE Ha MPOTyKTUBHOCTTA
npu paboTa, OLIEHEHO Ype3 MO-TOJISIMO HaMallsiBaHEe Ha OOIIOTO HApyIIeHUe Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OIIcHEHH upe3 BhIlpocHnka WPAI-GH, 0TKOJTKOTO ManuenTuTe,
MOJTy4YaBajIy Iamneoo.

Xocnumanuzayuu u onepayuu, cevbp3aru c yayeposzen xoaum (YK)

Mo cenvuria 8§ 8 UNIFI-I mporieHTHT Ha YIACTHHIMTE C XOCIIATAIN3alluN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUaCTHULUTE B Ipylara ¢ NpenopbyrTenHaTa go3a ycrekuanymao (1,6%, 5/322) B
CpPaBHEHHUE C YUaCTHUIIMTE B Ipymnara ¢ miamneoo (4,4%, 14/319), karo HUKOH OT Y4aCTHHUIUTE,
MOJTy4aBaJIM yCTEKHHyMa0 B IPEMOPBhUNATETHATA HHIYKIIOHHA /1033, HE € MO/JI0KEH Ha OTeparus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) ot yyacTHUIMTE B Tpymara C riamnedo.

o cenmuna 44 8 UNIFI-M 3Ha4ynMo 1o-HUCHK Opoi xocnuranu3amnuu, cBbp3anu ¢ YK, e

HaOJII0/JaBaH MPHU YYaCTHUIMTE B KOMOMHUpaHaTa rpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHEHHE ¢
y4acTHUIIUTE B Tpymara ¢ miamnedo (5,7%, 10/175). UnucneHo mo-manbk Opol yYaCTHHUIU B TpyIiaTa ¢
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ycreknaymab (0,6%, 2/348) ca moanoxeHu Ha onepanys, cBbp3aHa ¢ YK, B cpaBHeHUe ¢
yYacTHUIUTE B rpynara ¢ miane6o (1,7%, 3/175) no cenmuna 44.

HUmyHorennoct
ITo BpeMe Ha JieueHHE ¢ YCTEKMHYMa0 MOTaT J1a Ce Pa3BUAT aHTUTEINA CPEIly YCTEKUHyMal 1

MMOBEYETO OT TAX ca HeyTpamm3upamy. O0pa3zyBaHEeToO Ha aHTHTENA CPEITy YCTEKHHYMa0 € CBhpP3aHO C
MOBHIIICH KIIMPHHC HA YCTEKUHYMa0 mpu manueHTH ¢ 6onect Ha Crohn wiu ynmeposen konut. He e
HaOrogaBaHa HamayieHa eukacHocT. He ce HabmomaBa o4eBHIHA 3aBUCUMOCT MEXKy HATUIHETO Ha
aHTHUTEIIA CPellly YCTeKUHYMAa0 | MOsBaTa Ha PEaKIMy Ha MSCTOTO Ha HHXCKTHPAHE.

bonecm na Crohn npu deya

Bbe3omnacHocTTa 1 erKkacHOCTTA Ha yCTeKMHYyMa0 ca orneHeHu rpu 101 meauaTpuyHu MalyueHTH Ha 2 U
noBeYe TOAMHU U C Terso Hak-manko 10 kg B MmHorouenTpoBo npoyusate ¢aza 3 (UNITI-Jr) 3a
neauaTpUYHH MAMEeHTH ¢ yMepeHa 10 TexKa akTuBHa Oosect Ha Crohn (zedunupana upe3 Munexc
Ha akTUBHOCTTA Ha Oosectta Ha Crohn [PCDAI] >30) B npoabinkeHue Ha 48 ceIMULIM JICUCHUE

(8 cemmurn mHAYKITMOHHO U 40 cenMUIM TOAILPIKaIIO JedeHue). [IpoydaBaneTo BKiIoUBa 2
MAIMEHTH Ha Bb3PacT MeXAy 2 U 5 ToAMHU U 18 manueHTy Ha Bb3pacT Mexay 6 u 11 roaunu, 29
narenTu ¢ teryo nmoxa 40 kg, pxmrountento 11 maruentu ¢ tero nmoxa 30 kg. [TanuenTure, BKIOYSHN
B IIPOYYBAHETO, MJIM HE Ca IMaJIU IOCTAThY€H OTIOBOP, MJIM Ca MMaJIF HEMTOHOCHMOCT KbM IIPEeIX0Ha
OuosiornuHa WM KOHBEHLIMOHAIHA Tepanus 3a 6osectra Ha Crohn. [IpoyuBaneTo BKJII0UBa OTKPUTO
MHIYKIMOHHO JIEYeHHE C EAMHUYHA MHTPABEHO3HA J103a ycTeKnHyMa0 npubnusurenno 6 mg/kg
(manuenTH ¢ Terno Hak-manko 40 kg) uim 250 mg/m? (manuenTy ¢ Terno nox 40 kg Bb3 0cHOBa Ha
BSA) (Bx. Touka 4.2), mociieABaHO OT paHAOMH3HpaHa ABOMHOCIANA MOJABPKAIIA CXEMa C
OIKOXKHO TpuiiokeHne Ha 90 mg ycrekunyMab (maruenTty ¢ terio Haii-manko 40 kg) wim 60 mg/m?
(mammenTu ¢ terio mox 40 kg Bb3 ocHoBa Ha BSA) (Bxk. Touka 4.2 ot KXIT Ha STELARA
MHXEKINOHEH pa3TBop ((hIakoH) 1 MHKEKIIMOHEH pa3TBOP B MPEABAPUTETHO HAITbIHEHA
CIPUHIIOBKA) HA BCEKH 8 CEIMUIIM WIIM Ha BCEKH 12 ceamuiu.

Pezynmamu 3a e¢puxacrnocm

[IspBuYHaTa KpaliHa TOYKA HA TIPOYYBAHETO € KIIMHUYHA PEMHUCHS Ha CEAIMHIIA 8 OT WHAYKIUATA
(nedunupana karo ckop mo PCDAI < 10). [IponieHTHT Ha MAITUEHTHTE, IOCTUTHAIIN KIMHIYHA
pemucus, € 46,5% (47/101) u e cpaBHUM ¢ TO3H, HA0JIIO/IaBaH B Mpoy4BaHusiTa (asa 3 Ha
YCTEKHHYMa0 NP Bb3PaCTHH.

Knunanaen otroBop e HabmonaBad orie Ha ceamuiia 3. [IpoleHThT Ha MAMEHTHTE ¢ KIMHUYCH
OTrOBOp Ha ceaMulia 8 (neMHUPaH KaTO HAMAJICHUE CIIPSMO W3XOIHOTO HUBO Ha OOIIUS CKOP 110

PCDAI >12,5 touku ¢ o6mr ckop mo PCDAI ue mosede ot 30) e 84,2% (85/101).

Ot 101 nanueHTy, Moy4aBajiy Je4eHue ¢ i.v. nHAyKus, 97 (96,0%) ce BKIFOYBAT B HOIbPIKAIIIHS
MEepUO/I, KaTo 85 OT TAX Ce MOBIUSIBAT OT MHYKIIUATA.

B tabnuna 9 ca npenctaBeHr aHAIM3UTE HA BTOPUYHUTE KPAHHHU TOYKH 0 BpEME Ha MOJIbprKaliara
Tepamnus A0 ceamuia 44.

Tabnuya 9: Pe3ome Ha 6mopuyHume KpauHu mouKku no gpeme Ha no00bpIuCAujomo jedeHue

ceomuya 44
90 mg uaun 90 mg uiaun 0611 Opoii
60 mg/m’ 60 mg/m’ HANMEHTH
YCTEeKHHYMAa0 YCTEeKHHYMAa0 N =85
npe3 8 cenMuIu npe3
N=41 12 cenmuuu
N=44

Knvanuna pemucust 48,8% (20/41) 59,1% (26/44) 54,1% (46/85)
Karirina peMUOrA oes3 46,3% (19/41) 59,1% (26/44) 52,9% (45/85)
KOPTHKOCTEPOU/IN
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KJ'II/IHI/I‘-IHa pCMI/ICI/I}I HpI/I nanucHTH,

KOWTO €4 OMJIM B KIMHM4HA 73,9% (17/23) 62,5% (15/24) 68,1% (32/47)
peMUCHS TIPU MHAYKIIHSITA

ceqmuna 8

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

*

§

Knmangnara pemucns e neduaupana karo ckop no PCDAI <10 touxn.

Pemucus 6e3 xopTuxocrepounu e nepunupana kato ckop mo PCDAI <10 touku u 6e3 npueM Ha KOPTUKOCTEPOHIH B
NpoabJKeHre Ha moHe 90 AHU npeu MoANbpKAHETO Ha cenMuua -44.

KnuHnanusT 0TrOBOp € AehuHUpaH KaTo HaMaJleHHe CIPSMO U3XO0AHOTO HUBO Ha ckopa no PCDAI >12,5 Touku ¢
00611 ckop o PCDALI we noseue ot 30.

Ennockonckust otroBop e nedunupan karo Hamanenue Ha ckopa SES-CD >50% wumu ckop SES-CD <2 npu
MaueHTu ¢ u3xojaeH ckop SES-CD>3.

Kopueupane na vecmomama na npunodicernue

[TanuenTHuTe, KOUTO MPEMHUHABAT Ha MIOJABPIKALLO JIEYEHUE U UMAT 3ary0a Ha OTTOBOpP Bb3 OCHOBA Ha
ckopa o PCDALI, oTroBapst Ha yci0BHATa 32 KOpUTHpaHe Ha jao3aTa. [lanuenTure wim npeMuHaBaT
OT JICYCHUE HA BCEKH 12 ceMUIIN HA BCEKH 8 CEIMUIIM, MM OCTaBaT Ha JICYEHUE Ha BCEKU 8 ceIMHULN
(Tutarie00 KopeKIus). 2 MaIMeHTH ca ¢ KOPUTHPaHa 1033 KbM IMO-KPaTKHU HHTEPBAI HA MIPIIIOKEHUE.
[Tpu Te3u nanmeHTH KIMHUYHA pemucus e mocturaara npu 100% (2/2) ot nanueHTuTe 8 ceaMUIH
clie]l KOpUrupaHe Ha 103aTa.

[TanueHTHTE, JIEKYBAHHU C JBETE CXEMHM Ha JiedeHHEe (JIeUeHHE Ha BCeKH 12 CeIMMUIIM MM Ha BCEKH

8 ceaMHuIIN), KOUTO HE CE MOBIHUABAT OT MOABPKAIIOTO JICUSHUE IO CEAMHUIIA 8 WIH KOUTO UMaT
3ary0a Ha OTrOBOp M UMAaT HUCKH HWBA Ha YCTEKUHYMa0 (CTallMOHAPHO ChCTOSHUE HA CEAMHUIIA 8 TIPH
Hal-HUCKa KOHICHTpaIlys Ha ycTeknHyMao <1,4 pug/ml), ca moaxo sy 3a BKIIIOUBAaHE B TOOPOBOIHO
MOJIITPOYYBaHE 32 ONTUMHU3UPAHE Ha eKCIIO3UIUATa. TOBa € OTKPUTO MOIIPOYYBaHE C
MPOABIDKUTEITHOCT MUHUMYM 16 CeIMUITH ¢ TTOAKOXKHO MOIBpIKaIo Jiederne ¢ 90 mg ycrekuaymad
win 60 mg/m? (B3 ocHOBa Ha BSA), mpunaran Ha Beeku 4 cenmuny. O6mo 26 MalueHTy ca
BKIIFOUEHH B roAanpoyuBaneTo. Ot ydactBammre nanueHTt 11 (42,3%) npeMuHaBat OT npuiiarane
BEAHBXK Ha 12 ceqMuIu KbM BeAHBXK Ha 4 ceamuny, a 15 (57,7%) npemMuHaBat oT npuiiaraHe BeJHBX
Ha 8 ceaMUITd KbM BEIHBXK Ha 4-cenmunn. Ha 16 ceqmuia cireq mpoMsiHa Ha YecToTaTa Ha
npuinoxenue, 95,0% (19/20) oT manueHTHTE, TOAXOMAIIH 32 OLICHKA, [T0KA3BaT KJIMHUYEH OTTOBOP, a
50,0% (10/20) ca B KTMHUYHA PEMUCHSL.

[Ipodunbt Ha Ge30MaCHOCT Ha cXeMaTa Ha WHAYKIIMOHHO MPHUIIOKEHUE U Ha JIBETE CXEMHU Ha
MOJIIbpPrKaIaTa CXeMa Ha JICUeHHE TIPY NeIuaTpUyHaTa MoIyJIalus Ha 2 ¥ IOBEeYE FOJIUHU € CPABHUM
C TO3M, YCTAHOBEH ITIPH IOIyJIalKATa Ha Bb3pacTHU ¢ OosiecT Ha Crohn (Bxk. Touka 4.8).

Cepymnu u ¢hexannu buomapkepu Ha 8b3NANCHUETNO

Cpennata (SD) npomsiHa cripsMO U3XOTHOTO HUBO TIPH MOAIBPIKAIIO JICUSHUE Ha ceamuIia 44 Ha
koHreHTparuute Ha C-peaktueH nporenH (CRP) u dekaneH kanmpoTeKTHH e

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

Kauecmeo na srcusom, cevp3ano cvc 30pasemo
Oo6mute ckopoe mo IMPACT-III u Bcruku oqoMeiiHu (YpeBHUA CUMIITOMH, CHCTEMHH CUMIITOMH,
CBBP3aHH C YMOpa, U 0JIArOCHCTOSHUE) MTOKa3BaT KIMHUYHO 3HAYMMU TIOA0OPEHHS ClieT 52 CeAMUITH.

Yayeposen xonum npu deya

Bbe3omnacHocTTa 1 eKacHOCTTA Ha yCTeKMHYyMa0 ca orieHeHu mpu 112 meauaTpruyHu MalyueHTH Ha 2 U
MOBEYe TOAMHU B MHOTOLICHTPOBO IpoyuBane ¢asza 3 (UNIFI Jr) npu neauaTpuyHu MalUeHTH C
YMEpEeH 10 TEeXbK aKTUBEH yiuepo3eH koiauT. OLueHKara Ha 3a00JIBaHETO ce ONpeAess Ha H3X0THO
HHUBO (ceamuua 0) kato Mayo ckop 6 10 12, BKIFOUNTETHO €HJOCKOIICKH HOACKOD >2, ONpeAesieH
ype3 LeHTPaJIeH Iperje]] Ha BUAEOTO OT eHockonusara. [Ipoyusanero BkitouBa 3 MalMeHTH Ha
BB3pacT MeXAy 2 ¥ 5 ronvHu U 27 manyeHTy Ha Bb3pacT Mexay 6 u 11 rogunu; 34 nanueHTu ¢ Terio
nop 40 kg, BkmounTtenHo 16 nanuentu ¢ terno nof 30 kg. I[TauuenTute, BKIIOYEHN B IPOYYBAHETO,
ca UMaJId HeyCIIelIHA Tepanusi ¢ ONOJIOTHYHY CPEJICTBA, KOPTUKOCTEPOU TN WITH UMYHOMOTYJIaTOPH.
IIpoy4BaHeTo BKIIOYBA OTKPUTO MHAYKIMOHHO JIEYCHNE C €INHINYHA HHTPABEHO3HA 7032
ycrekunymab npubnusurenno 6 mg/kg (manuenty ¢ terno Haii-manko 40 kg) wim 250 mg/m?
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(mammenTu ¢ teryo mox 40 kg Bb3 ocHoBa Ha BSA) (Bxk. Touka 4.2), OCIeABaHO OT paHIOMHU3UPaHa
JIBOMHOCIIATIA TTOAIBPIKAINA CXeMa ¢ TTOAKOKHO IpuitoskeHne Ha 90 mg ycTekuHyMad (TaIrueHTH ¢
Terio Hal-manko 40 kg) wm 60 mg/m? (maiuentu ¢ Terno nox 40 kg Bb3 ocHoBa Ha BSA) (BiK.
touka 4.2 ot KXII Ha STELARA un)kekunoHeH pa3TBop ((1akoH) 1 HHKEKLIMOHEH Pa3TBOP B
MIPEIBAPUTEITHO HAITBIHEHA CIIPUHITOBKA) HA BCEKH 8 CEAMMUITH WM HA BCEKH 12 CeIMUIIH.

Pesynmamu 3a eghukacnocm

[TepBUYHATA KpaiiHa TOYKA HA MPOYYBAHETO € KIMHUYHA PEMHCHS Ha CeIMHIA § OT MHAYKIHATA
(neduHupana ype3 moACKOpoBe Mo Mayo KakTo clieBa: MOACKOp 3a yecToTa Ha Aedexarus 0 wiu 1,
MOJICKOP 3a peKTanHO KbpBeHe 0 u eHnockoncku noackop 0 unu 1 6e3 Hann4ymue Ha PaHUMOCT MPU
€H/IOCKOIICKOITHUATA, KaTo MOJCKOPHT 3a YecTOTa Ha AedeKalus He ce IOBUILIABA CIIPSIMO U3XOJHOTO
HUBO NPU HHAYKIUATA). [[pOIIEHTHT Ha MAIlMEHTHUTE, MOCTUTHAIIM KIIMHIUYHA peMucus, € 25,0%
(28/112) u e cpaBHUM C TO3H, HaOMIOaBaH B NpOy4BaHUsATa (a3a 3 Ha YCTEKMHYMa0 MPH Bb3PACTHH.

KbM ceamuiia 8 oT MHAYKIMATA KIMHUYHA PEMUCHS € TocTUrHaTa npu 29,4% ot manuentute (20/68)
C HeycIieX Ha HeOMOJIOTMYHOTO JieueHue B cpaBHeHue ¢ 18,2% ot manuenture (8/44) c Heycrnex Ha
ounonornunoTo neuenue. 54 (48,2%) ot 112 nmarueHT! NOCTUraT CHMIITOMATHYHA PEMUCHS
(ompenenena kaTo mojackop mo Mayo 3a yecrora Ha aedexanms 0 win 1 ¥ MoJaCKOp 332 PEKTAIHO
KbpBeHe 0, MPU KOETO MOJCKOPHT 3a YECTOTa Ha JAe(eKallysl He Ce MOBHUIIaBa CIIPSIMO M3X0IHOTO HUBO
MIPH WHAYKIIAATA).

[IponeHThT Ha MAIMEHTHTE ¢ KIMHAYEH OTTOBOP Ha ceAMHUIA § OT MHAYKIMTA (JeGUHUpaH KaTo
HaMaJIeHHe CIIPSIMO M3XOJHOTO HUBO Ha Moau¢umpanus ckop mo Mayo ¢ >30% u >2 TOuKu UiH ¢
HaMaJIeHHe CIIPSIMO M3XOJHOTO HHMBO HA IOACKOPA 3a PEKTAJIHO KbPBEHE C =1, WIIK ¢ OJCKOD 32
pexranHo kbpBene 0 wim 1) e 67,0% (75/112).

Ot 112 nanuenTy, Moy4aBaiy JeueHue ¢ i.v. naayknus, 97% (109/112) ce BxirouBat B
MOJTBPIKAIIHS IEPUOT], KATO 79 OT TAX ca Ce MOBIUSIINA OT HHIAYKIHUATA.

B tabmmma 10 ca mpeacTaBeHn aHAIM3UTE HA BTOPUYHHUTE KPAifHA TOYKM TI0 BpeMe Ha TOoIbprKaIiara
Tepanus A0 ceamuua 44.

Tabnuya 10: Pestome Ha 6mopuuHume Kpaunu mouki no gpeme Ha noodwspicawama mepanus 00

ceomuya 44
90 mg nin 90 mg nin 00w opoit
60 mg/m? 60 mg/m? naueHTH
YCTeKMHYMa0 Ha | yCTeKHHyMad N=79
8 ceamumm Ha 12 cenMuuu
N=39 N=40

Knvanuna pemucus’ 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
CHMOTOMATUYHA PEMHCHUS 74,4% (29/39) 57,5% (23/40) 65,8% (52/79)
Knuanana pemucus 6e3 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
KOPTHKOCTEPOU M’
Knuanana pemucus Ha ceamuna 44 56,3% (9/16) 63,6% (7/11) 59,3% (16/27)
MPU TAUEHTH, KOUTO ca OWJIIH B
KIMHUYHA PEMHUCHS TIPU
UHAYKIMATA Ha cenmua 8F
Enjockoncko nono6penne’ 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
XHUCTOIOTUIHO-EHOCKOTICKO 46,2% (18/39) 27,5% (11/40) 36,7% (29/79)
mo100peHue Mo OTHOIICHUE Ha
JIMTaBUIIATa B3 OCHOBa Ha GS*
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T Kunanuynarta pemucus e neuHUpaHa ype3 NOACKOpoBe 0 Mayo KaTo: MOJCKOp 3a uectoTa Ha Aedexanns 0 wim 1,
MOJICKOD 3a peKTasHo KbpBeHe 0 u eHpockoncku noackop 0 mnu 1 6e3 Hanu4ue Ha PaHUMOCT TPH €HIO0CKOIICKOIHATA,

TIpU KOCTO MOJACKOPHT 3a YECTOTA HA neQ)eKaum HE C€ IOBHUIIABa CIPAMO U3XOJAHOTO HUBO IIPU MHAYKIUATA.
sk
CumnTtomaTH4HATa pemucus € IIe(i)I/IHI/IpaHa KaTo IMOJACKOPOBE 110 Mayo KaTo IOACKOP 3a 4e€CTOTa Ha He(i)eKaHI/ISI 0

WM 1 ¥ OACKOp 3a peKTaaHO KbpBeHe 0, IPH KOETO NMOJACKOPHT 33 YECTOTa Ha Je)eKalus He ce NOBHILIAaBa CIPSIMO
U3XOJHNUTE HHAYKIMOHHU CTOHHOCTH.

Knuangnara pemucus 6e3 KOPTHKOCTEPOUIN € AeHUHIpaHa KaTo MoJcKop 1o Mayo 3a dectora Ha fedexanus 0 wim
1, moackop 3a pexraiaHo kepaeHe 0 u eHaockoncku nojackop 0 wau 1 6e3 Hamuuue Ha PAaHUMOCT NIPU €HJOCKOIICKOTO
U3CIIeBAHE, TIPH KOETO MOJCKOPBT 32 UECTOTA Ha Ae(eKalus He ce MOBHUIIABA CIPSMO M3XOJHUTE HHAYKIMOHHN
CTOMHOCTH; 1 O3 preM Ha KOPTUKOCTEPOUIH B MIPOABIDKEHNE Ha TToHe 90 AHU Npeay MoAabpIKaIiaTa Tepanus 10
cenmuna 44.

Engockornckoto nopodpenue e aehHHUPaHO KaTo eHIOCKOIICKH mojickop mo Mayo 0 wiu 1 6e3 Hanyre Ha paHUMOCT
[P CHIOCKOIIHUATA.

XHUCTOIOTUYHO-CHJOCKOIICKOTO MOJJOOPEHHME 110 OTHOIIICHUE HA JIMTaBHIlaTa, OCHOBaHO Ha ckop mo Geboes (GS), e
Jne(pMHUPaHO KaTo MOCTUTaHe Ha KOMOMHALMS OT XMCTOJIOTMYHO nofoOpenue (nHuiaTpauus Ha HeyTpoduau B <5%
oT Kpunrure, 6e3 paspyliaBaHe Ha KDUITUTE U 0€3 epo3uH, yJILepalii WK TPaHyJIallMOHHA ThKaH CIIOpE] CHCTeMara
3a kacudukanus Ha Geboes) 1 eHIOCKOICKO nopo0penue (eHI0CKOICKH moackop mo Mayo 0 wiu 1 6e3 Hannuue Ha
PaHUMOCT IIPH €HIOCKOIIHATA).

Kopueupane na wvecmomama na npunosicerue

[TanuenTHTE, KOUTO MPEMIHABAT Ha MOIBPXKAIIO JICYCHUE, UMAT 3ary0a Ha OTTOBOP Bbh3 OCHOBA Ha
YaCTHYECH CKOP 10 Mayo W MMaT HOpMaJIHa €KCIIO3MIIMS Ha YCTCKUHYMa0, OTTOBApSAT Ha yCIIOBHUATA 3a
KOpHUTUpaHe Ha Jo3ata. [laiMeHTuTe Wil MpeMUHABAT OT JICUCHHE HA BCCKU 12 CeMUIIM KbM JICUCHHE
Ha Bceku 8 cenmuru (5/40), wim ocTaBat Ha JICUCHUE HA BCEKH 8 ceAMHUIIHN (TU1are00 KOPEKIus)
(2/39). Cpen nmanueHTUTE ¢ KOpUrHpaHa J103a KIMHUYHA PeMUCHs ¢ mocTurHaTa npu 28,6% (2/7) kpM
cenmutia 44 Ha TIOJIBPKAIIOTO JICUCHHE.

[NanuenTuTe, TEKyBaHU C JIBETE CXEMH Ha JIeUeHUE (JIeUeHUe Ha BCEKH 12 ceIMUIM WIIM Ha BCEKU

8 cenMUIIM), KOUTO HE CE TIOBJIHSBAT OT MOABPKAIIOTO JCUSHHE 10 CEIMUIIA 8§ WIIM KOUTO UMaT
3ary0a Ha OTrOBOp M UMAaT HUCKH HMBAa Ha YCTEKUHYMa0 (CTallMOHAPHO CHCTOSHUE HA CEAMMUIIA 8 TIPH
Hal-HHUCKa KOHICHTpaIwsl Ha ycTeknaymad <1,4 pug/ml), ca moaxomsamnu 3a BKIFOUBaHE B
HE3IBJDKUTEHO MOIPOYYBaHE 32 ONTUMHU3HPAHE Ha EKCIIO3UIHUATA. TOoBa € OTKPUTO TOATPOYYBaHE
C IPOIBIDKUTEITHOCT MUHIUMYM 16 CEIMUIIM € TIOJTKOKHO TTOAIbpKAINO JeueHne ¢ 90 mg
ycrekunymab wi 60 mg/m? (8b3 ocHoBa Ha BSA), npunaran Ha Beeku 4 ceqmui. O6110

22 manyeHTH ca BKIIIOUEHH, a 21 ca JeKyBaHu B oAnpoy4yBaHeTo. OT ydacTBamuTe narueHT 13
(59,1%) npemuHaBat OT NMpHUJIarane BEAHBXK Ha 12 ceIMUI KbM BeIHBXK Ha 4 ceqmuny, a 9 (40,9%)
MPEeMUHABAT OT MpUJIaraHe BeHBK Ha 8 CEIIMUITU KbM BeTHBK Ha 4 cenqmui. Ha 16 cemqmuria cien
MpOMsIHA Ha YecToTarTa Ha npuinoxkenue 84,6% (11/13) ot nanueHTUTE, MOIXOISMINHN 32 OLICHKA,
MOKa3BaT KJIMHUYEH OTTOBOP Bb3 OCHOBA HA YACTHYCH CKop 1o Mayo, a 56,3% (9/16) ca B kIiMHUYHA
pemucus Bb3 ocHOBa Ha ckopa o PUCAL

[IpodunbT Ha Ge30MACHOCT Ha CXeMaTa Ha WHAYKIIMOHHO MPHJIOXKECHUE U Ha JIBETE CXEMH Ha
MOJUTHPIKAII0 JISUeHHE TPH MTeuaTpUIHaTa ITOMyJIaysa Ha 2 ¥ MOBeYe TOJUHH € CPaBHUM C TO3H,
YCTaHOBEH IPH IOMYJIAlMATA Ha BB3PACTHUTE C YILEPO3CH KOMUT (BXK. ToUKa 4.8).

Cepymnu u ghexannu 6uomaprepu Ha 8b3naieHUemo

Cpen 26-te nanuenTH ¢ nopunieHd HuBa Ha CRP Ha n3xonHo HUBO HUBata Ha CRP ce HopManu3upar
KBbM ceaMHuLA 44 0T ToAabpKaIoTo JeueHue npu 3 (21,4%) ot 14 nauueHTu B rpymnara, JeKyBaHa Ha
Bceku 12 cenmunty, u ipu 9 (75,0%) ot 12 maumeHTH B rpynara, JiekyBaHa Ha BCEKH 8 CEMHUIIM.

Cpen 63-maTa ManueHTy ¢ OTKJIOHEHHUS B HUBATa Ha (PEKATHUS KAIMPOTEKTUH Ha U3XOTHO HUBO,
TIOBJIMSUIM C€ OT MHAYKIIMOHHOTO JiedeHue, npu 8 (25,0%) ot 32 maneHTy B TpymaTa Ha Je4eHHe Ha
Bceku 12 cepmuru u 16 (51,6%) ot 31 manueHTH B rpymnara Ha JeUYeHUE Ha BCEKH § CEMUITN HUBATa
Ha (peKaTHUS KAIITPOTEKTHH Cca Ce HOPMATM3UPAIH Ha ceMHIIA 44 OT TOAIBPIKAIIOTO JICUCHHE.

Kauecmeo na scusom, cewpzano cve 30pasemo

[Ipu marmmenTute Ha BB3pact >10 roguan, npu kouto e orieaeH IMPACT-III, o6muTe ckopoBe n
BCHUYKH TOAIOMEWHH (BKIFOYUTEITHO YPEBHU CUMITTOMHU, CHCTEMHU CHMITTOMH, €EMOITHOHATTHO
(YHKIIMOHUPAHE, COIUATHO (DYHKIIMOHUPAHE U 00pa3HU U IPYTH M3CICABAHMS U JICUCHHUE) IIOKAa3BaT
KITMHIYHO 3HAYUMHU MTO00peHNs Ha cenmuia 44.
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5.2 ®apmakoKMHETHYHH CBOWCTBA

Cren mpenopbhUnTEeIHATA HHTPABEHO3HA MHAYKIIMOHHA /1032 MEIHaHATa HA MaKCUMalTHaTa CepyMHa
KOHIICHTpAIlKsI Ha yCTeKnHyMa0, HaOmonaBana 1 yac cien uadysusra, ¢ 126,1 ug/ml npu
narueHTute ¢ 6oaect Ha Crohn u 127,0 ug/ml npu namueHTUTE ¢ yILEPO3eH KOJIUT.

Paznpenenenue
Mennanata Ha o0eMa Ha pasnpesecHue B TepMuHanHaTa gasza (Vz) cien emHOKpaTHO HHTPABEHO3HO

NPUIOKEHUE NIPY TTALMEHTH ¢ TIcopruasuc Bapupa ot 57 no 83 ml/kg.

BuorpancdhopMarus
TOYHUAT BT HA METAOOTU3UPAHE HA YCTEKUHYMA0 HE € U3BECTCH.

Enumunupane
Menunanata Ha cuctemMans KkiupbsHC (CL) cieq emHOKpaTHO HHTPaBEHO3HO MPUIIOKEHUE TIPH

NalKUeHTH ¢ icopuasuc Bapupa ot 1,99 1o 2,34 ml/nen/kg. Mennanata Ha momyxuBoTa (ti2) Ha
YCTEKHHYMa0 € IPUOJIM3UTEIHO 3 CEAMUIIM MPH AIMEHTH ¢ YILIEPO3eH KoauT, 6oaect Ha Crohn,
TICOPUA3HC W/WIIN TICOPUATHYEH apTPUT U Bapupa oT 15 1o 32 aHU BHB BCHUKHU NPOYYBAHHS HA
NICOPHUA3UC U NICOPUATHYCH apTPHUT.

JImHeitHOCT Ha J03aTa

Cucremnara excrio3unus Ha ycTeknHyMa0 (Cmax 1 AUC) ce yBennuaBa 1o HauuH, MPUOTU3UTEITHO
MIPOMOPITMOHAJICH Ha J103aTa, CJIE]] €IHOKPATHO MHTPABEHO3HO MPHUJIOKEHHUE Ha JI03U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg.

CrenmanHy nomyianuu

Hsma Hannyan ¢papMakoKMHETHYHN AaHHU MPU HMALMEHTH C yBpeAeHa ObOpeyHa Hiu YepHOApoOHa
¢ynkusa. He ca mpoBeeHN KOHKPETHH IPOYYBaHMS ¢ HHTPABEHO3HO MIPWJIOKEHUE Ha yCTEKHHYMaO
IIPY MAMEHTH B CTapyecKa Bb3pacT.

[Tpn nmarmentu ¢ 6onect Ha Crohn 1 ymepo3eH KOIUT BapuaOMIIHOCTTa Ha KJIMPBHCA Ha YCTEKHHYMao
ce MOBJIMABA OT TEJIECHOTO TETJIO, HUBOTO HAa CEPYMHUS alIOyMHUH, [10JIa ¥ CTaTyca MO OTHOIICHUE Ha
aHTHTeNaTa Cpelly YCTEeKHHYMao, JOKaTO TEIEeCHOTO TETJIO € Hali-3HauYMMaTa KoBapuaTa, BIHsela
BBpXY 00emMa Ha pasnpesencnue. OcBeH ToBa mpu Oonectra Ha Crohn KIMPBHCHT ce noBusBa ot C-
pEaKTUBHUS MPOTENH, CTAaTyca M0 OTHOIIEHUE Ha HeycneXx Ha JiedeHnero ¢ TNF-antaronuctu u
pacara (a3uaTCKH CIpsIMO Hea3HaTCKH MPou3Xon). Br3aelicTBreTO Ha TE3U KOBapUaTH € B paMKHTE Ha
+20% oT THNMYHAaTa WU pedepeHTHaTa CToMHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
Heo0Xo1uMa KOPEKIHs Ha J103aTa 3a Te3u koBapuatu. EnHoBpeMeHHarta ynorpeba Ha
MMYHOMOYJIaTOPHY HAMA 3HAYUTEIHO BIMSHUE BbPXY Pa3NpelesIeHUETO Ha YCTEKHHYMao.

Perynmupane na CYP450 en3umu

Edexrure na IL-12 wiun IL-23 Bbpxy peryaupaneTo Ha CYP450 eH3uMuTe ca OLiEHSHH B in Vitro
MPOYyYBaHE C U3IMOJI3BAHE HA YOBEIIKU XENaTOIUTH, KOeTo mokasea, 4e 1L.-12 w/umm [L-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHocTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
nin 3A4; BX. Touka 4.5).

[IpoBeneHo e oTkpuTo NpoyuBaHe (aza 1 3a nexapctBenu B3aumoaericteus CNTO1275CRD1003 3a
OIleHKa Ha e()eKTa Ha yCTeKMHYyMa0 BhPXY €H3UMMHATa aKTHBHOCT Ha IuToXpoM P450 crien nHIyKIms
Y TIOAJBPIKAILIO MTPHUJIaraHe NpH MaueHT ¢ akTuBHa Oonect Ha Crohn (n=18). He ca nabnronaBaHu
KJIMHAYHO 3HaYMMHU pOMeHH B excriozunuara Ha kopenH (CYP1A2 cyOctpart), Bapdapun

(CYP2C9 cyberpar) omenpazon (CYP2C19 cyberpar), aekctpomeropdan (CYP2D6 cyGerpar) wnu
munazonam (CYP3A cyGerpar), KoraTo ce U3Moi3Bar ChIIbTCTBAIIO C YCTEKHHYMa0 MpH oJI00peHara
NpenopbYUTENHA T03UPOBKA NpH ManueHT ¢ 6onect Ha Crohn (Bx. Touka 4.5).
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IleauaTpuyHa nomymnaus

CepyMHMTE KOHIIEHTPALMK HA YCTEKUHYMa0 IpyU NeJUaTPUYHHU TallMeHTH Ha Bb3PacT 2 U IIOBeYE
roaunu ¢ 6onect Ha Crohn WM ynueposeH KOJHT, ¢ Teryio Hail-manko 10 kg, kato 1s11o ca cpaBHUMHU
¢ HaOJII0JaBaHUTE NIPU Bb3PACTHU MALlUCHTH.

5.3 IlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

HexnuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK (HAIp. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha 6a3aTta
Ha M3MUTBAHUATA 32 TOKCHYHOCT P MHOTOKPATHO TpHiIaraHe, TOKCHYHOCT 33 Pa3BUTHETO U
PENpPOAYKTHBHA TOKCHYHOCT, BKIIOUUTETHO U (hapMaKoJIOrHYHHUTE OLEHKH 3a Oe3omacHocT. [Ipn
MIPOYYBAHUS 32 TOKCUYHOCT 3@ PA3BUTUETO U PENPOAYKTUBHA TOKCHYHOCT MPH JBITOONAIIATH MaKaly
He ce Ha0JIIo1aBaT HeXxellaHu ePeKTH BbPXY QepTUINTETa P MBKKHUTE, KAKTO U BPOJCHH JeQEeKTH
WJIN TOKCUYHOCT 3a pa3BuTueTo. He ce HaOmogaBat HexxenaHu epeKTH BbpXy QepTUInTeTa Mpu
JKEHCKHTE MPH ynoTpedaTa Ha aHAIOTMYHO aHTUTsUIo cpemty [1L-12/23 npu Mumky.

Jlo30BUTE HUBA B IPOYIBAHUS MIPU KUBOTHH ca 01130 45 MTH MO-BUCOKH OT Haii-BHCOKaTa
€KBHMBAJICHTHA J103a, IPEBIK/1aHa 3a MPWIOKEHNE TIPU MMALIUEHTH € TICOPUA3UC, U BOJAT 10
MaKCHMAaJIHU CEPYMHH KOHIIEHTPAIMH MTPH MaliMyHH, KOUTO ca Haa 100 mbTH MO-BHCOKU OT
KOHIICHTpAIMUTE, HAOIIOIaBaH! TIPH XOpa.

He ca npoBexaanu mpoyyBaHus 3a KAPLUUHOTEHHOCT C YCTEKHHYMa0 MOpaay JUIcaTa Ha MOIXOASIIH
MOJIEIIN 32 aHTHTSUIO 0€3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DOAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha IOMOLIHHUTE BelIECTBA

EDTA nunatpueBa coyl AMXUApaT

L-xuctuanu

L-XHUCTUINHOB MOHOXUAPOXJIOPH MOHOXHAPAT
L-meTnonun

[Mosnucopbar 80 (E433)

3axaposa

Bona 3a unxxekuuu

6.2 HecnbBMecTHMOCTH

[Ipu nunca Ha poy4YBaHUsI 32 HECHBMECTUMOCTH, TO3H JICKAPCTBEH MPOIYKT HE TPOBA J1a CE CMeCBa C
npyru gexapcreHu npoaykTa. STELARA TpsiOBa ma ce pa3peknma camo ¢ pa3TBOp Ha HaTPHEB
xopun 9 mg/ml (0,9%). STELARA He Tpsi6Ba n1a ce npuiiara eJHOBPEMEHHO Upe3 €Ha U ChINa
WHTPABEHO3HA CUCTEMA C JIPYTH JICKAPCTBEHU MPOYKTH.

6.3 Cpox Ha roaHOCT

3 roguH"
[a He ce 3ampassiBa.

Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMIIHOCT 10 BpeMe Ha ynoTpeba 3a 8 yaca npu 15-25°C.
OT MUKpOOHOIOTHYHA TJIe/IHA TOYKA POYKTHT TPIOBA J]a ce ynoTpedu He3abaBHO, OCBEH aKo
METOABT Ha pa3pexkaaHe U3KIII0UBa PUCK OT MUKPOOHO 3aMbpcsiBaHe. AKO He ce yHoTpeOu He3a0aBHO,

NepuoIbT Ha U3MOJI3BAHE U YCIOBHATA HA ChXpaHEHHUE MPeH ynoTpeda ca OTTOBOPHOCT Ha
noTpeduTens.
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6.4 CroenuajJHU yCJI0OBHUS HA ChbXPaHEHHUE

Ja ce cpxpansa B xnamutHuK (2°C — 8°C). [la He ce 3ampa3sba.
CoxpaHsBaiiTe (priakoHa B KapTOHEHATa OTIAKOBKA, 33 Jla C€ Mpe/a3u OT CBETINHA.

3a ycioBHATa Ha ChXPAHECHUE CJIEM pa3pekIaHe Ha JICKapCTBEHUS MPOAYKT BIDKTE ToUka 6.3.
6.5 Buau chrabp:KaHue HA ONMAKOBKATA

26 ml pa3tBop BBB (1akoH oT cThkio THll I 30 ml, 3aTBOpeH che 3amymanka oT OyTHIIOBa TyMa ¢
nokputue. STELARA ce pasnpocTpansiBa B onakoBka o 1 ¢iaaxoH.

6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBbPJIsiHE H padoTa

®nakoHBT HE TPsAOBaA J1a ce pa3kiamia. Pa3TBopbT TpsiOBa a ce mpoBepr BU3yasHO 32 HAIMYUETO Ha
TBBPM YaCTUIIM WK MPOMSIHA Ha LIBETa, TIPE/IU JIa e MPWIOKU. Pa3TBOpBT € OUCTBp, Oe31[BETEH /10
0ne10BIIT. JIeKapCTBEHUST NPOLYKT HE TpsiOBa J1a ce ynoTpedsBa, ako pa3TBOPHT € C IPOMEHEH LIBSAT
WJIM MBTEH WM aKO B HETO ce 3a0emsI3BaT BUANMH Yy>KIH YaCTHIIH.

Paspexnane
STELARA xoHueHTpaT 3a HH(pY3HOHEH pa3TBOp TPsIOBa Ja ce pa3peau U J1a ce OATOTBU OT

MCIUIIMHCKH CIICHHUAJIHCT C IIOMOINTAa Ha aCCIITHYHA TCXHUKA.

1. 3a BB3pacTHU NALMEHTH U eINaTPUYHH MALMEeHTH ¢ Terio Haii-manko 40 kg, nzuncnere nozarta
u Opos Ha HeoOxoaumuTe haakoHun STELARA Bb3 0CHOBa Ha TEIJIOTO Ha MAaIMeHTa (BIK.
touka 4.2, Tabmurma 1 u Tabmuma 3) win 3a menuaTpudHU MAIMEHTH, KOUTO TEXAaT IMO-MaJIKO OT
40 kg, n3uncnere no3ara u OpoAT Ha HEOOXOAUMHUTE (DIIAKOHH Bh3 OCHOBA Ha TeJIeCHATa
MOBBPXHOCT Ha nanuenTa (BSA) (Bxk. Touka 4.2, Tabnuma 2). Beexu dmakon STELARA ot
26 ml ceawvpka 130 mg ycrekunymao.

2. Wzrernere u cnen ToBa u3xBbpiere oT HHQY3HOoHHHA cak oT 250 ml obem oT pa3TBOp Ha
HatpueB xjopun 9 mg/ml (0,9%), paen Ha obema STELARA, koiito TpsiOBa na ce 1o0aBu
(m3xBBpIeTe 26 ml HaTpHeB Xyopun 3a Bceku HeobxoauMm ¢uiakon STELARA, 3a 2 ¢makona
u3xBbpiaere 52 ml, 3a 3 duakona uzxebpiaere 78 ml, 3a 4 daakona uzxebpiaere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcexkn HeoOxoauM (IakoH U TH JoOaBeTe KbM HH(Y3HOHHUS
cak ot 250 ml. Kpaiinusit o6em B HHQY3HOHHUS cak TpsiOBa na 0bae 250 ml. Baumarenxo
cMeceTe.

4. [Ipu nenmarpuunu nanueHTu ¢ 6onecrra Ha Crohn nnm yiueposeH koiut ¢ terio nox 40 kg

Jlo3aTa € U34rciieHa Bb3 OCHOBa Ha BSA Ha maruenTa, kKaTo eTHOKpaTHA MHTpaBeHO3Ha (1.V.)
no3a STELARA. Ot undy3uonen cak ot 100 ml ¢ pa3rBop Ha Hatpuer xiopua 9 mg/ml (0,9%)
U3TerNeTe u n3XBhpiere odem, paBeH Ha obema STELARA, koiito me ce qo6asu. U3rernere
HeoOxonumusa ooem STELARA ot Bceku ¢akoH u ro no0aBeTe KbM HHGY3HOHEH CaK OT

100 ml. Kpaiiaust o6em B nH(y3uoHHMS cak TpsaOBa na 6bae 100 ml. CmeceTe BHUMATEIHO.

5. [Ipenu npunoX)eHUETO MPOBEPETE BU3YAITHO pa3peeHus pa3rBop. He ro ynorpebssaiite, ako ce
HaO0JII0/IaBaT BU3yalTHO HEMPO3payHHU YaCTHIIN, TIPOMSIHA Ha IIBETA WIIH Ty YaCTHUIIH.
6. [Ipunosxere paspeneHus pa3TBop 3a Mepuoj oT Hall-Maiko enuH yac. Cres KaTo ce pa3peny,

npUIaraHeTo Ha MHQY3MOHHUST Pa3TBOp TPsOBa /1a ce U3BBPIIN B pAMKUTE Ha OCEM 4aca Clie]
paspexaaHeTo B MH(Y3UOHHHMS Cak.

7. WznomnsBaiite camo Habop 3a UH(Y3US C BrpajieH, CTEPUJIeH, aTUpOoreHeH QPIIThP ChC CIado
CBBbp3BaHe Ha MpoTenHu (pa3Mep Ha nopute 0,2 MUKpoOMeTpa).
8. Bceku ¢uiakoH e caMmo 3a eTHOKPaTHO MIPUIIOKEHUE U HEN3IION3BAHUST JIEKAPCTBEH IIPOAYKT

TpH6Ba Ja C€ U3XBBPJIU B CbOTBETCTBUE C MECTHUTE N3UCKBaHUA.

7. HHPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
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B-2340 Beerse

Benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

9. JATA HA ITBPBO PASPEHIABAHE/IIOJHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha iepBO pazpewmasane: 16 aayapu 2009 r.

Hata Ha nocnenno nonHoBsiBane: 19 cenremBpu 2013 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

07/2026

IMoxpoOHa nH(popMaIIKs 3a TO3U JICKAPCTBEH MPOIYKT € MpeiocTaBeHa Ha yeOcalita Ha EBporneiickara
areHIus 1o JekapcTeaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

STELARA 45 mg MHXeKIIMOHEH Pa3TBOP

STELARA 45 mg MHXEKIIMOHEH Pa3TBOpP B MPEABAPUTEIHO HAIBJIHEHA CIIPUHIIOBKA
STELARA 90 mg WHXEKITMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBJIHEHA CITPHHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mg MHXEeKIIMOHEH Pa3TBOP
Bceku ¢uakon cpappika 45 mg yerekunaymad (ustekinumab) B 0,5 ml.

STELARA 45 mg HHKEKIIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HATBIHEHA COPUHIIOBKA
Bcesika npeaBapuTeHO HaTbJIHEHA CIIPUHIIOBKA ChAbpika 45 mg ycrekunymab B 0,5 ml.

STELARA 90 mg MH)XEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HAIIBIHEHA COPHUHIIOBKA
Bcesika mpeaBapuTeIHO HAITBJIHEHA CIIPUHIIOBKA ChIbpika 90 mg ycrekuaymab B 1 ml.

Yerekuaymad e u3isnio 9oBemko 1gG 1k MOHOKIIOHATHO aHTHUTSIIO0, IPOU3BEACHO B MUCIIOMHA
KJISThYHA JIMHYSI Ha MUIIIKK ¢ TIoMo1Ta Ha pekomOuHanTHa JJHK TexHomorus.

3a IBJIHUA CIIMCHK HA ITOMOIIHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
UmxekunoHeH pa3TBop (MHKEKIINS)

Pa3TBOPBT € OUCTBHP /10 JICKO OMANIECIEHTEH, O3IBETEH 10 OJICIOXKBIT, ¢ 1eiaeBo pH 6,0 u
npubnusurencH ocmonanureT 314 mOsm/kg.

4. KIMHUYHU JAHHHAU
4.1 TepaneBTHYHU MOKA3AHUS

IInakoB ncopuasmc

STELARA e mokasas 3a JIedeHHE Ha YMEPEH JI0 TSKBK IJIAKOB IICOPHUA3MUC MPU BB3PACTHU, KOUTO HE
ca ce MOBJIMSIN, UMAT IPOTUBONOKA3aHNS WIM HEIIOHOCUMOCT KbM JPYTY CUCTEMHH TE€panuy,
BKJIIOUBaLIM [uKiIocnioput, merorpekcat (MTX) unu [TYBA (mcopanen u ynTpaBHoONeTOBU A TbUH)
Tepamnus (BX. Touka 5.1).

[1nakoB Icopuasyc opy NeIUaTPUYHU MALMEHTH

STELARA e mokasas 3a JIe4YeHHE Ha YMEPEH 110 TSKBK IIAKOB TICOPHA3NC MPH ACIa U MAIUECHTH B
FOHOIIECKA BB3pacT Ha 6 TOJUHU U MO-TOJEMHU, PU KOUTO UMa HEJOCTAThYCH KOHTPOII WU
HEMIOHOCHMOCT KBbM JPYTH CUCTEMHH Tepanuu win (oToTepanuu (BK. Touka 5.1).

IIcopuatnuen aprpur (PsA)

STELARA, camocTosTenHo uiu B komOuHamus ¢ MTX, e rokasaH 3a JiedeHHe Ha aKTHBEH
IICOPUATUYCH apTPHUT NPH Bb3PACTHH NALMEHTH, IIPH KOUTO OTTOBOPHT KbM IIPEALIESCTBAIIIO JEUCHHUE C
HeOnonornyHu Moauduuupaiy 6onecrra antupeBMaronguu jgekapctsa (DMARD) e 6un
HelocTaTh4eH (BXK. Touka 5.1).
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Bosect Ha Crohn npu Bb3pacTHH

STELARA e noka3aH 3a jedeHUE Ha Bb3PACTHHU MMALUEHTH C YMEpEHa JI0 TeKKa aKTHBHA 0oJiecT Ha
Crohn, KouTO ca ce MOBIUIN HEAOCTATHYHO, BeUe HE CE TOBIMSABAT WM UMAT HETOHOCHMOCT KbM
KOHBEHIIMOHAJIHATA Tepanys WK KbM aHTaroHucT Ha TNFa.

Bomnect Ha Crohn nipu nena

STELARA e mokasaH 3a JIedeHHE Ha YMEpeHa JI0 TeKKa akTuBHA 0ojecT Ha Crohn mpu me1naTpuvIHH
MAIMCHTH Ha BB3PACT 2 ¥ MOBEYE TOAMHH, KOUTO Ca UMAJIM HEIOCTATh4YCH OTIOBOP WIJIM UMAT
HEMIOHOCHMOCT KbM KOHBEHIIMOHAIHA WJIK KbM OMOJIOTHYHA TepaIusl.

Vimepo3eH KOJIUT NP Bb3PacTHU

STELARA e mokasas 3a JiedeHHe Ha Bb3PACTHU MAIMEHTH C YMEPEH JI0 TSKBK aKTHUBEH YJIIEPO3CH
KOJIUT, KOWTO Ca CE MOBJIISUTH HEOCTAThUHO, BEYE HE CE MOBIMABAT WIIM UMAT HEMOHOCHMOCT KbM
KOHBEHIIMOHATHATA TePaIus WM KbM OMOJIOTHYEH JIEKAPCTBEH MPOIYKT.

Yanepos3eH KOJUT Opu Aena

STELARA e noka3as 3a jeueHHe Ha yMEPEH 0 TEKbK aKTUBEH YJEPO3€H KOJIUT MPU MEAUATPUIHN
HAlMEHTH Ha Bb3pacT 2 U [OBeYE I'OANHY, KOUTO Ca UMaJId HEJOCTaTh4eH OTTOBOP MJIM UMaT
HETMIOHOCHUMOCT KbM KOHBEHLMOHAIHATA TePaNus WM KbM OHOIOTHYEH JeKapCTBEH MPOAYKT.

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

STELARA e npenna3HaueH 3a ynorpeda 1moJi pbKOBOJCTBOTO M HaJ30pa Ha JieKap C ONHUT B
JIMaTHOCTHIIMPAHETO U JICYCHUETO Ha 3a0omsaBaHusl, 32 kouto STELARA e nokazas.

gOBH[)OBKa

Ilhaxos ncopuasuc
IIpenopruntennara go3upoBka Ha STELARA e HauanHa mo3a 45 mg, mpriioskeHa moaK0oKHO,
nocJesiBana oT 103a 45 mg 4 ceAMUIIM MO-KBCHO U CJel TOBa Ha Bceku 12 ceaMuiy.

IIpu marmeHTH, KOUTO HE Ca C€ MOBIUSUIH OT JICUSHUETO 10 28 ceIMUIIH TPsIOBa 1a ce OOMHUCTH
MpeKpaTsBaHe Ha TeparusTa.

Hayuenmu c menecno meano > 100 kg

3a mauueHTy c tesnecHo teryo > 100 kg mbpBoHavanHata 1o3a € 90 mg, NprUiIoXKeHa MOIKOXKHO,
nocieBana oT n103a 90 mg 4 cenMuIIM MO-KBCHO U cjel ToBa Ha Bceku 12 ceaqmunu. [lpu te3u
MAaIMEeHTH J03aTa OT 45 mg chIo € ehruKacHa, HO Mo-rojiiMa eUKacHOCT uMa go3ara ot 90 mg (Bx.
Touka 5.1, Tabnurma 5).

Hcopuamuuen apmpum (PsA)

IIpenopruBanara go3upoBka Ha STELARA e HauanHa mo3a 45 mg, IpriIoskeHa IMOIKOKHO,
mocJe/iBana oT 103a 45 mg 4 ceAMUIIM MO-KBCHO U CJIe] TOBa Ha Bceku 12 ceqmMuiu. AnTepHaTUBHO,
NpY aLMeHTH ¢ TesecHo Terio > 100 kg, moxe ma ce nznonzsat 90 mg.

HpI/I INaluCHTH, KOUTO HE Ca CC IMOBJIMAIHN OT JICUCHUCTO 10 28 cCaAMHUI Tpﬂ6Ba Ja ce oomucau
OpCyCTAaHOBSABAHC HA JICHCHUCTO.

Cmapuecka 6v3pacm

He e HeoOXxoquMo aanTupane Ha J103aTta py NMalMeHTH B CTapyecka Bb3pacT (> 65 roauHu) (BX.
Touka 4.4).
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bvopeuno u wepnodpobro yepesicoane
He ca mposexxmanu npoyusanmst cbe STELARA mpu Te3n momynaruu narueHTd. He Moke 1a ce mame
MpernopbKa 3a J03aTa.

HeaunatpuyvHa monynaius
bezonacHoctTa 1 epukacHoctta Ha STELARA nipu fena ¢ ncopuasuc Ha Bb3pacT o1 6 TOAWMHU UK
TIPH JIeTia C TICOPUATUYCH apTPUT o1 1 8-roIuIIHa BB3pacT BCE OIIE HE Ca YCTAHOBEHHU.

IInaxos ncopuasuc npu neduampuynu nayuermu (6 200unU u no-2oaemu)

[Ipenoppuntennara no3a Ha STELARA crniopen TenecHOTO Teriio € moka3aHa mo-aoiy (tTadmvmu 1 u
2).

STELARA tps6Ba na ce npuiara Ha ceamunu O u 4, ciieq ToBa Ha BCEKU 12 CeIMUIIH.

Tabnuya 1: Ilpenopvuumenna 0oza STELARA npu neduampuunu nayuenmu ¢ NnCOpuasuc

TenecHo Terja0 KbM MOMEHTA HA MPHJIATraHe IIpenopbunTeTHa 1032
<60 kg 0,75 mg/kg
> 60-< 100 kg 45 mg
> 100 kg 90 mg

3a m3uncisgBaHe Ha oOeMa Ha nKekTupane (ml) 3a manmenTr < 60 kg n3nomn3paiite cieaHara
thopmymna: TenecHo Terno (kg) x 0,0083 (ml/kg) nnm BuxkTe Tabmuna 2. M3uucnenust odem TpsaOBa na
ce 3akpbri A0 0,01 ml u na ce npunara c rpagyupana cnpuanoBka ot 1 ml. Hamuden e ¢nakon ot
45 mg 3a neIMaTPUYHU MAIIMEHTH, KOUTO TPSOBA Jla MOTyYaBaT MO-MaJKo OT Iisyiara j1o3a 45 mg.

Tabnuya 2: Obemu Ha unsicexkmupane Ha STELARA npu neduampuunu nayuenmu ¢ NCOPUA3UC

<60kg
Tenecn;ozledll“)J:l(:l:(()klsg[))eMe na Ho3a (mg) O6em Ha uH:kekTHpaHe (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
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43 32,3 0,36
44 33,0 0,37
45 33,8 0,37
46 34,5 0,38
47 35,3 0,39
48 36,0 0,40
49 36,8 0,41
50 37,5 0,42
51 38,3 0,42
52 39,0 0,43
53 39,8 0,44
54 40,5 0,45
55 41,3 0,46
56 42,0 0,46
57 42,8 0,47
58 43,5 0,48
59 44,3 0,49

HpI/I nanueHTHU, KOUTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO A0 28 cCaMuIu, Tp;[6}3a Ja ce oomucan
IIPE€yCTaHOBsABAHE Ha JICUCHUCTO.

Boaect Ha Crohn ¥ yniepo3eH KoiIuT

B cxemara Ha nedeHne mppBarta 03a Ha STELARA ce npuiara “HTpaBeHO3HO. 3a J03UpPOBKaTa MpH
WHTpaBeHO3HA cXeMa Ha nprtarane BiuxkTe Touka 4.2 ot KXII ma STELARA 130 mg xkoHIeHTpAaT 32
MH(Y3UOHEH pa3TBOP.

IIspBoTO MOAKOXHO Tpriokerne Ha 90 mg STELARA Tps6Ba fa ce M3BBPIIN HA CEAMHUIA § CIIeT
WHTpaBeHO3HAaTa J03a. Ciiel TOBa, ce MpernopbuBa MPHIOKEHHUE Tpe3 12 ceIMUIIn.

[TarueHTH, KOUTO HE CE MOBIUSABAT JOCTATHYHO JI0 8 CEAMHUIIM CJIE]] IIbpBaTa IMOAKOXHA /1032, MOXKE
Jla TIOJTy9aT BTOpa MOAKOXKHA 71032 TI0 TOBA Bpeme (BXK. Touka 5.1).

[TanuenTH, Tpu KOUTO UMa 3ary0a Ha OTTOBOp MpH MpwiiaraHe mpe3 12 ceaMuim, Moxe J1a UMar mojsa
OT MOBHIIIEHNE HA Y€CTOTaTa Ha MPWIOKEHHUE TIpe3 § cenMuin (BxK. Touka 5.1 u Touka 5.2).

BrnocnencTeue no3ata Moxe Aa ce Mpuiara Ha NaleHTUTe Npe3 8 CeAMULM WK npe3 12 cenMuIy Bb3
OCHOBA Ha KJIMHUYHA TIpelieHKa (BX. Touka 5.1).

Tps6Ba 1a ce OOMHUCITN MPEYCTAHOBSIBAHE HA JICUCHUETO NMPH MAIIMECHTH, KOUTO HE MOKA3BaT JaHHH 32
TEepaneBTUYHA MoJ3a 16 CeIMUIM Clie 1.V. MHAYKIMOHHA 1032 WK 16 CeIMUIM Clie/l TPeMUHABaHE
KBbM TpHJIaraHe Ha MoJyIbprKaiia 103a npe3 8 ceIMUIIN.

[IpunoskeHneTo Ha UMYHOMOTYJIATOPH /T KOPTUKOCTEPOUIN MOKE J1a TIPOABIDKHU TI0 BpeMe Ha
nederneto cb¢ STELARA. Ilpu manueHTuTe, KOUTO ca ce MoBIusIN oT jieueHneto cbec STELARA,
MIPUIIOKEHUETO Ha KOPTUKOCTEPOHIN MOXKE J1a CE HAMAIIH WA Ja C€ TPEyCTaHOBH B ChOTBETCTBUE CHC
CTaH[apTa Ha JIYCHHE.

ITpu 60nect Ha Crohn win yJrepo3eH KOJUT, aKO TepaIrusiTa ce MPeKbCHE, TIOJHOBSIBAHETO HA
JIEYCHUETO C MMOAKOKHO MPUIIOKEHHE TIpe3 8 ceMUITN € 6e30macHO U e()eKTHBHO.

Cmapuecka 6v3pacm

He e HeoOxommuMo KopurupaHe Ha 03aTa MPH MAIUeHTH B CTap4ecka Bb3pacT (> 65 ronuHu) (BK.
Touka 4.4).
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bvopeuno u wepnodpobro yepesicoane
STELARA He e poy4BaH IIpHu T3 MOITyJIaIliy ManueHTH. He Morat ga ce HampaBsT IpemopbKH 3a
JIO3UpaHe.

IlenuaTpuyHa nomyJamnus

bonecm na Crohn u ynyeposen koaum npu deya (2 u nogeue 200uHu)

B cxemara Ha nedenne mppBata 103a STELARA ce mpritara mHTpaBeHO3HO. 3a JO3UPOBKaTa IpH
cxemaTa Ha MHTPaBEHO3HO npuiiokenne BmkTe Touka 4.2 ot KXIT na STELARA 130 mg KoHIIeHTpaT
3a nH()Y3UOHEH Pa3TBOP.

Hayuenmu c meano noo 40 kg (0ozupane 6v3 ocnosa Ha BSA)

[Ipu nequarpuynu naruenty ¢ terno mox 40 kg npenoppunTenHaTa moIbpikaiia J103a ce mpuiara
MOJIKO)KHO BB3 OcHOBa Ha BSA Ha manmenTa, BuxTe Tabmuia 3. 3uucnenust obem TpsOBa na ce
3aKpBIVIM KbM Hal-0su3karta croiiHocT oT 0,1 ml 1 1a ce mpUIoXkKH ¢ MOMOIITA Ha rpayrpaHa
crpuHIIOBKa OT 1 ml.

Tabauya 3: Huocexyuonnu obemu npu neduampuynu nayuenmu ¢ meano noo 40 kg

Jnana3on Ha BSA (m2) nmo IIpenopbunTeHa 0611 Bpoii paaxonu ot
BpeMe HA NPWIOKEHNETO no3a (mg) MH/KEKIIUOHEH 45 mg/0,5 ml
TenecHo TerJio < 40 kg 00em (ml)

0,40 mo <0,62 36 mg 0,4 1 dpaakon
0,62 mo <0,95 45 mg 0,5 1 pmakon*™
0,95 no <1,25 63 mg 0,7 2 ¢naxona
>1,25 90 mg 1,0 2 dnakona*

*  IlpenBapurenHo HambiaHeHa cripuHIoBka (PFS) Moke na ce m3momnssa karo anrepHariBa Ha ¢iakona ot 45 mg/0,5 ml

3a Inpujiaraie Ha HeO6XOIII/IMaTa J03a.

Hayuenmu c meano nati-manxo 40 kg (dosupane 6v3 ocnosa Ha meaiomo)
[Ipu meauaTpuvHM NAIMEHTH ¢ Terio Hai-manko 40 kg mpenopprunTenHaTa MO IBpIKaIIa J03a €
90 mg MoAKOXKHO.

Yecmoma na npunodicerHue npu neouampuynu nayuenmu (2 u nogeve 200UHu)
[IspBoTO MonKoxHO npunokeHre Ha STELARA TpsiOBa 1a ce M3BBPIIM HA ceqMuIa 8 ciex
MHTpaBeHO3HaTa 103a. Cieq ToBa ce MpenopbyuBa NPUIIOKEHNE Ha BCEKH 12 ceamuLu.

BrnocnencTeue manmeHTUTE MOXKE J1a IOTy4yaBaT J03a Ha BCEKU 8 CEIMULIM WJIM Ha BCEKH 12 cenMuuu
crope] KIMHUYHATa MpeneHka (Bx. Touka 5.1).

IIpu marueHTH, KOUTO ca 3aryOHiIi OTTOBOP 110 BpeMe Ha MPUIIOKEHNE Ha BCEKH 12 CeIMUIIN, MOXKE
Jla ce yBEJIMYH YeCTOTaTa Ha MPUIIOKEHNE Ha Bceku § ceaqmun (Buk. Touku 5.1 u 5.2). Ilanmenture ¢
MIpUJIO’KEHUE Ha BCeKU 12 v 8 ceIMUITM, KOUTO ca 3aryOusIi OTTOBOP M UMaT Hal-HUCKU HHUBA Ha
ycreknayMab (<1,4 pg/ml upe3 Bamuaupan tect Meton ECLIA unu ELISA wunu cpaBHUM aHanu3),
MOJKeE J1a UMaT T10J13a OT HaMaJIsIBaHe Ha MHTEPBaJla Ha MPIJIO’KEHNE Ha BEAHBXK Ha BCEKU 4 CEIMUIIH,
aKo € KIIMHUYHO ITOKa3aHo.

[TorTOpHO TpsIOBA Ja Ce U3MEPHU HAM-HUCKOTO HUBO Ha 12 mim 16 cenMulia clie/l aanTUpaHeTo Ha
Jlo3aTa ¢ mpuiaraHe Ha BCeKW 4 ceMUIi. AKO Hali-HUCKUTE HHUBA ca >7,2 ig/ml v MarueHTsT e
MIOCTUTHAJ OTTOBOP U T'0 MOIbPKa, MHTEPBAITHT Ha MPIIIOKEHUE MOXKE J]a C€ CMEHH Ha BCEKHU

8 ceamuIIN.

Tps0Ba Ja ce MOMUCIN 3a MPEYCTAHOBSIBAHE HA JICYSHUETO MPH MAIMEHTH, KOUTO HE TIOKa3BaT TaHHH
3a TepaleBTUYHA 0J13a 16 ceaMuITy ciiell MHTpaBeHO3HATa MHIYKIIMOHHA 1032 WK 16 ceIMUIM Cliea
KOpHUTUpaHe Ha J103aTa.

ITo Bpeme Ha neuenuero cbc STELARA Moxe ma ce mpoasinku yrnorpebaTa Ha UMYHOMOIYIATOPH,

CheMHEHUs Ha S-aMuHOocanuiuinar (5-ASA), aHTHOMOTHIIN H/WIH KOPTHUKOCTepouan. [Ipu nanuenTw,
KOUTO ca ce MoBIusM oT JeueHnero cb¢ STELARA, Te3u nexapcTBa Moke Ja ce HaMaJIsAT Ui J1a ce
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IIPEYCTAaHOBAT B CbOTBETCTBHUE CHC CTAHAAPTHOTO JICUCHUC.

Ileouampuuna nonynayus
Bbesonacnoctra n eduracHoctra Ha STELARA npu nenuarpuysu nanueHTs ¢ 6onect Ha Crohn wimun
yJepo3eH KoauT 1nox 2 roaunu u nox 10 kg Bce omre He ca ycTaHoBeHH. JIUIcBaT TaHHU.

Hauwn Ha npunoxenue

STELARA 45 mg ¢urakonu nin 45 mg 1 90 mg npeaBapuTeTHO HAITBJIHEHN CIIPHUHIIOBKH Ca camo 3a
TIOJTKOYKHO MHXKEeKTHpaHe. [10 Bh3MOXKHOCT KOXKHUTE YYaCThIIH C U3SBEH IICOpUA3NcC TPsOBa Ja ce
M305TBAT KaTO MICTO Ha WHIKEKTHPAHE.

Crnen noaxozsuo o0y4yeHHe 3a TEXHUKATa Ha [TOJKOKHO MHXEKTUPAHE MAaLllUEHTUTE WIN TEXHUTE
Oomnnornenaun morat Aa nwkektupaTr STELARA, ako jgexapsT peiiy, 4e ToBa € yMecTHO. Bee mak
JieKapAT TpsiOBa 1a OCUTYPH NOAXOAIIO [IPOCiieAsBaHe HA MauueHTuTe. [lauenTuTe wim TexHuTe
OomHOTIIeAaun TpsAOBa 1a ObAAT MHCTPYKTHPAHH J1a MHXKEKTUPAT MPEIIHNCAHOTO KOJIMIECTBO
STELARA cpriacHo yka3anusara B JiucToBkaTa. [lompobHn ykazaHus 3a MpUIIOKEHNE ca aJeHU B
JIMCTOBKATA.

3a Mo-HaTaTHIUIHU YKa3aHUSA 33 IPUTOTBSHE U CIICIIHAIIHYU MPEANa3HH MEPKH MPHU padoTa BIKTES
TOuYKa 6.6.

4.3 IIpoTuBOMOKA3aHUA

CBpPBXUIyBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO HJIM KbM HAKOE OT IIOMOLTHUTE BEILIECTBA,
n30poeHu B Touka 6.1.

Knuan4Hao 3HaunMa, akTrBHA HHGEKIMS (Hamp. akTHBHA TYOEpKys03a, BXK. TouKa 4.4).

4.4 Chenuajanu npeaynpesxaeHus: U NpeANa3sHl MePKH MPU ynoTpeda

IIpocnenumoct
3a ma ce momoOpy MPOCICAUMOCTTA Ha OMOJIOTHIHHATE JICKAPCTBEHU MPOAYKTH, UMETO M MAPTHIHUSAT

HOMEp Ha MPIJIOKEHHUS MPOTYKT TPSOBaA SICHO J1a CE 3arMCBaT.

Hudexnmu

YcreknHyMad MOXKe Jla IMa MOTEHIIWAN J]a yBellndaBa prcka oT MH(EKIMY U 1a peaKTHBHPA
naTeHTHU nHQeKmn. [Tpu KTMHIYHY POyYBaHHUS U TIOCTMAPKETUHTOBO 00CEPBAI[MOHHO ITPOYYBaHE
MIPH MAIUCHTH C TICOPHA3KC CE HAOFOIaBaT CEPUO3HH OaKTEpUATHU, ThOMYHU U BUPYCHU HH(DEKIINH
npu nanueHTw, npuemaru STELARA (Bx. Touka 4.8).

[Ipu nauueHTH, 1EKyBaHU ¢ yCTEKUHYMaO, ce cho0IIaBa 3a OMOPTIOHUCTUYHU MH(PEKIINH, BKIIOYBAIIN
peaKkTUBUpaHe Ha TyOepKyio3a, IPyrd ONOPTIOHUCTUYHU OaKTepUaTHI WHPEKIHN (BKITFOYUTEITHO
aTHITMYHA MUKOOaKTepraHa HHQEKIHsI, MCHUHTUT, PUYKUHEH OT Listeria, MHEBMOHWYSI, IPUYMHEHA OT
Legionella, u Hokapano3a), ONOPTIOHUCTUYHN MUKOTHYHH MH(EKINHU, ONOPTIOHUCTUYHHU BUPYCHH
UHQEKIHUY (BKIFOYUTEIHO eHIIe()aTUT, MPUIMHEH OT XepIieC CUMIUIEKC 2) M Tapa3uTHU HHPEKITUH
(BKITIOYUTETHO OYHA TOKCOIIa3M03a).

TpsbBa ma ce moAX0kaa ¢ TOBHUIIIEHO BHUMaHKE, KOTaTo ce 00Cchxkaa mprnokenuero Ha STELARA
NPY TALMEHTH ¢ XPOHUYHU HHOEKIIUY WM aHaMHe3a 3a penuanBupaiia nadeknus (Bx. Touka 4.3).

IIpenu 3amouBaneTo Ha neyenne cbc STELARA manuentute TpsiOBa 1a ce u3cienBar 3a
TyOepkyno3Ha uadekius. STELARA He TpsOBa a ce mpuiiara rmpu NaiieHTy ¢ akTHBHA
TyOepKyo3a (Bk. Touka 4.3). JleueHnero Ha naTeHTHA TYOEpKYJI03HA HHPEKIUS TPIOBa J1a 3arouHe
npeau npuioxkeHnero Ha STELARA. AnTutyGepkyiio3Harta Teparus chilo TpaoBa na 0b1e oochaeHa
npeau Hayanoto Ha jeueHue cb¢ STELARA npu naniueHTy ¢ aHaMHe3a 3a JIATEHTHA WM aKTUBHA
TyOepKyJ03a, Ipu KOUTO HE MOKE J1a CE TIOTBBPAM aJIeKBaTeH Kypc Ha JieueHnue. [lanmenture,
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npuemamyi STELARA, tps6Ba ga ce HaOMogaBaT BHUMATEITHO 3a MTPU3HAIIA U CAMIITOMH Ha aKTHBHA
TyOepKyJi03a [0 BpeMe Ha JICUCHUETO U CJIE] HETO.

[MaruenTure TpsOBa 1a ObJAT HHCTPYKTUPAHU J1a IOTHPCAT JICKAPCKU CHBET, aKO CE MOSABAT IMPU3HAILIN
WM CHMIITOMH, TIpEAToaramy HHeknus. AKo ManyueHT pa3Bue cepruo3na NHQEKIus, ChCTOSIHAETO
My TpsiOBa BHUMaTeNHO 1a ce cineau 1 STELARA He TpsiOBa 1a ce npuiiara, 10Kato HHGEKIHUATa He
ObIe OBIIAASHA.

3710Ka4eCcTBEHH 3a00IsIBAHUS

HmyHocynpecopu KaTo yCTEeKMHYyMa0 uMaT NOTEHIUAI 1a YBEIHYaBaT PUCKa OT 3JI0KaYECTBCHH
3abomnsBanus. Hakon nanuenTu, kouto ca npueManu STELARA B KIIMHUYHY NPOYYBAHUS U B
IOCTMAPKETUHIOBO 00CEPBAlIMOHHO [IPOYYBaHE IPU MALMEHTH € IICOPUA3UC, Ca PA3BUIN KOXHU U
HEKOXXHHM 3JI0Ka4eCTBEHH 3a00sBaHus (BK. Touka 4.8). PUCKBT OT 310KadecTBEHN 3a00IABaHIUS MOKE
J1a € TI0-BHCOK MPH MAaIMEHTH C IICOPHA3HC, KOUTO Ca JIEKYBaHH C IpyTryd OMOJOrMYHH JIEKapCTBa B
X0Jla Ha 3a00JIsIBaHETO.

He ca npoBexxganu mpoyuBaHus, B KOUTO y4acTBaT NALMEHTH C aHAMHE32 3a 3JI0KaUECTBEHU
3a00JISIBAHMUS WITH B KOUTO MTPOIBIDKABA JICUCHHETO HA TIAIMEHTH, PAa3BUIIN 3I0KAUYECTBEHO 3a00JIsIBaHE
o Bpeme Ha pueMa Ha STELARA. 3aroBa Tps0Ba /1a ce MMOAX0XkKAa C MOBHUIIICHO BHUMAHUE, KOTAaTO
ce obcwxaa npunoxkennero Ha STELARA npu Te3u manueHTy.

Bcuuky narueHTH, mo-crelyanto Te3u Haj 60 TOAWHY, MalMEeHTH ¢ aHaMHe3a 3a MPOIbJIKUTETHA
MMYHOCYIIPECHBHA TepaIlus WK TakuBa ¢ anamHe3a 3a [ITYBA-Tepamnus, Tpsa6Ba na ce HabmogaBar 3a
MosiBa Ha PaK Ha KoXkara (BXK. Touka 4.8).

CucCTeMHH U pecIMPaTOPHU PeaklUy Ha CBPhbXIYBCTBUTEIHOCT

CepHo3HH peakIy Ha CBPbXUyBCTBUTEIHOCT Ca JOKJIaJABaHH B TOCTMAapKETHUHIOBH yCIIOBHSI, B HAKOU
CIIydad HSKOJIKO THH e[ JeueHneTo. MiMa ciydan Ha aHaduiakcust 1 aHrnoezieM. AKO ce MOsIBU
aHa(UIAKTUYHA WK Ipyra CEpHo3Ha peaklus Ha CBPbXIyBCTBUTEJIHOCT, TpsIOBa Jla c€ Ha3HAUU
noaxoznsma Tepanus u npuwioxkenuero Ha STELARA tps0Ba na ce npeycraHoBH (Bk. Touka 4.8).

Ciyuan Ha aJlepru4eH anBeoJHT, CO3NHO(IIHA ITHEBMOHUS U HEMH(EKIINO3Ha OpraHn3upana
THEBMOHHS ca ChOOIIEHHU TI0 BpeMe Ha IIOCTMapKeTHHroBaTa ynoTpeda Ha ycrekunymab. Kiimanunure
NPOSIBH BKITIOYBAT KAIUIMLA, AUCITHES] U HHTEPCTHLUATHI MHPUITPATH CIIE €IHA 10 TPU J03H.
Cepro3HHTE TTOCIIEANIH BKITIOYBAT JIMXATENHA HEJIOCTATHYHOCT U MPOBIDKUTEITHA XOCTIUTATU3AIHS.
ITogobpenue e cpoOImaBaHO Cile NPEYCTAaHOBSIBAHE HA JICUYEHUETO C yCTEKMHYMal U B HAKOM CITydan
NpY IPUIOKEHUE Ha KOPTUKOCTEPOUAN. AKO Ob/ie M3KIIOUeHa HH(EKIUS U JUarHo3aTa ce MOTBbPIH,
NPUIOKEHUETO HA YCTEKHMHYMa0 TpsAOBa Jja ce MPEyCTaHOBHU U J]a C€ 3aIl0YHE MOIXOASIIO JICUEHUE
(Bk. Touka 4.8).

ChbpeyHO-ChIOBH CHOUTHUS

IIpu maruenTH ¢ copuasuc, ¢ excro3uiusg Ha STELARA, B mocTMapKeTHHTOBO 00CEpBAIIIOHHO
NpoyYBaHe ca HAOIOIaBaH! ChPJICYHO-CHJIOBH CHOUTHS, BKIFOYUTEITHO HHPAPKT HA MUOKap/a U
MO3bYHO-CHJIOB UHIHJICHT. PuckoBuTe (hakTopm 3a ChpAeuHOCHIOBO 3a00siBaHe TpIOBa Ja ce
OTICHSBAT PEIOBHO 10 BpeMe Ha JieueHueTo che STELARA.

YyBCTBUTENHOCT KBM JIATEKC

IIpennasurensat Ha urnara Ha STELARA npeaBapuTenHo HalrbJIHEHA CIPUHIIOBKA € IIPOU3BEAEH OT
CYX €CTECTBEH KayuyK (IIPOM3BOIHO HA JIATEKC), KOWTO MOXKE J1a IIPEAN3BUKA aJISpIMYHH PEAKLIUH IIPU
X0pa, YyBCTBUTEIHH KBM JIATEKC.

Bakcunanuu

IIpemopruBa ce 1a He ce MpUyIarar XUBU BUPYCHH WU JKUBH OakTepranHu Bakcuan (kato bIK)
eanoBpeMeHHO cb¢ STELARA. He ca npoBexjaHi KOHKPETHH IPOYUYBAHUS NPHU MALUEHTH, BEPXY
KOHMTO HACKOPO € MpHJjlaraHa >kiBa BUPYCHA WM kMBa OakTepuanHa BakcuHa. Hsama qannu 3a
BTOPUYHO MpeaBaHe Ha MHOEKIMs Ype3 KUBU BAKCHHHM IIPH MaiueHTH, noaydasamu STELARA.
Jleuenneto cbc STELARA Tpsi0Ba aa ce mpeycTaHOBU Hall-MaiKo 3a 15 cenMuIu ciies mocjiaegHara
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J103a TIPEeIH ITOCTABSIHETO HA KWBA BUPYCHA MIIH JKHMBa OaKTepraaHa BAKCHHA U MOXKE JIa CE Bh30OHOBH
Hal-MaJIKo 2 CEAMHUITH clie]] BaKCHHHUpaHeTo. JIekapuTe, peAICBaIIn JEKapCcTBOTO, TPSIOBA 1a
HamnpaBAT crpaBka ¢ KpaTkaTa xapakTeprcTHKa Ha MPOyKTa 32 KOHKPETHATA BAKCUHA 3a
JIOITBTHUTEITHA WH(pOPMAIIHS U yKa3aHUS 32 JHOBPEMEHHATA YIIOTpeda Ha UMYHOCYTIPECUBHU
JIeKapCTBa CJIel BAKCHHUPAHE.

He ce mpenopbuBa npunarade Ha »xuBHU BakciHu (kato BI)K BakcuHa) npyu kbpmayera, ¢ €KCIO3UIIHS
Ha YCTEKMHYMa0 in utero, B IpOJbIDKEHHE HA JBAHAIECET Mecela CIIe/l PayKIaHETO WIIH JI0KAaTO
CepYMHHUTE HMBA Ha YCTEKUHYMald MpPU KbPMAUeTOo CIaHAT [0]] HUBOTO HA JCTEKIHs (BX. TOUKU 4.5 1
4.6). Axo e HaJIMIIe KaTeropruyHa KIMHUYHA 110J13a 33 OTISIHOTO KbpMayde, MOXKe J1a ce OOMUCIH
npuiaraHe Ha >KMBa BaKCHHA B TIO-PAHEH MOMEHT, aKO HE C€ OTKPUBAT CEPyMHH HUBA Ha
yCTEKHHYMaO.

[NanuenTure, kouto ynorpedssar STELARA, moxxe na monyyaT eqHOBPEMEHHO MHAKTUBUPAHU HIIH
yOUTH BaKCHHU.

Jsiarocpounoro neuenune cb¢ STELARA He moTHCcka XyMOpanHHA UMYHEH OTTOBOpP KbM
MTHEBMOKOKOBHTE TOIM3aXapyuIHU BAaKCUHH UM KbM BaKCHHHUTE CpeIlly TeTaHyc (BX. To4ka 5.1).

EnHoBpeMeHHa MMYHOCYNPECHBHA TE€PAIUs

[Ipu npoyuBaHus npu NCOpUA3UC HE ca OoLEHsBaHU Oe3omacHocTTa U eprukacHocTTa Ha STELARA B
KOMOMHANHUS ¢ IMYHOCYIIPECOPH, BKIFOUUTEIHO OMOIOTHYHH POAYKTH MK (otoTepanus. [1pu
NPOYYBaHUS MPH NICOPHATHUECH apTPHT, €AHOBpeMeHHaTa ynoTpeda Ha MTX He nosiusBa
6e3onacHoctTa u euracHoctra Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u ynneposex
KOJIUT €JHOBPEMEHHATa yroTpeda Ha IMYHOCYIIPECOPH WIM KOPTUKOCTEPOUIH MU3TTIEK 1A HE
noBusaBa 6e3onacHocTTa Wwim erukacHoctra Ha STELARA. TpsOBa na ce moaxosk/ia ¢ IOBHIIICHO
BHUMaHHE, KOraTo ce 00ChXk/1a eTHOBpEeMEHHaTa ynoTpeda Ha apyru umyHocynpecopu 1 STELARA
WIN TIPU [IPEMUHABAHETO KbM JICYCHUE C APYT'H OMOJIIOTUYHN UMYHOCYTIPECOpH (BXK. Touka 4.5).

HNmyHOTEpanus
STELARA He € oneHsIBaH ITpH MALlMEHTH, KOUTO ca MOJJIaraHi Ha UMyHoTepanus 3a anepruu. He e

n3BecTHO ganmu STELARA Mmoxe m1a ce 0Tpa3u Ha IMyHOTEpaIUsATa TIPH aJIePTUH.

Cepro3HH KOXKHU 3a00J15IBaHUS

[Ipu nauueHTH C Icopuasuc ce choOIIaBa 3a ciiyyau Ha eKc(OIMaTUBEH JEPMATUT cile]l JIeYEHHUE C
ycTeknHyMao (BK. Touka 4.8). IlarmeHTHTe ¢ IMcoprasuc ¢ Iiaku MOXKE J1a Pa3BHAT SPUTPOACPMHUUCH
TICOPHUA3UC KAaTO YacT OT €CTECTBEHUsI X0 Ha 3a00JIIBAHETO CbC CUMIITOMH, KOUTO MOKE OT KIMHUYHA
TJIeIHA TOYKA Ja He Ce OTJIMYaBaT OT eKC(OIMaTUBHUA AepMaTuT. Jlekapute TpsOBa 1a BHUMaBAaT 32
CHUMIITOMU Ha €pUTPOJCPMHUUEH IICOPHA3UC WU €KC(HOIUATUBEH AEPMATUT KaTo 4acT OT
MOHHUTOPHPAHETO Ha NICOpUa3uca Mpy NauueHTa. AKO Te3u CUMIITOMH ce TOSBST, TpsiOBa Aa ce
3anouHe noaxonsmo geueHue. [IpuemsT Ha STELARA T1psiOBa na ce mpeycTaHoBH, ako UMa
CHMHEHHS 32 JIEKapCTBEHA PeaKIusl.

3abosisiBaHuUs, CBEP3aHU C JYITYC

Crryqan Ha 3a00JsIBAaHUS, CBBP3aHU C JIYIYC, CE ChOOIIABaT IMPH MAITUEHTH, JIEKYBaHU C YCTEKUHYMa0,
BKITIOUHTEITHO KOXKEH JYITYC epUTEMATO/IEC U JIyIyc-11o/1o0eH curipoM. [Ipy BE3HUKBaHE Ha JIE3UH,
0COOCHO Ha M3JI0KEHUTE HA CI'BHIIC YYACThIIM HA KOXKATa, WK aKO T€ CE ChI'BTCTBAT OT apTPaJITHS,
MAIUeHTHT TPSAOBA J1a MOTHPCH He3a0aBHO JieKapcKa MOMOII. AKO ce TOTBBPAAT 3200 IIBaHMS,
CBBP3aHHU C JIYITyC, yCTeKUHyMal TpsiOBa Jia ce MpeyCTaHOBH U Jia CE 3aIl0YHE TIOIXOISIIIO JICUSHHE.

CHCLII/IaJ'IHI/I nonyjaanuu

Cmapuecka ev3pacm

B xiIMHWYHATE U3MUTBaHUS TP 0I00PSHUTE TTOKAa3aHUsI HE CE HA0JII0IaBaT CHIIICCTBEHU Pa3lInius B
e(hrkacHOCTTA WM 0E30MACHOCTTA MPH MAIUSHTH Ha 65-TOUIIHA BB3PACT U ITO-TOJIEMH, KOUTO
nosrydaBaT STELARA, B cpaBHEHHE ¢ ITO-MJIaIH TTAITUEHTH. bposT Ha MAIMEHTUTE HAa BH3PacT

65 ToarHU U MO-ToJIeMU 00aJe He € JOCTaThUYCH, 3a Ja Ce OIPEIEIH Jall CE MOBJIMABAT PA3IUIHO OT
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MO-MITQJIUTE MAMeHTH. Tl KaTo pa3npocTpaHeHHETO Ha MHQEKIIUU cpell cTapuecKara MOMmyialus
KaTo IISJI0 € TIO-TOJISIMO, JISYUEHUETO TPY TAIlMeHTH B CTapuecka Bh3pacT TpAOBa /ia ce mpuiara
BHUMATEITHO.

ITomonTHM BeniecTBa ¢ M3BECTHO ACHCTBUE

Cvovporcanue na nonucopbam 80Stelara cpappxa 0,04 mg (90 mg/1,0 ml) umu 0,02 mg
(45 mg/0,5 ml) monucopdar 80 (E433) BbB BCsika 1033, KOITO € ekBuBayieHTHa Ha 0,40 mg/ml.
[MonucopbaTute MOraT 13 MPUYUHAT AICPTUYHN PEAKIIMH.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYTrH (JOPMH Ha B3auMoelicTBHe
JKuBu BakcuHM He TpsiOBa 1a ce npwiarat eqHoBpeMeHHO cb¢ STELARA.

He ce npenopbsuBa npunarane Ha >kuBu BakcuHU (kato BI[K BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha YCTEeKWHYMaOl in utero, B IPOIBIDKEHIE HA IBAHAJIECET MECeIla CJe]l PaX/IaHeTO WM JOKATO
CepyMHHUTE HUBA Ha YCTEKHHYMa0 NpU KbpMAUueTO CIIAAHAT [10Jl HUBOTO Ha AETEKIMA (BXK. TOUKH 4.4 U
4.6). AKO ¢ HaJuIle KaTeropruyHa KIMHAYHA 0J13a 332 OTJCIIHOTO KbpMade, MOXKeE J1a C€ 0OMHCITH
IIpWIaraHe Ha KMBA BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HUBA Ha
yCcTeKnHyMao.

[Ipu dpapMakoKMHETHYHY aHATIM3H HA MOMYJIAlUATa, HallpaBeHH B Ipoy4BaHus (asa 3, e nscienBan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO NMPHEMAaHH JIEKAPCTBEHH MIPOAYKTH MIPY HALMEHTH C ICOPHA3HC
(BKJIIOUHUTENHO M Napaneramo1, H0ynpodeH, aleTHICATUINIIOBA KUCEINHA, METQOPMUH,
aTOPBACTaTHH, JEBOTHPOKCHH) BbPXY (papMakoknHeTHKaTa Ha ycTeknHyMab. He ca HabnronaBaHu
MIPU3HALIM Ha B3aUMOJIEICTBHE C T€3W €THOBPEMEHHO MPUEMAHH JeKapCTBEHHU NMPoIyKTH. OCHOBaA Ha
TO3U aHanu3 € PakThT, e Hait-manko 100 mamuenTn (> 5% oT M3cnenBaHaTa MOMyJaIys) ca JIEKyBaHH
€IHOBPEMEHHO C T€3H JIEKapCTBEHH NPOLYKTH pe3 oHe 90% oT nmeproza Ha Ipoy4BaHETo.
dapMaKOKHHETHKATa HA YCTEKHHYMa0 He ce € MOBIUsIIA OT eJHOBpeMeHHaTa ynoTpeba Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTUONPUH U IEPOPATHA KOPTUKOCTEPOUAM [IPU HALIMEHTH C
IICOPHATUYEH apTpHT, OosecT Ha Crohn WM yiILEepo3eH KOIUT, WK OT MPEIIECTBAIA eKCIO3UIMS Ha
antu-TNFa cpencTsa, npu MalMeHTH ¢ ICOpUaTudeH apTput wim 6onect Ha Crohn, uiu ot
npeecTBalla eKCIo3uls Ha OMOIOTMYHY JIEKapCTBEHU POAYKTH (T.e. anTu-TNFa cpenctsa w/unu
BeIoNM3yMal) py MAaMeHTH C yIEPO3eH KOINUT.

PesynraTtute oT mpoydBaHe in vitro u oT poyusaHe (a3a | Ipy yuyacTHUIM C aKTUBHA 0OJIECT HA
Crohn He npeamnonarat HEOOXOAUMOCT OT aJaNTHPaHe Ha 03aTa MPH NALMEHTH, KOUTO MOTydJaBatT
ennoBpemenHo CYP450 cyberpatu (Bk. Touka 5.2).

[Ipu npoyuBaHus npu NCoprUasuc He ca oueHsBaHU Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOMHAILHUS C UMYHOCYTIPECOPH, BKIIOUUTEIIHO OMOJIOTHYHH cpeAcTBa Wi poTtoTepanus. [Ipu
MPOYYBaHUs PHU IICOPHATUUCH apTPHUT, eAHOBpeMeHHaTa yrnorpeda Ha MTX He nosiusisa
oesomacHoctTa 1 epukacHocrra Ha STELARA B npoyuBanusra npu 6osect Ha Crohn u yimeposeH
KOJINT €AHOBPEMEHHATA yOTpeOa Ha IMYHOCYIIPECOPH MIIM KOPTUKOCTEPOUIN U3TIICKAA HE
noBiusaBa 6e3onacHoctTa Wwim eukacHoctra Ha STELARA. (Bx. Touka 4.4).

4.6 dDeprTHauTeT, OPEMEHHOCT U KbPMeHe
JKeHu ¢ nerepoeH noreHnman

JKenu ¢ netepoieH noTeHnMan TpsAOBa Ja U3MON3BAT €PEKTUBHA METOIU Ha KOHTPAIICTIIIHS 10 BpeMe
Ha JIEYEHHUE U A0 15 ceaMUIH CIIe] I€YEHUETO.

bpemeHHOCT
[IpocriekTHBHYU JaHHU OT HEroysAM Opol ciydan Ha OpemeHHOCT cien excrio3unus Ha STELARA ¢

W3BECTEH M3XO0J, BKIIFOYUTEITHO moBeue oT 450 cirydas Ha OpEMEHHOCT ¢ €KCIIO3UIIHS MPEe3 MbPBUS
TPUMECTHP, HE TIOKa3BAT MOBUILIEH PHCK OT TOJIEMH BPOJCHU MaI(QOpMAIHH IPH HOBOPOACHOTO.
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[MpoyuBanusTa MIPH )KUBOTHU HE TIOKA3BAT MPEKH WIIM HETIPEKH BPEIHH €PEKTH, CBHP3aHU C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAKIAHETO WM IOCTHATAIIHOTO Pa3BUTHE (BIK.
Touka 5.3).

HanuuHuAT KIMHAYEH ONMUT 00aye e orpaHuyeH. KaTto mpe/masHa Mspka € 3a MpearnoYrTane ia ce
n36srea ynorpedara Ha STELARA 1o Bpeme Ha OpeMEHHOCT.

YcreknHymab mpeMuHaBa Mpe3 MIaleHTara i ce OTKpHBa B cepyMa Ha KbpMadeTa, pOJIEHH OT JKeHH,
JIEKyBaHU C YCTEKMHYMa0 10 Bpeme Ha OpeMeHHocTTa. KIIMHUYHOTO Bh3AeHiCTBIE Ha TO3H (aKT HE €
M3BECTHO, HO PUCKBT OT MH(EKUHNS IPU KbpPMadeTa, C eKCIO3UIHS Ha YCTeKUHYMab in utero MOXe na
ObJe MoBHIIEH ciiesl paxkaaHeTo. He ce mpenopbuBa npuiiaraie Ha *KuBH BakcuHH (kato BLDK
BaKCHHA) MPH KbpMadeTa, ¢ eKCIIO3UIIHS Ha YCTEKUHYMAO in utero, B IPOIbIDKCHUE HA

JBaHaJeCceT Mecela ClIe] PaXKAaHEeTO WM JOKATO CEPYMHHUTE HUBA HA yCTEKUHYMal MPH KbPMadyeTo
craaHaT MOoJ HUBOTO Ha JeTeKUus (BX. TOUKH 4.4 u 4.5). AKO € HauIle KaTeropuyHa KIMHUYIHA 10134
3a OTZEJIHOTO KbpMaye, MOXKe J1a ce 0OMUCIIM IpHUJIaraHe Ha KMBa BaKCHHA B II0-PaHEH MOMEHT, aKo
HE Ce OTKpUBAT CEpyMHU HUBA Ha yCTEKHHYMaO.

Kopmene
OrpannyeHy JaHHY, yOJIMKYBaHH B INTEpATypaTa, MMoKas3BaT, 4eé yCTeKHHyMal ce eKCKpeTrpa B

YOBEIIIKaTa KbpMa B MHOTO MaJIKu KoyimuecTBa. He € u3BecTHO fmanu ycreknunymab ce abcopoupa
CHUCTEMHO clieq norrbiane. [lopaau noTeHuana 3a nposiBa Ha HEXKeJaHU JICKAPCTBEHHU PEAKIMU KbM
YCTEKMHYMa0 TIpH KbpMadeTarta, TpsiOBa J1a ce B3eMe PEIICHIE JTaIH J1a CE TPEYCTAaHOBH KbPMEHETO
0 BpEeME Ha JIeUeHHe U A0 15 ceamMuuu cies IeUeHUEeTo, Wil 1a C€ IPEYCTaHOBU TEpaIuiTa ChC
STELARA, kato ce B3eMar ImpeaBu Moji3aTa OT KbPMEHETO 3a JIETETO U MoJI3aTa OT Teparnusara ChC
STELARA 3a xenara.

Peprunurer
EdexTsT Ha ycTekuHyMal BbpXyY (hepTHiIMTeTa IPH XOpa He € OLEHEH (BXK. Touka 5.3).

4.7 EdexTn BbpXy crioco0HOCTTA 32 WoupaHe U padoTa ¢ MAIINHA

STELARA He noBJusiBa WM MOBJIHsIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a IodupaHe U padoTa ¢
MAIlHH.

4.8 Hexenanu JekapcTBeHH peaKIUU

O606uienne Ha npoduna Ha Ge30MacHOCT

Haii-uecTute HexenaHu JICKAPCTBEHU PEAKIUU B KOHTPOJIUPAHUTE MIEPUOAH OT KIMHHYHUTE
NPOYYBaHUS MPH BH3PACTHH ca Ha30(apHHTHUT (Bh3HUKBAII IPpU 6,9% OT manueHTuTe, JIeKyBaHH C
ycTeknHyMao, u mipu 5,4% oT mauumeHTuTe Ha mianedo) u riaaBodonue (Bp3HUKBao pu 7,0% ot
NalUeHTHTE, JEKYBaHH C YCTEKHHYMa0, U pu 5,2% oT nauueHTuTe Ha mane6o). Haii-cepuosnata
HEeXeJTaHa JIEKapCTBEHa PeaKIus, KosTo ¢ chobmanana 3a STELARA, e cepro3Ha peakmus Ha
CBPBXYYBCTBUTEIIHOCT, BKJIFOUUTEITHO aHaduaakcus (Bx. Touka 4.4). O0musaT npodui Ha
0e30macHOCT € MoJ00eH NMPH MALUEeHTH ¢ ICOPUA3UC, ICOPUATHYECH apTpuUT, Ooject Ha Crohn u
YIIEPO3EeH KOIUT.

TaOnu4eH cnuchbK Ha HEXEJTAaHUTE PeaKuu

JannuTte 3a 6€30MacHOCT, IPEAOCTaBEHH MO0y, Ca MOJYUYCHH Clie]l eKCIIO3UIHS Ha yCTeKHHyMa0
1pu Bb3pacTHH B 14 nipoyuBanus daza 2 u daza 3 npu 6 710 nanuentu (4 135 ¢ ncopuasuc u/wim
TIcopUaTHyeH apTpuT, 1 749 ¢ 6onect Ha Crohn u 826 manueHTH ¢ ynuepo3eH kouuT). ToBa BKIItOUBa
excriozuiys Ha STELARA B KOHTposIMpaHUTE 1 HEKOHTPOJIMPAHUTE TIEPUOIN HA KITMHUYHUTE
IPOYYBAHUS NIPHU MALHUEHTH C IICOPHA3NC, ICOPUATHYCH apTPHT, OosecT Ha Crohn miu ynreposeH
KOJIUT B IPOABIDKEHUE HAa Hali-Mako 6 Mecena (4 577 manueHTr) win none 1 ronuHa

(3 648 manuentn). 2 194 nauuenTty c ncopuasuc, 6oxect Ha Crohn nim yaepo3eH KOJIHT ca ¢
€KCIO3ULM 3a TToHe 4 rouHH, 1okato 1 148 manuenTu ¢ ncopuasuc wim 6onect Ha Crohn ca ¢
€KCIO3UIIMS 32 IOHE S5 TOAMHM.
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B Tabnuna 4 e mokazaH CIHCHK ¢ HEXKENAHUTE JICKAPCTBEHH PEAKIIUK OT KJIMHUYHU NMPOYYBAHHS IPH
BB3PACTHH C IICOPHA3NC, TICOPUATHICH apTpHUT, 6osiecT Ha Crohn U ¢ ynIiepo3eH KOJIHT, KaKToO 1
HEKEJIAaHUTE PEaKIMK OT MMOCTMAPKETHHIOBaTa yroTpeba. Hexxenanure peaknuu ca KiacupuIlMpaHu
M0 CUCTEMO-OPTaHHU KJIACOBE W YECTOTA ChITIACHO CIIeHAaTa KOHBeHIUs: MHoro uectu (> 1/10),
UYecru (> 1/100 mo < 1/10), Hewectu (> 1/1 000 o < 1/100), Penxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecToTa (OT HATMYHUTE JaHHU HE MOJXKE J1a ObJIc HallpaBeHa
orieHka). [Ipu Bcsiko rpymupaHe B 3aBUCUMOCT OT YECTOTaTa HEXEIIAHUTE JICKApPCTBEHU PEaKIIUU Ce
M30pOsABAT B HU3XOIAI Pl [T0 OTHOIICHHE Ha TAXHATa CEPUO3HOCT.

Tabauya 4: Cnucvk Ha HedxceraHu peakyuu

Cucremo-opranHu
KJIAcOBe

YecroTa: Hexxennanm peakuum

Wupekuun u nadecraun

Yectu: nHOEKIMS HA TOPHUTE JUXATEIHU ITbTHUINA, Ha30(hapHHTHT,
CUHY3UT

Hedectu: nemynur, neHTamH HHOEKINH, XePIeC 30CTep, HHEKIHS
Ha JIOJHHUTE TUXATCITHH IBTUINA, BUPYCHH MH(EKIINN Ha TOPHUTE
JUXaTEHU TBTUIIA, ByJIBOBarMHATHA MUKOTHYHA HH(DEKIIHS

Hapyuienust Ha ”MyHHaTa
cucTemMa

HedecTn: peakiiuy Ha CBPbXUyBCTBUTEITHOCT (BKIFOUUTEITHO OOPHB,
YpTHKApHs)

Penxu: cepro3Hm peakiuu Ha CBPBbXYYBCTBUTEIHOCT (BKIFOYUTEITHO
aHa(pUIAKCHS, aHTUOEC]IEM )

Tlcuxu4Hu HapyIIeHUS

Heuectu: nenpecus

Hapymenus Ha HepBHaTa
cucremMa

Yectu: 3aMaiiBaHe, T1aBo0OIHE
Heuectu: nunesa napanuza

Pecnimpatopuu, rpbIHT 1
MeIUacTUHAIHU
HapylIeHus

UYectu: opodapunreanna 6onka

HeuecTu: HazanHa KOHrecTus

Penxu: anepruveH ajaBeonT, €O3MHOPHUITHA THEBMOHHUS
MHoro penku: opraHu3uparia MHEBMOHUS ™

CroMantHo-4peBHU
HapyIICHUs

UecTu: nuapwus, rajicHe, IOBPBITaHE

Hapymenust Ha koxxara u
MOJKOKHATA ThKaH

UYectu: cppOex

HeuecTu: mycTymno3eH ncopuasuc, ekchoauanms Ha KoKaTa, aKHe
Penku: ekchoaraTUBEH IEPMATHUT, XUIEPCEH3UTHBCH BACKYIJIUT
MHoro penku: 0y103¢H MeM(pUIOnI, KOKEH JTYIMyC epUTEMATOIEC

Hapyienus Ha MyCKyJTHO-
CKeJIeTHaTa CHCTeMa U
ChCAUMHUTENIHATA ThKaH

YecTu: 601KH B ThpOa, MUAJTHSI, apTPAIITHS
MHOTO peJiKh: JIyIyCc-10/J00CH CHHIPOM

OO HapymeHus 1
e(exTH Ha MACTOTO Ha
HPHIIOKEHUE

UYectu: ymopa, eputeMa Ha MSCTOTO Ha MHXKEKTUPaHe, 00JIKa Ha
MSICTOTO Ha WH)KEKTHpaHe

Hewectu: peakumn Ha MSICTOTO HAa WH)KEKTHpaHe (BKIIOYUTEITHO
KPBHBOM3IIUB, XEMaTOM, BTBBP/IBaHE, MOYBAHE H ChPOEIK), ACTCHUS

*

BuxTte Touka 44, CucremHu u pecrpaToOpHU peakli Ha CBPbXYYBCTBUTCIIHOCT.

Onrcanve Ha N30paHN HEXKETaHH JICKAPCTBEHH PEAKIIUN

Ungpexyuu

B mranie60-KOHTpOIMpaHyu MPOYYBAHUS MIPH MAITUEHTH C IICOPHA3UC, IICOPHATHICH apTPUT, OOJIECT HA
Crohn u ¢ ym1iepo3eH KOJIUT MPOIEHTHT Ha MH(EKIUUTE WU CEPUO3HUTE UHPEKITUH € CXOACH MPH
MAIUEHTHTE, JIEKYBAHU C YCTEKUHYMa0, U MU JICKyBaHUTE C 1uare0o. B miamne6o-koHTponupanus
MEPHUOJ HA T€3M KIIMHUYHU IPOYYBaHHUS yecToTaTa Ha MHPeKuuuTe ¢ 1,36 3a manueHToroJuHa
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MpocCIesIBaHe TIPH MMAIMEHTH, JICKYBaHU C YCTEKHHYMa0, u 1,34 — pu marueHTH, JeKyBaH! C
mwiane6o. [Noseuute ce cepruo3uu nHdeknuu ca ¢ yecrtora ot 0,03 3a marEeHTOroAnHa IpoCicasiBaHe
NpY MaLUEeHTH, JIeKyBaHH ¢ ycTekruaymab (30 ceprosnn undexunu 3a 930 nmarueHToroanHu
npocnensasane), u 0,03 — npu nanuenTy, JieKyBaHu ¢ Tuiane0o (15 cepro3Hu HHPEKIu 3a

434 manueHTOTOANHM TIpOoCcieasaBane) (BK. Touka 4.4).

B xoHTpOnMpaHUTE M HEKOHTPOJIMPAHUTE NIEPUOIN Ha KIMHUYHUTE MPOYUBaHMS MIPH MICOPUA3HUC,
MCOpUaTHYEH apTpuT, 6ojiecT Ha Crohn U yiIIepo3eH KOJIKT, IPEACTABIISBALIH

15 227 nmanueHToroAnHu eKCIO3ULMs C yCTeKuHyMao mpu 6 710 manueHTy, Meuanata Ha BpeMeTO Ha
npocnensaBade € 1,2 roguny; 1,7 roquHy 3a Npoy4BaHusATa Npu ncopuasuc, 0,6 ronuHu 3a
npoyuBaHusiTa npu 6onect Ha Crohn u 2,3 roauHy 3a MPOyYBaHMATA C YILEPO3EH KOIUT. [IpoLeHThT
Ha nHeknuute e 0,85 3a marMeHToroANHa MpocieAsBaHe MPY MAIMEHTH, JIEKyBaHU ¢ yCTEKUHyMao, a
NPOLIEHTHT Ha cepuo3HNTE HHPeKIHK NpH TsX € 0,02 3a nanueHToroAuHa npociensBaHe

(289 ceproznn nHdpekyy 3a 15 227 nauueHTOroIuHH NpocielsiBaHe) U ca TOKJIaJABaH! CEPUO3HH
WH(EKINY, BKIIIOYUTEIHO THEBMOHHS, aHAJICH a0cIiec, IeNyJIUT, AMBEPTUKYIUT, TACTPOCHTEPUT U
BUPYCHU MH(DEKIINH.

B npoBenieHH KJIMHUYHY MPOYYBaHHS NAIMEHTH C JATEHTHA TyOEpKyi03a, KOUTO ca Onim
€IHOBPEMEHHO JICKYBaHH C M30HUA3H]], HE ca Pa3BUIIM TYOEpKyJI03a.

3noxavecmeenu 3a00116aHUSA

B mranie60-koHTpOIMpaHus IepHUO ] Ha KIIMHWYHU IPOYYBAHIS IPH TICOPHUA3HC, ICOPHATHIEH apTPHT,
oonect Ha Crohn ¥ yiIepo3eH KOJIUT YeCTOTaTa Ha 3JI0KAYSCTBEHUTE 3a00JISIBAHMS, C U3KITIOUCHHE Ha
HEMEJAaHOMEH pak Ha Koxata, ¢ 0,11 3a 100 narueHToroquuu npocieasBaHe Npy NalueHTH,
JIeKyBaHM ¢ ycTeknHyma0 (1 manueHT 3a 929 nanueHToroIuHu npocieassane) B cpaBHeHue ¢ 0,23
IIPH MAIMCHTUTE, JICKyBaHHM ¢ Iu1aie0o (1 manueHT 3a 434 nanueHTOroIuHHU MPOCIeIsIBaHe).
UYecToTaTa Ha HEMelIaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHU MpOoCIeAsiBaHe 3a
MAIUECHTUTE, JISKYBaHH C YCTEKUHYMa0 (4 manueHTH 3a 929 manueHToro{uHY MPOCIe/IBaHe) B
cpaBHenue ¢ 0,46 npu MaluyueHTHTe, JIEKYBaHH ¢ miane6o (2 naruenTy 3a 433 naiueHToroJuHu
npocieisBaHe).

B xoHTponHMpaHuTe U HEKOHTPOJIHUPAHUTE IEPHUOIN Ha KIIMHUYHUTE MPOYIBAHUS MTPU TICOPUA3HC,
TICOpUATHYEH apTpUT, OoJecT Ha Crohn U yJIepo3eH KOJIHT, MPeICTaBIISBAIIH

15 205 manueHTOroqMHN eKCIIO3ULKUs ¢ yecTeKuHyMal npu 6 710 manueHTH, MequaHaTa Ha BpeMeTo Ha
npocnensBane € 1,2 roauHa; 1,7 roquHu 3a Mpoy4YBaHuUATa MPH 1copuasuc, 0,6 ToauHM 3a
npoyuBaHusTa npu 6osiect Ha Crohn 1 2,3 roguHu 3a MPOYYBAHUATA C YIILICPO3ECH KOJIUT.
3nokayecTBEHH 3a00JSIBaHUS, C U3KIIOUCHUE HA HEMETaHOMEH paK Ha KOXaTa, ca JOKJIaBaH! IpU

76 manmenTH 3a 15 205 manueHToroauan Ha npocieasBane (dectora ot 0,50 Ha 100 manueHTOrOUHM
Ha MPOCJIE/IsIBaHe MPH MAIMEHTH JICKYBaHH C YCTeKHHYMa0). Te3u ciydyan Ha 3710Ka4eCTBEHH
3a00Js1BaHMs1, ChOOILEHH NPYU MALUEHTH, JEKYBaHH C YCTEKHHYMa0, ca CpaBHUMH C OYaKBAHUTE
ciydad B oOmiara nomyanus (craHaapTuzupad koepunueHT Ha yectora = 0,94 [95% noseputeneH
untepsai: 0,73, 1,18], kopurupat 3a Bb3pacT, 1oJ1 ¥ paca). Haii-uecto HaOJIt01aBaHUTE
37I0KaYeCTBEHH 3a00JISIBAHUS, PA3TUYHU OT HEMEIIAHOMHUS KapIIUHOM Ha KOXKaTa, ca KaplMHOM Ha
npocTaTara, MEIaHOM, KOJOPEKTAIEH KapLIHOM U KapLMHOM Ha repaarta. CiaydanTe Ha HEMEJIAaHOMEH
KapuuHOM Ha Kokarta ca 0,46 na 100 marueHTOoroIMHM Ha IPOCieAsiBaHe TIPU MAIUEHTH, JICKYBaHH C
ycreknHyMab (69 manmenT 3a 15 165 nanueHToronnHu Ha npocieassane). CbOTHOIIEHHETO Ha
MaIeHTy ¢ 0a3ajeH CrpsMO CKBaMO3HOKIIEThUEH KaplIMHOM Ha KokaTa (3:1) e cpaBHIMO ChC
CHOTHOIIIEHUETO B 00MIaTa rmomyianus (Bx. Touka 4.4).

Peaxyuu na cepvxuyscmsumennocm
B xoHTponupaHuTe NEpUoaN Ha KIMHUYHU TIPOYYBAHUS MPH IICOPHUA3HC U TICOPUATUYCH apTPUT Ha
yCTeKuHyMab oOpHuB u ypTuUKapus ca HabmrogaBanu nipu < 1% oT manueHTHTe (BX. TOuKa 4.4).
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IlenuaTpuyHa momyaamus

Heouampuunu nayuenmu na 6 200uHU U NO-204eMU C NIAKO8 NCOPUAUC

BesonacHocTTa Ha ycTeknHyMab € mpoyueHa B ABe poyuBaHus (aza 3 npu neauaTpUIHU MALUCHTH C
yMEpEeH 10 TEXBK IIAKOoB Icopuas3uc. [IspBoTo npoyusane e nmpu 110 manueHTn Ha BB3pacT ot 12 1o
17 ronuHu, JIEKyBaHHU B IPOABIDKeHUE Ha 60 ceIMHUIIN, a BTOPOTO MIPOYIBAHE € MpH 44 TaIrueHTH Ha
BB3pacT oT 6 10 11 rogunu, 1eKyBaHU B MPOAbIDKeHUE Ha 56 cenmunu. Karo usio crobimenure
HEXXEJNaHU ChOUTHS B TE3H JBE MPOYUYBAHUS C JJAHHU 3a O€30MacHOCT 0 1 rojuHa ca moJo0HH Ha
Te3u, HaOJII0JaBaH! B PEIUIIHY MPOYIBAHUA MTPHU BB3PACTHHU C IUIAKOB TICOPHUA3HC.

Teduampuunu nayuenmu Ha 2 u nogeye 200unu ¢ borecm na Crohn

be3onacHocTTa Ha ycTeKMHYMa0 € IpoydeHa B eHO mpoyuBaHe ¢dasza 1 u enHo npoyuBane daza 3 mpu
MIeAMATPUYHY MMAlMEHTH ¢ YMEPeHa JI0 Te&XKa akTuBHA OosecT Ha Crohn. 34 manueHTy B IPOYYBaHETO
¢aza 1 u 101 nmaumenTn B mpoyuBaHeTo (paza 3 ca mpocnensBaHu cbOTBETHO 10 240 ceaqmuiy u 68
ceamutti. Kato msuro mpodurbT Ha 6€301aCHOCT € TTOI00CH Ha TO3W, HabJI01aBaH B MPEAUIITHA
MIPOYYBaHUs MPHU Bb3pacTHH ¢ Oojectra Ha Crohn.

Ieouampuunu nayuenmu na 2 u nogeue 200UHU C YIYepo3eH KOaum

besomacHocTTa Ha ycTeknHyMal e mpoydeHa B eIHO NMpoy4uBaHe ¢aza 3 mpu neAnaTpuIHH MalueHTH C
YMEPEH /10 TeKbK aKTUBEH YJILIEPO3€H KOJIUT. B ToBa npoyusane 112 nmanueHTH ca npocieasiBaHu 0
68 cenmuuu. Kato 1510 mpodunsT Ha 6e30macHOCT € MoJ00eH Ha TO3H, HAOMI0JaBaH B PEIUIIHI
MIPOYYBaHUS MPU BH3PACTHH C yIIIEPO3EH KOJUT.

Cnol1aBane Ha MOJO3UPAHU HEXKEJAHHU PEAKIIUH

CpoOmraBaHeTo Ha TOI03UPAHH HEXKETIAaHN PEaKIUH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIICHUATIICTH C€ U3UCKBA J]a ChOOIaBaT BCSIKa
NOJ03MpaHa HeXellaHa Peakysl Ype3 HallMOHAIHA CHCTEMa 3a ChOOILaBaHe B

V3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,,Jlamsn I'pyes® Ne 8

1303 Cocus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilpeno3upane

Enunnunn no3u 1o 6 mg/kg ca nmpuiarany MHTPaBEHO3HO B KJIMHUYHU NPOYYBaHUs 0e3
orpaHMyaBalla J03aTa TOKCUYHOCT. B ciayuail Ha mpefo3upaHe ce npenopbyuBa MAEHTUTE J1a CE
HaOJr01aBaT 3a NPU3HAIM WM CUMITOMU Ha HEXXEJIaHU PeaKklMu U He3a0aBHO Ja ce MPUI0KU
MOJIXOJSII0 CHMIITOMATUYHO JICUYEHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoauHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: imyHocynpecopu, naxubutopu Ha untepneBkuHa, ATC kox:
L04ACO05

MexaHu3beM Ha IEUCTBUE

Ycrekunymad e u3isuio 4oBemko [gG 1k MOHOKIIOHAIHO aHTUTSIIO, KOETO C€ CBBP3Ba ChC
crienu(UIHOCT KbM 00IIIaTa MpoTenHoBa cyoeauauiia p40 Ha YOBEIIKN MUTOKUHN HHTEpiIeBKUH (IL)-
12 n IL-23. YcreknayMab notrcka OnoakTuBHOCTTA Ha yoBermkute 1L-12 u IL-23, kato
npenoTBpaTsiBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 penenTopen npoTenH, pa3nojoXeH Ha MOBBPXHOCTTA
Ha UMYHHUTE KJIETKU. Y CTeKMHYyMal0 He Moke 11a ce cBbpike ¢ 1L-12 nnm ¢ IL-23, kouto Beue ca
cBbep3anu ¢ IL-12RPB1 perenrropu mo KiIeThaHATa MOBBPXHOCT. CIIEIOBATEIIHO € MAJIKO BEPOSITHO
yCTeKHHYMab Ja yyacTBa B KOMIUIEMEHT- WM aHTUTSIIO-MeIMMpaHaTa MUTOTOKCUYHOCT Ha KJIETKUTE
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¢ peuentopu 3a IL-12 w/unum 1L-23. IL-12 u IL-23 ca xeTepoauMepHHU IIUTOKUHHU, CEKPETUPAHHU OT
aKTUBHPAHM aHTUT€H-TIPEJCTABAIIM KIETKH, HallpUMep Makpodaru U ICHIAPUTHU KIETKU U JBaTa
OUTOKMHA yyacTBaT B UMyHHHUTE QyHKIuK; 1L-12 cTumynupa ecrectBenuTe kietku youiinu (NK) u
npeaus3sukBa qudepennnanusita Ha CD4 + T knetkute kM T 1 xenmepen (Thl) ¢enorumn, IL-23
unayiupa et Ha T 17 xennepute (Th17). AGHopMHara peryianus Ha IL-12 u IL-23 obaue ce
CBBbpP3Ba ¢ UMyHHOMEIUHUPAHU 3200/ IsIBaHUS KaTO IICOPHA3KC, IICOPHATUYCH apTpuT, 6oject Ha Crohn
1 yJILEpO3€eH KOJHUT.

Upes cepp3Bane Ha obmiara cyoennuuna p40 Ha IL-12 u IL-23, ycreknaymab MOe 1a OKa3Ba CBOHUTE
KIMHUYHY e(EeKTH IpH IICOPHA3HC, ICOPHATUYEH apTpHT, OosiecT Ha Crohn u yiepo3eH KOIUT Ype3
npexkbeBane Ha mbruimarta Ha Thl u Th17 uutokuHu, KOMTO ca B OCHOBaTa Ha NATOJOTHITA HA TE3H
3a00JIsIBaHUSL.

[Ipu nauuentu ¢ 6onect Ha Crohn JieueHHETO ¢ YCTEKMHYMa0 BOAU 10 HAMaJIeHHE Ha
BB3NATUTEITHUTE MapKepH, BKIrounTenHo C-peaktuseH npotenH (CRP) u dekanen xanmpoTeKTrH 1o
BpeMe Ha MHIYKIMOHHATa (a3a, KOeTo CJIe/l TOBa ce MO IbprKa Ipe3 IsaIarta noarbprkama dasa. CRP
€ OLICHEH I10 BpeMe Ha IIPOABIDKEHUETO Ha IPOYYBaHETO U HAMaJIeHUATa, Ha0M0JaBaHu 110 BpeMe Ha
noJIbpxKamara ¢asa, OOMKHOBEHO ce 3ama3Bat 70 252 ceJMHIIa.

[Ipu manueHTH ¢ yAIIepo3eH KOJIUT JIEYEHUETO C YCTeKHHYMab BOAM IO HaMalleHHe Ha
BB3MATUTENHUTE MapKepy, BKIrounTeTHo CRP 1 ¢ekaneH kanmpoTekTHH 1o BpemMe Ha
WHIYKIIMOHHATA (ha3a, KOSTO Ce MOUIbPrKa Ipe3 IisjiaTta moaabpikalia (has3a u npoabHKeHUETO Ha
npoyuBaHeTo 1o ceamuna 200.

Umynuzanmmn
ITo Bpeme Ha TBATOCPOYHOTO MPOABIKEHUE Ha MpoyuBaHe npu ricopuasuc 2 (PHOENIX 2),

BB3PAaCTHUTE MAlMEHTH, JIeKyBaHu cb¢ STELARA 3a Hali-manko 3,5 roauHu, ca Aajiy aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH MOJIM3aXapyIHN BAaKCUHU U BAKCHHU CpEIy TETaHYC, CXOJHU C TE€3U IIPH
KOHTpPOJIHATA I'pyMa MallMeHTH, 0IydaBalli HECUCTEMHO JIedeHne Ha rcopuasuc. CXoAeH NPOLEeHT OT
BB3pacCTHUTE MallMeHTH, JeKyBaHH ¢b¢c STELARA 1 Te3u B KOHTpoIHATa Ipyma, ca pa3BUiIM 3alUTHH
HUBA Ha aHTUITHEBMOKOKOBY M aHTUTETAHUYHH aHTUTENA, U THTPUTE HA aHTUTENIaTa UM Ca CXOJIHHU.

Kinnnnuna edukacHocT

1Inakoe ncopuasuc (6b3pacmuu nayueHmu)

Bbe3omacHocTTa 1 ehMKacCHOCTTA HAa yCTEKHMHYMa0 ca oreHeHH rpu 1 996 manueHTH B

JIBE paHJOMU3HUPaHH, JBOWHO-CIICTIH, TIIANe00 KOHTPOIMPAHU MPOYYBAHUS IPH MAIIMEHTH C YMEPEH
JI0 TEXBK IJIAKOB IICOPUA3UC, KaHAUAATH 32 (POTOTEparus Wiu cucteMHa Tepamnus. OCBEH TOBa B €THO
pPaHIOMHU3UPAHO, aKTHBHO KOHTPOIHMPAHO MPOYYBAHE ChC 3aCIICTIEH OIEHUTEN € CPABHEHO IEHCTBHETO
HA YCTEKWHYMa0 ¥ €TaHEePIENT MPY MAIUEHTH C YMEPEH J0 TEKBK TUIAKOB IICOPUA3UC, KOUTO HE ca Ce
TIOBIIMSUIH, TIPOSIBUJIM Ca HEMIOHOCUMOCT WJIH Ca MMaJH IIPOTUBOIMOKAa3aHue KbM IuKiocnopusa, MTX
i [TYBA Tepamus.

B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenu 766 nauuentu. 53% ot TsX He ca ce
TTOBJIVSUTH, TIPOSIBIUIA Ca4 HEMTOHOCHMOCT WJIA Ca UMAJIH MPOTHBOIIOKA3aHUE KBM JAPyTa CUCTEMHA
Tepanus. [larMeHTUTe, paHIOMU3MPAHH 3a JICYCHUE ¢ YCTEKMHYMa0, ca MPHUEIH 1034 OT 45 mg Wiu
90 mg B cenmunu 0 1 4 U ca NPOABILKWIM Ja MPUEMAT ChIllaTa J03a Ha BCEKU 12 ceaAMUIIn.
[TanuenTrTe, paHAOMU3HUPAHH 3a JIeUueHHe ¢ Tuianedo B ceqmuiy 0 u 4, ca IpeMUHAIIN KbM JISYSHUE C
ycTekuayMa0 (45 mg wiu 90 mg) B cenmuiu 12 u 16, ciex KOETo ca MPOIBIIKHIIN 1a TPUEMaT
chInaTa 103a Ha Bceku 12 cenmury. [lanueHTn, MbpBOHAYAIHO PAHAOMHU3UPAHU 32 JICUCHHE C
YCTEeKUHYMa0, KOUTO ca JOCTUTHAIIM HUBO Ha MOBJIMsABaHE 75 1O MHJIEKCA 32 00JIACT U TEXKECT Ha
nicopuasuc (PASI) (monodpenne no PASI ot Mmunumym 75% B cpaBHEHHE C U3XOHUTE CTOHHOCTH) B
ceqmuity 28 u 40, ca MOBTOPHO paHIOMU3HUPAHU 32 JICUEHNE C YCTeKMHYMa0 Ha BCekH 12 cemMuiiu
WIH ¢ TuIanebo (T.e. OTTersIHE OT TepanusTa). [lanenTiTe, TOBTOPHO paHIOMHU3UPAHU 32 JICUSCHHE C
rane6o B cenmuna 40, ca Bp300HOBIIHN Tepanusita cbc STELARA B mppBOHaYamHaTa CH cXeMa Ha
no3upane, cief kato mogoopenunero um no PASI B ceqmuria 40 e Hamansuio ¢ muanmyM 50%. Benaku
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TIAIICHTH Ca MPOCIICICHN 3a TIEPHOT A0 76 CEAMUITH CIICI ITBPBOTO MPUIIOKEHNE Ha M3CICABAHOTO
JIEYCHHE.

B npoyusane npu ncopuazuc 2 (PHOENIX 2) ca ouenenu 1 230 nanuentu. 61% ot TsX He ca ce
TTOBJIHSUTH, TIPOSIBIUIA Ca HETTOHOCHMOCT FUIA Ca UMAJIH IPOTHBOIIOKA3aHUE KBM JAPyTa CHCTEMHA
tepanus. [lanMeHTuTe, paHIOMU3MPAHH 3a JICYCHUE ¢ YCTEKHMHYMa0, ca MPHUEId 1034 OT 45 mg Wiu
90 mg B cenmunu 0 u 4, mociaeABaHU OT AOIIBIHUTENHA A03a B cenmuia 16. [lanuenTure,
paHIOMH3UpPAHH 3a JIedueHHe ¢ miare6o B ceamuii 0 1 4, ca MpeMUHAINA KbM JICYCHHE C YCTEKUHYyMa0
(45 mg nm 90 mg) B cenmunnt 12 u 16. Benuku manueHTy ca IpOCiIeICHN 3a MIEPUO 10 52 CeaMUITn
cje/ MbPBOTO MPUIOKEHHUE HA U3CIEABAHOTO JICUCHUE.

B npoyusane npu nicopuasuc 3 (ACCEPT) ca onenenn 903 nmanueHTH ¢ yMepeH A0 TeXbK NCOpHa3uC,
KOHUTO HE Ca Ce MOBIHUIIN, MPOSBIIN €2 HETOHOCHMOCT MJIM Ca MMAJI IIPOTUBOIIOKA3aHUE KbM JIpyTa
cucteMHa Tepanusi. CpaBHeHa € e()UKaCHOCTTA Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEPILENT U € OLlCHEHa
0e30macHOCTTa HA YCTEKHHYMa0 u etanepient. [1o Bpeme Ha 12-ceqMUYHaTa aKTUBHO KOHTPOJIMPaHA
4acT OT NMPOYYBAHETO MAI[UEHTUTE ca PaHIOMM3UpPAHH Ja Mpuemat ertaHepuent (50 mg 18a NbTU
CeIMHUYHO), ycTeknHyMab 45 mg B ceqmunu 0 u 4 nnu ycrekuaymad 90 mg B cenmuim 0 u 4.

M3xonHuTe XapaKTepUCTUKH Ha 3a00JsIBAaHETO Ca MPUHILIUITHO MOCTIEI0BATEIHN BbB BCUUKH TPYNH Ha
JIEYEHHUE B IpOy4BaHe MpH ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHO HUBO OT 17 110 18,
¢ MeJMaHa Ha TejecHa noBbpxHocT (BSA) Ha m3xonHO HUBO > 20 ¥ ¢ MeHaHa HA 1€PMATOJIOIHYECH
MHJEKC 3a kadyecTBO Ha )kuBOT (DLQI) B rpanunute ot 10 10 12. bauso eana tpera (Mpoy4dBaHe npu
ncopuasuc 1) u enHa 4eTBBPT (IIPOYUBAHE IPH IICOPHAZUC 2) OT MALMEHTHTE UMAT IICOPHATUICH
aptput (PsA). Ilogo6Ha TexxecT Ha 3a00BaHETO ce HAOIOIaBa U IIPH MPOYyUIBaHE MPH IICOPUA3HUC 3.

H’prI/I‘-IHaTa KpaﬁHa TOYKa B TC3U NNIPOYUBAHUA € CHbOTHOMICHUECTO HAa MAITUCHTUTE, JOCTUTHAJIN HUBO
Ha noBJiusiBaHe 1o PASI 75 cipssMo n3xomHNTE CTOMHOCTH B ceamuma 12 (BxK. Tabnuu 5 u 6).

Tabnuya 5: Obobwerue Ha KIUHUYHOMO nosaussane é npoyusare npu ncopuasuc 1 (PHOENIX 1) u
npoyysare npu ncopuasuc 2 (PHOENIX 2)

Cenmuna 12 Cenmmurna 28
2 nosu (ceamunia 0 u ceamua 4) 3 mo3u (ceamura 0,
ceamuna 4 u ceamura 16)
[Tnare6o 45 mg 90 mg 45 mg 90 mg
IIpoyuBaHe npu
ncopuasuc 1
Bbpoii
PpaHAOMU3UpPaHH 255 255 256 250 243
MNalnucHTHU
EX;?@’BBE‘;‘; I(‘(f/’o | 26 (10%) | 213 (84%)* | 220 (86%)* | 228 (91%) | 234 (96%)
EX};T;"SB?; ‘(1;) ) 8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) | 191 (79%)
EZE?P;’BBE‘;‘; I(‘(f/’o ) 5(2%) 106 (42%)°* | 94 (37%)* | 123 (49%) | 135(56%)
OOJI° 3a u3uncTeHn
WM MUHUMAITHU, Op. 10 (4%) 151 (59%)* | 156 (61%)* 146 (58%) 160 (66%)
(%)
Epl‘i)%iag““em“ 166 168 164 164 153
EX};?P;"SBE‘;; 1(1‘5/)0 ) 6 (4%) 124 (74%) | 107 (65%) | 130 (79%) 124 (81%)
Eploopgrf{ag““em“ 89 87 92 86 90
EX};?P;"SBE‘;; 1(1‘5/)0 ) 2 (2%) 47 (54%) | 63 (68%) 48 (56%) 67 (74%)
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IIpoyuBaHe npu
ncopuasuc 2

Bpoii
paHIOMU3UPaHU
MAIeHTH

410

409

411

397

400

TToBamsBane mo
PASI 50, 6p. (%)

41 (10%)

342 (84%)*

367 (89%)°

369 (93%)

380 (95%)

TToBnusaBane mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)®

311 (76%)®

276 (70%)

314 (79%)

TloBamsBane o
PASI 90, 6p. (%)

3 (1%)

173 (42%)°

209 (51%)*

178 (45%)

217 (54%)

OOJI% 3a u3uncrenu

WM MUHUMAJTHH, OD.

(%)

18(4%)

277 (68%)®

300 (73%)®

241 (61%)

279 (70%)

Bpoii nanuentn
<100 kg

290

297

289

287

280

TloBamsBane mo
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bpoii nanuentn
>100 kg

120

112

121

110

119

TloBamsBane mo
PASI 75, op. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%)

88 (74%)

p < 0,001 3a ycrexkuraymab 45 mg mm 90 mg B cpaBHenue ¢ mwiane6o (PBO)

6

OOJI = O6ma oreHKa Ha JIeKapst

Tabauya 6: Obodbwenue na KiunuuHomo nosiusdane 8 npoyuearne npu ncopuaszuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
Eraneprient Ycerekuaymad
24 no3u 2 no3u (ceamuria 0 u ceamuna 4)
(50 mg nBa mpTH 45 mg 90 mg
CEJIMHUTHO)
Bpoit panmoMu3npaHu MAMECHTH 347 209 347
[TosnmusBane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[Tosnusasane o PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)*
[Tosnmusasane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a n3uncrenu win o o/a o/\a
MuHEMATH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii nauuentu < 100 kg 251 151 244
32;3““"33“6 no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
Bbpoii narmentn > 100 kg 96 58 103
g/o;nmmane o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)
0

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

0 p = 0,012 3a ycTrekunymab 45 mg B cpaBHCHHE C €TaHEPLET.

B npoyuBane npu nicopuasuc 1 mogabpxkaneTo Ha PASI 75 € 3HaYUTEIIHO TTO-BUCOKO TIPH
MPOAB/DKUTEIIHO JICYCHHE, B CPAaBHEHHE C TOBA IPH OTTEerIsAHe oT JiedeHueTo (p < 0,001). [TomoOHu
pe3yaTatu ce HaOmogaBat NpH Beska 03a ycTekunymad. Ha 1%*™ ronuna (ceaqmuua 52) 89% ot
MAlUEHTUTE, TOBTOPHO PaHIOMHU3HUPAHU 32 MOAIBPIKAIIO JIeueHue, ca ce monusiu mo PASI 75, B
cpaBHeHHE ¢ 63% OT MalMeHTHTE, TOBTOPHO PAHIOMU3MPaHH 32 TIare0o (OTTErIsTHE OT JICYCHUETO)
(p <0,001). Ha 18™* mecer (ceamuma 76) 84% oT manueHTHTE, IOBTOPHO PAHIOMHU3HPAHH 32
MOJIBPIKAIIO JeUeHue, ca ce mosnusin no PASI 75, B cpaBHenue ¢ 19% OT nanueHTUTE, TOBTOPHO
paHmoMu3upanu 3a mianebo (orrerisHe ot teuennero). Ha 3™ roguna (ceamuna 148), 82% ot
MAIMEHTUTE, TIOBTOPHO PaHIOMHU3HMPAHU 32 ITOABPIKAIIO JICUeHNe, ca ce moBausun mo PASI 75. Ha
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5-ta ronuHa (ceamuna 244) 80% oT manMeHTUTe, MOBTOPHO PAaHAOMHU3HMPAHN Ha IOABPIKAIIO JICUCHHE,
ca ce mosnmsita mo PASI 75.

[Ipu manueHTHTE, TOBTOPHO PAHIOMHU3UPAHU 3a IUIae00, KOUTO OTHOBO Ca IPEMUHAIN KbM
IbPBOHAYAHATA CH CXeMa Ha JIEYeHHE C YCTeKHHYMal cien 3arybaTa Ha > 50% momobpenue mo
PASI, 85% ca Bp3cTanoBmin noBiusiBaneTo o PASI 75 B pamkure Ha 12 ceamunu ciief
BH300HOBSIBaHE Ha TEPAITUATA.

B npoyuBane nipu nicopuazuc 1 B ceqmuna 2 u cemuia 12 ce Habmo/1aBa 3HAYUTEIHO MOJOOpeHHe
cnpsmMo u3xoanute ctoitnoct Ha DLQI BBB BCsiKa OT rpynuTe Ha JieUeHHE C YCTEKHHYMal B
cpaBHeHue ¢ mianebo. [Tonodpenuero ce 3anaspa 1o ceamuna 28. [TonoOHO 3HaUMTENHO TOKOOPEHNE
ce Ha0Jr0/1aBa B IPOYyYBaHe MPH rcopuasuc 2 B ceaAMuId 4 u 12, KoeTo ce 3amna3Ba 10 ceamuiia 24. B
Npoy4BaHe NMpH Mcopraznuc 1 mogoOpeHusTa B HOKbTHUS IICOpUa3uc (MHACKC 3a TEKECTTa Ha HOKbTEH
NICOPHA3HUC), B 00IIaTa OLEHKA HAa (PU3MIECKOTO U EMOLMOHAIHOTO cheTosHue 1o SF-36 u BbB
BH3yaJIHO-aHAJI0r0BaTa CKaJia 3a ONpee/ssHe Ha CTORHOCTTA Ha Oonkarta mpu cbpoex (VAS) cbiio ca
3HAYMTEIIHU MPH BCSAKA IpyIla Ha JieueHne ¢ yCTeKnHyMal B cpaBHeHue ¢ Tuiane6o. B npoyusane npu
TICOpUa3uc 2 KIMHUYHATA CKaja 3a TpeBoKHOCT u aenpecus (HADS) u BRIIPOCHUKBT 32 pabOTHH
orpanuderus (WLQ) chIo moka3BaT 3HAYUTEIIHO TT0J0OpEHNE BBB BCAKA OT TPYITUTE HA JICUCHHE C
yCTeKHnHYMab B CpaBHEHHE ¢ TU1aneoo.

[copuamuuen apmpum (PsA) (sv3pacmuu nauuenmu)

JlokazaHo €, 4ye yCTeKUHYMa0 1moao0psABa MPU3HALIUTE U CUMITOMUTE, (PU3HYCCKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAY€CTBO HA )KMBOT M HAMAJIsIBa CTENICHTA HA TPOTPECcUs Ha MepUPEpHOTO
CTaBHO YBPEX/IaHE NIPU BH3PACTHU MAIUEHTH C aKTUBEH PsA.

be3omnacHocTTa 1 ehMKacHOCTTA Ha YCTEKMHYMa0 ca OleHeHH ITpu 927 MalleHTH B BE
PpaHAOMU3HPAHH, TBOWHOCICIIH, TUIAIe00-KOHTPOIUPAHH MPOYYBAHUS MIPU MAIIUCHTH C aKTHBEH PSA
(= 5 moxyTu ctaBu 1 > 5 OONE3HEHU CTaBM) BBIPEKH yHOTpedaTa Ha HECTEPOUIHN
npotuBoBB3nasmTenHu cpenactsa (HCIIBC) nmm moguduiupamu 60jecTTa aHTHPEBMATOUTHI
nekapctBa (DMARD). [TanuentuTe B Te31 NPOYUYBaHUS ca UMaJM [TIOCTaBeHa Auarno3a PsA Haii-
MaJIKo OT 6 Mecena. BkirroueHu ca ManueHTy ¢ BCSIKaKbB MOATHIT Ha PSA, BKIFOUUTEITHO
NOJMAPTUKYJIAPEH apTPUT Oe3 JaHHU 32 PeBMaTOUIHU BB3IH (39%), CHOHIWIUT ¢ TIepUQEpeH apTPUT
(28%), acumetpuueHn nepudeper aptpur (21%), ¢ yyacTre Ha TucTajiHa MHTep(daaaHreanHa cTapa
(12%) n naBanuansupan aptpurt (0,5%). Hag 70% u 40% ot mauueHTHTE B ABETE MPOYYBAHHMS Ca
MMaJId ChOTBETHO €HTE3UT U JaKTHIUT Ha U3XOAHO HUBO. [lanneHTHTe ca paHAOMU3KpaHU Ja
MoJIydaT JIeYeHHe ¢ yCTeKuHyMao 45 mg, 90 mg, win miaiedo noaKoxHo Ha cenMuiy 0 u 4,
MOCIIe/IBAHM OT Tpuiiarane Ha Bceku 12 cenmurtu (q12w). [pubmmsurenso 50% ot nanueHTUTE ca
MPOABIDKHIIN Ha TocTostHAA 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), crotBeTHO 80% 1 86% OT
nmanuenTuTe, ca 6wy nekyBanu ¢ DMARD. B npoyuBane 1 He € OMII0 TIO3BOJICHO MPEAMIITHO JICUeHUE
C aHTAarOHUCT Ha TyMoOp-HekpoTusupail paktop ajnda (TNF)a. B nmpoyuBane 2, moBe4eTo ManueHTH
(58%, n = 180) ca 6mnu ekyBaHu ¢ eAHO WK noeye anTu-TNFao cpenctso(a), kato ot Tax Hazg 70%
ca npeyctaHoBwIH cBoeTo anTu-TNFo nedenune, nopanu nunca Ha e(pUKaCHOCT MM HEIIOHOCHUMOCT,
TI0 BCSKO BpeEMe.

Tpusnayu u cumnmomu

Jleuenuero ¢ ycTeKMHYMal BOIM 10 3HAYUTEITHH OOOPEHHS B N3MEPHUTEIIUTE 32 aKTHBHOCT Ha
3a00JIsIBAHETO B CpaBHEHHE C muanedo Ha cenmuna 24. [TbpBruyHaTa KpaliHa TOYKa € IPOIEHTHT Ha
NAalMEeHTHTE, TOCTUTHAIN OTroBOp 20 1o KpUTepuuTe Ha AMEPUKAHCKHUS KOJIEXK 110 PEBMATOJIOTUS
(American College of Rheumatology, ACR) Ha cenmutia 24. OCHOBHUTE pe3yNTaTH 3a e(pUKacCHOCT ca
Ipe/CTaBeH! B TabnuIa 7 Mo-10Iy.
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Tabnuya 7: Bpoii na nayuenmume, NOCMUSHAU KIUHUYEH OM2080D NPU NCOPUAMUYEH APMPUM
Ipoyusane 1 (PSUMMIT 1) u Ilpoyusane 2 (PSUMMIT II) na ceomuya 24

IIpoyuyBaHe npu ncopuaTu4eH IIpoyuyBaHe npu ncopuaTuieH
aprpur 1 apTput 2
Ilaanedo 45 mg 90 mg Ilaanedo 45 mg 90 mg
Bpoii
PAHAOMU3HPAaHU 206 205 204 104 103 105
NAIHEHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%) | 21 (20%) | 45 (44%)* | 46 (44%)"
otrosop, N (%)
ACR 50 18 (9%) | 51(25%)* | 57 (28%)* 7 (7%) 18 (17%)° | 24 (23%)*
otrosop, N (%)
ACR 70

0, V) a 0 a 0, 0 B 0, B
orrosop. N (%) | 5% | 25(12%) | 29(14%) | 3(G%) | 7(7%) 9 (9%)

bpoui nayuenmu c

e B 146 145 149 80 80 81

= 0
PASI 75 0 0/\a 0/\a 0 0/\a 0/\a
orronop. N (%) | '© (11%) | 83 (57%)* | 93 (62%) 4(5%) | 41(51%)" | 45 (56%)
PASI 90 0 o\ 0pye 0 0/ )2 0 )a
orromep, N (%) 4(3%) | 60 (41%)" | 65 (44%) 3(4%) | 24 (30%)* | 36 (44%)
KomOunupan
ACR20 8(5%) | 40(28%)" | 62(42%)" | 2(3%) | 24(30%)" | 31 (38%)'

otrosop, N (%)

bpoii naumenTn

<100 ke 154 153 154 74 74 73

ACR 20

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

bpoii nayuenmu c

> 39 BSA" 105 105 111 54 58 57

PASI 75

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

bpoii naumenTn

> 100 kg 52 52 50 30 29 31

ACR 20

o 0 v 0 o 0
orroop. N (%) | S(5%) | 2068%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoii nayuenmu c

> 39 BSA' 41 40 38 26 22 24

PASI 75

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

p <0,001

p<0,05

p=NS

bpoii marmentu ¢ > 3% BSA 3acernara ncopuaTudHa Koka Ha H3XOJHO HHBO

- w (=)} o

ACR 20, 50 u 70 oTroBOpH MpOIBIIKABAT J]a C€ OMOOPSIBAT WM C€ TIOUTBPIKAT 10 ceamuiia 52 (PsA
IIpoyusane 1 u 2) u ceqmutia 100 (PsA Ilpoyusane 1). B PsA [Ipoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca nocturnatu npu 57% u 64%, ceotBeTHO 3a 45 mg 1 90 mg. B PsA IIpoyuBane 2,
ACR 20 otroBopu Ha ceamuna 52 ca nocturHatu npu 47% u 48%, crorBeTHO 3a 45 mg u 90 mg.

[IpoleHThT Ha MAIIMEHTUTE, TIOCTUTHAIM OTTOBOP 10 MOoAU(HUIMpaHu PSA kputepun Ha OTTOBOP
(PsARC) cb1110 € 3HaYUTEITHO MO-TOJISIM IIPH TPYITUTE HA YCTEKUHYMa0, B CpaBHEHHE C Iare0o Ha
cemmutia 24. OtroBopu PSARC ce mogabpxkat mo Bpeme Ha cenmunn 52 u 100. [To-romstM mporieHT ot
MAIIECHTUTE, JICKYBAHH ¢ YCTEKUHYMa0, KOUTO ca HMaJId CIIOHIUIIUT ¢ eprudepeH apTpUT KaTo
OCHOBHA Jraruo3a, nokazeat 50 u 70 mporueHTHO mo1o0peHne B cKopa 1o baTt uHeKe 3a akTHBHOCT
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Ha 3a00JIsIBaHETO NMpH aHKmIo3upai crionamwint (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHEeHHE ¢ MIIaiedo Ha ceamuIia 24.

OtroBopuTe, HAOIOJaBaHU [IPY TPYIHUTE, JICKYBaHU C YCTEKMHYMa0, ca CXOHH MPY MAIUCHTHTE,
KOWTO TOJTydJaBaT WM HE MoTydaBaT eqHoBpeMeHHO MTX 1 ce moaappkaT o BpeMe Ha CEIMHUIH 52
u 100. [TanmenTute, TeKyBaHU Mpead ToBa ¢ aHTH- T NFo cpeficTBa, KOUTO ca MOy9IHITd yCTeKUHYyMa0,
ca TIOCTUTHAJIH MO-TOJISIM OTTOBOP Ha ceamuIia 24 B CpaBHEHHE C TIAIIMEHTUTE, MOTyJaBaH M1anedo
(ACR 20 otroBop Ha cenmuria 24 3a 45 mg u 90 mg e croTBeTHO 37% 1 34% B CpaBHEHHE C IUIAIECO0
15%; p < 0,05) u oTroBOpPHUTE CE MOIABPKAT IO BpeMe Ha ceaMuIia 52.

[Ipu nauyeHTH C eHTE3UT W/ KM JaKTUINT Ha U3X0AHO HUBO, mpu PsA IlpoyuBane 1 ce Habmonasa
3HAYMMO MOJIOOPEHNE B CKOPOBETE 332 EHTE3UT U JAKTUIIUT MPH TPYNUTE HA YCTEKUHYMa0 B CpaBHEHUE
¢ miaunebo Ha cenmuna 24. B PsA IIpoyuBane 2 ce Habm0aaBa 3HaYUMO TOAOOPEHUE B CKOPa 3a
EHTE3UT M YHCIICHO MoJ00peHHe (He € CTAaTUCTHYECKH 3HAYMMO) B CKOpPa 3a JAaKTHIUT IpU rpynara Ha
ycTekuayMabd 90 mg B cpaBHeHHE ¢ uTane0o Ha ceamuna 24. [logoOpeHusaTa B CKopa 3a EHTS3UT U B
CKOpa 3a JaKTWINT ca MOAIbPKaHu 1o Bpeme Ha ceamuii 52 u 100.

Paouoepagcku omeosop

CTpyKTYpHO yBpeXIaHe B IBETE PhIIE M KpaKara ce u3passiBa KaTo MPOMSHA CIIPIMO U3XOJAHOTO HUBO
B 061mus van der Heijde-Sharp ckop (vdH-S ckop), Mmonuduurpan 3a PsA upe3 nodaBsiHe Ha
JIUCTANHUTE HHTEpdaIaHrealHy cTaBu Ha pouere. [IpoBeneH e npeasapurento aepuHupan
WMHTETpUpaH aHAIN3 Ha KOMOMHHUpaHU AaHHu oT 927 manuentu B aBete PsA [IpoyuBanus 1 u 2.
YcreknHyMab Mmokas3Ba CTaTUCTUYECKH 3HAUMMO HaMaJeHHUE B CTEIIEHTa Ha MPOrpecHsi Ha
CTPYKTYPHOTO YBPEXJaHE B CPaBHEHHE C I1ae00, U3MEPEHO Ype3 IPOMSHA CIIPAMO W3XOAHOTO HHUBO
1o 24 cenmuna B o61mus moguduipan vdH-S ckop (cpeaen = SD ckop € 0,97 &+ 3,85 B rpymnara Ha
wiane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 ipu cbOTBETHO yCTEKHHYMAO Tpymu 45 mg

(p <0,05) 1 90 mg (p < 0,001). Tozu edext ce npmxu Ha PsA TlpoyuBane 1. EdekTsT ce cunra 3a
JIOKa3aH, HE3aBUCHUMO OT eTHOBpeMeHHaTta yroTpeda Ha MTX u ce moaappika mo Bpeme Ha

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

Qu3uuecko CbCMosaHUe U CBbP3AHO CbC 30PABEMO KAYeCMB0 HA HCUBOM

[ManuenTw, TeKyBaHU C YCTEKUHYMA0, ca MOKa3aly 3HAUUTEIIHO MOA00pEeHUe Ha (PU3NIECKOTO
CBhCTOSHUE, KAKTO € OIICHEHO I10 MHJIEKCa 32 MHBAJIMAHOCT OT BBIIPOCHUKA 32 OLICHKA Ha 3/IpaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuria 24. IIporieHThT Ha
MAaIUEHTHUTE, ITOCTUTHAIN KIUHUYHO 3Ha4nMo > 0,3 momoopenue Ha HAQ-DI ckopa cripsimo
W3XOJIHUTE CTOMHOCTH, CHIO € 3HAYUTEITHO TO-TOJISIM IIPU TPYIHUTE Ha YCTEKHUHYMa0, B CpaBHEHUE C
miare6o. [Tomoopenne Ha HAQ-DI ckop cripsMo H3XOZHOTO HUBO C€ MTOAIBPIKA ITO BpeMe Ha
ceamury 52 u 100.

Nwma 3naunrenno nogodpenue B DLQI ckopoBete npu rpynuTe Ha ycTeKHHyMal, B CpaBHEHHE C
miare6o Ha ceamuIia 24, Koeto ce moaabpka 1mo Bpeme Ha cenvunn 52 u 100. B PsA Ipoyusane 2
rMa 3HaYUTENHO MoJJ00peHre B CKOPOBETE 3a (YHKLUMOHAIIHA OLICHKA Ha TepanusaTa 3a XpOHUYHO
3abomsBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
TPYIIUTE HA YCTEKUHYMa0, B CpaBHEHHE C muiarebo Ha ceamuia 24. [IporeHThT Ha TaIUeHTHTE,
JOCTUTHAJHM KIMHUYHO 3HAaYMMO 1oo0penue Ha ymoparta (4 touku o FACIT-F) cbiio e 3HauuTenHO
MO-TOJISIM TIPH TPYIHTE HA YCTEeKHMHYMa0, B cpaBHeHue ¢ manebo. [logobpenunsta na FACIT-F ckop
ce MoAAbpIKaT 10 BpeMe Ha cenmuna 52.

Bonect Ha Crohn

BesonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMal ca OLIEHEH! B TPH PaHAOMHU3UPaHH, IBOMHO-CIICIIH,
1a1e00-KOHTPOIMPAaHU, MHOTOLICHTPOBH MPOYYBAHHS IIPY BB3PACTHH MALUEHTH C YMEPEHa 10 TeKKa
aktuBHa Oonect Ha Crohn, ¢ MHaekc Ha akTuBHOCTTa Ha Oostectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KIMHHYHO pa3pabOTBaHe Ce ChCTOM OT JIBE 8-
ceIMHUYHU npoyuyBanus ¢ uHTpaBeHo3Ha nHAyKUus (UNITI-1 u UNITI-2), mocneaBanu ot 44-
CeIMUYHO PAaHAOMH3HPAHO MPOYUYBAHE C MOAKOKHO MPUIIOKEeHHE Ha nmoaabpskama no3a (IM-UNITI),
NpEe/ICTABIISBAIIN 52-CeIMAYHA TePAITnsl.
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IIpoyuBanusra ¢ uaaykiwms BkitouBat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) narueHTw.
[IppBUYHATA KpaiiHa TOYKa 3a IBETEC MHIYKIIMOHHU IPOYUYBaHUS € MPOLEHTHT Ha YYACTHULIUTE C
KJIMHAYEH OTroBop (ompezaenen kato HamaneHue Ha CDAI ckopa ¢ > 100 Toukn) Ha cenmuna 6.
JannuTe 3a eUKacHOCT ce ChbOMpAT U aHAIM3UPAT 10 CeAMULA § 3a ABETE MPOYUBAHHUS.
EnHOBpeMEHHOTO IIPUJIOKEHHUE Ha IEPOPATHU KOPTUKOCTEPOUIN, UMYHOMOYJIATOPH,
aMHUHOCAIIMIIIATH ¥ aHTUOMOTHITH € pa3pemeHo u 75% OT mauueHTHTe MPOIbIDKABAT J1a IOIydaBaT
Half-MaJko €JHO OT Te3H JieKapcTBa. B 1BeTe mpoyyBaHus MalMEeHTUTE ca PaHIOMHU3UPAHH Ja
MOJIy4aT €ITHOKPATHO HHTPABEHO3HO NPEOPhUUTEIHATA 103 OT HpUOIn3uTenHo 6 mg/kg B
3aBUCHMOCT OT TE€JIECHOTO TerJo (Bx. Tabnuma 1, Touka 4.2), puxcupana no3a 130 mg ycreknaymad
win mane6o Ha cexmuna 0.

[MTarmenture B UNITI-1 ca nexyBaHM HEYCIEIIHO WM UMAT HETIOHOCHMOCT KbM MpeIIecTBalla aHTH-
TNFa tepanus. [Ipubnuznrento 48% ot nauueHTUTE ca JIEKyBaHU HEYCIIEIIHO ¢ | mpemecTaa
anTu-TNFa Tepanus, a 52% ca nexyBaHU HEyCHEIHO ¢ 2 WiK 3 npeamectsamy antu-TNFo Tepanum.
B toBa npoyuBane 29,1% oT nanueHTHTe UMaT HEAOCTATHUYECH HAa4aJIeH OTTOBOD (IbPBUYHH
HepecTnoHepH), 69,4% ca ce MOBIHUSIIN, HO Ca TIPEeCTaHAIM J1a C€ TIOBIUABAT (BTOPHYHU
HepecnoHzepu), a 36,4% umar HenmoHocuMocT KbM aHTU-TNFa Tepanuu.

ITammmenture B UNITI-2 ca nekyBaHM HEYCIEITHO HAH-MAJIKO C €JHAa KOHBEHIIMOHAIHA TEPATTHSI,
BKJIFOUUTEITHO KOPTHKOCTEPOUIN I UMYHOMOAYJIATOPH, KaTO WIX HE ca JIEKyBaHH JI0CETa C aHTH-
TNF-a tepanus (68,6%), wnu ca nosyyaBanu npea tTosa antu-TNFa Tepanust, Ho T5 € Ouna
uneycnemna (31,4%).

B neere UNITI-1 n UNITI-2 3Ha4MMO NO-TOJIAM IIPOLEHT OT MAIlUEHTHUTE B IpyIaTa, JeKyBaHa C
YCTEKMHYMa0, ca ¢ KIMHUYEH OTIOBOP U peMUCHs B cpaBHeHHUe ¢ muiaie0o (Tadmuna 8). KnuauuHusaT
OTTOBOP U PEMUCHSATA Ca 3HAYNMH OIlle Ha ceMUIA 3 MpH MallUeHTUTE, JIEKyBaHHU C YCTEKUHYyMa0, U
T€ MPOABIDKBAT Ja ce MoAo0psBaT 10 ceaMulia 8. B Te3n npoyuBaHusi ¢ HHAYKIKS €PUKACHOCTTA €
M0-BHCOKA U C€ MOIAbPKa 10-100pe B rpymnaTa ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TETJIO0, B
CpaBHEHHe ¢ rpynarta ¢ go3a 130 mg u mopaau ToBa Npu UHTPaBEHO3HA MHAYKLHUS Ce NMPEenopbyBa
JO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 8: HUnoyxkyus na kaunuven omeogop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2 **
Ilname6o |Ilpenopbuure| Ilaamed6o |IIpemopbumTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTEeKHHYMAa0 YCTEeKHHYMAa0
N =249 N=209
Knmanuna pemucus, ceqmuria 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)"

Kanrursent otrosop (100 Tousan), 53(21,5%) | 84(33,7%)° | 60(28,7%) | 116 (55,5%)"

ceamuia 6
Kmrsen otrosop (100 Touxm), 50 (202%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)
ceaqMuIia 8
70-TOUKOB OTTOBOP, CEAMMIA 3 67 (27.1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)"
70-TOUKOB OTTOBOp, CEAMULA 6 75 (30,4%) | 109 (43,8%)° | 81(38,8%) | 135 (64,6%)"

Kimnanynata pemucus e onpenenena kato CDAI ckop < 150; KnmuHu4HUAT OTTOBOp € OIpe/ieeH KaTo HaMalICHUE Ha
CDALI ckop ¢ Haii-manko 100 Touky Uiy CbCTOSHHUE B KIMHUYHA PEMHCUS

70-TOUKOBHAT OTIOBOP € ompejiesieH kaTo HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex Ha autu-TNFo Tepanus

** Heycnex Ha KOHBEHIMOHAJIHATA TEPaIus

& p<0,001
® p<0,01

B npoyuBaneto ¢ nopawspskama tepamnus (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT
100-TOYKOB KJIMHUYEH OTTOBOP Ha ceAMHUIA § OT MHAYKIHMATA ¢ ycTeKuHyMa0 B mpoyuBanus UNITI-1
u UNITI-2. [TanmenTruTe ca paHIOMU3HPAHN Ha CXeMa Ha MOIBPIKAII0 JICUCHHE C TTOIKOKHO
npuinoxxkenue Ha 90 mg ycrekuaymab npes 8 cenmunu, 90 mg ycreknnymab npes 12 ceamuiy nin
wiane0o B Npoab/DKeHUE Ha 44 ceMUIH (3a MPpenopbYUTEIHATa OJIbpXKAaIIa 71032 BX. Touka 4.2).

47



3HAaYMMO TO-TOJISIM TPOLIEHT MAIMEHTH B TPYIHTE, IEKYBaHH C YCTEKHHYMA0, MOIbPKAT KIMHUYHA
pEMUCHS U OTTOBOP Ha cenMuIia 44 B cpaBHEHHE C Tpymara Ha miarne6o (Bx. Tadmmma 9).

Tabnuya 9: Ilooovporcane Ha knunuunus omeosop u pemucus ¢ IM-UNITI (ceomuya 44, 52 ceomuyu
Om 3anoysane ¢ UHOYKYUOHHAMA 003a

Ilnanedo* 90 mg 90 mg
ycTeKMHYyMa0 | ycTeKHHyMad
npe3 npe3
8 ceamuuu 12 ceamunu
N=131f N =129f
N = 1281

KiuHnyHa pemMucust 36% 53%* 49%°
KiMHWYEH OTroBOp 44% 59%° 58%°
Knuanyna pemucus 6€3 KOPTHKOCTEPOUIH 30% 47%* 43%"

Knunndza peMucus npu nanueHTH:

B pCMUCH B HAYAJIOTO HAa NOAABPIKAIIATa

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

KOHMTO C€ BKIIFOYBAT OT IIPOYYBAHE

Y 0 B 0
CRD3002% 44% (31/70) | 63% (45/72) 57% (41/72)

KOHMTO HC Ca JICKYBAaHHU JOCCra C aHTU-

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

KOHMTO C€ BKIIFOYBAT OT IIPOYYBAHE

0 0 0
CRD3001% 26% (16/61) | 41% (23/56) 39% (22/57)

Knunnunara pemucus e onpenenena kato CDAI ckop < 150; KnuHUUHUAT OTrOBOp € OIpeseNieH KaTo HaMaJeHHe Ha
CDALI ckop ¢ Haii-manko 100 TOuKy WiK ChCTOSHUE B KIIMHUYHA PEMHCHUS

* T'pynara Ha mane6o ce CbCTOM OT HALMEHTH, KOUTO Ca Ce IOBJIMSIIM OT YCTeKMHYMal M ca paHIOMH3UpPaHH 1a

HOJTy4aBaT IUIaedo0 B HA4alI0ToO Ha MOUIbpIKAIlaTa Teparus.

IManmenTn, konro mMat 100-TOUYKOB KIMHHYEH OTTOBOP KBM YCTEKHHYMa0 B HAUAJIOTO HA ITOIbpiKallaTa Tepamus

[lanueHnTu, KOUTO HE ca ce MOBIMUIN OT KOHBEHLIMOHANIHATA Tepanus, HO He aHTU-TNFa Tepanus

Wn e

ITanmenTH, KOUTO ca pepakTepHH WK UMAT HEIIOHOCHMOCT KbM aHTH-TNFo Tepamus
& p<0,01

® p<0,05

HOMUHAJHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 manuenTH HE MOAIBPKAT OTTOBOPA KbM YCTEKHHYMa0 MPH MPUIIOKCHHE TIpe3
12 ceqMuITy U € MMO3BOJICHO KOPUTUPAHE Ha J03aTa Taka, ue Ja IMoTydaBaT yCTeKuHyMal mpe3

8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
nosuirenue cnpsamo uzxoanust CDAI ckop.Ilpu Te3u nauneHTr KIMHUYHA PEMUCHS C€ TIOCTUTA IPU
41,4% ot mauuenTture 16 cenMuIy ciea KOpUTHPaHe HA J03aTa.

[TanueHTHTE, KOUTO HE Ca MOCTUTHAIN KJIMHHYEH OTTOBOP KbM HHIYKIIHS C yCTEKHUHYMal Ha
cenmutia 8 ot mpoyuBanusaTa ¢ HHAYKIMS UNITI-1 u UNITI-2 (476 manueHTH), ca BKIFOYCHH B
HEPaHJOMH3HUpaHaTa 9acT OT Mpoy4yBaHeTo ¢ moaabpxama Tepanust (IM-UNITI) u ca nomyuwmnn
MOJIKOKHA WHXKEKIHs ¢ yereknHymab 90 mg mo Toa Bpeme. Cien ocem ceamuttu 50,5% ot
MAIMEHTUTE Ca TOCTUTHAIM KIIMHWYEH OTTOBOP U ca MPOIBDKIIIN Ja MOTydaBaT Mo IbprKaIia
Tepamnus pe3 8 ceamuiry. [loBeueTo oT Te3n MaIrMeHTH ¢ MPOABDKUTENTHA TOIThpIKaIa Tepanus
noIbppkat orroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuna 44, KaTo MPOIIEHTHT UM €
1o100€H Ha TO3U MPU MANUEHTUTE, KOUTO MHPBOHAYAITHO Ca CE MOBIHUSIIN OT HHAYKIIHAS C
yCTEeKnHYMao.

Ot 131 nanueHTH, KOUTO ca Ce MOBJIUSIN OT HHAYKIHA C YCTEKHHYMal U ca PaHIOMU3HUPAHH B
rpynara Ha miane0o B Ha4aJloTO Ha MPOYYBAHETO ¢ MOJIbPIKaIla Teparus, 51 BIociIeICTBHE ca
3aryOuiiM OTroBOpa CHU U ca noay4ymin 90 mg ycTekuHyMab moaKkoxkHoO npe3 8 ceamuin. [loBeueTo ot
MAIMEeHTUTE, 3aryOniIi OTTOBOPA CH U TMIOAHOBWIIH JICUEHHETO C YCTEeKMHYMa0, ca ro HalpaBUiI B
pamkuTe Ha 24 cemMUI OT HHAYKIHOoHHaTa nHY3us. Ot te3u 51 mamuentu 70,6% mocturar
KJIMHUYEH O0TroBop U 39,2% mocTurat KIMHUYHA peMucus 16 cenMuIy ciesl mojy4yaBaHeTo Ha
IbpBaTa MOJKOKHA /1032 YCTEKUHYMaO.
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B IM-UNITI manueHTHTe, 3aBBPIIIIIA TPOYIBAHETO 0 ceamMuIia 44, ca MOIXOISAIIH J1a TTPOIBIKAT
JICYCHUETO B MIPOIBIDKCHNE Ha TIPpoyuBaHeTo. [Ipu Becrmukute 567 marueHTH, BKIIOYCHN HA U JICKyBaHU
C YCTEKMHYMAa0 B MPOIBIDKCHUETO HA TPOYYBAHETO, KIIMHUYHATA PEMHUCHUS U OTTOBOPHT OOMKHOBEHO
ce TOoAIbPKAT 110 ceamuia 252, kakto npu OoHuTe ¢ Heycrnex Ha TNF-tepanmuuTte, Taka u npu
MAIAEHTUTE C HEYCIIeX Ha KOHBCHIIMOHATHUTE TePaIiu.

He ca yctaHOBeHM HOBH ChOOPaXKEHHS 3a OE30MACHOCT MPH YABDKABAHE HA TOBA MPOYUYBAHE JI0
5 roauHM Ha JIeYCHHE NpU NarueHTy ¢ 6oject Ha Crohn.

Enoockonus

BBHIIHUAT BU HA JTIUTABUIIATA € OLICHEH SHIOCKOICKY MpH 252 MAIUEHTH ¢ TIOXO/IAIIA H3XO0IHA
€HJIOCKOTICKA aKTMBHOCT Ha 3a00JIsIBAHETO B €IHO MOANIPOyUYBaHe. [IbpBUUHAaTA KpaliHa TOYKa €
MPOMSTHA OT U3XOAHOTO HUBO Ha OMpocTeHus eHIOCKOIICKH cKop Tipu 6ozect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), chcTaBeH ckop 0T 5 WI€0-KOJIOHHU
CErMEHTA 3a HaJIM4ue/pa3Mep Ha sI3BUTE, IMPOLICHT Ha JIMTABUYHATA TOBBPXHOCT, IOKPHUTA OT SA3BH,
MIPOIICHT Ha JIMTaBUYHATA MMOBBPXHOCT, 3aCErHaTa OT APYTH JIC3UH, ¥ HATHMYUE/BUT HA
CTeCHsABaHMATA/CTpUKTypuTe. Ha cenmuiia 8, ciesl eAMHUYHA MHTPABEHO3HA HHAYKIHOHHA 7103,
npomsiHaTa B SES-CD ckopa e mo-rojisima B rpymnaTa Ha ycrekuaymab (n = 155, cpenna

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

Tosnuseane na pucmynume

B enna moarpyna manueHTH ¢ ApeHUpaIiy GUCTYIN Ha U3X0AHO HUBO (8,8%; n = 26), ¢puctynure Ha
12/15 (80%) oT nexyBaHHUTE C YCTEKUHYMa0 MAlMEHTH Ce TIOBJHABAT B MPOIBIDKEHNE Ha 44 ceqMunn
(ommpeneneno kato > 50% HaMareHHe OT U3XO0JHO HUBO B MIPOYYBAHETO C MHIYKIWS Ha Opost Ha
npenupamute Guctynn) B cpaHenue ¢ 5/11 (45,5%) ¢ mane6o.

Kauecmeo na orcueom, cewpsano cve 30pasemo

KauecTBOTO Ha JKMBOT, CBBP3aHO ChC 3PABETO, € OLEHEHO NOCPEACTBOM BrIpocHuK npu
Bh3NAIUTEIHH 3a00sBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoeipocHUIM SF-36. Ha ceqmuiia 8 marueHTHTe, MOMyYaBaii yCTeKHHYMa0, TOKa3BaT CTATUCTHYECKU
3HAYUMO TIO-TOJISIMO ¥ KIIMHUYHO 3HAYUMO 1ogo0penue Ha oomwmst IBDQ cxop u va 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 ¢ miane6o. B mpoyusaneto IM-UNITI no cenmuna 44 te3u mogoopeHus
0OMKHOBEHO Ce MOJAbPKAT H0-100pe MpH JIEKYBaHHU C YyCTCKUHYMa0 MaLMeHTH B CPABHEHHE C
mwrane6o. [TonoOpeHnero Ha Ka4eCTBOTO Ha KUBOT, CBBP3aHO ChC 31paBETO, OOMKHOBEHO CeE
MOJABPIKa MPe3 LUIOTO MPOABIDKEHHE A0 ceamuia 252.

Vaueposen xonum

be3omacHocTTa M €pUKACHOCTTA Ha YCTEKMHYMAaO0 ca OIIEHEHH B JBE PAHIOMHU3UPAHH, TBOHHOCIICIIH,
T1a1e00-KOHTPOIMPAaHU, MHOTOLICHTPOBH MPOYYBAaHHS IPY BB3PACTHH MALUEHTH C YMEPEH 10 TEXBK
aKTUBEH YJIIEPO3eH KOJHT (CKop 1o Mayo 6 1o 12; engockoncku noackop > 2). Ilporpamara 3a
KJIMHUYHO pa3paboTBaHE ce CbCTOU OT €JHO MPOyUYBaHE ¢ MHTPABEHO3HA UHAYKLUS (HapeueHO
UNIFI-I) ¢ nedgenne qo 16 cemmuiiy, mocieaBaHo oT 44-ceIMIUYHO MPOYUIBAHE C TIOIIBPIKAIIO0
JIeYCHHE C MOJKOKHO NPUIIOKEHHE, C PAHAOMHU3HPAaHO cliupaHe Ha JedeHnero (Hapeueno UNIFI-M),
KOETO MPE/CTABIISABA HAl-MaIKO 52 CeIMHUIIM Ha TEPaITusl.

[IpencraBenute pesynraru 3a epukacHoct o UNIFI-I 1 UNIFI-M ce ocHOBaBaT Ha eHTpaneH
IIperJie]] Ha €HAOCKOIINHTE.

UNIFI-I BkmrouBa 961 nanpenTu. [IppBuyHaTa KpaiiHa TOUKa B IPOYYBAHETO C MHAYKIIVS €
NPOLIEHTHT HAa yYACTHULMTE B KJIMHUYHA peMHcUs Ha cenmuna 8. [lanuenture ca pangoMU3UpaHy Aa
MOJyYaT eTHOKPATHO MHTPABEHO3HO MperopbhunuTeNHaTa nudepeHnupana no3a 6 mg/kg (Bx.
Tabmuna 1, Touka 4.2), pukcupana go3a 130 mg ycrekuaymad uinn raredo Ha ceamuia 0.

Pa3pemeHo € CAHOBPCMCHHO MPHUIIOKCHUEC HAa IEPOPATHU KOPTUKOCTCPOUIHU, UMYHOMOAYJIAaTOPHU U

aMUHOCAHIIIIATH, KaTo 90% OT MmanueHTUTe MpoAbKaBaT Ja MOTy4YaBaT Hail-Mallko €THO OT T€3U
JekapcTBa. BriroueHuTe maneHTy TpsioBa J1a ca MPEeMHUHAIN HEeYCIeIIHA KOHBEHIIMOHATHA Teparus
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(KOPTUKOCTEPOUN WM UMYHOMO/YJIATOPHY) WM JIEYEHUE C Hal-MaJIKO €HO OMOJIOTUYHO
nekapcTBeHo cpeacTBo (aHtaronuct Ha TNFo w/nim Benonmzymad). [lpu 49% ot manueHTute
KOHBEHLMOHAJIHATA TEpAIus € HEYCIeIIHa, HO He U JICUCHUETO C OMOIOTUYHO JIEKapCTBEHO CPEACTBO
(ot xouTo 94% He ca JleKyBaHHU Jocera ¢ OMOJIOrMYHH JIEKapCTBEHH MPOAYKTH). 51% OT manuenTure
ca JICKyBaHHU HEYCIEIIHO WX UMAaT HEIIOHOCUMOCT KbM OMOJIOTUYHO JIEKAPCTBEHO CPEJCTBO.
[Mpubmmsurenno 50% oT MaIEHTHUTE ca JEKyBaHU HEYCIICIIHO C Hali-MasKo | mpeamecTsama aHTH-
TNFa tepamnus (oT kouto 48% IBpBUYHO HE ca ce MOBIUIIN), a 17% ca nmanu Hail-manko 1 Tepamus

¢ aatu-TNFa cpenctBo u Begonmmsymad.

B UNIFI-I 3HaunM0 mo-roJisiM IpoLeHT OT MAaMEHTHUTE ca B KIMHUYHA PEMUCHS B IpylaTa, JIEKyBaHa
C ycTeknHymal, B cpaBHeHue ¢ manedo Ha ceamuna 8 (Tabmmma 10). Omie Ha ceamuna 2, Hall-
paHHaTa IUTaHWpaHa BU3WTA B IPOYYBAHETO, U P BCSKA BU3UTA CJIE/ TOBA MO-TOJISIM MPOLIEHT
MAIUEHTH C YCTeKHHYMa0 HAMAT PEKTAIHO KbPBEHE HJIHM MOCTUraT HOpMallHa YeCTOTa Ha Ae(eKarys
B CpaBHEHHE C MAllMEHTUTE Ha mane6o. HabmogaBaHu ca 3HAYMMH Pas3iIvKH MEXIY YCTEKHHYMal 1
1anebo B YaCTUYHUA CKOp 1o Mayo ¥ cHMITOMaTHYHATa PEMUCHS OIlle Ha ceaMuIa 2.

Eduxacnoctra e no-Bucoka B rpymnata ¢ nudepeHnupanaTa go3a (6 mg/kg) B cpaBHeHUE ¢ rpymnaTa ¢
no3a 130 mg o oTHOIEHNE HAa N30paHU KpallHU TOYKH U TIOpajiy ToBa AU(EpEHIIMPAHOTO IO3UPaAHE

CC MpPEIopbYBa KaTo 103a 3a MHTPABCHO3HATA WHAYKIIUA.

Tabauya 10: Pestome nHa ocnoguume pesyaimamu 3a edpuxacnocm 8 UNIFI-I (ceomuya 8)

ILnanedo IIpenopbuurtenHa
N=319 1032 yCTeKHHYMa6*
N =322
Knuanyna pemucusg™ 5% 16%°
[Tpyn manmeHTy ¢ HeycnenrHa KOHBEHIIMOHAIHA, HO He 9% (15/158) 19% (29/156)"
1 OMOJIOTHYHA TepaIus
[Ipy NAIMEHTH ¢ HEYCIENHa GHOIOrUYHA TEPAIUs 1% (2/161) 13% (21/166)°
[Ipu nanuentu ¢ HeycnemHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
Taka M ¢ BeIonm3ymMad
Knunuuen otrosop® 31% 62%*
[Ipu maumeHTH c HEeycHenHa KOHBEHIMOHAIHA, HO HE 35% (56/158) 67% (104/156)°
1 OMOJIOTHYHA Tepanus
I1py ManMEeHTH ¢ HEYCTIENTHA OUOJIOTUYHA TEPANHs 27% (44/161) 57% (95/166)°
ITpu manmenTy ¢ HeycnenHa Tepamnus kakto ¢ TNF, 28% (13/47) 52% (30/58)"
TakKa M ¢ BeI0JU3yMad
JlurasuuHo o3/paBsiBane’ 14% 27%*
[Tpn manmeHTy ¢ HeycHenrHa KOHBEHIIMOHAIHA, HO He 21% (33/158) 33% (52/156)"
1 OMOJIOTHYHA TepaIus
[Ipu nauneHTy ¢ HeycnemHa OHOJIOTHYHA TePaIus 7% (11/161) 21% (35/166)°
CuMnTOMaTUYHa peMHUCHS* 23% 45%°
KoMOuHMpaHO CUMIITOMATHYHA PEMHCHSI U TATABUYHO 89 2198
(1] (V]

o3/1paBsBaHe*

£

Tabauya 1.

Jlo3a 3a uH}Yy3us Ha ycTeKMHyMa0 MpH M3MO0JI3BaHE HAa CXE€Ma Ha IPHIIaraHe Bb3 OCHOBA Ha TEJIECHOTO TETJIO, yKa3aHa B

Knunanunata pemucus ce onpeznens kato ckop no Mayo < 2 nmyHkra, 6e3 HHAUBUyaJIeH HoACKop > 1.
KinHU4HUAT 0TroBOp ce onpesesa KaTo HaMaJlsiBaHe CIIPsIMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ >30% u >3

IIYHKTa, ¢ HAaMaJIsIBaHE CIIPAMO U3XOJHOTO HUBO HA MOJCKOPA 33 PEKTaIHO KbPBEHE > | HJIM MOACKOP 33 PEKTaIHO

kbpBeHe 0 mm 1.
Amntaronuct Ha TNFo w/mwin Benonmnsymao.

PEKTAIIHO KbPBCHE 0.

* p<0,001
Hommunanso 3naunmo (p < 0,001)
Homunanuo 3naunmo (p < 0,05)
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JIuraBuaHOTO 03/IpaBABaHEC C€ OIIPEACIIA KaTO €HAOCKOIICKHU ITOJICKOP I10 Mayo 0 wm 1.

CuMnTomMaTuyHaTa peMHCHUS ce OIpeaens KaTo MoAcKop no Mayo 3a yectoTa Ha aedekanusara 0 win 1 u moxackop 3a

KoMmOuHausaTa OT CHMIITOMaTHYHA PEMHUCHS M JIMTABUYHO 037paBsBaHe Ce OIPEeAesis KaTo MOJCKOp 32 YeCTOTa Ha
nedexanusita 0 nnu 1, moackop 3a pekraino KbpBeHe 0 U eHgockorcku mojckop 0 mwm 1.




B UNIFI-M ca onerHeHn 523 manueHTH, MOCTUTHAIA KIIMHUYEH OTTOBOP C €HOKPATHO 1.V.
npunoxxenue Ha ycreknayMad B UNIFI-I. [TauuenTure ca panaoMu3upany 3a mojrydyaBaHe Ha
nojabspxama cxema ¢ 90 mg ycrekuaymal MOAKOXKHO Ha Bceku 8 cenmuin, 90 mg ycTeKuHymad Ha
BCEKH 12 ceamuIy Wiy Iuiane0o B Mpoab/DKeHUE Ha 44 cemMuUIIy (3a peropbhunTeTHaTa
noaabpprkaia 1o3a Brkre Touka 4.2 Ha KXI1 Ha STELARA nmxekioneH pa3top ((h1akoH) u
WH)KEKLIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBJIHEHA CIIPUHIIOBKA MJIH B TIPEABAPUTEIIHO HAITbIHEHA

MHACaJKa).

3HAYNMO IO-TOJISIM IMPOUCHT MAallMCHTHU Ca B KIIMHWYHA PEMHUCHUS B IBCTC I'PYIH, JICKYBAHU C

YCTeKMHYMa0, B CpaBHEHHE ¢ rpynara ¢ mianedo Ha ceamuna 44 (k. Tabmuna 11).

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

52 ceOmuyu om 3ano4éane Ha UHOYKYUOHHAMA 0034)

JIMTaBUYHO O3paBsiBaHe*

Ilnanedo* 90 mg 90 mg
N=175 YCTEeKHHYMAa0 | yCTeKMHYMAa0
npe3 npe3
8 cenmunm 12 cenmunu
N=176 N=172
Knunnyna pemucus™* 24% 44%? 38%°
[pu manmeHTH ¢ HEycCIenHa
KOHBEHIIMOHAIIHA, HO HE U OMOJOrHYHa 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
Ipu naupentu ¢ Heycenerxa 17% (15/88) | 40% (36/91)* | 23% (16/70)*
OMOJIOTWYHA Teparnusi
[pu manmeHTH ¢ HeyCHeNIHA TepaTys o N " N "
kakTo ¢ TNF, Taka u ¢ Begoan3zymao 15% (4/27) 33% (721) 23% (5/22)
IMoaabprkaHe Ha KIMHUYIEH OTTOBOP 10 . .
cenmma 448 45% 71% 68%
IIpu marnueHTH ¢ HEeycCIelHa
KOHBEHI[MOHAIHA, HO HE M OMOJIOTHYHA 51% (44/87) 78% (66/85)° | 77% (78/102)"
Tepanus
Tlpy nanuent ¢ Heyenera 39% (34/88) | 65% (59/91)" | 56% (39/70)"
OMOJIOTHYHA TepaIThs
Tpi MauyueHTn ¢ HeyCreHa Tepanms 41% (1127) | 67% (14/21)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Benonnuzymab
JluraBuuHo o3/1paBsiBane’ 29% 51%° 44%°
TTonIBPXKARE KA KIMHH'HA PEMHCHS 10 38% (17/45) 58% (22/38) | 65% (26/40)"
ceamuna 44
Knunuuna pemucus 6€3 KOPTUKOCTEPOUS 23% 42%°? 38%°
[TpOABILKUTEIHA PEMUCHST 35% 57%" 48%"
CuMnTOMaTHYHA peMHUCHS* 45% 68%°" 62%"
KoMOMHUpaHO CUMITTOMATHYHA PEMUCHS U 8% 489 ® 41%"

51




*  Crien nOBIUsIBaHE OT 1.V. yCTeKHMHYMa0.

** KiMHUYHATa peMHUCHS e ONpees KaTto ckop mo Mayo < 2 myHKTa, 0e3 HHIUBUIyaJleH HOoACKop > 1.
KimnanyHusT 0TroBOp ce onpenens KaTo HaMasiBaHe CIPSMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ >30% u=>3
MyHKTa, C HAMAJISBaHe CIPSIMO M3XOHOTO HUBO Ha MOACKOPA 3a PEKTAIHO KbpBEHE > | MIIH MOACKOP 32 PEKTAIHO
kbpBeHe 0 nn 1.

AmnTtaronuct Ha TNFo w/nm Benonusymao.
JIuraBUYHOTO O37paBsBaHE CE ONpeessl KaTo eHIO0CKONCKU moackop o Mayo 0 nmu 1.

[MoytbprkaHeTo Ha KIMHUYHA PEMHUCHS 10 CEAMMIIA 44 € ONpeeIeHO KaTo MAlUEeHTH B KIMHUYHA PEMHCHS J10
Cenmuna 44 cpen MaeHTHTE B KIMHUYHA PEMUCHS HAa U3XOJHOTO HUBO Ha MoJAbpxamiara ¢asa.

KunnHuyHata pemMucust 6€3 KOPTHKOCTEPOU/L Ce OIpeieIs KaTo MalMeHTH B KIMHUYHA PEMUCHS, KOMTO HE MOJIy4aBaT
KOPTHKOCTEPOUAU Ha ceamuua 44.

IIpoxpmwKkuTeTHATAa PEMUCHS CE ONIPENEeNs KaTo YacTUIHA peMHucHs 1o Mayo npu > 80% Ipu BCHUKH BU3HTH IPEIIH
cenmuna 44 n yactuyHa pemucus mo Mayo npu nocnenHaTta BusuTa (ceamuna 44).

! Cumnromarnunara peMucus ce olpeeNts KaTo IMoJIcKop 1mo Mayo 3a gectoTa Ha nedekanusita 0 mwim 1 u mojackop 3a
pekranHo KbpBeHe 0.

KomM6uHarmsaTa 0T CHMITOMAaTHYHA PEMHCHS U IMTaBHYHO O3/paBsiBaHE CE OMPEJENst KaTo MOJCKOp 3a YeCTOTa Ha
nedexanusra 0 wm 1, moxcKop 3a pekTanHo KbpBeHe 0 1 eHgocKoncky noackop 0 mwm 1.

& p<0,001

® p<0,05

Homunanuo 3nauumo (p < 0,001)
Homunanno 3naunmo (p < 0,05)
be3 craTtucruyecka 3HaUUMOCT

BrnaronpusatHusaT eekT Ha ycTeKMHyMal BhPXY KIMHHYHUS OTTOBOD, IMTABHYHOTO O3/[paBsSIBAHE U
KJIIMHAYHATAa PEMHCHS € HAOJIF01aBaH MPY WHAYKITHS U ITOTHPKAIII0 JICUSHUE KaKTO TIPH MTallHCHTHTE
C HEYCIICITHA KOHBCHIIMOHAITHA, HO HE Y OMOJIOTUYHA TepaIus, TaKa U MPU MAIUEHTHTE C HAi-MaJIKO
€JlHa Tpe/IIecTBallla HeyCIelIHa Tepanus ¢ anTaronuct Ha TNFo, BKIFOUUTETHO IIPU MAlUEeHTH,
KOWTO ITBPBUYHO HE Ca C€ TIOBJIMSIIN OT Tepanus ¢ antaronuct Ha TNFao. biaaronmpusiter eexr e
Ha0JIFoAaBaH CHINO W MPH WHAYKIIHS MPU TAITHEHTH C Ha-MaJIKo €IHAa HEYCIEITHA MTPEAIIeCTBAIIA
tepanus ¢ antaronucT Ha TNFo u Beonn3ymal, HO OposIT Ha MAIMSHTUTE B Ta3H MOJATPYyNa € TBhPIC
MaJTbK, 3a Jia C€ HAMpaBsAT KaTerOPUYHH 3aKJIFOUCHHSI OTHOCHO OJIArONPHUATHHUS €PEKT 110 BpeMe Ha
MOTBPIKAIaTa Tepanust B Ta3M rpyra.

Hayuenmu, nosnuasawu ce om uHOYKYus ¢ yCMeKuHymao na ceomuya 16

Ha manuenTture, JIeKyBaHHU ¢ YCTEKUHYMa0, KOUTO HE ca MOIydmin oTroBop Ha ceamuiia 8 B UNIFI-I,
e npuioxeH 90 mg ycrekunymao s.c. Ha cenmuna 8 (36% ot naumenture). Ot Tx 9% ot
MAIUEHTHUTE, KOUTO IbPBOHAYAIHO Ca PaHIOMM3HPAHU 3a MTOJIy4aBaHE Ha MPENOPbYUTETHATA
WHAYKIWOHHA 7034, TOCTUTAT KJIMHUYHA peMucH, a 58% MocTUraT KIMHUYEH OTTOBOP Ha

ceamuua 16.

[NarmenTuTe 0€3 KIMHUYEH OTTOBOP KbM MHIYKIUS ¢ YCTEKHMHYMa0 Ha ceaMuIia 8 B MPOYy4YBaHETO
UNFI-I, HO ¢ oTroBOp Ha cenmuiia 16 (157 mamueHTH), ca BKIIIOUYCHN B HEPaHIOMU3HPAHATA YaCcT Ha
UNIFI-M 1 ca npoabKuiIv Aa noidydyaBaT NoAIbp Kalla 1032 Ha BCEKU 8 CEAMUILIM; IOBEYETO OT TE3U
naruenTn (62%) moxappkat oTroBopa, a 30% mocTuraT pemricus Ha cenMuIa 44.

IIpoowiicenue na npoyusaremo

B UNIFI nauueHnTute, 3aBbpILIMINA MIPOYYBAHETO N0 ceamuua 44, ca moAXOAIIM 1a TPOAbIKAT
JIEYCHUETO B MPOIBbIDKeHNE Ha ipoyuBaneTo. Cpen 400-Te maMeHTH, KOUTO ca BKIIOYCHH HA U
JIEKYBaHU C YCTEKMHYMa0 Ha BCeKH 12 wiu § ceAMUIN B IPOIBIKCHUETO HA TIPOYYBAHETO,
CUMITOMAaTHYHATa peMHUCH 0OMKHOBEHO ce 3ama3Ba a0 200-Ta ceqmuIa mpu MareHTy, ¢ HeycrenrHa
KOHBEHIIMOHATHA (HO He W OMOJIOTMYHA Teparus) ¥ Te3W C HeyclenHa ONoIOTHYHa Teparus,
BKJIFOUUTEIIHO TE3U C Heycnex kakTo ¢ aHTu-TNF, taka u ¢ Bemonuszymad. Cpe/ naliueHTUTe, KOUTO ca
MONTyYMITA 4-TOTUIITHO JIeYeHNE C YCTEKMHYMab 1 ca OI[eHeHH! C TIOMOIITa Ha IIBITHUS CKOop o Mayo 3a
nonappkane Ha ceqmuiia 200, crorBeTHO 74,2% (69/93) 1 68,3% (41/60) moxabpxat 3a3ApaBIBaHETO
Ha JINTaBHUIIaTa ¥ KIMHUYHATA PEMUCHSL.

AHanm3bT 3a Oe3omacHoCT, BKiouBan 457 naruenty (1289,9-mammeHToroanHm), MPOCiIeIeH: 10
220 ceamuiy, okasa, 4ye npouirbT Ha 6e3onacHoCT Mexay 44 u 220 ceamuiia, € CpaBHUM C TO3H,
HaOiromaBaH 10 44-ta ceaMuIia.
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He ca ycTtanoBeHU HOBU ChOOpakeHHUs 3a O€30MIACHOCT MPH TOBA IPOABDKEHUE HA IPOYYBAHETO NIPH
MALUEHTH C YILEPO3EH KOIUT, IEKYBaHU 10 4 TOAUHHU.

Enoockoncko nopmanusupane

EnpockonckoTo HOpManu3upaHe € onpeesieHo KaTo eHA0CKOICKY ToJcKop o Mayo O u e
HabOmonaBaHo omie Ha cenmuna 8 B UNIFI-I. Ha ceqmutia 44 or UNIFI-M 1o ce moctura mpu 24% u
29% OT ManeHTHTe, JICKYBaHH C YCTEKMHYMa0 ChOTBETHO HA BCEKH 12 WM 8 ceIMUIIM, B CPaBHEHHE
¢ 18% ot marmenTHTe B rpymnara c miamnebo.

Xucmono2uyHo u Xucmo-eHOOCKONCKO NUSA8UUHO 030passeane

XHCTOJIOTUYHOTO 03/IpaBsiBaHe (OMpeecHO KaTo HeyTpoduiHa nHGUATpaIus B < 5% OT KPUITHUTE,
0e3 paspylaBaHe Ha KPUITUTE U 0€3 €po3uH, YILEpaly WK IpaHyJaliOHHA ThKaH) € OLICHSBAaHO Ha
ceamuna 8 B UNIFI-I n Ha cenmuna 44 B UNIFI-M. Ha ceamuna 8, cieq etHOKpaTHa HHTPaBEHO3HA
WHIyKIIMOHHA /1032, 3HAYAMO TIO-TOJISIM MTPOICHT MAleHTH B IPyTiaTa ¢ IpenopbunuTeNIHaTa 1032
MMOCTUTAT XMUCTOJIOTUYIHO o3/paBsaBane (36%) B cpaBHEHHE C MAIIMEHTUTE B TpymaTa ¢ miareoo (22%).
Ha cenqmuna 44 nognbpxane Ha TO3U eeKT ce HabIoAaBa NPH 3HAYMMO [I0BEYE MALMEHTH C
XHUCTOJIOTMYHO 03/IpaBsBaHE B IPyNuTe ¢ ycTeknHyMmal Ha Beskal2-ta cenmuna (54%) u Ha Besika 8-
Ma ceamuiia (59%) B cpaBHeHHe ¢ iane6o (33%).

KomOunmnpana kpaiiHa TOUKa — XUCTO-€HAOCKOIICKO JIUTAaBUYHO O3paBsiBaHE, ONPEIESICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHeE, € OLCHEHA Ha CeIMHIa 8 B
UNIFI-I u Ha cenmuna 44 B UNIFI-M. [lanmenTure, nmomy4yaBainn ycTeKnHyMa0 B IpenopbUnTEIHATA
J103a, TIOKa3BaT 3HAYMMO [T0J00PEHHNE Ha KpaiiHaTa TOYKa, XMCTO-CHIOCKOIICKO JIUTaBUYHO
037paBsBaHE Ha ceJMHUIIa 8, B Tpynara ¢ yctekuayMao (18%) B cpaBHeHHE ¢ TpymnaTa ¢ mianedo (9%).
Ha cenmunia 44 nmoanbpikaHe Ha TO3U e)eKT ce HaOJI0aBa Py 3HAYUMO ITOBEYE MAI[UCHTH C XUCTO-
€HJI0CKOIICKO JINTaBUYHO 037paBsiBaHE B TPYNHUTE C yCTeKNHYMab Ha Besika 12-ta ceamuna (39%) u Ha
Becsika 8-Ma cenmutia (46%) B cpaBHeHUe ¢ toiane6o (24%).

Kauecmeso na sccusom, c6vp3ano cve 30pasemo

KauecTBOTO Ha )KMBOT, CBBP3aHO ChC 3/IPABETO, € OIICHSABAHO Ype3 BBIPOCHUK MPH Bh3NATUTETHA
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bpnpocuunure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceaqmuna 8 8 UNIFI-I nanuenTute, nony4yaBain ycTeKUHyMa0, MOKa3BaT 3HAYUMO MO-TOJISIMO U
KIIMHUYHO 3HauuMo nooopenue Ha oomus IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHE C I11a1e0o.
ToBa momobpenwue ce moAIbpKa MPH MaMeHTHTe, JIeKyBaHH ¢ ycrekuayma0, B UNIFI-M no
ceamuria 44, ITogoOpeHneTo Ha KaueCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOTHPIKA TIPE3 II0TO MpoAbIDKeHue 10 ceamuta 200.

[TanuenTure, mony4YaBaiu yCTEKUHYMa0, UMAT 3HAYMMO IO-TOJISIMO MOTI0OpPEHHE Ha MPOTyKTUBHOCTTA
npu paboTa, OLIEHEHO Ype3 MO-TOJISIMO HaMallsiBaHEe Ha OOIIOTO HApyIIeHUe Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OIIcHEHH upe3 BhIlpocHnka WPAI-GH, 0TKOJTKOTO ManuenTuTe,
MOJTy4YaBajIy Iamneoo.

Xocnumanuzayuu u onepayuu, cevbp3aru c yayeposzen xoaum (YK)

Mo cenvuria 8§ 8 UNIFI-I mporieHTHT Ha YIACTHHIMTE C XOCIIATAIN3alluN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUaCTHULUTE B Ipylara ¢ NpenopbyrTenHaTa go3a ycrekuanymao (1,6%, 5/322) B
CpPaBHEHHUE C YUaCTHUIIMTE B Ipymnara ¢ miamneoo (4,4%, 14/319), karo HUKOH OT Y4aCTHHUIUTE,
MOJTy4aBaJIM yCTEKHHyMa0 B IPEMOPBhUNATETHATA HHIYKIIOHHA /1033, HE € MO/JI0KEH Ha OTeparus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) ot yyacTHUIMTE B Tpymara C riamnedo.

o cenmuna 44 8 UNIFI-M 3Ha4ynMo 1o-HUCHK Opoi xocnuranu3amnuu, cBbp3anu ¢ YK, e

HaOJII0/JaBaH MPHU YYaCTHUIMTE B KOMOMHUpaHaTa rpyma ¢ yctekuaymao (2,0%, 7/348) B cpaBHEHHE ¢
y4acTHUIIUTE B Tpymara ¢ miamnedo (5,7%, 10/175). UnucneHo mo-manbk Opol yYaCTHHUIU B TpyIiaTa ¢
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ycreknaymab (0,6%, 2/348) ca moanoxeHu Ha onepanys, cBbp3aHa ¢ YK, B cpaBHeHUe ¢
yYacTHUIUTE B rpynara ¢ miane6o (1,7%, 3/175) no cenmuna 44.

HUmyHorennoct
ITo BpeMe Ha JieueHHE ¢ YCTEKMHYMa0 MOTaT J1a Ce Pa3BUAT aHTUTEINA CPEIly YCTEKUHyMal 1

MOBEYETO OT TAX ca HeyTpanusupaniy. OOpa3yBaHEeTO Ha aHTHTENA CPEIly YCTEKHHYMa0 € CBhP3aHo ¢
MOBHIIICH KIIMPHHC HA YCTEKUHYMa0 mpu manueHTH ¢ 6onect Ha Crohn wiu ynmeposen konut. He e
HaOrogaBaHa HamayieHa eukacHocT. He ce HabmomaBa o4eBHIHA 3aBUCUMOCT MEXKy HATUIHETO Ha
aHTHUTEIIA CPellly YCTeKUHYMAa0 | MOsBaTa Ha PEaKIMy Ha MSCTOTO Ha HHXCKTHPAHE.

Inaxos ncopuasuc npu deya
JokazaHo e, ye ycTeKuHyMab 1moo0psiBa MpHU3HALUTE U CHMITOMUTE U CBBP3aHOTO ChC 3/IPABETO
KaueCTBO Ha >KUBOT IMPH MEIUATPUYHU MALMEHTH HA 6 TOJIMHU U TIO-TOJIEMU C TJIAKOB IICOPHA3KC.

THayuenmu 6 ronowecka ev3pacm (12-17 coounu)

EdukacHocTTa Ha ycTekuHyMa0 e npoydena mpu 110 nmeguaTpuvHy HallMEHTH Ha Bb3pacT oT 12 10
17 roauHM ¢ YMEPEH 10 TeKBK TUIAKOB NICOPUA3UC B MHOTOIICHTPOBO, PaHJIOMU3UPAHO, TBOMHO-
cIsino, miare0o-koHTpoupano npoyusane Gaza 3 (CADMUS). [TanueHTrTe ca paHIOMU3UPaHH J1a
nmoJtydaBat 1uiane6o (n = 37), nmpenophUUTEIHATA 1033 YCTEKUHYMaO (BXK. Touka 4.2; n = 36) wiun
MOJIOBMHATA OT MPEMOPHUUTEITHATA J103a YCTEKHHYMa0 (n = 37) 4pe3 NOAKOKHO HHKEKTHPAHE Ha
ceamuny 0 u 4, ciies ToBa npuiiarane Ha Bceku 12 ceamunu (q12w). Ha cenmunia 12 nanuenrure,
JICKyBaHM ¢ IU1a1e00, ca MpeMUHAIN Ha JICYSHHE C YCTeKUHyMao.

TTammmentn ¢ PASI > 12, PGA > 3 u 3acernara BSA mone 10%, konTo ca KaHAUIATH 3a CUCTEMHA
Tepanusi Wi GOTOTEpaIusl, OTTOBAPST Ha YCIOBHITA Ha ipoyuBaHeTo. [Ipubnuzurtento 60% ot
MAIMCHTUTE ca OMJIM TIOJIOKEHHU Ha MPEeIIIecTBalla KOHBEHI[MOHAIHA CUCTEMHA TePaIus WU
thotorepamnus. [Ipudbmuzurtento 11% oT manueHTHTE UMAT PE/IISCTBAIIA TEPAIUS C OMOIOTUIHU
CpeJICcTBa.

[IspBuYHaTa KpaiiHa TOYKA € CHhOTHOIICHHETO Ha MAIlMeHTUTE, KOUTO ca focturHanu PGA orenka Ha
m3uuctenn (0) wm muanManau (1) aku Ha ceqmuiia 12. BropudHATe KpailHW TOYKH BKIFOYBAT
PASI 75, PASI 90, mpomsiHa cripsiMO U3XOIHOTO HUBO Ha JlepMaToornueH HHACKC 3a KaueCTBO Ha
sxuBot nipu gera (Children’s Dermatology Life Quality Index, CDLQI), npomsiHa cripsiMo U3X0JHOTO
HUBO Ha 00IIaTa OIeHKa IO cKajlaTa Ha BBIpOCHHK 32 KauecTBO Ha JKHUBOT mpH nena (Paediatric
Quality of Life Inventory, PedsQL) Ha cenqmuria 12. Ha ceamuna 12 nanueHTUTe, JICKYBaHH C
YCTEKMHYMa0, 1OKa3BaT 3HAYUMO O-TOJIIMO MTOI00PEHHE Ha TICOPHA3KCA U CBBP3aHOTO ChC 31]PaBETO
KauecTBO HA JKMBOT B CpaBHEHHE ¢ muianedo (tabmuma 12).

Benuky manpeHTH ca mpociieAsBaHu 3a ehUKACHOCT 0 52 CeIMUIIU Clie/l IBPBOTO NPUIIOKEHHE Ha
M3MUATBAHUS JIeKapcTBeH MpoayKT. [IporeHTsT Ha manuentute ¢ PGA onenka Ha m3unctenn (0) wim
muHUMaNHY (1) maku u mponeHThT Ha nocturHanute PASI 75 mokasBa pasnika MexIy Tpyrara,
JIeKyBaHa ¢ YCTEeKHMHYyMa0, U rpynara ¢ riane0o Ha mbpBaTa BU3MTa HA ceAMHUIA 4 cTie]l U3XOTHOTO
HUBO, JOCTUTaKK MakcuMyM 1o ceamuna 12. [Togoopenusita B PGA, PASI, CDLQI u PedsQL ce
OAIBPXKAT 0 ceamuma 52 (Tabmuma 12).

Tabnuya 12: Obobwenue Ha nvpsuuHUmMe U 6MOPUYHUME KPAUHU MOouKu Ha ceomuya 12 u ceomuya 52

IlennaTpuyno npoyusane npu ncopuaszuc (CADMUS) (Bu3pact 12-171.)

Ceavmuma 12 Ceammuma 52
Iraue6o [Ipenoppunrensa [Ipenoppunrenna
J103a YCTEKUHYyMa0 J103a YCTEKUHYyMa0
N (%) N (%) N (%)

PannoMusupanu nanueHTH 37 36 35
PGA
PGA na m3unctenu (0) nam 2 (5.4%) 25 (69.4%)" 20 (57,1%)
MuHAMaTHH (1)
PGA na u3uncrenu (0) 1 (2,7%) 17 (47,2%)* 13 (37,1%)
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PASI

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

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

IIpomsiHa cipsiMO U3XOHO

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

& p<0,001

0 CDLQI: CDLQI e nepmaTonorndeH HHCTPYMEHT 3a H3MepBaHe Ha eekTa Ha KOXKHUS IPOOJIeM BEPXY CBBP3aHOTO

ChC 3[paBeTO KauyeCcTBO Ha XKUBOT npH neaunarpudnara nomynamus. CDLQI ot 0 unu 1 nokasBa, 4e HiMa eeKT BbPXY
KauecTBOTO HA XMBOT Ha JIETETO.
' p=0,002
PedsQL: PedsQL e obma ckaina 3a n3MepBaHe Ha CBBP3aHOTO ChC 3PaBETO KaueCTBO Ha XKUBOT, pa3paboTeHa 3a
yrnorpeba B NOMyJIAIMKUTE Ha Aela U IoHomy. 3a mianedo rpynara Ha ceamuna 12, N =36
A p=0,028

[o Bpeme Ha mIae00-KOHTPOIHUPAHUS IEPHO A0 ceAMHULA 12 eHUKacCHOCTTa Ha JBETE JO30BH
IpyINH, NPENOPbUUTEHATA U TIOJOBHUHATA OT MPENOPbUYUTENHATA, KAaTO IJI0 € CPaBHUMA B
IbpBUYHATA KpaitHa Touka (cboTBeTHO 69,4% 1 67,6%), BBIpEeKH 4e UMa JaHHU Ha JO030B OTTOBOP 3a
MO-BUCOKH CTOMHOCTH Ha KpuTepuute 3a eduxacHocT (Hamp. PGA na uzuuctenu (0), PASI 90). Cnen
cenmuna 12 edrkacHOCTTa KaTo LSJIO0 € [MO-BUCOKA U MO-IPOIBJDKUTENHA IIPH TpyIaTa ¢
NPENOPBUYKNTENHA J103a B CPABHEHHUE C TPyIaTa Ha MMOJIOBUHATA OT MPETOPBhUNTENTHATA 1032, TIPH KOSTO
ce HaOJIro/1aBa Mo-9eCcTO yMepeHa 3ary0a Ha e(pUKacHOCT B Kpasi Ha BCEKH 12-CEIMUYCH T030B
untepsai. [Ipopunure Ha Ge30macHOCT Ha MPENOPBUYUTENIHATA 103 U HA ITOJIOBUHATA OT
NpenopbUYUTENIHATA 1032 Ca CPABHUMU.

Heya (6-11 200unu)

EdwukacHoctTa Ha ycTeknaymMab e npoydeHa npu 44 nenquaTpuIHA MAIUeHTH Ha B3pacT OT 6 10

11 roauHu ¢ yMEpEH JI0 TEXKbK IUIAKOB IICOPHA3KUC B OTKPUTO, MHOTOLIEHTPOBO MTpOoyuYBaHe ¢asza 3 ¢
enno pamo (CADMUS Jr.). [lanmenTrTe ca ieKyBaHH C IPEMOPHUUTETHATA JI03a YCTEKUHYMa0 (BXK.
Touka 4.2; n = 44) upe3 MoAKoNKHa HHKEKIUs B ceaqmuin 0 u 4, mocieBaHo OT MpUiIaraHe BeIHBK Ha
Bceku 12 cenmun (q12w).

ITamuenTn ¢ PASI > 12, PGA > 3 u c¢bc 3acernata BSA mait-manko 10%, KonTo ca KaHIAIaTH 3a
CHUCTEMHa Teparus win GoTOoTeparnws, ca MOAXOISAIIH 32 TpoyuBaHeTo. [Ipubmmsurenno 43% ot
MAIMeHTUTE UMAT MPEIIeCcTBAIa SKCIIO3UIIHS Ha KOHBEHITMOHATHA CUCTEMHA TepaIusl WK
thototepamnus. [IpubmuzutenHo 5% OT MaMEHTUTE UMAT MPEANIECTBAIA eKCTIO3HINS Ha OMOJIOTUYHU
CpeJCcTBa.

IIppBHYHaTa KpaiiHa TOUKa € MPOLEHTHT MAUEHTH, TOCTUTHAMK cKop Ha PGA n3uuctenu (0) mnu
muHUManHY (1) Ha cemvua 12. Bropuuananre kpaitan Touky BkarouBat PASI 75, PASI 90 u mpomsiHa
CIPSIMO M3XOJAHOTO HUBO Ha JlepMaToJIOrnYHMs HHACKC 3a KaueCcTBO Ha skUBOT npH Jena (Children’s
Dermatology Life Quality Index, CDLQI) na ceamuna 12. Ha cenmunia 12 nmanueHTuTe, JISKyBaHH C
YCTEKHHYMa0, TIOKa3BaT KIMHUYHO 3HAYUMO IT0A00pEeHNE Ha TICOPUA3UCa U CBBP3aHOTO ChC 3[PaBETO
KadecTBO Ha XKMBOT (Tabdmura 13).

Bewnuky marpeHTH ca mpociieissBaHu 3a ehUKaCHOCT JI0 52 CEMUIIN CIIe/l TBPBOTO NPUIIOKEHHE HA
MIPOYYBaHOTO JiekapcTBo. [IporieHTsT Ha maruenTuTe che ckop Ha PGA uzuncrenu (0) umu
muauMaiHu (1) Ha cenvuna 12 e 77,3%. EdukacHocT (onpenencHa kato PGA 0 wiu 1) e
HaOJII0JaBaHa OIlle IPU IIBPBOTO MOCEIICHUE CJIE U3XO0JHOTO HUBO Ha ceAMHMIIa 4, a MPOIICHTHT Ha
MMalueHTHuTe, JocTUrHaAIM ckop Ha PGA 0 mnm 1, ce moBumasa g0 ceamuria 16, kaTo cien ToBa 0OcTaBa
OTHOCHUTETHO cTabmieH no ceamuna 52. [Tomodpennsara na PGA, PASI u CDLQI ce momabpxat 1o
ceamuiia 52 (tadbmuna 13).
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Tabauya 13 Ob6odbwenue na nvpsuyHamMa u BMoOpuUYHUMe Kpauny mouxu Ha ceomuya 12 u na
ceomuya 52

HeqnaTpuuno npoyusane npu ncopuaszuc (CADMUS Jr.) (Be3pact 6-11 1.)
Cenmuna 12 Cenmuna 52
[IpenoppunTenHa m103a [IpenopbuuTenna no3a
YCTEKHHYMa0 yCcTeKHHyMab
N (%) N (%)

Brxurrouenu nanmenT 44 41

PGA

PGA na n3unctenu (0) nnu 34 (77.3%) 31 (75.6%)

MuHAMaTHH (1)

PGA na nzunctenu (0) 17 (38,6%) 23 (56,1%)

PASI

PASI 75 pecnonnepu 37 (84,1%) 36 (87,8%)

PASI 90 pecnonnepu 28 (63,6%) 29 (70,7%)

PASI 100 pecriorniepu 15 (34,1%) 22 (53,7%)

CDLQI*

ITaruentu ¢ CDLQI > 1 Ha (N=39) (N=36)

M3XOAHO HUBO

CDLQI 0 nymm 1 24 (61,5%) 21 (58,3%)

&  CDLQI: CDLQI € aepMarooruyeH HHCTPYMEHT 3a OLIEHKA Ha e(EKTa Ha KOYKHUS NPOBIEM BEPXY CBBP3aHOTO ChC

3[paBETO KayecTBO Ha XKHUBOT IIpU neauaTpuynara nomynamus. CDLQI 0 uiu 1 nokasBa, ye HAMa eeKT BbpXY
Ka4eCTBOTO Ha JKMBOT Ha JICTETO.

bonecm na Crohn npu deya

BesomacHoctTa 1 ehrkacHOCTTa Ha yCTeKMHYMab ca oreHeHu rpu 101 meauaTpudHy NanueHTH Ha
BB3pacT 2 M MOBeUe TOAUHHU H ¢ Terjio Haii-Majako 10 kg B MHOro1eHTpoBO mpoyuBane dasza 3 (UNITI-
Jr) 3a menuaTpUYHM MAIMEHTH C YMEPEHa JI0 TexKa akTuBHa OosiecT Ha Crohn (neduHupana upes
Wunexc Ha aktuBHOCTTa Ha Oonectta Ha Crohn [PCDAI] >30) B mpoabinkeHne Ha 48 ceaMuu
nedenue (8§ cenMHUIM MHIYKITMOHHO U 40 ceaMuIy morbpxaio JieueHue). [IpoyaBaneTo BkiouBa 2
MalreHTa Ha Bh3pacT OT 2 0 5 ToAuHu U 18 manuenTn Ha BB3pacT ot 6 1o 11 rogwam; 29 naruenTn ¢
terno nox 40 kg, Bxmrountenno 11 maruentu ¢ terno nox 30 kg. [TanmenTure, BKIIOYSHN B
MPOYYBAHETO, MIIM HE Ca UMAJTU IOCTATH4YE€H OTIOBOP, WM Ca MMAaJId HETOHOCUMOCT KbM IPEIX01HA
0MOJIOrMYHA WM KOHBCHIIMOHAIHA Tepamnus 3a 0ojiectra Ha Crohn. I[IpoyuBaHeTo BKIIIOUBA OTKPUTO
WHAYKIIMOHHO JICYSHHE C €IMHUYHA HHTPABEHO3HA 71033 YCTeKMHyMab mpudnmm3urenHo 6 mg/kg
(manumenTy ¢ Terno Haii-mainko 40 kg) wim 250 mg/m? (nammentu ¢ terno nox 40 kg Bb3 ocHOBa Ha
BSA) (Bxk. Touka 4.2), ociIeIBaHO OT PaHIOMHU3HpaHa JBOWHOCIATIA TOIIbpKAIIA CXeMa C
IOJKOKHO TpHIIoKeHne Ha 90 mg ycTeknHyMab (MalMeHTH ¢ Terio Hai-manko 40 kg) mmm 60 mg/m?
(maumentu ¢ terno nox 40 kg b3 ocHoBa Ha BSA) (k. Touka 4.2 ot KXII na STELARA
WHXXEKIIMOHEH Pa3TBop ((pIakoH) ¥ MHXKEKIIMOHEH Pa3TBOP B MPEBAPUTEITHO HAITBIIHCHA
CIIPUHITIOBKA) Ha BCEKU 8 CEIMUITM WIJIM HAa BCEKU 12 CEIMMIIH.

Pesynmamu 3a epuxacrnocm

[IppBUYHATA KpaifHa TOYKA HAa IPOYYBAHETO € KIIMHUYHA PEMHUCHS Ha CEIMUIIA 8 OT MHYKIIUSATA
(nedunupana karo ckop mo PCDAI < 10). [IponieHTHT Ha AITUEHTUTE, IOCTUTHAIIN KIMHAYHA
pemucus, e 46,5% (47/101) u e cpaBHUM ¢ TO3H, HAaOIIOIaBaH B Mpoy4BaHusTa (daza 3 Ha
yCTEKHHYMa0 NpU BB3PacTHHU.

Knuanden otrosop e HaOmonaBaH ome Ha ceamuua 3. [IpoleHThT Ha MalMeHTHTE ¢ KITMHUYECH
OTrOBOp Ha cenMuIa 8 (IerHUpaH KaTo HaMalleHHe CIPSIMO M3XOTHOTO HUBO Ha OOIIHUS CKOP TIO

PCDAI >12,5 touku ¢ o611 ckop mo PCDAI ue nmoseue ot 30) e 84,2% (85/10145).

Ot 101 nmanuenTy, MONXY4YHIN JIeYeHue ¢ 1i.v. uHAyKus, 97 (96,0%) ce BKIIFOUBAT B O IbPKAIIHS
MEPHUOI, KaTo 85 OT TAX ca ce MOBIMSUIA OT HHIIYKIIHATA.

56



B tabnuna 14 ca npeacTaBeHN aHAIM3UTE HA BTOPUYHUTE KPalHU TOYKH 110 BpeMe Ha MoJyIbpKaiara
Tepamnus 10 ceamuiia 44.

Tabnuya 14. Pe3tome Ha 6mopuyHume KpauHu mo4ku no epeme Ha n000bPICAULOMO JeyeHUe

ceomuya 44
90 mg uin 90 mg uaun OO0 Opoii
60 mg/m’ 60 mg/m’ HANMEHTH
YCTeKMHYMa0 YCTEeKHHYMA0 N=85
npe3 8 cexMuIm npes
N=41 12 cenmuuu
N=44

Knvanyuna pemucust 48,8% (20/41) 59,1% (26/44) 54,1% (46/85)
Komnnsa peMHCrHt 0es 46,3% (19/41) | 59,1% (26/44) 52,9% (45/85)
KOPTHKOCTEPOUTH
KiuHuYHa peMUCHS [IPU MAlMEHTH,
KOMTO Ca OHIIH B IIHHIH 73,9% (17/23) | 62,5% (15/24) 68,1% (32/47)
PEMHUCHS TIPH HHIYKIIUSTA
cenvuna 8
Kiuangen otrosop ' 56,1% (23/41) 63,6% (28/44) 60,0% (51/85)
EHIOCKOIICKH OTroBOp * 25,0% (10/40) 30,2% (13/43) 27,7% (23/83)

*

§

Knmangnara pemucns e neduaupana karo ckop no PCDAI <10 toukn.

Pemucust 6e3 kopTukocTepouu ¢ aepuHupana kato ckop nmo PCDAI <10 Touku u 6e3 nmpueM Ha KOPTHKOCTEPOHIH B
IIpOoABIDKEHUE Ha MoHe 90 qHU Ipeny NOINBPKAHETO Ha ceaMuLa 44.

KnuHuanuAT 0TroBOp € AehuHUpaH KaTo HaMaJeHHue CIPSMO U3XOAHOTO HUBO Ha ckop o PCDAI >12,5 Touku ¢ o6y
ckop o PCDALI ue noseue ot 30.

EnpockonckusaT otroBop € aedunupan karo Hamanenue Ha ckopa SES-CD >50% wiu cxop SES-CD <2 npu
MayeHTu ¢ u3xoaeH ckop SES-CD>3.

Kopueupane na vecmomama na npunosicenue

[ManmenTture, KOUTO MPEeMUHABAT Ha MOAIBPIKAIIO JICUCHNE U MMAT 3ary0da Ha OTrOBOP Bb3 OCHOBA HA
ckopa o PCDALI, oTroBapsT Ha yclIoBHUsATa 32 KOPUTHpaHE Ha mo3arta. llarmenTuTe Wi npeMuHaBaT
OT JICYCHUE HA BCEKH 12 ceAMUIN HA BCEKH 8 CEIMUIIM, M OCTaBaT Ha JICYEHUE Ha BCEKU 8 ceqMHULU
(mnane6o KopeKyst). 2 MAMEeHTH ca ¢ KOPUTHpaHa 1033 KbM MO-KPaTKHsI HHTEPBAJ HA MPHIOKEHHE.
[Tpu Te3u nanmeHTH KIMHUYHA pemucus e mocturaara npu 100% (2/2) ot nanueHTuTe 8 ceaMUIH
clie]l KOpUTHpaHe Ha 103aTa.

ITanmenTHTe, TEKyBaHU C IBETEC CXEMU Ha JieUeHHE (JICUeHNE Ha BCEKH 12 CeIMUIM WIM HAa BCEKHU 8
CEJIMHITN ), KOUTO HE CE MOBIUABAT OT MOAABPIKAIIOTO JICUCHUE JIO CEAMUIIA 8 WM KOUTO UMAaT 3aryba
Ha OTTOBOP M MMAaT HUCKU HHBA Ha YCTEKWHYMa0 (CTallHOHAPHO CHCTOSHUE Ha CEAMMIIA 8 MTPH HaH-
HHCKa KOHIIEHTpaIus Ha ycreknayMad <1,4 pg/ml), ca moaxoasiim 3a BKIIOYBaHE B TOOPOBOIHO
MOAMPOYYBAHE 32 ONTUMHU3HUPAHE Ha EKCIO3UINATA. TOBa € OTKPUTO MOANPOYUBAHE C
MPOABIDKUTEITHOCT MUHUMYM 16 CeIMUITH ¢ TOAKOXKHO MOIBpIKaIo Jiederne ¢ 90 mg ycrekuaymad
win 60 mg/m? (Bb3 ocHoBa Ha BSA), npunaran Ha Bceku 4 ceqmunu. Q010 26 NanyenTy ca
BKJIFOUEHH B moAnpoyuBaneTo. Ot ydactBammre nanueHTH, 11 (42,3%) npemuHaBat ot mpujaraHe
BEJHBXK Ha 12 ceMHIIM KbM BeIHBXK Ha 4 cenMuIiy, a 15 (57,7%) nmpeMuHaBaT OT puiiaraHe BeTHBK
Ha § ceIMULIM KbM BeaHbxke Ha 4 ceamuiu. Crnen 16 ceamuiy, cie mpoMsiHa Ha Y€CTOTaTa Ha
npuioxenue, 95,0% (19/20) ot manueHTUTe, HOAXOASIIH 3a OLICHKA, [T0KAa3BaT KIMHUYEH OTTOBOP, a
50,0% (10/20) ca B K IMHUYHA PEMHCHSL.

[Ipodunbt Ha Oe30MaCHOCT HA CXeMaTa Ha WHAYKIIMOHHO MPHUIIOKEHUE U Ha JIBETE CXEMHU Ha
MOTBPrKAIaTa CXeMa Ha JICUCHHE MIPU TIeANaTPUIHATA TTOIYJIalys Ha 2 U TTOBEYE TOJMHH € CPABHUM
C TO3U, YCTAaHOBEH IIPH MOITyJIalluATa Ha Bh3pacTHU ¢ OosecT Ha Crohn (Bxk. Touka 4.8).

Cepymnu u ¢hexanrnu buomapkepu Ha 6b3NANCHUETNO

Cpennata npomsiHa (SD) cripssMo U3X0THOTO HUBO IIPH MOIBPIKAIIO JISUeHUE Ha ceamuria 44 Ha
koHneHTparuute Ha C-peaktuseH nporenH (CRP) u dekanen kanmpoTeKTHH €

ChOTBETHO - 6,65 (18,609) mg/l u -716,9 (2597,66) mg/kg.
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Kauecmeo na sicusom, cewvpsano cvc 30pasemo
O6umre ckopose o IMPACT-III u Bcnuku monaoMeHu (YpeBHU CUMIITOMHU, CHCTEMHHU CUMIITOMH,
CBBP3aHH C YMOpa, U 0JIarochCTOSHUE) MTOKA3BaT KIMHUYHO 3HAYMMHU OAOOPEHHUS clie 52 CeAMUIIN.

Yauepozen xonum npu ()eua

be3omnacHocTTa 1 ehKacHOCTTA Ha YCTeKMHYMa0 ca oreHeHu pu 112 meauaTpruyHu MalyueHTH Ha 2 U
MOBEYE TOAMHU B MHOTOLIEHTPOBO npoyuBane ¢asza 3 (UNIFI Jr) npu neauaTpuyHu MalueHTH C
YMEpEeH A0 TeXbK aKTUBEH YJIepo3eH KoiauT. OueHKaTa Ha 3a00IBaHETO ce ONpeesisi Ha U3X0IHO
HIBO (ceamuua 0) kato ckop mo Mayo 6 10 12, BKIIOUUTETHO €HJOCKOIICKU TTOACKOp >2, onpeaeseH
ype3 LeHTpaJIeH Iperie]] Ha BUAEOTO OT eHrockonusara. [Ipoyusanero BkiItouBa 3 MalMeHTH Ha
BB3pacT MeXAy 2 ¥ 5 roavHU U 27 MaleHTy Ha Bb3pacT Mexay 6 u 11 rogunu, 34 manueHTH ¢ Terio
nop 40 kg, BkmounTenHo 16 nanuentu ¢ terno nof 30 kg. I[TanuenTute, BKIIOYEHH B IPOYYBAHETO,
ca IMaJId HeyCIIeIIHA Tepamnusi ¢ OMOJIOTHYHY CPEJICTBA, KOPTUKOCTEPOHU TN WITH UMYHOMOTYJIaTOPH.
IIpoy4BaHeTO BKIIOYBA OTKPUTO MHAYKIMOHHO JIEYCHNE C €IMHIYHA HHTPABEHO3HA 1032
ycrekuHymab npubnusutenno 6 mg/kg (manuenty ¢ Terino Haii-manko 40 kg) wim 250 mg/m?
(mammenTu ¢ teryo mox 40 kg b3 ocHoBa Ha BSA) (Bxk. Touka 4.2 ot KXIT Ha STELARA 130 mg
KOHIICHTPAT 3a MH(Y3NOHEH Pa3TBOP), MOCIEIBAHO OT PaHIOMHU3HpPaHa JBOHHOCIINA MTOIbpIKaIa
cxeMma ¢ MOAKOXHO npuiioxenue Ha 90 mg yctekuHyMab (maureHTu ¢ terio Hai-manko 40 kg) umu
60 mg/m2 (mammenTu ¢ Terno nox 40 kg Bb3 ocHoBa Ha BSA) (Bk. Touka 4.2) Ha BCEKHU 8 CeIMUITU
WIN Ha BCEKH 12 ceqmMuuu.

Pesynmamu 3a eghukacnocm

[TepBHYHATa KpaiiHa TOYKA HA MPOYYBAHETO € KIMHUYHA PEMHCHS Ha CeIMHIA § OT HHAYKIHUATA
(neduHupana ype3 moACKOpoBe Mo Mayo KakTo ClieBa: MOACKOp 3a yecToTa Ha Aedekarus 0 win 1,
MIOJICKOP 32 PEeKTaNHO KbpBeHe 0 u eHnockoncku noackop 0 uiu 1 6e3 Hann4yue Ha PaHUMOCT MPU
€HJIOCKOIICKOIHUATA, KaTo MOJICKOPHT 3a YecTOTa Ha AedeKalus He ce TOBUILIABA CIIPSIMO U3XOJHOTO
HUBO PU HHAYKIUATA). [[pOIIEHTHT Ha MAIllMEHTHTE, MOCTUTHAIIM KIIMHIYHA peMucus, € 25,0%
(28/112) u e cpaBHUM C TO3H, HaOMIOIaBaH B NpOy4BaHUsTa (a3a 3 Ha YCTEKMHYMa0 NP Bb3PACTHH.

KbM ceamuiia 8 OT HHAYKIMATA KIMHAYHA PEMUCHS € TocTUrHaTa npu 29,4% ot manuentute (20/68)
C HeycIleX Ha HeOMOJIOTMYHOTO JieueHue B cpaBHeHue ¢ 18,2% ot manuenture (8/44) c Heycnex Ha
ounonoruunoTo neuenue. 54 (48,2%) or 112 narnueHTH MOCTUTraT CHMIITOMATHYHA PEMUCHS
(ompenenena kaTo mojackop mo Mayo 3a yecrora Ha aedexanms 0 win 1 ¥ MoaCKOp 32 PEKTAIHO
KkbpBeHe 0, MPU KOETO MOJCKOPHT 3a YECTOTa Ha JAe(eKallysl He Ce MOBHUIIaBa CIIPSIMO M3XO0IHOTO HUBO
MIPH WHAYKIIAATA).

[IponeHTHT Ha MAIMEHTHTE ¢ KIMHAYEH OTTOBOP Ha ceAMHUIA § OT MHAYKIMTA (JeduHUpaH KaTo
HaMaJIleHue CIIPSIMO M3XOJHOTO HUBO Ha Moau¢uupanus ckop mo Mayo ¢ >30% u >2 TOuKu Uiu ¢
HaMaJIeHHe CIIPSIMO M3XOJHOTO HHMBO HA MOJCKOPA 3a PEKTAJIHO KbPBEHE C =1, Wil ¢ OACKOD 32
pexranHo kbpBene 0 wim 1) e 67,0% (75/112).

Ot 112 nanuenTy, MoTy4aBaiy Je4eHue ¢ i.v. naayknus, 97% (109/112) ce BxirrouBat B
MOTBPIKAIIHUS TIEPUOJT, KAaTO 79 OT TAX ca Ce MOBJIMIIN OT UHIYKIUATA.

B tabmuma 15 ca nmpencraBeHn aHAM3UTE HA BTOPUYHHUTE KPAHA TOYKY IO BpeMe Ha TOIbprKaIiara
Tepanus A0 ceamuua 44.

Tabnuya 15: Pe3tome Ha 6mopuyHume KpauHu mo4ku no gpeme Ha no00wbpicauama mepanus 00

ceomuya 44
90 mg nin 90 mg nin 00w opoit
60 mg/m? 60 mg/m? nauueHTH
YCTeKMHYMa0 Ha | yCTeKHHyMad N=79
8 ceamumm Ha 12 cenMuuu
N=39 N=40
Knvanuna pemucus’ 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
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CHMOTOMATUYHA PEMUCHUS 74,4% (29/39) 57,5% (23/40) 65,8% (52/79)

Kiunnyna pemucus 6e3 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
KOPTHKOCTEpOU M’
Kiuanana pemucus Ha ceamuia 44 56,3% (9/16) 63,6% (7/11) 59,3% (16/27)

IIpU ManrueHTHU, KOUTO Ca Ouiu B
KIIMHUYHa pEMUCHUS IIPU
WHAYKIMUATA HA CEIMUIIA 8f
Enockoncko nogodpenne* 48,7% (19/39) 32,5% (13/40) 40,5% (32/79)
XHCTOIOTUIHO-CHIOCKOTICKO 46,2% (18/39) 27,5% (11/40) 36,7% (29/79)
oA00pEeHME 110 OTHOIICHHUE Ha
JMraBUIAaTa Bb3 OCHOBa Ha GS*
+ Kunanuynarta pemucus e neuHUpaHa Ype3 MOACKOpoBe 0 Mayo KaTo: MOJCKOp 3a yectoTa Ha Aedexauns 0 wim 1,
MIOZICKOP 32 peKTaHO KbpBeHe 0 1 enpockoncku noackop 0 win 1 6e3 HamIre Ha PAaHUMOCT IPU €HIOCKOIICKOIIUATA,
[PH KOETO TOJICKOPBT 32 YeCToTa Ha JieeKalust He ce MOBHILaBa CIPSIMO H3XOJHOTO HUBO TIPH MHIYKIHUATA.
CuMnromMarH4HaTa peMucHs e AeGUHIpaHa KaTo MOACKOPOBe 110 Mayo KaTo MOJCKOp 3a yecToTa Ha nedekanus 0
wiH 1 ¥ oJCKOp 3a peKTaaHo KbpBeHe 0, IPH KOeTO MOJCKOPHT 3a 4eCToTa Ha JeeKalust He ce MOBHILIAaBa CIPSIMO
W3XOIHHUTE HHIYKIIMOHHU CTOHHOCTH.
S Knunmunara pemucusi 6e3 KOPTUKOCTEPOUAH € AerHHpaHa KaTo mojckop mo Mayo 3a dectora Ha aedexarus 0 wim
1, mozckop 3a pexTanHo KbpBeHe 0 ¥ eHgocKoncky nojckop 0 mmm 1 6e3 Hanu4ue Ha PAHUMOCT TIPH €HAOCKOIICKOTO
M3CJIC/IBaHe, IPU KOCTO MOJICKOPBT 32 YECTOTa Ha AedeKals He Ce MOBUIIABA CIIPSAMO U3XOAHUTE HHIYKIHOHHH
CTOWHOCTH; U 6e3 IpHUeM Ha KOPTHKOCTEPOUIH B IPOABDKEHNE Ha oHe 90 THU Ipe/y Mo bpiKalaTa Tepamus 10
cenmuna 44.
Ennockornckoro nopobpenue e aehuHUPaHO KaTo eHIOCKOIICKH mojickop mo Mayo 0 wiu 1 6e3 Hanyre Ha paHUMOCT
[PH CHIOCKOIIHUSITA.
* XHCTOIOrHYHO-CHIOCKOIICKOTO nofoOpeHue 1o OTHOLICHUE Ha JIMTaBULaTa, OCHOBaHO Ha ckop no Geboes (GS), e
JeHHUPaHO KaTo MOCTUTaHEe Ha KOMOMWHALMS OT XUCTOIOIHYHO 1ojo0peHne (nHduirpauus Ha HeyTpodunu B <5%
OT Kpunrure, 6e3 pa3pylliaBaHe Ha KPUITUTE U 0€3 epo3uH, yJLepalii WK IPpaHy/IalliOHHa ThKaH CIIOPE] cucTeMara
3a kinacudukanus Ha Geboes) U eHIOCKOICKO 1oJ00peHne (€HI0CKOICKH NoAcKop 1o Mayo 0 umu 1 6e3 Hanudue Ha
PaHUMOCT ITPU CHAOCKOIHATA).

E

Kopueupane na wvecmomama na npunosicerue

[TanuenTHTE, KOUTO MPEMIHABAT Ha MOIBPXKAIIO JICYCHUE, UMAT 3ary0a Ha OTTOBOP Bbh3 OCHOBA Ha
YaCTHYECH CKOP 10 Mayo W MMaT HOpMaJIHa €KCIIO3MIIMS Ha YCTCKUHYMa0, OTTOBApSAT Ha YCIIOBHUATA 3a
KOpHMrupaHe Ha qo3arta. [laiueHTUTe Wik MPEeMHHABAT OT JICUCHHE Ha BCCKU 12 CeAMHIIM KbM JICUCHHE
Ha Bceku 8 cenmurty (5/40), wim ocTaBat Ha JICUCHUE HA BCEKH 8 ceAMHUIIH (TU1are00 KOPEeKIus)
(2/39). Cpen nmanueHTUTE ¢ KOpUrHpaHa J103a KIMHUYHA PEeMUCHs ¢ mocTurHaTa npu 28,6% (2/7) kpM
cenmuria 44 Ha TOJIBPKAIIOTO JICUCHHE.

[TanuenTHTe, IEKyBaHU C JBETE CXEMH HA JICYCHUE (JISYCHUE HA BCEKH 12 CEIMUIN M HAa BCEKH

8 cenmMUIIM), KOUTO HE CE TIOBJIMSBAT OT MOABPKAIIOTO JCUSHHE JI0 CEIMUIIA 8 WIIM KOUTO UMaT
3ary0a Ha OTrOBOp M MIMAaT HUCKH HHMBAa Ha YCTEKUHYMa0 (CTallMOHAPHO CHCTOSHUE HA CEAMHUIIA 8 TIPH
Hal-HHUCKa KOHIICHTpaIus Ha ycTeknaymad <1,4 pug/ml), ca moaxomsamnu 3a BKIFOUBaHE B
HE3IBJDKUTENTHO MOIPOYYBaHE 32 ONITUMHU3HPAHE Ha EKCIIO3UIHATA. TOoBa € OTKPUTO TOATPOYYBaHE
C IPOABIDKUTENIHOCT MUHIUMYM 16 CEIMUITM € TIOJKOKHO MOAIBbpKAIo Jedenue ¢ 90 mg
ycrekunymab wii 60 mg/m? (Bb3 ocHoBa Ha BSA), npunaran ua Beexu 4 cexmuny. O6mio 22
MAIIEeHTH ca BKIIFOUEHH, a 21 ca JexkyBaHu B moAnpoy4yBaneTo. OT ydacTBamuTe narueHT 13
(59,1%) npemuHaBat OT NMpuUarane BEAHBXK Ha 12 cenMUI KbM BeTHBXK Ha 4 ceqmunn, a 9 (40,9%)
MPEeMHUHABAT OT IpUJIaraHe BETHBK Ha 8 CEIMUITU KbM BeTHBK Ha 4 cenmui. Ha 16 ceqmuru cien
MpOMsIHA Ha YecToTaTa Ha npuioxkenue 84,6% (11/13) ot nanpeHTUTE, MOIXOIAINHN 32 OLICHKA,
MOKa3BaT KJIMHUYEH OTTOBOP B3 OCHOBA Ha YaCTHYCH cKop 1o Mayo, a 56,3% (9/16) ca B kIMHUYHA
pemucus Bb3 ocHOBa Ha ckopa o PUCAL

[IpodunbT Ha O€301ACHOCT HA CXeMaTa Ha HHAYKIIMOHHO MPHIIOKEHUE ¥ Ha JIBETE CXEMHU Ha

MOJUTBPIKAIIO JISUeHHUE TIPH MeANaTpUIHaTa IMOMyJIaysi Ha 2 ¥ MOBeYe TOJUHH € CPAaBHUM C TO3H,
YCTaHOBEH IIPH MOIYJIAlMATa Ha BB3PACTHUTE C YILEPO3CH KOIUT (BXK. ToUKa 4.8).
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CepymHu u ¢ghexannu 6uomapkepu Ha 8b3naieHUemo

Cpen 26-te manuenTu ¢ opunrenan HuBa Ha CRP Ha m3xomHo HUBO HUBaTa Ha CRP ce HopManmu3upar
KBbM ceAMHULA 44 0T oAaBpKaIoTO JeueHue npu 3 (21,4%) ot 14 nauuenTy B rpymnara, JeKyBaHa Ha
Bceku 12 cenmunn, u ipu 9 (75,0%) ot 12 mauneHTH B rpynara, JeKyBaHa Ha BCEKH 8 CEIMHUIIN.

Cpen 63-maTa alMEeHTH ¢ OTKJIOHCHUS B HUBAaTa Ha (DEKATHHSI KAMMPOTSKTHH Ha H3XOIHO HHUBO,
MOBJIMSUTH C€ OT MHAYKIMOHHOTO JieueHue, npu 8 (25,0%) ot 32 manueHTy B rpymnaTa Ha JeueHHe Ha
Bceku 12 cenmuru u 16 (51,6%) ot 31 manmeHTH B Tpynara Ha JIe4eHHE Ha BCEKH 8 CEMUIIM HUBATa
Ha (eKaTHNA KaJIPOTEKTHH Ca c€ HOPMAIM3UpaII Ha ceaMuIa 44 oT OIbPIKAIIOTO JeUeHHeE.

Kauecmeso na socueom, céwpsano cvc 30pagemo

[Ipu manmenTute Ha Bb3pacT >10 rogunu, npu kouto e oreHen IMPACT-III, o6mure ckopose u
BCHYKH HOAIOMEHHH (BKIIOYUTEIHO YPEBHU CUMIITOMHU, CHCTEMHH CUMITOMH, €MOLIMOHATHO
¢$yHKUMOHMpaHe, cOUManHO (YHKIMOHUPAHE U 00pa3HU U IPYTU U3CIEABaHUS U JIEUEHHUE) TIOKA3BAT
KJIMHUYHO 3HAYUMH MOJA00pEHUS Ha ceaMuIia 44,

[lenmarpudHa HoMyIaIus

EBporeiickarta areHIust 1o JeKapcTBara oTiara 3abDKEHHETO 3a IPEOCTaBs He Ha PEe3YyITaTUTE OT
MPOyYBaHUATA C yCTEKMHYMa0 B €/IHa WJIM TIOBEUE MOATPYITH HA MeANaTPHIHATA TIOMYIalns Py
IOBEHWICH UAMOTIaTHYEH apTPHT (BXK. Touka 4.2 3a uH(pOopManys OTHOCHO yroTpeda B IeIUaTpHsiTa).

5.2 ®apmakoKMHETHYHH CBOWCTBA

AOGcopouus
MennanaTta Ha BpeMe 3a JIOCTHUTaHe Ha MaKCHMaJTHA CEpYMHA KOHIIEHTPAHS (tmax) € 8,5 THE cen

€IHOKpPAaTHO NpuioxkeHne Ha 90 mg NoAKoKHO NpU 3ApaBu NanueHTy. MenuaHara tmax Ha
YCTEKHHYMAa0 clief] eAHOKPATHO MpHiioxkeHrne Ha 45 mg win 90 mg MoIKOKHO NPH MAIUSHTH C
MICOPHA3UC ca CXOTHH C HaOI0OJaBaHUTE NIPU 3APABH NAMEHTH.

AbconoTHaTa OMOHANMYHOCT Ha YCTEKMHYMa0 ciiesl eIHOKPATHO MOJKOKHO NPUIIOKEHHE €
n3umcieHa Ha 57,2% npu MaueHTy ¢ IcopHasHtc.

Paznpenenenue
Menuanara Ha oOeMa Ha pa3npe/iesicHue B TepMuHanHarta (aza (Vz) cien eTHOKpaTHO HHTPABEHO3HO

MIPUJIOKEHHUE MIPH MAIMEHTH ¢ TICOpHa3uc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmarus
TOYHUAT BT HA METAOOTU3UPAHE HA YCTEKUHYMA0 HE € U3BECTCH.

Enumunupane
Menuanara Ha cuctemans kiupbsHC (CL) crien eTHOKpaTHO MHTPABEHO3HO NPUIIOKCHHE TTPH

MAIMEHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuanaTa Ha Oy XHBOTa (t1/2) Ha
YCTEKMHYMa0 € MPUOIM3UTEITHO 3 CEAMUITH TPH MAIMEHTH C TICOPHUA3HC, TICOPUATHICH apTPHT, OOJIECT
Ha Crohn unu yniepo3eH KOJUT U Bapupa ot 15 70 32 AHU BHB BCHUKH MPOYYBAHUS HA TICOPUA3UC U
ncopuatrueH apTput. ChrilacHO MpoBe/ieH PapMaKOKWHETHUCH aHAIH3 Ha MOITYJIAIUATA IPUBHTHHST
kinupbHC (CL/F) u npusuanusar o6em Ha pasnpeaeneuue (V/F) ca cboretHo 0,465 1/d u 15,7 1 mpu
nanueHTH ¢ ncopuasuc. CL/F Ha ycTeknHyMa0 He € 3aBHCHM OT rmoJia. Pe3ynTatu oT momyiaiioHeH
(hapMaKOKHHETHUEH aHATU3 MIOKA3BaT, Ye MMa TCHCHIIUSA KbM MO-BUCOK KIMPBHC HA YCTCKHMHYMA0
IPH MAIMSHTUTE, AT MOJOKHUTEIICH PE3yITaT Ha U3CIIEABAHETO 3a aHTUTENA CPEILy YCTEKUHyMa0.

JIMHEHHOCT Ha J103aTa

Cucremnara ekcro3urus Ha yeTeKHHyMa0 (Cmax 1 AUC) ce yBennuaBa 1o HauWH, IPUOITHU3UTEITHO
MIPOMOPIIMOHAJICH Ha J103aTa, CJIe] €THOKPATHO WHTPABEHO3HO MPHUJIOKEHHIE Ha 103U B TPaHMIIATa
mexay 0,09 mg/kg u 4,5 mg/kg unm cinen eTHOKPaTHO MOAKOXKHO MPHIIOKEHUE Ha JI03U B TPaHMIIATa
Mexny 24 mg u 240 mg npu NalMeHTH ¢ ICOpHa3uc.
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EnuHudHa cpelily MHOTOKpaTHa J103a
[Ipodunute Ha cepyMHa KOHIICHTpALUI-BpeMe Ha YCTEKUHYMAa0 ca MPUHIIUITHO MPEIABUIUMHE CJIE]T

MOJIKO)KHOTO MPHIIOKEHUE HA €THOKPATHU ¥ MHOTOKPATHU J103U. [Ipy manueHTH ¢ copuasuc
CTaIlMOHAPHUTE CEPYMHHU KOHIICHTPAIIMY Ha YCTEKUHYMa0 ca JIOCTUTHATH B ceMuUIIa 28 clie/
IbPBOHAYATHH MOJIKOXHH 1034 B ceamuniy 0 1 4, TTocieIBaHu OT 103U Ha BCeKH 12 cenMuIiy.
Meauanara Ha cTal[iOHaApHATa CepyMHA KOHIIEHTpanus ¢ B rpanunute Mexay 0,21 ug/ml u
0,26 pg/ml (45 mg) u mexay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hama odeBuHO KyMyIupaHe B
cepyMHaTa KOHIICHTpAI¥sl Ha YCTEKHHYMa0 ¢ BpEMETO, KOraTo Ce Mpuiiara MoJAK0XKHO Ha BCEKH
12 cemmurm.

[Ipu nauuentu ¢ 6oxect Ha Crohn u ynuepo3eH KOJIUT clie] MHTPaBeHO3Ha 103a oT ~6 mg/kg ce
mpujiara moJKoKHa Mobprkalia tepamnus ot 90 mg ycrekuayMao npe3 8 win 12 ceiMuIy, KosTo
3armoy4Ba Ha cenMuiia 8. KoHIleHTpalus Ha YCTeKHHYMa0 B CTAIlMOHAPHO CHCTOSIHUE CE JOCTUTA KbM
HAYaJI0TO Ha BTOpaTa Mmoaabppxaiia no3a. [Ipu manuentu ¢ 6onect Ha Crohn menuanara Ha Haii-
HUCKHUTE KOHIIEHTPAIIMU B CTAIlMOHAPHO ChCTOsIHKUE Bapupa oT 1,97 ug/ml no 2,24 pg/ml u ot

0,61 pg/ml g0 0,76 ug/ml 3a ycreknaymad 90 mg chOTBETHO IIpe3 8 CEAMUIM W Ipe3 12 CeaMUIIM.
[pu nanueHTH ¢ yIIepo3eH KOJIUT MeIMaHaTa Ha Hal-HUCKUTE KOHIICHTPAIMH B CTAIIHOHAPHO
chbCTOsTHUE Bapupa oT 2,69 pg/ml g0 3,09 pg/ml u ot 0,92 pg/ml no 1,19 pg/ml 3a 90 mg ycrekunymao
Ha BCEKH 8 ceMUIIM WK Ha Bceku 12 ceamuiy. Hail-HuickuTe HUBA Ha yCTEKUHYMal B CTAIIMOHAPHO
ChCTOSIHUE, TOTAy4YeHHU npu 90 mg ycTeknHyMa0 npe3 8 CeMHUIII, ca CBbP3aHHU C IMO-BUCOKA YE€CTOTA
Ha KIIMHUYHA PEMUCHS B CPAaBHEHHUE C HA-HUCKHUTE HUBA B CTAIIMOHAPHO ChCTOsIHUE cnen 90 mg npe3
12 cenmury.

BausiHye Ha Ternoro BepXy hapMaKOKHMHETHKATA

B npoBezen nomyaoneH GapMakOKHHETHYCH aHAIN3, KBAETO ca M3IOI3BAHU JaHHH OT MAIllHEHTH
C IICOpHA3MC € KOHCTaTUPAHO, Ye TEJIECHOTO TEIJIO € Hali-3HauMMaTa KOBapuaTa, BIUseIa BbPXY
KJIMpbHCA Ha ycTeknHyma0. Menuanarta Ha CL/F npu nanuentu ¢ terno > 100 kg e npubnusurenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ terao < 100 kg. Mennanara va V/F npu nauueHTy ¢ Terio
> 100 kg e npubmmzutenno ¢ 37% mo-BUCOK B cpaBHeHHUe ¢ nmanueHTH ¢ Terao < 100 kg. Menuanara
Ha MUHHMAaJIHA CEPYMHH KOHLIEHTPAIMK Ha yCTEKUHYMa0 MPH MAUEHTH C IO-TOJISIMO TErJIo

(> 100 kg) B rpynata ¢ no3a 90 mg ca momoOHU Ha Te3U NPH MALUEHTUTE C o-Manko Terio (< 100 kg)
B rpynara c 1o3a 45 mg. [Togo0Hu pe3yaTaTH ca IMoJlyuYeHH OT IOTBbPANUTENeH (apMaKOKHHETHYEH
MOMYJIAIIMOHEeH aHAIN3, KbAETO Ca U3MOJI3BAHM JaHHH OT MAI[UeHTH C TICOPUATHYEH apTPHT.

Kopurupase Ha yecToTaTa Ha IPUIOKEHHE

Bb3 ocHOBa Ha HabroaBaHUTE NaHHM U nonyanuonHuTe OK aHanu3u npu namyeHT ¢ 6osect Ha
Crohn 1 ¢ ynuepo3eH KOJIHUT paHIOMU3HPAHUTE yYaCTHHUIIN, KOUTO IPECTAHAT Aa CE MOBIHSBAT OT
JICYCHUETO, UMAT MO-HUCKH CEPYMHHU KOHIEHTPALUHN HA YCTEKHHYMa0 BbB BPEMETO B CPaBHEHHE C
YYaCTHHIINTE, KOUTO HE ca 3aryomnu otroBop. Ilpu 6omectra Ha Crohn kopurupaneTo Ha 103ata OT
90 mg Ha Bceku 12 cenmui Ha 90 mg Ha BCEKH § CEMUIIN € CBBP3aHO C NMOBHILIABAaHE Ha Hail-
HUCKHUTE KOHIEHTPALUHU HA YCTEKHHYMa0, KaTo TOBA C€ ChIIBTCTBA C MIOBUILIABAHE Ha e(h)UKACHOCTTA.
IIpn ynueposen komut nomynarmoneH @K mozxen nmokasea, e kopurupanero Ha no3ata oT 90 mg Ha
BcekH 12 cenMuIy Ha 8§ ceMHIIA MOJKE /1a C€ OYaKBa J1a I0Bee 0 3-KpaTHO yBeTUYEeHNE Ha Hall-
HUCKHUTE KOHLIEHTPALMU HA YCTEKMHYMa0 B CTALIMOHAPHO chcTosHue. OCBEH TOBA, Bb3 OCHOBA Ha
JAHHY OT KIIMHUYHHATE U3NUTBAHUSA, TIPY TAIIMEHTH C YJILEPO3EH KOJIUT € YCTAHOBEHA MOJIOKUTETHA
BpB3Ka EKCIO3HIUSA-OTTOBOP MEX/Ty Hal-HUCKUTE KOHIICHTPAIIMU U KJIMHUYHATA PEMUCHS U
JUTaBUYHOTO O3/IPaBsIBAHE.

CrernuansHy MOIyJIaIHNA
Hsama nannyan papMaKkoOKUHETUYHH JaHHU MIPH MAIUCHTH C YBpeIeHa ObOpevHa MM 4YepHOJpoOHa
(dynkius. He ca mpoBe/ieHN KOHKPETHH MTPOYYBaHUS IPU MAIIMSHTH B CTapUecKa Bh3pacT.

®dapMaKOKHHETHKATa Ha YCTEKHHYMa0 KaTo ISUI0 € CPaBHUMA MEXKITy IMallMeHTH C TICOPHA3HC U
YILIEPO3€H KOJIUT OT a3UaTCKU U Hea3HaTCKU MPOU3XOI.

[pu nanmentu ¢ 6onect Ha Crohn u yniepo3eH KOJIUT BapUaOWITHOCTTA Ha KITUPBhHCA Ha yCTEKUHYMaO
Ce TIOBJHBA OT TEJIECHOTO TETJI0, HUBOTO HA CEpyMHHMS aI0yMUH, TI0JIa U CTaTyca 10 OTHOIICHHE Ha
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aHTUTENIaTa CPeNly YCTEeKHHYMa0, JIOKaTo TEIEeCHOTO TETJIO € Hali-3HauYMMaTa KOBapHaTa, BIHsEIa
BBPXY 00eMa Ha pasmpenenenue. OcBeH ToBa mpu 0ojiectra Ha Crohn KIHPBHCHT ce moBusaBa ot C-
PEaKTUBHUS MPOTEHH, CTaTyca 10 OTHOIIICHUE HA HeyclieX Ha JiedeHuero ¢ TNF-anTaronuctu u
pacata (a3uaTCKU CIIPSAMO HEa3WaTCKU MPOU3X0/). Bb3ielicTBHETO Ha Te3u KOBapHATH € B PAMKHUTE Ha
+20% OoT TMIIMYHATa WK pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapaMeTsp, mopajau ToBa He €
Heo0X0IMMa KOPEKITHs Ha J103aTa 3a Te3W KoBapuaTu. EnHoBpemMenHara ynorpeda Ha
UMYHOMO/TYJIATOPH HsIMa 3HAYHUTEITHO BIUSHUE BBPXY paslpeie]ICHHEeTO Ha YCTEKHHYMaO0.

Pesynraty ot hapMakOKHHETHYEH aHAJIN3 Ha TOMYJIAIMITa HE TIOKa3BaT BIUSHIE HA TIOTIOH WU
AJIKOXOJI BbPXY (papMakoKMHETHKATa Ha YCTEKHHYMAO.

buonannaHOCTTa Ha yCTeKI/IH}/Ma6 CJICT MMPUIIOKCHUC CHC CIIPUHIOBKA WJIM MTPEABAPUTCIHO
HAaITbJIHCHA MMHUCAJIKa € CpaBHUMA.

Perynmupane na CYP450 enzumu

Edexrure na 1L-12 win IL-23 Bbpxy peryaupaneTo Ha CYP450 eH3uMuTe ca OLIEHEHHU B in Vitro
MPOYyYBaHe C U3IMOJI3BAHE HA YOBEIIKU XENaTOIUTH, KOeTo mokasea, 4e 1L.-12 wu/umm [L-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOCTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; BX. Touka 4.5).

[IpoBeneHo e oTkpuTO NpoyuBaHe (aza 1 3a B3auMOAEHCTBUS OT TUIA ,,IEKAPCTBO-IEKAPCTBO
CNTO1275CRD1003 3a onenka Ha edekTa Ha ycTeKHHYMa0 BbpXy €H3UMHATa aKTHBHOCT Ha
mutoxpoM P450 cien mHAYKIMS U TOAXBPIKAIIO MPUIIOKESHUE TP NAMEHTH C aKTUBHA 00JecT Ha
Crohn (n=18). He ca nabiroaBaHy KJIMHUYHO 3HAYMMH IIPOMEHHU B €KCIIO3ULUATA HA KODEHH
(cyoctpaTr Ha CYP1A2), Bapdapun (cyoctpat Ha CYP2C9), omemnpazon (cyoctpar va CYP2C19),
nexcrpomeTopdan (cyoctpat Ha CYP2D6) win munaszonam (cyoctpat Ha CYP3A) npu chibTeTBAaIIA
ynoTpeba ¢ ycreknHyMad B 0JJ00peHaTa npenopbunTeaHa 032 NpH nanueHTH ¢ Oonecrra Ha Crohn
(Bk. Touka 4.5).

[leanaTpuuna momymnanus

CepyMHHNTE KOHIIEHTPAIIMK HAa yCTEKMHYyMa0 NpH TieAUaTPUYIHH MAIlUEHTH ¢ TICOpPHUa3nc, Ha Bb3pacT OT
6 1o 17 roguHu, JeKyBaHU ¢ IPENOpbUUTENHATA 103a CIIOPE]] TEJIECHOTO TEIIO0, Ca CPABHUMU C TE3H
IIPH BB3pacTHATA MOMyJIAIMs ¢ ICOPUA3UC, JEKyBaHa C 1032 3a Bb3pacTHU. CepyMHUTE KOHLIEHTPaLuU
Ha YCTEKWHYMal MpH NeJuaTpU4HM NalueHTy Ha Bb3pacT 12-17 roaunu c ncopuasuc (CADMUS),
JIEKYBaHHU C II0JIOBUHATA OT IIPEHOPBUUTENHATA [103a CIIOPE] TEIECHOTO TEIJI0, Ca 3HAUYUTEIHO 110-
HHUCKH OT T€3H IIPHU BH3PACTHHU MALUCHTH.

CepyMHHTE KOHIICHTPAIIUK Ha YCTEKWHYMa0 NpH MeJHaTpUIHHU ManueHTy ¢ oonect Ha Crohn mim
YIIIIEPO3€H KOJNHT Ha BB3PacT 2 ¥ MMOBeYe TOAMHU C Terio Hali-Manko 10 kg kato 1510 ca cpaBHUMU C
TE€3U MPH Bb3PACTHUTE MALUCHTH.

[Tpu manuenTH che 3aryda Ha OTTOBOP M HUCKU HUBA HA YCTEKUHYMa0 J103aTa € KOPUTUPAHAa JI0
MOJUTBPIKAIIO JieueHHe Ha Bcekr 4 ceamunn. CepyMHUTE KOHIICHTPAIMK Ha YCTEKMHYMao ce
MOBUILIABAT CJIC/ YBEIMYABAHE HA JI03aTa M Ca B PAMKUTE Ha KOHIICHTPAIIMHUTE NIPpU 0J00peHaTa
MPENOPBUUTENHA 1032 MIPU BH3PACTHH, IEKYBaHU HA BCEKH 8 CEAMMUIIH.

5.3 IIpeakJMHMYHU JaHHM 32 0€30IaCHOCT

HexknmuandHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK (HAIp. TOKCHYHOCT Ha OpraHuTe) 3a Xopa Ha 0a3aTa
Ha M3MUTBAHUATA 32 TOKCUYHOCT TP MHOTOKPATHO IMpUJIaraHe, TOKCHYHOCT 332 Pa3BUTHETO U
PENpPOAYKTHBHA TOKCHYHOCT, BKIIOUUTETHO U (hapMaKoJIOrHYHHUTE OLCHKH 3a Oe3omacHocT. [Ipn
NPOYYBaHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOJYKTHBHA TOKCHYHOCT MPHU IBJITOONANIATH MaKaIH
He ce HaOIroJaBaT HeXxeNnaHu epeKTH BhpXy (pepTHnnuTeTa Mpu MBKKUTE, KAKTO U BPOJEHH JeeKTH
WJIM TOKCUYHOCT 3a pa3BuTHETO. He ce HaOmonaBar Hexxenanu eeKTH BbpXy QepTHINTETa MPU
YKEHCKHTE MPH yrnoTpedaTa Ha aHAIOTMYHO aHTUTsUIo cpemty 1L-12/23 npu Mumky.
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Jlo3oBHTE HHBA B MPOYYBaHMUS TP )KUBOTHH ca 0130 45 MBTH MTO-BUCOKHU OT Hai-BUCOKaTa
eKBHMBAJICHTHA J103a, IPEBIDKIaHa 32 MPUIIOKEHNE TIPU ITAllMEHTH C TICOPUA3UC, U BOJIAT 10
MaKCHMAJTHHA CEPYMHU KOHIICHTPAIMH MTPU MaiMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKU OT
KOHIICHTpAIMHTE, HAOIFO1aBaHU TIPH XOpa.

He ca nposexnany Ipoy4yBaHus 3a KApLUHOTCHHOCT C YCTEKUHYMa0 IOpaay JUIcaTa Ha OIXOIAIIH
MOJIEIN 32 aHTHUTSIO 0€3 KphCTOCaHa peakTUBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DOAPMAIIEBTUYHU JAHHU
6.1 Chnucbk Ha NIOMOIIHHUTE BelIECTBA

L-xuctuann

L-xucTuanHOB MOHOXUAPOXIIOPU MOHOXHAPAT
ITomucop6at 80 (E433)

3axapo3a

Bona 3a umxeknpu

6.2 HecbBMEeCTHMOCTH

[Ipu nunca Ha MpOyYBaHMs 32 HECHBMECTUMOCTH, TO3H JIEKapCTBEH MPOIYKT HE TPsOBa Ja ce cMecBa C
IPYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpox Ha roaHOCT

STELARA 45 mg UHXEKIIMOHEH Pa3TBOP
2 TOIUHU

STELARA 45 mg MHXeKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA CITPUHIIOBKA
3 roguHu

STELARA 90 mg MH>XeKIIMOHEH Pa3TBOpP B MPEABAPUTEIHO HAIIbJIHEHA CIIPUHIIOBKA
3 roguHu

OTtnenHuUTE MpEeaBAPUTEIHO HAITBIHEHN CIPUHIIOBKH MOXKE Jla € ChbXpaHABaT MIPU CTaiiHa
temneparypa 1o 30°C 3a makcumym eauH nepuon 10 30 THYM B OpUTHHAHATA KAPTOHEHA OITaKOBKa,
3a J]a ce Mpeana3sT OT CBETIMHA. 3aluIlIeTe JaTaTa, Ha KOsITO IPeIBapUTEeIHO HallbIHEHATa
CIPUHIIOBKA € W3BaJIeHa 3a IbPBU BT OT XJIAJAWIHUKA U AaTaTa Ha U3XBBPIIIHE HA 0003HAUEHHUTE Ha
BBHIIIHATA KAPTOHEHA OIaKOBKa MecTa. JlaTara Ha M3XBBpIISTHE HE TPsIOBa J1a € CJIe] OPUTMHATTHUS
CPOK Ha T'OIHOCT, OTII€YaTaH BbPXY KapTOHEHaTa onaxkoBka. Ciie1 KaTo BEIHBK CIIPUHIIOBKATA € Ouiia
ChXpaHsABaHa Npu craiina Temnepatypa (1o 30°C), s He TpsiOBa Aa ce BpbLIa B XJIaJUIHUKA.
N3xBBpreTe cipuHIIOBKATa, aKO HE C€ U3I0JI3BA CJIE]l CbXPaHEHHUE NPH CTaliHa TeMiepaTrypa B
paMxute Ha 30 THU WK ciiell U3TUYaHe Ha OPUTMHAJIHUS CPOK Ha F'OJTHOCT, B 3aBUCUMOCT OT TOBa, KOE
OT JBETE HACTHIIH MO-PAHO.

6.4 CoenuajHu ycJI0BHUSI HA ChbXPaHEHHUE

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

CoxpansiBaiiTe (1akoHa WIK TPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKa, 33 J1a
Cce TpeArnas3u OT CBETINHA.

AKO € He0OX0JMMO, OTAETTHUTE MPEIBAPUTEITHO HAITBIHEHN CIIPUHLIOBKH MOYKE J]a C€ ChXPaHsABaT MPH
ctaiina temneparypa 110 30°C (Bx. Touka 6.3).
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6.5 Buau chabp:kaHue HA ONMAKOBKAaTAa

STELARA 45 mg nHKeKIIMOHEH Pa3TBOPD
0,5 ml pa3tBOp BBB (hrtakoH OT cThKIIO THI | 2 ml, 3aTBOpEH Che 3amymanka OT OyTHIIOBa TyMa ¢
TTOKPUTHE.

STELARA 45 mg nHKeKIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HATBIHEHA CIPUHIIOBKA

0,5 ml pa3TBOp B cripuHIIOBKA OT cTHKJI0 TUI I 1 ml ¢ Ppukcupana uria ot HEpBXKAaEMa CTOMaHA U
MIPEAIMa3uTeN Ha UTJIaTa, ChIBPIKAIIl CyX €CTECTBEH KaydyK (TPOU3BOMHO Ha jaTekc). CIipuHITOBKATA €
cHabJIeHa ¢ yCTPOWCTBO 3a MTaCUBHA 3allIHTa.

STELARA 90 mg MHKEKIIMOHEH Pa3TBOP B IIPEIBAPUTEIHO HAIIbIHEHA CIIPUHIIOBKA

1 ml pa3TBOp B clipuHIIOBKA OT CTHKIIO THIl | 1 ml ¢ Pukcupana urina ot HepbxKaaeMa CTOMaHa U
MPEeINa3nuTeIl Ha UTJIaTa, ChABPIKAI CYX ECTECTBEH Kay4yK (IIPOM3BOIHO Ha yiaTekc). CIpUHIIOBKATa €
cHa0JIeHa ¢ YCTPOUCTBO 3a MTaCHBHA 3alllKTa.

STELARA ce pa3npocTpaHsiBa B OIakoBKa 10 1 (yiakoH MM OMaKoBKa Mo 1 IpeaBapuTeIHO
HallbJIHEHA CIPUHIIOBKA.

6.6 CrnenuajaHu npeanasHu MepKHU NP U3XBbPJIsiHE H padoTa

OakoHBT WIK TPEIBAPUTEIIHO HAITBIIHEHATA CIIPUHIIOBKA He TpsiOBa Jia ce paskiama. Pa3TBopbsT
TpsiOBa J1a ce MPOBEPH BU3YaJHO 32 HATMYMETO Ha TBBPAM YaCTHLN WM IPOMSIHA Ha [[BETA, IPEAU 1
ce MPHJIOKH MOJKOXKHO. Pa3TBOPBT € OUCTB A0 JICKO OMANECHEHTEeH, Oe3UBETEH A0 OJIeJ0XKBIT U
MOXeE J]a ChIbpPKa HIKOIKO APEOHH MONYNPO3pauHH WM O€IH YaCcTHIIN MPOTEHH. TO3M BHHIIEH BH/]
He € HeoOMYaeH 3a MPOTEHHOBUTE Pa3TBOPU. JIeKapCTBEHUST MPOAYKT He TpsiOBa Jia ce yrmorpeosiBa,
aKO Pa3TBOPHT € C MPOMEHEH LIBAT MM MBTEH MM aKO B HETO ce 3a0esI3BaT TBbPAU Uy>KIH YaCTHIIH.
[Ipenn npunarane STELARA Tpsi6Ba na nocturae craifHa temmeparypa (IpuOIHM3UTEIHO 338 OKOJIO
noyioBuH 4ac). [logpoOHu ykazanus 3a ynorpebda ca mpeIoCTaBeH! B TUCTOBKATA 3a MAI[UEHTA.

STELARA He cbabpa KOHCEPBAaHTH, 3aTOBA HEM3IOI3BAHUAT JIEKAPCTBEH POAYKT, OCTaHAI BbB
(hnakoHa W CIIpUHIIOBKATa, He TPsiOBa fa ce u3noi3a. STELARA ce noctass kato crepuiieH QJiakoH
3a eJHOKpaTHA ynoTpeba WK MpeIBapUTeTHO HAaITbJIHEHAaTa CIPHUHIIOBKA 32 €IHOKpaTHa ynorpeoa.
CrpuHIOBKaTa, uriaara 1 (IakoHbT HE TPAOBa Ja ce U3M03BaT MOBTOpHO. Hensnon3panust
JIEKapCTBEH MPOYKT WK OTIAaJbUYHUTE MaTepUAIT OT HETO TPSIOBa Jla ce U3XBBPIAT B ChOTBETCTBUE C
MECTHHUTE U3UCKBAHUS.

Korato ce n3non3sa enHo0/1030B (GIakoH, MPenopbyuBa ce U3MOI3BAHETO Ha CIIPUHIIOBKA OT 1 ml ¢ uria
27G, % ua4 (13 mm).

7. MNPUTEXATEJ HA PASPELIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

STELARA 45 mg UHKEKIIMOHEH PAa3TBOP
EU/1/08/494/001

STELARA 45 mg HHKEKIIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HATBIHEHA COPUHIIOBKA
EU/1/08/494/003
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STELARA 90 mg MHXEKIIMOHEH PAa3TBOP B IPEABAPUTEIHO HANBIHEHA COPHUHIIOBKA
EU/1/08/494/004

9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[Jata Ha repBO pazpemanane: 16 sayapu 2009 r.
Jara Ha mocnenHo monHoBsiBaHe: 19 centemspu 2013 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

07/2026

IMoxpoOHa nHbopMalrs 3a TO3H JEKAPCTBEH MPOIYKT € MPe0CTaBeHa Ha yebcaiiTa Ha EBpomnelickaTta
areHIIMs 10 JiekapcTBaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

STELARA 45 mg MHXeKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA MTHCAJIKA
STELARA 90 mg MH)XeKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBIIHEHA MTHCAJIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

STELARA 45 mg MHXeKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HATBhJIHEHA MHCAIKA
Bcska npeaBapuTeHO HaTbJIHEHA MUCalKa chAbpxKa 45 mg ycrekuaymad B 0,5 ml.

STELARA 90 mg MHXEKIIMOHEH PA3TBOP B IPEABAPUTEIHO HANBIHECHA MHUCAJIKA
Bcesika npeaBapuTeIHO HATBJIHEHA MUCANKA ChAbpka 90 mg ycrekuaymab B 1 ml.

Yerekuaymad e u3isnio 9oBemko 1gG 1k MOHOKIIOHATHO aHTHUTSIIO0, IPOU3BEACHO B MUCIIOMHA
KJICThYHA JIMHUS Ha MUILIKH ¢ TIoMoITa Ha pekomOuHanTHa JJHK texHomorus.

3a IBJIHUA CIICHK Ha IMTOMOILHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WuxeKkmoneH pa3TBop (MHXKEKIIHS)

Pa3TBOPBT € OUCTBHP /10 JICKO OMANIeCIEHTEH, O3IBETEH 10 OJICI0XKBIT, ¢ 1eiaeBo pH 6,0 u
npubnuzureneH ocmonanureT 314 mOsm/kg.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

IInakoB ncopuasmc

STELARA e mokasas 3a JiedeHHE Ha YMEPEH 10 TEKBK IIAKOB IICOPHUA3UC MPU BB3PACTHU, KOUTO HE
ca ce MOBJIMSIN, UMAT MPOTUBONOKA3aHNS WIM HEIOHOCUMOCT KbM JPYTH CUCTEMHH TEpanuy,
BKJIIOUBaIM uKiIocnoput, merorpekcat (MTX) unu [TYBA (mcopanen u ynTpaBHONEeTOBU A TbYH)
Tepamnus (BX. Touka 5.1).

IIcopuatnuen aprpur (PsA)

STELARA, camocTogTenHo uiu B koMOuHamus ¢ MTX, e rmokasaH 3a JiedeHHe Ha aKTHBEH
TICOPUATHYCH aAPTPUT MPU BH3PACTHU MALNUEHTH, IPU KOUTO OTTOBOPHT KBbM IMPEIISCTBAIIO JICUCHHE C
HeOmomornyHu Monudumupantu 6onectra antupeBMaTonau jgekapctsa (DMARD) e 6un
HEJ0CTaTh4eH (BXK. Touka 5.1).

Bonecrt Ha Crohn

STELARA e noka3aH 3a jiedeHUE Ha Bb3PACTHHU MMALUEHTH C YMEPEHa JI0 TeKKa aKTHBHA 0oJiecT Ha
Crohn, KouTO ca ce MOBIUIN HEAOCTATHYHO, BeUe HE CE TOBIMSABAT WM UMAT HETOHOCUMOCT KbM
KOHBEHIMOHAJIHATA Tepanys Wik KbM aHTaroHucT Ha TNFa.

VYaueposeH KOJIUuT

STELARA e mokasas 3a JiedeHHe Ha Bb3PACTHU MAIMEHTH C YMEPEH JI0 TSKBK aKTHUBEH YJIIEPO3CH
KOJIUT, KOUTO Ca CE MOBIUSUIM HEIOCTAThYHO, BEUE HE CE MOBIUABAT WM UMAT HEIOHOCUMOCT KbM
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KOHBEHLMOHAJIHATA TePaNus Wi KbM OUOJIOTMYEH JIEKapCTBEH MPOIYKT.
4.2 /lo3upoBKa M HAYMH HA NPUJIOKEHHE

STELARA e mpenHa3HaveH 3a yrmoTpeda 1ol phKOBOJCTBOTO U HAJ30pa HA JICKap C OIUT B
JUArHOCTHLIMPAHETO U JICYCHUETO Ha 3a00siBanus, 32 kouto STELARA e nokasas.

2 l O3WPOBKa

IInakoB ncopuasuc
IIpenopbuntennara no3uposka Ha STELARA e HauanHa no3a 45 mg, npuioxeHa NoJIK0KHO,
MocJIeIBaHa OT 1032 45 mg 4 ceIMUIIH MTO-KBCHO M CJIe TOBA Ha BCEKH 12 CeTMUITH.

[Ipu manueHTH, KOUTO HE Ca CE MOBJIHSIN OT JISYCHUETO A0 28 cenqMUIM TpsOBa Ja ce 0OMUCIH
MIpeKpaTsBaHe Ha TEpaIusITa.

Tlayuenmu ¢ menecro meeno > 100 kg

3a manmenTu ¢ tenecHo terio > 100 kg mbpBoHavaHaTa 1032 € 90 mg, NpUIIoKeHa MOIKOXKHO,
nocneaBana ot 103a 90 mg 4 ceaMuIy TO-KBCHO U cJiel TOBA Ha Bceku 12 ceamumu. [pu Te3u
nanueHTH go3ata 45 mg cpuio e epukacHa, HO Mo-rojsiMa egukacHocT uMa ro3ara 90 mg. (BK.
touka 5.1, Tabmauma 2)

[lcopuamuuen apmpum (PsA)

IIpenoppuBanata no3uposka Ha STELARA e HauanHa no3a 45 mg, NpuiiokeHa MOJK0KHO,
MoCJIeIBaHa OT 1032 45 mg 4 ceIMHIIM MTO-KBCHO M CJIe TOBA Ha BCEKH 12 ceaMuIti. AITepHaTHBHO,
MIPH MAMEeHTH ¢ TeaecHo Terio > 100 kg, Moxxe nma ce m3momssat 90 mg.

HpI/I nanueHTH, KOUTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO A0 28 ceamuiu Tpﬂ6Ba Ja ce oomucau
IIPEyCTaHOBsABAHE Ha JICUCHUCTO.

Cmapqecml 8v3pacm
He e HeoO6xonmuMo afganTrpane Ha 103aTa MMPH MalMEeHTH B CTapyecka Bb3pacT (= 65 roanHn) (BXK.
Touka 4.4).

bvopeuno u uepnoopobno yspescoane
He ca mposexxnanu npoyusanmsi cb¢ STELARA mpu Te3u momynaruu narueaTd. He Moxke 11a ce mame
MperophKa 3a J103ata.

Tleouampuuna nonyrayus

bezomacnocrra n ehukacHoctTa Ha STELARA mipu nmena ¢ ricopuasuc Ha Bb3pacT Mo 6 TOJUHH UK
TIPH JIeTla ¢ TICOPUATHYEH apTpUT o1 1 8-roInIIHa BB3pacT BCe Olle HE Ca YCTAaHOBEHHU.
IIpenBaputeHO HaTbJIHEHATA MHUCAJIKA HE € IPOYyYIBaHA MPHU MeUATPUIHATA TOMYJIAIMS U HE Ce
npenopbyBa 3a ynorpeba npu neauaTpuuHy nanueHTH. Bikre Touka 4.2 ot KXII Ha npeaBapuTenHo
HaIbJTHEHATA CIIPUHIIOBKA 32 JIO3UPOBKATA M HAYMHA Ha MPWIOKEHUE TIPU TeTUaTPUIHN TAIlMeHTH Ha
6 U oBeYe TOAWHU C IICOPHUA3UC.

Borecm na Crohn u yiueposen koaum

B cxemara Ha neyenue nppBaTa f103a Ha STELARA ce npuara vHTpaBeHO3HO. 3a JO3UpOBKaTa MpH
WHTpaBeHO3HA cXeMa Ha nprrarane BiuxkTe Touka 4.2 ot KXII ma STELARA 130 mg xoHIeHTpAaT 32
MH(Y3UOHEH Pa3TBOP.

IIspBoTO MOAKOXHO Tpriokerne Ha 90 mg STELARA Tps6Ba fa ce M3BBPIIN Ha CEAMHUIA § CIIeT
WHTpaBeHO3HAaTa J03a. CIiel] ToBa ce MpeTnopbyuBa MPHIIOKEHHE TIpe3 12 cenMuIim.

[TanuenTH, KOUTO HE CE IOBIUABAT JIOCTATHYHO JI0 § CEAMHUIIM CJIE]| ITbpBaTa IMOJAKOXKHA /1032, MOXKE
Jla TIOJTy9aT BTOPA MOAKOXKHA 71032 TI0 TOBA Bpeme (BXK. Touka 5.1).
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[MaruenTH, Ipy KOUTO MMa 3aryda Ha OTTOBOp MPH MpUarane mnpe3 12 ceMuIy, Moxke Jia UMart 1oJi3a
OT MOBHIIIEHNE HAa Y€CTOTaTa Ha MPIIOKEHHUE TIpe3 8§ cenMuin (BXK. Touka 5.1 u Touka 5.2).

Brnocnencteue mo3aTa Moke a ce Ipuiiara Ha MaIlMeHTUTe MMpe3 8 CeAMUIM WK 1pe3 12 ceMUIy Bb3
OCHOBA Ha KJIMHWYHA TIPEIIeHKa (BX. Touka 5.1).

TpsiOBa 1a ce OOMUCITN IPEyCTAaHOBSIBAHE HA JICYCHUETO MPH MAIUEHTH, KOUTO HE MOKAa3BaT JIaHHU 3a
TepaneBTUYHA 1M0J13a 16 CeIMUIM Clie 1.V, HHAYKIIMOHHA 1032 WK 16 CeIMUIM Clie/l TPeMUHABaHE
KBbM TpHJIaraHe Ha MoJyIbprKalia J103a npe3 8 ceMUIIN.

[IpunoxeHneTo Ha UMyHOMOZYJIATOPH W/WIIM KOPTUKOCTEPOUIM MOJKE J1a IPOBIKY 110 BpeMe Ha
nedenueto cbec STELARA. [Ipu manuenTuTe, KOUTO ca ce moBausiIn oT JedeHneTo cbec STELARA,
MPUIIOKEHUETO Ha KOPTUKOCTEPOUIN MOXKE JIa CE HAMaJIA WIIH Ja C€ IPEyCTaHOBH B ChOTBETCTBUE CHC
CTaHJapTa Ha JICYECHNUE.

ITpu 6onect Ha Crohn nnm ynrepo3eH KOJIUT, aKo TepanusTa ce NPeKbCHE, IOJHOBIBAHETO HA
JICYCHHUETO C MOJIKOKHO NPHIIO’KEHHE TIpe3 8 ceaMuLu € 6e301acHo U epeKTUBHO.

Cmapuecka 6v3pacm
He e HeoOX01MMO KOpHUTHpaHe Ha J103aTa IMPH MAIMEHTH B cTapyecka Bh3pacT (> 65 roaunu) (BK.
ToukKa 4.4).

bvbpeuno u uepnodpobHo yepescoare
STELARA He e npoy4BaH Ipu T€3W NOMyJIaluu nanueHTu. He Morat ga ce HampaBsT OIpenopbKy 3a

JI03UpaHe.

Teduampuuna nonyiayus

bezonacHoctTa 1 epukacHoctra Ha STELARA mpu neuenue Ha 6osect Ha Crohn npu neguaTpuyHu
MAIMCHTH Ha BB3PACT MO/ 2 TOIWHY WU YIIIEPO3CH KOJIUT IPH JIela Ha BB3PacT MO 2 TOIUHH BCE
ole He ca ycraHoBeHU. JlunicBat nanHu. [IpenBapuTenHo HAITbIHEHATA MHCAIKA HE € MPOYYBaHA MPH
neAnaTprYHaTa MOMyJIalys ¥ HE Ce IMPENnopbhyBa 3a YIoTpeda Mmpu MeAnaTpuIH MalueHTH. BrxTe
touka 4.2 ot KXII Ha koHIIeHTpaTa 3a HH(Y3UOHEH Pa3TBOP U Ha MPEABAPUTEIIHO HAIIbJIHCHATA
CIIPUHIIOBKA 32 JIO3UPOBKAaTa U HAYMHA Ha IPUJIOKECHHUE NIPH TIEAMATPUYHU MMAIMEHTH ¢ O0JIeCT Ha
Crohn uyy yiiepo3eH KOJIUT Ha Bb3pacT 2 ¥ MOBEYEe T'OAMHU.

Hauun Ha npunoxenue

STELARA 45 mg n 90 mg npeaBapUTeIHO HAITBIHEHU MHUCAJIKU ca CaMo 3a NMOJKOKHO MHKEKTHPAHE.
[1o B3MOXKHOCT KOX)KHUTE y4acThIM C U3BEH IICOpUA3HC TpAOBa Ja ce U30ArBar KaTo MsICTO Ha
WH)XEKTHpaHe.

Crnen moaxoasmio o0y4yeHne 3a TEXHUKaTa Ha IMOJAKOKHO MH)KEKTHPaHEe MAIlUeHTUTE HITH TEXHUTE
6omuorneaaun morat aa ukektupatr STELARA, ako nexapsT pemnru, 4e ToBa € yMecTHO. Bee mak
JieKapAT TpsiOBa 1a OCUTYPH NOAXOAIIO [IPOCieASBaHe HA MauueHTuTe. [lauenTuTe nim TexHuTe
OomHoTNeqaun TPsOBa 1a ObIAT MHCTPYKTHPAHHU Ja HHXKEKTHPAT IIPEIIUCAHOTO KOJTUIECTBO
STELARA cpriacHo yka3anusara B JucToBkaTa. [lompoOHn ykazaHus 3a MpUIIOKEHHE ca aJeHU B
JIMCTOBKATA.

3a mo-HaTaTHIIHU YKa3aHUSA 33 IPUTOTBSHE U CIICIIHAIHYU MPEANa3HU MEPKH MPHU padoTa BIKTE
TOuYKa 6.6.

4.3 IIpoTuBOMOKA3aHUA

CBpBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WM KBM HAKOE OT IIOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

Knuan4Hao 3HaunMa, akThBHA HHGEKIUS (HAmp. akTUBHA TYOEpKyJ03a, BXK. TouKa 4.4).
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4.4 CroenuajJHU npexynpexIeHUust U NpeanasHu MepKHU NpH ynoTpeda

IIpocnenumoct
3a fa ce momo0pH MPOCIEIUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO ¥ MAPTHIHUAT

HOMEp Ha MPIJIOKEHUS MPOIYKT TPSIOBA SICHO J1a CE 3aIMCBaT.

Hudexnmu

YcreknHyMad MOKe Jla IMa MOTEHIIWAN J]a yBellndaBa pricka oT MH(DEKIINY U 1a peaKTHBHPA
naTeHTHU nHQeKmy. [Tpr KTMHIYHY POyYBaHHUS U TIOCTMAPKETUHTOBO 0OCEPBAI[MOHHO ITPOYYBaHE
MIPH MAIUCHTH C TICOPHA3KC CE HAOFOIaBaT CEPUO3HH OaKTEpUATHU, ThOMYHU U BUPYCHU HH(EKINH
npu nanueHTw, npuemarmu STELARA (Bx. Touka 4.8).

[Ipu nauueHTH, 1EKyBaHU ¢ yCTEKUHYMa0, ce cho0IIaBa 3a OMOPTIOHUCTUYHU MH(PEKIINH, BKIIOYBAIIN
peaKkTUBUpaHe Ha TyOepKyo3a, IPyrd OTOPTIOHUCTUYHU OaKTepUaTHI HHPEKIHN (BKITFOYUTEITHO
aTHITNYHA MUKOOaKTepruaHa HHQEKIVsI, MCHUHTUT, PUYHUHEH OT Listeria, MHEBMOHWSI, IPUYWHEHA OT
Legionella, u Hokapano3a), ONOPTIOHUCTUYHN MUKOTHYHH MH(EKINHU, ONOPTIOHUCTUYHN BUPYCHH
UHQEKIHUY (BKIFOYUTEIIHO eHIIe()ATNT, MPUIMHEH OT XepIieC CUMIUIEKC 2) M Tapa3uTHU HHPEKITUH
(BKITIOYUTETHO OYHA TOKCOIJIa3M03a).

TpsbBa ma ce moAX0k/Ia ¢ MOBHUIIEHO BHUMaHKE, KOTaTo ce 00Cchxkaa mprokenuero Ha STELARA
NPY TALMEHTH ¢ XPOHUYHU HHOEKIIUY WM aHaMHe3a 3a penuanBupaiia nadeknus (Bx. Touka 4.3).

IIpenu 3amouBaneTo Ha neyeHne cbc STELARA nanuentute TpsiOBa 1a ce U3cienBar 3a
TyOepkyno3Ha uapekius. STELARA He TpsOBa a ce mpuiiara mpu MaideHTy ¢ akTHBHA
TyOepKyo3a (Bxk. Touka 4.3). JleueHnero Ha naTeHTHA TYOEpKYJI03HA HHPEKIUS TPIOBa J1a 3arouHe
npeau npuioxkeHnero Ha STELARA. AntutyOepkyiio3Harta Tepamus chilo TpaoBa 1a 0b1e oochaeHa
npeau Hayanoto Ha jJeueHue cb¢ STELARA npu naneHTy ¢ aHaMHe3a 3a JIATEHTHA WM aKTUBHA
TyOepKyJ03a, Ipu KOUTO HE MOKE J1a CE TIOTBBPAM aJIeKBaTeH Kypc Ha JieueHue. [lanmenture,
npuemanii STELARA, tps6Ba na ce HaOmrogaBaT BHUMATEITHO 3a MPU3HAIM U CHMITTOMY Ha aKTHBHA
TyOepKyJ03a 1o BpeMe Ha JIEYeHUETO U CIIe/T HETO.

[Marmenture TpsAOBa 1a ObAAT UHCTPYKTHUPAHH JIa TIOTHPCAT JIEKAPCKU ChBET, aKO CE MOSABAT MPU3HAIIN
WM CHMITTOMH, TIpEANoaramy HHQekusa. AKo MaueHT pa3Bue cepruo3Ha NHMEKIUs, ChCTOSIHUETO
My TpsiOBa BHUMaTENHO 1a ce cineau u STELARA He TpsiOBa na ce npuiiara, 10Kkato HHGEKIHUATa HE
ObJIe OBIIAASHA.

3nmoKkayecTBEHU 3a00ISIBAHHS

NmyHOCYTIpecopn KaTo yCTeKHHYMa0 MMaT MOTEHITHAN /1a YBETNYaBaT PUCKa OT 3JI0Ka4eCTBEHH
3abomnsaBanus. Hakon nanuenTu, kouto ca npuemanu STELARA B KIIMHUYHY NPOYYBAHUS U B
MOCTMAapKETHHIOBO 00CEPBAIIMOHHO MPOYYBaHE NPH MAUEHTH C TICOPHUA3HUC, Ca Pa3BIIN KOXHH U
HEKO)KHU 3710KaueCTBEHH 3200 saBaHus (BK. ToUKa 4.8). PUCKBT OT 3/10KaueCTBEHH 3a00JIIBaHUS MOXKE
Jia € TI0-BHCOK TPH MAIMEHTH C IICOPHA3KC, KOUTO Ca JIGKYBaHH C IPyTy OMOJOTMYHH JIEKapCTBa B
X0Jia Ha 3a00JIsIBAaHETO.

He ca nmpoBexxganu mpoydBaHus, B KOUTO y4acTBaT MAIlMEHTH C aHAMHE3a 32 3JI0KaUYeCTBEHH
3a00JIIBaHUS WX B KOUTO MPOIBIDKABA JICUCHHETO Ha TAIIMESHTH, PAa3BUIIM 3]I0KAY€CTBEHO 3a00JIsIBaHe
no Bpeme Ha ipueMa Ha STELARA. 3aroBa Tpsi0Ba 11a ce 1Moaxoaa ¢ TOBHIIIEHO BHUMAHUE, KOTATO
ce obcwxaa npuinokenrero Ha STELARA nipu Te3u maiieHTH.

Bcenukn MalyMCHTH, MMO-CIICIUAJIHO TC3U HAl 60 TOAWHH, MMTAOUCHTU C AaHAMHEC3a 3a MPOABbJIZKUTCIIHA

UMYHOCYTIPECHBHA TepaIusl WK TakuBa ¢ anamHe3a 3a [ITYBA-tepamnus, TpsOBa a ce HaOI0aaBart 3a
MOsIBa Ha paK Ha Kokarta (BK. Touka 4.8).
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CHuCTEeMHH H PECTIMPATOPHU PCAKIINU HA CBPEXYYBCTBUTCIHOCT

CepHo3HH peakIuy Ha CBPhXYyBCTBUTEITHOCT Ca JOKJIAJBAHH B TIOCTMAPKETHHIOBH yCIIOBUSI, B HIKOU
CITy4ad HSKOJIKO JHHM Clief iedeHnero. Mima ciyyau Ha aHaduiiakcus U aHTHOeZeM. AKO C€ MOSIBH
aHa(UIaKTHYHA WK [pyra CEPHO3HA PEaKIns Ha CBPBXUYBCTBHTEIHOCT, TPSIOBA Jla ce Ha3HAYH
noaxosiima Tepamnust u npuioxenneto Ha STELARA tpsOBa ma ce mpeycTtaHoBH (BX. Touka 4.8).

Crnyd4an Ha anepruyueH ajaBeoIuT, €03MHO(HITHA THEBMOHUS M HeMH(DEKIIMO3HA OpraHu3upana
THEBMOHHS ca CHOOIIEHHU TI0 BpeMe Ha IIOCTMapKeTHHroBaTa ynoTpeda Ha ycrekunymab. Kiimanunure
NPOSIBH BKITIOYBAT KAIUIMLA, AUCITHES] U HHTEPCTULMATHI HHPUITPATH CIIE €IHA 10 TPU J03H.
Cepuo3HHTE MOCIEANIH BKIIOYBAT IUXATENHA HEAOCTATHYHOCT U MPOABIKUTEIHA XOCTIUTATU3AIHS.
ITogob6penue e cpoOIIaBaHO Clle/ NPEYCTAaHOBSIBAHE HA JICUYCHUETO C yCTEKMHYMal U B HAKOM CITydau
IpHY IPUIOKEHUE Ha KOPTUKOCTEPOUAN. AKO Ob/ie M3KII0OUeHa HH(EKINS U JUarHo3aTa ce MOTBbPIH,
NPUIOKEHUETO HA YCTEKHMHYMa0 TpsOBa Jja ce MPEyCTaHOBHU U Jja C€ 3aIll0YHE MOIXOASIIO JICUEHUE
(Bk. Touka 4.8).

ChbpeyHO-ChIOBH CHOUTHUS

IIpu maruenTH ¢ copuasuc, ¢ exkcro3uiusg Ha STELARA, B TocTMapKeTHHTOBO 00CEpBAIIIOHHO
NpoyYBaHe ca HAOIOIaBaH! ChPJICYHO-CHJIOBH CHOUTHS, BKIFOYUTEITHO HHPAPKT HA MUOKap/a U
MO3bYHO-CHJIOB UHIHJICHT. PuckoBuTe (hakTopm 3a ChpAeUHOCHIOBO 3a00siBaHe TPIOBa Ja ce
OIICHSBAT PEIOBHO MO BpeMe Ha JieueHueTo cb¢ STELARA.

UyBCTBUTEIHOCT KbM JIATEKC

[Ipenmasurenst Ha Urnara B IOJIHATA Kalladyka HAa MPEABAPUTEIIHO HAMTBJIHEHATA MTUCAJIKA €
MIPOM3BE/IEH OT CYX €CTECTBEH Kay4yK (TIPOM3BOIHO HA JIATEKC), KOWTO MOXKe J1a TIPEIN3BHUKa
AJIEPTUYHU PEaKIuy MPH X0pa, YyBCTBUTEIHN KbM JIATEKC.

Bakcunanuu

IIpemopruBa ce 1a He ce IpUyIarar XUBU BUPYCHH WITH KUBH OakTepranHu Bakcuan (kato bIK)
eanoBpeMeHHO cb¢ STELARA. He ca npoBexJaHi KOHKPETHH IPOYUYBAHUS NPH MALIUEHTH, BEPXY
KOUTO HACKOPO € TprJjlaraHa )KMBa BUPYCHA WM KHUBa OakTepraaHa BakcuHa. Hiama manHu 3a
BTOPUYHO MpeaBaHe Ha MHOEKIMs Ype3 KUBU BAKCHHM ITPH naiueHTH, noiaydasamu STELARA.
Jlewennero chc STELARA TpsiOBa 1a ce mpeyCcTaHOBH Hai-MajIKo 3a 15 ceaMuIy ciies mociaeaHara
Jl03a MPeIn MOCTABSIHETO HA JKMBa BUPYCHA MIIHM KUBA OaKTepraiHa BAKCUHA U MOXE J1a C& Bh30OHOBHU
Hal-MaJKo 2 CeIMUIM ciiell BaKCHHUpaHeTo. JIekapuTe, MpeamucBally JIEKapcTBOTO, TpsiOBa aa
HampaBAT cipaBka ¢ KpaTkara xapakTeprcTHKa Ha MPOIyKTa 32 KOHKPETHATa BAaKCHHA 3a
JIOITBTHUTETHA WH(pOPMAIIHS U yKa3aHUS 32 €HOBPEMEHHATA YyIIOTpeda Ha UMYHOCYTIPECUBHU
JIEKapcTBa ClIe]] BAKCUHUPAHE.

He ce mpenopbsuBa npunarade Ha >xuBu BakcuHU (kaTo BI[XK BakcuHa) mpu kbpMadeTa, ¢ €KCIIO3UIIHS
Ha YCTEKWHYMaO0 in utero, B IPOIbIDKEHIE HA JIBAHAIECET MECeIla CIe]l PaXKTaHeTO WIIH JJOKATO
CEPYMHHUTE HHUBA Ha YCTEKHMHYMaO MPH KbPMaueTO CIIaJHAT 110 HUBOTO Ha IETEKIHUS (BXK. TOUKH 4.5 U
4.6). AKO ¢ HaJuIle KaTeropruyHa KIIMHAYHA 10J13a 332 OTJCIIHOTO KbpMade, MOXKe J1a C€ 0OMHCITH
MpUJIaraHe Ha JKUBa BAaKCHHA B MTO-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HUBA Ha
yCTEeKnHYMao.

[NanuenTure, kouto ynorpedssar STELARA, moxxe na monyyaT eqHOBPEMEHHO MHAKTUBUPAHHU HIIH
yOWTH BaKCHHHU.

Jsinrocpounoto neueHne cb¢ STELARA He moTHCKa XyMOpaIHHA UMYHEH OTTOBOpP KbBM
ITHEBMOKOKOBUTE MOJIM3aXapUAHU BAKCHHHU MM KbM BaKCHUHHUTE CpeEIly TEeTaHyc (BXK. Touka 5.1).

EnHoBpeMeHHa UMYHOCYIPECUBHA Tepanus

[Ipu npoyuBaHus npu NCOpUA3UC HE ca OoLEeHsIBaHU Oe3omacHocTTa U eprukacHocTTa Ha STELARA B
KOMOMHAILHUS C UMYHOCYTIPECOPH, BKIFOUUTETHO OMOIOTHYHH MPOAYKTH UK QoToTepanus. [Ipu
MIPOYYIBAHUS IIPH IICOPUATHYEH apTPUT, CIHOBpeMeHHaTa yroTpeda Ha MTX He moBusaBa
6e3onacHoctTa u euracHoctra Ha STELARA. B npoyuBanusita npu 6onect Ha Crohn u ynneposexn
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KOJIUT €JHOBPEMEHHATA yNoTpeOa Ha UMyHOCYIIPECOPH WM KOPTUKOCTEPOUAN U3IJIEkKAA HE
noBusaBa 6e3onacHoctTa Wi eukacHoctra Ha STELARA. TpsOBa na ce moaxosk/ia ¢ IOBHIIICHO
BHUMaHHUE, KOTaTo ce 00CHXk/1a eTHOBPEMEHHAaTa ynoTpeba Ha apyru umyHocynpecopu 1 STELARA
WIN TIPU IPEMUHABAHETO KbM JICUCHUE C APYT'H OMOJIOTUYHN UMYHOCYTIPECOpPH (BXK. TouKa 4.5).

HNmyHOoTepanus
STELARA He € oneHsIBaH ITpH MAllMEHTH, KOUTO ca MOJJIaraHi Ha UMyHoTepanus 3a anepruu. He e

u3BecTHO ganmu STELARA moxe m1a ce 0Tpa3u Ha IMyHOTEpaIUsATa TIPH aJIePTHH.

Cepro3HH KOXKHU 3a00J15IBaHUS

[Ipu nauueHTH C copuasuc ce chboOIIaBa 3a ciyyan Ha eKc(OIMaTUBEH JEPMATUT Cie]l JIeYeHUE C
ycTeknHyMao (BK. Touka 4.8). [larueHTHTE ¢ IMCOprasuc ¢ IIaku MOXKE J1a Pa3BHAT SPUTPOACPMHUUCH
TICOPHUA3UC KAaTO YacT OT €CTECTBEHUsI X0 Ha 3a00JIIBAHETO CbC CUMIITOMH, KOUTO MOKE OT KIIMHUYHA
TJIeIHA TOYKA Ja HE Ce OTJIMYaBaT OT eKCc(oIraTUBHUA AepMaTuT. Jlekapute TpsiOBa 1a BHUMABAT 3a
CHUMIITOMU Ha €pUTPOJCPMHUUEH IICOPHA3UC WU €KC(HOIUATUBEH AEPMATUT KaTo 4acT OT
MOHUTOPHUPAHETO HA IICOpUa3uca IIPU NanueHTa. AKO Te3U CUMIITOMMU e MOSIBST, TPsIOBa Aa ce
3anouHe noaxonsmo geueHue. [IpuemsT Ha STELARA 1psiOBa na ce nmpeycTaHoBH, aKo UMa
CHMHEHHS 32 JIEKapCTBEHA PeaKIusl.

3aboisiBaHus, CBEP3aHU C JYITYC

Crnyuau Ha 3a00sBaHUS, CBBP3aHHU C JIYIYC, CE ChOOIaBaT PU NMAINECHTH, JISKyBaHH C YCTEKUHYMAO0,
BKITFOUUTEITHO KOKEH JIYITyC EpUTEMATO/IEC U JIyITyc-ogo0eH cuHapoM. [Ipu Bb3HUKBaHE Ha JIE3HH,
0COOCHO Ha M3JI0KEHUTE HA CI'BHIIC YYACThIIM HA KOXKATa, WK aKO T€ CE ChI'BTCTBAT OT apTPaJITHS,
MAIMeHTHT TPSAOBA J1a MOTHPCH He3a0aBHO JieKapcKa MOMOIIL. AKO ce TOTBBPAAT 3200 IIBaHMS,
CBBP3aHH C JIyIyC, yCTEKHHYMal TpsOBa Jja ce PEeyCTaHOBH U Ja C€ 3all0YHE MOAXOIAIIO JICUSHHE.

CHCLII/IaJ'IHI/I nonyjaanuu

Cmapuecka ev3pacm

B xiIMHWYHHTE U3MUTBaHUS TIPH 0I00PSHUTE TTOKa3aHUsI HE Ce HA0JII0/IaBaT CHIIICCTBEHU Pa3lIuiUs B
e(kacHOCTTA WM 0€30MIACHOCTTA MPH MAIUSHTH Ha 65-TOUIIHA BB3PACT U [TO-TOJIEMH, KOUTO
nosrydaBaT STELARA, B cpaBHEHHE ¢ ITO-MJIATH TTAITUEHTH. bposT Ha TAIMCHTUTE HAa BH3PacT

65 roIMHM U MO-TOJIeMHU 00ade He € JIOCTaThUeH, 3a JIa Ce ONPEICIH Jalli Ce TIOBJIUIBAT PA3IUIHO OT
MO-MJIaJIUTE MAMeHTH. Thi KaTo pa3npoCTpaHESHUETO Ha HH(EKIUH CPel CTapUyecKaTa MoIyJaus
KaTo IISJI0 € TIO-TOJIAMO, JISUEHUETO TPHU TAIlMeHTH B cTapuecka Bh3pacT TpAOBa /1a ce mpuiara
BHUMATCIIHO.

TIomMoOIIHO BEIIESCTBO C U3BECTHO ACHCTBUC

Cvowporcanue na noaucopboam 80

Stelara ceabpxka 0,04 mg (90 mg/1,0 ml) wmu 0,02 mg (45 mg/0,5 ml) monucop6ar 80 (E433) BbB
BCsIKa 71034, KoATO € ekBuBanieHTHa Ha 0,40 mg/ml. [TonucopbaTute Morar qa NPUUMHAT aJICPrUYHA
peaKiuu.

4.5 B3amMmoneiicTBHE ¢ IPYTH JeKaAPCTBEHH MPOAYKTH M APYrH (JopMH Ha B3auMojeiicTBHe
JKuBu BakcuHM He TpsiOBa 1a ce npwiarat eqHoBpeMeHHO cb¢ STELARA.

He ce npenopbuBa npunarane Ha >kuBu BakcuHH (kaTo BI[K BakcuHa) mpu kppmaueTa, ¢ eKCIO3ULINS
Ha YCTEKUHYMAb in utero, B NIPOIBIDKCHUE HA IBAHA/IECET Mecela cie] paKIaHeTo MU JOKAaTo
CepyMHHUTE HUBA Ha YCTEKHHYMa0 pU KbpPMAUETO CNIAJAHAT [10Jl HUBOTO HA AETeKIMA (BXK. TOUKU 4.4 U
4.6). AKO ¢ HaJuIle KaTeropuyHa KIMHAYHA 0JI13a 332 OTJACIIHOTO KbpMade, MOXKeE J1a ¢€ 0OMHCITH
IIpWIaraHe Ha )KUBA BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHH HUBA Ha
ycTeKnHyMao.

[pu dpapMakoKHMHETHYHY aHAJIM3H HA MOMyJAlUITa, HallpaBeHH B Ipoy4BaHus (asa 3, e nscienBan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO NMPHEMAaHH JIEKAPCTBEHH MIPOAYKTH MIPY HALMEHTH C ICOPHA3HC
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(BKJIIOUMTEIHO H MapareTramoli, HoynpodeH, aleTHiICaaIuiuIoBa KUCeIHHA, METQOPMHH,
aTOpBacTaTHH, JIEBOTHPOKCHH) BBPXY (hapMaKOKMHETHKATa Ha ycTekuHyMa0. He ca HabmonaBanu
MIPU3HALN HAa B3aUMOJIEICTBHE C TE3N €THOBPEMEHHO NPUEMaHHU JEKapCTBEHU NPOIyKTH. OCHOBa Ha
TO3H aHanu3 € HakThT, ue Hail-Manko 100 manuentu (> 5% ot u3cineaBaHaTa MOMYJIaLus) ca JEKyBaHU
€IHOBPEMEHHO C T€3M JIEKAPCTBEHH MPOAYKTH Ipe3 moHe 90% oT meproaa Ha IPOyIBAHETO.
dapmMaKOKMHETHKATa Ha YCTEKHHYyMa0 He ce € TIOBIIMsIIA OT €JHOBPpEMEHHATa ynoTpeda Ha MTX,
HCIIBC, 6-mepkanronypHH, a3aTHONPHUH U TIEPOPATHN KOPTUKOCTEPOUIH NPH NMALUEHTH C
TICOpHATHUEH apTpuT, OoJnect Ha Crohn WiM ynepo3eH KOJIHT, WK OT MpeANlecTBalla eKCIIO3UIHS Ha
antu-TNFa cpencTsa, Ipy MaIMEeHTH ¢ TICOpUaTuieH apTput wim 6onect Ha Crohn, uinu ot
NpeIecTBaIla eKCIO3UIM Ha OMOIOTMYHY JIEKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpencTsa n/minu
BEA0JIM3yMal) PY MALUEHTH C YILEPO3EH KOJUT.

Pesynrarute oT mpoy4Base in vitro u OT npoy4BaHe (aza | mpu y4acTHUIM ¢ aKTUBHA OOJIECT Ha
Crohn He mpeanonaratT HeOOXOIUMOCT OT aJallTUPaHe Ha [03aTa MPH MAIleHTH, KOUTO MOJTy4aBaT
enaoBpemerHo CYP450 cyGcrpatu (Bk. Touka 5.2).

[Ipu npoyuBaHus npu NCopruasuc He ca oueHsBaHU Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOMHAIHS ¢ IMYHOCYTIPECOPH, BKIFOUNTEIHO OMOJIOTHYHH CpeCTBa WK doToTepanust. [pu
MIPOYYBaHUs PHU IICOPHATUICH apTPHUT, eAHOBpeMeHHaTa yrnorpeda Ha MTX He nosnusisa
6e3onacHoctTa u eduxacHoctra Ha STELARA B mpoyuBanusita npu 6osect Ha Crohn u ynueposen
KOJIUT €AHOBPEMEHHATA yOTpeOa Ha IMYyHOCYIIPECOPH MIIM KOPTUKOCTEPOUIN U3TIICKAA HE
noBiusaBa 6e3onacHoctTa Wwim eukacHoctra Ha STELARA. (Bx. Touka 4.4).

4.6 dDeprTHauTeT, OPEMEHHOCT U KbPMeHe
2KeHu ¢ nereposeH noreHnman

JKenu ¢ netepoieH noTeHnman TpsAOBa qa M3MONI3BAT €PEKTUBHA METOIU Ha KOHTPAIICTIIIHS 10 BpeMe
Ha JIEYEHHUE U 00 15 ceaMUIH CIIe] I€YEHUETO.

Bbpemennoct
[IpocrieKTHBHYU JaHHU OT HEroysAM Opol ciydan Ha OpemeHHOCT cien excrio3unus Ha STELARA ¢

M3BECTEH M3XO0J, BKIIOYNTETHO moBede oT 450 ciydas Ha OpeMEHHOCT ¢ €KCIO3UIHSA MPe3 MbPBUS
TPUMECTHP, HE TIOKa3BAT MOBUIIIEH PHCK OT TOJIEMH BPOJCHU MaI(QOpPMAIHH IPH HOBOPOACHOTO.

[TpoyuBaHMATA TP KUBOTHH HE TIOKA3BAT MPEKH WU HETIPEKU BpeIHH eEeKTH, CBbP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAKIAHETO WM IOCTHATAIIHOTO Pa3BUTHE (BIK.
Touka 5.3).

HannuausT knmuHudeH onuT odave e orpannyieH. Karo npezmasHa Mspka e 3a mpelrnoynTaHe ga ce
n30srea ynorpebara Ha STELARA no Bpeme Ha OpeMEHHOCT.

VYcreknnymab nmpeMuHaBa mpe3 IJIaleHTara 1 ce OTKpHBa B cepyMa Ha KbpMadeTa, poJIeHH OT JKeHH,
JIEKyBaHU C YCTEKMHYMa0 10 BpeMe Ha OpeMeHHocTTa. KIIMHUYHOTO BB3AeHCTBIE Ha TO3H (aKT HE €
M3BECTHO, HO PUCKBT OT MH(EKINS IPU KbpPMadeTa, ¢ eKCIIO3UIHA Ha YCTeKUHYMab in utero MOXe a
0bJle TOBHUIIIEH ciell paxaaneTo. He ce mpenopbuBa mpuiarane Ha ®uBU BakcuHu (kato BLDK
BaKCHHA) MPH KbpMadeTa, ¢ eKCIIO3UIIHS Ha YCTEKUHYMAO in utero, B IPOIbIDKCHUE HA

JBaHaJeCceT Mecela ClIe PaXKAaHEeTO UM JOKATO CEPYMHHUTE HUBA HA yCTEKUHYMal NPH KbPMadyeTo
craJaHaT MOoJ HUBOTO Ha JeTeKUus (BXK. TOUKH 4.4 u 4.5). AKO € HaJuIle KaTeropuyHa KIMHUYHA 10134
3a OT/IEJIHOTO KbpMayue, MOXKe J1a ce 0OMUCIIM IpHUJIaraHe Ha KMBa BAKCHHA B II0-PaHEH MOMEHT, aKO
HE Cce OTKPHUBAT CEPYMHH HHBA Ha yCTEKHHYMao.

Kbpmene
OrpannyeHy JaHHY, yOJIMKYBAaHM B INTEpATypaTa, MoKa3BaT, 4e¢ yCTeKHHyMal ce eKCKpeTrpa B

YOBEIIIKaTa KbpMa B MHOTO MaJIKu KoyimuecTBa. He € n3BecTHO nanu ycrekuHymab ce abcopoupa
CHUCTEMHO ciieq norrbiane. [lopaau noTeHuana 3a nposiBa Ha HEXKeJaHU JICKAPCTBEHH PEaKIMU KbM
YCTeKHHyMab MpH KbpMadeTaTa, TpA0Ba /ia ce B3eMe pelIeHne IajH Jja ce IPEyCTaHOBH KbPMEHETO
0 BpEeME Ha JIeUeHHe U A0 15 ceamMuuu cieq IeUeHUEeTo, WK 1a C€ IPEYCTaHOBU TEPaIUiTa ChC
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STELARA, xato ce B3eMar ImpeaBHI IToJI3aTa OT KPMEHETO 3a IETETO U IoJI3aTa OT TepaInsiTa ChC
STELARA 3a xenHara.

DepTUnuTerT
EdektsT Ha ycTeknHyMa0 BbpXy QepTHIUTETA IPU X0pa HE € OLICHEH (BXK. Touka 5.3).

4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe u padoTa ¢ MAIINHA

STELARA He noBJiusiBa WM MOBJIHSIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 3a IodupaHe U padoTa ¢
MaIlIHHH.

4.8 Hexenanu JekapcTBeHH peaKIUU

O606uienre Ha npoduna Ha 6e30MacHOCT

Haii-uecture HexxenaHM JIEKaPCTBEHU PEaKIU B KOHTPOJIHPAHUTE MEPUOAN OT KIMHUIHUTE
NPOYYBaHUS MPH BH3PACTHH ca Ha30(apHHTHUT (Bh3HUKBAII IPU 6,9% OT ManueHTuTe, JIeKyBaHH C
ycTeKnHyMao, u mpu 5,4% oT mauuMeHTuTe Ha mianedo) u riaaBodonue (Bp3HUKBao npu 7,0% ot
MAIMEHTHTE, JIEKYBaHH C YCTEKHHYMa0, U pu 5,2% oT nanueHTuTe Ha 1are6o). Haii-cepuosnarta
HEXeJTaHa JIEKapCTBEHa pPeaKIus, KosTo ¢ chobmanana 3a STELARA, e cepro3Ha peakmms Ha
CBPBXUYBCTBUTEIHOCT, BKIIOYUTEIHO aHauiIakcus (Bx. Touka 4.4). Oomust npodui Ha
0e30macHoOCT € MoJJ00eH NMPH MAalUEeHTH ¢ ICOPUA3UC, ICOPUATHYECH apTpHUT, OojecT Ha Crohn u
YIIEPO3EeH KOIUT.

TaOnu4eH cnuChK Ha HEXETAaHUTE PeaKnu

JanHuTe 3a 6€30MacHOCT, IPEAOCTaBEHH 10-10J1y, Ca [OJIYUYEeHHU Clie]l eKCIIO3ULMA Ha yCTeKUnHYyMa0
1pH Bb3pacTHH B 14 npoyuBanus daza 2 u dasza 3 npu 6 710 naruentu (4 135 ¢ ncopuasuc u/uim
TIcOpUaTHUeH apTpuT, 1 749 ¢ 6onect Ha Crohn u 826 nanmeHTH ¢ ynuepo3eH kouuT). ToBa BKIItOUBa
excriozuiys Ha STELARA B KOHTposIMpaHUTE 1 HEKOHTPOJIMPAHUTE TIEPUOIU HA KITMHUYHUTE
MPOYYIBAHUS IIPH MMAIIMCHTH C TICOPUA3HC, TICOPUATHYEH apTpHUT, OosiecT Ha Crohn wiwn ynepo3eH
KOJIUT B IPOIBJDKEHUE Ha Hail-Manko 6 mecena (4 577 manueHTH) win rmoue 1 roguHa

(3 648 mauentn). 2 194 nanuenTty c ncopuasuc, 6oxect Ha Crohn wim yaepo3eH KOJIHT ca ¢
EKCITO3UIHS 3a MOHE 4 roauHu, 1oKaTo 1 148 manueHTu ¢ ncopuasuc miu 6osect Ha Crohn ca ¢
€KCIO3UIIMS 32 IIOHE S5 TOAUHM.

B tabnuiia 1 e mokasaH CIHUCHK ¢ HESKEIAHUTE JICKAPCTBCHH PEAKIMK OT KIIMHUYHHU MPOYYBAHUS ITPH
BB3PACTHHU C TICOPHA3KC, TICOPHATHYCH apTPUT, 0ojecT Ha Crohn H ¢ yJIepo3eH KOJUT, KaKTo U
HEeXEJIaHUTE PEeaKIH OT MMOCTMAPKETHHIOBaTa yroTpeba. Hexxenanure peaknuu ca KiacupUIpaHu
0 CHCTEMO-OpPTaHHU KJIACOBE W YECTOTA ChITIACHO ClieHaTa KOHBeHIMs: MHoro ectu (> 1/10),
Yectu (> 1/100 no < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaku (= 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), c Hen3BecTHA YecToTa (OT HATMYHUTE TAHHU HE MOXe J1a ObJie HallpaBeHa
orieHka). [Tpu BCSIKO rpynupaHe B 3aBUCUMOCT OT YECTOTATa HEXKENAHUTE JICKAPCTBCHH PEaKIUH ce
M30pOsABAT B HU3XOAI Pl IO OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Tabauya 1: Cnucvk Ha HedxceraHu peakyuu

Cucremo-opranHu YecroTa: Hexxennanm peakuum

KJIACOBe

Wndexunn n nadecrarmn  Yectn: nHPEKIUS HA TOPHUTE JUXATETHH ITBTHINA, HA30()apUHTHT,
CHUHY3HT

Hedectn: nenynur, neHTaaHy HHQEKIUHU, XepIiec 30cTep, HHPEKIHS
Ha JIOJHHUTE TUXATSITHH IBTUINA, BUPYCHH MH(EKIINN HA TOPHUTE
JTUXaTETHU THTHUIIA, ByJIBOBarMHATHA MUKOTHYHA HH(DEKIIHS

Hapymenns Ha umyHHata ~ HedecTu: peakiuy Ha CBPBXUYBCTBUTEIHOCT (BKIIFOYUTEIHO OOPHB,
crcreMa YPTHKAPHS)
Peaxu: cepro3HM peakiuy Ha CBPbXUYBCTBUTCITHOCT (BKITFOUUTEITHO
aHa(pUIIAKCHsI, aHTHOEIEM )
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[cuxuunu HapyIIeHUs

Heuectu: nenpecus

Hapyuienust Ha HepBHATa
cucreMa

YecTu: 3aMaiiBaHe, I1aBoooIne
Heuecrtu: nunieBa napanmza

PecniupatopHu, rpbaHu U
MEUACTUHAIHU
HapyILICHUS

YecTn: opodapunreansa 6oyka

Heuyectu: Ha3zanHa KOHrecTHS

Penxu: aneprudeH anBeonuT, €O3MHO(PUITHA TTHEBMOHUS
MHOTO pe/iki: opraHu3Mpalia MHEBMOHUS

CromamHo-4peBHI
HapyLIeHUs

Yectu: Auapus, raicHE, IMOBPHIIAHC

Hapyienus Ha Koxara u
MOJIKO)KHATA ThKaH

YecTu: cppOex

HedecTn: mycTynoseH rncopuasuc, ekconuanms Ha KoKaTa, aKHe
Penxu: exchonmmaTUBEH EpMaTUT, XUITEPCCH3UTUBEH BACKYJIUT
MHoro penku: 6yJ103eH NeM(QUTONI, KOKEH JTYIyC epPUTEMATOJIEC

Hapymenus Ha MycKyJiHO-
CKeJIeTHaTa cucTeMa U
ChEMHUTEIHATA ThKaH

Yectn: 601KH B rbpOa, MUANTHS, apTPAITHS
MHoro peaku: JIymyc-noJo0eH CHHAPOM

OO01mmm HapyIICHHS |
e(heKTH Ha MACTOTO Ha
MIPHUIIOKEHUE

UYectu: ymopa, eputemMa Ha MSICTOTO Ha HHXKEKTUPaHe, 00JIKa Ha
MSCTOTO Ha UHXCKTUPAHE
Hedectu: peakiuu Ha MSICTOTO Ha MHXKEKTHPaAHE (BKIIOYUTEITHO

KPBHBOM3IINB, XEMaTOM, BTBBP/ISBAHE, TOAYBAaHE U ChPOEIK), aCTEHUS

*  Bmkre Touka 4.4, CHCTEMHH M PECIIUPATOPHU PEaKLIMU Ha CBPBbXYYBCTBUTEIHOCT.

Onucanue Ha I/I36DaHI/I HCXKCIaHH JICKAPCTBCHHU PCAKITNNA

Ungpexyuu

B nmanie60-koHTpOIMpany Npoy4YBaHUS NP MALUEHTH ¢ ICOPUA3UC, ICOPHATHYECH apTPUT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJHT MPOIEHTHT Ha HHPEKIMHUTE UK CEPUO3HUTE HHPEKIHU € CXO/ICH TPH
MAIMEHTHTE, JICKYBaHH C YCTEKHHYMa0, U MPH JIEKyBaHHTE ¢ Tuiane6o. B muane6o-KoHTpoIupaHust
MepUoJl Ha Te3H KIMHUYHM POYYBAHUS YecToTaTa Ha nHpeknuute ¢ 1,36 3a nanueHToroanHa
MpocCIieAsIBaHe MPH MAlMEHTH, JIEKyBaHU ¢ yCTeKuHyMa0, u 1,34 — npu nanueHTH, JISKyBaHHU C
mwiane6o. [Toseunute ce cepuo3uu nHdeknuu ca ¢ yecrtora ot 0,03 3a marEeHTOroAnHa MpoCicasiBaHe
NP MaLKEeHTH, JIeKyBaHH ¢ ycTeknHyMmad (30 cepro3nn nHpexunu 3a 930 nanmueHToroanHu
npociensasane), u 0,03 — npu nanuenTy, JieKyBaHu ¢ Tiane6o (15 cepro3Hu HHPEKIUH 3a

434 manueHTOTOANHM TIpociesiBane) (BX. Touka 4.4).

B xoHTpOnMpaHUTE M HEKOHTPOJIIMPAHUTE NEPHUOIN Ha KIMHUYHUTE MPOYUIBAHMS IPH MICOPHA3HUC,
TICOpHATHYEH apTpUT, OoJecT Ha Crohn u yJIepo3eH KOJIHT, PeICTaBIIsBAIIH

15 227 nanueHToroAnHu eKCIO3ULUs ¢ yCTeKuHyMao mpu 6 710 manueHTy, Mejuanara Ha BpeMeTo Ha
npocnensaBade € 1,2 ronuny; 1,7 roquHy 3a Npoy4BaHusATa Npy ncopuasuc, 0,6 ronuH 3a
npoyuBaHusTa npu Oonect Ha Crohn u 2,3 roguHy 3a MPOyYBaHUATA C YIILEPO3EH KOIUT. [IpoLeHThT
Ha nHdeknuute e (0,85 3a marMeHToroAnHa MpocieAsBaHe MPH MAIMEHTH, JICKyBaHU ¢ yCTEKUHyMao, a
NPOLIEHTHT Ha CepruO3HNTE MHPeKIHy NpH TsX € 0,02 3a nanneHToroauHa npociensBaHe

(289 cepuoznm nHpekyn 3a 15 227 manueHToroAnHu MPOoCIeAsiBaHe) U ca JOKJIaIBaHu CEPUO3HI
WH(EKIUHY, BKIIFOYUTEIHO THEBMOHHS, aHAJICH a0cCIiec, eNyJIUT, AUBEPTUKYIUT, TACTPOCHTEPUT U
BUPYCHU MH(DEKIIUH.

B mpoBeneny KIMHUYHN NPOYYBaHU MAalMEHTH C JIAaTEHTHA TyOepKyJo3a, KOUTO ca Omin
€IHOBPEMEHHO JICKYBaHH C M30HHA3H]I, HE ca pa3BUIIH TYOEpKyJI03a.

3nokauecmesenu 3a60126anus
B mnane6o-koHTponrpanus NEPUOA Ha KIITMHAYHH MTPOYYBaHUS TIPH TICOPHA3HC, ICOPHATUYCH apTPUT,
oonect Ha Crohn ¥ yiIepo3eH KOJIUT YeCTOTaTa Ha 3JI0KAUYSCTBCHUTE 3a00JISIBAaHMS, C U3KITIOUCHHE Ha
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HEMEJIaHOMEH pak Ha Koxata, ¢ 0,11 3a 100 marueHToroquHu IpocieasiBaHe PY TaIlUeHTH,
neKkyBaHH ¢ ycrekuaymab (1 manueHT 3a 929 nmarmeHToroiuHu mpocieasaBane) B cpaBaenue ¢ 0,23
MIPH MAIUCHTHUTE, JISKyBaHU ¢ Tuiane6o (1 mamueHT 3a 434 manueHTOroIMHY MPOCICIIBaHe).
UecToTaTa Ha HEMelIaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHU MpOoCeasiBaHe 3a
MAIACHTHUTE, JICKYBAHH ¢ YCTeKUHYyMao (4 manueHTH 3a 929 nmanyueHToroANHY MPOCIICIsIBaHe) B
cpaBHenue ¢ 0,46 npu MalKMeHTHTE, JIEKYBaHH ¢ I1ane6o (2 narueHTy 3a 433 naiueHTOroJuHu
npocieisBaHe).

B KoHTpOnHMpaHUTE W HEKOHTPOJIHUPAHUTE IEPHUOIN Ha KIIMHUYHUTE MPOYIBAHUS MTPH TICOPUA3HC,
NICOpUATHYEH apTpUT, 6osecT Ha Crohn u yJepo3eH KOJIHT, MPeICTaBIsIBALIT

15 205 manueHTOroJMHN eKCIIO3ULKUs ¢ yecTeKnHyMad npu 6 710 manueHTH, MeqMaHaTa Ha BpeMeTo Ha
npocnensBaxe € 1,2 roauHa; 1,7 roquHH 3a MpOyyYBaHUATA MPH 1copuasuc, 0,6 roauHM 3a
npoyuBaHusiTa npu 6onect Ha Crohn u 2,3 roaquHM 3a NPOYYBAHHUATA C YILEPO3EH KOJIHT.
3nokayecTBEHH 3a00JsIBaHUS, C U3KIIOUCHUE HA HEMETaHOMEH paK Ha KOXKaTa, ca JOKJIaJBaH! IpU

76 mauuenTH 3a 15 205 manmenToroauan Ha npocieassane (dectora ot 0,50 Ha 100 manyeHTOroqMHH
Ha MPOCJIEAsIBaHe MPH MAIMEHTH JICKYBaHH ¢ ycTeKuHyMa0). Te3u ciydyan Ha 3710Ka4eCTBEHH
3a00IABaHYs, CHOOIIEHY TIPY MAIUEHTH, JIEKYBaHU C YCTEKUHYMa0, ca CPaBHUMH C OUYAKBAHUTE
ciiydau B oOIiata nomyJsiaius (ctanaapTu3upan koedumueHt Ha yectota = 0,94 [95% nosepurenex
untepsai: 0,73, 1,18], kopurupat 3a Bb3pacT, 1oJ1 ¥ paca). Haii-uecto HaOJIt01aBaHUTE
3JI0KaYE€CTBEHU 3a00JIsIBaHHS, PA3IMYHA OT HEMEIAHOMHUS KapIIMHOM Ha KOXarta, ca KapIMHOM Ha
MpocTarara, MeJIaHOM, KOJIOPEKTAIeH KapIIMHOM U KapIIMHOM Ha rbpara. CiiydanTe Ha HEMEITaHOMEH
KapuuHOM Ha Kokarta ca 0,46 va 100 marueHTOoroIMHN Ha IPOCIeAsiBaHe TPU MAIUEHTH, JICKYBaHH C
ycTekuHyMab (69 nmanuenTH 3a 15 165 manueHToroaMHN Ha ipocieasBane). ChOTHOIIIEHHETO Ha
MAIMeHTy ¢ 0a3ajeH CIpsMO CKBaMO3HOKIIEThUEH KapIMHOM Ha KokaTa (3:1) e cpaBHIMO ChC
CHOTHOIIICHUETO B 00IaTa romyjiamnus (Bx. Touka 4.4).

Peakiuu Ha CBPBXYYBCTBUTEIHOCT
B xoHTponupaHuTe NEpUoaN Ha KIIMHUYHU TIPOYYBAHUS MPH IICOPUAZHC U TICOPUATHICH apTPHT C
ycTexkuHyMab ca HabOimrogaBanu oOpuB u ypTukapus npu <1% ot manuentute (BX. Touka 4.4).

Cpol1maBane Ha OJO3UPAHU HEXKEJAHU PEAKIIUH

CpoOmraBaHeTo Ha TOI03UPAHH HEXKEJIAaHN PEaKINH CIIe]] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJIsIBA /1a IPOABIDKN HAOIIOICHUETO Ha CHOTHOLIEHHETO TT0JI13a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIICHUATIICTH C€ U3UCKBA J]a ChOOIaBaT BCSIKa
HOI03MpaHa HeKEJIaHa PeaKIys ype3 Hal[OHAIHA CUCTEMa 3a ChOoOIaBaHe B

W3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,,Jlamsn I'pyes® Ne 8

1303 Cocus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpeno3upane
Enuanann no3u 1o 6 mg/kg ca mpunaraHu HHTPaBEHO3HO B KIIMHUYHU NIPOYYBaHUS 0e3
orpaHUYaBalla J103aTa TOKCHYHOCT. B ciryuaii Ha mpeo3upane ce npenopbhuBa NaueHTUTE Ja ce

Ha6JIIO,Z[aBaT 3a IpyU3Haly Wik CUMIITOMHA Ha HEXKEIIaHU peaKIU U He3a0aBHO ha C€ IMPUI0KH
noAXoaAI10 CMMIITOMATUYHO JICUCHUC.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHU CBOWCTBA

dapmakoTepaneBTuuHa rpyna: myHocynpecopu, naxubutopu Ha untepneBkud, ATC kox:
L04ACO05
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MexaHu3bM Ha JICHCTBHE

Yerekuaymad e uisnio 9oBemko [gG 1k MOHOKIIOHATHO aHTHUTSIIO, KOETO CE CBHP3Ba ChC
cnenn(UIHOCT KbM 001aTa NpoTenHoBa cydeannuna p40 Ha YOBEIKK UTOKMHN HHTepiIeBKHH (IL)-
12 u IL-23. Ycreknunymab notucka 6noakTuBHOCTTa Ha yoBemkute IL-12 u IL-23, kato
npemoTBpaTsiBa cBbp3BaneTo Ha p40 ¢ IL-12RB1 perenTopen npoTenH, pasmoiaokeH Ha TOBEPXHOCTTA
Ha UIMYHHHUTE KJICTKH. Y CTEKHHYMa0 He Moke a ce cBbpike ¢ IL-12 mu ¢ IL-23, kouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no kieTbyHaTa MoBEPXHOCT. CIEI0BATENHO € MAIKO BEPOATHO
yCTEKHHYMa0 Jia yyacTBa B KOMIUIEMEHT- WIIH aHTUTSIIO-MeIMMpaHaTa IIUTOTOKCHYHOCT Ha KIIETKUTE
¢ perenitopu 3a IL-12 w/umm 1L-23. IL-12 u [L-23 ca xeTepoauMepHU IUTOKHHU, CEKPETHPAHH OT
AKTUBHPAHM aHTUTEH-TIPEICTABAIIN KIETKH, HAIpUMep Makpodaru U ISHAPUTHH KIETKU U JBaTa
LUTOKWHA y4acTBaT B UMyHHUTE QyHKunY; 1L-12 ctumynupa ecrectBenute kietku youiiuu (NK) n
npeau3BukBa nudepennuanuiara Ha CD4 + T kierkure koM T 1 xenmnepen (Thl) denorun, 1L-23
uaaynmpa neTa Ha T 17 xennepute (Th17). AGHOpMHaTa perymnanus Ha IL-12 u IL-23 obaye ce
CBBP3Ba C UMYHHOMEINUPAHH 3200 sIBAHUS KaTo IICOPHA3KC, ICOPHATUUEH apTpHT, Oonect Ha Crohn
U YJIIepO3€eH KOJHT.

Upes cBbp3Bane Ha oOmara cyOenunmnna p40 na IL-12 u IL-23, ycTreknnyMad Moe 1a OKa3Ba CBOUTE
KIMHAYHH €EKTH TP TICOPHA3HC, IICOpUATUIEH apTpuT, 6osiecT Ha Crohn u yiiiepo3eH KOJUT upe3
npekbcBane Ha mbruinara Ha Thl u Th17 uuTOKMHM, KOMTO ca B OCHOBATa Ha MAaTOJIOTHATA Ha TE3U
3a00IsIBaHusI.

ITpu narenty ¢ 6osect Ha Crohn JieyeHHeTO ¢ yCTeKMHYMa0 BOAW 1O HAMAJICHUE Ha
BB3NATUTETHATE MapKepH, BKIrounTeaHo C-peakrtuseH nporenH (CRP) u dekaneH KanmpoTeKTHH 1Mo
BpeMe Ha MHIYKIIMOHHATA (ha3a, KOCTO CJIeN TOBa Ce MOAIbpIKa Mpe3 msiata noaaspxaina dasa. CRP
€ OLICHEH 110 BpeMe Ha MPObDKEHUETO Ha IPOYYBAHETO ¥ HAMAJICHUATA, HAOII01aBaHH 110 BpeMe Ha
nojabprKamara ¢aza, 0OOMKHOBEHO Ce 3aIa3BaT 0 252 ceaMuIa.

[Ipu nauueHTy ¢ ynepo3eH KOJUT JIEYCHUETO ¢ yCTeKMHYMa0 BOAM 10 HaMaJIeHHE Ha
BB3MATUTEITHUTE MapkepH, BkirounTetHo CRP 1 ¢ekaneH kalnpoTekTHH 1o BpemMe Ha
MHAYKIMOHHATA (pa3a, KoeTo ce MojrbprKa Mpe3 LsulaTa noaabpxama (asza u IpoAbIKEHUETO Ha
npoyuBaHeTo 110 ceamuua 200.

NmyHuzanuu
o BpeMe Ha ABATOCPOUYHOTO MPOABIKEHNE Ha ipoyuBaHe mpu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE TAIUEHTH, JIekyBaHu ¢h¢ STELARA 3a Hali-manko 3,5 roanHH, ca Jajid aHTUTSIIO-
OTIOBOPH HA ITHEBMOKOKOBHU MOJIM3aXapUAHU BAKCUHU U BAKCUHHU CPEILly TETaHyC, CXOJHU C T€3U NpH
KOHTpOJIHATA rpyna MalueHTH, Iody4yaBalld HECUCTEMHO JeueHHe Ha Iicoprasuc. CXoJIeH NPOLEHT OT
BB3paCTHUTE MalMEHTH, JeKyBaHH ¢cb¢c STELARA u Te3u B KOHTpoIHATa Ipyma, ca pa3BUIM 3alUTHH
HHMBA Ha AaHTUITHEBMOKOKOBH U aHTUTETAHUYHU aHTUTENA, U TUTPUTE Ha aHTUTEJIaTa UM Ca CXOJHH.

Kinnanuna edpukacHocT

IInaxoe ncopuasuc (6b3pacmuu nayuenmu)

BbesonacnoctTa n eukacHOCTTa Ha ycTeKnHYMa0 ca oueHeHu np 1 996 nanuenTu B

JIBE paHJIOMU3UPAHH, ABOHHO-CJIEIIH, I11a1e00 KOHTPOIUPaHU IPOyUBaHUs [IPU NALIUEHTH C YMEPEH
JI0 TEXBK IIJIAKOB IICOpUA3UC, KAHAUAATH 3a (OTOTEpaIIus Wi cucTeMHa Tepanus. OCBEH TOBA B €IHO
PaHAOMU3UPAHO, AKTUBHO KOHTPOJIMPAHO POYUYBAHE CHC 3aCJIECTIEH OLEHUTEN € CPABHEHO JIEHCTBUETO
Ha YCTEKWHYMa0 M eTaHEepILENT MPH NalMeHTH C YMEPEH A0 TEeXKbK IUIaKOB IICOPHA3HC, KOUTO HE ca ce
HOBJIMSUIN, IPOSIBUIIM Ca HEIOHOCUMOCT MJIM €a UMaJIU IPOTUBOIIOKA3aHUE KbM LUKI0CIIOpuH, MTX
unmu [TYBA Tepanus.

B npoyusane nipu nicopuaszuc 1 (PHOENIX 1) ca ouenenn 766 naunentu. 53% ot TsX He ca ce
TTOBJIVSUTH, TIPOSIBIUIA Ca HEMTOHOCHMOCT HJIA Ca UMAJIHM MPOTHBOIIOKA3aHUE KBM JAPyTa CUCTEMHA
tepanus. [lanmenTuTe, paHIOMU3UPAHU 32 JISYSHUE C YCTEeKMHYMa0, ca MpUeln 103U OT 45 mg uin
90 mg B cenmunu 0 1 4 U ca NPOABILKWIM Ja MPUEMAT ChIllaTa J03a Ha BCEKU 12 ceAMUIIN.
ITanmmenTuTe, paHIOMU3MPAHU 32 JICUeHUE ¢ Tuiane0o B cenmuiu 0 u 4, ca MpeMUHAIHN KbM JICUCHHUE C
ycreknuHyMao (45 mg uinn 90 mg) B cenmunu 12 u 16, cnen KoeTo ca MpOABIKUIN Ja IpHeMaT
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chlara j03a Ha Bceku 12 ceamuiy. [lanyenTy, mbpBoHAaYalIHO paHIOMHU3UPAHU 3a JICUCHUE C
YCTEKHHYMa0, KOUTO ca JOCTUIHAJIM HUBO Ha MOBJIMABaHE 75 MO MHIEKCA 3a 00JIaCT U TEXECT Ha
ncopuazuc (PASI) (mono6penue no PASI ot Munumym 75% B cpaBHEHHE C U3XOAHUTE CTOMHOCTH) B
cenmuim 28 u 40, ca MOBTOPHO PaHAOMHU3MPAHH 3a JICYEHHE C YCTeKMHYyMa0 Ha Bceku 12 ceamuiu
WIN ¢ I1aedo (T.e. OTTErJIsIHE OT TepanusaTa). [lanuenture, NOBTOPHO paHJIOMU3UPAHU 32 JIEYCHUE C
miane6o B ceamuna 40, ca Bb300HOBWIN TepanusaTa cb¢ STELARA B mbpBOHaYaaHaTa CH cXeMa Ha
Jlo3upaHe, cien karo nmogoopenuero uM mo PASI B cenmunia 40 e namaisiiio ¢ muanmyMm 50%. Benuku
MAIMEeHTH ca MPOCJeIeHH 3a MePHo 10 76 CEAMUIIN ClIe TbPBOTO MPHUIIOKEHNE HA U3CIEIBAHOTO
JIeYeHueE.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca onenenu 1 230 namuentu. 61% ot Ts1x He ca ce
TTOBJIVSUTH, TIPOSIBIUIA Ca HEIMTOHOCHMOCT I Ca UMAJIH MMPOTHBOIIOKA3aHUE KBM JAPyTa CUCTEMHA
tepanus. [lanmenTuTe, paHIOMU3UPAHU 32 JISYSHUE C YCTEKMHYMa0, ca MpUeNn 103U OT 45 mg uin
90 mg B cenmunu 0 u 4, mociaeABaHU OT AOIIBIHUTENHA A03a B cenmuua 16. [lanuenture,
paHIOMM3UPAHH 3a JIedeHHe ¢ miare6o B ceaqmuiy 0 1 4, ca mpeMUHAIN KbM JICUCHHUE C YCTEKUHYyMa0
(45 mg nm 90 mg) B cenmunin 12 u 16. Bcnuku manueHTy ca IpocieIeH! 3a EPUO 10 52 cCeaMUITn
CJIe]l TbPBOTO MPHIIOKEHUE HA W3CIIEIBAHOTO JICUCHHE.

B npoyusane npu ncopuasuc 3 (ACCEPT) ca onenenn 903 manueHTH ¢ yMepeH J0 TeXbK MCOpHa3uC,
KOMTO HE ca Ce MOBJIHUIN, IPOSIBUIM Ca HETOHOCUMOCT MJIM Ca UMaJIM IPOTHUBOIIOKA3aHUE KbM JIpyra
cucremHa Tepanusa. CpaBHeHa € e(UKaCHOCTTA Ha YCTEKMHYMal C Ta3u Ha €TaHEePLENT U € OLlCHEeHa
0e30macHOCTTa HA YCTEKHHYMa0 u etanepuent. [1o Bpeme Ha 12-ceqMUYHaTa aKTUBHO KOHTPOJIMPaHa
4acT OT MPOYYBAHETO MALMEHTHUTE ca PAHAOMM3HMPaHHU a npueMart eranepuent (50 mg aBa nbTH
CeAMHUYHO), ycTeKuHyMao 45 mg B cenmuiy 0 u 4 wm ycreknaymad 90 mg B ceamunu O u 4.

H?:XOI[HI/ITC XapaKTCpUCTHUKHU Ha 3a00JIIBaHETO ca IMPUHOHUITHO ITOCJICI0BATCIIHU BbB BCUUKHU I'PYIIN HA
JieYeHue B Npoy4yBaHe Mpu ncopuasuc 1 u 2 ¢ menuana Ha PASI ckopa Ha n3xoaHo HUBO ot 17 1o 18,
C MeJraHa Ha TesecHa MoBbpxHOCT (BSA) Ha m3xomHo HUBO > 20 U ¢ MeIMaHa Ha AEPMATOIOTHYEH
MHJEeKC 3a kadyecTBO Ha )kUBOT (DLQI) B rparunute ot 10 10 12. bauso eana tpera (poydsaHe npu
ncopuasuc 1) u enHa 4eTBBPT (IIPOYUBAHE IPH IICOPHAZUC 2) OT MALMEHTUTE UMAT IICOPHATUYEH
aptput (PsA). Ilogo6Ha Texxect Ha 3a00IIBaHETO ce HAOIOIaBa U TIPH MPOYyUIBaHE MPH IICOPHA3HUC 3.

[IspBUYHATA KpaliHa TOYKA B TE€3U MPOYYBAHUS € ChOTHOIIICHUETO HA MAIUCHTUTE, IOCTUTHATTN HUBO
Ha noBusiBaHe 1o PASI 75 cipssmo n3xomHnTE CTOMHOCTH B ceamuma 12 (Bx. Tadnumu 4 u 5).

Tabnuya 2: Obobwerue Ha KIUHUYHOMO nosaussane é npoyusare npu ncopuasuc 1 (PHOENIX 1) u
npoyysare npu ncopuasuc 2 (PHOENIX 2)

Cenmuna 12 Cenmurna 28
2 nosu (ceamuna 0 u ceamua 4) 3 mo3u (ceamura 0,
ceamuna 4 u ceamura 16)
[Tnare6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBaHne npu
ncopuasuc 1
bpoii
PpaHAOMU3HpPAHH 255 255 256 250 243
MAIMCHTH

TloBamsBane mo

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

TToBnusaBane mo

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

TloBamsBane mo

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

OOJI% 3a u3uncrenu
win uemvanam, Op. | 10 (4%) | 151 (59%)° | 156 (61%)° | 146 (58%) | 160 (66%)
(%)

Bpoit nanuentu

<100 ke 166 168 164 164 153
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TToBnusaBane mo
PASI 75, op. (%)

6 (4%)

124 (74%)

107 (65%)

130 (79%)

124 (81%)

bpoii maruenTn
> 100 kg

89

87

92

86

90

TToBausaBane mo
PASI 75, 6p. (%)

2 (2%)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyuBaHe npu
ncopuasuc 2

Bbpoii
paHIOMU3UPAHU
MAalKUCHTU

410

409

411

397

400

TToBausaBane mo
PASI 50, 6p. (%)

41 (10%)

342 (84%)*

367 (89%)°

369 (93%)

380 (95%)

TloBamsBane mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)®

311 (76%)°

276 (70%)

314 (79%)

TToBausaBane mo
PASI 90, 6p. (%)

3 (1%)

173 (42%)°

209 (51%)*

178 (45%)

217 (54%)

OOJI° 3a u3uncTeHn

(%)

WJIM MUHUMAIHH, Op.

18(4%)

277 (68%)°

300 (73%)°

241 (61%)

279 (70%)

bpoii maruenTu
<100 kg

290

297

289

287

280

TToBausaBane mo
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

bpoii maruenTu
> 100 kg

120

112

121

110

119

TToBausaBane mo
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%)

88 (74%)

p <0,001 3a ycrekunymab 45 mg unu 90 mg B cpaBHeHue ¢ miarebdo (PBO)

6

OOJI = O6ma oreHKa Ha JIeKapst

Tabauya 3: Obobwenue na kKiunuunomo nosiusdane 8 npoyueare npu ncopuaszuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
Eranepuent Ycrekunymab
24 no3u 2 no3u (ceammuria 0 u cenmuna 4)
(50 mg nBa mpTH 45 mg 90 mg
CEJMHMYHO)
Bbpoit panmoMu3npaHn MaMEHTH 347 209 347
[MoBnusBane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[MoBnusBane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)"
[TosnmusBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a U3YUCTEHN WIIH o o0/a o/ \a
MuHEMATH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoii narmentu < 100 kg 251 151 244
(r(f/";““’ma“e no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
0
bpoii narmentn > 100 kg 96 58 103
IToBmusBane mo PASI 75, Op. 43 (45%) 32 (55%) 67 (65%)

(%)

p < 0,001 3a ycrexkunayma6 45 mg mwmm 90 mg B CpaBHEHHUE C €TaHEPLIEIIT.

§

p = 0,012 3a ycTrekunymab 45 mg B cpaBHCHHE C €TaHEPLEIT.

B npoyusane npu ncopuasuc 1 nogaspxkaneto Ha PASI 75 € 3HaunTeTIHO MO-BUCOKO MPH
MPOAB/LKUTEIIHO JICYCHHE, B CPAaBHEHHE C TOBA IpH OTTeriIsAHe oT JiedeHueTo (p < 0,001). [TomoOHu
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pe3ynTaTu ce HaOIroaBat mpy Beska fo3a yerekuaymad. Ha 1% roguna (cenmuna 52) 89% ot
MAIIEHTUTE, TIOBTOPHO PaHIOMHU3HMPAHH 32 MTOIIHPIKAIIO JIedeHHe, ca ce moBmmsuty o PASI 75, B
cpaBHeHHE ¢ 63% OT MaMeHTUTE, TOBTOPHO PaHIOMU3MPAHH 3a I1ane0o (OTTErsSHE OT JICYCHUETO)
(p <0,001). Ha 18™" mecer (ceamuia 76) 84% OT manueHTHTE, IOBTOPHO PaHIOMHU3HPAHH 32
MOJUTBPIKAIIO JIeueHue, ca ce mosnusn 1o PASI 75, B cpaBaenue ¢ 19% oT manueHTHTE, TOBTOPHO
paHzoMHu3upanu 3a mianebo (oTrernisHe ot teueHnero). Ha 3™ roguna (ceamuta 148), 82% ot
MAIEeHTUTE, TIOBTOPHO PAHIOMHU3HPAaHHU 3a MOAIBPIKAIIO JeueHue, ca ce moausiu mo PASI 75. Ha
5-ta ronuHa (ceamuna 244) 80% oT manMeHTUTe, MOBTOPHO PAHAOMU3UPAHU Ha MOAIBPKAIIO
JiedeHue, ca ce nmosausu mo PASI 75.

[Ipu manueHTHTE, TOBTOPHO PaHIOMHU3UPAHU 3a IUIaIe00, KOUTO OTHOBO Ca IPEMUHAIN KbM
IIFPBOHAYATTHATA CH CXEMa Ha JISUeHUE ¢ YCTeKUHyMao cief| 3arybaTa Ha > 50% nomobpenue no
PASI, 85% ca Bb3cTanoBun noBiusiBaHeTo no PASI 75 B pamkute Ha 12 ceamuiu cnef
BH300HOBSIBaHE Ha TEPAITUATA.

B npoyuBane nipu ncopuazuc 1 B ceqmuna 2 u ceMuIia 12 ce Habmo1aBa 3HAYUTEIHO MOJOOpeHHe
crpsiMo u3xoaHuTe cToitHoCTH Ha DLQI BBB BCsiKa OT TpynuTe Ha JIeUYeHUE ¢ yCTeKHHyMab B
cpaBHenue ¢ mianebo. [Tonoopenuero ce 3anazpa 1o cenmuna 28. [TonoOHO 3HAUMTETHO TOOOpEHNE
ce HaOIr0/1aBa B POYyYBaHe MPH rcoprasuc 2 B ceaAMuid 4 u 12, KoeTo ce 3amna3Ba 10 ceamuiia 24. B
MpoyYBaHe MpH Tcopraszuc | momodpeHusITa B HOKBTHHUS TICOPHA3C (MHACKC 32 TEXKECTTa Ha HOKBTEH
TICOpUA3UC), B 00I1aTa OlleHKa Ha PU3UIECKOTO U €eMOIIMOHAITHOTO ChCcTOsTHUE 110 SF-36 1 BBB
BH3yaJIHO-aHAJIOrOBaTa CKaJia 3a ONpee/IssHe Ha CTOHHOCTTA Ha Oosikata npu ¢cbpoex (VAS) cbiio ca
3HAYUTEIHU MPU BCSKA TPyIa Ha JIedeHue ¢ yCTeKnHyMal B cCpaBHEHHe ¢ ianebo. B mpoyuBane mpu
TIcopuasuc 2 KIMHUYHATA CKaja 3a TpeBoKHOCT 1 faenpecus (HADS) u BEIIPOCHUKBT 32 pabOTHH
orpanuderus (WLQ) chIo moka3BaT 3HAYUTEIIHO TI0J0OpEHHE BBB BCAKA OT TPYIIUTE HA JICUCHHE C
yCcTeKnHyMab B CpaBHEHHE ¢ TU1aneo.

Tcopuamuuen apmpum (PsA) (sv3pacmuu nauuenmu)

JlokazaHo €, 4ye yCTeKUHYMa0 1moao0psABa MPU3HALIUTE U CUMITOMUTE, (PU3HYCCKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAY€CTBO HA )KMBOT M HAMAJIsIBa CTENICHTA HA TIPOTPECUs Ha MepUPpEpHOTO
CTaBHO YBPEX/IaHE NIPU BH3PACTHU MAIUEHTH C aKTUBEH PsA.

be3omnacHocTTa 1 ehMKacHOCTTA Ha YCTEKHMHYMa0 ca OleHeHH ITpu 927 MallueHTH B BE
paHIOMU3HpPaHH, JTBOWHOCIEH, IAe00-KOHTPOIMPaHH TPOYUYBAHUS IPH MALIUEHTH C aKTHBEH PsA
(> 5 monyTyn ctaBu u > 5 OONIE3HEHU CTaBW) BBIIPEKH YIOTpedaTa Ha HECTEPOUIHA
npotuBoBB3nasmTenHu cpeactsa (HCIIBC) nmm moguduimpamu 60j1ecTTa aHTHPEBMATOUTHI
nekapctBa (DMARD). [TanuentuTe B Te31 NPOYUYBaHUS ca UMaJM [TIOCTaBeHa Auarno3a PsA Haii-
MaJIKo OT 6 Mecena. BkiroueHu ca ManueHTy ¢ BCSIKaKbB MOATHI Ha PSA, BKIFOUHUTEIIHO
NOJMAPTUKYJIAPEH apTPUT Oe3 JaHHU 32 PeBMAaTOUIHU BB3IH (39%), CHOHAWIUT ¢ TIepUQEepeH apTPUT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha aucTanHa nHTepdaiaHreaaHa cTaBa
(12%) n naBanuansupan aptpurt (0,5%). Hag 70% u 40% ot nauueHTHTE B ABETE MPOYYBAHHMS Ca
MMaJId ChOTBETHO €HTE3UT U JaKTHIUT Ha U3XOAHO HUBO. [lanneHTuTe ca paHAOMU3MpaHu Ja
MoJIy4aT JIeYeHHe ¢ yCTeKuHyMao 45 mg, 90 mg, win miaiedo noaKoxHo Ha cenMuiy 0 u 4,
MOCIIe/IBAHM OT Tpuiiarane Ha Bceku 12 cenmurtu (q12w). [pubmmsurenso 50% ot nanueHTUTE ca
MPOABIDKUIIN Ha ocTosiHHA 71032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), crotBeTHO 80% 1 86% OT
nanuenTuTe, ca 6wy nekyBanu ¢ DMARD. B npoyuBane 1 He € OMII0 TIO3BOJICHO MPEAMIITHO JICUeHUE
C aHTAarOHUCT Ha TyMoOp-HekpoTusupail paktop ajnda (TNF)a. B nmpoyuBane 2, moBe4eTo MaueHTH
(58%, n = 180) ca 6mnu tekyBaHu ¢ eqHo win oBeue anTu-TNFo cpenctso(a), kato ot Tsx Hag 70%
ca npeyctaHoBwIM cBoeTo anTu-TNFa nedenune, nopanu nunca Ha e(pUKaCHOCT MM HEIOHOCHUMOCT,
TI0 BCSKO BpeEMe.

Ipusnayu u cumnmomu

JleuenneTo ¢ ycTeknHyMab BOJIU 10 3HAYMUTENIHH [TOJ00PEHHSI B U3MEPUTEIHUTE 32 AKTUBHOCT Ha
3a00JIsIBAHETO B CpaBHEHHE C mIanedo Ha cenmuna 24. [IbpBruyHaTa KpaliHa TOYKa € IPOIEHTHT Ha
HAalUEHTHUTE, IOCTUTHAIN OTToBOP 20 10 KpUTEPUHUTE HA AMEPHUKAHCKUS KOJIEX 110 PEBMATOJIOT s
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(American College of Rheumatology, ACR) Ha cenmuiia 24. OCHOBHUTE pe3yJITaTH 3a e(UKACHOCT ca
MIpeICTaBeHH B TaOIUIIA 6 TIO-T0ITY.

Tabnuya 4: Bpoii na nayuenmume, NOCMUSHAY KIUHUYEH OM2080D NPU NCOPUAMUYEH apmpUum
Ipoyusane 1 (PSUMMIT 1) u Ilpoyusane 2 (PSUMMIT II) na ceomuya 24

Ipoy4yBaHe NpH ncopuaTHYEH Ipoy4yBaHe NpH ncopuaTHYEH
aprpur 1 apTput 2
I[aauedo 45 mg 90 mg Iaauedo 45 mg 90 mg
Bpoii
PaHIOMHU3HPAHH 206 205 204 104 103 105
NalMeHTH
ACR 20 47 (23%) | 87 42%)* | 101 (50%) | 21 (20%) | 45 (44%)* | 46 (44%)"
otrosop, N (%)
ACR 50 18 (9%) | 51(25%) | 57 (28%)* | 7(7%) | 18 (17%)° | 24 (23%)*
otrosop, N (%)
ACR 70

0, V) a 0 a 0, 0 B 0, B
orrosop. N (%) | 5% | 25(12%) | 29(14%) | 3(G%) | 7(7%) 9 (9%)

bpoii nayuenmu c

Bpot na 146 145 149 80 80 81
oroson N () | 16(11%) | 83 (ST%)" | 93 (620 | 4(S%) | 41(S1%)" | 45 (S6%)"
gﬁi}azg’ Ny | 4G%) | 60@1%) | 65(44%) | 3(4%) | 24 (30%)" | 36 (44%)°
KomOunupan
i‘ésl'g 27 g u 8(5%) | 40 (28%)° | 62 (42%) | 2(3%) | 24 (30%)* | 31 (38%)"

otrosop, N (%)

bpoii naunenTn

<100 ke 154 153 154 74 74 73

ACR 20

otrosop. N (%) | 39 (25%) | 67(44%) | T8(51%) | 17(23%) | 32(43%) | 34 (47%)

bpoii nayuenmu c

> 39 BSA" 105 105 111 54 58 57

PASI 75

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

bpoii naunenTn

> 100 ke 52 52 50 30 29 31

ACR 20

omrosop. N (%) | 8(15%) | 2038%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoii nayuenmu c

> 39 BSA" 41 40 38 26 22 24

PASI 75

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

p <0,001

p<0,05

p=NS

bpoii marmentu ¢ > 3% BSA 3acernara ncopuaTudHa Koka Ha H3XOJHO HUBO

H W o W

ACR 20, 50 u 70 oTroBOpH MpOIBIIKABAT J]a C€ TOMOOPSIBAT WM C€ TIOUTBPIKAT 10 ceamuiia 52 (PsA
IIpoyuBane 1 u 2) u ceqmutia 100 (PsA Ilpoyusane 1). B PsA [Ipoyusane 1, ACR 20 otroBopu Ha
ceamuna 100 ca mocturnatu pu 57% u 64%, ceotBeTHO 32 45 mg 1 90 mg. B PsA IIpoyusane 2,
ACR 20 otroBopu Ha ceamuna 52 ca nocturHatu npu 47% u 48%, crorBeTHO 3a 45 mg u 90 mg.

[IponeHThT Ha MAIMEHTHTE, MTOCTUTHAII OTrOBOP 10 MoauduIMpanu PSA kputepun Ha OTTOBOD
(PsARC) cb1110 € 3HaUYUTETHO MO-TOJISIM IIPU IPYIHUTE HA YCTEKMHYMa0, B CpaBHEHHUE ¢ Tuiane0o Ha
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ceamutia 24. OtroBopu PSARC ce mogaepkat mo Bpeme Ha cenmunin 52 u 100. [To-TomstM mpoIieHT ot
HALMECHTHTE, JIEKYBaHH C YCTEKHHYMa0, KOUTO Ca HMAJIN CIIOHAWINT ¢ TIepu(epeH apTPHUT KaTo
OCHOBHA JIMarHo3a, nokaseat 50 u 70 npoueHTHO nmoxoOpeHue B ckopa 1o bat nHAeKc 3a akTHBHOCT
Ha 3a0omsBaneTo npu ankwioszupam cnonamwint (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHEeHHE ¢ MIIanedo Ha ceamuIia 24.

OTtroBopuTe, HAOIIOJaBaHU [TPH TPYIHUTE, JICKYBaHU C YCTEKMHYMa0, ca CXOHU MPH MAIUEHTHTE,
KOWTO TOJTy4YaBaT WM HE MoTydaBaT eqHoBpeMeHHO MTX 1 ce moaappKaT o BpeMe Ha CeIMUIH 52
u 100. [TanmenTute, TeKyBaHU Hpeau ToBa ¢ aHTH- I NFo cpeficTBa, KOUTO ca MOIy9IHTd yCTEeKUHYyMa0,
ca TOCTUTHAJIM MO-TOJISIM OTTOBOP Ha ceamuIia 24 B CpaBHEHHE C TAIIMEHTUTE, MTOTyJaBaH M1amnebo
(ACR 20 otrosop Ha ceqmuua 24 3a 45 mg u 90 mg e cborBeTHO 37% U 34% B cpaBHEHuE ¢ TIALE00
15%; p < 0,05) u oTroBOpHUTE CE MOIABPKAT IO BpeMe Ha ceaMuIia 52.

[Ipu manueHTH ¢ €HTE3UT W/ JaKTHINT HAa U3X0HO HUBO, ipu PsA [IpoyuBane 1 ce HaOmomaBa
3HAYMMO MOJIOOPEHNE B CKOPOBETE 332 EHTE3UT U JAKTUIIUT MPH TPYNUTE HA YCTEKUHYMa0O B CpaBHEHUE
¢ ane6o Ha ceamuia 24. B PsA TIpoyuBane 2 ce HaO/r01aBa 3HAYMMO T10/I00pPEHUE B CKOpa 3a
EHTE3UT W YHCJICHO MOJ00peH e (He ¢ CTATUCTHYCSCKH 3HAYMMO) B CKOPA 3a TAKTHIUT NPU Tpymnara Ha
ycTekuayMab 90 mg B cpaBHeHHE ¢ Tu1ane0o Ha ceamuia 24. [logoOpeHusTa B CKOpa 3a EHTE3UT U B
CKOpa 3a JaKTHJIUT ca MOJAbp KaHu Mo Bpeme Ha ceamuiiu 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpeXKIaHE B IBETE PBIIC M KpaKara ce u3passBa KaTo MPOMSHA CIIPIMO W3XOAHOTO HUBO
B 00must van der Heijde-Sharp ckop (vdH-S ckop), mogudurmpan 3a PsA ape3 nobassiHe Ha
IUCTANHUTE HHTEpdaIaHrealHy craBu Ha pouere. [IpoBeneH e npeasapurento aepuHupan
MHTETpUpPaH aHAIN3 Ha KOMOMHHUpaHU AaHHu OoT 927 manuentu B aBete PsA [Ipoyusanus 1 u 2.
YcreknHyMmab Mmoka3Ba CTAaTUCTHYSCKH 3HAYMMO HaMaleHUeE B CTEIIEHTa Ha MPOrpecus Ha
CTPYKTYPHOTO YBPEXJaHE B CPaBHEHHE C I1ane00, N3MEPEHO Ype3 IPOMSHA CIIPAMO W3XOAHOTO HHUBO
1o 24 cenmuna B oomust mogudunupan vdH-S ckop (cpeaen = SD ckop e 0,97 & 3,85 B rpymara Ha
wiane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 ipu cbOTBETHO yCTEKHHYMAO TpyIu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edext ce npmxu Ha PsA TlpoyuBane 1. EdekTsT ce cunra 3a
JIOKa3aH, HE3aBUCHUMO OT eTHOBpeMeHHaTta yrnoTpeda Ha MTX u ce moaabpika mo Bpeme Ha

cenmuim 52 (uaterpupad ananu3) u 100 (PsA Ipoyusane 1).

Qu3uuecko CbCmMosHUe U C8bP3AHO CbC 30PABEMO KA4eCMB0 HA HCUBOM

[NanmenTw, TekyBaHH C yCTEKHHYMa0, ca OKa3alu 3HAYUTEITHO TOA00OpeHre Ha PU3HYECKOTO
CBHCTOSIHUE, KAKTO € OLIEHEHO 10 MHJEKCa 32 MHBAJIIMAHOCT OT BHIIPOCHUKA 32 OLIEHKA Ha 3/IpaBeTO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuria 24. IporeHThT Ha
MAIUEHTUTE, IOCTUTHAIIN KITHHUYHO 3HaunMo > 0,3 mogobopenne Ha HAQ-DI ckopa cripsimo
U3XOJIHUTE CTOWHOCTH, CHIIO € 3HAYUTEITHO TO-TOJISIM MIPU TPYITUTE Ha YCTEKUHYMal, B CpaBHEHHE C
iane6o. [logobpenne Ha HAQ-DI ckop cripsMo H3XOAHOTO HUBO €€ MOAIbPIKa 10 BpeMe Ha
ceamuiy 52 u 100.

Nwma 3naunrenno nopodpenne B DLQI ckopoBere npu rpynuTe Ha yCTeKHHYMa0, B CpaBHEHHE C
iane0o Ha ceamuua 24, KoeTo ce noJabpxa mno Bpeme Ha cenmunu 52 u 100. B PsA Tlpoyusane 2
¥Ma 3HAYMTENTHO MOA00peHNe B CKOPOBETE 32 (PYHKIIMOHATTHA OIIEHKA Ha TepaIusiTa 3a XpOHUIHO
3abomnsBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
rpynuTe HAa YCTEKHHYMa0, B cpaBHEHHUE ¢ Tuiane0o Ha ceamuna 24. [IponeHTsT Ha NalMeHTHTe,
JOCTUTHAJM KIMHUYHO 3HaYMMO nono0penue Ha ymoparta (4 Touku mo FACIT-F) cpiio e 3HaunTeHO
MO-TOJISIM TIPH TPYIIUTE HA YCTEKUHYMa0, B cpaBHeHHe ¢ muiane0o. [Togoopenusta na FACIT-F ckop
ce MOoAABPIKAT 10 BpeMe Ha ceamuna 52.

bonecm na Crohn

be3zonacHocTTa ¥ ehuKkacHOCTTa HAa yCTEKUHYMal ca OLIEHEH! B TPH PAHAOMHU3UPAHH, JIBOWHO-CIICITH,
TT1a1e00-KOHTPOJIUPAHU, MHOTOIICHTPOBH MTPOYYBAHUS TIPU BH3PACTHU MAIUCHTH C yMEPEHa JI0 TEXKKA
akTuBHa Oonect Ha Crohn, ¢ MiHaekc Ha akTuBHOCTTA Ha OojiecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KIMHHYHO pa3padOTBaHe Ce ChCTOM OT JIBE 8-
ceIMUYHU npoyuyBaHus ¢ nuHTpaBeHo3Ha nHAyKuus (UNITI-1 u UNITI-2), mocneaBanu ot 44-
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CEIMHUYIHO PaHIOMHU3HPAHO IMPOYUYBAHE C MOIKOKHO MPUIIOKEHNE Ha Toaabpxkaria mo3a (IM-UNITI),
MIPEICTABISIBAIIH 52-CeMIYHA TePATIHsL.

[IpoyuBanusta ¢ uaaykuus BrmousaT 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nauueHTu.
[IspBuUHaTa KpaifHa TOYKA 33 JBETe MHAYKIIMOHHH ITPOYYBAaHHUS € MPOLIEHTHT HA YIACTHHUITUTE C
KJIIMHWYEH O0TroBop (omnpeaerneH karo Hamaienne Ha CDAI ckopa ¢ > 100 Toukn) Ha ceammuria 6.
JanHuTe 3a eUKacHOCT ce ChbOMpAT U aHAIM3UPAT 10 CeAMUIA § 3a ABETE MPOYUBAHHUS.
EnHoBpeMEeHHOTO NPUIIOKEHHE Ha MEPOPATTHU KOPTUKOCTEPOH T, UMYHOMOTYJIaTOPH,
AMUHOCAJIMIIWIATH U aHTUOMOTHUIIM € pa3penieHo u 75% OT MalMeHTHTe MPOALIDKABAT JIa TIOTy4aBaT
Hall-MaJIko €JHO OT Te3M JieKapcTBa. B 1BeTe mpoyyBaHus MalMEHTUTE ca PaHIOMU3UPAHH Ja
NOJyYaT eHOKPaTHO MHTPABEHO3HO NMpenopbunTeNHarta 103a npudnusutento 6 mg/kg B 3aBucuMoct
oT TenecHoTo Tero (Bxk. Tabnuna 1, Touka 4.2), pukcupana no3a 130 mg ycTekuHyMad WiH miamnebo
Ha ceamuna 0.

[Tarmenture B UNITI-1 ca nexyBaHM HEYCIEIIHO WM UMAT HETIOHOCUMOCT KbM MpeIIecTBalla aHTH-
TNFa tepanus. [Tpubnuzurenno 48% OT MalIMEHTUTE ca JIEKYBaHU HEYCIICIIHO ¢ 1 mpe/iecTrala
anTu-TNFa Tepanus, a 52% ca nexyBaHU HEYCHEIHO ¢ 2 WiK 3 npeamectsamy antu-TNFo Tepanum.
B ToBa npoyusane 29,1% oT maneHTUTe UIMaT HEAOCTATHUYEH HavajIeH OTTOBODP (IbPBUYHH
HepecTnoHiepn), 69,4% ca ce MOBIHUSIIN, HO Ca TIPECTaHAIM J1a C€ TIOBIUABAT (BTOPUYHU
HepecnoHzaepu), a 36,4% umar HenoHocuMocT KbM aHTU-TNFa Tepanuu.

[Tanimentute B UNITI-2 ca nekyBaHH HEYCIEIIHO HAH-MAJIKO ¢ €JJHAa KOHBEHITMOHAIHA TEPATTHSI,
BKJIFOUUTEITHO KOPTHKOCTEPOUIN I UMYHOMOAYJIATOPH, KaTO WIH HE ca JIEKyBaHHU JHOCETa C aHTH-
TNF-a tepanus (68,6%), nnu ca nosyyaBanu npenu Tosa antu-TNFa Tepanust, Ho Ts € Ouna
neycnemsa (31,4%).

B neete UNITI-1 u UNITI-2 3Ha41MO O-roisiM NPOLEHT OT NallUEHTUTE B rpyIaTa, JICKyBaHa C
YCTEeKHHYMa0, ca ¢ KIIMHUYEH OTTOBOP U peMUCHs B cpaBHeHHe ¢ muaredo (Tabmuma 9). Knuamauaust
OTTOBOP U PEMUCHATA Ca 3HAYMMHU OULIC HA C€AMUILIA 3 IIpU MaUCHTUTE, JICKYBAHU C yCTCKI/IHyMa6, u
T€ MPOABJIKABAT Ja ce MoJo0psABaT 10 cexmuia 8. B Te3u npoyuBaHus ¢ MHAYKLUS e(hUKacHOCTTa €
I0-BHCOKA U C€ MOIAbpPKa 10-100pe B rpymnaTa ¢ 103a B 3aBUCUMOCT OT TEJIECHOTO TETJIO0, B
CpaBHEHHe ¢ rpynarta ¢ go3a 130 mg u mopaau ToBa Npu UHTPaBEHO3HA MHAYKLUSA Ce MPEenopbyBa
JI03UPAHETO B 3aBUCHMOCT OT TEJIECHOTO TEIJIO.

Tabnuya 5: Unoyxkyus Ha kaunuven omeogop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Ilnane6o |IIpenopbumte| Ilmanme6o |(IIpenopbumTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTEeKHHYMAa0 YCTEeKHHYMAa0
N =249 N =209
Kimanuna pemucus, ceqmuiia 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*
Komumraen otrosop (100 Touxn), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)
ceamuria 6
Kmrsen otrosop (100 Touxm), 50 (20,2%) | 94 37.8%) | 67 (32,1%) | 121 (57,9%)"
ceaMmuia 8
70-TOYKOB OTTOBOP, CEaAMHMIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTTOBOP, CEAMHUIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)"

Kimnanynata pemucus e onpenenena kato CDAI ckop < 150; KnuHu4HUAT OTTOBOp € OIpe/eeH KaTo HaMallCHUE Ha
CDALI ckop ¢ Haii-manko 100 Touky Uiy CbCTOSHHUE B KIMHUYHA PEMHCUS

70-TOUKOBHAT OTIOBOD € ompejesieH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex Ha autu-TNFo Tepanus

** Heycnex Ha KOHBEHIMOHAJIHATA TEPaIus

& p<0,001
® p<0,01

B npoyuBaneto ¢ nopabspskama tepanus (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT
100-TOYKOB KJIMHUYEH OTrOBOP Ha ceAMHUIa § OT HHAYKIHMATA ¢ ycTeKuHyMa0 B npoyuBanus UNITI-1
u UNITI-2. [TanmenTruTe ca paHIOMU3HPAHN Ha CXeMa Ha MOIIBPIKAII0 JICUCHHE C TTOIKOKHO
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npmwioxenue Ha 90 mg ycrekuayMab npes 8 ceamuity, 90 mg ycrekuayMad npe3 12 cenmuim uimu
m1are6o B MpoabIDKeHne Ha 44 cenMuIn (3a MPEenophUATETHATA TOIbpKAIIA 1032 BXK. TOUKa 4.2).

3HAYUMO TO-TOJISAM MPOIICHT MAUEHTH B TPYIUTE, JICKYBAaHU C YCTEKHUHYMa0, OUIbPIKAT KITHHUIHA
pEMUCHS 1 OTTOBOP Ha cenMuiia 44 B cpaBHEHHE C Tpymara Ha miane6o (Bx. Tadmmma 10).

Tabnuya 6: Ilooovporcane Ha knunuunus omeosop u pemucus 6 IM-UNITI (ceomuya 44, 52 ceomuyu
Om 3anoysane ¢ UHOYKYUOHHAMA 003a

Ilnanedo* 90 mg 90 mg
ycTeKMHYyMa0 | ycTeKHHyMad
npe3s npe3
8 ceamuuu 12 ceamunu
N=131" N =129*
N =128f

Knunnyna pemucus 36% 53%° 49%°
KiMHWY€eH 0TroBop 44% 59%° 58%°
Knuandaa pemucus 6€3 KOPTHKOCTEPOUAN 30% 47%* 43%"

Knnnndza peMucus npu nauueHTH:

B pCMUCH B HAYAJIOTO HAa NOAABPIKAIaATa

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

KOHMTO C€ BKIIFOYBAT OT IIPOYYBAHE

Y 0 B 0
CRD3002% 44% (31/70) | 63% (45/72) 57% (41/72)

KOHMTO HC Ca JICKYBaHHU J0CCra C aHTU-

Y 0 B 0
TNFa tepanus 49% (25/51) | 65% (34/52) 57% (30/53)

KOHMTO C€ BKIIFOYBAT OT IIPOYYBAHE

0, 0 0
CRD3001% 26% (16/61) | 41% (23/56) 39% (22/57)

Knunnunara pemucus e onpenenena katro CDAI ckop < 150; KnuHUUHUAT OTTOBOp € OIpeeNieH KaTo HaMaJeHHe Ha
CDALI ckop ¢ Haii-manko 100 TOuky WK ChCTOSHUE B KIMHUYHA PEMHUCHUS

* T'pynara Ha mane6o ce CbCTOM OT MALMEHTH, KOUTO Ca Ce MOBJIMSIIM OT YCTeKMHYMal M ca paHIOMH3UpPaHH 12

MOJTydaBarT IUanedo B Ha4aJIOTO Ha IO IbprKalara Teparis.

IManmenTn, konro mMat 100-TOUYKOB KIMHHYEH OTTOBOP KBM YCTEKHHYMa0 B HAUAJIOTO HA ITOIbpiKallaTa Tepamus

[lanuenTu, KOUTO HE ca ce MOBIMUIN OT KOHBEHLIMOHANIHATA Tepanus, HO He aHTU-TNFa Tepanus

P ey

[TaunenTtu, KOUTO ca pedpakTepHH WM UMAT HemoHOCUMOCT KbM aHTH-TNFa Tepamus
& p<0,01

® p<0,05

HOMUHAJHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPa KbM YCTEKHHYMa0 MY NPUIIOKEHHE TIpe3
12 cemMuITy U € MMO3BOJICHO KOPUTUPAHE Ha J03aTa Taka, ue Ja IMoTydaBaT yCTeKuHyMab 1mpe3

8 cenmunu. 3arybaTa Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 touku u > 100 Toukn
nosuienue crpsamo uzxogaus CDAI ckop.IIpy Te3u manyeHTH KIMHUYHA PEMUCHS CE ITOCTUTa NTPH
41,4% ot mauuenTtute 16 cenMuIy ciex KOpUTHPaHe Ha J03aTa.

[TanueHTHTE, KOUTO HE Ca MOCTUTHAIN KJIMHHYEH OTTOBOP KbM HHIYKIIHS C yCTEKHUHYMal Ha
cenmutia 8 ot mpoyuBanusaTa ¢ HHAYKIMS UNITI-1 u UNITI-2 (476 manueHTH), ca BKIIOYCHH B
HEPaHJOMH3HUpaHaTa YacT OT Mpoy4yBaHeTo ¢ moaabpxkama Tepanus (IM-UNITI) u ca nomyunnn
MOJIKOKHA WHXKEKIHs ¢ yereknaymab 90 mg mo ToBa Bpeme. Cien ocem ceqmuttu 50,5% ot
MAUEHTUTE ca NOCTUTHAIN KIIMHUYEH OTTOBOP U Ca MPOABIDKUIN Aa MOTy4yaBaT Mo bpKalia
Tepamnus pe3 8 ceamuity. [loBeueTo oT Te3n MaIrMeHTH ¢ MPOABDKUTENTHA TOIThpIKaIla Tepanus
noIbppkat orroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuia 44, KaTo MPOIIEHTHT UM €
1o100€H Ha TO3U MPH MANUEHTUTE, KOUTO MHPBOHAYAITHO Ca CE MOBIHUSIIN OT HHIAYKIIHAS C
yCTeKnHYMao.

Ot 131 nanmeHTH, KOUTO ca Ce MOBJIUSIN OT HHAYKIHA C YCTEKHHYMal U ca paHIOMU3HUPAHH B
rpynara Ha mianebo B Ha4alioTo Ha IMMPOYYBAaHETO ¢ MOAbPIKaIla Teparus, 51 BrociencTeue ca
3aryOuiiM OTroBOpa CHU U ca noay4yuin 90 mg ycTekuHyMab moakoxkHo npe3 8§ ceamunu. [loBeueTo ot
MAIMEeHTUTE, 3aryOniIi OTTOBOPA CH U TMIOAHOBWIIH JICUEHHETO C YCTEeKMHYMa0, ca ro HalpaBUiI B
pamkuTe Ha 24 cemMUI OT HHAYKIHOoHHaTa nHGY3us. Ot te3u 51 mamuentu 70,6% mocturar
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KIIMHIYEH O0TroBop U 39,2% mocturat KiInHUYHA peMucus 16 ceIMuIy cies moiydyaBaHeTo Ha
IbpBaTa MOJKOXKHA 7032 YCTEKHHYMa0.

B IM-UNITI nauuenTute, 3aBbPIININA MIPOYYBAHETO 10 ceaMuua 44, ca MOAXOASAIIN 1A TPOIBIIXKAT
JICYCHUETO B MIPOIBIDKEHNE Ha TIPpOoy4uBaHeTo. [lpu Becrmukute 567 marueHTH, BKIIOYCHN HA U JICKyBaHU
C YCTEKHHYMAa0 B MPOIBIDKCHUETO HA IIPOYYBAHETO, KIIMHUYHATA PEMUCHS U OTTOBOPHT OOMKHOBEHO
ce TOAIBPIKAT 10 ceamuia 252, kakto npu O6onHuTe ¢ Heycriex Ha TNF-repanuunte, Taka u npu
MAIUEHTUTE C HEYCIIeX Ha KOHBEHIIMOHATHUTE TePaIiu.

He ca YCTaHOBCHH HOBU C’LO6pa)KeHI/I$[ 3a 0€30IMaCHOCT IIpU yAbJDKaBaHC HA TOBA IIPOYYBAHC 10
5 TOAVHU Ha JICUCHHUEC IIPU MAUCHTHU C 6omect Ha Crohn.

Enoockonus

BBHIIHUAT BUA Ha TUraBUIATa € OLIEHEH CHIOCKOICKH NP 252 MalueHTy ¢ NOAXO0AAIIa H3X0JHa
€HJIOCKOIICKA aKTUBHOCT Ha 3a00JIsIBAaHETO B €IHO MOANpoyyYBaHe. [IbpBrYHaTa KpaliHa TOUKa €
MPOMSHA OT U3XOAHOTO HUBO Ha OMpPOCTEHUs CHIOCKOIICKH cKop mipu 0osiecT Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH ckop OT 5 uiie0-KOJIOHHH
CerMeHTa 3a HaJn4yre/pa3Mep Ha sI3BUTE, MPOLEHT Ha JIMTaBUYHATA TOBBPXHOCT, TOKPUTA OT SI3BH,
NPOIICHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHaTa OT JPYTH JIE3UH, U HAINYHE/BUJT Ha
cTecHsBaHUATa/CTpUKTypuTe. Ha cenmuna 8, ciien eaHNYHA HHTPaBEHO3HA MHAYKIMOHHA 1033,
npomsiHaTa B SES-CD ckopa e mo-rojisiMa B rpynara Ha yctekuaymab (n = 155, cpenna

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

Toenussane na pucmynume

B enna noarpymna naumeHTH ¢ ApeHupany GUCTyIH Ha U3X0AHO HUBO (8,8%; n = 26), ductynure Ha
12/15 (80%) OT NeKyBaHHUTE C YCTCKUHYMA0 MallMEHTH Ce TIOBIUABAT B MPOIBIDKCHUE Ha 44 ceIMULIN
(ompeneneno karo > 50% HamalieHHE OT U3XOJHO HMBO B IPOYYBAHETO C MHAYKIMA Ha Opost Ha
IOpeHupamuTte ¢puctynu) B cpaBHenue ¢ 5/11 (45,5%) c mnanedo.

Kauecmeo na srcusom, cevp3ano cvc 30pasemo

KauecTBOTO Ha )XHBOT, CBBP3aHO ChC 3/IPABETO, € OIIEHEHO MOCPEACTBOM BBIIpOCHUK pHu
BB3MAJIUTENHU 3a00isBanus Ha yepparta (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BenpocHuim SF-36. Ha cenmuna 8 manueHTHTe, MOMyYaBald yCTEKUHYMa0, MOKa3BaT CTATUCTUIECKU
3HAYUMO TO-TOJISIMO ¥ KIIMHUYHO 3HAYUMO 1ogo0penue Ha oommst IBDQ cxop u va 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 ¢ miane6o. B mpoyusaneto IM-UNITI no cenmuna 44 te3u mogodpeHust
O0OWMKHOBEHO C€ MOIBPIKAT IMO-T00pe MPH JIeKyBaHH C YCTEKWHYMal MalieHTH B CPaBHEHHE C
miare6o. [TomoOpeHneTo Ha Ka4eCTBOTO HA KHUBOT, CBBP3aHO ChC 31PaBETO, OOMKHOBEHO CE
MOJABPIKA MPe3 LUIOTO MPOABIDKEHHE A0 ceaMuia 252.

Vaueposen xonum

be3omacHocTTa M €pUKACHOCTTA Ha YCTEKMHYMAO0 ca OIIEHEHH B JBE PAHIOMHU3UPAHH, TBOHHOCIICIIH,
U1a11e00-KOHTPOIMPAHU, MHOIOLICHTPOBHU NIPOYUYBaHUS IIPU Bb3PACTHU MALUEHTH C YMEPEH 10 TEXBK
aKTUBEH YJIIEPO3eH KOJHT (cKop 1o Mayo 6 1o 12; engockoncku noackop > 2). Ilporpamara 3a
KJIMHUYHO pa3paboTBaHE ce CbCTOU OT €JHO MPOyUYBaHE ¢ MHTPABEHO3HA UHAYKLUS (HapeueHO
UNIFI-I) ¢ nedgenne mo 16 cemmuiiy, mocieaBaHo oT 44-ceIMIUYHO MPOYUIBAHE C TIOIIBPIKAIIO0
JIeYeHHE C MOJKOKHO NPUIIOKEHHE, C PAHAOMHU3HPAHO cliupaHe Ha JedeHnero (Hapeueno UNIFI-M),
KOETO MPEJCTABIABA Hall-ManKko 52 CeIMULIM HA TEpaITusl.

[IpencraBenute pesynraru 3a epukacHoct o UNIFI-I 1 UNIFI-M ce ocHOBaBaT Ha ieHTpaneH
IIperJie]] Ha €HAOCKOIINHTE.

UNIFI-I BxrouBa 961 narmenTn. [IspBuyHaTa KpaifHa TOYKa B IPOYIBAHETO C MHAYKIIHS €
MPOLEHTHT Ha YYaCTHULIUTE B KJIMHUYHA peMHUCHS Ha ceqMua §. [lanmenTure ca paHIOMU3UpPaHU Aa
NOJyYaT eHOKPaTHO MHTPABEHO3HO MpernopbunTenHara qudepeHurpana 1o3a 6 mg/kg (Bx.
Tabmuna 1, Touka 4.2 8 KXIT Ha STELARA 130 mg xoHueHTpar 3a nH(QY3HOHEH Pa3TBOp),
¢ukcupana noza 130 mg ycrekunymal wnn rianedo Ha ceqmuna 0.
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Pa3perieHo € e1HOBPEMEHHO IPUIIO)KEHUE Ha NIEPOPAIHI KOPTUKOCTEPOUIU, UMYHOMOYJIaTOpHU U
aMHHOCATHIMIATH, KaTo 90% OT manueHTHuTe NpOABKABAT Aa MOIy4aBaT Hali-MaJIKo €HO OT Te3U
JekapcTBa. BriroueHnTe manueHTy TpsiOBa 1a ca MpeMHUHAIN HEeYCIeIIHA KOHBEHIIMOHATHA Tepanus
(KOPTUKOCTEPOHIHN I HMyHOMO/TYJIATOPH) WM JICYCHNE ¢ HalH-MaJIKO €1HO OHOJIOTHYHO
nekapcTBeHo cpeacTBo (aHtaronuct Ha TNFo w/ninm Benonmzymab). [lpu 49% ot manuenTure
KOHBEHLMOHAJIHATA TEPAIus € HEYCIelIHa, HO He ¥ JICYUCHUETO C OMOIOTUYHO JIEKAPCTBEHO CPEACTBO
(ot xouTO 94% He ca JieKyBaHH Jiocera ¢ OMOJOrMYHH JIEKAPCTBEHH NMPOAYKTH). 51% OT manuenTure
ca JIEKyBaHHU HEYCIICITHO WJIX UMAT HEMTOHOCUMOCT KbM OMOJIOTHYHO JIEKAPCTBEHO CPENICTBO.
[pubnuzutenHo 50% oT nauueHTUTE ca JIEKyBaHU HEYCIEIIHO ¢ Hall-MalKo | mpeamnecTpaa anTH-
TNFa tepanus (0T kouto 48% IBpBUYHO HE ca ce MOBIUIIN), a 17% ca nmanu Hail-manko 1 Tepanus

c autu-TNFa cpenctBo u Beponmmusymad.

B UNIFI-I 3HaunM0 MO-roJisiM IpoLEHT OT MAlUEHTHUTE ca B KIMHUYHA PEMUCHS B IpyIaTa, JIEKyBaHa
C YCTEeKHHYMa0, B cpaBHeHHME ¢ muianedo Ha ceamuna 8 (Tabmuna 11). Ouie Ha ceqmuna 2, Hail-
paHHAaTa IUTaHUpaHa BU3WTA B IPOYYBAHETO, U P BCSIKA BU3UTA CJIE/ TOBA MO-T'OJISIM MPOLIEHT
MAIUEHTH C YCTEKMHYMa0 HAMAT PEKTAIHO KbPBEHE WM [MOCTUraT HOpMallHa YeCcTOTa Ha e eKaus
B CpaBHEHHE C MalMEHTHUTE Ha mane6o. HabmogaBanu ca 3HAYMMH Pas3ivKA MEXIY YCTEKHHYMa0 1
T1ane6o B YaCTUYHUA CKOp o Mayo ¥ CHMITOMaTHYHATa PEMUCHS OIlle Ha CeaMUIa 2.

EdwukacHocTTa € mo-prcoka B rpymara ¢ qudepeHiupanara 1o3a (6 mg/kg) B cpaBHeHHe ¢ TpymaTa ¢
no3a 130 mg o oTHOIIEHNE HAa N30paHN KpaliHU TOYKH U TIOpajJy ToBa AU(EpEHIIMPAHOTO TO3UPaHE

C€ NPEIopbUBa KaTO 103a 3a MHTPAaBCHO3HATAa MHAYKIHA.

Tabnuya 7: Pe3stome nHa ocnosnume pesyamamu 3a egpuxacnocm ¢ UNIFI-I (ceomuya 8)

ILnanedo IIpenopbuurtenHa
N =319 1032 yCTeKHHYMa6*
N =322
Knunnana pemucus™® 5% 16%°
[Tpn manmeHTy ¢ HeycHenrHa KOHBEHIIMOHAIHA, HO He 9% (15/158) 19% (29/156)"
1 OMOJIOTHYHA TepaIHs
[1pyu NAIMEHTH ¢ HEYCIENHA OHOIOTUYHA TEPATUs 1% (2/161) 13% (21/166)°
ITpu manmenTy ¢ HeycnenHa Tepamnus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
Taka M ¢ BeIonm3ymMad
Kiuauuen otrosop® 31% 62%"°
[Tpu manyeHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 35% (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIs
I[Tpy ManMEeHTH ¢ HEYCTENHA OUOJIOTHYHA TEPAIHS 27% (44/161) 57% (95/166)°
[Ipu nanuentu ¢ HeycnemHa Tepanus kakto ¢ TNF, 28% (13/47) 52% (30/58)°
TaKa U ¢ BeI0IM3yMad
JluraBuuHo o3/1paBsiBanHe’ 14% 27%*
I[Tpn manmeHTy ¢ HeycHenrHa KOHBEHIIMOHAIHA, HO He 21% (33/158) 33% (52/156)°
1 OMOJIOTHYHA TEepaITHsI
[Ipu nauueHTy ¢ HeycnemHa OHOJIOTHYHA TepaIus 7% (11/161) 21% (35/166)°
CuMnTOMaTUYHa peMHUCHS* 23% 45%°
KoMOuHMpaHo CUMIITOMATHYHA PEMHCHS U IATABUYIHO 89 2198
(1] (V]

o3/1paBsBaHe*
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Tabnuya 1 6 KXIT na STELARA 130 mg konyenmpam 3a ungysuonen pasmsop.
*  KnmaudHaTa peMucHs ce onpeaets Kato ckop mo Mayo < 2 myHkTa, 6e3 HHINBHUIyaJIeH ITOICKop > 1.

I[osa 3a I/IH(i)y3I/I$[ Ha yCTeKI/IHyMa6 IIpY MU3II0JI3BAHE HAa CXEMa Ha Ipujaraie Bb3 OCHOBA Ha TCJICCHOTO TEIJIO, YKa3aHa B

S Knuswanmst OTTOBOP C€ OIpeeisd KaTo HaMaJlsiBaHe CIPsIMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ >30% u >3
IIyHKTa, C HaMaJIIBaHe CIIPSIMO U3XOJHOTO HUBO Ha MOJICKOPA 33 PEKTAIHO KbPBEHE > 1 MU MOACKOP 3a PEKTAIHO

kbpBeHe 0 mum 1.
Awnraronuct Ha TNFa n/unn Begonusymab.

JIuraBuuHOTO O31paBsABaHE ce ONpeess KaTo eHI0CKOICKU oAcKop no Mayo 0 niu 1.

t CumnromaTH4HATa peMucus ce€ onpeaeiisd KaTto moJACKop 1o Mayo 3a 4e€CTOTa Ha ;[e(i)eKauH;{Ta Owm 1 n IIOJCKODP 3a

pexTanHo kbpBeHe 0.

+  KoMGMHALWATA OT CHMIITOMATHYHA peMHUCHs U JIMTaBUYHO O3/IpaBsBaHE Ce ONpeeis KaTo MOJICKOp 3a 4YeCTOTa Ha
nedexanusta 0 nm 1, moacKop 3a pekTaaHo KbpBeHe 0 ¥ eHgocKkoncky nojckop 0 mm 1.

& p<0,001
Homunanno 3naunmo (p < 0,001)
Homwunanso 3naunmo (p < 0,05)

B UNIFI-M ca onenenn 523 maInueHTH, MOCTUTHAIA KIIMHWYEH OTTOBOP C €HOKPATHO 1.V.
npwioxenue Ha ycrekuaymad B UNIFI-I. [Tanuentrute ca paHIoMU3upaHy 3a MOJTydaBaHe Ha
noJuTbpakaiia cxema ¢ 90 mg ycTeknHyMab IMoAKOKHO Ha Bceku 8 cenmuiy, 90 mg ycrekuHymab Ha
BCceKH 12 ceamuny Wiy Tiane0o B Mpoab/DKeHUE Ha 44 cemMuUIIy (3a IperopbhunTeTHaTa
noaabprkaia 1o3a Brkre Touka 4.2 Ha KXI1 Ha STELARA nmxekioneH pa3top ((1akoH) u
WHXKEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIHEHA CIIPUHIIOBKA WJIH B MIPEIBAPUTEIHO HAITBIHEHA

MUCAJIKA).

3HAYNMO IO-TOJISIM IMPOLCHT MAallMCHTH Ca B KIIMHWYHA PEMHCHS B IBCTC I'PYIH, JICKYBAHU C

YCTeKMHYMa0, B CpaBHEHHE ¢ rpynara ¢ mianedo Ha ceamuna 44 (k. Tadmuna 12).

Tabnuya 8: Pe3ziome na ocnosnume usmepumenu 3a eqpuxacrocm ¢ UNIFI-M (ceomuya 44;

52 ceOmuyu om 3ano4sane Ha UHOYKYUOHHAMA 0034)

Inanedo* 90 mg 90 mg
N=175 YCTEeKHHYMAa0 | yCTeKHMHYMAa0
npes npes
8 ceqmunm 12 cenmunu
N=176 N=172
Knunnyna pemucus™* 24% 44%? 38%°
IIpy MallMEHTH ¢ HEYCTIEIHA
KOHBEHIIMOHAIIHA, HO HE U OMOJOrHYHa 31% (27/87) 48% (41/85)" | 49% (50/102)"
Tepanus
gp“ MALHCHTH € HEYCHCHIta 17% (15/88) | 40% (36/91)® | 23% (16/70)"
VIOJIOTMYHA Tepanus
fﬁ?iuﬁﬁfﬁiéeﬁ?ﬁiﬁiJfﬁﬁﬁ? 15% (4/27) 33% (7121 | 23% (5/22)*
Ho;[m)pxcaHf Ha KIIMHUYEH OTTOBOP JI0 459 71%¢ 68%
ceamuna 443
IIpy MallMEHTH ¢ HEYCTIEIHA
KOHBEHI[MOHAIHA, HO HE M OMOJIOTHYHA 51% (44/87) 78% (66/85)° | 77% (78/102)"
Tepanus
Tlpy nauuent ¢ Heyeneria 39% (34/88) | 65% (59/91)" | 56% (39/70)"
OMOJIOTMYHA TepaIus
E;:g:i“;‘;‘;ﬁ;ggi“}fg{‘;ﬁ;g’;ggﬂ 41% (1127) | 67% (1421)* | 50% (11/22)"
JluraBuuHo o3/1paBsiBane’ 29% 51%° 44%°
Tonspxane Ha KIMHHYHA PEMHCHS 10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Knauuna pemMucus 6€3 KOPTHKOCTEPOUAS 23% 42%* 38%°
[TpOABIDKUTEIHA PEMUCHST 35% 57%" 48%"
CuMnToMaTHYHa peMUcHs* 45% 68%°" 62%"
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KOM6I/IHI/IpaH0 CUMIITOMATUYHA PEMUCUSA U

JIMTaBMYHO O3paBsiBaHe*
*  Cne HOBIMSIBAHE OT 1.V. YCTEKUHYMaO.

** KiuHWYHATA peMUCHS ce OIIpenes KaTo ckop o Mayo < 2 myHKTa, 0e3 HHIUBUyaJIeH OACKOop > 1.
§

28% 48%°* 41%"

KnuHUYHUAT OTTOBOP ce Ompesiesst KaTo HaMalsiBaHe CIPsIMO U3XOJHOTO HUBO Ha ckopa 1o Mayo ¢ > 30% u >3
ITyHKTA, C HAMAJSIBAHE CIPSIMO M3XOJHOTO HUBO Ha MOACKOPA 32 PEKTATHO KbPBEHE > | WIIN MOACKOP 33 PEKTAIHO
kbpBeHe 0 um 1.

AmnTtaronuct Ha TNFo n/unu Begonusymao.
JIuraBMYHOTO 03[paBsiBaHE CE ONpeells KaTo SHJOCKOICKH rojckop mo Mayo 0 v 1.

HOZ[Z['I)p)KaHeTO Ha KJIIMHWYHa pEMUCHUA 10 c€AMULIa 44 e OIpEACIICHO KaTO MallUCHTH B KIIMHUYHA PEMUCHUS 1O
Cenmuria 44 Cpe€a NaUCHTUTE B KIIMHUYHA PEMHUCHUA Ha U3XOJHOTO HUBO Ha IMOAAbpiKalIaTa (1)333.

Knuununara pemucust 6e3 KOPTUKOCTEPOU CE ONpeeNst KaTo MAalUeHTH B KIMHIYHA PEMUCHS, KOUTO HE MOTy4aBaT
KOPTUKOCTEPOUAU Ha ceqmuna 44.

IIpoaemxuTeIHaTa PEMHUCHUS CE OIMpPEENs KaTo YacTHYHA peMucust mo Mayo npu > 80% npH BCUYKM BU3UTH NPEU
ceqmuia 44 u yacTudHa peMucHs 1o Mayo mpu rociieiHaTta Bu3uTa (ceamuna 44).

CHUMITOMaTHYHATAa PEMHCHS Ce OIpeens KaTo nojackop o Mayo 3a uectora Ha aedexanusara 0 wmm 1 u noackop 3a
pexTanHo kbpBeHe 0.

KomOunanusita 0T cHMITOMaTHYHA PEMUCHS U JINTABUYHO O37IPaBsSBaHE Ce ONPENEIIs KaTo MOACKOP 3a YECTOTa Ha
nedexarusata 0 wan 1, moacKop 3a peKTaiaHo KbpBeHe 0 u eHaockoncky noackop 0 umm 1.

& p<0,001

® p<0,05

Homunanno 3uaunmo (p < 0,001)

Homunanuo 3naunmo (p < 0,05)

Be3 crarucrtuuecka 3HauUMOCT

brnaronpusatHusT epekT Ha ycTeKnHyMal BbPXY KIMHHYHHS OTTOBOP, TUTABUYHOTO O37]paBsSBaHE U
KIIMHUYHATA PEMUCHS ¢ HaOII0aBaH Py WHAYKIUS U MTOAIBPIKAIIO JICYCHUE KaKTO MPH MAIUCHTHTE
C HeyCIelHa KOHBEHIIMOHATHA, HO HE ¥ OMOJIOTHYHA Tepamusl, Taka U MPH MalEeHTHTE C Hali-MaJIKO
€[lHa IpeIeCTBAIA HEyCIIEIIHA Tepanus ¢ aHTaroHucT Ha TNFo, BKIIFOUNTENHO IPU MALIUEHTH,
KOUTO ITbPBUYHO HE Ca Ce MOBJIUSIN OT Tepanus ¢ aHTaronucT Ha TNFa. brnaronpusten edekr e
HAOII0JaBaH CHIIO U MPU HHAYKIIHS MTPY MAIUEHTH C Hali-MaJIKO €/IHa HEYCIIEIIHA TpeIIecTBaIIa
tepanus ¢ aHtaronucT Ha TNFa 1 Begonu3ymab, HO OposT Ha MAIMEHTUTE B Ta3H MOArPYyIa € TBbPIC
MAaJTbK, 32 Jia C€ HAMpaBsAT KaTeTOPUYHH 3aKIIFOUSHHsI OTHOCHO OJIArONPHUATHUS €PEKT 110 BpeMe Ha
MOAIbpIKAIlATa TePANus B Ta3U rpyra.

THayuenmu, nosiuseawu ce om UHOYKYUsL ¢ yCMeKunymao na ceomuya 16

Ha manmenture, ileKkyBaHu ¢ ycTeKUHyMa0, KOUTO HE ca MOIy4YHiIn oTroBop Ha ceamuna 8 B UNIFI-I,
e npuwioxker 90 mg ycrekunymao s.c. Ha ceamuna 8 (36% ot mamuerture). Ot 11X 9% oT
MaIMEeHTHTE, KOUTO ITbPBOHAYAIIHO Ca PaHAOMH3HPAHH 32 MMOJyyaBaHe Ha MPENOpPbYHTEIHATA
WHAYKIIMOHHA 71034, TIOCTUTAT KJIMHUYHA peMucHS, a 58% MOCTUraT KIIMHUYEeH OTTOBOP Ha

Cenmuna 16.

[armenTrTe 6€3 KIMHUYEH OTTOBOP KbM MHIYKIUS C YCTEKHHYMab Ha cenqMuIia § B MPOYYBAHETO
UNFI-1, HO ¢ oTroBop Ha ceamumna 16 (157 nanueHTH), ca BKIFOUYEHU B HEpaHIOMI3HpaHaTa 4acT Ha
UNIFI-M 1 ca npoabKUiIM Ja MoTyvyaBaT HoJAbpiKallia 103a Ha BCEKU 8 CEeAMMUIIN; TIOBEYETO OT Te3U
nanueHTu (62%) momabppxkaT oTroBopa, a 30% nocturat peMucus Ha ceamuiia 44.

TIpoovioicenue na npoyusanemo

B UNIFI nanuenTuTe, 3aBBPIIMIN IPOYyYBAHETO A0 ceAMUIia 44, ca moaXo sy Ja MpoabKaT
JIEYEHUETO B MPOABIKEHUE Ha poyuBaneTo. Cpen 400-Te maleHTH, KOUTO Ca BKIOYEHHU HA U
JIEKyBaHU C yCTeKHHYyMa0 Ha Bceku 12 i 8 ceAMHIN B IPOIBIDKEHUETO HA TPOYYBAHETO,
CHUMIITOMaTHYHATa peMHCHsI OOMKHOBEHO ce 3amna3Ba Jo 200-Ta ceqmuia npy MaueHTH, C HeyCIenHa
KOHBEHIIMOHAIHA (HO HEe W OMOJIOTMYHA Teparnusi) U Te3H ¢ HeycIelHa OMoIoruYHa Tepanus,
BKITFOUMTEITHO TE3W C HeycrexX KakTo ¢ aHTH- I NF, Taka u ¢ Bemonuzymab. Cpe manueHTHTe, KOUTO ca
MOJTYYHIIH 4-TOAMIIHO JIeUeHHEe C YCTEeKHHYMab U ca OLIEHEeHU ¢ OMOIITA Ha ITBJIHHUA CKOp 1o Mayo 3a
nobppxkane Ha ceamuiia 200, crorBeTHO 74,2% (69/93) 1 68,3% (41/60) mopabpxar 3a3apaBsiBaHETO
Ha JIMTaBUILATA U KIIMHUYHATA PEMUCHSL.
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AHamu3bT 32 0€301acHOCT, BKiIFoUBan 457 naruenTy (1289,9-narmeHTOronMHN ), IPOCICACHH 0
220 ceamuiy, 1Mokasa, ue mpouiIbT Ha 0e30macHOCT My 44 u 220 cenMuIa, € CpaBHUM C TO3H,
HaOmronasad no 44-ta ceqmuiia.

He ca ycranoBeHH HOBU ChOOpaXeHHs 32 OE30MACHOCT IIPU TOBA MPOABIDKEHHUE HAa IPOYYBAHETO MPH
MAIMEeHTH C YJIIIEPO3eH KOJIHUT, JIEKYBaHH JI0 4 TOIWHU.

Enoockoncko nopmanusupane

EnnockonckoTo HopManu3upaHe € OTNpeAeseHo KaTo €HA0CKOTICKH MmoAcKop mo Mayo 0 u e
HabmonaBaHo omie Ha cenmuna 8 B UNIFI-I. Ha ceqmutia 44 or UNIFI-M 1o ce moctura mpu 24% u
29% OT mauMeHTuTe, JIEKyBaHU C yCTEKUHYMal ChOTBETHO Ha BCEKH 12 uiu § ceAMUIM, B CpaBHEHUE
¢ 18% ot marmenTHTe B rpymnara c miamebo.

Xucmono2uuro u Xucmo-eHo00CKONCKO AUSABUYHO 030PABSIBAHE

XHCTOJIOTHYHOTO 03/IpaBsiBaHe (OMpeecHO KaTo HeyTpoduiHa nHGUATpaus B < 5% OT KPUNTHUTE,
0e3 pa3pylaBaHe Ha KPUITUTE U 0€3 €pO3HH, YIIEpali UK IPaHyJIallMOHHA ThKaH) € OIIeHsSBAaHO Ha
ceaqmuua 8 B UNIFI-I u Ha ceqmuna 44 8 UNIFI-M. Ha ceaqmuna 8, cien eqHOKpaTHA HHTPABEHO3HA
WHAYKIMOHHA J103a, 3HAYMMO I10-TOJISIM MPOIEHT MAaIeHTH B TpyIiaTa ¢ MpernopbYuTeaHara 103a
MOCTUTAT XUCTOJIOTUIHO o3/paBsaBane (36%) B cpaBHEHHE C MAIIMEHTUTE B TpymaTa ¢ miareoo (22%).
Ha cenmuna 44 mogmbprxane Ha TO3H e(eKT ce HaOIII01aBa Py 3HAYMMO TTOBEY€e MAIUeHTH C
XHMCTOJIOTHYHO O37paBsBaHE B IPYIIUTE C yCTEKHHYMab Ha Bcskal2-ta ceqmuna (54%) v Ha Besika 8-
Ma cenmuiia (59%) B cpaBHeHHe ¢ Tiane6o (33%).

KombOuampaHna kpaifHa TO4Ka — XUCTO-SHIOCKOIICKO JIMTABHYHO O37paBsBaHe, OMPEIEICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHeE, € OLICHEHA Ha CeaMHIa 8 B
UNIFI-I u Ha cenmunia 44 B UNIFI-M. [TanuenTture, nojydyaBaiu yCTEKHHYMa0 B IPEMOPBUYUTEITHATA
J103a, MOKa3BaT 3HAYMMO IMOI00pEeHNe Ha KpailHaTa TOYKa, XUCTO-CHJOCKOIICKO JINTaBHIHO
037paBsiBaHE Ha ceaMuLa 8, B rpynara ¢ ycrekunymad (18%) B cpaBHeHue ¢ rpymnaTta ¢ mianedo (9%).
Ha cenmuna 44 nmogbprxkaHe Ha TO3H e(hEKT ce HaOJII01aBa IPY 3HAYMMO T0BEYE MAIUSHTH C XUCTO-
€HJI0CKOIICKO JINTaBUYHO 037paBsiBaHE B IPYNHTE C yCTeKnHyMab Ha Besika 12-ta ceamuna (39%) u Ha
Bcsika 8-Ma cenmutia (46%) B cpaBHeHUe ¢ miane6o (24%).

Kauecmeo na srcueom, cevp3zano cwve 30pagemo

KauecTBOTO Ha )KMBOT, CBBP3aHO ChC 3/IPABETO, € OLICHSIBAHO Ype3 BBIPOCHUK MPU BH3MATUTEIHH
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Bpnpocuunure SF-36
u EuroQoL-5D (EQ-5D).

Ha cenmuna 8 8 UNIFI-I mammenTure, mory4aBany yCTEKHHYMa0, MOKa3BaT 3HAYMMO ITO-TOJISIMO U
KIIMHUYHO 3HauuMOo notoopenue Ha oomus IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHEeHHE C I11a1e0o.
Tora momobpeHue ce moTbpka Mpy MAIUEeHTUTE, JeKyBaHu ¢ yerekuaymad, B UNIFI-M no
ceamuria 44, ITogoOpeHneTo Ha KaueCTBOTO Ha )KHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOJUIbp3Ka Mpe3 LsUI0TO NpoabpkeHue 1o ceamuua 200.

[TanuenTure, monyvYaBaau yCTEKUHYMa0, IMaT 3HAYMMO IMO-TOJISIMO MOTI0OpPEHHE Ha PO TyKTUBHOCTTA
npu paboTa, OLIEHEHO Ype3 MO-TOJISIMO HaMallsiBaHEe Ha OOIIOTO HApyIIeHUe Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OIIcHeHH upe3 BhllpocHnka WPAI-GH, 0TKOKOTO ManuenTure,
oJIy4aBajy miamnedo.

Xocnumanusayuu u onepayuu, cevpanu ¢ yayeposer koaum (YK)

Ho cenvuria 8§ 8 UNIFI-I mporieHTHT Ha YIACTHHIMTE C XOCIIUTAIN3aIlNN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUaCTHULUTE B rpymara ¢ NpenopbyuTenHaTa go03a ycrekuaymao (1,6%, 5/322) B
CpaBHEHME C YUYaCTHULHTE B rpynara ¢ mianebo (4,4%, 14/319), kato HUKOI OT Y4aCTHHULIUTE,
MOJTy4aBaJId yCTEKHHyMal B PEMOPBhUNTEIHATA HHAYKIIOHHA /1033, HE € MO/JI0KEH Ha OTeparus,
cebp3ana ¢ YK, B cpaBHenue ¢ 0,6% (2/319) oT yyacTHUIMTE B Tpymnara ¢ miamneoo.
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Ho cenvuria 44 8 UNIFI-M 3Ha9mMO 1MO-HUCHK OpO¥ XocTIMTaIM3amnum, CBep3anu ¢ YK, e
HaOJFO/IaBaH MPH yYacTHUIINTE B KOMOMHHpaHaTa rpymna ¢ yerekuaymab (2,0%, 7/348) B cpaBHeHue ¢
YYacTHUIMTE B Tpymara ¢ miamnebo (5,7%, 10/175). Unucneno mo-manbk Opol yU4aCTHHUIU B TpyIiaTa ¢
ycrekuayMab (0,6%, 2/348) ca moanoxxeH Ha orepaius, CBbp3aHa ¢ YK, B cpaBHEeHHE C
ydacTHUIUTE B rpynara ¢ miane6o (1,7%, 3/175) no cenmuna 44.

HUmyHorennoct
ITo BpeMe Ha JieueHHE ¢ YCTEKMHYMa0 MOTaT J1a Ce Pa3BUAT aHTUTENA CPEIly YCTEKHHyMa0 1

MMOBEYETO OT TAX ca HeyTpam3upamu. O0pa3yBaHEeTo Ha aHTHTENA CPEITy YCTEKHHYMa0 € CBhpP3aHO C
MOBHIIICH KIMPHHC HA YCTEKUHYMa0 mpu manueHTH ¢ 6oect Ha Crohn wiu ynmeposen konut. He e
HaOII0JaBaHa HaMaseHa epukacHocT. He ce HaOmro1aBa oueBUHA 3aBUCUMOCT MEXK/Ty HATUYUETO HA
aHTHUTEIA CPellly YCTeKUHYMAa0 | MOsBaTa HA PEaKIMy Ha MSICTOTO Ha MHXCKTHPAHE.

[lenuarpuyHa NomyIarus

EBporeiickarta areHus 1o JeKapcTBara oriara 3abDKEHHETO 3a IPEOCTaBsIHe Ha PEe3YITaTUTE OT
MPOyYBaHUATA C yCTEKMHYMa0 B €/IHa WIJIM TIOBEYE MOATPYITH HA MIeANaTpHIHATA TIOMYIalns Py
IOBCHUJICH UIUOTIATHUEH apTpuT. [IpeaBapuTeHO HAIThJIHEHATA MTUCANIKA HE € TPOyYBaHa IpH
neAnaTpUYHaTa MTOMyJIalKsA U HE Ce TIPEnopbhyBa 3a yrnoTpeda Mpu neAuaTpruIHy MalieHTH.

5.2 ®apmMakoKWHeTHYHH CBOMCTBA

AOGcopOuus
Menuanara Ha BpeMe 3a JOCTUTaHE Ha MaKCHMalTHa CepyMHa KOHIIEHTPAIUS (tmax) € 8,5 AHH ciien

€HOKpATHO NpriIokeHne Ha 90 mg MOIKOKHO MPU 3APaBU MAUCHTH. MeMaHaTa tmax HA
YCTEKMHYMa0 CIie]] €THOKpATHO MpHiIoxkeHue Ha 45 mg i 90 mg MOAKOXKHO IPH TAIUEHTH C
TICOPHUA3HUC ca CXOHU C HAOII0JaBaHUTE TIPHU 3PABH MAIUEHTH.

AOcomoTHaTa OMOHAIMYHOCT HAa YCTEKHHYMa0 Clie]] €THOKPATHO MOJIKOKHO TPUIIOKCHHE €
n3uncieHa Ha 57,2% mpu maueHTy ¢ IcopHasuc.

PasnpeneneHue
Mennanata Ha o0eMa Ha pasnpesencHie B TepMuHaiHaTa gasza (Vz) cien emHOKpaTHO HHTPABEHO3HO

MIPUJIOKEHHUE MIPH MAIMEHTH ¢ TICOpHa3uc Bapupa ot 57 mo 83 ml/kg.

BuorpancdhopMmarus
TOYHMAT BT Ha MeTabOIU3NpaHe HA YCTEKMHYMa0 He € U3BECTEH.

Enumunupane
Menunanata Ha cuctemMans kupbsHC (CL) cieq emHOKpaTHO HHTPaBEHO3HO MPUIIOKEHUE TIPH

MalMeHTH ¢ icopuasuc Bapupa ot 1,99 1o 2,34 ml/nen/kg. Mennanata Ha momyxuBoTa (ti2) Ha
yCTEKHHYMa0 € MPUONMU3UTENTHO 3 CEIMHIM NPH MALMEHTH ¢ TICOpUa3uc, IICOpUaTUICH apTPUT, O0IeCT
Ha Crohn wnm yimepo3eH KOuT 1 Bapupa oT 15 10 32 n1Hu BbB BCUYKH IPOYIBAHKS HA ICOPHA3UC U
nicopuatiuueH apTpuT. ChIIacHO MpoBeeH (GapMaKOKHHETHYEH aHAIHM3 Ha MOIMYIAHUATa IPUBHIHHUAT
kiupbHC (CL/F) u npuBuanust o6em Ha pasnpeaenenue (V/F) ca crorBetno 0,465 1/d u 15,7 | nmpu
nanueHTH ¢ ncopuasuc. CL/F Ha ycTeknHyMab He € 3aBHCHM OT Tosia. Pe3ynraTu oT momynanioHeH
(hapMaKkOKMHETHYEH aHAITN3 TIOKA3BaT, Ye UMa TEHJICHIINS KbM MO-BUCOK KIMPHHC HA YCTEKHHYMa0
NpY TALMEHTUTE, AaJIH OJI0KUTENICH Pe3YJITaT Ha U3CIEIBAaHETO 3a AaHTHUTEIIA CPEIy YCTEKUHyMao.

JIuHelHoCT Ha jio3aTa

CuctemHarta excio3uiust Ha ycTeKUHYMao (Crax 1 AUC) ce yBennuaBa 1o Ha4uH, NPUOTU3UTETHO
MPOTOPITHOHANICH HA J103aTa, CJIe] €IHOKPATHO HHTPABEHO3HO MPHJIOKECHUE HA 03U B TPaHUIATA
mexay 0,09 mg/kg u 4,5 mg/kg uiau ciaen eTHOKPATHO MOAKOYKHO MPHIOKECHUE HA 103U B TpaHMIIaTa
Mexay 24 mg u 240 mg mpu MaueHTH ¢ TICOPHUA3HC.

EnnnanyHa cpenty MHOTOKpaTHa 1032
[MpodpuuTe Ha cepyMHA KOHIICHTPAILIUA-BpeMe Ha YCTEKHHYMA0 ca MPUHIUITHO MPEABUIUMH CJIE]T
MOJAKOXKHOTO MPUJIOKEHUE Ha €THOKPATHU U MHOTOKPATHU J03U. [Ipy manueHTu ¢ ncopuasuc
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CTallMOHAPHUTE CEPyMHU KOHIICHTPAIMH Ha YCTEKNHYMa0 ca JOCTUTHATH B ceiMuIla 28 cren
IbPBOHAYATHU TIOJKOXHH J103H B ceMutiy 0 1 4, mocieiBaHu OT 03U Ha BCeKH 12 ceMHuIIu.
Menuanara Ha CTalliOHApHATA CEPYMHA KOHIIEHTpanus € B rpanuiute Mmexay 0,21 pg/ml u
0,26 pg/ml (45 mg) u mexay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hama oveBuHO KyMyIupaHe B
cepyMHaTa KOHIICHTpAIlHs Ha yCTeKHHYMal ¢ BpEMEeTo, KOraTo ce Ipuiiara moJK0KHO Ha BCEKH
12 cepmutn.

[Ipu manmenTu ¢ 6osect Ha Crohn u yJEepo3eH KOJIUT Clie] MHTPaBeHO3Ha J103a ~6 mg/kg ce mpuiiara
MOJIKOYKHA MOJIIbpoKaiia Tepamusg oT 90 mg ycreknnymab mpes 8 nin 12 ceMuIy, KOSTO 3ar04YBa Ha
cenmuia 8. KoHLeHTpauus Ha yCTeKMHYMa0 B CTAlIMOHAPHO CHCTOSIHUE CE IOCTUTa KbM HA4alnoToO Ha
BTOparta noaxbpikama go3a. [lpu nanmentu ¢ 6onect na Crohn Meananara Ha Hall-HUCKUTE
KOHIICHTPAI[MK B CTAI[MOHAPHO ChCTOsHUE Bapupa oT 1,97 pug/ml g0 2,24 ug/ml u ot 0,61 pg/ml no
0,76 pg/ml 3a ycrekunymad 90 mg choTBeTHO mpe3 8§ ceamuiy win npe3 12 ceamunu. [pu nanuentu
C YJLEPO3€eH KOIUT MENaHaTa Ha Hail-HUCKUTE KOHLIEHTPALMH B CTALIMOHAPHO CHCTOSIHUE BapHpa OT
2,69 ug/ml g0 3,09 ug/ml u ot 0,92 pg/ml oo 1,19 ug/ml 3a 90 mg ycrekuHyMad Ha BCEKH 8 CeIMUIIN
WM Ha Bceku 12 cenqmunu. Hali-HuCKUTE HUBA HA YCTEKWHYMAO B CTAIMOHAPHO ChCTOSHUE, TIOTyYEHH
mpu 90 mg ycreknHyMal Tpe3 8 CeMHUIIN, ca CBhP3aHH C 0-BUCOKA YECTOTa Ha KIIMHIHYHA PEMUCHS B
CpaBHEHHUE C Hall-HUCKUTE HUBA B CTAIIIOHAPHO ChCTOstHUE ciien 90 mg nipe3 12 cenmuiin.

BuusiHye Ha TernoTo BepXy (hapMaKOKHMHETHKATA

B npoBenen nomynanuoHeH ¢papMaKOKHHETHYECH aHAJIHU3, KbAETO Ca W3MOI3BAaHH JaHHHU OT MAllHEeHTH
C IICOpHA3MC € KOHCTaTUPAHO, Ye TEJIECHOTO TEIJIO € Hali-3HauMMaTa KOBapuaTa, BIUseIa BbPXY
KJIMpbHCA Ha ycTeknHyma0. Menuanarta na CL/F npu nanuentu ¢ terno > 100 kg e npubnusurenHo ¢
55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ Terao < 100 kg. Mennanara va V/F npu nauueHTy ¢ TErio
> 100 kg e npubmmsutenno ¢ 37% mo-BUCOK B cpaBHeHHUe ¢ nanueHTH ¢ Terio < 100 kg. Menuanara
Ha MUHMMAaJIHU CEPYMHH KOHLIEHTpAllMY Ha yCTEKUHYMaO0 MPH NalEeHTH € I10-TOJISIMO TErJIo

(> 100 kg) B rpynaTta ¢ no3a 90 mg ca momoOHU Ha Te3U NPH MAMUEHTHUTE C Mo-Manko Terio (< 100 kg)
B rpynara c 1o3a 45 mg. [TonoOHu pe3yaTaTi ca moydyeHu OT MOTBbPAUTENeH (apMaKOKHHETHUCH
MIOITYJIAIIMOHEH aHAJIN3, KBAETO ca U3IMOJI3BaHU JAHHU OT MAIMEeHTH C ICOPUATHYEH apTpPHT.

Kopurupane Ha yecToTaTa Ha IPUIIOKECHHE

BB3 ocHOBa Ha HaOmOMaBaHWTe MaHHU U nomynanuonHuTe OK anann3u mpu napeHTy ¢ 00JecT Ha
Crohn u ¢ yniepo3eH KOJIHT paHIOMUA3UPAHUTE YYACTHHIIN, KOUTO TIPECTAHAT Jia CE MOBIHSIBAT OT
JICYCHUETO, UMAT MO-HUCKH CEPYMHHU KOHIEHTPALUHN HA YCTEKHHYMa0 BbB BPEMETO B CPaBHEHHE C
YYaCTHHIINTE, KOUTO HE ca 3aryomnu otroBop. IIpu 6omectra Ha Crohn Kopurupanero Ha 103ata OT
90 mg Ha Bceku 12 cenmunm Ha 90 mg Ha BCEKH 8 CEMUITH € CBhP3aHO C TIOBHUINIABAHE HA Hal-
HUCKHUTE KOHIEHTPALUHU HA YCTEKHHYMa0, KaTo TOBA C€ ChIIBTCTBA C MIOBUILIABAHE Ha e(h)UKACHOCTTA.
[Ipu ynueposen koaut nomyiaunoned @K mMozaen mokassa, 4e KOpUrupaHeTo Ha no3ata ot 90 mg Ha
BcekH 12 cenMuIy Ha 8§ ceMHIIA MOJKE /1a C€ OYaKBa J1a I0BeZe 0 3-KpaTHO yBeTUYEeHNE Ha Hall-
HUCKHUTE KOHLIEHTPALMU HA YCTEKMHYMa0 B CTallMOHAPHO chcTossHue. OCBEH TOBA, Bb3 OCHOBA Ha
JIAHHY OT KJIMHUYHUTE U3MUTBAHUS, TIPY TAIIMEHTH C YJIIIEPO3CH KOJIUT € YCTAHOBEHA MOJIOKUTETHA
BPB3Ka CKCIIO3NIHUA-OTTOBOP MEKIAY HaW-HUCKUTE KOHIOCHTpAIUN U KIMHUYHATA PEMHUCUA U
JUTaBUYHOTO O3/IpaBsIBaHE.

CrernuansHy MOIyJIAIHNA
Hsama nannyau GapMaKOKMHETHYHH JaHHU IIPH MAIMEHTH C YBpeaeHa ObOpeUHa HiId YepHOApOOHA
(dhynkius. He ca mpoBe/ieHN KOHKPETHH MTPOYYBaHUS IPHU MAIIMCHTH B CTapUecKa Bh3pacT.

®dapMaKOKHHETHKATa Ha YCTEKHHYMa0 KaTo ISUI0 € CPaBHUMA MEXKTy IMallMeHTH C TICOPHA3HC U
YILIEPO3€H KOJIUT OT a3UaTCKU U Hea3HaTCKU MPOU3XOI.

[Ipu manmenTu ¢ 6osect Ha Crohn u yJepo3eH KOJUT BapuaOMIHOCTTa Ha KJIMPBhHCA HA YCTEKUHYMa0
Cce MOBJIMABA OT TEJIECHOTO TETJIO, HUBOTO Ha CEPYMHUS allOyMHH, [10JIa ¥ CTaTyca M0 OTHOIICHHE Ha
aHTHTENIaTa CPelly YCTEeKHHYMa0, TOKaToO TEIeCHOTO TETJIO € Hali-3HAYMMaTa KOBapuaTa, BIHseIa
BBPXY 0OeMa Ha pasnpeencHue. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHCHT ce noBnusBa ot C-
PCAKTUBHUA MPOTCHUH, CTAaTyCa 110 OTHOIICHNUE HAa HCYCIICX HaA JICHCHUCTO C TNF-anTaronucTu u
pacara (a3uaTCKH CIPAMO HEa3HaTCKH MPOM3X0.). Bbh3aelcTBIETO HA Te3U KOBAPUATH € B PAMKHTE Ha
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+20% OoT TUIIMYHATa WK pedepeHTHaTa CTOMHOCT Ha choTBeTHUS DK mapaMeTsp, mopaau ToBa He €
Heo0X0IMMa KOPEKITU Ha J103aTa 3a Te3U KoBapuaTu. EnHoBpemMenHara yrnorpeda Ha
UMYHOMO/TYJIATOPY HsMa 3HAYHUTEITHO BIUSHUE BBPXY Pa3lpeIeICHHETO Ha YCTEKHHYMaO0.

Pesynratu ot apMakOKMHETHYCH aHAJIHM3 Ha ITOMYJIAIMITa He IOKAa3BaT BIMSHIE HA TIOTIOH WM
aJIKOXO0J BBPXY (papMakOKMHETHKATA Ha YCTEKHHYMaO.

buonannmarocTTa Ha yCTeKI/IHYMa6 CJICT MMIPUIIOKCHUE CHC CIIPUHIOBKA WM MTPEABAPUTCIIHO
HaITbJIHCHA IMUCaJIKa € CpaBHUMaA.

IIpenBapuTenHo HabJIHEHATA TUCAJIKA HE € IPOYyYBaHa MpH MeIuaTpUIHATA TOIyJIalUs U HE ce
npenopbyBa 3a yrnorpeda npu neIuaTpuyHy MalHeHTH.

Perynupane Ha CYP450 enzumu

Edexrure na IL-12 wiu IL-23 Bbpxy peryaupaneTo Ha CYP450 eH3uMuTe ca OLIEHEHH B i Vitro
MIPOYYBaHE C U3IMOJI3BAaHE HA YOBEIIKH XCIATOIUTH, KOeTO mokasea, ye IL-12 u/unum IL-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOCTTa Ha YoBemkuTe CYP450 enzumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; BX. Touka 4.5).

[IpoBeneHo e oTkpuTo NpoyuBaHe (aza 1 3a nexapcTBenu B3aumoaericteus CNTO1275CRD1003 3a
OLIEHKA Ha eeKTa Ha yCTeKUHyMal BbpPXY €H3MMHATa aKTUBHOCT Ha UToXpoM P450 ciex nHayKms
U TIOJITBPIKAIIIO MTPHJIaraHe Ny ManueHT ¢ akTuBHa Oonect Ha Crohn (n=18). He ca HabnronaBaHu
KIIMHUYHO 3HAYUMHU NMPOMeHH B excnozunusaTa Ha kodenH (CYP1A2 cybGerpar), Bapdapun

(CYP2C9 cybcerpar) omenpazon (CYP2C19 cy6erpar), aekcrpomeropdan (CYP2D6 cyOerpar) nim
munazonaMm (CYP3A cy6Gcerpar), KoraTo ce U3Moi3Bar ChIIbTCTBAINO C YCTEKHHYMa0 MpH oJlo0peHara
NpenopbUYUTENHA TO3MPOBKA NpH marueHT ¢ 6osect Ha Crohn (Bk. Touka 4.5).

5.3 IIpeakJMHUYHU JaHHH 32 0€30MACHOCT

HexnuHn4HuTE JaHHU HE MOKa3BaT 0COOEH PUCK (HANp. TOKCUYHOCT Ha OpraHuTe) 3a Xopa Ha Oa3ara
Ha M3MUTBAHUATA 32 TOKCUYHOCT P MHOTOKPATHO IpUiIaraHe, TOKCHYHOCT 33 Pa3BUTHETO U
PENPOYKTHBHA TOKCHYHOCT, BKIIFOUUTEITHO U (hapMaKoJIOTHYHHUTE OIIeHKH 3a Oe3omacHocT. [Tpn
NPOYYBaHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOYKTHBHA TOKCHYHOCT TP JIBJITOOMAIATH MaKaIH
He ce Ha0JIroaBaT HeXxeNnaH!u eeKTH BbpXY (epTuiinTeTa Ipu MBXKHTE, KAKTO U BPOACHH Je(eKTH
WJIM TOKCUYHOCT 3a pa3BuUTHETO. He ce HaOmogaBar HexxenaHu epeKTH BbpXy QepTHiInTeTa Mpu
YKEHCKHTE MPH yrnoTpedaTa Ha aHATOTHYHO aHTUTsUIo cperty [L-12/23 npu Muky.

Jlo3oBUTE HUBA B MPOYYBAHMS IIPU )KUBOTHH ca 01130 45 MBTU MO-BUCOKH OT Hal-BUCOKaTa
CKBUBAJICHTHA /1034, MIPCABUIKAAaHa 3a IMPUJIIOKCHUC MTPU MAIUCHTU C IICOPUA3uC, U BOIAAT 10
MAaKCUMAaJIHU CEpyMHU KOHLICHTPALUU IPU MalMyHHU, KOUTO ca HaA 100 mbTH NO-BUCOKU OT
KOHIICHTpAaLMKUTE, HAOJII01aBaHU IIPU XOpa.

He ca MMPOBCKJIAHN NPOYUBAHUA 3a KAPLIUHOI'CHHOCT C yCTeKI/IHYMa6 mopaau Jurcara Ha moAXo A
MOJIETH 32 aHTUTSIIO 0e3 KphcTocaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaym.

6. OAPMAIEBTUYHHU JAHHU

6.1 Chnucbk Ha IOMOIIHHUTE BelleCTBA

L-xuctuanu

L-XHUCTUIMHOB MOHOXUAPOXJIOPU MOHOXUAPAT

[Momucopoar 80 (E433)

3axapo3a
Bopa 3a nrxkexmn
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6.2 HecnBMecTHMOCTH

[Ipu nunca Ha mpoy4YBaHMs 32 HECHBMECTUMOCTH, TO3H JIEKapCTBEH NMPOIYKT HE TPsIOBa Ja ce cMecBa C
JIpYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpox Ha roaHOCT

STELARA 45 mg mHXeKIIMOHEH Pa3TBOP B NMPEABAPUTEITHO HATBITHEHA MTHCANIKA
3 roguHu

STELARA 90 mg MH)X€KIIMOHEH PAa3TBOP B NIPEABAPUTEIHO HAIIBIIHEHA MTHCAJIKA
3 roguHU

OtnenHuTe NpEeABAPUTEIHO HAITBIHEHH MMUCAIKM MOXKE J1a Ce ChbXpaHsIBAT IPU CcTaiiHa TeMIepaTypa
1o 30°C 3a makcumyM efuH nepuoa 10 30 THU B OpUTrHHAIHATA KapTOHEHA OMAaKOBKa, 3a J1a e
MpenasaT OT CBETJIMHA. 3alMIleTe JaTaTa, Ha KOSATO MPeIBapUTEIHO HalTbIHEHATa MHCAJIKa €
M3BaJICHA 32 'bPBU ITBT OT XJIAJAWIHUKA U JaTaTa Ha U3XBBPIIIHE HA 0003HAUYEHUTE HAa BHHITHATA
KapTOHEHa onakoBKa MecTa. J[aTaTa Ha U3XBBPIISIHE He TPsIOBa Ja € Clie]] OpUTHHATHUS CPOK Ha
TOJIHOCT, OTIeYaTaH BbPXY KapTOHEeHaTa onakoBka. CieJ KaTo BeJHBXK MMucaikaTa ¢ Ouia
ChXpaHsBaHa Npu craiiHa Temnepatypa (1o 30°C), Ts1 He TpsOBa Aa ce BpbLIA B XJIaJUIHUKA.
WzxBbpiieTe mucankara, ako He ce M3I0JI3Ba Clie/l CbXpaHeHHUe MpU CTalfHa TeMIlepaTypa B paMKUTE Ha
30 AHM WK cleq U3THYaHe Ha OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBUCUMOCT OT TOBa, KOE OT JIBETE
HACTBIIH MO-PaHO.

6.4 Crnenuananm yca0BHs HA CbXpaHeHHe

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

CopXxpaHsBaiiTe IpeJBAPUTEITHO HAITBITHEHATA MTHCAJIKA B KAPTOHEHATa OMIAKOBKA, 32 JIa ¢ MPEATasd OT
CBETJIMHA.

Axo e He0O0X0AMMO, OTIETHUTE TIPEIBAPUTEITHO HAITBIIHEHHN IHUCAIIKK MOXKE J1a C€ ChbXPaHsBaT IPH
craitaa Temneparypa 10 30°C (Bx. Touka 6.3).

6.5 Buau chabp:KaHue HA ONIAKOBKATA

STELARA 45 mg uH>XEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATBbIHEHA TUCAJIKA

0,5 ml pa3TBOp B cripuHIIOBKA OT cTHKJIO0 TUI I 1 ml ¢ pukcupana uria ot HepBXKAaEMa CTOMAaHa,
MOHTHPaHAa B MIPE/IBAPUTEITHO HAITHLIHECHA MICAIKA C TACUBEH MPEANa3uTes Ha UTaTa.
[Ipenmasurenst Ha Urnara B IOJIHATA Kalladyka Ha MPEABAPUTEITHO HAITBIIHEHATA MHCAIIKA ChIIbPXkKa CYX
€CTECTBCH Kay4yK (MMPOM3BOIHO HA JIATEKC).

STELARA 90 mg WHXEKIIMOHEH Pa3TBOP B NPEABAPUTEIIHO HANBJIHEHA TTUCATIKA

1 ml pa3TBOp B cipuHIIOBKA OT CTHKIO TUT | 1 ml ¢ Ppukcupana urina ot HeprXKIaeMa CTOMaHa,
MOHTHpaHa B IIPEIBAPUTEITHO HAITBIHEHA THCAJIKa C TACHBEH MpeAa3uTes Ha UriaTa.
[Ipenmasurenst Ha Urinara B IOJIHATA Kallayka Ha MPEABAPUTEITHO HAITBIIHEHATA MHCAIIKA ChIIbPXkKA CYX
€CTECTBCH Kay4yK (IMMPOM3BOIHO HA JIATEKC).

STELARA ce pa3znpocTpaHsABa B OITIaKOBKa M0 1 IpeABapUTEIHO HAITBJIHEHA MHCAJIKA.
6.6 CrnenuajaHu npeanasHu MepKHU NP U3XBbPJisiHe U padoTa

[IpenBapuTenHo HaTbJIHEHATA THCANIKA HE TPSAOBA 1a ce pas3kiaiia. Pa3TBopbT TpsiOBa 1a ce mpoBepu
BH3YaJTHO 32 HAIMYUETO HA TBHPIM YACTHUITH WM IPOMSHA Ha I[BETa, PEIU Ja CE MPIIIOKHT
MOJIKOKHO. Pa3TBOPBT € OMCTHP 0 JIEKO ONANEeCICHTeH, OC3IBETECH J0 OJICI0KBIT U MOXKE J1a
CBHABPIKA HAKOIKO IPeOHH IMOTYIPO3padHH WK OeIi YaCTHIIN MPOTeHH. 1031 BHHIIIEH BUJI HE €
HEeOOWYaeH 3a MPOTEHHOBUTE Pa3TBOPH. JIekapCTBEHUAT MPOIYKT HE TPsIOBa /1a ce ynorpebsBa, ako
Pa3TBOPHT € C MMPOMEHEH LBAT WM MBTCH WK aKO B HETO Ce 3a0esa3BaT TBHPIN Ty KU YaCTHIIH.
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IIpenn npunarane STELARA Ttpsi6Ba 1a mocturae craifna temmeparypa (IpruOIU3UTEITHO 32 OKOJIO
moJyioBHH Yac). [TogpoOHm ykazaHus 3a ynorpeda ca mpeIoCcTaBeH! B TUCTOBKATA 3a MAI[UEHTA.

STELARA He chbabp:ka KOHCEPBAHTHU, 3aTOBA HEUBIMOI3BAHUAT JIEKAPCTBEH MPOIYKT, OCTAHAI B
MIpeIBApUTEITHO HAITBIHEHATA MMHUcalika, He TpsiOBa na ce m3noisBa. STELARA ce moctass kaTo
CTEpUIIHA TIPEIBAPUTEITHO HAIThITHEHATA MTHCATKA 32 eAHOKpaTHA yroTpeda. [IpeasapurenHo
HaIbJTHEHATA MTUCAITKA HEe TPSAOBa J]a ce U3I0JI3Ba MOBTOPHO. Hensmon3BaHUAT JeKapCTBEH MPOIYKT
WM OTIAbYHNATE MAaTEPHAIH OT HETO TPSIOBA JIa C€ M3XBHPJIIT B ChOTBETCTBUE C MECTHHUTE
HW3VCKBaHMS.

7. NHNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIHOTPEBA

STELARA 45 mg HEKEKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITbIHEHA [THCATKA
EU/1/08/494/006

STELARA 90 mg MH)XEKIIMOHEH PA3TBOP B IPEABAPUTEIHO HANBIHECHA MHUCAJIKA
EU/1/08/494/007

9. JATA HA II'bPBO PA3ZPEIIABAHE/ITIOJJHOBSABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

[Jara Ha repBO pazpemanane: 16 sayapu 2009 r.
[Jara Ha mocnenHo monHoBsiBaHe: 19 centemspu 2013 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

07/2026

IMompoOHa nHbopMarlrs 3a TO3H JEKAPCTBEH MPOIYKT € MPeJ0CTaBeHa Ha yebcaiiTa Ha EBpomnelickaTta
areHIIMs 10 JiekapcTBaTa https://www.ema.europa.eu.
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HNPUJIOKEHUE 11
MNPONU3BOJUTEJIN HA BUOJIOIT'MYHO AKTUBHOTO
BEIIECTBO U ITPOU3BOJAUTEJL, OTTOBOPEH 3A
OCBOBOXKIABAHE HA ITAPTHU/IU
YCJIOBUSA NJIM OTPAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA PASPEHHIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHNS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA NTPOAYKT

94



A. NPOU3BOIUTEJIN HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO 1
MNPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUIHN

Hme n aapeC HA MPOU3BOAMTCINTE HA OMOJIOTUYHO AKTUBHOTO BC€IICCTBO

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

Hunepnannus

Janssen Sciences Ireland UC
Barnahely

Ringaskiddy

Co. Cork

Npnanpus

Hme n aapeC Ha MPOU3BOAMTECIIA, OTTOBOPEH 34 OCBO60)K,I[aBaH€ Ha IapTUAUTC

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

b. YCJIOBUSA NN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT CE€ OTITyCKa [0 OrPaHUUEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kparka xapakrepucTuka Ha IpogyKTa, Touka 4.2).

B. JPYI' YCJIOBUA U N3NCKBAHUMSA HA PASBPEHIEHUETO 3A YIIOTPEBA

. Ilepuonnynu akTyaau3upaHu aokJjaaam 3a oesonacHocr (ITA/Ib)

WznckBanmsra 3a noxasane Ha [IA/IB 3a To31 lekapcTBEH MPOAYKT €A IIOCOUYEHH B CIIMCHKA C
pedepentnute natu Ha Epponetickus ¢bio3 (EURD cruchk), npeasuzeH B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyaJIM3al[lH, TTyOJIUKYBaHU Ha €BPOICHCKHS
yeOnopTain 3a JieKkapcTBa.

I YCJIOBHUA U OI'PAHNUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA HA
JEKAPCTBEHUS TPOAYKT

. ILnan 3a ynpasienue Ha pucka (IITYP)

[Ipurexarensar Ha pa3pemenunero 3a ynorpeda (IIPY) TpsOBa na n3BbpiIBa M3NCKBaHUTE EHHOCTH H
JIeCTBUS, CBbP3aHU C TIPOCiIesiBaHe Ha JeKapcTBeHaTa 6e301acHOCT, mocoueHu B 000penus [1YP,
npezactaBeH B Moayn 1.8.2 Ha pa3pelieHreTo 3a ynorpeda KakTo ¥ BbB BCUYKH CIEABAIHN 0100peHU
akTyanuzauuu Ha ITYP.

Axtyanusupan [IVP tpa6Ba na ce mopasa:

. 10 MCKaHe Ha EBpornelickara areHnus 1o JeKapcTBara;

. BUHArU, KOraTo c€ U3MEHs CUCTeMaTa 3a yIpaBJIeHHe Ha pUCKa, 0COOEHO B pe3yiTaT Ha
NOJIyYaBaHe Ha HOBA MH(OPMAaLKs, KOSTO MOXKE /1a AOBEE 10 3HAYMMHU IPOMEHHU B
CBHOTHOILEHHETO I0JI3a/PUCK, WK CJIEl JOCTUI'AHE Ha BaXKEH eTall (BbB BPb3Ka C IPOCIeIsIBaHe
Ha JIeKapCTBEeHaTa O€30MacHOCT WM CBEXJaHe Ha PUCKA 10 MUHUMYM).
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INPUJIOKEHUE 111

JAHHU BBbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA KAPTOHEHA KYTHS (130 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

STELARA 130 mg koHIeHTpaT 3a HH(Y3UOHEH Pa3TBOP
YCTEKHHYMa0

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

Bceekn dmakon ceaspika 130 mg ycrekunymabd B 26 ml.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

TTomomnu BemectBa: EDTA nunatpuesa con auxuapart, L-xuctuant, L-XucTUIMHOB
MOHOXHJIPOXJIOPU MOHOXHPAT, L-MeTHOHWH, mosmcopOar 80, 3axapo3a, Bojia 32 MHKEKIIUU

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Konnenrpar 3a nH(DYy310HEH pa3TBOP
130 mg/26 ml
1 dnaxon

‘ 5. HAYMH HA ITPUJIOKEHUE U IbT(MIIA) HA BBBEXKJIAHE

Jla He ce pa3kJialia.

[Ipenu ynotpeba npoyerere JINCTOBKATA.

Camo 3a eTHOKPaTHO MPUIIOKECHHUE.
MHTpaBeHO3HO MPHIIIOKEHHUE CIIeN Pa3pekaaHe.

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUIIHHK.
[la He ce 3ampa3ssBa.
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CrpxpansBaiiTe (prakoHa BbB BHHIIIHATA KAPTOHEHA OTAKOBKa, 3a Ja C€ MpeAra3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI 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. TAPTHUJIEH HOMEP<, KOJOBE HA JAPEHUETO U HA ITPOJAYKTA>

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

STELARA 130 mg koHIeHTpaT 3a HH(Y3UOHEH Pa3TBOP
yCTeKnHyMab
3a i.v. IpUIOXKEHUE cIe]l pa3pexiaHe.

‘ 2. HAYUH HA ITPNJIOKEHHUE

[la He ce pa3kiarma.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. HHAPTHUJIEH HOMEP

Lot

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

130 mg/26 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA ®JIAKOHA (45 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

STELARA 45 mg WHXeKITMOHEH Pa3TBOP
YCTEKHHYMa0

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

Bceekn dmakon cpaspika 45 mg yerekuayMad B 0,5 ml.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomHu BemiecTBa: 3axapo3a, L-xuctuaus, L-XxucTUIMHOB MOHOXUIPOXJIOPUA MOHOXUIPAT,
nonucopOar 80, Boaa 3a MHXKEKLUH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HHxeKIMoHeH pa3TBop
45 mg/0,5 ml
1 dmakon

‘ 5. HAYYH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXKJIAHE

Jla He ce pa3kJialia.
TlonkoxHO MpUITOXKEHUE
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIaA.

‘ 7. JAPYI'U CHEHUAJIHU IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.
a ue ce 3ampasspa.
CrxpaHsBaiiTe (prakoHa B KapTOHEHATa OMIAKOBKA, 33 Jla C€ MPEe/a3u OT CBETINHA.
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10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/001

13. MAPTUJIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

STELARA 45 mg

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH UIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (45 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

STELARA 45 mg WHXeKITMOHEeH pa3TBOP
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

45 mg/0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IPEJIBAPUTEJIHO HAITBJIHEHATA CITPUHITOBKA (45 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

STELARA 45 mg uHXeKIIMOHEH pa3TBOP B MPEABAPUTEITHO HAITBJIHEHA CITPHHIIOBKA
YCTEKHHYMa0

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika npeaBapuTenHo HaITbIHEHA CIIPUHIIOBKA ChABPkKa 45 mg ycrekuaymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHHUTE BEHIECTBA

IToMomTam BemiecTBa: 3axapo3a, L-xucTuann, L-XUCTHANHOB MOHOXHIPOXJIOPH MOHOXHIIPAT,
nonucop6ar 80, Boza 3a nmkekiuu. OnakoBKkaTa, B KOSTO C€ HAMUPA TO3H JIEKAPCTBEH MPOAYKT,
ChABPIKA JIATEKCOBA T'yMa. 3a JOMBIHUTEIIHA HH()OPMAIIMs BUKTE JIHCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHxeKIMoHeH pa3TBop
45 mg/0,5 ml
1 mpenBapuUTETHO HAITBITHEHA CITPUHIIOBKA

‘ 5. HAYYH HA ITPUJIOKEHUE U TbT(MLIA) HA BBBEXK/JIAHE

Jla He ce pa3kJiania.
IToakoxHO MPUITOKEHUE
[Ipenu ynotpeba npoyerere JINCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

Tonen no:
Jarta Ha U3XBBHPIIsIHE, TPU ChbXPaHEHUE Ha CTaliHa TeMIieparypa:

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.

CoxpansBaiiTe IpeABapUTEIHO HAIIbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA ONAKOBKa, 32 1a Ce
Mpeanasu oT CBETINHA.

Mosxe na ce cpxpansBa IpH craitna Temnepatypa (1o 30°C) 3a eaun nepuoa 1o 30 aHH, HO HE TO-
IBJITO OT OPUTMHAIIHUS CPOK Ha TOIHOCT.

10. CIHENUAJHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/003

13. HAPTHJIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

STELARA 45 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA CIIPUHITOBKA (45 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

STELARA 45 mg uHXeKIus
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

45 mg/0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA IPEJIBAPUTEJIHO HAITBJIHEHATA CITPUHITOBKA (90 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

STELARA 90 mg WHXEKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA CITPHHIIOBKA
YCTEKHHYMa0

2. OBSABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika npeaBapuTenHo HaITbIHEHA CIIPUHITOBKA ChAbpkKa 90 mg ycrekuaymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

IToMomrHm BemiecTBa: 3axapo3a, L-xucTuanH, L-XUCTHANHOB MOHOXHIPOXJIOPH MOHOXHIPAT,
nonucop6at 80, Boza 3a nHkekiuu. OnakoBKaTa, B KOSTO C€ HAMUPA TO3H JIEKAPCTBEH MPOAYKT,
ChABPIKA JIATEKCOBA T'yMa. 3a AOMBIHUTEIHA HH(DOPMAIIUS BUKTE JUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKIMoHeH pa3TBop
90 mg/1 ml
1 mpenBapuTETHO HATBITHEHA CITPUHIIOBKA

‘ 5. HAYYH HA ITPUJIOKEHUE U TbT(ULIA) HA BBBEXK/IAHE

Jla He ce pa3kJiania.
IToakoxHO MPUITOKEHUE
[Ipenu ynotpeba npoyerere JINCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

Tonen no:
Jarta Ha U3XBBHPIIsIHE, TPU ChbXPaHEHUE Ha CTaliHa TeMIieparypa:

‘ 9. CHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
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Jla He ce 3ampassiBa.

CoxpansBaiiTe IpeABapUTEIHO HAIIbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA ONAKOBKa, 32 1a Ce
Mpeanasu oT CBETINHA.

Mosxe na ce cpxpansBa IpH craitna Temnepatypa (1o 30°C) 3a eaun nepuoa 1o 30 aHH, HO HE TO-
IBJITO OT OPUTMHAIIHUS CPOK Ha TOIHOCT.

10. CIHENUAJHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/004

13. HAPTHJIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

STELARA 90 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH UIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA CIIPUHITOBKA (90 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

STELARA 90 mg wHXeKITHs
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. INAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

90 mg/1 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA IPEJABAPUTEJTHO HAITBJIHEHATA IINCAJIKA (45 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

STELARA 45 mg WHXeKIIMOHEH pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA ITHUCAIKA
YCTEKHHYMa0

2. OBJABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcesika npeaBapuTeIIHO HATbJIHEHA MMHCANKa ChAbpka 45 mg ycrekuaymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

IToMomTam BemiecTBa: 3axapo3a, L-xucTuann, L-XUCTHANHOB MOHOXHIPOXJIOPH MOHOXHIIPAT,
nosicopOar 80, Boja 3a urxkeKIuu. OMakoBKaTa, B KOSTO C€ HAMHPA TO3H JICKAPCTBEH MPOIYKT,
ChABPIKA JIATEKCOBA T'yMa. 3a JOMBIHUTEIIHA HH()OPMAIIMs BUKTE JIHCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKInoHeH pa3TBop

45 mg/0,5 ml

1 mpeaBapUTEIHO HAIIBJIHEHA IHCAJIKA

[IpenBapuTenHo HabJIHEHA UCAJIKA 34 €JHOKPATHO IPUIIOKEHHE

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJIAHE

OTBOPETE TYK

Ja He ce pazkJiala.

TlonkoXxHO MpUIOKEHUE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

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

‘ 7. JAPYI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
JaTa Ha U3XBbpIsHE, IPU ChXPAHCHUE HA CTallHA TeMIiepaTypa:
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9.

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.
Ja He ce 3ampassiBa.
ChxpaHsBaiiTe MpeIBAPUTEITHO HAITBITHEHATA MTUCANTKA B KAPTOHEHATa OMaKOBKa, 3a J1a Ce MPEAa3y OT
CBCTJIMHA.

Mosxe nma ce chXpaHsBa IpH craiftHa Temireparypa (o 30°C) 3a enun nepuon g0 30 aHHA, HO HE 1MO-
JUBJITO OT OPUTHHATHHS CPOK HA TOMHOCT.

10. CIHEHOUAJIHU NPEAITA3HA MEPKMU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus
12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEGA
EU/1/08/494/006
13. MHMAPTHUIAEH HOMEP
ITapTuna:
‘ 14. HAYMUH HA OTIIYCKAHE
‘ 15. YKA3AHMS 3A YIIOTPEBA
‘ 16. HNH®OPMALMNWA HA BPAMJIOBA A3BYKA
STELARA 45 mg
‘ 17. YHUKAJIEH TJEHTU®UKATOP — IBYU3MEPEH BAPKO/]

JBynsmMepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(DUKATOD
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18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

OT BBbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUSA

yeTeTe U3 Ka3aHUsIT Il MPEIH YIIOT .
IIpouerere n3msio "Ykasza a 3a yrotpeba" mpe orpeba
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEJIBAPUTEJIHO HAITBJIHEHATA IINCAJIKA (45 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

STELARA 45 mg uHXeKIus
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

45 mg/0,5 ml

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUATA HA IPEABAPUTEJTHO HAITBJIHEHATA IINCAJIKA (90 mg)

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

STELARA 90 mg WH>XEKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBIIHEHA ITHUCAIKA
YCTEKHHYMa0

2. OBJABSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika npeaBapuTenHo HaITbIHEHA THCAIKA ChIbpka 90 mg ycrekuaymad B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

IToMomTam BemiecTBa: 3axapo3a, L-xucTuann, L-XUCTHANHOB MOHOXHIPOXJIOPH MOHOXHIIPAT,
nosiucopOar 80, Boja 3a urxkeKIuu. OMakoBKaTa, B KOSTO C€ HAMHPA TO3U JICKAPCTBEH MPOIYKT,
ChABPIKA JIATEKCOBA T'yMa. 3a JOMBIHUTEIIHA HH()OPMAIIMs BUKTE JIHCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKInoHeH pa3TBop

90 mg/1 ml

1 mpeaBapUTEIHO HAIIBJIHEHA THCAJIKA

[IpenBapuTenHo HabJIHEHA MTUCAJIKA 34 €JHOKPATHO IPUIIOKEHHE

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJJAHE

OTBOPETE TYK

Ja He ce pazkJiala.

TlonkoXxHO MpUIOKEHUE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

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

‘ 7. JAPYI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:
JaTa Ha U3XBbpIsHE, IPU ChXPAHCHUE HA CTallHA TeMIiepaTypa:
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9.

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.
Ja He ce 3ampassiBa.
ChxpaHsBaiiTe MpeIBAPUTEITHO HAITBITHEHATA MTUCANTKA B KAPTOHEHATa OMaKOBKa, 3a J1a Ce MPEAa3y OT
CBCTJIMHA.

Mosxe nma ce chXpaHsBa IpH craiftHa Temireparypa (o 30°C) 3a enun nepuon g0 30 aHHA, HO HE 1MO-
JUBJITO OT OPUTHHATHHS CPOK HA TOMHOCT.

10. CIHEHOUAJIHU NPEAITA3HA MEPKMU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus
12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEGA
EU/1/08/494/007
13. MHMAPTHUIAEH HOMEP
ITapTuna:
‘ 14. HAYMUH HA OTIIYCKAHE
‘ 15. YKA3AHMS 3A YIIOTPEBA
‘ 16. HNH®OPMALMNWA HA BPAMJIOBA A3BYKA
STELARA 90 mg
‘ 17. YHUKAJIEH TJEHTU®UKATOP — IBYU3MEPEH BAPKO/]

JBynsmMepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(DUKATOD
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18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

OT BBbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUSA

yeTeTe U3 Ka3aHUsIT Il MPEIH YIIOT .
IIpouerere n3msio "Ykasza a 3a yrotpeba" mpe orpeba
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

TEKCT HA ETUKETA HA IIPEJIBAPUTEJIHO HAITBJIHEHATA IINCAJIKA (90 mg)

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

STELARA 90 mg wHXeKITHs
yCTeKnHyMab
s.C.

‘ 2. HAYUH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIA

90 mg/1 ml

| 6. JIPYTO
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Bb. IHCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

STELARA 130 mg koHueHTPAT 32 UH(Y3UOHEH PA3TBOP
ycTekuHyMa0 (ustekinumab)

IIpoyeTeTe BHUMATEIHO LSIJIATA JUCTOBKA, IPedU 1A 3all0YHeTe Ja U3I10J13BaTe TOBA
JIEKapCTBO, Thil KaTO TH ChABbP:Ka BakHa 32 Bac undopmanus.

Ta3u JUCTOBKA € HAMKCAHA 32 manmueHTa, KOWTO nmpuemMa J€eKapcTBoToO.

- 3amazere Ta3u JUCTOBKA. MOKe /1a C€ HAJIOKU J1a 5 POYETETEe OTHOBO.

- AKO UMaTe HAKAaKBH JIOMBJIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus iekap wiu GapmarieBT.

- AKO TIONTyYnTe HAKAKBU HEXEJIaHU peakilny, yBeroMeTe Bamms nekap wiu dpapmanenT. Toa
BKIIFOUBA M BCHYKH BH3MOKHHU HEXKEIAHU PEaKINU, HEOMCAHH B Ta3M JIMCTOBKA. BrkTe
TOukKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakgo npencrapnsiBa Stelara u 3a KakBo ce U3M0OI3Ba

Kakgo Tpsi0Ba 1a 3Haete, nmpeau aa usnon3sare Stelara

Kax mie ce mpunara Stelara

BB3MOXHU HEXETaH! peakuu

Kak na cexpansBare Stelara

ChbabppkaHye Ha ONIAaKOBKATa M JOIBIHUTEIHA HHPOPMALIUS

A

1. Kakso npeacrapasBa Stelara u 3a kKakBo ce U3MO0JI3Ba

Kakso npencraBiasBa Stelara

Stelara chabpxa akTHBHOTO BEIIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJIHO aHTHUTSLIO.
MOHOKJIOHAJTHUTE aHTHTEJIA Ca IPOTEUHH, KOUTO Pa3IIO3HABAT U CBBP3BAT ONPEICICHU CrielMDUIHN
NPOTEWHH B OPraHU3Ma.

Stelara mpuHaAIe:Ku KbM TpyIIa JIEKapCcTBa, HAPEUCHH ,,AMyHOCyIpecopu’. Te3un nexkapcTBa qeicTBar,
KaTo HaMaJIsIBaT aKkTHBHOCTTA HAa 4acT OT UMyHHATa CUCTEMA.

3a xakBo ce n3noj3Ba Stelara

Stelara ce u3mos3Ba 3a JieueHue Ha CIEIHNTE BH3IAJUTEIHN 3a00/IsIBaHUs

. YmMmepena 1o Texxka 6onect Ha KpoH — ipu Bb3pacTHU | Jiella Ha Bb3PAacT 2 U MOBEYE TOIUHU
o YMepeH 710 TeXBK YIIEPO3eH KOJIUT — IIPU Bb3PACTHU U JIeIla HA Bh3PACT 2 U MOBEYE T'OJJUHH

Boaect na Kpon

Bonectra Ha KpoH e Bp3manuTenHo 3a0oisBane Ha dyepBara. Ako nMarte 6osecT Ha KpoH mbpBo 111e
Bu ce magat npyru nexapctBa. AKO HE C€ MOBIHSAETE TOCTATHUHO WM NMAaTe HETTOHOCUMOCT KbM TE3H
JeKapcTBa, Moxe na Bu ce nane Stelara 3a HamansiBaHe Ha MPU3HAIIUTE U CUMIITOMUTE Ha
3abonsaBanero Bu.

Yiauepo3en koaut

VY IIIepo3HHUAT KOJHT € BB3MATUTEIHO 3a00JIIBaHe Ha YepBaTa. AKO UMATe yIIEPO3eH KOIUT, TbPBO
e Bu ce mamat apyru jgekapctBa. AKO HE ce MOBIUsABATE 100pe MM UMATe HETOHOCUMOCT KbM TE3H
JieKapcTBa, Moxe 1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIMTE U CUMIITOMHUTE Ha Bairero
3a00IIsIBaHeE.
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2.  Kakso Tpsi0Ba 1a 3HaeTe, npeau 1a u3noJsBare Stelara

He u3noasBaiite Stelara

o AKO cTe aJIeprU4HU KbM YCTeKHHYMA0 WM HAKOS OT OCTaHAJINTE ChCTAaBKH HAa TOBA
JeKapcTBO (M30pOEHH B TOUKA 6).
o AKO MMaTe aKTHBHA MH(pEKLUM, KOSITO Bamusar iekap Hamupa 3a 3HaunMa.

AKO HE cTe CUTYPHH J1alil HSIKOE OT M30pPOCHUTE MTO-TOpe Ce OTHACS 3a Bac, mocwrBeTBaiite ce ¢ Bamus
nekap win papmarieBT, mpeau aa u3nonssare Stelara.

IMpexynpexnenus: u NpeanasHu MepKu

l'oBopere ¢ Bamus nekap nnn ¢papmaneBT npeau aa usnonssare Stelara. BamusT nexap me nposepu
ChCTOSIHUETO By npenu nedenueTo. YBegomere cBos Jiekap 3a Besika Barra 6onect npeau jgedeHueTo.
Cwio taka uHpOpMEpaiiTe Bamms nekap, ako HACKOPO cTe OMIIM B KOHTAKT € YOBEK, KOWTO MOXKE Ja
numMa TyOepkyno3a. Bammsr nexap me Bu npernena u me HanpaBu n3ciieiBaHe 3a TyOepKyIo3a, Ipeau
na usnonspate Stelara. Ako Bamusit gekap cMsTa, 4e CTe U3JI0KEHH Ha PUCK OT TyOepKyJ103a, MOXe
Ja Bu npeanuie nexapcTsa 3a JIEUEHHETO M.

Cuenere 3a cepruoO3HU HeKeJIAHU peaKluu

Stelara Mosxe aa MpeIU3BUKa CEPUO3HU HEKEIAHU PEAKIIUY, BKIOYUTEITHO AJIEPTUYHU PEAKIIMU U
uHpeknuu. TpsOBa na ciaeauTe 3a ONpEe/ICIICHN TPU3HAIY Ha 3a00JIABaHus, TIOKaTo puemMate Stelara.
Buxre ,,Cepro3HU HEXENaHU pEKAllMK B TOUKA 4 3a MBJIHUS CIIUCHK HA TE3U HEXKEJIAHU PEAKIUU.

IIpenu na usnossBate Stelara ungopmupaiite Bamus nexap:

o AKO HSIKOTa cTe HMaJIU aJlepruyHa peakuusi kbM Stelara. Axko He cTe cUrypHH, IONIUTAlTE
Bamus nekap.

o AKO HSIKOTA CTe HNMAJIN HAKAKbB BHJ PaK — TOBA €, 3aIl0TO UMYHOCYTpecopuTe kato Stelara
0Tc1abBaT 4acT OT UMyHHaTa cuctemMa. ToBa Moe J1a TOBHUIIM PUCKA OT pax.

o AKO cTe JIeKYBaHH 32 IICOPHA3KC C APYr'H OHOJIOTHYHM JIeKapCcTBa (JiekapcTBo,

NMPOU3BeEeHO0 0T OM0JOrHYeH U3TOYHUK H O0UMKHOBEHO NMPUJIATaHO Ype3 HHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TT0-BUCOK.

. AKO MMaTe UM HACKOPO CTe MMAJIM UH(EKIHNS WIH AK0 MMATe HAKAKBH HeOOMYaiiHu
OTBOPHM IO KoKaTa (pucrtyn).

. AKO HMaTe HOBH MJIM NIPOMEHSIIIH ce JIe3UH B yUaCTHIUTE C IICOPHUA3UC FITH TI0
He3acersaraTa Koxa.

. AKO moJiyyaBate Apyro jJedeHue 32 NCOPUA3UC U/ MU MCOPUATHYEH aPTPUT — KaTo IPYTH

UMYHOCYTIpecopH Win (hoToTeparus (KoraTto TsUI0TO e JIeKyBa ¢ Tul yiurpaBuosieroBa (UV)
cBeTnMHA). Te3u neueHus ChII0 MOXKE J1a OTCJIA0AT YacT OT UMyHHATa cucTeMa. M3mon3BaneTo
Ha TE3W JICUCHHsI 3aeTHO Che Stelara He e n3cnmeaBano. Bp3MokHO € o0ade, To 1a yBEIHIN
pUCKa OT 3a00JIsIBaHsI, CBbP3aHU C OTCIA0BAaHE HA UMyHHATa CUCTEMA.

. AKo0 mosiyyaBaTe WJIH HAKOra cTe MOJy4aBaJIi HHAKEKIIUM 32 JieUeHne HA aJIePruM — He €
M3BECTHO Janu Stelara Moke Ja OKa)ke BIUSHHE BbPXY TAX.
° AKo cTe HA M Haj 65 roAMHH — MOXE JIa CTE TIO-CKJIOHHU KbM HH()EKIINY.

AKO He CTe CUTYPHH JIaji HSIKOEe OT ropern30poeHnTe ce oTHacs 3a Bac, mocbBeTBaiite ce ¢ Bamms
nexap uiu papmaneBT, npeau aa u3nonssare Stelara.

Hsxou nauyeHTH nomy4aBaT JyIyc-II0A00HU PeaKyu, BKIFOYUTEIHO KOXKEH JIYIIyC epUTEMaTOAEC 1
JyIyc-nogo0eH CUHAPOM, II0 BpeMe Ha jiedeHue ¢ ycrekunyma0. ['oBopete Bennara ¢ Bamms nekap,
aKo TIOJIYYHUTE YepBEH, HaJUTHAT, JIIOIIEI] ce OOPHB, MOHAKOTa C MO-THbMHH I'PAaHUIIN, B U3T0XKEHHUTE
Ha CITBHIIE YYACTBIM HA KOXKATa MIIM CTABHU OOJKH.

ChbpaeyeH HH(PAPKT M MHCYJITH

WudapkT 1 HHCYNITH ca HaOIOJaBaH! B TPOYYBaHE NPH MAIUCHTH C TICOPUA3UC, JIGKYBaHH ChC
Stelara. BammsT nexap peoBHO 1ie MPOBEPsiBa PUCKOBHUTE (PaKTOPH 3a ChPACUHO 3200 sBaHE U
uHCYNT npH Bac, 3a na e curypHo, 4e Te ce JeKyBaT 1o noaxoaaul HaunH. HezabaBHo moTbpcere
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METUITHHCKA TTOMOIII, aKO TIOJyYnTe OOJIKA B THPIUTE, CIA00CT WIM HEOOMTAMHO yCeIIaHe OT eaHaTa
CTpaHa Ha TSIIOTO, OTITYCHATOCT Ha JIMIIETO WIJIM TOBOPHH FUTA 3PUTEITHH CMYIIICHHS.

Jleua u roHomu
Stelara He ce mpenopwYBa 3a ynorpeba mpu aetia ¢ 6ojiect Ha KpoH win yirepo3eH KOJIUT mox 2
TOJIVHY, 3aI[0TO HE € TPOYyYBaH IIPH Ta3l Bb3pPacToBa rpyra.

Jpyru nekapcrBa, BakcuHu U Stelara
TpsibBa na kaxkeTe Ha Barms jgekap wim hapMaiieBT:

o AKO npreMaTe, HACKOPO CTe IMPUEMAI WK € Bb3MOXKHO Ja IPUEMEeTe APYTH JISKapCTBa.

o Axo Hackopo Bu e npaBeHa wiu miaHupate 1a Bu ce mpaBu BakcuHanus. JJokaTo u3noa3Bare
Stelara, HsKOM BHIOBE BakCHHHM (KB BaKCHHH) HE TPAOBa JIa Ce TIpuiarar.

. Ako cTe mosrydaBain Stelara mo BpeMe Ha OpeMeHHOCTTa, TPSIOBA Ja KaKeTe Ha JieKaps Ha

0ebero Bu 3a neuenuero cve Stelara, mpeau To a MOTyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHMTEITHO JKUBH BakcHHH, KaTo BL[DK BakcuHa (M3mon3Bana 3a mpeana3BaHe OT
TyOepKyno3a). JKuBuTe BakCHHU He ce MpernopbyuBar 3a Bamero 6e0e rnpe3 mppBUTE BaHAIECET
Mecela ciell paXaaHeTo, ako cTe TodydyaBain Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKo
nexapsT Ha Bamero 6ebe He mpenopbkya Apyro.

BpeMeHHOCT M KbpMeHe

o Axo cTe OpeMeHHa, CMATaTe, Y€ MOKe J]a CTe OpeMeHHa WM IUTaHHpaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus gexkap npeau ynorpebara Ha TOBa JIEKapCTBO.
. He e HaGmronaBaH o-BUCOK PUCK OT BpoAeHH AedeKTH mpu 0ederta, m3noxxkeHy Ha Stelara B

yTpobara. Jlanaute ot ynorpebara Ha Stelara mpu OpeMeHHH jxeHH 00ade ca OrpaHHYCHH.
[lopaau ToBa € 3a mpeamoYnTaHe Aa ce u30srBa ynoTpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

J AKO CTe jKeHa C JIeTepoIeH MTOTSHIINA, )KeJIATETHO € ]a He 3a0peMeHsBaTe U J]a U3II0JI3BaTe
MOJIXO/IAII MPOTUBO3aYaThYeH METOI, KOraTo u3mnoi3sare Stelara u mone 15 cenmuny ciex
MOCIIEAHOTO Npuyiarane Ha Stelara.

o Stelara mosxe Ja npeMuHe Ipe3 IUIaleHTaTa B HepoAeHoTo Oebe. Ako cre noiaydaBanu Stelara
o BpeMe Ha OpeMeHHOCTTa cH, 0ebeTo Bu Moxke a mMa 1o-BUCOK PUCK OT WH(EKITHS.
o Baxxno e m1a xakete Ha ekapure Ha Bamrero 6e6e n Ipyri METMIIMHCKH CTICIIMAINCTH, aKO CTE

nony4asaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, Ipeau 6e0eTo 1a MoTyYd KakBaTo 1 /1a €
BakcuHa. JKuBu BakcuaH, kKaTo BIDK BakcuHa (M3mo3BaHa 3a Mpeana3Bane oT TyOepKyi03a),
HE ce TpenopwyBar 3a Bamero 6ebe npe3 mbpBUTE BaHAJIECET MECEIa CIIE PAXKIAHETO, aKO
cTe moy4aBanu Stelara mo Bpeme Ha OpEMEHHOCTTA, OCBEH aKo JiekapsT Ha Bamiero 60ebe He
mpernopbsya Jpyro.

. YcTeknHyMab MOXKe Jja IPEMHUHE B KbpMaTa B MHOTO MaJIku KonmdecTBa. [lockBeTBaliTe ce ¢
Bammus siekap, ako KbpMHUTE WIK aKo TUIaHUparte J1a KkbpMmute. Brue u Bammsr nekap TpsoBa na
pemmTe 1anu TpsOBa Ja KbPMHUTE WITH Ja U3MoJ3BaTe Stelara - He TpaBeTe U JABETE.

lodupane u paéora ¢ MAIIMHH
Stelara He MOB/IMsBA WJIH MMOBJIMSBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe U padoTa ¢ MallluHU.

Stelara cbabp:xa HaTpHit

Stelara cpabprxa mo-manko ot 1 mmol Hatpwii (23 mg) Ha /1034, T.€. MOXKE JIa ce Kaxe, ue
MIPAKTHUYECKU HE ChAbP)Ka HATPUIL.

[Ipenu na Bu 6bae npunoxken obaue, Stelara ce cMecBa ¢ pa3TBOp, KOMTO chabpxa HaTpHid. 'oBopeTe
¢ Bammst nexap, ako cre Ha JueTa ¢ HUCKO ChIbpyKaHUE Ha HATPHIl.

Stelara ceabp:xa nmonucopodar 80

Stelara cpabppika 10,8 mg mommcop6bat 80 (E433) BBB Besika /1032, KOSATO € €KBUBAJICHTHA HA

0,40 mg/ml. [MonrcopOaTuTe Morar jia MPUUMHAT ANePruuH peakuuu. TpsOBa na kaxere Ha Bamms
JIeKap, ako MMaTe YCTAHOBEHU allepThu.
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3. Kak mie ce mpusara Stelara

Stelara e MMpCaAHA3HAYCH 3a yHOTpe6a oA pbKOBOACTBOTO U KOHTPOJIA HA JICKApP C OIIUT B
JUAarHoCTUKaTra v JCYCHUECTO Ha bouecT Ha KpOH WJIK Ha YJICPO3CH KOJIUT.

Bamusat nexap mie Bu npunoxxu Stelara 130 mg koHIieHTpaT 3a HH()Y3MOHEH Pa3TBOP KAIllKOBO BbB
BEHATa Ha pbKaTa (HHTPaBeHO3HA MH(Y3Hs) B IPOABIDKEHUE HA Hail-Manko efauH 4yac. [lockBeTBaliTe
ce ¢ Bamms nexap 3a ToBa, kora 1e Bu ce mocTaBsST HHXKEKIIUUTE U KOTa IIIe ca CIIe/IBAIIUTE
KOHTPOJIHU TPETJICH.

Kakspo kosm4ecTBo Stelara ce mpuiara
Bammsr siekap 1ie pemm kakBo KoindecTBo Stelara TpsiOBa J1a moMyduTe U 3a KaKbB TIEPHOJ OT BPEME.

Bb3pacTHu Ha 18 ronmuu nin no-rojieMu
BoJect Ha KpoH 1 yJjanepo3eH KOJIUT

o JlexapsIT 111e U3YUCIIM IPETIOPBHUUTENHATA 32 Bac m03a 3a HHTpaBeHO3HA MH(Y3HsI B3 OCHOBA Ha
TenecHoTo Bu Terio.
BameTo TenmecHo Terio Jo3za
<55kg 260 mg
>55kgno<85kg 390 mg
> 85 kg 520 mg
. Cren HawaTHATa MHTPABEHO3HA 11032 I1ie Bu Ob1¢ puitokena ciaeapamara qo3a 90 mg Stelara

Upe3 MHIKCKIUA IO KOXKaTa (,,HO).IKOX(HO“) CIIca 8 CCAMUIN U CJICA TOBA HA BCCKU 12 CCAMUIIN.

Hena c¢ Terso mox 40 kg
Bosaect na KpoH u y/juepo3en KoauT

o Jlekapst 11e onpezaey npenopbunTeiHaTa 3a Bac 103a 3a nuaTpaBeHo3Ha HH(D Y31 Bb3 OCHOBA
Ha TenecHata Bu noBspxHOCT (BSA)
. Crnen HavyanmHaTa 7032 BammsT nekap e onpe/eny cieaiiara 103a Bb3 OCHOBa Ha Barara

BSA. Ille monyuuTe Ta3u n03a Stelara cien 8 ceAMUIIM U Cliea TOBA HA BCEKU 12 CeIMUIIM Upe3
WH)XEKTHpaHe Mo KoxKata (,,[IOAKOKHO™).

Jena c TerJio Haii-manko 40 kg

BoJect Ha KpoH 1 yJanepo3eH KoJIUT

o JlexapsT 1ie onpenenu npernopbuUTeaHaTa 3a Bac 103a 3a uHTpaBeHo3Ha HH(Y3HUS B3 OCHOBA
Ha TeJecHOTO Bu Terno.

BaieTo TenecHo Terio Jo3za
>40 no <55 kg 260 mg
>55kg mo<85kg 390 mg
>85 kg 520 mg
o Cren HayaHaTa MHTPABEHO3HA /1034 I MOAyYnTe cieaamara g03a 90 mg Stelara upes

WHXEKTHpaHe Mo KoxkaTa (,,[TOAKOKHO) ¢l 8 CeAMMUITH, a e TOBa Ha BCEKH 12 CeIMUIIH.

Kak ce npniara Stelara

ITepBara no3a Stelara 3a ieuenue Ha 6onect Ha KpoH uimn yiepo3eH KOJIUT ce Tpujiara oT Jiekap
KaITkOBO BbB BEHA B pbKaTa (MHTPaBeHO3HA HHPY3Hs).

l'oBopere ¢ Bamus nekap, ako nmate BBIIPOCH OTHOCHO IpujlaraHeTo Ha Stelara.

AKO cTe IpPONyCcHAJIM 1a u3noJj3Bare Stelara

Axo cte 336paBI/IJ'II/I HJIN CTC MPOIIYyCHAIN Yaca CH 3a IpUJlaralHe Ha 103a, CBBPIKETC CC C Bamms JICKap
3a INTaHUPAHC Ha HOB Yac.
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AKo cTe cnipesiu ynoTpedara Ha Stelara
He e omacHo aa cipere yrnorpedara Ha Stelara. Ako obaue 51 cripete, BamuTe CHMITOMHU MOXeE Ja ce
BBH300OHOBSIT.

AK0 UMaTe HIKaKBH JOMBJIHUTESIHNA BBIIPOCH, CBBP3aHH C yOTpebaTa Ha TOBA JICKAPCTBO, MIOMUTANTE
Barmus stekap win GpapMariesT.

4.

BBb3MOKHH HeKeJTaHU p€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC [1a MPECAN3BUKA HCIKCIAaHU PCAKIIUU, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

Cepuo3HH HexkeJTaH! PeaKIuu
Hsxon ManUeHTH MOXKE Ja UMAaT CCPUO3HHU HEKECIIaHN pE€aKlIMU, IIPU KOUTO Aa CC Hajiara CIiClrHo
JICUCHUC.

AJlepruvdHM peakuuu — MOKe 1a U3UCKBAT clelHo Jedenne. Uudopmupaiite Bamus
JieKkap WM He3a0aBHO MOTHPCETE CNENIHA MeIUIMHCKA MOMOIII, AK0 3a0ej1eKuTe HIAKOI 0oT
cJIe[IHUTE MPU3HAIH.
. Cepuo3HHTE aNepruyHy peakiui (,,aHapuIaKcus’”’) ca peaKy P X0pa, MpHEeMAaIH
Stelara (moxe na 3acernar no 1 Ha 1 000 gymm). [IpusHanuTe BKIIIOYBAT:
o) 3aTpyAHECHO JUIIAHE WU TPErTbIIaHe
o HUCKO KPBBHO HaJSITaHe, KOETO MOJKE J1a IPUYMHH 3aMassHOCT WJIH CBETOBBPTEK
o MOIyBaHe Ha JINIIETO, YCTHUTE, yCTaTa WU I'BPIOTO.
. UecTnTe MpU3HAIM HA AIEPTUYHA PEAKIIHSI BKIIFOUBAT KOKEH OOpUB U YPTHKApHS (MOXeE
na 3acersat a0 1 Ha 100 mgyrmm).

Peakuuu, cBbp3anu ¢ HHQY3UATA — AKO ce JeKyBare 3a 0oJjiectra Ha KpoH wiu 3a
yJnepo3eH KoJHT, MbpBaTa 103a Ha Stelara me ce NpuJI0kH KankoBO BbB BeHA
(nHTpaBeHo3Ha MHPY3HA). HsAKoM NanyeHTH MOJIy4YaBaT CEPHO3HHU AJIePIrHYHH PeaKIuu
10 BpeMe HA HHPy3uaTAa.

B peaxu caydam ce ch001aBaT aJilepruyHy 0e10ApoOHN peakuuu U 0e10Apo0HO
Bb3NaJleHHe NMPH NAIAEeHTH, KOUTO MOJy4YaBaT ycTeKMHyMa0. YBegoMere Beqnara Bamms
JIeKap, aKo MoJIy4yuTe CUMIITOMH KaTo KallJIMIa, 3a4yX U BUCOKA TeMIlepaTypa.

AKO MoNTyunTe CEeproO3Ha ajJepruiHa peakius, BamusT nekap Moxe n1a pemu, 4ye Bue He TpsioBa
na yrorpedssare Stelara oTHOBO.

HNHdexnnn — Moske 1a M3UCKBAT clielIHo JieyeHue. Undopmupaiite Bamms nexap, ako
3a0eJ1eXKNTe HAKOM OT CJIeAHUTE IPU3HALIM.

o WH(EKIUUTE Ha HOCA WK T'HPJIOTO U MPOCTY/IaTa ca YeCTH (MOKe Jia 3acerHar ao 1 Ha
10 mymmm)

. MHQPEKIUUTE Ha JOJTHUTE AUXATEIHH MbTHUILA (TPbIHN HHPEKIINN) ca HeueCcTH (MOKe /1a
3acernat 1o 1 Ha 100 gymm)

. BB3MAJICHUETO Ha IMOJKOXHATA ThKaH (IIEIYJIUT) € HedecTo (MOoKe Ja 3acerHe 10 1 Ha
100 mymm)

o xepnecute (BU Oosie3HEeH 00pHB ¢ MEeXypH) ca HedecTH (MoXe Ja 3acerHar Ao 1 Ha
100 myrmm)

Stelara Mmosxe na Hamanu ciocobHocTTa BU n1a ce 6opure ¢ undexun. Hiakon nadexmm Moxe
Jla CTaHAT CEPUO3HM U MOXE JIa BKIFOUYBAT HHPEKIINHU, TPUUUHEHH OT BUPYCH, ThOUYKH,
OakTepuu (BKIFOUUTEIIHO TyOSPKYJI03a) WK Mapa3uTH, BKIIOYUTEITHO HHPEKIIUH, KOUTO
BB3HUKBAT MPEIMMHO MPH XOpa ¢ 0TciIadeHa IMyHHA CUCTeMa (OTIOPTIOHUCTHYHU HH(EKITUH).
[Tpu manueHTH, NoJIy4aBalld YCTEKHHYMa0, ce ChOOIaBaT ONOPTIOHUCTHYHY UHPEKIIUY Ha
MO3bKa (eHIeQaanT, MCHUHTHUT), OeTuTe JPOoOOBE U OUUTE.
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okato ynorpe0sBare Stelara, TpsiOBa aa cieauTe 3a mpu3Hany Ha HH(eKus. Te BKIFOYBaT:
BHCOKa TEMITIEpaTypa, TPHUITONOI00HN CHMITTOMH, HOIITHO TIOTeHE, 3ary0a Ha Terio
yMOpa WITH 3a]TyX, YIIOPUTA KallTHIa

TOIUTA, 3a4epBEHA U O0JIe3HEHA KOXKa WM OOJIE3HEH KOXKEH O0OPHUB C MEXYPH

napeHe npu ypuHUpaHe

Juapust

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHue

rJ1aBO0OJIMEe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, TJICHE UITH
00BPKaHOCT.

Wudopmupaiite Bamms ekap BeqHara, ako 3a0eIe:KUTe HIKOW OT Te3H NMPU3HAIN Ha
uHdexnusa. Te morar na ObIAT MPU3HALM HA MHPEKLIUH KaTo TPbIHN WHPEKINN, KOXKHU
MH(EKIHH, XepIiec 30CTep WIN ONOPTIOHUCTHYHH MH(EKLINH, KOUTO MOTaT Jja JOBEAAT /10
cepro3HH ycnoxxHeHus. MHbopmupaiite Bamus nekap, ako uMaTe HIKaKBa YIOPHTA HITH
noBTapsIia ce nHpeKus. BamusT gekap Moxe J1a peiny, 4e He TpsiOBa Jia ynotpedsBare
Stelara, nokato nadekuusnTa He Oble U3NeKyBaHa. Y BenoMeTe Bamms nekap, u ako uMarte
OTBOpPEHM PaHHU WJIM HApAHIBAHUS, Thil KATO MOXeE J]a c€ HH(PEKTHPAT.

JliomeHe Ha KOKaTa — HHTEH3HBHOTO 3a4epPBsiBaHe H JIIOIIEeHe HA KOKATa HA MO-ToJIsIMa
IJIOII M0 TSIJIOTO MO’Ke /1a €2 CHMITOMH HA ePUTPOAepPMHYEH MCOPUA3HC WIH
exc(oIuaTHBEH 1ePMATUT, KOUTO €A CEPHO3HH KOKHHU 3200/ 1sIBaHUs. AKO 3a0eJIe;KuTe
HSIKOH OT Te3u MpU3HALU, TPsAOBa Aa nHpopMmupaTe Bamus jJexap ne3adbaBHo.

I[pyl"l/l HEKEJTAaHU peaKIIuu

YecTu HexeIaHU peakuuu (Moxe Aa 3acerrar g0 1 Ha 10 mymm):
JAapust

rajicHe

MOBpBIIAHE

yMopa

3aMasHOCT

riraBobosnme

chpOex (IpypuTyc)

00JKa B rppba, MyCKYyJTUTE WIIH CTAaBUTE
BB3IIAJIEHO T'BPIIO

3ayepBsABaHe M OOJIKa Ha MACTOTO Ha HH)KEKTHPAHE
WH(]EKITNS Ha CHHYCHTE

HeuecTn Heskenanu peakuuu (Moxe aa 3acersar a0 1 va 100 gymm):

° WH(EKINUY Ha 360UTe

. BaruHasIHA WH(EKIMs, TPUYUHEHA OT M’BOUYKHU
. JeTpecust

. 3aIlyIIeH HOC WM Xpema

[ ]

KbPBCHEC, TIOCUHABAHC, BTBbPAABAHC, [IOJAYBAHC, C’Lp6e)i(, 3a4CPBABAHC U 0oJKa Ha
MACTOTO Ha MHKCKTUPAHE

J ycellaHe 3a c1adocT

o CIia/IaHe Ha KJIenayva U M3KPHUBsIBaHE HA MYCKYJIHTE Ha €JHATA MTOJIOBHHA HA JIUIETO
(,JiuIIeBa mapanusa” Wi ,,lapaiu3a Ha bex”), KosiTo OOMKHOBEHO € BPEMECHHA

o IIPOMsHA Ha IICOpHA3KUca ChC 3aUCPBIBAHE M HOBH MAJIKH, JXBJITH WX OCIH MEXYPH 110
KOXaTa, MOHAKOra MPHIPYKEHH ¢ TeMIepaTypa (MycTyJI03eH MCopHasic)

. OeneHe Ha Ko)kaTta (eKCQoaranus Ha KOXKaTa)

o aKHe
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Penxu HexesIaHM JeKapcTBeHH peakuuu (Moxke fa 3acerrar 10 1 Ha 1 000 mgyrmm)

o 3auepBsBaHE U JIFOIICHE HAa KOXKAaTa Ha MMO-ToJIsiMa IO 110 TsUIOTO, KOUTO MOXKE J1a
ChpOAT Wi 11a ca 6ojie3HeHH (ekconuaTuBeH aepMatuT). [1omo0HN cuMITOMM
MIOHSIKOTA CE Pa3BUBAT KaTO €CTECTBEHA MPOMSHA Ha BHJIa HA CUMIITOMH Ha IICOPUA3UC
(epuTpOoAEpMHUYEH MICOPHUABHC)

o Bb3nanenue Ha MankuTe KPbBOHOCHHU ChAOBE, KOETO MOXKE J]a JOBEAE A0 KOXKEH OOPUB C
MAaJIK{ Y€PBEHH WM JIMJIABU TOAYTHHH, TEMIIEpaTypa Ui 00JIKa B CTABUTE (BaCKYJIUT).

MHoro peaxH He:keJIaHU JleKapcTBeHU peakuuu (Moxe 1a 3acersat 1o 1 Ha 10 000 mymm)

o OOpazyBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe Ja ObJie 3a4epBeHa, Chposiia u
OonezneHa (Oyno3eHn nemduron)
o KOJKEH JIyITyC epUTEMATOIEC H JIyITyC-TI0I00CH CHHIPOM (Y4epBEH, HAIUTHAT, JIFOLIEI Ce

0OpHB B M3JIO)KCHUTE HA CIIBHIIC YYaCThIM Ha KOXKaTa, KOUTO MOXKE Ja € IPUAPYKEH OT
OOJIKM B CTAaBHTE).

Chol01maBaHe HA HesKeJIAHH PeaKINu

AKO MOJTyunTe HAKaKBU HEXEJIaHU JIEKapCTBEHH Peakly, yBeaomere Bamus nexap unu gpapmanesT.
ToBa BK/IIOYBA M BCHYKU Bb3MOXKHU HEONMCAHM B Ta3M JINCTOBKA HEXeNaHU peakuuu. MoxkeTe ChILo
Jla CbOOIIUTE HEXKENAaHU PeaKIMU JUPEKTHO Ype3 HAllMOHAJIHA CUCTEMa 3a ChOOIIaBaHe B
WzmbiHUTEIHA areHIys 10 JieKapcTBaTa

yi. ,,JJamsin I'pyeB® Ne §

1303 Cocus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo cpobiaBare Hexxenanu peakiiy, MOXKeTe Ja JajieTe CBOS MPUHOC 3a MMoJy4yaBaHe Ha IOBeYe
nH(OpPMAIIST OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpansiBate Stelara

o Stelara 130 mg koHIeHTpAT 32 HH(Y3UOHEH PAa3TBOP ce Npusiara B OOJHUIA WK KIMHUKA U HE
Ce HaJlara nmaryieHTUTe J1a TO ChXPaHsIBaT WU J1a O0PaBAT C HETO.

Ja ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIelia.

Ha ce cpxpansBa B xnaquHuk (2°C-8°C). Jla He ce 3ampazsBa.

CoxpaHsBaiiTe rakoHa B KaApTOHEHATa OMAKOBKA, 32 J]a C€ MPEe/Ia3u OT CBETINHA.

He pasxmamaiite ¢akonute. [IpoabpKUTETHOTO EHEPTUYHO pa3KiialllaHe MOXKe J1a TIOBPEIn
JIEKapCTBOTO.

He u3znon3Baiite TOBa J1eKapCcTBO:

. CJIe]l CpOKa Ha TOJTHOCT, OTOE/IS3aH BhPXY €THKETa U KApTOHEHATA OMAKOBKA CJIe]
»EXP“/,,I'onen no“. CpoKbT Ha TOAHOCT OTTOBAPS HA MOCIEIHHS IEH OT IIOCOYCHUS MECETI.

) aKo TEYHOCTTA € C TIPOMEHEH IIBSIT, MbTHA WJIV B Hesl ce 3a0e3BaT ILTyBaIl{ Ty>KIU YACTHIIH
(Bmxre TOYKa 6 ,,Kak n3riexna Stelara 1 KakBO ChJIbpIKa OMAaKOBKaTa“").

. aKo 3HACTE WJIM CMATATE, Ye MOXKE J1a ¢ Ouyla U3JI0’KeHa Ha EeKCTPEMHHU TeMIiepaTrypu (KaTo
WHIUICHTHO 3aMPB3BaHE HIIH 3arpsBaHe).

. aKO TPOAYKTHT € OUJI CHEPTUYHO Pa3KJIaTEeH.

. aKo oOKaTKaTa € CUyIicHa.

Stelara e camo 3a egHOKpaTHa yrorpeda. PazpeneHusaT nHpY3HMOHEH pa3TBOP MIIM HEU3IIOI3BAHUAT
MPOAYKT, OCTaHaJ BbB (pJIaKOHA M B CHPUHIIOBKATa, TPSOBa 1a Ce U3XBHPIU B CHOTBETCTBHE C
MECTHHUTE W3UCKBAHUSI.
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6. Cumpmarme Ha OnMaKoBKaTa U J0ONIbJHUTEC/IHA I/lll(l)OpMalII/lﬂ

Kakspo cbabpixa Stelara

. AKTHBHO BeIleCTBO: ycTeknHyMa0. Beekn iakon cpabprka 130 mg ycrekunymab B 26 ml.

. Hpyru cecraBku: EDTA guratpueBa con quxuapar, L-xuctuanH, L-XucTuamHOB

MOHOXHUIPOXJIOpHI MOHOXUApat, L-metnonus, noaucopobar 80 (E433), 3axaposa u Bozaa 3a

HNHXCKINH.

Kak m3rie:xna Stelara u kKakBo CbAbpKa ONMAKOBKATA

Stelara e OucTbp, Oe31BETEH 10 OIEMOKBIT KOHIIGHTPAT 32 MHPY3HOHEH pa3TBop. JlocTass ce B
KapTOHEHA ONAaKOBKa, ChAbpIKallla eauH cThKICH (iakoH ot 30 ml ¢ exuHnyHa f03a. Beeku ¢iakoH

cpabppka 130 mg ycrekuaymad B 26 ml KOHIIEHTpAT 32 HHPY3UOHEH pa3TBOP.

IMpurexaTtes Ha pa3pelIeHHETO 3a yNoTpeda

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a gombaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE€ C JIOKAIHUS
NpeACTaBUTEN Ha MPUTEXKATEIST Ha pa3pelieHreTo 3a ynorpeoa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: 0800 93 377
info_belux@its.jnj.com

Bbbarapus

»JKoHCHH & JxoHCHH brarapus” EOO/]

Ten.: +359 2 489 94 00
jisafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com
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Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee(@its.jnj.com

E\rada

Janssen-Cilag ®appokevtik) Movonpocmnn

A.EB.E.
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bapvapoc Xattnmavayng Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
lv@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Romaénia
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
JNJ-SI-safety@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com

Jara Ha mocyeqHo npepasrJieskaade Ha JuctoBkara 07/2026

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
10 JIeKapcTBaTa https://www.ema.europa.cu.
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ITocoyenara no-gony UHGOPMALIKS € IpeAHa3HaUYCHA CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

IIpocnenumoct

3a fma ce moo0pu MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U MTAPTHIHUAIT
HOMEp Ha MPIJIOKEHUS MPOIYKT TPSOBA SICHO JIa CE 3aI1CBaT.

Yxkazaaus 3a pa3pexxaaHe:

STELARA xoHueHTpaT 3a HH(pY3HOHEH pa3TBOp TPsOBa Ja ce pa3peau U J1a ce IOATOTBU OT
MEIUIMHCKHU CIIELUAIUCT C IOMOILTa HA aCENTUYHA TEXHUKA.

1. 3a BB3pacTHU NALMEHTH U eINaTPUYHH MALMEeHTH ¢ Terio Hail-manko 40 kg, nzuncnere nozarta
u Opos Ha HeoOxoaumuTe (haakonn STELARA Bb3 0CHOBa Ha TEIJIOTO Ha MAaIUeHTa (BIK.
touka 4.2, Tabnuna 1 u Tabnuna 3 B KpaTkara xapakTeprucTHKa Ha MIPOIYKTA) HITH 32
neuaTpUYHH MAUEeHTH, KOUTO TexaT no-maiko ot 40 kg, n3uucnere go3ata u Opost Ha
HeoOxoaumuTe (IaKOHM B3 OCHOBA Ha TeJIECHATa MOBBPXHOCT Ha manueHTa (BSA) (Bx.
touka 4.2, Tabnuna 2 B Kpatkara xapaktepructuka Ha nmpoaykra). Becexu ¢guakon STELARA ot
26 ml ceapprka 130 mg ycrekunymao.

2. Uzrernere u uzxpoupiere oT HHQY3HOHHHA cak oT 250 ml ob6eM oT pa3TBOp Ha HATPUEB XJIOPHU
9 mg/ml (0,9%), paBen Ha obema STELARA, xoiiTo TpsiOBa na ce qob6aBu (U3xBbpieTe 26 ml
HaTpHeB XJopHn 3a Bceku HeoOxoauMm ¢uiakon STELARA, 3a 2 ¢uakona usxswpiaere 52 ml, 3a
3 ¢naxona u3xBbpiiere 78 ml, 3a 4 dakona nzxeepnere 104 ml).

3. Uzrernere 26 ml STELARA ot Bcekn HeoOXoauM (IIaKOH U TH JJoOaBeTe KbM UH(Y3HOHHUS
cak ot 250 ml. Kpaiinust o6em B HQY3HOHHUS cak TpsaOBa 1a 0bae 250 ml. BuumarenHo
cMecere.

4. [Ipu nenmarpuunu nanueHTy ¢ 6onectra Ha Crohn nim yiueposeH koiurt ¢ terio nox 40 kg

Jl03aTa ce U34MCIIsBa Bb3 OCHOBA HA BSA Ha manueHTa Kato eIHOKpaTHa MHTPaBeHO3Ha (1.V.)
no3a STELARA. Ot undyzuonen cak ot 100 ml ¢ pasrBop Ha HaTpues xyopuz 9 mg/ml (0,9%)
H3TerNIeTe M U3XBBpIeTe 00eM, paBeH Ha ooema STELARA, xoiito me ce nob6asu. Usrermere
HeoOxomumus ooem STELARA ot Bceku dpnakoH u ro nobaBeTe KbM HHPY3UOHHUS CaK OT

100 ml. Kpaiiaust o6em B nH(y3uoHHMS cak TpsaOBa na 6bae 100 ml. CmeceTe BHUMATEIHO.

5. [Ipenn npunoX)eHNETO MPOBEPETE BU3YAITHO pa3peneHus pa3tBop. He ro ynorpebsBaiite, ako ce
Ha6JHOI[aBaT BU3YAJIHO HEIIPO3pavyHr YaCTUIH, IPOMAHA Ha IBCTA WIN Y KAW YaCTHULIU.
6. [Ipunoxere paszpeneHus pa3TBop 3a NepUO] OT Hall-Malko equH yac. Clies KaTo ce pa3peny,

[pUjIaraHeTo Ha HHQY3UOHHUST Pa3TBOP TPAOBA Ja ce N3BBPIIM B PAMKUTE HA OCEM Yaca Cie[
pa3pexnaHeTo B MHPY3NOHHUS CaK.

7. Wznon3eaiite camo HaObOp 3a UH(Y3Us C BrpaJieH, CTEPUIICH, aTUPOreHeH PUITHP ChC CIIabo
CBBbp3BaHe Ha poTenHH (pazMep Ha mopute 0,2 MUKpoMeTpa).
8. Bceku (akoH e caMo 3a eIHOKPATHO MPHUIIOKECHUE W HEU3IOI3BAHUSIT JIGKAPCTBEH MTPOAYKT

TpSI6Ba Ja €€ U3XBBHPJIU B CbOTBETCTBUC C MCCTHUTEC U3 CKBAHUA.

CoxpaHeHHe
AKO € HE00X0IUMO, Pa3PEACHUAT HHPY3HOHHHUAT Pa3TBOP MOXKE J1a CE ChXpaHsIBa Ha CTaiHa

temneparypa. [Ipuiaranero Ha HHQY3HOHHUAT Pa3TBOp TPSAOBA /1a Ce U3BBPIIN B PAMKHTE HA OCEM
yaca clie]l pa3pexk1aHeTo B MHPY3HOHHMS cak. J[a He ce 3ampassiBa.
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JlucroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg nH:KeKIIHOHEH pa3TBoOp
ycTekuHyMa0 (ustekinumab)

IIpouereTe BHUMATEIHO LSIJIATA JIMCTOBKA, IIPEIM Aa 3all0YHeTe 1a U3N0JI3BaTe TOBa
JIEKapCTBO, Thil KaTO TS ChABbP:Ka BakHa 32 Bac undopmanus.

Ta3u 1uCTOBKA e HANKMCAHA 32 AUEHTA, KOWTO NpPHeMa JIEKapCTBOTO. AKO €Te POAUTE] HIH
HACTOMHMK, KOWTO e npuJara Stelara Ha netre, MoJIsl MpoYeTeTe BHUMATEJIHO Ta3H
HH(popManmsi.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HAIOXKU J1a A IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEITHA BBIIPOCH, TTonuTaiiTe Bamus nekap wiu gapmarieBT.

- ToBa nekapcTBO € npeanucaHo JudHo Ha Bac. He ro npeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIIY, HE3aBUCHMO Y€ IPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKO TIONTyYnTe HAKAKBU HEXEJaHU peaklny, yBeroMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIFOYBA U BCUYKHW Bb3MOXXHH HEXKCJIIaHU pC€aKlINnKU, HCOIMMCAaH! B Ta3W JIMCTOBKA. Bmxre
TOYKa 4.

KakBo cbabpika Ta3u JUCTOBKA

KakBo npencrapnsBa Stelara u 3a KakBo ce U3MOI3Ba

Kakgo Tps6Ba na 3Haete, npeau ga usnoi3Bate Stelara

Kaxk ma msnomnssare Stelara

BBb3M0XHU HEKEaHU PEaKLIUU

Kak na cexpansiBare Stelara

ChbabpprkaHye Ha ONIAaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

A

1. Kakso npencrapiasBa Stelara u 3a kakBo ce U3M0J13Ba

KakBo npencrasiasBa Stelara

Stelara chabpka akTHBHOTO BEILIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJTHO aHTHUTSLIO.
MOHOKJIOHATHUTE aHTHUTENA Ca POTENHHU, KOUTO PAa3MO3HABAT ¥ CBBP3BAaT ONPENEIeHN CrepuaHI
MPOTEUHU B OpPraHu3mMa.

Stelara mpuHaIEX) M KbM TpyTa JeKapCcTBa, HAPEUCHH ,,AMyHOCcynpecopu’”. Te3un ekapcTBa eicTBar,
KaTo HaMaJsIBAT aKTHBHOCTTA HA YacT OT UMYHHATA CUCTEMA.

3a xakBo ce n3noj3Bea Stelara
Stelara ce m3m0i3Ba 3a JI€UEHNE HA CIEIHUTE BH3ITAIIMTEIIHN 3a00IISIBAaHN:

o [InaxoB mcopuasuc - Mpu Bb3PACTHH U JIeTia Ha Bb3PacT OT 6 TOAWHU H MO-TOJIEMHI

o IlcopuaTiyeH apTpuT — py Bb3pacTHU

o YwMmepena g0 Texxka 6onect Ha KpoH — nipy Be3pacTHU U Je1ia Ha Bb3pacT 2 U IOBeYe TOTUHI
o YMepeH 10 TeXBK yIAepo3eH KOJUT — IIPH Bb3PACTHH U Jella Ha Bb3PacT 2 U MOBeY€e TOJUHH

IlnakoB ncopuasuc
,,I17TaKOB TIcopra3nc’ € KOXKHO 3a00JIsIBaHe, KOETO BOIH JI0 BH3MAJICHUE, 3acsATaIlo KoKaTa U HOKTHUTE.
Stelara HamassiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00IIBaHETO.

Stelara ce u3non3Ba MpH BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3UC, KOUTO HE MOTaT Jia
M3II0JI3BAT LIUKJIOCIIOPHH, METOTPEKCAT MK (POTOTEpaIus, HIIK KOTaTo TE3U JICUYCHHsI HE JICHCTBAT.

Stelara ce u3non3Ba mpw Jiena v IOHOIIHN Ha BB3PacT 6 TOJMHU U MTO-TOJIEMH C YMEPEH JI0 TEKBK

IIJIAKOB IICOpHAa3uC, KOUTO NUMAaT HCIIOHOCUMOCT KbM (1)0TOTCpﬁHPI$[ WK JpYyTryu CUCTEMHU TEpannu, UJIn
KOraTo T€3u JICUCHUA HE HeﬁCTBaT.
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IlcopuaTuyen apTpuT

IlcopuaTideH apTpUT € BH3MATUTENHO 3a00JIIBaHe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO Iie Bu nekyBar ¢ Apyru JiekapcTBa. AKO
HE C€ MOBJIUSACTE TOCTATHYHO JOOPE OT Te3M JIeKapcTBa, Moxke 1a Bu ce npeanume Stelara, 3a na ce:

o HaMaJIT PU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo6pu guznyeckoto Bu cherosinue;
o 3a0aBu yBpeXIaHeTo Ha Bamure craBu.

Boaect Ha Kpon

Bonecrra Ha KpoH e Bp3nanurenHo 3abonsBane Ha yepBara. Ako nMate 6osrect Ha KpoH mbpBo 11e
Bu ce magar npyru jekapcTBa. AKO HE ¢€ TOBJIHUACTE JOCTAThYHO WIIM UMATE HEMTOHOCUMOCT KbM TE3U
JIeKapcTBa, Moe J1a Bu ce nane Stelara 3a HaMansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3a00BaHeTO BH.

Yiuepo3en koauT

VYA1epo3HUT KOJIWT € Bh3NATUTEIHO 3a00IIIBaHe Ha YyepBaTa. AKO UMaTe YIIEPO3eH KOJUT, ITbPBO
e Bu ce mamat npyru nekapctBa. AKO He ce TOBIUsBaTe 100pe UM UMaTe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe J1a Bu ce nane Stelara 3a HaMasiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Bairero
3a00JIsBaHE.

2. Kakso TpsadBa 1a 3HaeTe, npeau Aa uznoJssare Stelara

He n3noasBaiite Stelara

o AKO cTe aJIepruuHu KbM YCTeKHHYMAa0 MK HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JISKapCcTBO (M30pOSHU B TOUKA 6).
o AKo UMaTe aKTHBHA WH(}peKIHA, KosATO Bamusr jekap HaMupa 3a 3HaUMMa.

AKO He cTe CUTypHU J1ajl HAKOe OT M30pOCHUTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
aexap wi (papmaneBT, npeau Aa usnonssate Stelara.

IpenynpesxaeHust 4 Mpeana3sHu MEPKH

I'oBoperte ¢ Bamus nexap winu gapManeBT npeau aa usnoiiseare Stelara. BamusT nexap e nposepu
CBhCTOSIHUETO Bu mpeu Besko JieueHe. YBEJIOMETe CBOS JieKap 3a Besika Baiia 6osiect npeau BCIko
nederue. CpIo Taka nHbOpMHUpaiTe Bammms iekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOHTO
MOJKe J1a Ma TyOepKyIio3a. BammusT nekap me Bu nperniena u mie HampaBy H3cCIIeABaHEe 3a
TyOepKyJ03a, peau jaa usnonspare Stelara. Ako Bammst iekap cMsita, 4e CTe U3JI0KEHH Ha PUCK OT
TyOepKyJ03a, MoXe Aa Bu nmpenmurie mekapcTsa 3a JSYCHUETO 1.

Ciefere 3a cepHO3HU HeXKeJIaHU PeaKIHH

Stelara mo>xe 1a mpeU3BUKa CEPUO3HU HEXKENAHU PEAKIIUHU, BKIFOUUTEITHO AJISPTUYHU PEAKIIUU U
undexknuu. TpsOBa na ciaeauTe 3a ONpeac/IeHH IPU3HaIi Ha 3a00JIABaHus, T0KaTo npueMate Stelara.
Bwxre ,,Cepro3an He)XenaHu peakuy’ B TOYKA 4 32 IBJIHUSA CIIUCHK Ha TE3W HEXKEIIAaH! PEaKITHH.

IIpenu na u3mos3Bate Stelara ungopmupaiite Bamus nexap:

. AKO HSIKOTa CTe MMAaJIH AJIepruyHa peaknusi kbM Stelara. Ako He cTe CUTypHHM, TOTIUTAlTE
Bamus nekap.

. AKO HAIKOTA CTe NMAJIN HAKAKbB BUJ PaK — TOBA €, 3aII0TO UMYHOCYTIpecopuTe karo Stelara
0Tc1abBaT 4acT OT MMyHHaTa cuctemMa. ToBa MOKe Jla MOBHUIIN PUCKA OT pax.

. AKO cTe JIeKYBaHH 32 IICOPHA3HC C APYrH OHOJIOTHYHM JIEKAPCTBA (JIEKapCcTBO,

MPOU3BeICHO 0T OHOJTOTMYeH H3TOYHHK H O0MKHOBEHO MPWJIATAHO Ype3 HHKEKIHS) -
PHUCKBT OT paK MOXeE J1a € MO-BUCOK.

. AKO UMaTe HWJIM HACKOPO cTe UMAJH MHpeKums.
AKoO UMaTe HOBM MJIM NIPOMEHSIIIH ce JIe3UH B yUaCThIUTE C ICOPUA3UC WU TI0
He3acerHaraTa Koa.

. AKO moJiyyaBarte Jpyro jJedeHHe 3a NCOPUA3UC W/ MU NCOPUATHYEH aPTPUT — KaTo IPYTH
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TsUIOTO ce JIeKyBa ¢ THIl yiarpaBuosnerosa (UV)
cBeTNMHA). Te3u JeueHHs ChII0 MOXKE Jia OTCIIA0AT YacT OT UMYHHATa cucteMa. M3mnon3BaHero
Ha Te3W JICYCHUS 3ae/IHO ChC Stelara He e uzcnenBano. Br3aMoxkHO € 00aue, TO /1a yBeIHnIu
pHcKa oT 3a00JsBaHUs, CBhP3aHH C OTCIa0BaHE HA UMyHHATa CHCTEMA.

) AKo0 nosiyyaBaTe WK HAKOra cTe NOJYy4aBAJIM HHKEKIIUM 32 JiedeHHe HA aJIePruM — HE €
M3BECTHO Janu Stelara Moke 1a OKa)ke BIUSHHE BbPXY TAX.
° AKO cTe Ha ¥ Hajl 65 roIMHU — MOXeE J]a CTe TIO-CKJIOHHU KbM WH(EKIINH.

AKXO HE CTe CUT'YpHH JaJIi HAKOE OT ropen30poeHnTe ce oTHacs 3a Bac, mockBeTBaiite ce ¢ Bammms
nekap v papManeBT, peau aa u3nonssare Stelara.

Hsikon manmenTH noyvasart JyIyc-OAOOHU peakuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToec U
JyIyc-mof00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ yctekuaymal. ['oBopere Bennara ¢ Bamms sekap,
aKo IOJYYHTE YEPBEH, HAJUTHAT, JIFOIIEI ce 00OPUB, IIOHAKOTa C ITO-THhMHH IPaHUIIN, B U3JI0KCHUTE
Ha CTBHIIEC yYacThIM HA KOXKaTa UM CTaBHU OOJIKU.

CobpaeveH MHOAPKT U HHCYJITH

WHdapkT 1 HHCYJITH ca HaOJI0aBaHu B TPOYYBAHE TPH MAIEHTH C TICOPUA3UC, JIEKYBAHU ChC
Stelara. Bammusr Jiekap pejoBHO Iiie IPOBepsiBa PUCKOBUTE (HaKTOPH 3a ChPJCUHO 3a00JIIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JieKyBaT Mo moaxousi HaunH. He3abaBHO moTbhpcere
MEMIIMHCKA TTOMOIII, aKO MOJIy4nuTe 00JIKa B TBPANTE, CIA00CT MM HEOOWYAMHO yCeIllaHe OT eIHaTa
CTpaHa Ha TSJIOTO, OTITYCHATOCT HA JIMIIETO WK TOBOPHU WJIHM 3PUTEITHUA CMYIICHHS.

Jeuna v roHomM

Stelara He ce mpemopbYBa 3a ynorpeba Ipu Jena Ha Bb3pacT o 6 TOJUHH ¢ TICOPHA3NC, Jera Ha
BB3pacT 1o 2 roauHu ¢ 6onect Ha KpoH win yimepo3eH KONUT WK TPH JIenia Ha BB3PacT MO/
18 roauHM ¢ ICOpUAaTHYEH apTPUT, 3aII0TO HE € MPOYUYBaH P T€3U Bb3PACTOBU IPYTIH.

Jpyru nekapcTBa, BakcuHu u Stelara
TpsiOBa na kaxxeTe Ha Bamms jgexap win (papMarieBT;

o AKo npuemMaTte, HaCKOpO CTe IIPUEeMalId WK € Bb3MOXKHO A3 IPUEMEeTe IPpyTH JIEKapCTBa.

. Axo Hackopo Bu e npaBena nnu mianupate n1a Bu ce npaBu BakcuHanus. JJokato nu3nosaspare
Stelara, HsKou BUOBEe BakcMHH (KMBU BaKCHHH) HE TPsiOBa Jla ce TpuiIarar.

. Axo cte nony4asanu Stelara o Bpeme Ha OpeMEHHOCTTa, TpAOBa Ja KakeTe Ha JIeKaps Ha

6ebero Bu 3a neuenuero cbe Stelara, mpeau TO 1a TOTyYH KaKBaTO U 1a € BAKCHHA,
BKJTFOUHMTEITHO JKMBY BaKkCHHH, KaTo bI[DK BakcuHa (M3mo13Bana 3a mpeana3Bade oT
TyOepKyo3a). JKuBuTe BaKCHHU HE € MpernophyuBar 3a Barero 6e0e npe3 mbpBUTE IBaHAACCET
Mecela cies paXaaHeTo, ako cTe TodydaBain Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JekapAT Ha BameTo 6e6e He Ipenophyia IpyTo.

BpemeHHOCT M KbpMeHe

. AKko cTe OpeMeHHa, cMsATaTe, Y& MOXKeE J1a cTe OpeMeHHa WITH MJIaHupaTe OPEMEHHOCT,
NoChBeTBalTE ce ¢ Barus jekap npenu ynorpebdara Ha TOBa JICKapCTBO.
. He ¢ HaOmronaBaH 0-BUCOK PUCK OT BpoeHH AeeKTH pHu Oedera, u3nokeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara mpu GpeMeHHH jkeHH 00aue ca OrpaHHYCHH.
[Topanu ToBa e 3a nmpennouynTane Aa ce n30sArBa yrnorpedara Ha Stelara mo Bpeme Ha
OpEeMEHHOCT.

. AKO cTe JKeHa ¢ IeTepOJICH OTeHLIMAI, KEeJIATeITHO € Ja He 3a0peMeHsIBaTe U Ja U3I0I3BaTe
MOJIXOJIAAI TPOTUBO3aYaThYCH METOJI, KOraTo u3mnoi3sare Stelara u mone 15 cenmunu cien
MOCJIeTHOTO Npuiiarane Ha Stelara.

. Stelara Mo>xe 1a mpeMuHe Mpe3 IUIaleHTaTa B HEpoAeHOTO Oebe. AKO cTe mojyyaBanu Stelara
Mo BpeMe Ha OpeMEeHHOCTTa cH, 6e0eTo By Moke 1a MMa MO-BHCOK PUCK OT HHEKIHS.
. BaxcHo € 712 kaxeTe Ha JiekapuTe Ha Bameto 6e0e 1 Apyrd MEAMIMHCKH CIICIHATUCTH, aKO CTE

nony4asanu Stelara o Bpeme Ha OpeMEHHOCTTA CH, Ipeu 6e0eTo /1a MOTyYd KaKBaTo U Jia €
BakcuHa. JKuBu Bakcuuu, kato BLDK BakcuHa (M3mon3BaHa 3a mpeanasBaHe oT TyOepKy103a),
HE ce MpenopbuBar 3a Bariero 6ede mpe3 mbpBUTE JBaHAIECET Mecela Clie]] paXIaHeTo, aKko
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cTe moty4aBaiu Stelara o Bpeme Ha OpEMEHHOCTTa, OCBEH aKo JieKapsaT Ha Baiero 6e0e He
mpernopwYa Jpyro.

. YcerekuaymMad MOXKE J1a TIPEMHUHE B KbpMaTa B MHOTO MaJIKH KoyimdecTBa. [lockBeTBaiiTe ce ¢
Bammus niekap, ako KbpMHTE WK aKo TUTaHUpaTe Aa Kbpmute. Bue u BamusT nexap tpsoOBa qa
pemmTe ganu TpsoBa 1a KbpMUTE WIIH J1a U3Mo3Bate Stelara - He paBeTe U BETE.

Ilopupane u padoTa ¢ MAIIMHU
Stelara He TOBIMABA WK TIOBJIHSIBA IPEHEOPEIKUMO CIIOCOOHOCTTA 32 ModupaHe u padboTa ¢ MallluHU.

Stelara cbabp:ka nonucopdat 80

Stelara ceabppxa 0,02 mg nonucopbar 80 (E433) BB Besika 1033, KOATO € €KBUBAJICHTHA Ha

0,04 mg/ml. [lonucopbatuTe Morar Aa NPUUMHAT ANepPruuH peakuuu. TpsOBa qa kaxere Ha Bamms
JieKap, ako UMaTe yCTaHOBEHU aJIepruM.

3. Kaxk na n3noassare Stelara

Stelara e nmpesHa3HaveH 3a ynotpeda o1 pPhbKOBOACTBOTO M KOHTPOJIA Ha JIEKap C OMHT B JICYCHUETO
Ha 3a00JsBaHUATA, 32 KOUTO € MMOKAa3aHO JICKAPCTBOTO.

Bunaru usnossBaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. Ako He cTe CUTYpHU B
Heulo, nonuTtaiite Bamus nekap. IloceBerBaiiTe ce ¢ Bamus gexap 3a ToBa, kora e Bu ce noctaBst
MHXEKIHMHUTE U KOra LIE ca CIECABAIIUTE KOHTPOJHHU MIPETICAHU.

KakBo konuvecTBo Stelara ce npuiara
Bamusr nekap 1ie pery KakBo KonudecTBo Stelara TpsiOBa 1a MOIydUTe U 38 KAKBB IIEPHOA OT BPEME.

Bb3pacTHu Ha 18 roquHu WK Mo-rojieMu
IIcopuasuc UM NCOPUATHYEH APTPUT

o IIpenoppunTennara HayanHa qo03a € 45 mg Stelara. [TanmenTn ¢ Terno Hax 100 kumorpama (kg)
MOJKe J1a 3armovHar ¢ g03a 90 mg Bmecto 45 mg.
o Crnen HayanmHaTa 7034, cieaBamiara Bu mo3a me 6b/1e 4 ceIMUIH Mo-KbCHO | CIIE] TOBA Ha

Bceku 12 ceqmuiu. CleaBammre 103U OOMKHOBEHO ca CBhIIUTC, KaTO HaA4YaJIHATa J034a.

Bousect Ha KpoH miu yiuepo3eH KoJIUT

. ITo Bpeme Ha euenueTo Bammsar jgekap me Bu npunoxu mppBarta 103a OT IPUOIU3ATETHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKara (MHTpaBeHO3Ha nHOy3us). Cnen HayamHarta 103a,
mie rmoyryanTe cieasamara 1o3a 90 mg Stelara cien 8 ceamunu, cnex ToBa mpe3 12 ceamumm
gpe3 WHKEKIHS o1 KoKaTta (TIOKOXKHO).

. [Ipu HAKOM ManMeHTH, CJe TbpBaTa MOAKOXHa HHxKeKIws, 90 mg Stelara Mmoske ma ce mpumara
npe3 8 cenMuiy. BammsT nexap me pemy Kkora TpsioBa Aa NOJIy4YHTe CleaBallaTa CH J03a.

Jeua v 10HOIIM HA 6 TOAMHU WJIH MO-T0JIEMH

IIcopuasuc

. Jlexapsar Tpsa6Ba ma onpeneny npaBuiIHaTa 3a Bac 103a, BKIIOYUTEIIHO M KOJIMIECTBOTO (00eMa)
Stelara, xoiiTo TpsOBa 1a ce MHKEKTHPA, 32 Jla € MpaBiTHa jo3ata. [IpaBmHaTa no3a 3a Bac mie
3aBHCH OT BameTo TenecHo Terio mo BpeMe Ha BCSKa J03a.

. Ako texure nmo-manko ot 60 kg, npenopeunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJIo.

. Axo Texxute ot 60 kg 10 100 kg, npenopbuntennara g03a e 45 mg Stelara.
Axo Texxute nmoseue ot 100 kg, npenopbunTennara no3a ¢ 90 mg Stelara.

. Cnen mavyanHara /103a, clieBaniara Bu no3a me 0be 4 ceIMHIIU TO-KBCHO U CJIE]] TOBa Ha

BcekU 12 ceqMUIIN.
Hena c¢ Tersno noxa 40 kg

BoJiect Ha KpoH u y/iuepo3eH KOJIUT
. Ilo Bpeme Ha neyeHueTo Bamusr nekap 1ie onpenenu npenopbuuTenaHara 3a Bac n1o3a 3a
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WHTpaBeHO3HA MH(Y3UA B3 OCHOBA Ha TelecHaTa Bu moBspxHOCT (BSA). JlekapsT mie s
MIPUJIOKH Ype3 KAIlKOBO BJMBAHE BbB BEHa HA pbKara (MHTpaBeHO3Ha uHbpy3us). Cien
HayaJHaTa J03a BammsT nekap 1ie onpeaenu cieasaiiaTa 103a Bb3 OCHOBa Ha Bamata BSA.
Ile momyuuTe Taszu po3a Stelara cien 8 ceIMUIIM U CIIET TOBA HA BCEKU 12 ceIMUIM Ype3
WHXEKTHPaHE 0T KoxkaTa (,,[TOAKOKHO ).

. [Ipu HAKOW MaIMEeHTH Clie/ TbpBaTa WHKEKIHS O] Koxkara, Stelara Moxe J1a ce mpuiara npes
8 ceamuny wiu npe3 4 ceaMuIM. BaiusT jgekap 1i1e peiy Kora TpsoBa Ja moxy4nuTe
clieBaIaTa cu J03a.

Hena c Tersuo naii-manxo 40 kg

BoJect Ha KpoH 1 yJjnepo3eH KOJIUT

° [To BpeMe Ha neueHueTO Bammsar jiekap e IpuaoXKH Mbpearta J03a oT npuonu3uTeaHo 6 mg/kg
Stelara upe3 kankoBo BIMBaHE BHB BeHa Ha phkata Bu (nHTpaBeHo3Ha nH(py3us). Cren
HavajgHaTa 7032 IIe MMoJIyuuTe cieapamaTa qo3a 90 mg Stelara cien 8 ceamuiiy, a ciieq ToBa Ha
BCeKH 12 cenMuIy Upe3 HHKEKIUS 0] KoxkKaTa (,,TIOJIKOKHO ).

IIpu maxon nanmentu 90 mg Stelara moxke na ce mpuiara npe3 § CeaMUIIM WK ITpe3 4 CeIMUITH.

BamusaT nekap iie perim kora TpsiOBa jJa MmoJyduTe clie/IBaiiaTa Cy J103a.

Kak ce npuiara Stelara

o Stelara ce npuiiara KaTo HHXEKLHS 0 KokaTta (MOAKOXHO). B Hauanoro Ha Bamero neuenue,
Stelara Mo>xe 1a ce HHXKEKTHpa OT JIeKap WIN MEIUIIMHCKA CECTpa.

o Bue u Bamusar nekap o6aue Moxe na pemunte, ue Bue camu Moxe na cu nHxxektupate Stelara.
B TaxbB ciydaii me npeMuHeTe oOydeHHe Kak a CH WHKeKTUpaTe Stelara caMoCTOSATEIHO.

. 3a yka3zaHus Kak J1a HHKeKkTupare Stelara BukTe ,,YKazaHUs 32 IPUIIOKEHHE B Kpasi Ha Ta3H
JIMCTOBKA.

FOBOpCTC ¢ Bamus JICKAap, akOo UMaTe€ BBIIPOCU OTHOCHO TOBA KaK CaMH Ja NMOCTaBATE MHKCKIUATA.

AKO cTe U3MOJI3BAJIN TIOBe4Ye OT HeoOxoauMaTa ao3a Stelara

AKO CcTe M3MoI3BaIy WK ca Bu npuiioxxuiy moBede oT HeoOXoAumMara 1o3a Stelara, He3abaBHO ce
MOCHhBETBANTE C Jiekap win GapmaneBT. Bunaru Hocere ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, IOPH U /1a € Mpa3Ha.

AKO cTe NpomycHAJM 12 u3nojsBare Stelara
AKO CTe MpoITyCHAJH /1032, CBhpKeTe ce ¢ Bammms nekap wiu dapmanest. He npunaraiite qoitna
J103a, 3a J]a KOMIIEHCUpATe IpoIlycHaTaTa J103a.

AKo cTe cripesn ynorpedara Ha Stelara
He e omacHo ma ciipere ymorpebara Ha Stelara. Ako obade 51 cipete, BamuTe cumnToMu MoXxe fa ce
BBH30OHOBSIT.

AKO UMaTe HIKAKBHU JOMBJIHUTCIHHA BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKApCTBO, MOMUTANTEe
Barus stekap win GpapMarienT.

4. Bb3MOKHU HesKeJTaHU pPe€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC [1a NPECAN3BHUKA HCIKCIAHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKH I' TIOJTy4aBa.

Cepuo3HH HexkeTaH! PeaKIui
Hsaxon MNaUCHTH MOKE Ja UMAaT CCPUO3HU HCIKCIIaHN PCAKIINU, IIPU KOUTO Aa CC Hajiara CIICIIHO
JICUCHUC.

AJIeprUYHM peakIiu — MOsKe /1a U3MCKBAT clellHo JedeHue. Unpopmupaiite Bamus
JIeKap WIN He3a0aBHO NOThpPceTe CHelIHA MEAHIUHCKA IIOMOIIL, AKO0 3a0e/1e:KNuTe HAKOMH 0T
cJIe/THUTE MPU3HAIH.

. CepHo3HHTE aeprUYHA PEeaKuH (,,aHapUIAKCH’) ca PEIKH IIPH X0pa, IPHEMAIIH
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Stelara (moxxe na 3acernar g0 1 Ha 1 000 gyium). [Ipu3HanuTe BKIIIOYBAT:

o 3aTPyAHEHO JUIIAaHE WIK IPETIbIIAHE;
o HUCKO KPBBHO HaJIsITaHe, KOETO MOXKE 1a IPUUMHU 3aMassHOCT UM CBETOBBPTEK;
o MOlyBaHe Ha JINLIETO, YCTHUTE, yCTaTa WiId I'bPIOTO.

o YecTHuTe NpU3HALY Ha aJIEprHYHA PEaKLUs BKJIIOYBAT KOKEH OOpPHB U ypTUKapus (MOKe

na 3acersat g0 1 Ha 100 mgyrmm).

B peaxu caydan ce cp001aBaT aJieprudHy 0e10ApoOHHN peakuuu 1 0e10apo0HO
Bb3NajleHue NMPH NAlUeHTH, KOMTO MOJy4YaBaT ycTeKMHYMa0. YBegoMeTe BeqHara Bammus
JieKap, aKko MoJy4nuTe CHMITOMH KaTo KAlJIMIA, 32X M BUCOKA TeMIepaTypa.

AKO TIOITyYuTe CepHO3Ha allepTrUiHa peakius, Bammsar ekap Moxe na pemn, e Bue He TpsOBa
na yrnorpedspare Stelara 0THOBO.

HNHadexnnn — Moke 1a M3UCKBAT clielIHo Jieyenue. Undopmupaiite Bammus gexap, ako
3a0eJie;KUTe HAKOM OT CJIeJHUTE NPU3HALN.

o MH(EKIUUTE HAa HOCA WM I'BPIIOTO M IPOCTyIaTa ca 4YecTH (MOXe Jia 3acerHar 1o 1 Ha
10 mymm)

o WHQEKIUUTE Ha TOTHUTE TUXATeITHH IbTUINA (IPBAHU HHPEKINH) ca HedecTH (MOoXKe Ja
3acerHat o 1 va 100 mymm)

o BB3MAJICHUETO Ha MOJKOKHATA ThKaH (LEJyIUT) € HedecTo (Moe Ja 3acerse 1o 1 Ha
100 mymm)

o xepriecute (Bu O0JIe3HEH OOPUB C MEXypH) ca HedecTH (MOJKe J1a 3acerHar jo 1 Ha
100 mymm)

Stelara Mmosxe ma Hamanu criocobHocTTa BU 1a ce Gopure ¢ nndexun. Hiakon nadexmm Moxe
Jla CTaHaT CEPHO3HU U MOXKE /1a BKIIFOUBAT HH(PEKINH, TPUUYUHEHU OT BUPYCH, 'OMYKH,
OaxTepry (BKIFOUUTEHO TyOEpKyII03a) WiIH Mapa3uTH, BKIFOYUTEITHO HHPEKITUH, KOUTO
BB3HUKBAT MPEIMMHO MPH XOpa ¢ oTciIabeHa IMyHHA cucTeMa (OTIOPTIOHUCTHYHU HH(EKITIH).
[Tpu manmenTy, monyyaBauix ycTeKuHymMa0, ce ch0o0IIaBaT ONOPTIOHUCTUYHN HHPEKITUHA Ha
MO3bKa (eHIeaanT, MCHUHTHUT), OeuTe ApOOOBE U OUUTE.

Hokato ynorpebsiBare Stelara, TpsiOBa aa ciequTe 3a mpu3Hay Ha WHQEKIus. Te BKIFOYBAT:

o BHCOKAa TEMITEPATypa, TPHUITONOT00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Tero
yMOpa WK 3a]1yX, YIOpUTA KalUTHIa
TOITA, 3a9epBEHA M OOJIe3HEHA KOXKa MIIM OOJIE3HEH KOXKEH 00PUB C MEXYPH
napeHe Mpu ypuHUpPaHe
Jaapust
3pHUTEITHO CMYIIICHUE WM 3ary0a Ha 3peHue
riaBo0oiIHe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJICHE WU
00BPKaHOCT.

Wudopmupaiite Barms jgekap BeaHara, ako 3a0C/IeKUTe HAKOH OT Te3H MpU3HALKM Ha
nHdpexnua. Te morar 1a ObIAT MpU3HALM HA HHQEKLIUH KaTo TPbIHN WHPEKINH, KOXKHA
WHQEKIMH, XepIiec 30CTeP WIN ONMOPTIOHUCTHYHHA WH(EKIINH, KOUTO MOTaT Jia IOBEAT JIO
cepro3HH ycnoxxHeHus. Mabopmupaiite Bammus nekap, ako vMaTe HIKaKBa YIOPHTA HITH
noBTapslla ce nHpeKus. BamusT gekap Moxe J1a pely, ye He TpsiOBa 1a ynotpedsBarte
Stelara, nokato nadekunsnTa HE ObJe H3NeKyBaHa. Y BeroMeTe Bamms nekap, u ako uMarte
OTBOpPEHM PaHU WM HAPAHIBAHUS, Thil KATO MOXKeE J]a c€ HH(PEKTHPAT.

JIromeHe Ha KOKaTa — HHTEH3WBHOTO 3a4epBsIBaHe U JIIOMIEHE HA KOXKATa Ha MO-roJIsgMa
IJIOL MO TAJ0TO MOKe /1a ca CUMIITOMM Ha ePUTPOAePMHUYEeH NCOPUA3UC WIIH
eKkc(oINaTUBEH IePMATHT, KOUTO €A CCPHO3HM KOKHHU 3200JIs1BaHNsA. AKO 3a0e/1exKuTe
HAKOM OT Te3u NpPU3HALM, TPsiOBa 1a nuHpopmuparte Bamus Jiekap He3adaBHO.
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JIpyru HeKeJ1aHM peakiuu

YecTu HexeTaHHM peakuuu (Moxe 1a 3acersar 10 1 va 10 gymm):

Irapus
rajeHe

MOBPBIIAHE

ymopa

3aMastHOCT

riaBoOoJme

cbpOex (pypUTYC)

0oJka B Ippba, MyCKYJIUTE UK CTABUTE
BB3IAJICHO T'BPIIO

3auepBsiBaHe M 0OJIKA Ha MSCTOTO HA MH)KEKTHPAHE
WHQEKIHS Ha CHHYCHUTE

HeuecTu Hexkenanu peakuum (Moxe jaa 3acerHat o 1 va 100 gymm):

WHQEKIUH Ha 350HTe

BarvHaJHA HHPEKIHS, TPUINHEHA OT I'bONYKH

JIETpECHs

3aIyleH HOC WITH Xpema

KbpBEHE, MOCHHSBAaHE, BTBBP/SIBAHE, MIOyBaHE U ChPOEIK HA MACTOTO Ha MHKCKTUPAHE
ycellaHe 3a caadbocT

craJaHe Ha KJielaya U H3KpUBSBaHEe Ha MyCKYJIMTE Ha eTHaTa MOJIOBHHA Ha JIHLIETO
(,,TuTIeBa mapanmsa” Wi ,,apann3a Ha bex”), KosiTo OOMKHOBEHO € BpeMEeHHa
MPOMsIHA Ha MICOpUA3Uca ChC 3aUCPBABAHE M HOBU MAJIKH, JXBJITH WK OCITH MEXYPH I10
KOYKaTa, TIOHSIKOTa MPUIPYKEHH ¢ TeMIepaTypa (IIyCcTyI03eH ICOpUa3c)

OcieHe Ha KoxkaTa (eKcdoraIis Ha Ko)kaTa)

aKHe

Peaxu Hexxes1aHM JeKapcTBeHH peakuuu (Moxke na 3acersat o 1 zHa 1 000 gymm)

3auepBsiBaHe U JIIOIICHE HA KOXKaTa Ha MO-ToJIsiMa IUIOIL TI0 TAJI0TO, KOUTO MOXKeE /a
CchpOAT MK 11a ca 6ose3HeHu (exchonmmatuBeH nepmMaTtuT). [logo0HN cuMITOMHA
MOHSIKOTa CE Pa3BHBAT KaTO €CTECTBEHA MIPOMsIHA Ha BUAA HA CUMIITOMUTE Ha IICOPHA3HC
(epuTpOoAEpMHYEH NICOPUA3HC)

Br3nanenue Ha MankuTe KpbBOHOCHHU ChAOBE, KOSTO MOXKE J1a IOBEZE A0 KOKEH OOPHUB C
MAaJIKH YePBEHHU WITH JIMJIABH MOy TUHH, TEeMIIepaTypa Wi 00JiKa B CTaBHUTE (BACKYJIHT).

MHoro peaku He;keJaHH JIeKapcTBeHU peakuuu (Moxe 1a 3acerHat o 1 Ha 10 000 mymm)

OO0pazyBaHe Ha MEXypH TI0 KOXKaTa, KOSITO MOXe Ja ObJie 3a4epBeHa, ChpOsIia u
Oose3neHa (Oyno3eH nemMGuromnn)

KOXCEH JIYITyC epUTEMAaTO/IEC U JTYITyC-110100eH CHHIPOM (YepBEH, HaIUTHAT, JIFOIIETI] Ce
OOpHB B M3JIOKEHUTE Ha CIIBHIIC YYAaCThIM HA KOJKaTa, KOWTO MOXKE J1a € IIPUAPYIKEH OT
OOJIKH B CTaBHTE).

Cho0maBaHe Ha HeKeJAHU peaKINu

AKO MoJTyuuTe HSIKaKBU HEXXEJIaHU JIEKaPCTBEHH PEaKLuy, yBeaomeTe Bamus nexap wim gpapmaiesT.
ToBa BKJII0UBA M BCHYKH Bb3MOXKHU HEONMCAHH B Ta3H JINCTOBKA HEXKEJIAHU peakuuu. MoxeTe ChIlo
71a ChOOIIUTE HEeXKENAaHU PeaKIUU JUPEKTHO Ype3 HAI[MOHAJIHA CUCTEMa 3a ChOOIIaBaHe B
WznbiHUTEHA areHus 110 JeKapcTBaTa

yi1. ,,JJamsn ['pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg
Kato crobmiaBaTe HeXxXeIaHu peakiiy, MOXKETe Jja AaJieTe CBOS IPHHOC 3a MOTyYaBaHe Ha ITOBEYE

I/IH(I)OpMaLII/IH OTHOCHO 0€30IacHOCTTa Ha TOBA JICKAapCTBO.
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5. Kak 1a cbxpansiBate Stelara

Ja ce cpxpaHsBa Ha MSCTO, HEOCTHITHO 32 JIETia.

Ja ce cexpanssa B ximaguiauK (2°C—8°C). Jla He ce 3aMpa3sBa.

CoxpansBaiiTe (prakoHa B KapTOHEHATa OMIAKOBKA, 3a J]a C€ MPEe/a3u OT CBETINHA.

He pasknaimaiite diakonute. [IpoabKUTEIHOTO SHEPIrUUHO pa3KiialllaHe MOXKeE Jia IIOBPEIn
JIEKApCTBOTO.

He n3nos3Baiite ToBa JiekapcTBO:

° CJIeIl CpOKa Ha TOJHOCT, OTOC/IS3aH BbPXY €THKETa U KapTOHEHATa OMAaKOBKa CJIe]
»EXP“/,,'onen no“. CpoKbT Ha TOHOCT OTTOBApPs Ha MOCIEAHHS JICH OT IIOCOYCHHUS MECETI,

. aKO TEYHOCTTA € C TIPOMEHEH IIBSIT, MbTHA WJIM B Hesl ce 3a0es3BaT ILTyBaIly Ty>K/IU YaCTHIIH
(BmxTe TOYKa 6 ,,Kak usriexna Stelara v KakBo ChIIbprKa ONaKoBKaTa“);

. aKo 3HAEeTe WM CMsATaTe, 4e MOJKe Jia € Onyla n3No)KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHIIUJICHTHO 3aMpb3BaHe WIH 3arpsiBaHe);

° aKoO MPOIYKTHT € OUJI CHEPrUYHO Pa3KIIaTeH;

. aKko o0OKaTKaTa € CUyIeHa.

Stelara e camo 3a eqHOKpaTHa ynoTpeda. Hensnon3BaHUAT NPOSYKT, OCTaHAI BbB (pJIaKOHA U B
CIIpMHIIOBKATa, TpSI6Ba Ja C€ U3XBBPJIIN. He H3XB’pr’IHI7[T€ JICKapCTBAaTa B KaHAJIM3aluATa WU B
KOHTelHepa 3a moMantHu oTmaasim. [lommraiite Bammms gapmaneBT kak 1a U3XBBPIIATE JEKapCTBaTa,
KOHUTO Beye He M3IMoJI3Bate. Te3u MepKH 11e CIIOMOTHAT 3a Olla3BaHe HA OKOJIHATA Cpeja.

6. Chabp:kaHue HA ONIAKOBKATA M JOMBJIHUTEIHA HH(POpMAHSA

Kaxkso cpabp:ka Stelara

. AKTHBHO BEIIECTBO: yCTeKHUHYMa0. Beeku diakon cpabpxka 45 mg ycrekuaymad B 0,5 ml.

. Hpyru ceetaBku: L-xucTunus, L-XUCTHIMHOB MOHOXHAPOXJIOPUA MOHOXHUAPAT, monucopoar 80
(E433), 3axapo3a 1 Boja 3a HHKCKITHH.

Kak usraexna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e OuCTHp 10 JIEKO OIMaeCIeHTeH (C mepiieH OCHK), Oe3MBETEH 10 OIEI0KBIT HHKEKITMOHEH
pastBop. Toit Moxe a Chabprka HAKOIKO APEOHH MOMYIIPO3PAYHA MITH O YaCTHIIHA MTPOTEHH.
JoctaBsi ce B KapTOHEHA OMAKOBKa, ChAbPIKallla €UH CThKIIEH (hJIakoH oT 2 ml ¢ etMHUYHA J03a.
Bceku ¢uakon cpappka 45 mg ycrekunymad B 0,5 ml nHkekunoHneH pa3TBop.

IIpuTexkaTes Ha pa3pelIeHUETO 32 yOoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoaure
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a ombJIHUTETHA UHOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
MpPE/ICTABUTEN HA MPUTEKATEISI HA Pa3pelIeHHeTo 3a ynorpeoa:
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Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»JKoHCHH & JxoHCHH brarapus” 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
medinfo-de@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee(@its.jnj.com

E\rada

Janssen-Cilag ®oppakevtiky Movonpocmnn

A.EB.E.
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
It@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Romaénia
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com
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Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bapvapoc Xattnmavayng Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com

JlaTa Ha mocJeaHo pepasriekaaHe Ha JucTtoBkaTa 07/2026

ITonpoOHa nHpOpMaIHs 3a TOBA JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus
IO JIeKapcTBarta https:// www.ema.europa.eu.
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Yka3anus 3a NMPUJI0KCHUE

B HawanoTo Ha J€4eHHMETO MENUIIMHCKH crienranuct e Bu nocraBu Bamara nepBa nrkekuus. Bue

u Bammmst nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu nmxektupare Stelara. B TakbB

cilydJaii Iie mpeMHHeTe 00yUeHHe KaK J1a niKektupare Stelara. ['oBopeTe ¢ Barms jgekap, ako uMarte

BBIIPOCH OTHOCHO MOCTABSIHETO HA MHXKEKIIHATA.

. He cmecgaiite Stelara ¢ Apyru TEUHOCTH 3a MHIKEKIIUS.

. He pasknamaiite ¢uakonute Stelara. [IpuunnaTa 3a ToBa €, 4e CHITHOTO pa3KialmiaHe MoXe Ja
noBpenu JiekapcTBoTo. He ymorpebsBaiite 1ekapCcTBOTO, aKO € OMII0 CHITHO Pa3KIIaTeHo.

1. IIpoBepeTe Opost Ha (p1aKOHUTE U MOATOTBETE MAaTepPHAJINTE:

W3Banere durakona (hmakonute) ot xmmagunarka. OcraBere uIakoHa J1a IPECTOW OKOJIO TTOJIOBHH Yac.
ToBa 11e M03BOJIM HA TEYHOCTTA J]a IOCTUTHE MOIXOIAIIa TeMIIepaTypa 3a HHKEKTHpaHe (CTaifHa
TeMIiepaTypa).

IIpoBepete (hnakona (¢rakoHUTE), 32 1a CE YBEPUTE, Ue

o OposT Ha (hIIAKOHUTE M KOJMYECTBOTO HA AKTUBHOTO BEILIECTBO B JI030BA EIMHHMIIA Ca BEPHH
o Axo Barara 71032 e 45 mg uiu mo-Majko, e nojiyaute eauH 45 mg diakon cbe Stelara.
o Axko Bamara g03a e noseue ot 45 mg, mie noiayunte a8a 45 mg ¢uakoHa csc Stelara u

1ie TpsOBa Jia CU MOCTAaBUTE JIBE UHKEKIMH. M30epeTe qBe pas3inyHu MecTa Ha
WHXKEKTUpaHe (HaIp. eHaTa HHKEKIHA B AICHOTO Oeapo, a IpyraTta — B JISBOTO) U TH
HampaBeTe eaHa cie/ apyra. M3mon3BaiiTe HOBa UIIa M CIIPUHIIOBKA 3@ BCSIKA HHIKEKITHUSL.

TOBA € MPABHIHOTO JIEKAPCTBO

CPOKBT Ha FOHOCT HE € U3TEKBIT

(ITaKOHBT HE € MOBPe/IeH U 0OKATKaTa He € CuyIeHa

Pa3TBOPBT BBB (DiIaKOHA € OUCTBP J0 JICKO OMAJIECUEHTEH (C MepJieH OJSChK) U OC3IBETEH 10

OJIEIOKBIIT

Pa3TBOPHT HE € C MPOMEHCH LBAT UJIW MBTCH U HC CbAbpPiKa YYyXKINU YaCTUIIN

. PasTBOPHT HE € 3aMPB3HAIL.

Jena c miakoB ncopuaszuc ¢ terno nog 60 kg ce HyxgasT ot 103a, mo-HUCKa oT 45 mg, a jena ¢
6oxect Ha Kpon nnn ynmeposen kot ¢ teriio mox 40 kg ce Hykmast ot qo3a mo-maika ot 90 mg.
VBepere ce, 9e 3HaeTe TOYHOTO KOJUIeCTBO (00eM), KOeTO TpsIOBa 1a U3TETIUTE OT urakoHa(HUTe) U
BU/Ia Ha CIIPUHIIOBKATa(UTe), HEOOXOIMMH 3a I03UpaHe. AKO He 3HaeTe HEOOXOJUMHUTE KOJTUIECTBO
WM BUJI Ha COPUHIIOBKATA, CBBPKETE ce ¢ Bamms MeUIMHCKH CIENHUAINCT 33 AOIbIHUTETHH
WHCTPYKIIUH.

Cnbepere BCHUKH MaTepHAH, OT KOUTO CE HYXKAAeTe, H M MOCTABETE BbPXY YKCTa MOBBPXHOCT. Te
BKJIFOYBAT CIIPUHIIOBKA, UIJIA, AHTUCENITHYHU KbPITUYKH, TAMYYHN TAMIIOHU HJIM Mapik U KOHTEHHED
3a ocTpu npeametu (BxK. ¢urypa 1).

BIOHAZARD

2. U30epeTe U MOATOTBETE MACTOTO 32 HH:KEKTHPaHe:
W36epere mscTo 3a nHKeKTHpaHe (BX. Gurypa 2)
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Stelara ce mpunara upe3 HHXEKIUS MO KoxkaTa (TIOJIKOXKHO).

IToxxomsmy MecTa 3a HHXCKTHUPAHE ca TOpHATa YacT Ha OSPOTO HITH 00JIACTTAa OKOJIO KOpeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT'bIIa.

AKO € Bb3MOXKHO, HE M3MOI3BaliTe 00JIaCTH OT KOXKaTa C MPU3HAIM Ha TICOPHA3UC.

Ako HsKO# Bu momara npu mocTaBsHETO Ha HHXEKIUATA, TOW/TS MOXKe Jia u30epe U ropHaTa
YacCT Ha pbKaTa KaTo MACTO 3a MHKCKTHUPAHE.

=5 (4

*JOHMTE B CHBD CA NPENOPLYBEHMTE METTA 38 HHKEKTHPaHE,

Qurypa 2

HO,I[FOTBCTC MSCTOTO 3a MHIKCKTHUPAHE

Wsmuiite pBLCTE CU MHOT'O ;[06pe CbhC CAIlyH U TOILJIa BOAA.
[Touncrere KOXKaTa HA MIACTOTO 3a HUHKCKTHUPAHC C aHTUCCIITUYHA KbPIINYKA.
He }Z[OKOCBai’iTe IoBeue Ta3u 00JacT J0 IIOCTAaBAHCTO Ha MHXKCKIIMUATA.

3. IIpurorsere n03aTa:

OtBopeTe Kanaukara Ha (akoHa. (Bx. ¢purypa 3)

He cpansiite 3amymankara.

[TouncreTe 3amymankaTa ¢ aHTUCENITHYHA MapIIs.

[TocraBere ¢uiakoHa BbPXY paBHA HOBBPXHOCT.

B3emerte cipuHIIOBKaTa U OTBOpETE KalaykaTa Ha uUrjara.

He noxocBaiiTe uriaTa v He 51 ONUpaKTe B APYTH MPEAMETH.

BxkapaiiTe uriaTa npe3 rymeHara 3amylaika.

OO0rbpHeTe (h1aKoHa U CTIPUHIIOBKATA HAIOIY.

W3rernere OyTanoTo Ha CIPUHLIOBKATA, IOKATO HE CE HAIIBJIHH C KOJMYECTBOTO TEYHOCT, KAKTO
e mpennucaHo ot Bamus nexap.

BaxxHo e urnara npe3 msjaoTo BpeMe Jia € B TeYHOCTTa. ToBa mpenoTBpartsBa o0pa3yBaHETO Ha
BB3IyIIHNA MeXypUeTa B CHpUHIIOBKATa. (BXK. Gpurypa 4)
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Qurypa 4

UzBagere urnata ot ¢rakoHa.

3aapBKTe CIIPUHIOBKATA C UIJIaTa Harope, 3a Ja MPOBEpUTE A B TEUHOCTTA HSIMa Bb3AyIIHH
Mexypdera.

AKo0 MMa MexypueTa, MOTyIalTe CIPUHIIOBKATA JIEKO C MPBCT, JOKATO M3ILTYBaT Ha
NOBBPXHOCTTA. (BXK. Qpurypa 5)

®durypa 5

Toraa HaTHCHETE OYTaNIOTO, JOKATO LEIHUAT Bb3AyX (HO HE U TEYHOCT) U3JIe3e.
He nocrassgiite nHXEKIMATA JIETHAJIA U HE ONUpAWTEe UrjaTa B JPYTy NPEIMETH.

4. NnxexTHpaiiTe 103aTa%

Jlexo MNPUTUCHETC MMOYUCTCHATA KOXa MCIKAY IMaJIClla U TOKa3aJIela. He cTuckaiite cuiHo.
BKapafITe urjara B CTUCHATaTa KOXa.

Harucuere 6YT3.J'IOTO C IaJIeI Taka, 4€ Ja C€ MHXKXCKTHUPA 1sjIaTa TCYHOCT. Hatuckaiite 6aBHO U
pPaBHOMEPHO, KATO €AHOBPEMEHHO C TOBA JICKO IMMPUTHUCKATE KOXKaTa.

Koraro 6}/TaHOTO CTUTHC OO0 Kpasd, U3BaJICTC UIjlaTa U IyCHCTE KOKaTa.

5. Cien MHKeKTHpaHe:

BB3MOKHO € Ha MCTOTO Ha MHXKEKTUPAHE J]a IMa MAJIKO KOJIMYECTBO KPBbB MM TeYHOCT. ToBa
€ HOpPMAaJIHO.

[IpuTHCcHETE MACTOTO HA MHXKEKTHPAHE C MaMY4eH TaMIIOH WM Mapis U 3aapbxTe 10 cekyHau.
He pastepkBaiiTe KoXkaTa Ha MSICTOTO HAa HHXKEKTHUPaHe. AKO € HEOOXOIMMO, MOXKE J1a CIIOKUTE
MaJiKa JICTICHKA BbPXY MACTOTO HAa MHKCKTHUPAHEC.

6. I3xBbpIasine:

Wznon3BanuTe CIPUHITOBKY M UTIIN TPSAOBA J1a Ce ITOCTAaBAT B HeMpoOrWBaeM KOHTEHHEp KaTo
KOHTelHepa 3a ocTpu npeaMeTH. 3a Bamara 6e3onacHoCT 1 3apaBe 1 3a 6€301acHOCTTa Ha
JIpYruTe, HUKOTa HE U3I0N3BalTe NOBTOPHO UIVIUTE U CIIPUHIOBKUTE. M3xBBpisiiTe Bamus
KOHTEHHEep 3a OCTPU MPEIMETH B CHOTBETCTBHE C MECTHUTE PasIIOpeIOH.

[Ipazaurte hnakoHW, aHTHCENTHYHNUTE KBPIUYKH U IPYTH KOHCYMAaTHBU MOXKE J1a C€ U3XBBPIISAT
B 001THs OOKIIYK.
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JlucroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg nH:KeKIIHOHEH Pa3TBOP B PeJIBAPUTEIHO HAITbJIHEHA CIPUHIOBKA
ycTekuHyMa0 (ustekinumab)

IIpouereTe BHUMATEIHO LSJIATA JIMCTOBKA, IIPEIM Aa 3all0YHeTe 1a U3N0JI3BaTe TOBa
JIEKapCTBO, Thil KaTO TS ChABbP:Ka BajkHa 32 Bac nundopmanus.

Ta3u 1uCTOBKa e HANKMCAHA 32 AUEHTA, KOHTO NpPHeMa JIEKapCTBOTO. AKO €Te POAUTE] UIH
HACTOMHMK, KOWTO e npuJjara Stelara Ha nere, MoJIsl MpoYeTeTe BHUMATEJIHO Ta3H
HH(popManmsi.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HANIOXKU J1a A IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEITHHA BBIIPOCH, TTonuTaiiTe Bamus nekap wiu gapmarieBT.

- ToBa nekapcTBO € npeanucaHo JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIIY, HE3aBUCHMO Y€ MPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKO TIONTyYnTe HAKAKBU HEXEJaHU peaklny, yBeroMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIFOYBA U BCUYKHW Bb3MOXXHH HEXKCJIIaHU pC€aKlINnKU, HCOIMMCAaH! B Ta3W JIMCTOBKA. Bmxre
TOYKa 4.

KakBo cbabpika Ta3u JUCTOBKA

KakBo npencrapnsBa Stelara u 3a KakBo ce U3MOI3Ba

Kakgo Tps6Ba na 3Haete, npeau ga usnoi3Bate Stelara

Kaxk ma msnomnssare Stelara

BBb3M0XHU HEKEaHU PEaKLIUU

Kak na cexpansiBare Stelara

ChbabpprkaHye Ha ONIAaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

A

1. Kakso npencrapiasBa Stelara u 3a kakBo ce U3M0J13Ba

KakBo npencrasiasBa Stelara

Stelara chabpka akTHBHOTO BEILIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJTHO aHTHUTSLIO.
MOHOKJIOHATHUTE aHTHUTENA Ca POTENHHU, KOUTO PAa3MO3HABAT ¥ CBBP3BAaT ONPENEIeHN CrepuaHI
MPOTEUHU B OpPraHu3mMa.

Stelara mpuHaIEX) M KbM TpyTa JeKapCcTBa, HAPEUCHH ,,AMyHOCcynpecopu’”. Te3un ekapcTBa eicTBar,
KaTo HaMaJsIBAT aKTHBHOCTTA HA YacT OT UMYHHATA CUCTEMA.

3a xakBo ce n3noj3Bea Stelara
Stelara ce m3m0i3Ba 3a JI€UEHNE HA CIEIHUTE BH3ITAIIMTEIIHN 3a00IISIBAaHN:

o [InaxoB mcopuasuc - Mpu Bb3PACTHH U JIeTia Ha Bb3PacT OT 6 TOAWHU H MO-TOJIEMHI

o IlcopuaTiyeH apTpuT — py Bb3pacTHU

o YwMmepena g0 Texxka 6onect Ha KpoH — nipy Be3pacTHU U Je1ia Ha Bb3pacT 2 U IOBeYe TOTUHI
o YMepeH 10 TeXBK yIAepo3eH KOJUT — IIPH Bb3PACTHH U Jella Ha Bb3PacT 2 U MOBeY€e TOJUHH

IlnakoB ncopuasuc
,,I17TaKOB TIcopra3nc’ € KOXKHO 3a00JIsIBaHe, KOETO BOIH JI0 BH3MAJICHUE, 3acsATaIlo KoKaTa U HOKTHUTE.
Stelara HamassiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00IIBaHETO.

Stelara ce u3non3Ba MpH BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3UC, KOUTO HE MOTaT Jia
M3II0JI3BAT LIUKJIOCIIOPHH, METOTPEKCAT MK (POTOTEpaIus, HIIK KOTaTo TE3U JICUYCHHsI HE JICHCTBAT.

Stelara ce u3non3Ba mpw Jiena v IOHOIIHN Ha BB3PacT 6 TOJMHU U MTO-TOJIEMH C YMEPEH JI0 TEKBK

IIJIAKOB IICOpHAa3uC, KOUTO NUMAaT HCIIOHOCUMOCT KbM (1)0TOTCpﬁHPI$[ WK JpYyTryu CUCTEMHU TEpannu, UJIn
KOraTo T€3u JICUCHUA HE HeﬁCTBaT.
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IlcopuaTuyen apTpuT

IlcopuaTideH apTpUT € BH3MATUTENHO 3a00JIIBaHe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO Iie Bu nekyBar ¢ Apyru JiekapcTBa. AKO
HE C€ MOBJIUSACTE TOCTATHYHO JOOPE OT Te3M JIeKapcTBa, Moxke 1a Bu ce npeanume Stelara, 3a na ce:

o HamansaT npusHaIuTe ¥ CHMITOMUTE Ha 3a00ssBaHeTo Bu.
o [Momo6pu pusmueckoTo Bu cherosHME.
o 3abaBu yBpekaHeTo Ha Bammre ctaBu.

Bosect Ha Kpon

Bonecrra Ha KpoH e Bp3nanurenHo 3abonsBane Ha yepBara. Ako nMate 6osrect Ha KpoH mbpBo 11e
Bu ce magar npyru jgekapcTBa. AKO HE ¢€ TOBJIHUSACTE JOCTATHYHO HWIIM UMATE HEITOHOCHUMOCT KbM TE3U
JIeKapcTBa, Moxe J1a Bu ce nane Stelara 3a HaMansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3a00s1BaHeTo BH.

Yiauepo3en koauT

VYA1epo3HUT KOJIWT € Bh3NATUTEIHO 3a00IIsIBaHe Ha YyepBaTa. AKO UMaTe YIIEPO3eH KOJUT, ITbPBO
e Bu ce magat npyru nekapctBa. AKO He ce TOBIUSBATE 100pe UM UMaTe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe J1a Bu ce nane Stelara 3a HaMmasiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a00JIsBaHE.

2. Kakso Tpsa0Ba 1a 3HaeTe, npeau Aa uznoJssare Stelara

He n3noasBaiite Stelara

o AKO cTe aJIepruuHu KbM YCTeKHHYMAa0 MITH HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JIEKapCcTBO (M30pOCHU B TOUKA 6).
o AKxo UMaTe akTHBHA WH(}peKIusA, KosATO Bamusr jexap HaMupa 3a 3HaUMMa.

AKO HE cTe CUTypHU Jajil HAKOe OT M30pOCHUTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
aexap wi papmanesT, npeau Aa usnonssate Stelara.

IpenynpesxaeHust 4 Mpeana3sHu MEPKH

I'oBoperte ¢ Bamus nexap winu gapManeBT npeau Aa usnoiseare Stelara. BamusT nexap e nposepu
CBhCTOSIHUETO Bu mpeu Besko JieueHue. YBEJIOMETE CBOS JieKap 3a Besika Baiia 6osiect npeau BCIko
nederue. CpIno Taka nHbOpMHUpaiTe Bamms iekap, ako HACKOPO CTe OMIIM B KOHTAKT ¢ YOBEK, KOHTO
MOJKe J1a Ma TyOepKyIio3a. BammusT nekap me Bu npersniena u mie HampaBy H3ciIeABaHe 3a
TyOepKyJi03a npeau Aa uznon3are Stelara. Ako Bamust nekap cMmsiTa, 4e CTe U3JI0KEHU Ha PUCK OT
TyOepKyJ03a, MoXe Aa Bu nmpemmurie mekapcTsa 3a JISYCHUETO 1.

Ciefere 3a cepHO3HU HeXKeJIaHU PeaKIHH

Stelara mosxe 1a mpeU3BUKa CEPUO3HU HEKENAHU PEAKIIUHU, BKIFOUUTETHO AJISPTUYHU PEAKIIUU U
undexknuu. TpsOBa na ciaeauTe 3a ONpeIe/IeHH IPU3HaIU Ha 3a00JABaHus, T0KaTo npueMate Stelara.
Bwxre ,,Cepro3an He)XenaHu peakuy’~ B TOYKA 4 32 BJIHUSA CIUCHK Ha TE3W HEXKEIIAaH! PEaKITHH.

IIpenu na u3mos3Bate Stelara ungopmupaiite Bamus nexap:

. AKO HSIKOTa CTe MMaJIU AJIepruyHa peaknusi kbM Stelara. Ako He cTe cUTypHHM, TOTIUTANTE
Bamus nekap.

. AKO HAIKOTA CTe HMAJIN HAKAKbB BUJ PaK — TOBA €, 3aIl0TO UMYHOCYTIpecopuTe karo Stelara
0Tc1abBaT 4acT OT MMyHHaTa cuctemMa. ToBa MOKe Jla MOBHULIN PUCKA OT pax.

. AKO cTe JIeKYBaHH 32 IICOPHA3HC C APYrH OHOJIOTHYHHM JIEKAPCTBA (JIEKapCTBO,

MPOU3BEJCHO 0T OHOJTOTMYeH H3TOYHHK H O0MKHOBEHO NMPHWJIATAHO Ype3 HHKEKIHS) -
PHUCKBT OT paK MOXeE J1a € IMO-BUCOK.

. AKO UMaTe WJIM HACKOPO cTe UMAJH MH(peKums.
AKo0 UMaTe HOBM MJIM NIPOMEHSIIIH ce JIe3UH B yUaCThIUTE C ICOPUA3UC WU TI0
He3acerHaraTa Koa.

. AKO HAKOTa cTe HMAJIM aJIepruyHa peakuus KbM JaTeKce Wi HHKeKnuAa Stelara —
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OITaKOBKaTa, B KOSATO CE HAMUPA TO3H JICKAPCTBEH IIPOAYKT, ChbpKa JATEKCOBA I'yMa, KOSTO
MOJKE J1a MTPEeIU3BUKA TEKKH aJICPTUYHU PEaKIUU IPU X0pa, UyBCTBUTEIHHU KbM JaTekc. BrkTe
,,CIIe/ieTe 3a CepUO3HH HEXEJIaHU PEakIui’’ B TOUKA 4 3a MPU3HAIMTE Ha aJiepriuyHa peaKiusl.

. AKO moJiyyaBate Jpyro JedeHHe 3a MCOPUA3NC H/UJIH MICOPUATHYEH apTPUT — KaTo APYrU
UMYHOCYTIpecopH win (oToTepamnus (Koraro TsUI0TO ¢ JIeKyBa ¢ Tum yurpaBuoserosa (UV)
cBeTiIMHA). Te3u JIeueHHs: ChIIO MOXKE J1a OTCJIA0AT YacT OT MMyHHAaTa cucTeMa. M3mon3BaHeTo
Ha TE3W JICUCHUS 3a€THO ChC Stelara He e u3cnmeaBano. Be3MokHO € o0ade, TO 1a yBEIHIH
pHcKa oT 3a00JsIBaHUs, CBBP3aHH C OTCIa0BaHe HA UMyHHATa CHCTEMA.

° AKo0 moJiyyaBaTe WK HAKOra cTe MOJy4aBaJIM HHKEKIIUM 32 JIedeHHe HA aJIePruM — HE €
M3BECTHO Janu Stelara Moke 1a OKake BIUSHHE BbPXY TAX.
° AKO cTe Ha M Hajl 65 roIMHU — MOXeE J]a CTE TIO-CKJIOHHU KbM WH(EKIINH.

AKO He CTe CUT'YPHH JaJH HiKOE OT ropen30poeHnTe ce oTHacs 3a Bac, moceBeTBaiite ce ¢ Bamms
nexap uiu papManeBT, npeau Aa usnomnssare Stelara.

Hsxon MalUCHTH MOJIy4YaBaT .]'IyrIyC—l'IOZ[06HI/I PpCaKInu, BKIFOYUTEIIHO KOXCH JIYITYC U nynyc—noqueH
CUHAPOM, I10 BPEMC Ha JICUCHUEC C yCTeKI/IHyMa6. FOBOpeTe BEaHara C Bamms JICKAp, akO MOJYIUTC
YCPBCH, HAAWI'HAT, JIFOIIECIL CE 06pI/IB, IMOHAKOr'a C MMOo-TbMHHU I'PaAHHUIH B U3JIOKCHUTE HA CJIBHIIC
y4aCTblHU HAa KOXKaTa WM CTaBHU 0OJIKH.

CobpaeveH MHOAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HaOII0aBaHu B TPOYYBaHE TPH MAIEHTH C TICOPUA3UC, JIEKYBAaHU ChC
Stelara. BammsT jekap peoBHO i€ TPOBEPsiBa PUCKOBUTE (HaKTOPH 3a ChPACYHO 3a00IsIBaHE U
UHCYAT TpH Bac, 3a 1a € curypHo, 4e Te ce JIeKyBaT 10 moaxo i HaunH. He3a0aBHO moThpcere
MEMIIMHCKA TTIOMOIII, aKO MOJIy4nuTe 00JIKa B I'bPANTE, C1A00CT WM HEOOWYAMHO yCelllaHe OT eIHaTa
CTpaHa Ha TSIOTO, OTITYCHATOCT Ha JIMIICTO WK TOBOPHH, WIIH 3PUTEIIHH CMYIICHHUSI.

Jena v roHOImIM

Stelara He ce nmpenopbkYBa 3a ynorpeda IpH Jielia Ha Bb3pacT o1 6 TOJIUHH ¢ TICOPHA3KC, Jela Ha
BB3pacT M0 2 TOAUHHU C OoJiecT Ha KpoHn wnu ynuepo3eH KONuUT, Wik Opu Aela Ha Bb3pacT M0J
18 TOOAWHU C ICOPHUATHUYCH apTPUT, 3a1lIOTO HC € MTPOYYBAH NIPU TC3U Bb3PACTOBU I'PYIIN.

Jpyru jexapcTBa, Bakcunu u Stelara
TpsbBa ma kaxxete Ha Bamms jgexap wim hapMareBT:

. AKo ipreMaTe, HaCKOpO CTe IPHUEMaNTH I € B3MOXKHO Ja MTPHeMeTe APYTH JIEKapCTBa.

. Axo Hackopo Bu e npaBeHa uiu mianupate Aa Bu ce npaBu BakcuHaius. JlokaTo U3nos3Bare
Stelara, HsIKOM BHIOBE BaKCHHU (?)KMBU BAaKCUHU) HE TPsAOBaA Jla Ce MpHUIIarar.

. Ako cte norydaBanu Stelara mo Bpeme Ha OpeMEeHHOCTTa, TPAOBA J]a KaXKeTe Ha JeKaps Ha

6e6eTo Bu 3a meuenueto cwe Stelara, mpeau To Aa MOMyYH KaKBaToO U Ja € BAKCHHA,
BKJTFOUMTEITHO JKUBH BaKkCHHH, KaTo bI[JK BakcuHa (M3moa3Bana 3a mpeana3Bade oT
TyOepKyo3a). JKuBuTe BakCHHU HE € MpernophyuBar 3a Barero 6e0e npe3 mppBUTE IBaHAACCET
Mecela cie/l paKIaHeTo, ako cTe odydyaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JekapAT Ha BamieTo 6e6e He mpenophyia IpyTo.

BpemennocT u KbpMeHe

. Ako cre OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WU IJIaHupaTe OpEeMEeHHOCT,
HoChBETBalTE ce ¢ Bamms inekap npenu ynorpebara Ha TOBa JIEKapPCTBO.
. He e naOiroaBan 1mo-BHCOK PUCK OT BpoJieHH AedeKTH npu OedeTa, n3noxeHn Ha Stelara B

yTpobOara. Jlanaute ot ynorpebara Ha Stelara mpu OpeMeHHH jxeHH 00ade ca OrpaHHUYCHH.
[Topaau ToBa € 3a mpennoYnTaHe 1a ce u30srBa ynorpebara Ha Stelara mo Bpeme Ha
OpeMEeHHOCT.

. AXO CTe jKeHa C JeTepOIeH MOTSHIINA, )KEJIATETHO € a He 3a0peMeHsBaTe U J1a U3II0JI3BaTe
MOAXOISII MPOTUBO3aYaThueH METOI, KOraTo n3nonspate Stelara u mone 15 ceamunu cien
MOCJIeTHOTO Tpuiiarane Ha Stelara.

. Stelara Mo>xe 1a mpeMuHe Mpe3 IUaleHTaTa B HEPOACHOTO Oebe. AKO cTe mojyyaBanu Stelara
1o Bpeme Ha OpeMeHHOCTTa cH, 6ebeTo B Moke /1a Ma MO-BUCOK PUCK OT HHMEKIIHS.
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o BaxxHo € n1a kaxkeTe Ha JiekapuTe Ha Bariero 0e0e u ApYyru METUITMHCKH CIICITUATUCTH, aKO CTS
nosrydaBany Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIipeu 6e0eTo /1a MoJTyYr KakBaTo U J1a €
BakcuHa. JKuBu BakcuaH, kato BIDK BakcrHa (M3Mmo3BaHa 3a mpeamna3BaHe oT TyOepKymo3a),
HE ce ImpernopbhYBaT 3a BameTo 6e0e mpe3 mbpBUTE IBaHAACCET MECela Clie]] paXKIaHETO, aKo
CTe moty4aBainu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKo JieKapsaT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcTekuHyMad Moke Jia IpeMHUHE B KbpMaTa B MHOTO Mallku KonmdecTBa. [locsBeTBaiiTe ce ¢
Bamus nekap, ako KbpMHTE HIIM aKo TUTaHUpaTe Aa Kbpmurte. Bue u BamusT nexap tpsOBa ga
pemnTe nanu TpsOBa Ja KbpMHUTE WK Ja u3non3Bate Stelara - He mpaBeTe U ABeTe.

Ilodupane u padoTa ¢ MAIIMHH
Stelara He TOBIUABA WK TOBJIHSIBA IPEHEOPEKUMO CITOCOOHOCTTA 32 Mo upaHe u padboTa ¢ MallluHU.

Stelara cbabp:ka nonucopdat 80

Stelara ceabpxa 0,02 mg nonucopbar 80 (E433) BB Besika 103, KOATO € €KBUBAJICHTHA Ha

0,04 mg/ml. IlonucopbaTuTe Morar Aa NPUUMHST aNepPruuHy peakuuu. TpsoBa na kaxere Ha Bamms
JIeKap, ako UMaTe yCTaHOBEHU aJIepruM.

3. Kak na n3noJu3Bare Stelara

Stelara e mpegHa3HadeH 3a yrmorpeda moJ phbKOBOJICTBOTO W KOHTPOJIA Ha JIEKap C OIUT B JICYCHUETO
Ha 3a00JIIBaHMs, 3a KOUTO € MoKa3aH Stelara.

Bunaru u3nosnsBaiiTe ToBa J€KapcTBO TOYHO KakTo Bu e ka3zan BammsT nekap. Ako He cTe CUTYpHU B
Heulo, nonuTtaiite Bamwus nekap. IloceBeTBaiiTe ce ¢ Bamusa nekap 3a ToBa, kora 1ie Bu ce noctassr
MH)KEKI[MHUTE U KOra Ie ca CJIe/IBAIlIUTE KOHTPOJIHH Mperjeu.

Kakso koiaudectBo Stelara ce npuiara
Bammst nekap 1ie pemmn KakBo KoJIn4ecTBo Stelara TpsiOBa 1a MOyduTe U 3a KaKbB IIEPHOA OT BpeMe.

Bb3pacTuu Ha 18 roquHu uian no-rojieMu
Ilcopua3uc wim ncopuaTuyeH apTpuT

o IIpenoppunTennara HayanHa 1o03a € 45 mg Stelara. [TanmenTn ¢ Terno vax 100 kmmorpama (kg)
MO3Ke J1a 3armovyHar ¢ go3a 90 mg smecto 45 mg.
o Crnen HayanmHata 103a, cieBaniata Bu no3a me Obae 4 ceqMuLu mo-KbCHO U CiIe]] TOBa Ha

Bceku 12 ceamuiu. Creasamure 1031 0OMKHOBEHO ca ChIMTE, KATO HaYaIHATa J1034.

Boaect na Kpou uiu yaneposeH KoJuT

. [To Bpeme Ha nedeHwneTo Bammusat siekap mie By mpritosku mepBata 103a OT IPHOIHN3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKarta (MHTpaBeHo3Ha nHQy3us). Cnen HayanHarta 103a,
Ie ToJTydrTe cienpamara go3a 90 mg Stelara cien 8 ceamuiy, ciuen ToBa mmpe3 12 ceamMuIu
gpe3 MHXKEKITUS 0T KoXKaTa (TI0K0XKHO).

. [Ipu HsAKOM MAaLIMEHTH, CJIe] IIbpBaTa MOAKOXKHA nHxKeKIus, 90 mg Stelara Moske 1a ce mpuara
npe3 8 cenMuiy. BammsT gekap me pemy Kora TpsioBa Aa NOJIy4YHTe CleaBallaTa CH J03a.

Jlena v roHOIIH HA 6 TOAUHU WJIH MO-T0JIEMHU

Ilcopnasuc

. Jlexapst TpsiOBa Aa omnpezesu npaBuiIHaTa 3a Bac 103a, BKIFOUNTEIIHO U KOJIMYECTBOTO (00eMa)
Stelara, xoiiTo TpsOBa 1a ce MHXKEKTHPA, 32 J1a € IMpaBiiHa jo3ata. [IpaBumHaTa no3a 3a Bac mie
3aBHCH OT BallieTo TeecHo Terjio o BpeMe Ha BCsKa 103a.

. Hanuuen e ¢uakoHn ot 45 mg 3a 1ema, KOUTO TpsOBa Aa MOJTydaT I0-MajKo OT IisU1aTa 103a
45 mg.

. Axo Texxute mo-mainko ot 60 kg, npenopruntennara go3a e 0,75 mg Stelara na kg Tenecno
TErJIo.

. Axko texure ot 60 kg o 100 kg, npenoprunrtennara go3a e 45 mg Stelara.
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. Axo texure noseue oT 100 kg, mpenoppuntennata no3a e 90 mg Stelara.
o Cren HayanHata 103a, cieaBanata Bu no3a me Obae 4 ceqMuLn mo-KbCHO U ClIe]] TOBa Ha
BceKH 12 cenmuny.

Jena c Terso mox 40 kg

BoJect Ha KpoH 1 yJanepo3eH KOJIUT

. [To Bpeme Ha neuyenueto Bamust nekap 1ie onpeaenu npenopbunrenHaTa 3a Bac nosa 3a
WHTpaBeHO3HA MH(Y3UA B3 OCHOBA Ha TenecHaTa Bu moBspxHOCT (BSA). JlekapsT mie s
MIPHUJIOKH Ype3 KAIlKOBO BJMBAHE BbB BEHa Ha pbKara (MHTpaBeHO3HA nHby3us). Cien
HayaJlHaTa J03a BamusT ekap 1ie onpeaenu cieapaiiaTa 103a Bb3 OCHOBa Ha Bammata BSA.
Ile monyuuTe Tasu g03a Stelara ciaen 8 ceAMUIIM U ¢S TOBA HA BCEKU 12 ceaMUIM 4pe3
WH)XKEKTHpaHe Mo/ KoXKata (,,[I0AKOXKHO™).

. ITpu HAKOUW MALIMEHTH CJIC] IIbpBaTa MHXKEKIIMS 10]] KoykaTa, Stelara MoXke Ja ce npusiara mpes
8 ceamuny win mipe3 4 ceqMuny. Bamust gekap 1ie penru Kora TpsoBa Jja moxyInTe
cienBaIiara cu J103a.

Heuna ¢ Teruo Haii-manko 40 kg

Boaect Ha KpoH M yJiiepo3eH KOJIUT

o ITo Bpeme Ha neyeHueTo Bamusar siekap 11e IpuiIoKu IbpBaTa 403a oT npuonu3utesHo 6 mg/kg
Stelara upe3 KankoBO BIMBaHE BbB BeHa Ha pbKaTa Bu (nHTpaBeHo3Ha undysus). Cuen
HavajHaTa 7032 IIe MMOJIyuuTe clieapamara qo3a 90 mg Stelara cien 8 ceamuiiy, a cies ToBa Ha
BCeKH 12 ceMUITy Upe3 MHKEKINS 0] KoXkKaTa (,,[TOJIKOKHO ).

. [Ipu HAKOM ManMeHTH, CJe] TbpBaTa MOAKOXHa HHxkeKIus, 90 mg Stelara Mmoske ma ce mpumara
npe3 8 ceIMUIM WK Tpe3 4 ceaMuIn. Bamusar exap e pemu Kora TpaoBa Ja mojly4yuTe
cienBaliara cu J103a.

Kak ce npusara Stelara

. Stelara ce mpurara kaTo HHXKEKIUS O] KOKaTa (MTOIK0XKHO). B Hawanoto Ha Bammero nevenne,
Stelara Mosxe 1a ce MHXKEKTHpPa OT JIeKap WM MEIUIMHCKA CeCTpa.

. Bue u Bammst nekap, o6ade moxe Ja pemnre, ye Bue caMmu Moxke 1a cu mHkekThpare Stelara.
B Tax®B ciydaii e mpeMuHeTe 00ydeHre Kak Ja i MHKeKTupare Stelara caMocTosITeTHo.

. 3a yka3aHus Kak Ja HHmxekrupare Stelara Bikre ,,YKazaHus 3a NpuiIokeHHe” B Kpast Ha Ta3u
JIUCTOBKA.

FOBOpCTC ¢ Bamus JICKAp, aKO UMATC BBIIPOCH OTHOCHO TOBA KaK CaMH Ja MOCTAaBATC MHKCKIUATA.

AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXoauMaTa 103a Stelara

AKO cTe M3MONI3BAIM WITK ca BU MPHTOKUITN MOBeUYe OT HeoOxoqumara 1o3a Stelara, He3abaBHO ce
MOChBETBANTE C Jiekap win GapmareBT. Bunaru Hocere ¢ Bac kapToHeHaTa OMaKOBKA Ha
JIEKapCTBOTO, JIOPH U JIa € TIpa3Ha.

AKO cTe NpOIyCHAJIN 12 u3noJj3Bare Stelara

AKO CTe MpoIyCHAJIH [103a, CBhPKeTe ce ¢ Baius nekap wiu dapmanest. He mpunaraiite nBoitHa
J103a, 3a Jla KOMIIEHCUpaTe IpOoIlycHaTaTa 103a.

AKo cTe cripesin ynorpedara Ha Stelara

He e omacHo n1a cripere ynotpebara Ha Stelara. Axo obaude s cripere, Bammrte cumnroMu Moxe 1a ce
BB30OHOBSIT.

AKO uMaTe HAKaKBH JIOIBIHUTEITHHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Barmus nexap wiu apMarieBr.

4. Bb3MOKHH HeKeJIaHU pPe€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKApPCTBO MOXKC J1a TPCAN3BHUKA HCIKCIIAHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa.
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Cepn03lm HEKCJIaHU peaKIuu
Hsxou mamueHTH MOXe /1a UMaT CCPUO3HHU HEXKECIIaHN pCaKINU, IIPHU KOUTO Aa CE Hajiara CriCurHo
JICUYCHUC.

AJlepruvHM peakumu — MosKe J1a M3MCKBAT cneliHo jJevyenne. Undgopmupaiite Bamus
JIeKap WM He3a0aBHO NOTHhpceTe CIelHA MeTUIMHCKA TOMOIII, AKO0 3a0e/1e:KNTe HAKOM OT
cJIeJHUTE NPU3HALN.
o CepHo3HHTE aJIEPrUYHA pPeakinH (,,aHaduIaKcus’) ca peaKu Mpu Xopa, MprUeMaIi
Stelara (Moxe na 3acernat jo 1 Ha 1 000 nyum). [TpusHanmrTe BKIIIOYBAT:
o 3aTpyIHEHO AWIIaHE WIH MPETTbIIaHe
o HUCKO KPBBHO HAJISITaHE, KOETO MOXKE J1a MPUUMHU 3aMastHOCT WJIM CBETOBBPTEX
o MOAYBAaHE Ha JUIIETO, YCTHUTE, YCTAaTa WIH I'bPIIOTO.
. UYecTuTe MpU3HAIM HA AIEPTUYHA PEAKIIHS BKIIFOUBAT KOKEH OOpUB U YPTHKApHs (MOXKe
na 3acersat a0 1 Ha 100 mgyrmm).

B peaku ciayuyau ce cp0011aBAT ajleprudHu 0eJIoApoOHU peakuuy 1 6eJ10ApoOHO
Bb3NajeHHe NMPH NAlHEeHTH, KOUTO MOJy4YaBaT ycTeKMHyMa0. YBegoMeTe Beaqnara Bamms
JieKap, aKo MoJy4nuTe CHMITOMH KaTo KAlJIMIA, 3aAyX M BUCOKA TeMIepaTypa.

AKO TIOJTyYuTe CepHO3Ha aJiepruiHa peakius, Bammsr ekap Moxe na peiiu, 4e Bue He TpsiOBa
na yrorpedsiBare Stelara 0THOBO.

NHdpexunu — Moxe 1a U3NCKBAT CHeIHO JedeHnne. Uudopmupaiite Bamns jgexap, ako
3a0eJiesKUTe HAKOM OT CJIeIHHUTE NPU3HALM.

o WHdexnunTe HA HOCA WK TBPIIOTO M POCTYyJaTa ca 4ecTH (MOoXe Aa 3acerHart Ao 1 Ha
10 mymmm)

o WNudexknnnTe Ha JOTHUTE AUXATEITHU MHTUINA (TPHIHN HH(MEKIINN) ca HeYeCcTH (MOXe Aa
3acernar g0 1 Ha 100 gymm)

. Br3nanenuero Ha MoAKOXKHATA THKaH (I[ENTyJINT) € HedecTo (MOoXe /la 3aceTHe 10 1 Ha
100 gymm)

o Xepnecure (B 00JI€3HEH OOPHB ¢ MEXypH) ca HeYeCcTH (MOXKe Ja 3acerHar Jo 1 Ha
100 mymm)

Stelara mo>xe 1a Hamanu ciocoOHocTTa Bu na ce 6opure ¢ uadeknuu. Hakon nHdekum Moxe 1a
CTaHAT CEPUO3HH U MOJXKE JIa BKIIFOUBAT WH(EKIIMU, IPHINHEHH OT BUPYCH, THOWYKH, OaKTepUn
(BKITIOUUTETHO TyOEepKYII03a) WiTH MTapa3uTH, BKIFOYNTEITHO WHPEKIINH, KOUTO BE3HUKBAT MIPETUMHO
IpH Xopa ¢ orciaadeHa UMyHHa cucTeMa (OMOPTIOHUCTHYHY UH(eKIH). [Ipy nanmenTy, morydaBaniu
YCTEKHHYMa0, ce ChoOIaBaT OMOPTIOHUCTHIHN HHPEKITMN Ha MO3bKa (eHIedannT, MCHUHTHT),
Oenmre QPOOOBE M OUHTE.

Jokaro ynotpebsiBate Stelara, TpsioBa na ciaemute 3a npu3Hany Ha uH(eknusa. Te BKIIOYBAT:

o BHCOKA TEMITEPATypa, TPUITONOT00HH CUMITTOMHU, HOIITHO TIOTEHE, 3aryba Ha Terao
yMOpa WK 3a1yX, YIIOPUTA KAILTUIA
TOIJIa, 3a4epPBEeHA 1 OOJe3HEHA KOKa WITH 0OJIC3HEH KOXKEH OOPHB C MEeXypHu
napeHe Mpu ypUHUpPaHEe
Japust
3PUTEITHO CMYIICHUE WK 3ary0a Ha 3peHHe
riaBo0osIMe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJICHE HITH
00BPKaHOCT.

HNudopmupaiite Bamms nexap BegHara, ako 3a0elexkuTe HIKOM OT Te3u MpU3HaIH Ha
uHpeknus. Te Morat na ObAaT NpU3HALK HAa MHOEKIMKA KaTO IPbIHU UHPEKIINH, KOKHU
MHQEKIINU, XePIeC 30CTeP UIH ONMOPTIOHUCTHYHHN HH(EKIIMN, KOUTO MOTAT J1a J0BEAaT J0
cepro3Hu ycnoxkHeHus. Madopmupaiite Baius nekap, ako UMaTe HIKaKBa YIOPHUTA HITH
MOBTApsIIa ce HHPEKIs. BamusT rekap MoXke Ja peliu, ue He TpsOBa Ja ynorpeosBaTe
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Stelara, noxaro nHpeknuaTa He ObJe U3JIeKyBaHa. YBemoMmere Barws nekap, 1 ako umaTe
OTBOPEHM PAHU WJIM HApAHIBAHUS, Thil KATO MOXE Jia ce HHPEKTHPAT.

JIromeHe Ha KOKaTa — HHTEH3NBHOTO 3a4ePBsIBaHe U JIOIIeHe HA KOKATa Ha MO-ToJIsiMa
IJIONI 110 TSIJIOTO MOKe 1a ¢a CHMIITOMH HA epUTPOJePMHYEH IICOPHA3HC MM
eKkc(oINaTHBEH 1ePMAaTHT, KOMTO €A CePHMO3HH KOKHHU 3200/1s1BaHUsl. AKO 3a0eJiexuTe
HAIKOM OT Te3W NMPHU3HALM, TPsA0Ba N1a nH(popMupaTe Bamms nexap He3a0aBHO.

I[pyl"l/l HEKEJTAaHU pCaKIIUU

YecTu HexeTaHHM peakuuu (Moxxe 1a 3acersar 10 1 Ha 10 gymm):

JHapus
rajieHe

NOBpPBIIAHE

ymopa

3aMastHOCT

ri1aBoOome

chpOex (IpypuUTyC)

Oouika B I'bp0a, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJICHO I'bPIIO

3ayepBsBaHe M OOJIKA HAa MACTOTO Ha HH)KEKTHPaHE
WH(EKINs HAa CHHYCHTE

HeuecTu He:xkenanu peakuuu (Moxe na 3acersHat 10 1 va 100 qymm):

WHQEKIUH Ha 350HTe

BarvHaJHa MHQEKIHS, IPUINHEHA OT I'bONYKH

JIeTpEeCHst

3aIlylIeH HOC WIIH Xpema

KbPBEHE, [IOCHHSIBaHEe, BTBBP/sBAHE, TIOAYyBaHE U ChbpOEK Ha MICTOTO HA HHKEKTUPAHE
ycellaHe 3a c1adocT

CraJjaHe Ha KJieraya U M3KpUBSIBaHE Ha MyCKYJIMTE Ha e{HaTa MOJOBHHA Ha JIULIETO
(,yMIIeBa MMapaan3a’ Wi ,l1apanu3a Ha bex’”), KosATo OOMKHOBEHO € BpeMEHHA
MPOMSHA Ha TICOPHA3Nca ChC 3aUepBIBAHE U HOBH MAJIKH, JKBITH WM O€lIn MEeXypH 1O
KO)KaTa, OHSAKOTa MPUAPYKEHH ¢ TeMIepaTypa (IIyCTYyI03€H ICOPHA3HC)

OemneHe Ha KoxkaTa (excdonmanus Ha KoXKaTa)

aKHe

Peaxu Hexxes1aHM JeKapcTBeHH peakuuu (Moxke na 3acersHat o 1 Ha 1 000 gymm)

3a4yepBsABaHE U JIOLICHE HA KOJKaTa Ha IO-ToJIIMa IUIOLI 0 TSJIOTO, KOUTO MOXKeE 1
cbpOAT 1nH 1a ca Oone3Henu (exchonuatuse agepmatut). [logobHN cumnromu
MOHSIKOTa CE Pa3BUBAT KaTO €CTECTBEHA IPOMsIHA Ha BU/AA HA CUMIITOMUTE Ha IICOPHA3HC
(epuTpomepMHUUEH TICOpPHA3HC)

BB3MaJICHNE Ha MAJKUTE KPbBOHOCHH CHJIOBE, KOETO MOJKE Ja JI0BEJE 10 KOKEH OOpHB C
MAaJIK{ Y€PBEHU WJIH JIHJIaBH MOIYTHHH, TEMIIEpaTypa il 00JIKa B CTaBUTE (BACKYJIHT).

MHOro peaKku He;KeJIaHu JIeKapCcTBeHU peakiuu (Moxe aa 3acerHar 0 1 ga 10 000 gymm)

oOpasyBaHe Ha MEXYPH I10 KOXkara, KOSTO MOKe J1a Objie 3auepBeHa, Chposina u
0ose3Hena (Oyno3eH nemduron).

KOJKCH JIyITyC epUTEMATOIEC U JIYMyC-0100€H CHHIPOM (YepBEH, HAIUTHAT, JTFOLICII Ce
OOpHB B U3JIOKCHUTE HA CIBHIIE YYaCThIM HAa KOXKATa, KOWTO MOXKE J1a € MPUAPYIKEH OT
OOJIKH B CTaBUTE).

Cpo01iaBaHe HA HesKeJIAaHU peaKluu

AKO MoJTyuuTe HSIKaKBU HEXXEJIaHU JIEKAPCTBEHH PEaKLuy, yBeomeTe Bammus nexap wim gpapmanesT.
ToBa BKJIIOUBA M BCUUKH BB3MOKHU HEOIMCAHH B Ta3U JINCTOBKA HEXKEJNaHU peakunu. MoxkeTe ChIo
Jla ChOOLINTE HEXENaHU PEAKLUH JUPEKTHO YPe3 HallMOHAIHA CHCTEMa 32 ChOOIIaBaHEe B
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U3mbiHUTETHA areHIrs 110 JIeKapCTBaTa

yi. ,,Jdamsa [pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

Karo cho0maBare HexxeNlaH! peakiiu, MOXKETe Jia JaJIeTe CBOS MPUHOC 32 MMOJyYaBaHe Ha TIOBEYe
nH(pOpMAIUI OTHOCHO 0€30IMacCHOCTTa Ha TOBA JIEKApPCTBO.

5. Kak na cexpansiBate Stelara

. [la ce cpxpaHsBa Ha MACTO, HEJJOCTBITHO 32 JICLA.

. Ha ce cpxpanspa B xnamuHuk (2°C—8°C). Jla He ce 3ampazsBa.

. CobxpaHsiBaliTe IpeIBapUTEIHO HAIIBIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAKOBKa, 3a J1a Ce
MpeJnasu OT CBETINHA.

o AKO € He0OX0JUMO, OTJIEITHATE MPEIBAPUTEITHO HAITBIIHEHN CIIPUHIIOBKH Stelara Moxe chIo aa

ce ChbXpaHsABarT Npu cTaiHa Temrneparypa 1o 30°C 3a MakcuMyM euH nepuof 10 30 1HH B
OpUrMHaTHAaTA KApTOHEHA OMAKOBKA, 32 1a CE MPEAMNa3aT OT CBeTNIMHA. 3aluIleTe AaTaTa, Ha
KOSITO MPEeIBApUTEIHO HAITbJIHEHATa CIIPUHIIOBKA € M3BaJIeHa 33 IbPBU IIBT OT XJIAAMIHUKA U
JaTata Ha U3XBBPJsIHE Ha 0003HAYEHUTE Ha BHHINHATA KApTOHEHA OMaKoBKa MecTa. JlaTara Ha
M3XBBPIISIHE HE TPsIOBa J1a € cie[] OpPUTMHAITHHS CPOK Ha TOAHOCT, OTIIEYaTaH BbPXY
KapTOHeHaTa onakoBka. CJeJ] KaTo BeJHBX CIIPUHIIOBKATa € Oniia ChbXpaHsIBaHa IpH CTaifHa
temneparypa (1o 30°C), T He TpsiOBa Ja ce Bpblla B XJaAWIHUKA. VI3XBbpiieTe CIpHHIIOBKATA,
aKo He ce U3IO0JI3Ba ClIe]] ChbXpaHeHHe NPy cTaiiHa TeMiepaTypa B paMKuTe Ha 30 IHU WIH Cllex
W3THYaHE Ha OPUTHHAIIHUS CPOK Ha TOAHOCT, B 3aBUCHUMOCT OT TOBA, KOE OT ABETE HACTHIIH I10-
paHo.

. He pasknamiaiite npejBapuTeIHO HAITBIHEHNUTE CIPUHLIIOBKU. [IpOABIKUTEIHOTO €eHEPTUYHO
pasKiIaliaHe MOXKE J1a TIOBPEIH JIEKapCTBOTO.

He n3nos3Baiite ToBa JICKaApPCTBO:

o Crnen cpoka Ha TOIHOCT, OTOEISA3aH BHPXY €TUKETa ¥ KapTOHEHATa OTIAKOBKA CIIE]T
»EXP*“/,,Tonen no:*“. CpOKBT Ha TOJHOCT OTTOBAPS HA IMOCIICIHHUSI JICH OT MOCOYCHUS MECEII.

o AKO Te4YHOCTTa € C IMPOMCHCH LBAT, MbTHA UJIM B HEA CC 3366Hﬂ3BaT ITyBallly 9yKJIU 4aCTUIIU
(Bmxre TOUKa 6 ,,Kak m3rmexnma Stelara 1 KakBO ChIIbpKa OMaKOBKaTa“).

. AKO 3HaeTe Wi cMATaTe, 4Ye MOXKe Jla € Oriia M3II0KeHa Ha eKCTPEMHH TeMIepaTypH (KaTo
WHIUICHTHO 3aMPb3BaHE HJIH 3arpsBaHe).

. AKO IPOAYKTHT € OWIT eHepTUIHO Pa3KIIaTeH.

Stelara e camo 3a emHOKpaTHa yroTrpeda. Henm3mon3BaHUAT MPOIYKT, OCTaHAN B CIIPUHIIOBKATA, TPsiOBa
Jia ce M3XBBpin. He u3xBhpisiiTe JiekapcTBaTa B KaHAIM3ANUATA WM B KOHTEHHEPA 3a JIOMAIITHA
ormaabiy. [lonuraiite Bamus gapmMarieBT kak j1a U3XBBPIISITE JICKApCTBATa, KOUTO BEYe HE
usnon3sare. Te3n MEpKH Ie CIOMOTHAT 32 Ola3BaHe Ha OKOJIHATA cpefia.

6. ChabpikaHHe HA OTIAKOBKATA M JONBJHUTEJIHA HH(pOpMANHs

KakBo cpabp:ka Stelara

J AKTHBHO BEIIECTBO: YCTeKMHYMa0. Beska nmpeBapuTeHO HAITbJIHEHA CIIPUHIIOBKA ChIbPKa
45 mg ycrekunyma6b B 0,5 ml.
. Hpyru ceeraBku: L-xuctunus, L-XUCTHIMHOB MOHOXHAPOXJIOPHA MOHOXUAPAT, moiucopoar 80

(E433), 3axapo3a u BoAa 3a WHKEKIUH.

Kak n3ranexnga Stelara n kakBo cbIbp:Ka ONIaKOBKATA

Stelara e OUCTBP /10 JIEKO OMANCCUEHTEH (C MepJieH OJISICHK), OC3IBETECH J0 OIS0 BT HHKCKIIUOHEH
pastBop. Toit Moke J1a ChaBpHKA HAKOIKO JPeOHH TONYNPO3pauHy WK OETH YaCTHIIN MPOTEHH.
JocTaBs ce B KapTOHEHA OMAKOBKa, ChAbPIKAIlla €IHa CThKIICHA IPEABAPUTEIHO HAITbIHEHA
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cnipuHIoBka ot 1 ml ¢ exuHMYHA n03a. Besika nmpeBapuTeTHoO HaITbITHEHA CIIPUHIIOBKA ChIIbpIKa
45 mg ycrekunyma0 B 0,5 ml MHXEKIIMOHEH Pa3TBOP.

IIpurexkaTes Ha pa3pelIeHNETO 32 yHoTpeda

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpounsBoguten
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA IPUTCIKATCIIA Ha pa3pClIICHUCTO 3a yHOTp66aI

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»JKoHCHH & JxoHCHH brarapus” EOO/]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Eesti

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

ee(@its.jnj.com

EAMGdo

Janssen-Cilag ®appokevtik) Movonpocmnn
A.EB.E.

TnA: +30 210 80 90 000

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
It@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich

Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300
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Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita(@its.jnj.com

Kvnpog

Bapvapoc Xattnmavayng Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Polska

Janssen-Cilag Polska Sp. z o.0.

Tel.: +48 22 237 60 00

Portugal

Janssen-Cilag Farmacéutica, Lda.

Tel: +351 214 368 600

Romaénia

Johnson & Johnson Romania SRL

Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
IJNJ-SI-safety@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com

JlaTa Ha mocJeaHo pepasriekaaHe Ha JucTtoBkaTa 07/2026

ITonpoOHua nHpOpMaIHs 3a TOBA JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
IO JIeKapcTBara https:/ www.ema.europa.eu.
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Yka3anus 3a NMPUJI0KCHUE

B nauanoto Ha leyeHUETO MEIUIIMHCKH crienuanucT e Bu noctaBu Bamarta nbpea unxekuus. Bue

u Bammsr nekap obave Moxe ja pemrure, ue Bue camu Moxke aa cu umkektupare Stelara. B TakbB

cilydJaii Iie mpeMHHeTe 00yUeHHe KaK J1a niKektupare Stelara. ['oBopeTe ¢ Barms jgekap, ako uMarte

BBIIPOCH OTHOCHO MOCTABSIHETO HA MHXKEKIIHATA.

. He cmecgaiite Stelara ¢ Apyru TEUHOCTH 3a MHIKEKIIUS.

. He pasxramaiite npeBapuTeTHO HATBIIHCHUTE CITPUHIIOBKH Stelara. IlpuunHaTa 3a ToBa €, 4e
CWJTHOTO pa3KJIalllaHe MOJXKE JIa MOBPEAH JeKapcTBOTO. He yrnoTpebsBaiiTe JekapcTBOTO, aKo €
OMIIO CHITHO Pa3KIIaTeHO.

Ha (I)I/Irypa 1 e mokazaHo Kak H3rjexKaa nmpeaABApUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye Kortpoaro Kanaue Ha

_'P |

(o

opo3opuc HIIATa
|

I'maBa Ha CTpaHHIIH Ha Etnrer Hrna
OyTaloTo OpeIIa3sHTeId
Ha HIIaTa

' %

Qurypa 1

1. IlpoBepeTe Oposi Ha MpeABAPUTEJHO HATbJIHEHUTE CHIPUHIOBKHU U NMOAT0TBETEe MaTepHaInTe:

IToaroroska 3a U3MOJ3BaHE HA NPEABAPUTEIHO HAMBJIHEHATA CIPUHIIOBKA

. W3Bazere npenBapuTeHO HAIThJIHEHATA CIIPHHIIOBKA/CIIPUHIIOBKY OT XJIaauiHuka. OcraBeTe s
Jla TIPECTON OKOJIO TIOJIOBHMH Yac U3BBH KyTHATa. ToBa 1€ MO3BOJIM HA TEUHOCTTA J1a JOCTUTHE
MOJIXOJIAIIIa TEMIIepaTypa 3a HHXKEeKTHpaHe (cTailHa TemnepaTypa). He cBansiiTe kamaukaTta Ha
UrJaTa, JOKaTo TEYHOCTTAa HE JOCTUTHE CTaliHa TEMIIEPATypa.

o XBaHeTe KopIyca Ha CIIPUHIIOBKATA TaKa, 4e MOKPUTATa ¢ Kaladka Uria Ja COYM Harope.

o He xBamaiite riaBara Ha OyTanoTo, OyTaaoTo, CTpaHULIUTE HA IpeIa3uTels Ha urjiara win
Karaykara Ha Uriara.

. He u3nbpnBaiite OytanoTo.

. He cBansiiTe kama4kara Ha Urjiara OT CIPUHIIOBKATA, JOKATO HE MPOUYETETe B HHCTPYKLIHUATA 32
TOBA.

. He mokocBaiite akTuBupammre ckoou Ha TpeAma3uTens Ha uriaTa (yKa3aHu ChC 3Be3uIKa *

Ha ¢urypa 1), 3a 1a u30erueTe MPEKACBPEMEHHOTO OKPUBAHE HA UIJIaTa C MPEIITa3uTels.

IIpoBepeTe npeaBapUTEIHO HATbJIHEHATA CIIPUHILIOBKA/CTIPUHIIOBKH, 34 J1a CE€ YBEPUTE, U
. OpoAT Ha IPEeABAPUTEIIHO HAITBIHEHUTE CIIPUHLIOBKH U KOJMYECTBOTO HA AKTHBHOTO BEIIECTBO
B J1030Ba €AMHHULIA Ca BEPHU
o ako Bamrara no3za e 45 mg, me nonyuyute eaHa 45 mg npeaBapuUTEIHO HaIlbJIHEHA
cripuHIOoBKa Stelara;
o ako Bamara noza e 90 mg, me noxyuure Ase 45 mg NpeaBapUTEIHO HAITBIHEHN
cnpuHIOBKY Stelara u e TpsiOBa 1a cu mocTaBuTe ABE MHXKeKuuu. U3bepete aBe
pa3InyHU MECTa Ha MHXXEKTUpPaHe (HampuMep eAHaTa HHXKEKLU B JSICHOTO 0enpo, a
JpyraTa — B JIIBOTO) U TU HallpaBeTe €Ha Clel APYra;
. TOBA € NMPaBUJIHOTO JIEKAPCTBO;
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L CPOKBT Ha TOAHOCT HE € U3TCKBJI;

° MpeIBAPUTEITHO HAIThTHEHATa CIPUHIIOBKA HE € MIOBPE/ICHA;

° Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 110 JICKO OMAJISCIICHTEH (C MepieH OJIIChK) U Oe31BETCH
J10 OJI€10 )KBJIT;

° Pa3TBOPBT B CIIPUHIIOBKATA HE € C IPOMEHEH IBSIT WK MBTCH U HE ChABPIKA Uy KT YaCTHUIIH;

° pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMPb3HAI.

C"I)6€pGTC BCHYKU MATCpHUaIn, OT KOUTO CC HYKAACTC U I' TIOCTABETC BbPXY UUCTA MOBBPXHOCT. Te
BKJIFOUBAT aHTUCCIITUYHU KBbPIIUYKH, [TAMYYHH TaAMIIOHU WJIA MapJjild U KOHTCﬁHCp 3a OCTpH NPCAMCTH.

2. N30epere 1 moaroTBeTe MICTOTO 32 MHAKEKTHPaHE:
N36epere mscTO 3a HHKEKTHpaHe (BX. Gurypa 2)

. Stelara ce mpuiara upe3 HHXEKITUS MO/ KoxkaTta (TIOKOKHO).

. [Moxxomsamm MecTa 3a HHKEKTHPAHE ca TOPHATA YacT Ha OeIpoTO WiTH 00JIacTTa OKOJIO KOopeMa
Ha pa3CTOSIHUE Hal-MaJIKO 5 CM OT I'bIIA.

. AKO € Bb3MOXKHO, HEe H3IOJI3BaiiTe 00JaCTH OT KOXKaTa C MPU3HAIM Ha TICOPHA3HC.

. AKko HsKO# Bu momara npu mocTaBsHETO Ha HHXEKIUATA, TOW/TSA MOXKe J1a u30epe ¥ ropHaTa

4acCT Ha pbKaTa KaToO MACTO 3a MHKCKTHPAHC.

=5 (4

*3oHWTE B CHBO CB NPENOPBYBEHMTE MECTA 38 WHHEXKTHDAHE.

Ourypa 2
[Toarorsere MACTOTO 32 HHKEKTHPAHE
. WzmuiiTe ppiieTe cu MHOTO 100pe ChC CalyH | TOILIa BOJA.
. [TouncreTe KOXkaTa Ha MACTOTO 32 MHXEKTHPAHE C AHTUCENTUYHA KbPIIHYKa.
. He noxocpaiiTe noseue Ta3u 00J1aCT A0 IOCTABIHETO HA MHKEKLHUATA.

3. CBaJseTe Kanaykara Ha urJjara (Bx. ¢purypa 3):

° Kamaukara Ha uriara He TpSI6Ba Ja Cc€ CBaJid, JOKATO HE CTC T'OTOBU Ja MHKCKTUPATC 103aTa.
° Bzemere MMPpEABAPUTCIIHO HAITBJIIHCHATA CIIPUHIIOBKA W XBAHETC KOPITyCa i c emHa PBKa.
° Ps3ko HSH’BpHafITC KarmaykaTa Ha UrjiaTa B IIpaBa IIOCOKAa U A U3XBBPJICTE. I[OKaTO MMpaBUTC

TOBa, HE JOKOCBaiiTe OyTaNIoTO.

Qurypa 3

° Moxe na 3a0€eIeKNTE BB3AYHICH MCXYDP B MPCABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA UIIN
Kallka TECYHOCT Ha BbpXa Ha urjarta. ToBa e HOPMAJIHO U HE € HCO6XOI[I/IMO Ja C€ OTCTpaHsABaT.
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L He ,Z[OKOCBafITe urjiara u HC A I[OHHpafITC B ApYTHU NOBBPXHOCTHU.

. He u3non3paiite npeaBapUTeNHO HATbIHEHATA CIPUHIIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.
AKO TOBa ce CllyuH, ce CBbpKeTe ¢ Barws jgekap uin hapMmarieBT.
. HmxexTupaiite 03aTa BeJHAra, OM CBaJUTE KamavykaTa Ha Urjiarta.

4. NnxexTHpaiiTe 103aTa%

o XBaHeTe MpeABapUTEITHO HATBJIHEHATA CIPUHIIOBKA MEXKy CPEIHUS MPBCT U TOKa3aiera Ha
eZiHaTa pbKa U IocTaBeTe Najiela CH BbpXY IJ1aBaTa Ha OyTanoTo, a ¢ Apyrara pbKa JIEKO
CTHCHETE OYMCTEeHAaTa KOXKa MKy Iayiela u rmokasaiena. He ctuckaiite cuiHo.

He m3gppnBaiite 6yTanoTo.
. C enHo OBP30 IBMKCHHME BKapaiTe UriaTa B KOxara, T0KbAeTO MOKe (Bxk. (urypa 4).

Ourypa 4

. NmxexTupaiiTe IsI0TO KOJMYECTBO OT JEKAPCTBOTO, KATO HATHCKATE OyTaIOTO, TOKATO
rjilaBata My JOCTHTHE MKy CTPAaHUIIMTE Ha MpeAna3ureisd Ha uriara (Bx. purypa 5).

®urypa 5

o Koraro 6yTanoTo CTUrHE 10 Kpasi, He OTIYCKalTe HATUCKA BbPXY IJ1aBaTa My, H3BaJICTe HIJlaTa
U IyCHeTe Koxata (Bxk. ¢purypa 6).

®durypa 6

. baBHO oTcTpaHeTe majnena cu OT TJ1aBaTa Ha OyTanoTo, 3a Ja MO3BOJIMTE Ha Mpa3HaTa
CIIPHHIIOBKA Jla C€ MPUABMKU HArope, JOKATo IsuIaTa Urjia ce MOKPHE ¢ MPEIIa3suTessl, KakTo €
MOKa3aHo Ha ¢urypa 7:
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5. Cien uHkKeKTHPaHe:

BB3MOKHO € Ha MSICTOTO Ha MHYKEKTUPAHE JIa UMa MAJIKO KOJMYECTBO KPBB WM TEUHOCT. ToBa
€ HOPMAJTHO.

IIpuTHCHETE MACTOTO HA MHXKEKTUPAHE C TIAMYUYCH TAMITOH WJIK MapJis U 3apmiTe 10 ceKyHau.
He pastbpkBaiite KokaTa Ha MSACTOTO HAa HHXKEKTHPAaHE. AKO € HEOOXOIMO, MOXKE J]a CIIOKHUTE
MaJiIKa JICTICHKA BbPXY MACTOTO HAa MHKXCKTHUPAHEC.

6. U3xBbpJsiHe:

W3non3BaHUTE CIIPUHIIOBKY TPSIOBA J1a Ce IMOCTABST B HEMPOOUBaeM KOHTEHHEP, KaTo
KOHTEHHepa 3a ocTpu npeaMeTu (Bx. ¢purypa 8). 3a Barrara 6e301macHOCT ¥ 3IpaBe U 3a
0e30MmacHOCTTa Ha JPYTHUTE, HAKOTA HE M3MOI3BalTe MIOBTOPHO CIIPUHITOBKUTE. V3XBBpIsiiTe
Bamus koHTElHED 32 OCTPH NMPEAMETH B ChOTBETCTBUE C MECTHUTE Pa3nopenon.
AHTUCENITUYHUTE KbPIHYKU U IPYTH KOHCYMaTHBU MOXE JIa CE U3XBBPIAT B 0OIIUSI OOKIYK.

®urypa 8
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JlucroBka: undopmanus 3a norpeduTeNs

STELARA 90 mg nH:KeKIIHOHEH Pa3TBOP B PeJIBAPUTEIHO HAITbJIHEHA CIPUHI0OBKA
ycTekuHyMa0 (ustekinumab)

IIpouereTe BHUMATEIHO LSJIATA JIMCTOBKA, IIPEIM Aa 3all0YHeTe 1a U3N0JI3BaTe TOBa
JIEKapCTBO, Thil KaTO TS ChABbP:Ka BajkHa 32 Bac nundopmanus.

Ta3u 1uCTOBKa e HANKMCAHA 32 AUEHTA, KOHTO NpPHeMa JIEKapCTBOTO. AKO €Te POAUTE] UIH
HACTOMHMK, KOWTO e npuJjara Stelara Ha nere, MoJIsl MpoYeTeTe BHUMATEJIHO Ta3H
HH(popManmsi.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HANIOXKU J1a A IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEITHHA BBIIPOCH, TTonuTaiiTe Bamus nekap wiu gapmarieBT.

- ToBa nekapcTBO € npeanucaHo JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIIY, HE3aBUCHMO Y€ MPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKO TIONTyYnTe HAKAKBU HEXEJaHU peaklny, yBeroMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIFOYBA U BCUYKHW Bb3MOXXHH HEXKCJIIaHU pC€aKlINnKU, HCOIMMCAaH! B Ta3W JIMCTOBKA. Bmxre
TOYKa 4.

KakBo cbabpika Ta3u JUCTOBKA

KakBo npencrapnsBa Stelara u 3a KakBo ce U3MOI3Ba

Kakgo Tps6Ba na 3Haete, npeau ga usnoi3Bate Stelara

Kaxk ma msnomnssare Stelara

BBb3M0XHU HEKEaHU PEaKLIUU

Kak na cexpansiBare Stelara

ChbabpprkaHye Ha ONIAaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

A

1. Kakso npencrapiasBa Stelara u 3a kakBo ce U3M0J13Ba

KakBo npencrasiasBa Stelara

Stelara chabpka akTHBHOTO BEILIECTBO ,,yCTEKUHYMA0”, KOETO € MOHOKJIOHAJTHO aHTHUTSLIO.
MOHOKJIOHATHUTE aHTHUTENA Ca POTENHHU, KOUTO PAa3MO3HABAT ¥ CBBP3BAaT ONPENEIeHN CrepuaHI
MPOTEUHU B OpPraHu3mMa.

Stelara mpuHaIEX) M KbM TpyTa JeKapCcTBa, HAPEUCHH ,,AMyHOCcynpecopu’”. Te3un ekapcTBa eicTBar,
KaTo HaMaJsIBAT aKTHBHOCTTA HA YacT OT UMYHHATA CUCTEMA.

3a xakBo ce n3noj3Bea Stelara
Stelara ce m3m0i3Ba 3a JI€UEHNE HA CIEIHUTE BH3ITAIIMTEIIHN 3a00IISIBAaHN:

o [InaxoB mcopuasuc - Mpu Bb3PACTHH U JIeTia Ha Bb3PacT OT 6 TOAWHU H MO-TOJIEMHI

o IlcopuaTiyeH apTpuT — py Bb3pacTHU

o YwMmepena g0 Texxka 6onect Ha KpoH — nipy Bp3pacTHU 1 Je1ia Ha Bb3pacT 2 U OBeYe TOTUHI
o YMepeH 10 TeXBK yIAepo3eH KOJUT — IIPH Bb3PACTHH U Jella Ha Bb3PacT 2 U MOBeY€e TOJUHH

IlnakoB ncopuasuc
,,I17TaKOB TIcopra3nc’ € KOXKHO 3a00JIsIBaHe, KOETO BOIH JI0 BH3MAJICHUE, 3acsATaIlo KoKaTa U HOKTHUTE.
Stelara HamassiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00IIBaHETO.

Stelara ce u3non3Ba MpH BH3PACTHU C YMEPEH JIO TEXKBK TUIAKOB MICOPHA3UC, KOUTO HE MOTaT Jia
M3II0JI3BAT LIUKJIOCIIOPHH, METOTPEKCAT MK (POTOTEpaIus, HIIK KOTaTo TE3U JICUYCHHsI HE JICHCTBAT.

Stelara ce u3non3Ba mpw Jiena v IOHOIIHN Ha BB3PacT 6 TOJMHU U MTO-TOJIEMH C YMEPEH JI0 TEKBK

IIJIAKOB IICOpHAa3uC, KOUTO NUMAaT HCIIOHOCUMOCT KbM (1)0TOTCpﬁHPI$[ WK JpYyTryu CUCTEMHU TEpannu, UJIn
KOraTo T€3u JICUCHUA HE HeﬁCTBaT.
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IlcopuaTuyen apTpuT

IlcopuaTideH apTpUT € BH3MATUTENHO 3a00JIIBaHe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
rcopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO Iie Bu nekyBar ¢ Apyru JiekapcTBa. AKO
HE C€ MOBJIUSACTE TOCTATHYHO JOOPE OT Te3M JIeKapcTBa, Moxke 1a Bu ce npeanume Stelara, 3a na ce:

o HaMaJIT PU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo6pu guznyeckoto Bu cherosinue;
o 3a0aBu yBpeXIaHeTo Ha Bamure craBu.

Boaect Ha Kpon

Bonecrra Ha KpoH e Bp3nanurenHo 3abonsBane Ha yepBara. Ako nMate 6osrect Ha KpoH mbpBo 11e
Bu ce magar npyru jekapcTBa. AKO HE ¢€ TOBJIHUACTE JOCTAThYHO WIIM UMATE HEMTOHOCUMOCT KbM TE3U
JIeKapcTBa, Moe J1a Bu ce nane Stelara 3a HaMansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3a00BaHeTO BH.

Yiuepo3en koauT

VYA1epo3HUT KOJIWT € Bh3NATUTEIHO 3a00IIIBaHe Ha YyepBaTa. AKO UMaTe YIIEPO3eH KOJUT, ITbPBO
e Bu ce mamat npyru nekapctBa. AKO He ce TOBIUsBaTe 100pe UM UMaTe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe J1a Bu ce nane Stelara 3a HaMasiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Bairero
3a00JIsBaHE.

2. Kakso TpsadBa 1a 3HaeTe, npeau Aa uznoJssare Stelara

He n3noasBaiite Stelara

o AKO cTe aJIepruuHu KbM YCTeKHHYMAa0 MK HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JISKapCcTBO (M30pOSHU B TOUKA 6).
o AKo UMaTe aKTHBHA WH(}peKIHA, KosATO Bamusr jekap HaMupa 3a 3HaUMMa.

AKO He cTe CUTypHU J1ajl HAKOe OT M30pOCHUTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
aexap wi (papmaneBT, npeau Aa usnonssate Stelara.

IpenynpesxaeHust 4 Mpeana3sHu MEPKH

I'oBoperte ¢ Bamus nexap winu gapManeBT npeau aa usnoiiseare Stelara. BamusT nexap e nposepu
CBhCTOSIHUETO Bu mpeu Besko JieueHe. YBEJIOMETe CBOS JieKap 3a Besika Baiia 6osiect npeau BCIko
nederue. CpIo Taka nHbOpMHUpaiTe Bammms iekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOHTO
MOJKe J1a Ma TyOepKyIio3a. BammusT nekap me Bu nperniena u mie HampaBy H3cCIIeABaHEe 3a
TyOepKyJ03a, peau jaa usnonspare Stelara. Ako Bammst iekap cMsita, 4e CTe U3JI0KEHH Ha PUCK OT
TyOepKyJ03a, MoXe Aa Bu nmpenmurie mekapcTsa 3a JSYCHUETO 1.

Ciefere 3a cepHO3HU HeXKeJIaHU PeaKIHH

Stelara mo>xe 1a mpeU3BUKa CEPUO3HU HEXKENAHU PEAKIIUHU, BKIFOUUTEITHO AJISPTUYHU PEAKIIUU U
undexknuu. TpsOBa na ciaeauTe 3a ONpeac/IeHH IPU3HaIi Ha 3a00JIABaHus, T0KaTo npueMate Stelara.
Bwxre ,,Cepro3an He)XenaHu peakuy’ B TOYKA 4 32 IBJIHUSA CIIUCHK Ha TE3W HEXKEIIAaH! PEaKITHH.

IIpenu na u3mos3Bate Stelara ungopmupaiite Bamus nexap:

. AKO HSIKOTa CTe MMAaJIH AJIepruyHa peaknusi kbM Stelara. Ako He cTe CUTypHHM, TOTIUTAlTE
Bamus nekap.

. AKO HAIKOTA CTe NMAJIN HAKAKbB BUJ PaK — TOBA €, 3aII0TO UMYHOCYTIpecopuTe karo Stelara
0Tc1abBaT 4acT OT MMyHHaTa cuctemMa. ToBa MOKe Jla MOBHUIIN PUCKA OT pax.

. AKO cTe JIeKYBaHH 32 IICOPHA3HC C APYrH OHOJIOTHYHM JIEKAPCTBA (JIEKapCcTBO,

MPOU3BeICHO 0T OHOJTOTMYeH H3TOYHHK H O0MKHOBEHO MPWJIATAHO Ype3 HHKEKIHS) -
PHUCKBT OT paK MOXeE J1a € MO-BUCOK.

. AKO UMaTe HWJIM HACKOPO cTe UMAJH MHpeKums.
AKoO UMaTe HOBM MJIM NIPOMEHSIIIH ce JIe3UH B yUaCThIUTE C ICOPUA3UC WU TI0
He3acerHaraTa Koa.

. AKO HAKOTa cTe HMAJIM aJIepruyHa peaknus KbM JaTeKce Wi HHKeKnuAa Stelara —
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OITaKOBKaTa, B KOSATO CE HAMUPA TO3H JICKAPCTBEH IIPOAYKT, ChbpKa JATEKCOBA I'yMa, KOSTO
MOJKE J1a MTPEeIU3BUKA TEKKH aJICPTUYHU PEaKIUU IPU X0pa, UyBCTBUTEIHHU KbM JaTekc. BrkTe
,,CIIe/ieTe 3a CepUO3HH HEXEJIaHU PEakIui’’ B TOUKA 4 3a MPU3HAIMTE Ha aJiepriuyHa peaKiusl.
AKO moJiyyaBate Jpyro JedeHHe 3a MCOPUA3NC H/UJIH MICOPUATHYEH apTPUT — KaTo APYrU
UMYHOCYTIpecopH win (oToTepamnus (Koraro TsUI0TO ¢ JIeKyBa ¢ Tum yurpaBuoserosa (UV)
cBeTiIMHA). Te3u JIeueHHs: ChIIO MOXKE J1a OTCJIA0AT YacT OT MMyHHAaTa cucTeMa. M3mon3BaHeTo
Ha TE3W JICUCHUS 3a€THO ChC Stelara He e u3cnmeaBano. Be3MokHO € o0ade, TO 1a yBEIHIH
pHcKa oT 3a00JsIBaHUs, CBBP3aHH C OTCIa0BaHe HA UMyHHATa CHCTEMA.

AKO TIOJTy4YaBaTe WJIH HAKOTA CTe MOJIy4YaBaJIl HHKEKINHA 32 JIedeHHe HA aJIepTuu — He ©
M3BECTHO Janu Stelara Moke 1a OKake BIUSHHE BbPXY TAX.

AKO cTe Ha M Hajl 65 roIMHU — MOXeE J]a CTE TIO-CKJIOHHU KbM WH(EKIINH.

AKO He CTe CUT'YPHH JaJH HiKOE OT ropen30poeHnTe ce oTHacs 3a Bac, moceBeTBaiite ce ¢ Bamms
nexap uiu papManeBT, npeau Aa usnomnssare Stelara.

Hsixon nauneHTH nomy4aBaT Jymyc-MoA00HU peakry, BKIIOYUTEIHO KOXKEH JIYIyC epUTEMaToAeC 1
JyIyc-og00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ yctekuaymal. ['oBopere Bennara ¢ Bamms sexap,
aKo IOJTyYHTE YePBEH, HAJIUTHAT, JIFOIIEI] ce 0OPUB, MOHAKOTa C MO-THhMHH IPaHUIIY, B U3JI0KCHUTE
Ha CITBHIIC YYaCTBIM HA KOXKAaTa MIIM CTABHU OOIKH.

CobpaeveH MHPAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HaOI0aBaHu B TPOYYBaHE TPH MAIEHTH C TICOPUA3UC, JIEKYBAaHU ChC
Stelara. Barmmst jiekap peIoBHO Iie MPOBEPsiBa PUCKOBUTE (PAKTOPH 3a ChPACYHO 3200 sIBAHE U
UHCYAT TpH Bac, 3a 1a € curypHo, 4e Te ce JIeKyBaT M0 moaxo i HaunH. He3a0aBHO moThpceTe
MEMIIMHCKA TTOMOIII, aKO MOJIy4uTe O0JIKa B I'bPANTE, C1A00CT WM HEOOUYAMHO yCelllaHe OT eHaTa
CTpaHa Ha TSIOTO, OTITYCHATOCT HA JIMIIETO WA TOBOPHU MJIM 3PUTEITHUA CMYIICHHS.

Jena v roHOIIM

Stelara He ce mpenopbuBa 3a ynoTpeda Mpu Jiela Ha Bb3pacT o1 6 TOAUHH C TICOPUA3HC, JIela Ha
BB3pacT M0 2 FOAMHH C OoJiecT Ha Kpon wnu ynuepo3eH KonuT, Wi Opu Aela Ha Bb3pacT M0J
18 TOAWHU C ICOPHUATHUYCH apTPUT, 3alIOTO HC € MMPOYYBAH NIPHU TC3U Bb3PACTOBU I'PYIIN.

Jpyru aexapcTBa, Bakcunu u Stelara
Tps6OBa ma kakete Ha Bamms gexap win hapMareBT:

AKo preMaTe, HACKOpPO CT€ TIPUEMATH WIIHA € B3MOXKHO Jia IPHeMeTe APYTH JIEKapCTBa.

Axo Hackopo Bu e npaBena wiu rutanupate na Bu ce npaBu BakcuHamms. J[okaTto u3nonaspare
Stelara, HsIKOM BHIOBE BAKCHHU (’)KMBU BAaKCUHU) HE TPsAOBaA Jla Ce MMpHUIIArar.

Ako cte norydaBanu Stelara mo Bpeme Ha OpeMEeHHOCTTa, TPSAOBA J]a KaXKeTe Ha JeKaps Ha
0ebeto Bu 3a nedennero cbe Stelara, mpean TO 1a MOJIYYH KaKBaTo U JIa € BAKCHHA,
BKJTFOUMTEITHO KMBH BaKCHHH, KaTo BI[JK BakcuHa (M3mo3Bana 3a mpena3Bade oT
TyOepKyo3a). JKuBuTe BakCHHU HE € TpernophyBar 3a Bamero O0ebe rpe3 ABaHaeceT MecT
Mecera cle/l paKIaHeTo, ako cTe Tody4yaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
nekapsT Ha Bamero 6ebe He mpenopbsya Apyro.

BpemenHocT 1 KbpMeHe

Axo cTe OpeMeHHa, CMATaTe, Y€ MOXKe J]a CTe OpeMEeHHa WM TUTaHHpaTe OpEeMEHHOCT,
nochBeTBalTE ce ¢ Barus jekap npenu ynorpebdara Ha TOBa JIEKapCTBO.

He e naOiroaBan 1mo-BHUCOK PUCK OT BpoJieHH AedeKTH npu OedeTa, n3noxkeHu Ha Stelara B
yTpoOara. /Janaute oT ynorpebara Ha Stelara mpu OpeMeHHH jxeHH 00ave ca OrpaHHYCHH.
[MTopaau ToBa € 3a mpennovnTaHe 1a ce u30srBa ynorpebara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

AXO CTe jKeHa C JIeTepoIeH MOTSHIINA, )KEJIAaTEIHO € 1a He 3a0peMeHsBaTe U J1a U3II0JI3BaTe
MOAXOJISII MPOTUBO3aYaThueH METOI, KOraTo n3nonspate Stelara u mone 15 ceamunu cien
TIOCJICTHOTO TIpHjIarane Ha Stelara.

Stelara Mo>xe 1a mpeMuHe Mpe3 IIIaleHTaTa B HEPOACHOTO O0ebe. AKO cTe mojyyaBanu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo Bu Moke /1a Ma mo-BHCOK PUCK OT MH(DEKIHS.
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o BaxxHo € n1a kaxkeTe Ha JiekapuTe Ha Bariero 0e0e u ApYyru METUITMHCKH CIICITUATUCTH, aKO CTS
nosrydaBany Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIipeu 6e0eTo /1a MoJTyYr KakBaTo U J1a €
BakcuHa. JKuBu BakcuaH, kato BIDK BakcrHa (M3Mmo3BaHa 3a mpeamna3BaHe oT TyOepKymo3a),
HE ce ImpernopbhYBaT 3a BameTo 6e0e mpe3 mbpBUTE IBaHAACCET MECela Clie]] paXKIaHETO, aKo
CTe moty4aBainu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKo JieKapsaT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcTekuHyMad Moke Jia IpeMHUHE B KbpMaTa B MHOTO Mallku KonmdecTBa. [locsBeTBaiiTe ce ¢
Bamus nekap, ako KbpMHTE HIIM aKo TUTaHUpaTe Aa Kbpmurte. Bue u BamusT nexap tpsOBa ga
pemnTe nanu TpsOBa Ja KbpMHUTE WK Ja u3non3Bate Stelara - He mpaBeTe U ABeTe.

Ilodupane u padoTa ¢ MAIIMHH
Stelara He TOBIUABA WK TOBJIHSIBA IPEHEOPEKUMO CITOCOOHOCTTA 32 Mo upaHe u padboTa ¢ MallluHU.

Stelara cbabp:ka nonucopdat 80

Stelara ceabpxa 0,04 mg nonucopbar 80 (E433) BB Besika 103, KOATO € €KBUBAJICHTHA Ha

0,04 mg/ml. IlonucopbaTuTe Morar Aa NPUUMHST aNepPruuHy peakuuu. TpsoBa na kaxere Ha Bamms
JIeKap, ako UMaTe yCTaHOBEHU aJIepruM.

3. Kak na n3noJu3Bare Stelara

Stelara e mpegHa3HadeH 3a yrmorpeda moJ phbKOBOJICTBOTO W KOHTPOJIA Ha JIEKap C OIUT B JICYCHUETO
Ha 3a00JIIBaHMs, 3a KOUTO € MoKa3aH Stelara.

Bunaru u3nosnsBaiiTe ToBa J€KapcTBO TOYHO KakTo Bu e ka3zan BammsT nekap. Ako He cTe CUTYpHU B
Heulo, nonuTtaiite Bamwus nekap. IloceBeTBaiiTe ce ¢ Bamusa nekap 3a ToBa, kora 1ie Bu ce noctassr
MH)KEKI[MHUTE U KOra Ie ca CJIe/IBAIlIUTE KOHTPOJIHH Mperjeu.

Kakso koiaudectBo Stelara ce npuiara
Bammst nekap 1ie pemmn KakBo KoJIn4ecTBo Stelara TpsiOBa 1a MOyduTe U 3a KaKbB IIEPHOA OT BpeMe.

Bb3pacTuu Ha 18 roquHu uian no-rojieMu
Ilcopua3uc wim ncopuaTuyeH apTpuT

o IIpenoppunTennara HayanHa 1o03a € 45 mg Stelara. [TanmenTn ¢ Terno vax 100 kmmorpama (kg)
MO3Ke J1a 3armovyHar ¢ go3a 90 mg smecto 45 mg.
o Crnen HayanmHata 103a, cieBaniata Bu no3a me Obae 4 ceqMuLu mo-KbCHO U CiIe]] TOBa Ha

Bceku 12 ceamuiu. Creasamure 1031 0OMKHOBEHO ca ChIMTE, KATO HaYaIHATa J1034.

Boaect na Kpou uiu yaneposeH KoJuT

. [To Bpeme Ha nedeHwneTo Bammusat siekap mie By mpritosku mepBata 103a OT IPHOIHN3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKarta (MHTpaBeHo3Ha nHQy3us). Cnen HayanHarta 103a,
Ie ToJTydrTe cienpamara go3a 90 mg Stelara cien 8 ceamuiy, ciuen ToBa mmpe3 12 ceamMuIu
gpe3 MHXKEKITUS 0T KoXKaTa (TI0K0XKHO).

. [Ipu HsAKOM MAaLIMEHTH, CJIe] IIbpBaTa MOAKOXKHA nHxKeKIus, 90 mg Stelara Moske 1a ce mpuara
npe3 8 cenMuiy. BammsT gekap me pemy Kora TpsioBa Aa NOJIy4YHTe CleaBallaTa CH J03a.

Jlena v roHOIIH HA 6 TOAUHU WJIH MO-T0JIEMHU

Ilcopnasuc

. Jlexapst TpsiOBa Aa omnpezesu npaBuiIHaTa 3a Bac 103a, BKIFOUNTEIIHO U KOJIMYECTBOTO (00eMa)
Stelara, xoiiTo TpsOBa 1a ce MHXKEKTHPA, 32 J1a € IMpaBiiHa jo3ata. [IpaBumHaTa no3a 3a Bac mie
3aBHCH OT BallieTo TeecHo Terjio o BpeMe Ha BCsKa 103a.

o Hannuen e ¢uiakon ot 45 mg 3a nena, KOUTO TPsiOBa J1a MOTyYaT MO-MaJIKo OT IsijIaTa 103a
45 mg.

. Axo Texxute mo-mainko ot 60 kg, npenopruntennara go3a e 0,75 mg Stelara na kg Tenecno
TETJIO.

. Axko texure ot 60 kg o 100 kg, npenoprunrtennara go3a e 45 mg Stelara.
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. Axo texure noseue oT 100 kg, mpenoppuntennata no3a e 90 mg Stelara.
o Cren HayanHata 103a, cieaBanata Bu no3a me Obae 4 ceqMuLn mo-KbCHO U ClIe]] TOBa Ha
BceKH 12 cenmuny.

Jena c Terso mox 40 kg

BoJect Ha KpoH 1 yJanepo3eH KOJIUT

. [To Bpeme Ha neuyenueto Bamust nekap 1ie onpeaenu npenopbunrenHaTa 3a Bac nosa 3a
WHTpaBeHO3HA MH(Y3UA B3 OCHOBA Ha TenecHaTa Bu moBspxHOCT (BSA). JlekapsT mie s
MIPHUJIOKH Ype3 KAIlKOBO BJMBAHE BbB BEHa Ha pbKara (MHTpaBeHO3HA nHby3us). Cien
HayaJlHaTa J03a BamusT ekap 1ie onpeaenu cieapaiiaTa 103a Bb3 OCHOBa Ha Bammata BSA.
Ile monyuuTe Tasu g03a Stelara ciaen 8 ceAMUIIM U ¢S TOBA HA BCEKU 12 ceaMUIM 4pe3
WH)XKEKTHpaHe Mo/ KoXKata (,,[I0AKOXKHO™).

. ITpu HAKOUW MALIMEHTH CJICH IIbpBaTa MHXKEKIIMS 10]] KoyKaTa J103a Stelara Moxe Jia ce mpujiara
mpe3 8 cenMUI Wity npe3 4 ceAMUIA. Bammsar ekap 1me pemny kora TpsoBa Ja moryqInTe
cienBaIiara cu J103a.

Heuna ¢ Teruo Haii-manko 40 kg

Boaect Ha KpoH M yJiiepo3eH KOJIUT

o ITo Bpeme Ha neyeHueTo Bamusar siekap 11e IpuiIoKu IbpBaTa 403a oT npuonu3utesHo 6 mg/kg
Stelara upe3 KankoBO BIMBaHE BbB BeHa Ha pbKaTa Bu (nHTpaBeHo3Ha undysus). Cuen
HavajHaTa 7032 IIe MMOJIyuuTe clieapamara qo3a 90 mg Stelara cien 8 ceamuiiy, a cies ToBa Ha
BCeKH 12 ceMUITy Upe3 MHKEKINS 0] KoXkKaTa (,,[TOJIKOKHO ).

. [Ipu HAKOM ManMeHTH, CJe] TbpBaTa MOAKOXHa HHxkeKIus, 90 mg Stelara Mmoske ma ce mpumara
npe3 8 ceIMUIM WK Tpe3 4 ceaMuIn. Bamusar exap e pemu Kora TpaoBa Ja mojly4yuTe
cienBaliara cu J103a.

Kak ce npusara Stelara

. Stelara ce mpurara kaTo HHXKEKIUS O] KOKaTa (MTOIK0XKHO). B Hawanoto Ha Bammero nevenne,
Stelara Mosxe 1a ce MHXKEKTHpPa OT JIeKap WM MEIUIMHCKA CeCTpa.

. Bue u Bammsit nexap ob6aue Moske 1a pemuTe, ue Bue camu Moxe na cu nHxkektupate Stelara.
B Tax®B ciydaii e mpeMuHeTe 00ydeHre Kak Ja i MHKeKTupare Stelara caMocTosITeTHo.

. 3a yka3aHus Kak Ja HHmxekrupare Stelara Bikre ,,YKazaHus 3a NpuiIokeHHe” B Kpast Ha Ta3u
JIUCTOBKA.

FOBOpCTC ¢ Bamus JICKAp, aKO UMATC BBIIPOCH OTHOCHO TOBA KaK CaMH Ja MOCTAaBATC MHKCKIUATA.

AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXoauMaTa 103a Stelara

AKO cTe M3MONI3BAIM WITK ca BU MPHTOKUITN MOBeUYe OT HeoOxoqumara 1o3a Stelara, He3abaBHO ce
MOChBETBANTE C Jiekap win GapmareBT. Bunaru Hocere ¢ Bac kapToHeHaTa OMaKOBKA Ha
JIEKapCTBOTO, JIOPH U JIa € TIpa3Ha.

AKO cTe NpOIyCHAJIN 12 u3noJj3Bare Stelara

AKO CTe MpoIyCHAJIH [103a, CBhPKeTe ce ¢ Baius nekap wiu dapmanest. He mpunaraiite nBoitHa
J103a, 3a Jla KOMIIEHCUpaTe IpOoIlycHaTaTa 103a.

AKo cTe cripesin ynorpedara Ha Stelara

He e omacHo n1a cripere ynotpebara Ha Stelara. Axo obaude s cripere, Bammrte cumnroMu Moxe 1a ce
BB30OHOBSIT.

AKO uMaTe HAKaKBH JIOIBIHUTEITHHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Barmus nexap wiu apMarieBr.

4. Bb3MOKHH HeKeJIaHU pPe€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKApPCTBO MOXKC J1a TPCAN3BHUKA HCIKCIIAHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa.
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Cepn03lm HEKCJIaHU peaKIuu
Hsxou mamueHTH MOXe /1a UMaT CCPUO3HHU HEXKECIIaHN pCaKINU, IIPHU KOUTO Aa CE Hajiara CriCurHo
JICUYCHUC.

AJlepruvHM peakumu — MosKe J1a M3MCKBAT cneliHo jJevyenne. Undgopmupaiite Bamus
JIeKap WM He3a0aBHO NOTHhpceTe CIelHA MeTUIMHCKA TOMOIII, AKO0 3a0e/1e:KNTe HAKOM OT
cJIeJHUTE NPU3HALN.
o CepHo3HHTE aJIEPrUYHA pPeakinH (,,aHaduIaKcus’) ca peaKu Mpu Xopa, MprUeMaIi
Stelara (Moxe na 3acernat jo 1 Ha 1 000 nyum). [TpusHanmrTe BKIIIOYBAT:
o 3aTpyIHEHO AWIIaHE WIH MPETTbIIaHe
o HUCKO KPBBHO HAJISITaHE, KOETO MOXKE J1a MPUUMHU 3aMastHOCT WJIM CBETOBBPTEX
o MOAYBAaHE Ha JUIIETO, YCTHUTE, YCTAaTa WIH I'bPIIOTO.
. UYecTuTe MpU3HAIM HA AIEPTUYHA PEAKIIHS BKIIFOUBAT KOKEH OOpUB U YPTHKApHs (MOXKe
na 3acersat a0 1 Ha 100 mgyrmm).

B peaku ciayuyau ce cp0011aBAT ajleprudHu 0eJIoApoOHU peakuuy 1 6eJ10ApoOHO
Bb3NajeHHe NMPH NAlHEeHTH, KOUTO MOJy4YaBaT ycTeKMHyMa0. YBegoMeTe Beaqnara Bamms
JieKap, aKo MoJy4nuTe CHMITOMH KaTo KAlJIMIA, 3aAyX M BUCOKA TeMIepaTypa.

AKO TIOJTyYuTe CepHO3Ha aJiepruiHa peakius, Bammsr ekap Moxe na peiiu, 4e Bue He TpsiOBa
na yrorpedsiBare Stelara 0THOBO.

NHdpexunu — Moxe 1a U3NCKBAT CHeIHO JedeHnne. Uudopmupaiite Bamns jgexap, ako
3a0eJiesKUTe HAKOM OT CJIeIHHUTE NPU3HALM.

o MHQEKIUNUTE HA HOCA WK I'BPIIOTO U MPOCTyIaTa ca YecTH (MOoXe Jia 3acerHart Jo 1 Ha
10 myrmm)

o WHQPEKIUUTE HA JOTHUTE JUXATCITHH MbTHUINA (TPhIHU HHPEKIIUN) ca HeYeCTH (MOXKeE J1a
3acerHat o 1 va 100 mymm)

. BB3IMAJICHUETO Ha TIOJJKO’KHATA ThKaH (IeTyJINT) € HeuecTo (MoXKe fa 3acerHe 1o 1 Ha
100 gymm)

o xepriecute (Bu OoJIe3HEH 0OpUB C MeXypH) ca HedecTH (MOJKe J1a 3acerHar a0 1 Ha
100 gymm)

Stelara moxxe 1a Hamanu ciocobHoctTa Bu n1a ce 6opute ¢ undekunu. Hikon nadexumun Moxe
Jla CTAaHAT CEPUO3HH U MOXKE JIa BKJIFOUYBAT WHPEKIIUHU, TPUUYUHEHH OT BUPYCH, ThOUYKH,
OaxTepry (BKIIOUMTEHO TyOEepKyII03a) WK MMapa3uTH, BKIFOYUTEITHO HHPEKITUH, KOUTO
BB3HUKBAT MPEIMMHO MPH XOpa ¢ oTciIadeHa IMyHHA cucTeMa (OTTOPTIOHUCTHYHU HH(EKITHH).
[Tpu manuenTH, NOIyYaBaIlly yCTEKHHYMa0, ce ChOOIaBaT ONMOPTIOHUCTHYHY UH(EKIIUY Ha
MO3bKa (eHIle(haTuT, MCHHHTHUT), OeuTe 1po0oBe U OUHuTe.

Hokato ynorpebsiBare Stelara, TpsiOBa aa ciequTe 3a mpu3Hay Ha WHQEKIHs. Te BKIIOYBAT:
BHCOKA TEMITEpaTypa, TPHUITONOI00HN CUMIITOMH, HOIITHO TTOTEHE, 3ary0a Ha Tero
yMOpa WK 3a]TyX, YIIOpUTA KallT|Ia

TOIUTA, 3a9epBEHA M OOJIe3HEHA KOXKa WIIM OOJIC3HEH KOXKEH OOPUB C MEXYPH

napeHe npu ypuHUpaHe

Juapus

3pUTETHO CMYIIICHUE WM 3ary0a Ha 3peHne

IJ1aBO0OJIMEe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, TaJICHE WK
00BpKaHOCT.

WNndopmupaiite Bamms nexkap BeqHara, ako 3a0e1exXUTe HIKON OT Te3U NPU3HALU Ha
uHdpexnua. Te morar n1a ObIAT MPU3HALM HA MHQEKLIUH KaTo TPbIHN WHPEKINU, KOXKHU
WHQEKINH, XepIiec 30CTeP WIN ONMOPTIOHUCTHYHHA WH(EKIINU, KOUTO MOTaT Jia IOBEAAT JI0
cepro3HH ycnoxxHeHus. Mabopmupaiite Bamus nekap, ako vMaTe HIKaKBa YIOPHUTA HITH
noBTapslla ce nHpeKus. BamusT gexap Moxe z1a peiy, 4e He TpsiOBa J1a ynotpeodsBare
Stelara, noxaTto nH}pekuusaTa He ObJC N3IEKyBaHa. YBegoMeTe Bamus nekap, u ako umare
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OTBOPEHM PAHU WJIM HApaHIBAHUS, Thil KATO MOXKE Ja ce HHPEKTHPAT.

JloneHe Ha KOKATA — HHTEH3WBHOTO 3a4epPBsBaHE U JIIOIIEHE HA KOKATA HA MO-ToJisiMa
TJIONI 1O TSIJIOTO MOKE 1a ¢a CHMIITOMYU HA ePUTPOEPMHYEH NCOPUA3UC HITH
ekc(oIuATHBEH 1ePMATHUT, KOUTO €A CEPHO3HH KOKHHU 3200/1siBaHUs. AKO 3a0eJie)KuTe
HSIKO# OT Te3u Mpu3Halu, TPA6Ba 1a nHpopmupaTe Bamus Jexap nezabaBHo.

I[pyl"l/l HEKEJTAaHU pCaKIIuU

YecTu HexeIaHU peakun (Moxe Aa 3acersar g0 1 Ha 10 qymm):

Tapust

rajicHe

MOBpBIaHEe

yMopa

3aMasHOCT

riaaBo0osme

CchpOex (IpypuUTyC)

OoJika B I'bpOa, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJIEHO I'bPIIO

3ayepBsBaHe M 0OJIKA Ha MACTOTO Ha HH)KEKTHPaHEe
UH(EKIs Ha CHHYCUTE

HeuecTun He:xkenanu peakuum (Moxe jaa 3acernat g0 1 va 100 gymm):

WHQEKINH Ha 350HTe

BarvHaJHa HHQEKIHS, TPUINHEHA OT I'bONYKH

JIeTpeCHst

3aIyIeH HOC WIIH Xpema

KbPBEHE, [TIOCHHSIBaHEe, BTBBP/sSBAHE, TIOAYyBaHE U ChpOEK Ha MICTOTO HA HHKEKTUPAHE
ycellaHe 3a ci1adocT

CriaJjaHe Ha KJieraya U M3KpUBsIBaHE Ha MyCKYJIMTE Ha eTHaTa MOJOBHHA Ha JIULIETO
(,/TMIIeBa mapanan3a’ Wi ,l1apanu3a Ha bex’”), KosaTo OOMKHOBEHO € BpeMEHHA
MPOMsIHA Ha TICOpPHAa3Kca ChC 3a4epBSIBAHE U HOBH MAJIKH, SKBJITH WM O€TH MEXypH 110
KOXKaTa, TIOHAKOTa MPHUIPYKEHH ¢ TeMIepaTypa (IIycTyI03eH ICOpHasuc)

OeieHe Ha KoxkaTa (eKcdomraIis Ha KokaTa)

aKHe

Peaxu HexkeJIaHM JleKapCTBeHH peaknuu (Moxke na 3acersat o 1 Ha 1 000 gymm)

3auepBsiBaHE U JIIOLICHE HA KOYKaTa Ha MO-ToJIsiMa IUIOIL TI0 TAJI0TO, KOUTO MOXKE A2
ChPOAT WK J1a ca 6oje3HeHH (ekconaTuBeH aepMatuT). [1ogo0Hn cCHMITTOMH
MOHSIKOTa CE Pa3BUBAT KaTO €CTECTBEHA MIPOMsIHA Ha BUAA HA CUMIITOMUTE Ha IICOPHA3HC
(epuTpoaEpMHYEH NICOPUA3HC)

Br3nanenue Ha MankuTe KpbBOHOCHHU ChAOBE, KOETO MOXKE J1a IOBEZE A0 KOXKEH OOPHUB C
MAaJIKH YePBEHU WITH JIHIIABH MOy TUHH, TEMIIepaTypa Wi 00JiKa B CTaBUTE (BACKYJIHT).

MHoro peakH HeskeJ1aHH JIeKapcTBeHU peakuuu (Moxe na 3acerHat 7o 1 Ha 10 000 mymm)

O6pasyBaHe Ha MEXypPH IO KOXkKaTa, KOATO MOXe Aa Obje 3aUepBeHa, ChpOsia u
OoneznenHa (Oyno3eH nemMduromnn)

KOJKEH JIyITyC epUTEMATOEC U JIyIyC-I0J00eH CHHIPOM (YepBEH, HAIUTHAT, JFOLICII Ce
00pUB B M3JI0KEHHUTE HA CI'BHIIE YYACTHIU Ha KOXKaTa, KOWTO MOXeE Jia € MIPHIPYKEH OT
OOJIKH B CTaBHTE).

Cho0maBaHe Ha HeJKeJAHH peaKINu

AKo ToITyynTe HAKAKBY HEXKENIAHU JICKAPCTBEHN PEaKLUy, yBeroMeTe Bamms iexkap uiam papmaneBr.
ToBa BKJIFOUBa U BCHYKH BE3MOXKHU HEOIMCAHH B Ta3H JHCTOBKA HEXKEJIAHN peakuu. MoxeTe ChIo
71a ChOOIIUTE HEeXKENNAaHU PeaKIMU JUPEKTHO Ype3 Hal[OHAJIHA CUCTEMa 3a ChOOIIaBaHe B
W3mbHUTEHA areHIys 110 JIeKapcTBaTa
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yi. ,,Jdamsta [pyes® Ne 8

1303 Codus

Tem.: +359 2 8903417

yebcaiT: www.bda.bg

Karo choOiaBaTe HeXXelIaHU PeaKilui, MOJKETE J1a JaJIeTe CBOs IPUHOC 3a MoJyYaBaHe Ha IIOBEUC
uHGOpMAIUS OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak 1a cbxpansiBate Stelara

o Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JIETia.

. Ja ce cexpanssa B ximaguiauK (2°C—8°C). Jla He ce 3ampa3sBa.

o ChbxpaHsBaiiTe MPeIBAPUTEIHO HAIbJIHEHATA CIPHUHI[OBKA B KAPTOHEHATA OMAKOBKA, 3a JIa CE
Mpe/na3u OT CBETINHA.

o AKoO € HeoO0X0IMMO, OTJEITHUTE MIPEIBAPUTEITHO HAITBITHEHH CIIPUHIIOBKY Stelara Moske ChIIo Aa

ce ChXpaHsBaT MpH cTaiftHa TemiepaTtypa a0 30°C 3a MakcumyMm eauH nepuox 1o 30 1au B
OpUTHHATHATa KapTOHEHA OMIAKOBKA, 32 JIa CE MPEe/INna3sAT OT CBETIHWHA. 3aluIleTe JaTara, Ha
KOSITO TIPeIBAPUTEIHO HAIThJTHEHATA CIIPUHIIOBKA € U3BaJIeHa 33 IIbPBU BT OT XJIAJMIHUKA U
JaTata Ha U3XBBPJsIHE Ha 0003HAYEHUTE Ha BHHINHATA KApTOHEHA OMaKkoBKa MecTa. JlaTara Ha
N3XBBPJIAHEC HE TpH6Ba Ja € CJIC OpUTruHAJIHUA CPOK Ha TOAHOCT, OTII€YAaTaH BbPXY
KapTOHeHaTa omnakoBka. CIie/1 KaTo BeIHBX CIIPUHIIOBKATA € OuIla ChbXpaHsBaHa NP CTaliHa
temneparypa (110 30°C), Ts He TpsiOBa Aa ce Bpblla B XJaAWIHUKA. MI3XBBpiieTe CIpHHIIOBKATA,
aKo He Ce M3I0JI3Ba CJIeNl ChXpaHEHHUE TIPU CTallHa TeMIeparypa B paMkuTe Ha 30 qTHU Wid cen
M3THYaHE Ha OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

o He pasxumamiaiite nmpeqBapuTETHO HAITBIHEHNUTE CTIPUHIIOBKA. [ [pOABIKUTEITHOTO e HEPTHYHO
pa3KJaliane MoXe J1a IOBpeIr JIEKapCTBOTO.

He u3znon3saiite TOBa J1eKapcTBO:

o CcJIe]] CPOKa Ha TOJTHOCT, OTOENA3aH BhPXY €THKETa M KapTOHEHATa OMAKOBKA CJIC/
»EXP“/,,Tonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPS Ha MOCIEAHHS JCH OT IIOCOYCHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH IBSAT, MbTHA WJIH B Hesl ce 3a0es3BaT IUTyBalH 9y KIH YaCTUIIH
(BmxTe TOYKa 6 ,,Kak musriexma Stelara v KakBo ChIIbpkKa OMaKOBKaTa“);

. aKo 3HACTE WJIM CMATATE, Y MOXKE Jia ¢ Oujla U3JI0’KeHa Ha EeKCTPEMHHU TeMIieparypu (KaTo
WHIIMJICHTHO 3aMpPBh3BaHE WIIH 3arpsiBaHe);

. aKO MPOAYKTHT € OWIT CHEPIrHYHO pa3KIaTeH.

Stelara e camo 3a egHOKpaTHa yroTpeda. Hen3mon3BaHUAT NPOLYKT, OCTaHaj B CIPUHIIOBKATa, TPsOBa
Jla ce M3XBBpIU. He M3XBbpIdiiTe iekapcTBaTa B KaHAIM3ANNATA WM B KOHTEHHEPa 3a JOMAITHA
otmaxeiy. [lonmraiite Bamms gpapMareBT Kak 1a U3XBBPIISATE JIEKapCTBATa, KOUTO Bede HE
u3noa3Bare. Te3n MepKH Iie CIIOMOTHAT 3a OIMa3BaHe Ha OKOJIHATA cpeaa.

6. ChabpikaHHe Ha OIAKOBKATA M JONBJIHUTEJIHA HH(pOpMAaHs

KakBo chabpxa Stelara

° AKTHBHO BEIIECTBO: ycTeknHyMa0. Beska mpeaBapuTeTHO HAITbJIHEHA CIIPUHIIOBKA ChABPIKa
90 mg ycrexkuaymab B 1 ml.
. Hpyru cbetaBku: L-xuetuanH, L-XHUCTHAMHOB MOHOXUAPOXJIOPHT MOHOXHIPAT, ronucopoar 80

(E433), 3axapo3a 1 Bojia 3a WHKCKIUH.

Kak u3rinexnaa Stelara u kakBo cbhIbp:kKa 0ONaKOBKAaTa

Stelara e 6ucThp 10 JIEKO OMaNeCeHTeH (C MepIIeH OISCHK), OS3IBETCH IO OIS0 BIT HHKEKITUOHESH
pastBop. Toit Moke J1a ChABpIKA HAKOIKO JPeOHHU TONYTIPO3pauHH WK OCTH YaCTHIIN MPOTEHH.
JlocTaBsi ce B KapTOHEHA OTMAKOBKa, ChIbPIKaIlla eTHa CTHKIICHA TIPEIBAPUTEITHO HAIThTHEHA
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cnipuHIoBka ot 1 ml ¢ exuHMYHA n03a. Besika nmpeBapuTeTHoO HaITbITHEHA CIIPUHIIOBKA ChIIbpIKa
90 mg ycrekuayMad B 1 ml HHXKEKITMOHEH pa3TBOP.

IIpurexkaTesa Ha pa3pelIeHNETO 32 yHoTpeda

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIponsBoguten
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
Hunepnannus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTCIKATCII Ha pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: 0800 93 377
info_belux@its.jnj.com

Bbarapus

»JKoHCHH & JxoHCHH brarapus” EOO/]
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.0.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Eesti

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

ee(@its.jnj.com

EAMGdo

Janssen-Cilag ®appokevtik) Movonpocmnn
A.EB.E.

TnA: +30 210 80 90 000

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
It@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: 800 29 504
info_belux@its.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich

Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300
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Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita(@its.jnj.com

Kvnpog

Bapvapoc Xattnmavayng Ato
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Polska

Janssen-Cilag Polska Sp. z o.0.

Tel.: +48 22 237 60 00

Portugal

Janssen-Cilag Farmacéutica, Lda.

Tel: +351 214 368 600

Romaénia

Johnson & Johnson Romania SRL

Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
IJNJ-SI-safety@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com

JlaTa Ha mocJeaHo pepasriekaaHe Ha JucTtoBkaTa 07/2026

ITonpoOHua nHpOpMaIHs 3a TOBA JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
IO JIeKapcTBara https:/ www.ema.europa.eu.
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Yka3anus 3a NMPUJI0KCHUE

B nauanoto Ha leyeHUETO MEIUIIMHCKH crienuanucT e Bu noctaBu Bamarta nbpea unxekuus. Bue

u Bammsr nekap obave Moxe ja pemrure, ue Bue camu Moxke aa cu umkektupare Stelara. B TakbB

cilydJaii Iie mpeMHHeTe 00yUeHHe KaK J1a niKektupare Stelara. ['oBopeTe ¢ Barms jgekap, ako uMarte

BBIIPOCH OTHOCHO MOCTABSIHETO HA MHXKEKIIHATA.

. He cmecgaiite Stelara ¢ Apyru TEUHOCTH 3a MHIKEKIIUS.

. He pasxramaiite npeBapuTeTHO HATBIIHCHUTE CITPUHIIOBKH Stelara. IlpuunHaTa 3a ToBa €, 4e
CWJTHOTO pa3KJIalllaHe MOJXKE JIa MOBPEAH JeKapcTBOTO. He yrnoTpebsBaiiTe JekapcTBOTO, aKo €
OMIIO CHITHO Pa3KIIaTeHO.

Ha (I)I/Irypa 1 e mokazaHo Kak H3rjexKaa nmpeaABApUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye Kortpoaro Kanaue Ha

_'P |

opo3opuc HIIATa

rd B— (.
1| L * J
I'maBa Ha CTpaHHIIH Ha Etnrer Hrna
OyTaloTo OpeIIa3sHTeId

Ha HIIaTa

Qurypa 1

1. IlpoBepeTe Oposi HA MPeIBAPUTETHO HATbJIHEHUTE CIPUHIOBKHU U NMOATOTBETE MaTepuaInTe:

ITonroroska 3a U3MOI3BaHE HA MIPEIBAPUTEIHO HAITBIHEHATA CIIPUHIIOBKA:

. W3Bazere npenBapuTeHO HAIThJIHEHATA CIIPHHIIOBKA/CIIPUHIIOBKH OT XJaamiHuKa. OcraBeTe s
Jla TIPECTON OKOJIO IIOJIOBHMH Yac U3BBH KyTHATa. ToBa 1€ O3BOJIM HA TEYHOCTTA J1a JOCTUTHE
MOJIXOJIAIIIa TEMIIepaTypa 3a HHKEeKTHpaHe (cTaiiHa TemnepaTypa). He cBansiiTe kamaukaTta Ha
UrjlaTa JOKaTo TEYHOCTTA HE JOCTUTHE CTaliHa TeMIIepaTypa.

XBaHeTe KOpIlyca Ha CIIPUHIIOBKATA TAKa, Y€ MIOKPUTATa C Kallayka Uriia Jja CO4u Harope.

. He xBamaiite riaBara Ha OyTanoTo, OyTaaoTo, CTpaHULIUTE Ha IpeIna3uTels Ha urjiara uwin
Karaykara Ha Uriara.

. He uznbpnBaiite OytanoTto.

. He cBansiiTe kama4ykara Ha Urjiara OT CIIPUHIIOBKATA, JOKATO HE MPOUYETEeTe B HHCTPYKLIUSATA 32
TOBA.

. He mokocBaiite akTuBHpammre ckoou Ha TpeAma3uTens Ha uriaTa (yKa3aHu ChC 3Be3quIKa *

Ha ¢ur. 1), 3a 1a n30erHere NPeKICBPEMEHHOTO IIOKPHBAHE HA UIJIaTa C MPE/IIa3HTeNs.

[IpoBepere mpeaBapuTEIHO HAITBITHEHATA CIIPUHIIOBKA/CTIPUHIIOBKH, 32 J]a C€ YBEPHUTE, Ue:

. OpOsIT HA TIPEABAPUTEITHO HAITBIHEHUTE CIIPUHIIOBKY U KOJMYECTBOTO Ha aKTUBHOTO BEIIIECTBO

B JI030Ba €AMHUIIA Ca BEPHU:

o ako Bamara noza e 90 mg, me nomyuute eana 90 mg npeaBapuUTEIHO HAITbJIHEHA
cripuHIOoBKa Stelara;

TOBA € MTPABMITHOTO JIEKAPCTBO;

CPOKBT Ha TOJHOCT HE € U3TEKBJI;

MpeBapUTEITHO HAITbJTHEHATa CIIPUHIIOBKA HE € TIOBPE/IeHa;

Pa3TBOPBT B CIPHUHIIOBKATA € OMCTHP A0 JICKO OMAJICCIICHTEH (C TIepiieH OJIACHK) U Oe3I[BeTCH

110 071€10 KBIIT;
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L Pa3TBOPBHT B CIIPUHIOBKATA HE € C IPOMCHCH LBAT UJIKM MBTCH U HC CbABPiKA TYKAU YaCTULIA,
L4 Pa3TBOPHT B CIIPUHIIOBKATA HE € 3aMPBb3HAJ.

Cpbepere BCHUKH MaTepualid, OT KOUTO C€ HYXKIaeTe, ¥ TH MOCTaBeTe BbPXY YMCTa MOBBbPXHOCT. Te
BKIIFOYBAT aHTUCENTHYHHU KBPITUYKH, TAMYYHH TAMIIOHH HIJIM Mapiy U KOHTEWHEP 32 OCTPU MPEAMETH.

2. U36epeTe M MOATrOTBETE MACTOTO 32 HHIKEKTHPAHE:
H306epere mscTo 3a uHKeKTHpaHne (BXK. Gurypa 2)

. Stelara ce mpuiara upe3 HHXEKIUS MO KoxkaTta (TIOAKOKHO).

. [Moxxoaamm MecTa 3a MHXEKTHpPaHE ca TOPHATa YacT Ha OeIPOTO Wil 00J1acTTa OKOJIO KopeMa
Ha pa3CTOsIHUE HA-MaJKo 5 CM OT IbIIa.

. AKO € Bb3MOXHO, HEe H3IOJI3BaiiTe 00IaCcTH OT KOXKaTa C MPU3HAIM Ha TICOPHA3HC.

° Axo HsKO# Bu momara npu mocTaBsHETO Ha HHXEKIUATA, TOW/TS MOXKe J1a u30epe 1 ropHaTa

4acCT Ha pbKaTa KaToO MACTO 3a MHKXCKTHPAHEC.

= (4

*JoHUTE B CHBD C3 NPENDPBMBAHMTE MECTAE 38 MHKEKTHPaHE.

®urypa 2
[ToaroTBere MsACTOTO 32 UHAKEKTUPAHE
. W3muiiTe phIieTe M MHOTO I00pe ChC CallyH M TOILUIA BOJA.
. [Touncrere KoXkaTa Ha MACTOTO 32 MH)KCKTUPAHE C AaHTUCENITUIHA KbPIIUYKA.
. He nokocpaiiTe moBeue Ta3u 00JacCT O MOCTABIHETO HA MHXKEKIIUATA.

3. CBaJieTe kanauykaTa Ha urjara (B:k. ¢purypa 3):

° Kamaukara Ha urnaTta He TpsiOBa Jia ce CBaJisl, JOKATO HE CTE TOTOBH JIa MHXKCKTHPATE J103aTa.
° B3emere npeaBapuTENHO Hal'bJIHEHATA CIIPUHIIOBKA U XBaHETE KOpITyca il ¢ €1Ha pbKa.
° Ps3ko uznppnaiite kKanaykara Ha Urjiata B paBa MIOCOKa U 5 u3XBbpiieTe. Jlokato mpaBure

TOBa, HE JOKOCBaiTe OyTaNoTO.

®urypa 3
. Moxe na 3a0enexuTe Bb3AyIIeH MEXyp B IPEABAPUTEITHO HAITBJIHEHATA CIIPUHIIOBKA WITH
KarKka TeYHOCT Ha BbpXa Ha UriaTa. ToBa € HOpMaTHO ¥ HE € He0OXOAUMO J1a C€ OTCTPaHSBAT.
. He noxocBaiiTe uriara v He 51 JOMUPANTE B APYTH MOBBPXHOCTH.
. He n3nomn3BaiiTe mpeaBaprTEeTHO HAITBJIHEHATA CIIPUHIIOBKA, aKO 5 M3THPBETE C OTBOPEHA UTJIA.

Axo ToBa ce CJIIy4H, C€ CBbPIKCTEC C Bamus JICKap Wjin (bapMaHeBT.
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L I/IH)KGKTHpaﬁTC Jo3aTta B€aHara, mom CBaJIMTC KalladKaTa Ha urjarta.

4. Un:kekTHpAaiiTe 103aTAa:

o XBaHEeTE MpeABapUTEITHO HAMTBJIHEHATA CIIPUHIIOBKA MEXKy CPEIHUS MPBCT U TIOKa3alera Ha
eIHaTa pbKa U IocTaBeTe Majiena CH BbpXY IJ1aBaTa Ha OyTanoTo, a ¢ Apyrara pbKa JEKO
CTHCHETE IIOYMCTEHAaTa KoXa MEXXAy najena u rnokasanena. He ctuckaiite cuiHo.

. He w3nbpnBaiite OyranoTo.

o C enHo OBP30 ABIKEHHE BKapalTe Urjiara B KOXKarta, JOKbAETO Moxe (BK. purypa 4).

Qurypa 4

. WmxekTupaiite 1510TO KOJIMYIECTBO OT JIEKAPCTBOTO, KATO HaTHCKaTe OyTanoTo, JOKaTo
rJ1aBaTta My JOCTUTHE MEX/y CTPaHUITUTE Ha Tpena3uTens Ha uriata (Bx. gurypa 5).

@urypa 5

o KoraTo OyTanoTo cTuTHE 10 Kpas, He OTITyCKaliTe HaTHCKa BbpPXY IJIaBaTa My, U3BaJIeTe UTiara
U IyCHeTe Koxara (Bxk. ¢purypa 6).

®urypa 6
. BbaBHO oTcTpaHeTe manena cu ot TiaBara Ha OyTajoTo, 3a Ja MO3BOJIMTE HA Mpa3HaTa
CIPHUHIIOBKA JIa CE MPUIABHKH HArope, JOKATO Is1aTa Urja ce MOKpUe ¢ MpeAna3uTens, KakTo e
MOKa3aHo Ha ¢urypa 7:
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5. Ciien mHkeKTHpaHe:

BB3MoXHO € HAa MSICTOTO Ha HWHXXCKTHUPAHE JJa UMa MAJIKO KOJIMYECTBO KPbB UJIM TCUHOCT. Tora
€ HOPMAJIHO.

HpI/ITI/ICHeTe MSCTOTO HAa MHIKCKTUPAHE C IaMYUYCH TaMIIOH WJIA MapJjid U 3aIPBIKTE 10 CCKYHIH.
He paST’prBaﬁTe KOXaTa Ha MACTOTO HAa MHXKCKTHUPAHC. Axo e HGO6XO)_'LI/IMO, MOXKE Ja CIIO0XHUTEC
MaJiIKa JICTICHKA BbPXY MACTOTO HAa MHKXCKTHUPAHEC.

6. U3xBbpJsiHe:

W3non3BaHuTe CIPUHLIOBKH TPSAOBA J1a c€ IOCTAaBAT B HENPOOMBaeM KOHTEHHEpP KaTo
KOHTEMHepa 3a ocTpu npeaMeTu (Bx. ¢purypa 8). 3a Barrara 6€30macHOCT | 3/IpaBe U 3a
0e30MacHOCTTa Ha JIPYTUTE, HUKOTa HEe W3IOJ3BaiiTe TOBTOPHO CIIPUHIIOBKUTE. VI3XBBHpIsiiTe
Bamus koHTeiiHep 3a 0CTpH NPeAMETH B CbOTBETCTBHE C MECTHUTE Pa3nopeadu.
AHTHCENTHYHNUTE KbPIMYKH U IPYTH KOHCYMAaTHBH MOXE J]a C€ H3XBBPJISAT B OOIIHS OOKITYK.

®urypa 8
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JlucroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg nH:KeKIIHOHEH Pa3TBOP B NMPeABAPUTETHO HATbJIHEHA NMUCAJIKA
ycTekuHyMa0 (ustekinumab)

IIpouereTe BHUMATEIHO LSJIATA JIMCTOBKA, IIPEIM Aa 3all0YHeTe 1a U3N0JI3BaTe TOBa
JIEKapCTBO, Thil KaTO TS ChABbP:Ka BajkHa 32 Bac nundopmanus.

Ta3u JUCTOBKA € HAMMKCAHA 32 manmueHTa, KOWTO npuemMa JI€eKapcTBoToO.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HAJIOXKU J1a A IPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JIOMBJIHUTEIIHA BBIIPOCH, onuTaiiTe Bamus nekap wiu GapmarieBT.

- ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To Mmoxke
Jla IM HaBpeIy, He3aBUCHMO Y€ TPU3HAIMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe KaTo Bammre.

- AKO IIOJTyYUTE HAKAKBU HEXKEJIaHU PeaKkilnuy, yBeaoMeTe Baius nekap wiu gpapmanert. Toa
BKJTFOYBA M BCUYKHU BH3MOKHH HEXKEJIAaHU PEaKINH, HEOIMMCAHU B Ta3U JIUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxso npencrasisBa Stelara 1 3a kKakBo ce U3ITON3BA

Kaxso TpsOBa na 3Haere, npeau na u3noi3sate Stelara

Kaxk ma nsnoinssare Stelara

BB3MOXHN HeXellaH! peakiiuu

Kak ma cpxpansBare Stelara

ChappikaHue Ha ONIAKOBKATA U AOMBJIHUTEIHA HHpOpMAaLUs

AR S e

1. Kakso npencraBiasBa Stelara u 3a kKakBo ce U3M0JI3Ba

Kakso npencraBiasBa Stelara

Stelara chabpka aKTHBHOTO BEIIECTBO ,,yCTEKHMHYMAa0”’, KOETO € MOHOKJIOHATHO aHTHUTSLIO.
MOHOKIJIOHaTHUTE aHTHUTEIIA ca IPOTEUHH, KOUTO Pa3llo3HABAT U CBBP3BAT ONPEAEICHH Clieu)UIHN
NPOTEUHH B OpTaHU3Ma.

Stelara mpuHaaIe:Ku KbM TpyIa JIEKapcTBa, HAPEUCHH ,,iMyHOCcyTpecopu”. Te3un nexkapcTBa aeicTBar,
KaTo HaMaJsiBaT aKTUBHOCTTA Ha 4acT OT UMyHHATa CUCTEMA.

3a kakBo ce n3noj3sa Stelara
Stelara, mpunoxeHa ¢ U3MOI3BAHETO HA MPEABAPUTEITHO HAIThJIHEHA IMHCAIKA, CE U3I0JI3Ba 32 JICUCHHUC
Ha CJIEAHUTE BB3NAIUTEIHN 3200 IIBaHUA:

o [InakoB ncopuasuc - Npu Bb3pacTHU

o [IcopuaruueH apTpuT — Npu Bb3pacTHU

. YMepena 10 Texka 6onect Ha Kpon — npu Bb3pacTHr
. YMepeH A0 TeKBK YILEPO3EH KOJIUT — IPH Bb3PaCTHU

IlnakoB ncopuasuc
,,HJ'IaKOB ncopna3nc” € KOXHO 3a60n51BaHe, KOCTO BOAMU N0 BB3IAJICHUCEC, 3acAraiio KoxKaTta U HOKTHUTC.
Stelara HamansiBa Bb3MANIEHUETO U IPYTHTE MPHU3HAIU Ha 3200JIIBAHETO.

Stelara, MPUIIOKCHA C U3IMOJI3BAHCTO HAa NMPCABAPUTCIIHO HAITBJIHCHA MU CAJIKA, CC U3II0JI3Ba IIpU
BB3PACTHHU C YMEPCH 10 TCXKBK IIJIAKOB IICOPHUAa3nuC, KOUTO HE MOraT Jia U31oJ3BaT HUKIOCIIOPHH,
METOTPEKCAT UIIN Q)OTOTepaHI/ISI, WJIN KOraTo TE3U JICUCHUA HE HeﬁCTBaT.

IlcopuaTnueHn apTpur

[NcopuaTHueH apTpUT € BH3MAIUTEIHO 32a00IIsBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH MCOPUATUUEH apTPUT, IbPBO 1ie Bu nekyBat ¢ apyru iekapctsa. AKO
HE Ce MOBJIHACTE TOCTaTHYHO T0Ope OT Te3! JeKapcTBa, Moxke 1na Bu ce mpeanume Stelara, 3a na ce:
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o HaMaJIsT MPU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nono6pu gusnyeckoto Bu cherosinue;
o 3a0aBu yBpeXIaHeTo Ha Bamure craBu.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanuTenHo 3a0oisBane Ha yepBata. Ako umate 6osect Ha KpoH mbpBo 11e
Bu ce nagat npyru nekapctBa. AKO HE C€ MOBIIUAETE JOCTATHYHO WIM UMATE€ HEIOHOCUMOCT KbM TE3U
JIeKapcTBa, Moxke J1a Bu ce nane Stelara 3a HaMmassiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3abosBaneTo Bu.

Yiaueposen koauT

VA1epo3HUAT KOJIKT € Bh3NAIUTEIIHO 3a00JIIBaHe Ha yepBara. AKO UMATe YJILEPO3EH KOJIUT, ITbPBO
e Bu ce mamat npyru nekapctBa. AKO He ce TOBIUSBATe 100pe UM UMAaTe HETIOHOCUMOCT KbM TE3H
JeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha IPU3HAIUTE U CUMIITOMUTE Ha Bamrero
3a00JIsBaHE.

2. Kakso Tps0Ba 1a 3HaeTe, npeau Aa uznoJssare Stelara

He n3noasBaiite Stelara

. AKO cTe allepruyHi KbM YCTEKHHYMAO0 WITH HIKOSI OT OCTAHAJIHMTE ChCTAaBKH Ha TOBA JIEKAPCTBO
(n30poeHH B TOUKa 6).
o AKo UMaTe aKTHBHA MH(EKIMS, KOATO Balusr gekap HaMupa 3a 3HaYuMa.

AKO HE cTe CUTypHU Jajil HAKOe OT M30pOCHHTE TI0-Tope ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nekap win papmarieBT, mpeau na u3nonspare Stelara.

IpenynpesxieHus 1 NpeINa3sHu MePKH

I'oBopere ¢ Bammus nexap winu gpapmaneBT npean Aa usnonssare Stelara. BammusT nexap e npoeepu
cbCTOSIHUETO Bu npeau Besiko ieueHue. YBeoMeTe CBOs JIeKap 3a Besika Bamra 6osect npeau BCsiko
neuenune. Cpuio Taka nHPopMupaiTe Bammms nekap, ako HACKOpO cTe OWIIM B KOHTAKT C YOBEK, KOWTO
MOKe J1a IMa TyOepKyo3a. BammsT nexap me Bu npernena u me Hanpasu u3cieaBaHe 3a
TyOepKyno3a, Ipeau Aa usnonassare Stelara. Ako Bamusr exap cMaTa, ue CTe U3JI0KEHU HA PUCK OT
TyOepKyno3a, Moxxe 1a Bu npeanuine gekapcTsa 3a JICUCHUETO M.

Caenere 3a cepHO3HU HeXKeJAHH PeaKIuu

Stelara mosxe 1a MpeIU3BHUKa CEPUO3HU HEKEIAHU PEAKIIUHU, BKIFOUUTETHO AJISPTUYHU PEAKIIUU U
nHpekun. TpsoOBa ga creauTe 3a oNpeAesIeHN MTPU3HAIK Ha 3a00JIIBaHMsI, TOKaTo pueMate Stelara.
Bwxre ,,Cepro3HH HEXETaHU PEakIuK B TOYKA 4 3a ITBIHUS CIUCHK Ha TE3W HEXKEJIaH!W PEaKITHH.

IIpenn na m3nonzeare Stelara magopmupaiite Bamus jexap:

. AKO HSIKOTa cTe MMAaJIH AJIepruYHa peaknusi KbM Stelara. Ako He cTe CUTypHH, TOTIUTAlTE
Bamus nekap.

. AKo HfIKOTa cTe HMAJIM HAKAKbB BH/I PaK — TOBa €, 3aIl[0TO UIMyHOCYyIIpecopuTe kKaTo Stelara
0Tc1abBaT 4acT OT UMYHHATa cuctemMa. ToBa MOKe Jla MOBHLIN PUCKA OT pak.

. AKO cTe JeKyBaHM 32 MICOPUA3MC C IPYrH OMOJOTHYHH JIEKAPCTBA (JIeKapcTBo,

MPOU3BeeHO0 0T OM0J0TrHYeH U3TOYHUK U 00MKHOBEHO MPUJIATAaHO Ype3 HHIKeKLHS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHUCOK.

. AKO UMaTe I HACKOPO CTe UMaJIM MHpeKnms.

. AKoO UMaTe HOBM MJIM IIPOMEHSIIIH Ce JIe3UH B YYACTBLUTE C ICOPUA3UC WU TI0
He3acerHaraTa Koa.

. AKO HAKOra cTe HMAJIM aJIepruyHa peakuus KbM JaTeKe Wi HHKeKuuAa Stelara —

OIMaKOBKaTa, B KOATO C€ HAMHpa TO3H JIEKapCTBEH NPOAYKT, ChABPKA JIATEKCOBA I'yMa, KOSITO
MOXE a NpCAU3BHUKa TEKKU AJICPTUIHU PCAKINUU ITPU X0pPa, YYBCTBUTCIIHU KbM JIATCKC. Bmwxre
,,ClieieTe 3a Cepuo3HH HeXellaH! peKallny’’ B TOUKa 4 3a MpU3HAINTE Ha aJlepTUYHa pPeaKiys.

o AKO MoJy4aBaTe JApyro jeveHue 3a NCOPUa3uc /WK MCOPUATHYEH APTPUT — KaTo JPyTH
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TsUIOTO ce JIeKyBa ¢ THIl yiarpaBuosnerosa (UV)
cBeTNMHA). Te3u JeueHHs ChII0 MOXKE Jia OTCIIA0AT YacT OT UMYHHATa cucteMa. M3mnon3BaHero
Ha Te3W JICYCHUS 3ae/IHO ChC Stelara He e uzcnenBano. Br3aMoxkHO € 00aue, TO /1a yBeIHnIu
pHcKa oT 3a00JsBaHUs, CBhP3aHH C OTCIa0BaHE HA UMyHHATa CHCTEMA.

) AKo0 nosiyyaBaTe WK HAKOra cTe NOJYy4aBAJIM HHKEKIIUM 32 JiedeHHe HA aJIePruM — HE €
M3BECTHO Janu Stelara Moke 1a OKa)ke BIUSHHE BbPXY TAX.
° AKO cTe Ha ¥ Hajl 65 roIMHU — MOXeE J]a CTe TIO-CKIIOHHU KbM WH(EKIINH.

AKXO HE CTe CUT'YpHH JaJIi HAKOE OT ropen30poeHnTe ce oTHacs 3a Bac, mockBeTBaiite ce ¢ Bammms
nekap v papManeBT, peau aa u3nonssare Stelara.

Hsikon manmenTH noyvasart JyIyc-OAOOHU peakuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToec U
JyIyc-mof00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ yctekuaymal. ['oBopere Bennara ¢ Bamms sekap,
aKo IOJYYHTE YEPBEH, HAJUTHAT, JIFOIIEI ce 00OPUB, IIOHAKOTa C ITO-THhMHH IPaHUIIN, B U3JI0KCHUTE
Ha CTBHIIEC yYacThIM HA KOXKaTa UM CTaBHU OOJIKU.

CobpaeveH MHOAPKT U HHCYJITH

WHdapkT 1 HHCYJITH ca HaOJI0aBaHu B TPOYYBAHE TPH MAIEHTH C TICOPUA3UC, JIEKYBAHU ChC
Stelara. Bammusr Jiekap pejoBHO Iiie IPOBepsiBa PUCKOBUTE (HaKTOPH 3a ChPJCUHO 3a00JIIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JieKyBaT Mo moaxousi HaunH. He3abaBHO moTbhpcere
MEMIIMHCKA TTOMOIII, aKO MOJIy4nuTe 00JIKa B TBPANTE, CIA00CT MM HEOOWYAMHO yCeIllaHe OT eIHaTa
CTpaHa Ha TSJIOTO, OTITYCHATOCT HA JIMIIETO WK TOBOPHU WJIHM 3PUTEITHUA CMYIICHHS.

Jeuna v roHomM

Stelara npeBapuTeHO HaITbJIHEHA MUCAJIKa HE C€ IPENOpPhYBa 3a yroTpeda MpH Aena Ha Bb3pacT HOA
18 roanawm ¢ icopuaswuc, 6onect Ha KpoH mwin yiepo3eH KOIUT, 3a10TO He € IPOYyYBaH MMPH Ta3H
BB3pacToBa rpymna. Bmecto ToBa npu aena Ha Bb3pacT 6 WM MOBeYe MOJMHU 1 IOHOIIH C [ICOpUa3UC
TpsiOBa J1a ce M3MOJI3Ba MPEABAPUTEIHO HATBIIHEHA CIIPUHIIOBKA WK (rakoH. BmecTo ToBa mpu nena
¢ 6onect Ha KpoH uin yniepo3eH KOJUT Ha Bb3pacT 2 ¥ [oBede TOAMHU TPsIOBa J1a ce U3I0I3Ba
WH(Y3MOHEH pa3TBOP, (IIaKOH WM NPEBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA.

Stelara He ce mpemopbUBa 3a yroTpeda MpH Jiela 1 FOHOIIX Ha BB3pacT 1moA 18 ToauHu ¢ mcopuaTuieH
apTPUT, WK IPH Jela Ha Bh3pacT 10/ 6 TOIMHY ¢ TICOPHA3NC, MM IPH Aela Ha Bh3PacT Mo 2
roauHu ¢ 6onect Ha KpoH WM yJnepo3eH KOJIUT, 3alll0TO He € IPOyYBaH MpHU TE3H Bb3PacTOBU IPYIU.

Jpyru nexapcTBa, Bakcunu u Stelara
TpsiOBa na kaxxeTe Ha Bamms gexap win papmarieBr:

. AKo0 mpruemaTte, HaCKOpO CTe MpUeMall WK € Bb3MOXKHO J1a TPUEMETe IPYTH JIeKapCTBa.

. Axo Hackopo Bu e mpaBeHa wim mianupate 1a Bu ce mpaBu BakcuHanus. JlokaTo U3MMoI3BaTe
Stelara, HsIKOM BHI0OBE BAKCHHU (’)KMBU BAaKCHHU) HE TPsAOBa J1a Ce MpHIIarar.

. Ako cte morydaBanu Stelara mo Bpeme Ha OpeMEeHHOCTTa, TPSAOBA J]a KaXKeTe Ha JeKaps Ha

0ebeto Bu 3a neuenuero cbe Stelara, mpeu To Ja MOTyYH KaKBaTO U Jla € BAKCHHA,
BKJTFOUMTEITHO JKMBH BakCHHH, KaTo BI[DK BakcuHa (M3moa3Bana 3a mpeana3Bade oT
TyOepKyo3a). JKuBuTe BakCHHU HE c€ MpernophuBar 3a Barero 6e0e npe3 mppBUTE IBaHAACCET
Mecelia clie/l paxkJIaHeTo, aKo CTe Moy4aBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKo
nekapsT Ha Bamero 6ebe He mpenopbsya JApyro.

BpemenHocT U KbpMeHe

. AKko cTe OpeMeHHa, cMsATaTe, Ye MOXKe J1a cTe OpeMeHHa WITH MJIaHupaTe OPEMEHHOCT,
nochBeTBalTE ce ¢ Barus jekap npenu ynorpebdara Ha TOBa JIEKapCTBO.
. He e HaOnronaBaH M0-BUCOK PUCK OT BPOJACHH JAeeKTH MpH OedeTa, n3nokeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH jkeHH 00ade ca OrpaHHYCHH.
[Topanu ToBa e 3a nmpennouynTane Aa ce u30sArBa yrnorpedara Ha Stelara mo Bpeme Ha
OpEeMEHHOCT.

. AKO cTe JKeHa ¢ IeTepOJCH OTeHLIMAI, KEeJIATeIIHO € Ja He 3a0peMeHsIBaTe U Ja U3I0I3BaTe
MOJIX OIS TPOTUBO3aYaThYCH METOJI, KOraTo u3mnoi3sare Stelara v mone 15 cenmunu ciex
TIOCJICTHOTO TIpHjIarane Ha Stelara.
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o Stelara Mo>xe 1a mpemMuHe Mpe3 IUIaleHTaTa B HepoieHoTo Oebe. AKo cte momydyaBanu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moke a MMa 10-BUCOK PUCK OT HH(EKITHS.

o BaxHo e na kaxere Ha Jekapute Ha BameTo 0ebe 1 Jpyru MEJUIWHCKH CIIEHUANINCTH, aKO CTe
nosydaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, Tipeau 6e0eTo /1a MoJyIr KaKBaTo U J1a €
BakcuHa. JKuBu Bakcuny, kato BIIJK BakcuHa (n3mon3BaHa 3a mpeanasBaHe OT TyOepKyo3a),
He ce mpenopbuBart 3a Bamero 6e6e npe3 mbpBUTE ABaHAAECCET MECEIa CIIe/ PaXIaHEeTO, aKo
cTe nonyvapaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo Jiekapsat Ha Bamrero 6ebe He
npenopbsya JApyro.

. Ycreknnymab MoXKe J1a MPEMHUHE B KbpMaTa B MHOTO MaJIKH KojrmuecTBa. [lockBeTBaiiTe ce ¢
Bammus nexap, ako KbpMHUTE WM aKo TUIaHUpaTe Aa KbpMmute. Bue u Bammst nexap tpadsa na
pemTe 1aiu TpsOBa Ja KbPMHUTE WK Jia U3non3Bare Stelara - He mpaBeTe U JBeTe.

Ilopupane u padora ¢ MAILIMHU
Stelara He TOBIMABA WK TOBJIHSIBA IPEHEOPEKUMO CITOCOOHOCTTA 32 ModupaHe u padboTa ¢ MalllvHU.

Stelara ceabp:ka nmonucopdar 80

Stelara ceabpxka 0,02 mg nonucopbar 80 (E433) BB Besika 103, KOATO € €KBUBAJICHTHA Ha

0,04 mg/ml. [TonmucopOaTuTe Morar Aa NPUYMHSAT ajleprudHu peaknuu. TpsaoBa a kaxxere Ha Bamms
JIeKap, ako UMaTe yCTaHOBEHU aJIeprui.

3. Kak na n3nousBare Stelara

Stelara e mpeHa3HaveH 3a yrnorpeda 1mox pbKOBOACTBOTO M KOHTPOJIA Ha JIEKap C OIHUT B JICYCHHUETO
Ha 3a00JIsIBaHus, 32 KOUTO € IOKa3aH Stelara.

Bunaru n3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan BammsT nekap. Ako He CTe CUTYpHU B
Heulo, nonuraiite Bamwus nekap. IloceBeTBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce nocrassr
MH)KEKIMUTE U KOra IIIE ca CJIe/[BAIlINTe KOHTPOJIHU Mperyeu.

KakBo xonudectBo Stelara ce npuiara
Bammusr siekap 1ie pemm KakBo KonudecTBo Stelara TpsiOBa 1a MoMyduTe U 3a KaKbB TIEPHOA OT BpEMe.

Bb3pacTuu Ha 18 roquHu ujan no-rojieMu
Ilcopuasuc niu ncopuaTuveH apTPpUT

. [IpenopbunTtennaTa HadanHa 1o3a € 45 mg Stelara. [Tauuentu c terno Hag 100 kunorpama (kg)
MOJKe J1a 3armoJHaT ¢ jo3a 90 mg Bmecto 45 mg.
. Crnen HayanmHara 103a, cieaBaniata Bu no3a me Obae 4 ceqMuny no-KbCHO U el TOBa Ha

Bceku 12 ceamuiu. Creasamure 1031 0OMKHOBEHO ca ChIMTE, KATO HaYaIHATa J1034.

Bosect Ha Kpon nim yimepo3eH KOJIUT

. ITo Bpeme Ha neuenuero Bammsr ekap e Bu npuioxu mbpBara 103a 0T TPHOIH3UTEITHO
6 mg/kg Stelara kankoBO BbB BeHa Ha pbKaTa (MHTpaBeHO3Ha MH(Dy3us). Ciiel HaYalIHaTa /1034,
IIe ToJTydnTe cienpamara go3a 90 mg Stelara cien 8 ceamuiy, ciuen Tosa mpe3 12 ceaMuIm
4pe3 WHKEKITHS 101 Kokata (TIOKOKHO).

. [Tpu HIKOW MAIMEHTH, CJIe/] ThbpBaTa MOAKOKHA HHKeKkius, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuIy. BammsT nekap 1me pemy Kora TpsioBa Ja MOJy9IHTe CeBallaTa cH J03a.

Kak ce npuiara Stelara

. Stelara ce mpunara kaTo HHXEKIIHs 0/ KoxkaTa (IIoAKoKHO). B Hayanoro Ha Barnrero neuenue,
Stelara Moske 1a ce MHKEKTHpa OT JIeKap WM MEIULHCKA CeCTpa.

. Bue u Bammst nekap, obade Moxe Ja pemnre, ye Bue caMmu Moxke 1a cu nHkekTupare Stelara.
B TaxbB cimydaii me nmpeMuHeTe 00y4eHUe Kak Jia CH UHXKeKTUpaTe Stelara caMOoCTOSTEHO.

. 3a ykazaHHs Kak J1a mixekrupare Stelara Bikre ,,YKka3aHus 3a NpuiIokeHUe” B Kpast Ha Ta3u
JINCTOBKA.

FOBOpeTe ¢ Bamus JICKAp, akO UMAaTC BBIIPOCH OTHOCHO TOBA KaK CaMH Aa MOCTAaBATC MHKCKIHATA.
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AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXoauMaTa 103a Stelara

AKO cTe M3MONI3BAIM WK ca BU MPIIIOKUIH MOBEUYe OT HeoOXoumara o3a Stelara, He3abaBHO ce
MOChBETBATE ¢ Jiekap Win papmareBT. Bunaru Hocere ¢ Bac kapToHeHaTa OMAaKOBKA Ha
JIEKapCTBOTO, JIOPH U Jia € Mpa3Ha.

AKO cTe NpoOIMycHAJM 12 u3noj3Bare Stelara
AKO CTe MpOoITyCHAJIH /1033, CBhpKeTe ce ¢ Baus nekap win dapmaiiest. He npunaraiite qsoitna
J103a, 3a J]a KOMIIEHCUpATe IpoIlycHaTaTa J103a.

AKo cTe cripesiu ynorpebara Ha Stelara
He e omacHo na cripere ynotpe6ara Ha Stelara. Ako obaue s cripere, Bammure cumnromu Moxe 1a ce
BBH300HOBSIT.

AKO uMaTe HAKaKBH JIOMBIHUTEIHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus siekap win gpapMarieBT.

4. BBb3MOKHH HeKeJTaHU peakumuun

Kakro Bcuuku JICKApCTBA, TOBA JICKAPCTBO MOXKE [1a NPECAN3BUKA HCIKCIAaHU PCAKIIUN, BBIIPEKU Y€ HC
BCCKH I' ITOJTy4aBa.

CepHo3HH HeKeJIaHU peakluu
Hsikou manyeHTH Moke Jja UMaT CEepUO3HM HEKEJIaHU PeaKI|y, IPHU KOUTO J1a Ce Hajara CreurHo
JIEUCHHE.

AJlepru4HM peakunu — MOKe [1a U3UCKBAT cremHo Jeyenue. MHopmupaiite Bamus Jekap nim
He320aBHO MOTHpceTe CNEeNIHA MeTUIIMHCKA MOMOII, AKO0 3a0eJIe;KUTe HAKOH OT CIeJHUTe
NpU3HALY.
. CepHo3HHTE JICPTUYHU pPeakinu (,,aHaduaakcus’™) ca peaKu Mpu Xxopa, npuemaniy Stelara
(moxe nma 3acerHat no 1 Ha 1 000 mymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTpyIHEHO IUIIAHE WK TPETIbIIaHe
o HHICKO KPBBHO HaJIsiTaHe, KOETO MOJKE J]a IPUYMHHU 3aMasiHOCT HJIH CBETOBBPTEK
o [I0JlyBaHe Ha JIUIETO, yCTHUTE, yCTaTa WIX I'bPIOTO.
o Uectute npu3HaLM Ha alepriuyHa peakuus BKIIOYBAT KOXKEH 00pHB U ypTUKapHUs (MOXKe J1a
3acerHat fo0 1 Ha 100 qymm).

B penxu ciayyau ce ch0011aBaT aJIePrUYHH 0€J10APOOGHM peakuu U 6eJJ0IpoOHO Bh3NajleHne
NpH MANUEHTH, KOUTO MOJy4aBaT ycTeKHHyMa0. YBeqoMeTe Bennara Bammus jekap, ako
MOJIy4YHTe CHMITOMH KATO KANILIMIA, 3ayX U BUCOKA TeMIepaTypa.

AKO TIOTyYUTE CeprO3HA aJlepruvHa peakius, Bammsar nexkap Moxe aa permw, e Bue He TpsaoBa qa
ynoTpebsaBate Stelara 0THOBO.

Nudexunu — MosKe 1a U3UCKBAT cliellHo JevyeHue. UHdopmupaiite Bamusa jgekap, ako
3a0es1e:kUTe HAKOH OT CJIeHUTE NPU3HALH.

. MNudexnunre Ha HOCA WM T'BPIIOTO U IIPOCTyAaTa ca 4ecTr (MOXKe Ja 3acerHar 1o 1 Ha
10 mymm)

. WHpeknunTe Ha JOTHUTE AUXATEIHU TTUINA (TPBIHN HH(EKIINK) ca HeYeCcTH (MOXe Ja
3acerHat 7o 1 va 100 mymm)

o Br3nanennero Ha mogKoKHATA THKaH (IIEITyJINT) € HedecTo (MoXe J1a 3acerHe 10 1 Ha
100 mymmm)

. Xeprnecure (B 00JI€3HEH OOPHB ¢ MEXypH) ca HedecTH (Moke Aa 3acerHar jo 1 Ha 100 mgyrm)

Stelara mosxe 1a Hamanu ciocobHoctTa By a ce 6opute ¢ nadekunu. Hiaxon nadeknnn Mmoxe na
CTaHAT CePUO3HH U MOJXKE J1a BKIIIOYBAT WHPEKIINU, IPUIMHEHH OT BUPYCH, T'bOWYKH, OaKTepUu
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(BKJIFOUHTETTHO TyOEpKYJI03a) WK TIapa3uTH, BKIIOYUTEITHO HHPEKITNHA, KOUTO BH3HUKBAT IMPEITUMHO
TP XOpa ¢ OTclIabeHa IMYHHA crcTeMa (OTOPTIOHUCTHYHH HH(EKIrn). [Ipy marmeHTH, moryJaBanti
YCTEeKMHYMa0, ce ChoOIIaBaT OMOPTIOHUCTUYHH HHPEKITUU Ha MO3bKa (CHIE(aIUT, MCHUHTHT),
Oenute TPOOOBE U OUHTE.

Hoxkato ynorpedsiBate Stelara, TpsiOBa aa cieauTe 3a mpu3Hany Ha HH(eKus. Te BKIHOYBaT:
BHCOKa TEMITIEpaTypa, TPHUITONOI00HN CHMIITOMH, HOIITHO TIOTeHE, 3ary0a Ha Teriio

yMOpa WK 3a]1yX, YIIOpUTA KallT|Ia

TOTJIA, 3a4epBeHa 1 O0JIe3HEHA KOXKa WM 00JIe3HEH KOXKEeH 0OpUB C MEXYypH

napeHe Mpu ypuHUpaHe

JAapust

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHne

riaBo0OIMe, CKOBAHOCT Ha Bpara, YyBCTBUTEITHOCT KbM CBETJIMHA, TJICHE MM OO BPKAaHOCT.

Wndopmupaiite Bamms nekap BeqHara, ako 3a0eexuTe HIKOW OT Te3W Npu3Hany Ha uHdeknus. Te
Morar Aa ObJaT NpU3HAIK Ha HHPEKIUH KaTo TPhIHN HHPEKIUH, KOKHI HHPEKIHHU, XepIec 30CTep
WIN ONOPTIOHUCTHYHY MH(EKLUNHU, KOUTO MOTaT Jja JOBEAAT 0 CEPUO3HH YCIOKHEHHS.
Wudopmupaiite Bamms nekap, ako nMarte HsIKakBa yIopuTa WK TOBTapsia ce nHQeknus. Bammst
JeKap MOXKe Jia pelin, ue He TpsOBa aa ynorpedsBare Stelara, nokato nadekuusnTa He Obae
U3IEKyBaHa. ¥YBenoMmeTe Bamms ekap, 1 ako UIMaTe OTBOPEHH paHH WM HApaHABAHUA, ThH KaToO
MOXe J1a ce HH()EKTUpaT.

JIromeHe Ha KOKaTa — HHTEH3UBHOTO 324ePBsBaHE U JIOLIEHE HA KOKATA HA M0-I0JIsiMa IJIOL
0 TSJIOTO MOKe 1a ca CHMIITOMM HA EPUTPOAECPMHYECH NICOPHA3HUC WIIH eKC(POoTHATHBEH
AepMATHT, KOUTO €A CEPHO3HU KOKHM 3a00/IsIBaHMsA. AKO 3a0eseKUTe HAKOM OT Te3 NMPU3HALH,
TpsaOBa 1a nHpopmuparte Bammus gexap He3abaBHO.

JApyru HexxeJIaHM peakuuu

YecTu HexeaHU peakuuu (Moxke Aa 3acerrar g0 1 Ha 10 mymm):
Iuapus

rajcHe

MOBpBIIaHEe

yMopa

3aMastHOCT

riaBoOoJme

CcbpOex (IPypUTYC)

OoJika B rppOa, MyCKYyJIUTE MM CTABUTE
BB3MAJIEHO T'BPI0

3ayepBsiBaHe U 00JIKA Ha MJCTOTO HA MHXEKTHPaHE
WHQEKIHS Ha CHHYCHUTE

HeuecTn Heskenanu peakuuu (Moxe aa 3acersar a0 1 va 100 gymm):

WHEKIUH Ha 350HTe

BarvHaJHa MHQEKIHs, IPUINHEHA OT I'bONYKH

Jenpecus

3aITyIIeH HOC WM Xpema

KbpBEHE, TOCHHSABAaHEe, BTBBPABaHE, MOyBaHE U CbPOEK Ha MACTOTO Ha MH)KEKTHPaHE

ycemmane 3a cabocT

Cra/laHe Ha KJlenayva U U3KpHUBsIBaHEe HA MYCKYJIMTE Ha €{HaTa MTOJIOBHUHA HA JIUIETO (,,JIUIEBa

napanusa’ Wiu ,,liapain3a Ha beir”), KoaTo 0OMKHOBEHO € BPEMEHHA

o MIPOMsIHA Ha TICOpHAa3Nca ChC 3a4epBsABaHE M HOBU MAJIKH, JKBJITH I 0T MEXYPH I10 KOXKaTa,
MIOHSIKOTA MPUIPYKEHU C TeMmIiepaTypa (IIyCcTyI03eH IICOpPHa3uc)

o OeJieHe Ha Ko)kaTa (eKCQoralys Ha KoyKaTa)

o aKHe
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Penxu Hexxes1aHM JeKapcTBeHN peakunu (Moxke fa 3acerrar 10 1 #Ha 1 000 mgyrmm)

o 3auepBsBaHE W JIIOIICHE Ha KOXKaTa Ha MO-TOJIsIMa TUIOI 110 TSI0TO, KOUTO MOXKE Jia ChpOST HITH
na ca Oone3Henu (ekchonuatuBeH gepmatut). [logoOHN cuMITOMH OHSIKOTa c€ pa3BUBAT KAaTO
€CTEeCTBEHA NPOMSHA Ha BUJIa HA CUMIITOMHUTE Ha MICOPHUA3UC (EPUTPOIEPMUIEH IICOPHA3HC)

o Bb3NaJICHHE Ha MAJIKUTE KPHBOHOCHH ChJIOBE, KOETO MOXKE Ja JOBEAE 10 KOXKEH OOPUB ¢ MaJIKU
YepBEHH WJIW JIWJIABHU IOy THHH, TEMIIEpaTypa Win 00Jika B CTaBUTE (BACKYJIUT).

MHoOro peakH HesKeJaHH JIeKApCTBeHU peakuuu (Moxe 1a 3acersat 1o 1 Ha 10 000 mymm)

o oOpasyBaHe Ha MEXypH MO KOKaTa, KOSITO MOXe Jia ObJie 3auepBeHa, ChpOsIa u 0oe3HeHa
(Oyno3en nemdurounn).

o KOXKEH JTYIyC epUTEMATOIEC U TYMyC-MoA00eH CUHAPOM (YepBEH, HaJUTHAT, JIFOIICI Ce OOPHB
B U3JI0KCHUTE Ha CIIBHIIC YYaCThIIM Ha KOXKaTa, KOUTO MOXe JIa € IPUAPYKEH OT OOJIKU B
CTaBHTE).

Cho0maBaHe HA HesKeJIAHM pPeaKIuu

AKO MOJTyunTe HAKaKBU HEXXEJIaHU JIEKapCTBEHH Peakly, yBeaomere Bammus nexap wiu gapmanesT.
ToBa BKJIIOUBA M BCHYKU BH3MOXKHU HEONHMCAHM B Ta3H JINCTOBKA HEXKEJIAaHU peakuuu. MoxeTe ChILo
Jla CbOOIIUTE HEXKENaHHU PEeaKIMU JUPEKTHO Ype3 HallMOHAJIHA CUCTEeMa 3a ChOOIIaBaHe B
W3mbHUTENHA areHIus 1Mo JeKapcTBaTa

yiu. ,,JJamsin I'pyeB® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo cpobiaBare Hexxenanu peakiiy, MOXKeTe Ja JajieTe CBOS MPUHOC 3a MMoJy4yaBaHe Ha IOBeYe
nH(OpPMAIIST OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpansiBate Stelara

o [a ce cpxpaHsBa Ha MSCTO, HEOCTHITHO 3a JIETia.

. [a ce cexpanssa B ximagmiauK (2°C—8°C). Jla He ce 3ampa3sBa.

o CobxpaHsBaiiTe MPeIBAPUTEIIHO HAITbJIHEHATA [TUCAJIKa B KAPTOHEHATa OMaKOBKa, 3a Jia Ce
Mpe/na3u OT CBETINHA.

o AKoO € He0O0X0IMMO, OTJIEITHUTE MIPEIBAPUTEITHO HATBITHEHH MTUcalku Stelara Moxke ChIlo n1a ce

ChXpaHABAT MpH cTaitHa Temrepatypa a0 30°C 3a makcumyMm eauH niepuo 1o 30 1Hu B
OpUTHMHAJHAaTa KapTOHEHa OMaKOBKa, 3a J1a Ce MPena3aT OT CBeTJAMHA. 3alulleTe JaTara, Ha
KOSITO TIPeIBAPUTEITHO HAIThJTHEHATA TIHCAJIKa € U3Ba/ICHA 3 ITbPBU ITBT OT XJIAAWITHAKA H
JlaTaTta Ha U3XBBPIITHE Ha 0003HAYEHUTE Ha BHHIIIHATA KAPTOHEHA OMaKOBKa MecTa. JlaraTa Ha
U3XBBPIISTHE He TPsIOBa J1a € Clie/] OpUTMHAITHHS CPOK Ha TOJHOCT, OTIIEYATaH BbPXY
KapTOHEHaTa onakoBka. Ciel KaTo BeIHbX NMUcajiKaTa € Owia cbXpaHsBaHa MPH CTaliHa
temmneparypa (1o 30°C), Ts1 He TpsiOBa 1a ce BpbIlua B XJIaAUIHUKA. MI3XBBpJIeTe nucaikara, ako
HE Ce U3II0JI3Ba ClIe/l ChXpaHEeHUe IIPH CTallHa TeMIieparypa B paMkute Ha 30 THU WK clel
M3TUYAaHE HAa OPUTHHAIHUS CPOK Ha FOJHOCT, B 3aBUCHUMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

o He paskamiaiite nmpeaBapuTeTHO HAITBIHEHATA ACANKa. [IpoIbIKUTETHOTO EHEPTHIHO
pa3KJaliane MoXe J1a TOBpeIr JIEKapCTBOTO.

He u3znon3saiite TOBa J1eKapcTBO:

. CJIe]l CpOKa Ha TOJTHOCT, OTOENIS3aH BhPXY €THKETA U KAPTOHEHATA OMAKOBKA CJIe]]
»EXP“/, I'onen no:*“. CpoKbT Ha TOMHOCT OTTOBAPS Ha MOCIEAHHS JeH OT IIOCOYCHHUS MECETI,

. 4KO TEYHOCTTA € C MPOMEHEH IIBSAT, MbTHA HJIH B Hesl ce 3a0es3BaT TUTyBaly 9y KIH YaCTUIIH
(BmxTe TOYKa 6 ,,Kak musriexna Stelara v KakBo ChIIbpkKa OMaKOBKaTa“);

. aKO 3HACTE WJIM CMATATE, Y MOXKE Jia ¢ Ouyla U3JI0’KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHIIMJCHTHO 3aMpPBh3BaHE WK 3arpsiBaHe);

. aKO TIPOIYKTHT € OUJI CHEPTUYHO Pa3KJIaTeH.
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Stelara e camo 3a enHOKpaTHa yrmoTpeda. Hensnoa3BaHusT NPoayKT, OCTaHal B ITKMcaJIKaTa, TpsAOBa J1a
ce u3xBbpin. He u3xBhpisiiTe TekapcTBaTa B KaHAIM3AIMATA UIIU B KOHTEHHepa 3a JIOMaIlHu
ormaapiy. [lomuraiite Bamust gapmarieBT kak 1a U3XBBPIIATE JIEKapCTBaTa, KOUTO Bede HE
u3non3eare. Te3n MEpKH Ie CIOMOTHAT 3a ONa3BaHe Ha OKOJHATA cpeja.

6. Cun)pmalme Ha onMaKoOBKaTa M JO0IIbJHHUTEC/IHA I/lHq)OpMalII/lﬂ

Kakspo ceabpixa Stelara

o AKTHBHO BEILIECTBO: YCTEKNHYMa0. Besika npeiBapuTeTHO HAIThJTHEHA TIHCAIKA ChIbpka 45 mg
ycrekruHymMao B 0,5 ml.
o Hpyru cveraBku: L-xuctunus, L-XUCTHIMHOB MOHOXHAPOXJIOPUA MOHOXHUAPAT, moaucopoar 80

(E433), 3axapo3a u BoJa 3a HHXKEKIUH.

Kak n3rue:xxnga Stelara n KakBo ¢CbABbp:Ka OIIAKOBKATA

Stelara e OMCcTBp 70 JIEKO OMaJIECIEHTEH (C TEPIICH OJIACHK), OS3IBETEH /10 OJIC0KBIT HHKEKIIMOHECH
paztBop. Toit Moke J1a ChABbpPKA HAKOIKO JPEeOHU MOIYNPO3pAuHH WIH O€IH YaCTHIIN POTEHH.
JocTaBsi ce B KApTOHEHA ONAKOBKa, ChAbPrKallla €Ha CThKJICHA IPEIBAPUTEIIHO HAITbIHEHA [TUCAJIKa
ot |1 ml ¢ equanyHa n03a. Besika peiBapuTEHO HAITBJIHEHA MTUCATKa ChABPKa 45 mg ycTekuHymad B
0,5 ml uHXEKIMOHEH Pa3TBOP.

IIpuTexaTes Ha pa3peLIeHUETO 32 yoTrpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IpousBoaures
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

3a MOmbAHKUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE C€ C JIOKATHUS
NpEJICTABUTEN Ha MPUTEXKATEIIS Ha pa3pelieHreTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: 0800 93 377 Tel: +370 5 278 68 88

info_belux@its.jnj.com It@its.jnj.com

Bbbarapus Luxembourg/Luxemburg

»JokoHCHH & JxoHCHH brarapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: 800 29 504

jjsafety@its.jnj.com info_belux@its.jnj.com

Ceska republika Magyarorszag

Janssen-Cilag s.r.0. Janssen-Cilag Kft.

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

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

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

jacdk@its.jnj.com
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Deutschland
Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955

medinfo-de@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EArGoo

Janssen-Cilag ®oppakevtik) Movonpocmnn

A.EB.E.
TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France
Janssen-Cilag

Tél: 0 800 25 50 75/+33 1 55 00 40 03

medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@pvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog

Bapvafog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-

vija
Tel: +371 678 93561
lv@its.jnj.com

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Roménia
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o0.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com

Jara Ha mocieqHo npepasriieskaade Ha JuctoBkara 07/2026
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ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
110 JIeKapcTBara https://www.ema.europa.eu.
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Yxkazanus 3a ynorpeda
Stelara
(ycTeknHymMao)

HHKeKIHA 32 MOJKOKHO PUJIOKEHHe
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

HacrosmuTte "Yka3zanus 3a ynorpeba" cbabppkat nHOpManus 3a TOBa Kak Ja CH HHXKEKTUPaTe
Stelara.

Ba:xno
Stelara ce npezara B mpeiBapUTEIHO HAITBIHEHA ITUCAJIKa 33 €THOKpATHA YIoTpeda, ChbpKaia
enmHa jo3a 45 mg wiu exara go03a 90 mg.

Ilo BpeMe Ha MH:KEKTHPAHETO HATHCHETE APbKKATA J0KPail HAl0/1y, 10KATO NPecTaHe 1a ce
BIK/IA JIMIABOTO TJI0, 32 1a HHKEKTHPAaTe MhaHaTa 103a. HE BJIATAUTE
NPEABAPUTE/IHO HAIIBJIHEHATA IINCAJIKA no BpeMe Ha HH:XKeKTHPaHeTo! AKO ro
HallpaBHTe, IPeJIBAPUTEIHO HANTBJIHEHATA MHCAJIKA LIe ce 3aKJIIYHM M HAMa [a IoJIy4YuTe
IBJIHATA 034,

Axo Bamust nekap peunu, ue Bue nnu o6rprokBaioro Bu snie Moxke J1a MOCTaBATEe HHIKEKIIMUTE CH
Stelara y moma, TpsiOBa 1a moyyute 00yUYeHHE 3a MPABMUITHUS HAYKH 3a MOJATOTOBKA U MHKCKTHPAHE
Ha Stelara ¢ momoIira Ha peIBAPUTENTHO HalTblIHeHaTa nucanka. He ce omuTBaiiTe na ce
HHJKEKTHpPAaTe caMM, I0OKATo He ObjaeTe 00yuenu oT Bammus jexap.

Bcesika nmpeaBapuTeTHO HAITbJIHEHA MTHCAIKA MOXKE J1a Ce N3MOJI3Ba CaMO BeIHBXK. M3XBBpieTe
(Bmwxte CThnka 3) cnex ynorpeda, TOpH ako B HESl € OCTaHAJIO JIEKAPCTBO.

He n3nos3BaiiTe NOBTOPHO NMpeABAPUTETHO HATBJIHEHATA MU CAJIKA.

IIpoyerere Te3m "Yka3zaHus 3a ynorpeda' npeau ga U3NM0J3BaTe MPeABAPUTETHO HATBJIHEHATA
nucajka Stelara u Bceku IbT, KOraTo 1moJjiy4aBare HOBa NMpPeABAPUTEIHO HATBJIHEHA NHCAJIKA.
Bb3moxHO € 1a nMa HoBa MH(popMarys. Ta3u TMCTOBKa HEe 3aMecTBa pa3roBopa ¢ Bammus nekap

OTHOCHO Barreto 3a00/sBsIHe WK JIEUCHHE.

AXo0 He MOXKeTe Ja CH IOCTaBUTC CaMU MHXXCKIHATA:

° nomoJiere Bamus nekap wiu MeAUIMHCKa cecTpa Ja Bu nomorHaT wiu
° TIOMOJIETE HAKOM, KOUTO € 00yYeH OT JieKap WM MEAUIIMHCKA CECTPa, /1a Bu mocTass
WHXKEKITUNTE.

3a ;a ce HaMalHu PUCKBT OT cnyqaﬁHo Y60)K,Z[3.H€ C urjia, BCsAKa NpE€ABAPUTECIIHO HAITBJIHEHA ITHCaJIKa
nMa IpeamnasuTei 3a urijara, KOMTO aBTOMATUYHO IOKpUBaA UTJIaTa U C€ 3aKJII04YBaA, CJICI KaTO CTC
IMMOCTaBUJIN MHXCKINATA U UHXXCKTOPHT € BAUTHAT. He nosnuraiite MPEABAPUTEIIHO HAITbJIHEHATA
IMMCaJiKa 1Mo Bp€ME€ Ha MHKEKTHUPAHE, JOKATO MHKXCKIUATA HE IPUKIIFOYH.
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HpeZ[HaSI/ITeJI}IT Ha urjiata B AOJIHaTa Kalladyka Ha IPEABApUTCIIHO HAITbJIHCHATA ITHCAJIKa ChAbpiKa
narekc. He nunaiire npeanasure/isa Ha urJjiaTta, aKko €cTe aJIepru4yiu KbM JIaTEKC.

MOJ'IH, MMPpOYCTCTC BHUMATCIIHO U JIMCTOBKATA MPCAU Ja 3alIOYHCTC MHIKCKTUPAHCTO U O6C’LZ[CTC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bamms JICKap Wi MCAUIIMHCKA CECTpa.

E HNudopmanus 3a cbxpaHeHue
CoxpassBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € He00X0IUMO, ChXpaHsIBalTe Ha
ctaifHa Temnepatypa 10 30°C 3a nepuon 1o 30 1HU B OpUTHMHATTHATAa KapTOHEHa onakoBka. He
BpPbIIAiiTe B XJaJUIHUKA, CIIeJ] KATO CTE€ ChbXPaHABAJIM Ha CTaifHa TeMIiepaTypa.

He 3aMpa3ﬂBaﬁTe MNPpEABAPUTCIIHO HAITBJIHCHATA MM CAJIKA.

C'bXpaHﬂBaﬁTe NnpeaBapuTe/;IHO HAITbJIHEHATA MUCAJKA U BCUYKH JIeKapcTBa HA MSICTO,
HEJOCTBHIIHO 3a JAe1a.

He pa3KnamaﬁTe MMPEABAPUTCIIHO HAITBJIHCHATA ITHMCAJIKA. Pasknamianero Mmoxe ma ImoBpean
JICKapCTBOTO Stelara. Ako MNpEeABAPUTCIHO HAITBJIHCHATA ITHMCAJIKaA € ouna pa3KiiaT¢Ha, HC 51
n3Ioa3BaiTe. B3emere HOBa MNPpEABAPUTCIIHO HAITBJIHCHA IMMUCAJIKA.

CbxpaHnsiBaiiTe NpeIBapUTeTHO HATLJIHEHATA MUCATKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 2 § mpeana3uTe OT CBETINHA U (U3HYECKO YBPeKIaHe.

>
o
HNmate Hy:k1a oT momom?

Obanerte ce Ha Bamus nekap, 3a 1a 00ChIUTE BCHUKU BBIIPOCH, KOUTO MOXE Jla UMaTte. 3a
JOTTBTHUTEITHA TTOMOIII WIJTH 32 J]a CTIO/IETNTEe MHEHHETO CH, BI)KTE JINCTOBKATA 32 MH(GOpMAITUS 3a
KOHTAKT C JIOKAQITHUS TPEACTaBUTEN.
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YacTa Ha OpeIBApHTETHO HANTBJIHeHA MHACATKA

Mpean ymoTpeta Caex ynotpeta

Hpeassa

Jpzzsarz cs
HITHCKE HRIOTY

OoEpai.

Janaso TRAG

npo\:m]r!e _T[II.'E.BOTD TETIO HE Ce
EMCEA.

IlpsanazeTe: B3 Cnap mozmurass

f— OpeImasHTENIT B2 HITaTa
A | Kama=xa e 3aKm0TEa H ce

I Ha MOREAEA JFENTA TEHTA

OTHA KANaTRa .
He memadime HraaTa He enuratite mo EpEene
EBTpE I 1 Hi HEHERTHPAHE.
PHIOTEETE CIOEJHHTE MATEPHAIH. \

IIpesocTaEens E ONAKOERATA:

* IlpeseapETeIH0 HATEIHEHA DHCATHA
He ca npeIocTaEEHH E 0MAKOERATA:

* TaMnooHH Che COEPT

* Tlapuera masrys 5as sapas

*  AgxesHEHS OPeEpPLIRA

* KosTefigep 3a ocrpa npeavers (Bmete

Crenxa 3)

- J

1. lloaroroBka Ha Stelara 3a uH:keKTHpaHe

B3emeTe kapTOHeHaTa(UTe) ONAKOBKA(M)

Axko e(ca) cpxpaHsiBaHa(1) B XJIQAWIHUK, H3BaJleTe KapTOHEHaTa(UTe) ONaKOBKa(H) C MPeIBAPUTETHO
HaITbJIHEHATA NMUCAJIKA OT XJIQJAWIHUKA U 5(TH) TIOCTaBETe HA PaBHA MMOBBPXHOCT.

OcraBere Ha cTaiiHa TeMIepaTypa 3a Haii-Maako 30 MUHYTH TIpeaH yroTpeoda.

He 3aromusiite Mo HUKAaKbB IPYT HAUWH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe €1Ha NpeABAPUTETHO HATbJIHEHA NTHCANKa OT 45 mg.

Axo nmo3ara Bu e 90 mg, e monyuute enna ot 90 mg uimy ABe oT 45 mg MpeaBapUTEITHO HAITBITHECHU
MUCAJIKU. AKO MOJIy4HUTE IBE€ IPEABAPUTEIHO HAITBIHEHN HCANKHU OT 45 mg, cinensaite CTeiku 1-3 u
3a IBETE MHKEKLINH.

H30epeTe pasau4HO MACTO 32 HHIKEKTHPaHe HA BTOPATA HHIKEKIUS.
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ITpoBepete naTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,['0eH 10:%) U 3aneYaTBaHETO HA
KapTOHeHaTa(uTe) ONMaKoBKa(M)

He n3non3BaiiTe mpeaBapuUTETHO HATBITHEHATA TIHCAIKA, aKO 3alleYaTBaHEeTO HAa KapTOHEeHATa
OMNAaKOBKAa € HapyILIEHO WX aKO CPOKBT HA TOAHOCT € U3TEKBII.

He usmon3BaiitTe peaBapuUTEIHO HAITBIHEHATA IMHCAJIKa, aKo € Omiia ChXpaHsABaHa Ha CTailHa
TeMIeparypa 3a nosede oT 30 JHM WM aKo € Ouila ChbXpaHsBaHa Ha TeMieparypa Haja 30°C. O0anete
ce Ha Bamus nekap uiu apmarieBT 3a HOBa MPEABAPUTEITHO HAITBITHEHA MTHCANIKA.

w’

H30epeTe MsICTO 32 MHAKEKTHPaHe

M3bepere eqnH OT CIETHUTE YIACTHIIM 32 HHKCKTUPAHE:

. [Ipennara gact Ha Gexpara

L4 I[OJ'IHaTa YacCT Ha KOpEMa, C U3KIIFOUYCHUC Ha 5—CaHTI/IMeTpOBaTa 30Ha TOYHO OKOJIO IThIIa

Axo HIKOM Apyr Bu mocraBs HMHXKXCKIUATA, MOXKE a U3I10JI3Ba ChIIIO:
L4 3agHaTta 9aCT Ha MUITHUIITUTC

He HH)KGKTHpaﬁTe B KOXa, KOATO € YyBCTBUTC/IHA, HACMHCHA, 3a4€PBC€HA WX BTBBPACHA.

H3noa3BaiiTe pa3iMuHoO MACTO 32 HH:KEKTHPaHe NMPH BCAKO HHKEKTHPaHe.
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WN3muiiTe ppuere cu
W3muiitTe 1o00pe phIETE CH ChC CallyH U TOILIA BOJA.

ITouncrere MACTOTO HA HHIKEKTUPAHE

W36bpiuere n30paHoTo oT Bac MACTO 3a HH)KEKTUPAHE C TAMIIOH ChC CIIUPT U I'O OCTaBeTe J1a
U3CBXHE.

He nokocsaiite, He BEUTE U HE JyXalTe BbPXY MACTOTO Ha MHKEKTUPAHE, CIIE] KaTo CTE Io
MTOYHUCTHUIIN.

IIpoBepere TEYHOCTTA B PO30PUYETO

Uz6epete noOpe ocBeTeHa, UUCTa U paBHA PadOTHA HOBBPXHOCT.

W3BajieTe npeiBapUTEIIHO HAITBIHEHATA TIMCAIKA OT KapTOHEHATa OMAKOBKa U IMPOBEPETE 3a MOBpEa.
[Iposepete TeunocTTa B ipo3opueto. Ts TpsiOBa a ObJ/ic Mpo3pavyHa 0 JeKo onajeciueHTHA H
0e31BeTHA /10 0/1€105KbJITA U MOXKE 12 ChIbPKa MAJIKM 0eJIM WU MPO3PAYHM YACTULM U eTHO HJIH
noBeye Bb3AYIIHH MexypueTa. ToBa € HOpMaJIHO.

He umkekTupaiite, ako TEYHOCTTA € 3aMpb3Halla, MbTHA, C IIPOMEHEH IIBSIT WU ChABPIKA FOJIEMH
gactuiy. OGanere ce Ha Bamms nexap win papMarieBT 3a HOBa MPEABAPUTETHO HAITBJIHEHA MTUCANIKA.

2. MaxexTHpane Ha Stelara

227

M3abpnaiiTe 10JIHATA KallayKa

JpbKTe phLeTe CH Jajied OT Npeana3uTelIsi Ha UIJIaTa, clie]] KaTo CBAJINTE Kanadkara. HopmanHo
€ J1a BUJUTE HAKOJIKO KAaIlKU TEYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJIel OTCTPaHsIBaHE HA KanaykKara.

He nocrasstiite kanaukara oOpaTHo. ToBa Moxe 1a JOBeze 10 YBpexk/JaHe Ha UriiaTa.

He u3non3Baiite npeaBapuTeIHO HAITBJIHEHATA IMCAJIKA, aKO TSI ObJie N3IyCHATa ClIed OTCTPAHSIBaHE
Ha Kanaukara. O0azete ce Ha Bamms siexkap win apMarieBT 3a HOBa IIPEABAPUTETHO HAITbJIHEHA
IUCAJIKA.
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IlocTtaBeTe HanpaBo BbPXY KoxkaTa. HaTHcHeTe ApBbKKATA TOKpail HaT0/1y, J0KATO MPecTaHe 1a
ce BIAK/A JTWJIABOTO TSIO.

HE BJIATAUTE HAITBJIHEHATA ITPEJABAPUTEJIHO ITACAJIKA no Bpeme Ha
HHJKeKTHPaHeTo!

AKO ro HampaBuTe, IpeaNasuTeNAT Ha UrilaTa Ie ce 3aKIJII0YH, KaTo ce MOSIBY KbJITa JICHTA, U HAMa Ja
TIOJTyYUTE IThJIHATA 034.

Mosxe ma gyere IMpaKkBaHe, KOTaTO HHXKEKTHPaHeTo 3amoune. [IpoapinkeTe 1a HaTHCKare.
AKO yceTHTe CHIPOTHBJIEHUE, MPOABJAKETE 12 HaTHCKaTe. ToBa e HOpMAaJIHO.
JlexapcTBOTO Ce MHXKEKTHUPA, TOKAaTO HaTHCKaTte. [IpaBeTe TOBa Che CKOPOCT, KOSATO € yA00Ha 3a Bac.

T WIPAK

o

YBepeTe €€, Y€ MHIKCKTHUPAHETO € 3aBbPIICHO
I/IH)KCKTI/IpaHeTO € 3aBbpUICHO, KOT'aTO!:

° JIniaBoTo TS1JIO He ce BHIKIAA.
° Bede He MokeTe 1a HaTHCKATE APBHKKATa HAIOMY.
° Moske na gyere mpakBaHe.

g,

Baurnere npaso Harope
JKbnTara ieHTa nokasBa, ue NpeanasuTeNsaT Ha UIjaTa € 3aKJI04eH Ha MICTO.
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3. Ciiel MH/KEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATKA

Bennara cien ynorpe6a noctasere U3I0JI3BaHaTa IPEABAPUTEIHO HAIIbJIHEHA [TUCAJIKA B KOHTEHHEp
3a U3XBBPIISIHE HA OCTPU IIPEIMETH.

He n3xBBpIsiiiTe NpeABapUTENIHO HAITBIHEHUTE UCANKH B KOHTEHHEpa 3a OUTOBH OTIaIbLIH.

He penunxnnpaiite U3Moy3BaHus KOHTEHHED 3a U3XBBPJISIHE HA OCTPU IPEIMETH.

IIpoBepeTe MACTOTO HA NHKEKTHPAHE

B1b3M0XHO € Ha MSICTOTO Ha MHXKEKTUPAHEe J]a MMa MaJIKO KOJIMYEeCTBO KPbB MM T€UHOCT. ToBa €
HopMaiHO. [IpuTucHeTe napye namykK WId Mapiisi KbM MSCTOTO Ha MHXKEKTUPaHE, 10KaTO KbPBEHETO
crpe.

He pa3tpuBaiiTe MACTOTO HA UHKEKTUPAHE.

AKO € HeoO0X0TMMO, IOKPUHTE MACTOTO Ha MHXKEKTHpaHE C TIPEeBPH3Ka.

AKO NOIy4YHTe ABE NPEABAPUTEIHO HATBIHEHH NMUCANKH OT 45 mg 3a 103a 90 mg, mosTopere CTHIKH
1-3 ¢ BTOpaTa npeaBapUTEIHO HallbjiHeHA Tucasika. M30epeTe Apyro MsicTo 3a HHAKEKTHPAaHe Ha
BTOPATA MHIKEKIMA.
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JlucroBka: undopmanus 3a norpeduTeNs

STELARA 90 mg nH:KeKIIHOHEH Pa3TBOP B NMPeABAPUTETHO HATbJIHEHA NMUCAJIKA
ycTekuHyMa0 (ustekinumab)

IIpouereTe BHUMATEIHO LSJIATA JIMCTOBKA, IIPEIM Aa 3all0YHeTe 1a U3N0JI3BaTe TOBa
JIEKapCTBO, Thil KaTO TS ChABbP:Ka BajkHa 32 Bac nundopmanus.

Ta3u JUCTOBKA € HAMMKCAHA 32 manmueHTa, KOWTO npuemMa JI€eKapcTBoToO.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HAJIOXKU J1a A IPOYETETE OTHOBO.

- AKO UMaTe HAKaKBH JIOMBJIHUTEIIHA BBIIPOCH, onuTaiiTe Bamus nekap wiu GapmarieBT.

- ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To Mmoxke
Jla IM HaBpeIy, He3aBUCHMO Y€ TPU3HAIMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe KaTo Bammre.

- AKO IIOJTyYUTE HAKAKBU HEXKEJIaHU PeaKkilnuy, yBeaoMeTe Baius nekap wiu gpapmanert. Toa
BKJTFOYBA M BCUYKHU BH3MOKHH HEXKEJIAaHU PEaKINH, HEOIMMCAHU B Ta3U JIUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxso npencrasisBa Stelara 1 3a kKakBo ce U3ITON3BA

Kaxso TpsOBa na 3Haere, npeau na u3noi3sate Stelara

Kaxk ma nsnoinssare Stelara

BB3MOXHN HeXellaH! peakiiuu

Kak ma cpxpansBare Stelara

ChappikaHue Ha ONIAKOBKATA U AOMBJIHUTEIHA HHpOpMAaLUs

AR S e

1. Kakso npencraBiasBa Stelara u 3a kKakBo ce U3M0JI3Ba

Kakso npencraBiasBa Stelara

Stelara chabpka aKTHBHOTO BEIIECTBO ,,yCTEKHMHYMAa0”’, KOETO € MOHOKJIOHATHO aHTHUTSLIO.
MOHOKIJIOHaTHUTE aHTHUTEIIA ca IPOTEUHH, KOUTO Pa3llo3HABAT U CBBP3BAT ONPEAEICHH Clieu)UIHN
NPOTEUHH B OpTaHU3Ma.

Stelara mpuHaaIe:Ku KbM TpyIa JIEKapcTBa, HAPEUCHH ,,iMyHOCcyTpecopu”. Te3un nexkapcTBa aeicTBar,
KaTo HaMaJsiBaT aKTUBHOCTTA Ha 4acT OT UMyHHATa CUCTEMA.

3a kakBo ce n3noj3sa Stelara
Stelara, mpunoxeHa ¢ U3MOI3BAHETO HA MPEABAPUTEITHO HAIThJIHEHA IMHCAIKA, CE U3I0JI3Ba 32 JICUCHHUC
Ha CJIEAHUTE BB3NAIUTEIHN 3200 IIBaHUA:

o [InakoB ncopuasuc - Npu Bb3pacTHU U J€lia Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
o [IcopuaruueH apTpuT — Ipu Bb3pacTHU

. YMepena 10 Texka 6onect Ha Kpon — npu Bb3pacTHr

. YMepeH A0 TeKBK YILEPO3EH KOJIUT — IPH Bb3PaCTHU

IlnakoB ncopuasuc
,,HJ'IaKOB ncopna3nc” € KOXHO 3a60n51BaHe, KOCTO BOAMU N0 BB3IAJICHUCEC, 3acAraiio KoxKaTta U HOKTHUTC.
Stelara HamansiBa Bb3MANIEHUETO U IPYTHTE MPHU3HAIU Ha 3200JIIBAHETO.

Stelara, MPUIIOKCHA C U3IMOJI3BAHCTO HAa NMPCABAPUTCIIHO HAITBJIHCHA MU CAJIKA, CC U3II0JI3Ba IIpU
BB3PACTHHU C YMEPCH 10 TCXKBK IIJIAKOB IICOPHUAa3nuC, KOUTO HE MOraT Jia U31oJ3BaT HUKIOCIIOPHH,
METOTPEKCAT UIIN Q)OTOTepaHI/ISI, WJIN KOraTo TE3U JICUCHUA HE HeﬁCTBaT.

IlcopuaTnueHn apTpur

[NcopuaTHueH apTpUT € BH3MAIUTEIHO 32a00IIsBaHE HA CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH MCOPUATUUEH apTPUT, IbPBO 1ie Bu nekyBat ¢ apyru iekapctsa. AKO
HE Ce MOBJIHACTE TOCTaTHYHO T0Ope OT Te3! JeKapcTBa, Moxke 1na Bu ce mpeanume Stelara, 3a na ce:

189



o HaMaJIsT MPU3HALUTE U CHMITOMUTE Ha 3a00isBaneTo Bu;
o nono6pu gusnyeckoto Bu cherosinue;
o 3a0aBu yBpeXIaHeTo Ha Bamure craBu.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanuTenHo 3a0oisBane Ha yepBata. Ako umate 6osect Ha KpoH mbpBo 11e
Bu ce nagat npyru nekapctBa. AKO HE C€ MOBIIUAETE JOCTATHYHO WIM UMATE€ HEIOHOCUMOCT KbM TE3U
JIeKapcTBa, Moxke J1a Bu ce nane Stelara 3a HaMmassiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha
3abosBaneTo Bu.

Yiaueposen koauT

VA1epo3HUAT KOJIKT € Bh3NAIUTEIIHO 3a00JIIBaHe Ha yepBara. AKO UMATe YJILEPO3EH KOJIUT, ITbPBO
e Bu ce mamat npyru nekapctBa. AKO He ce TOBIUSBATe 100pe UM UMAaTe HETIOHOCUMOCT KbM TE3H
JeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha IPU3HAIUTE U CUMIITOMUTE Ha Bamrero
3a00JIsBaHE.

2. Kakso Tps0Ba 1a 3HaeTe, npeau Aa uznoJssare Stelara

He n3noasBaiite Stelara

o AKO cTe aJIepruYHU KbM YCTeKHHYMA0 I HIKOS OT OCTaHAIUTE ChCTAaBKH Ha TOBA
JIeKapcTBO (M30pOEHU B TOUKA ).
o AKo0 UMaTe aKTHBHA HH(eKIHUs, KOSITO Bammsr nexap Hamupa 3a 3HaYnMa.

AKO HE cTe CUTypHU JIajil HAKOe OT M30pOCHUTE TI0-Tope ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nekap win papmarieBT, mpeau 1a u3nonspare Stelara.

IpenynpesxieHus 1 NpeINna3sHu MepPKH

I'oBopere ¢ Bammus nexap wu gpapmarneBT npean Aa usnonseare Stelara. BammusT nexap e npoeepu
cbCTOSIHUETO Bu npeau Besiko JieueHue. YBeoMeTe CBOs JIeKap 3a Besika Baira 6osect npeau BCsiko
neuenne. Cpuio Taka nHPopMupaiTe Bammms nekap, ako HACKOpO cTe OWIIM B KOHTAKT C YOBEK, KOWTO
MOKe J1a IMa TyOepKyo3a. BammsT nexap me Bu npernena u me HanpaBu u3cieaBaHe 3a
TyOepKyo3a, mpean Aa u3nonssare Stelara. Ako Bamuar nekap cmsta, uye cTe U3JI0KEHU Ha PUCK OT
TyOepKyno3a, Moxke 1a Bu npeanuiie gexapcTsa 3a JICUCHUETO M.

Caenere 3a cepHO3HU HeXKeJAHH PeaKIuu

Stelara mo>xe 1a MpeU3BHUKa CEPUO3HU HEIKEIAHU PEAKIIUHU, BKIFOUUTETHO aJISPTUYHU PEAKIIUU U
nHpekun. TpsaodBa ga cieauTe 3a onpeAesIeHN TPU3HAIM Ha 3a00JIIBaHMsI, TOKaTo puemMate Stelara.
Bwxre ,,Cepro3HA HEXETaHU PEakluyi~’ B TOYKA 4 3a ITBIHUS CIUCHK Ha TE3W HEXKEJIAaH!U PEaKITHH.

IIpenn na m3nonseare Stelara magopmupaiite Bamus Jexap:

. AKO HSIKOTa CTe MMaJIN AJIepruyHa peaknusi KbM Stelara. Ako He cTe cUTypHH, TOTIUTAlTE
Bamusa nekap.

. AKO HAKOra cTe HMAJIH HAKAKBB BU/I PaK — TOBA €, 3aIl0TO UMyHOCYyTIpecopuTe Kato Stelara
0TC1abBaT 4acT OT UMYHHaTa cuctemMa. ToBa MOKe Jla MOBHUIIN PUCKA OT pak.

. AKO cTe JJeKyBaHM 32 MICOPUA3MC C IPYrd OMOJOTHYHH JIEKAPCTBA (JIeKapcTBo,

NMPOU3BeEeHO0 0T OMOJ0rHYeH U3TOUYHUK U O0MKHOBEHO NMPUJIATAHO Ype3 HHXKeKLHS) -
PHUCKBT OT paKk MOXKE J1a € TIO-BHUCOK.

. AKO UMaTe MJIH HACKOPO CTe UMaJIM MHpeKnmsi.

. AKO UMaTe HOBH MJIM IIPOMEHSIIIH Ce JIe3UH B YYaCTBLHUTE C ICOPUA3UC WU TI0
He3acerHaraTa Koa.

. AKO HAKOTa cTe HMAJIM aJIepruyHa peaknus KbM JaTeKe W HHKeKuuAa Stelara —

OIIaKOBKaTa, B KOATO C€ HAMHpPa TO3H JIEKapCTBEH NPOAYKT, ChABPKA JIATEKCOBA T'yMa, KOSITO
MOXE J1a IPENU3BUKA TEKKH aJIEPrUYHU PEaKLUU IIPU XOPa, YyBCTBUTEIHU KbM JIaTeKC. Bukre
,,CIleieTe 3a Cepuo3HH HeXellaH! peakluy’’ B TOUKa 4 3a MpU3HAINTE Ha aJlepTrUYHa peaKiysl.

o AKO MoJy4yaBaTe JApyro jJeveHue 3a NCOPUA3UC /WK MCOPUATHYEH APTPUT — KaTo JPyTU

190



UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TsUIOTO ce JIeKyBa ¢ THIl yiarpaBuosnerosa (UV)
cBeTNMHA). Te3u JeueHHs ChII0 MOXKE Jia OTCIIA0AT YacT OT UMYHHATa cucteMa. M3mnon3BaHero
Ha Te3W JICYCHUS 3ae/IHO ChC Stelara He e uzcnenBano. Br3aMoxkHO € 00aue, TO /1a yBeIHnIu
pHcKa oT 3a00JsBaHUs, CBhP3aHH C OTCIa0BaHE HA UMyHHATa CHCTEMA.

) AKo0 nosiyyaBaTe WK HAKOra cTe NOJYy4aBAJIM HHKEKIIUM 32 JiedeHHe HA aJIePruM — HE €
M3BECTHO Janu Stelara Moke 1a OKa)ke BIUSHHE BbPXY TAX.
° AKO cTe Ha ¥ Hajl 65 roIMHU — MOXeE J]a CTe TIO-CKIIOHHU KbM WH(EKIINH.

AKXO HE CTe CUT'YpHH JaJIi HAKOE OT ropen30poeHnTe ce oTHacs 3a Bac, mockBeTBaiite ce ¢ Bammms
nekap v papManeBT, peau aa u3nonssare Stelara.

Hsikon manmenTH noyvasart JyIyc-OAOOHU peakuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToec U
JyIyc-mof00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ yctekuaymal. ['oBopere Bennara ¢ Bamms sekap,
aKo IOJYYHTE YEPBEH, HAJUTHAT, JIFOIIEI ce 00OPUB, IIOHAKOTa C ITO-THhMHH IPaHUIIN, B U3JI0KCHUTE
Ha CTBHIIEC yYacThIM HA KOXKaTa UM CTaBHU OOJIKU.

CobpaeveH MHOAPKT U HHCYJITH

WHdapkT 1 HHCYJITH ca HaOJI0aBaHu B TPOYYBAHE TPH MAIEHTH C TICOPUA3UC, JIEKYBAHU ChC
Stelara. Bammusr Jiekap pejoBHO Iiie IPOBepsiBa PUCKOBUTE (HaKTOPH 3a ChPJCUHO 3a00JIIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JieKyBaT Mo moaxousi HaunH. He3abaBHO moTbhpcere
MEMIIMHCKA TTOMOIII, aKO MOJIy4nuTe 00JIKa B TBPANTE, CIA00CT MM HEOOWYAMHO yCeIllaHe OT eIHaTa
CTpaHa Ha TSJIOTO, OTITYCHATOCT HA JIMIIETO WK TOBOPHU WJIHM 3PUTEITHUA CMYIICHHS.

Jeuna v roHomM

Stelara npeBapuTeHO HaITbJIHEHA MUCAJIKa HE C€ IPENOpPhYBa 3a yroTpeda MpH Aena Ha Bb3pacT HOA
18 roanawm ¢ icopuaswuc, 6onect Ha KpoH mwin yiepo3eH KOIUT, 3a10TO He € IPOYyYBaH MMPH Ta3H
BB3pacToBa rpymna. Bmecto ToBa npu aena Ha Bb3pacT 6 WM MOBeYe MOJMHU 1 IOHOIIH C [ICOpUa3UC
TpsiOBa J1a ce M3MOJI3Ba MPEABAPUTEIHO HATBIIHEHA CIIPUHIIOBKA WK (rakoH. BmecTo ToBa mpu nena
Ha Bb3pacT 2 ¥ [oBeye roguHu ¢ 6onect Ha KpoH win ynueposeH KonuT TpsOBa J1a ce U3I0I3Ba
WH(Y3UOHEH pa3TBOP, (IaKOH WM NPEABAPUTEIHO HAITbJIHEHA CIIPUHIIOBKA .

Stelara He ce mpemopbUBa 3a ynorpeba Mpy Jelia ¥ FOHOIIN Ha BB3PACT Mo/ 18 roauHu ¢ ICOpHaTHYCH
apTPUT, WX TPH Jela Ha Bh3PacT 1o/ 6 TOIMHY ¢ TICOPHA3NC, WM IPH Aela Ha Bh3PacT IMox 2
roauHu ¢ 6onect Ha KpoH uiH ynepo3eH KOJIUT, 3alll0TO He € IPOyYBaH MpHU TE3H Bb3PacTOBU IPYIU.

JApyru jekapcrBa, Bakcunu u Stelara
TpsiOBa na kaxxeTe Ha Bamms jgexap win (papMarieBT:

. AKo ipremMaTe, HaCKOpO CTe PHUEMaNTH WITA € B3MOXKHO Ja IPHeMeTe APYTH JIEKapCTBa.

. Axo Hackopo Bu e npaBena uinm ruranupate na Bu ce npaBu BakcuHarms. J[okaTto u3nonaspare
Stelara, HsIKOM BHI0OBE BAKCHHU (?)KMBU BAaKCUHU) HE TPsAOBaA Jla Ce MpHIIarar.

. Ako cte moirydaBanu Stelara mo Bpeme Ha OpeMEeHHOCTTa, TPSAOBA J]a KaXKeTe Ha JeKaps Ha

06e6eTo Bu 3a meuenueTo cwe Stelara, mpeau To Aa MOMyYH KaKBaToO U Ja € BAKCHHA,
BKJTFOUMTEITHO JKMBH BaKkCHHH, KaTo BI[JK BakcuHa (M3moa3Bana 3a mpeanasBade oT
TyOepKyo3a). JKuBuTe BakCHHU HE c€ IpenophyuBar 3a Bameto 6e0e npe3 mppBUTE IBaHAACCET
Mecelia clie]l paxkJIaHeTo, aKo CTe Moy4aBanu Stelara mo Bpeme Ha OPEMEHHOCTTa, OCBEH aKo
JekapAaT Ha BamieTo 6e6e He Ipenophyia Ipyro.

BpemenHocT U KbpMeHe

. AKko cTe OpeMeHHa, cMsATaTe, Ye MOXKE Jia cTe OpeMeHHa WITH MJIaHupaTe OPEMEHHOCT,
nochBeTBalTE ce ¢ Barus jekap npenu ynorpebdara Ha TOBa JIEKapPCTBO.
. He e HaOmronaBaH M0-BUCOK PUCK OT BPOJCHH AeeKTH IpH OedeTa, u3okeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu GpeMeHHH keHH 00aue ca OrpaHHYCHH.
[Topanu ToBa e 3a npennoynTane Aa ce u30sArBa yrnorpedara Ha Stelara mo Bpeme Ha
OpEeMEHHOCT.

. AKO cTe JKeHa ¢ IeTepOJICH OTeHLMAI, KeJIATeJIHO € Ja He 3a0peMeHsIBaTe U Ja U3I0I3BaTe
MOJIXOJISAII TPOTUBO3aYaThYCH METOI, KOraTo u3mnoi3sare Stelara u mone 15 cenmunu cien
MIOCJICTHOTO TIpHyIarane Ha Stelara.
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o Stelara Mo>xe 1a mpemMuHe Mpe3 IUIaleHTaTa B HepoieHoTo Oebe. AKo cte momydyaBanu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moke a MMa 10-BUCOK PUCK OT HH(EKITHS.

o BaxHo e na kaxere Ha Jekapute Ha BameTo 0ebe 1 Jpyru MEJUIWHCKH CIIEHUANINCTH, aKO CTe
nosydaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa CH, Tipeau 6e0eTo /1a MoJyIr KaKBaTo U J1a €
BakcuHa. JKuBu Bakcuny, kato BIIJK BakcuHa (n3mon3BaHa 3a mpeanasBaHe OT TyOepKyo3a),
He ce mpenopbuBart 3a Bamero 6e6e npe3 mbpBUTE ABaHAAECCET MECEIa CIIe/ PaXIaHEeTO, aKo
cTe nonyvapaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo Jiekapsat Ha Bamrero 6ebe He
npenopbsya JApyro.

. Ycreknnymab MoXKe J1a MPEMHUHE B KbpMaTa B MHOTO MaJIKH KojrmuecTBa. [lockBeTBaiiTe ce ¢
Bammus nexap, ako KbpMHUTE WM aKo TUIaHUpaTe Aa KbpMmute. Bue u Bammst nexap tpadsa na
pemTe 1aiu TpsOBa Ja KbPMHUTE WK Jia U3non3Bare Stelara - He mpaBeTe U JBeTe.

Ilopupane u padora ¢ MAILIMHU
Stelara He TOBIMABA WK TOBJIHSIBA IPEHEOPEKUMO CITOCOOHOCTTA 32 ModupaHe u padboTa ¢ MalllvHU.

Stelara ceabp:ka nmonucopdar 80

Stelara ceabpxka 0,04 mg nonucopbar 80 (E433) BB Besika 103, KOATO € €KBUBAJICHTHA Ha

0,04 mg/ml. [TonmucopOaTuTe Morar Aa NPUYMHSAT ajleprudHu peaknuu. TpsaoBa a kaxxere Ha Bamms
JIeKap, ako UMaTe yCTaHOBEHU aJIeprui.

3. Kak na n3nousBare Stelara

Stelara e mpeHa3HaveH 3a yrnorpeda 1mox pbKOBOACTBOTO M KOHTPOJIA Ha JIEKap C OIHUT B JICYCHHUETO
Ha 3a00JIsIBaHus, 32 KOUTO € IOoKa3aH Stelara.

Bunaru n3nosnsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan BammsT nekap. Ako He CTe CUTYpHU B
Heulo, nonuraiite Bamwus nekap. IloceBeTBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce nocrassr
MH)KEKIMUTE U KOra IIIE ca CJIe/[BAIlINTe KOHTPOJIHU Mperyeu.

KakBo xonudectBo Stelara ce npuiara
Bammusr siekap 1ie pemm KakBo KonudecTBo Stelara TpsiOBa 1a MoMyduTe U 3a KaKbB TIEPHOA OT BpEMe.

Bb3pacTuu Ha 18 roquHu ujan no-rojieMu
Ilcopuasuc niu ncopuaTuveH apTPpUT

. [IpenopbunTtennaTa HadanHa 1o3a € 45 mg Stelara. [Tauuentu c terno Hag 100 kunorpama (kg)
MOJKe J1a 3armoJHaT ¢ jo3a 90 mg Bmecto 45 mg.
. Crnen HayanmHara 103a, cieaBaniata Bu no3a me Obae 4 ceqMuny no-KbCHO U el TOBa Ha

Bceku 12 ceamuiu. Creasamure 1031 0OMKHOBEHO ca ChIMTE, KATO HaYaIHATa J1034.

Bosect Ha Kpon nim yimepo3eH KOJIUT

. ITo Bpeme Ha neuenuero Bammsr ekap e Bu npuioxu mbpBara 103a 0T TPHOIH3UTEITHO
6 mg/kg Stelara kankoBO BbB BeHa Ha pbKaTa (MHTpaBeHO3Ha MH(Dy3us). Ciiel HaYalIHaTa /1034,
IIe ToJTydnTe cienpamara go3a 90 mg Stelara cien 8 ceamuiy, ciuen Tosa mpe3 12 ceaMuIm
4pe3 WHKEKITHS 101 Kokata (TIOKOKHO).

. [Tpu HIKOW MAIMEHTH, CJIe/] ThbpBaTa MOAKOKHA HHKeKkius, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuIy. BammsT nekap 1me pemy Kora TpsioBa Ja MOJy9IHTe CeBallaTa cH J03a.

Kak ce npuiara Stelara

. Stelara ce mpunara kaTo HHXEKIIHs 0/ KoxkaTa (IIoAKoKHO). B Hayanoro Ha Barnrero neuenue,
Stelara Moske 1a ce MHKEKTHpa OT JIeKap WM MEIULHCKA CeCTpa.

. Bue u Bammst nexap obaue Mosxe 1a pemuTte, ue Bue camu Moxe fa cu nmxektupate Stelara.
B TaxbB cimydaii me nmpeMuHeTe 00y4eHUe Kak Jia CH UHXKeKTUpaTe Stelara caMOoCTOSTEHO.

. 3a ykazaHHs Kak J1a mixekrupare Stelara Bikre ,,YKka3aHus 3a NpuiIokeHUe” B Kpast Ha Ta3u
JINCTOBKA.

FOBOpeTe ¢ Bamus JICKAp, akO UMAaTC BBIIPOCH OTHOCHO TOBA KaK CaMH Aa MOCTAaBATC MHKCKIHATA.
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AKO cTe H3M0J13BAJIN NIOBeYe OT HeoOXoauMaTa 103a Stelara

AKO cTe M3MONI3BAIM WK ca BU MPIIIOKUIH MOBEUYe OT HeoOXoumara o3a Stelara, He3abaBHO ce
MOChBETBATE ¢ Jiekap Win papmareBT. Bunaru Hocere ¢ Bac kapToHeHaTa OMAaKOBKA Ha
JIEKapCTBOTO, JIOPH U Jia € Mpa3Ha.

AKO cTe NpoOIMycHAJM 12 u3noj3Bare Stelara
AKO CTe MpOoITyCHAJIH /1033, CBhpKeTe ce ¢ Baus nekap win dapmaiiest. He npunaraiite qsoitna
J103a, 3a J]a KOMIIEHCUpATe IpoIlycHaTaTa J103a.

AKo cTe cripesiu ynorpebara Ha Stelara
He e omacHo na cripere ynotpe6ara Ha Stelara. Ako obaue s cripere, Bammure cumnromu Moxe 1a ce
BBH300HOBSIT.

AKO uMaTe HAKaKBH JIOMBIHUTEIHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus siekap win gpapMarieBT.

4. BBb3MOKHH HeKeJTaHU peakumuun

Kakro Bcuuku JICKApCTBA, TOBA JICKAPCTBO MOXKE [1a NPECAN3BUKA HCIKCIAaHU PCAKIIUN, BBIIPEKU Y€ HC
BCCKH I' ITOJTy4aBa.

CepHo3HH HeKeJIaHU peakluu
Hsikou manyeHTH Moke Jja UMaT CEepUO3HM HEKEJIaHU PeaKI|y, IPHU KOUTO J1a Ce Hajara CreurHo
JIEUCHHE.

AJlepru4HM peakunu — MOKe [1a U3UCKBAT cremHo Jeyenue. MHopmupaiite Bamus Jekap nim
He320aBHO MOTHpceTe CNEeNIHA MeTUIIMHCKA MOMOII, AKO0 3a0eJIe;KUTe HAKOH OT CIeJHUTe
NpU3HALY.
. CepHo3HHTE JICPTUYHU pPeakinu (,,aHaduaakcus’™) ca peaKu Mpu Xxopa, npuemaniy Stelara
(moxe nma 3acerHat no 1 Ha 1 000 mymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTpyIHEHO IUIIAHE WK TPETIbIIaHe
o HHICKO KPBBHO HaJIsiTaHe, KOETO MOJKE J]a IPUYMHHU 3aMasiHOCT HJIH CBETOBBPTEK
o [I0JlyBaHe Ha JIUIETO, yCTHUTE, yCTaTa WIX I'bPIOTO.
o Uectute npu3HaLM Ha alepriuyHa peakuus BKIIOYBAT KOXKEH 00pHB U ypTUKapHUs (MOXKe J1a
3acerHat fo0 1 Ha 100 qymm).

B penxu ciayyau ce ch0011aBaT aJIePrUYHH 0€J10APOOGHM peakuu U 6eJJ0IpoOHO Bh3NajleHne
NpH MANUEHTH, KOUTO MOJy4aBaT ycTeKHHyMa0. YBeqoMeTe Bennara Bammus jekap, ako
MOJIy4YHTe CHMITOMH KATO KANILIMIA, 3ayX U BUCOKA TeMIepaTypa.

AKO TIOTyYUTE CeprO3HA aJlepruvHa peakius, Bammsar nexkap Moxe aa permw, e Bue He TpsaoBa qa
ynoTpebsaBate Stelara 0THOBO.

Nudexunu — MosKe 1a U3UCKBAT cliellHo JevyeHue. UHdopmupaiite Bamusa jgekap, ako
3a0es1e:kUTe HAKOH OT CJIeHUTE NPU3HALH.

° HHGEKIUUTE Ha HOCA HIIK T'BbPJIOTO M MIPOCTY/IaTa ca 4ecTH (MOJKE Ja 3acerHar ao 1 Ha
10 mymm)

° WH(EKIMUTE Ha JOJHUTE AUXATEIHH ITbTUINA (TPBIHE HHPEKIINN) ca HedeCTH (MOXKe J1a
3acerHat 7o 1 va 100 mymm)

° BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (IeTyJIUT) € HeuecTo (MoXe Aa 3acerHe 1o 1 Ha
100 mymmm)

. xepriecute (Buj 0oJie3HEH OOpUB ¢ MEXypH) ca HeuecTH (Moxke a 3acerHat a0 1 Ha 100 mymn)

Stelara mosxe 1a Hamanu ciocobHoctTa Bu 1a ce 6opute ¢ nadexknnu. Hsaxon nndekunn Mmoxe na
CTaHAT CePUO3HH U MOJXKE J1a BKIIIOYBAT WHPEKIIMU, TPUIMHEHHN OT BUPYCH, T'HOWYKH, OaKTepUu
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(BKJIFOUHTETTHO TyOEpKYJI03a) WK TIapa3uTH, BKIIOYUTEITHO HHPEKITNHA, KOUTO BH3HUKBAT IMPEITUMHO
TP XOpa ¢ OTclIabeHa IMYHHA crcTeMa (OTOPTIOHUCTHYHH HH(EKIrn). [Ipy marmeHTH, moryJaBanti
YCTEeKMHYMa0, ce ChoOIIaBaT OMOPTIOHUCTUYHH HHPEKITUU Ha MO3bKa (CHIE(aIUT, MCHUHTHT),
Oenute TPOOOBE U OUHTE.

Hoxkato ynorpedsiBate Stelara, TpsiOBa aa cieauTe 3a mpu3Hany Ha HH(eKus. Te BKIHOYBaT:
BHCOKa TEMITIEpaTypa, TPHUITONOI00HN CHMIITOMH, HOIITHO TIOTeHE, 3ary0a Ha Teriio

yMOpa WK 3a]1yX, YIIOpUTA KallT|Ia

TOTJIA, 3a4epBeHa 1 O0JIe3HEHA KOXKa WM 00JIe3HEH KOXKEeH 0OpUB C MEXYypH

napeHe Mpu ypuHUpaHe

JAapust

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHne

riaBo0OIMe, CKOBAHOCT Ha Bpara, YyBCTBUTEITHOCT KbM CBETJIMHA, TJICHE MM OO BPKAaHOCT.

Wndopmupaiite Bamms nekap BeqHara, ako 3a0eexuTe HIKOW OT Te3W Npu3Hany Ha uHdeknus. Te
Morar Aa ObJaT NpU3HAIK Ha HHPEKIUH KaTo TPhIHN HHPEKIUH, KOKHI HHPEKIHHU, XepIec 30CTep
WIN ONOPTIOHUCTHYHY MH(EKLUNHU, KOUTO MOTaT Jja JOBEAAT 0 CEPUO3HH YCIOKHEHHS.
Wudopmupaiite Bamms nekap, ako nMarte HsIKakBa yIopuTa WK TOBTapsia ce nHQeknus. Bammst
JeKap MOXKe Jia pelin, ue He TpsOBa aa ynorpedsBare Stelara, nokato nadekuusnTa He Obae
U3IEKyBaHa. ¥YBenoMmeTe Bamms ekap, 1 ako UIMaTe OTBOPEHH paHH WM HApaHABAHUA, ThH KaToO
MOXe J1a ce HH()EKTUpaT.

JIromeHe Ha KOKaTa — HHTEH3UBHOTO 324ePBsBaHE U JIOLIEHE HA KOKATA HA M0-I0JIsiMa IJIOL
0 TSJIOTO MOKe 1a ca CHMIITOMM HA EPUTPOAECPMHYECH NICOPHA3HUC WIIH eKC(POoTHATHBEH
AepMATHT, KOUTO €A CEPHO3HU KOKHM 3a00/IsIBaHMsA. AKO 3a0eseKUTe HAKOM OT Te3 NMPU3HALH,
TpsaOBa 1a nHpopmuparte Bammus gexap He3abaBHO.

JApyru HexxeJIaHM peakuuu

YecTu HexeaHU peakuuu (Moxke Aa 3acerrar g0 1 Ha 10 mymm):
Iuapus

rajcHe

MOBpBIIaHEe

yMopa

3aMastHOCT

riaBoOoJme

CcbpOex (IPypUTYC)

OoJika B rppOa, MyCKYyJIUTE MM CTABUTE
BB3MAJIEHO T'BPI0

3ayepBsiBaHe U 00JIKA Ha MJCTOTO HA MHXEKTHPaHE
WHQEKIHS Ha CHHYCHUTE

HeuecTn Heskenanu peakuuu (Moxe aa 3acersar a0 1 va 100 gymm):

WHEKIUH Ha 350HTe

BarvHaJHa MHQEKIHs, IPUINHEHA OT I'bONYKH

Jenpecus

3aITyIIeH HOC WM Xpema

KbpBEHE, TOCHHSABAHEe, BTBBPABaHE, MOyBaHE U ChPOEK Ha MACTOTO Ha MHKEKTHPaHEe

ycelaHe 3a cnadbocT

CIa/IaHe Ha KJlenayva U U3KpHUBsIBaHEe HA MYCKYJINTE Ha €/{HaTa ITOJIOBHUHA HA JIUIETO (,,JIUIEBa

napanusa’ Wiy ,,liapaiusa Ha beir”), koaTo 0OMKHOBEHO € BPEMEHHA

o MIPOMSTHA Ha TICOpHAa3nca ChC 3a4epBsIBaHE M HOBU MAJIKH, JKBJITH WK O MEXYPH I10 KOXKaTa,
MOHSKOTa MPUIPYKEHU C TemIieparypa (IIyCTyI03eH IICOpHa3uc)

o OeJieHe Ha Ko)KkaTa (eKCQoralys Ha KoyKaTa)

o aKHe
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Penxu Hexxes1aHM JeKapcTBeHN peakunu (Moxke fa 3acerrar 10 1 #Ha 1 000 mgyrmm)

o 3ayepBsiBaHE U JIIOIICHE HA KOXKATa Ha MO-TOJIsIMa TUIOII 110 TSIOTO, KOUTO MOXKE Jia ChpOST HITH
nia ca bone3nenu (exconmaTuBeH aepMatuT). [loj00HN CUMITTOMY TOHSKOTA CE Pa3BUBAT KaTo
€CTECTBeHA MPOMSHA Ha BUJa Ha CUMIITOMHTE Ha TICOPUA3UC (EPUTPOJACPMHUYUCH ICOPHA3HC)

o Bp3nanenue Ha MaJIKUTE KPHBOHOCHHU ChJIOBE, KOETO MOXKE J1a IOBEZE 10 KOXKEH OOPHUB ¢ MaJIKU
YEpBEHU WY JINJIABU MOAYTHHH, TEMIIepaTypa Wink 00JKa B CTaBHUTE (BaCKYJIHUT).

MHoOro peKH HesKeJIaHM JIeKAPpCTBeHU peakuuu (Moxe Aa 3acerHat o 1 Ha 10 000 gymm)

o OOpazyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a Ob/ie 3auepBeHa, ChpOsIIa 1 O0Jie3HeHa
(6ymo3en nemduromnn)

o KOJKEH JIITyC €PUTEMATO/IEC U JIYITyC-I0J00H CHHAPOM (YepBEH, HaIUrHAT, JIFOLIEII Ce OOpHB
B M3JIOKEHHUTE HA CIIHHIIC YYAaCThIIM Ha KOXKaTa, KOUTO MOXKE J1a € IPUIPYKEH OT OOJIKH B
CTaBHTE).

Cho01aBaHe Ha HesKeJIAHM PeaKIuu

AKO MOJTyunTe HAKaKBU HEXXEJIaHU JIEKapCTBEHH Peakly, yBeaomere Bamus nexap wiu gpapmanesT.
ToBa BKJIIOUBA M BCHYKU BH3MOXKHU HEOIHMCAHM B Ta3H JINCTOBKA HEXKENAaHU peakuuu. MoxeTe ChILo
Jla CbOOIIUTE HEXKENAaHHU PeaKIMU JUPEKTHO Ype3 HallMOHAJIHA CUCTeMa 3a ChOOIIaBaHe B
W3mbHUTENHA areHIus 1Mo JeKapcTBaTa

yi. ,,JJamsia I'pyeB® Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo cpobiaBare Hexxenanu peakiiy, MOXKeTe Ja JajieTe CBOS MPUHOC 3a MMoJy4yaBaHe Ha IOBeYe
nH(OpPMAIIST OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpansiBate Stelara

o [a ce cpxpaHsBa Ha MSCTO, HEOCTHITHO 3a JIETia.

. [a ce cexpanssa B ximagmiauK (2°C—8°C). Jla He ce 3ampa3sBa.

o CobxpaHsBaiiTe MPeIBAPUTEIIHO HAITbJIHEHATA [TUCAJIKa B KAPTOHEHATa OMaKOBKa, 3a Jia Ce
Mpe/na3u OT CBETINHA.

o AKoO € He0O0X0IMMO, OTJIEITHUTE MIPEIBAPUTEITHO HATBITHEHH MTUcalku Stelara Moxke ChIlo n1a ce

ChXpaHABAT MpH cTaitHa Temrepatypa a0 30°C 3a makcumyMm eauH niepuo 1o 30 1Hu B
OpUTHMHAJHAaTa KapTOHEHa OMaKOBKa, 3a J1a Ce MPena3aT OT CBeTJAMHA. 3alulleTe JaTara, Ha
KOSITO TIPeIBAPUTEITHO HAIThJTHEHATA TIHCAJIKa € U3Ba/ICHA 3 ITbPBU ITBT OT XJIAAWITHAKA H
JlaTaTta Ha U3XBBPIITHE Ha 0003HAYEHUTE Ha BHHIIIHATA KAPTOHEHA OMaKOBKa MecTa. JlaraTa Ha
U3XBBPIISTHE He TPsIOBa J1a € Clie/] OpUTMHAITHHS CPOK Ha TOJHOCT, OTIIEYATaH BbPXY
KapTOHEHaTa onakoBka. Ciel KaTo BeIHbX NMUcajiKaTa € Owia cbXpaHsBaHa MPH CTaliHa
temmneparypa (1o 30°C), Ts1 He TpsiOBa 1a ce BpbIlua B XJIaAUIHUKA. MI3XBBpJIeTe nucaikara, ako
HE Ce U3II0JI3Ba ClIe/l ChXpaHEeHUe IIPH CTallHa TeMIieparypa B paMkute Ha 30 THU WK clel
M3TUYAaHE HAa OPUTHHAIHUS CPOK Ha FOJHOCT, B 3aBUCHUMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paHo.

o He pasxumamiaiite mpeBapuTeTHO HAITBIHEHATA ACANKa. [IpoIbIKUTETHOTO EHEPTHIHO
pa3Kialiane MoXe J1a IOBpeIx JIEKapCTBOTO.

He u3znon3saiite TOBa J1eKapCcTBO:

. CJIe]l CpOKa Ha TOJTHOCT, OTOENS3aH BhPXY €THKETA U KAPTOHEHATA OMAKOBKA CJIe]
»EXP“/, I'onen no:*“. CpoKbT Ha TOMHOCT OTTOBAPS Ha MOCIEAHHS JeH OT IIOCOYCHHUS MECETI,

. 4KO TEYHOCTTA € C MPOMEHEH IIBSAT, MbTHA HJIH B Hesl ce 3a0es3BaT TUTyBaly 9y KIH YaCTUIIH
(BmxTe TOYKa 6 ,,Kak musriexna Stelara v KakBo ChIIbpkKa OMaKOBKaTa“);

. aKO 3HACTE WJIM CMATATE, Y MOXKE Jia ¢ Ouyla U3JI0’KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHIIMJCHTHO 3aMpPBh3BaHE WK 3arpsiBaHe);

. aKO TIPOIYKTHT € OUJI CHEPTUYHO Pa3KJIaTeH.
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Stelara e camo 3a enHOKpaTHa yrmoTpeda. Hensnoa3BaHusT NPoayKT, OCTaHal B ITKMcaJIKaTa, TpsAOBa J1a
ce u3xBbpin. He u3xBhpisiiTe TekapcTBaTa B KaHAIM3AIMATA UIIU B KOHTEHHepa 3a JIOMaIlHu
ormaapiy. [lomuraiite Bamust gapmarieBT kak 1a U3XBBPIIATE JIEKapCTBaTa, KOUTO Bede HE
u3non3eare. Te3n MEpKH Ie CIOMOTHAT 3a ONa3BaHe Ha OKOJHATA cpeja.

6. Cun)pmalme Ha onMaKoOBKaTa M JO0IIbJHHUTEC/IHA I/lHq)OpMalII/lﬂ

Kakspo ceabpixa Stelara

o AKTHBHO BEILIECTBO: YCTEKHHYMa0. Besika npeBapuTeTHO HAITbITHEHA TIHCAIKa Chbpika 90 mg
ycrekruHyMab B 1 ml.
o Hpyru cveraBku: L-xuctunus, L-XUCTHIMHOB MOHOXHAPOXJIOPUA MOHOXUAPAT, moaucopoar 80

(E433), 3axapo3a u BoJa 3a HHXKEKIUH.

Kak n3rue:xxnga Stelara n KakBo ¢CbABbp:Ka OIIAKOBKATA

Stelara e OucTBp 70 JIEKO OMAaJIECIEHTEH (C TIePJICH OJIACHK), OS3IBETEH /10 OJICI0KBIT HHKEKIIMOHECH
paztBop. Toit MOke J1a ChABbpPKA HAKOIKO JPeOHU MOIYNPO3pAuHH WIH O€IH YaCTHIIN TPOTEHH.
JocTaBsi ce B KApTOHEHA ONAKOBKa, ChAbPrKallla €Ha CThKJICHA IPEIBAPUTEIIHO HAITbIHEHA [TUCAJIKa
ot 1 ml ¢ equanyHa n03a. Besika mpeiBapuTeHO HAITBJIHEHA MTUCalKa chabpxka 90 mg ycrekunymad B
1 ml MHXXEKIIMOHEH Pa3TBOpP.

IIpuTexaTes Ha pa3peLIeHUETO 32 ynorpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IpousBoaure
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

3a MombAHKUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE C€ C JIOKATHUS
NpEeJICTABUTEN Ha MPUTEKATEIIS Ha pa3pelieHreTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: 0800 93 377 Tel: +370 5 278 68 88

info_belux@its.jnj.com It@its.jnj.com

Bbbarapus Luxembourg/Luxemburg

»JokoHCHH & JxoHCHH brarapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: 800 29 504

jjsafety@its.jnj.com info_belux@its.jnj.com

Ceska republika Magyarorszag

Janssen-Cilag s.r.0. Janssen-Cilag Kft.

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

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

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

jacdk@its.jnj.com
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Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
medinfo-de@its.jnj.com

Eesti

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

ee@its.jnj.com

EA0LGoa

Janssen-Cilag ®oppakevtik) Movonpocmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75 /+33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor ehf.

Simi: +354 535 7000
janssen(@pvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
Bapvafog Xoatinmavaynig Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

lv@its.jnj.com

Nederland
Janssen-Cilag B.V.
Tel: 0800 242 42 42
info_nl@its.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

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

Roménia
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o0.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com
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JlaTa Ha mocJeaHo pepasriexkaaHe Ha JucTtoBkaTa 07/2026

[Moapo6ua nHpOpMAaIHs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
10 JIeKapcTBaTa https://www.ema.europa.cu.
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Yxkazanus 3a ynorpeda
Stelara
(ycTeknHymMao)

HHKeKIHA 32 MOJKOKHO PUJIOKEHHe
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

HacrosmuTte "Yka3zanus 3a ynorpeba" cbabppkat nHOpManus 3a TOBa Kak Ja CH HHXKEKTUPaTe
Stelara.

Ba:xno
Stelara ce npezara B mpeiBapUTEIHO HAITBIHEHA ITUCAJIKa 33 €THOKpATHA YIoTpeda, ChbpKaia
enmHa jo3a 45 mg wiu exara go03a 90 mg.

Ilo BpeMe Ha MH:KEKTHPAHETO HATHCHETE APbKKATA J0KPail HAl0/1y, 10KATO NPecTaHe 1a ce
BIK/IA JIMIABOTO TJI0, 32 1a HHKEKTHPAaTe MhaHaTa 103a. HE BJIATAUTE
NPEABAPUTE/IHO HAIIBJIHEHATA IINCAJIKA no BpeMe Ha HH:XKeKTHPaHeTo! AKO ro
HallpaBHTe, IPeJIBAPUTEIHO HANTBJIHEHATA MHCAJIKA LIe ce 3aKJIIYHM M HAMa [a IoJIy4YuTe
IBJIHATA 034,

Axo Bamust nekap peunu, ue Bue nnu o6rprokBaioro Bu snie Moxke J1a MOCTaBATEe HHIKEKIIMUTE CH
Stelara y moma, TpsiOBa 1a moyyute 00yUYeHHE 3a MPABMUITHUS HAYKH 3a MOJATOTOBKA U MHKCKTHPAHE
Ha Stelara ¢ momoIira Ha peIBAPUTENTHO HalTblIHeHaTa nucanka. He ce omuTBaiiTe na ce
HHJKEKTHpPAaTe caMM, I0OKATo He ObjaeTe 00yuenu oT Bammus jexap.

Bcesika nmpeaBapuTeTHO HAITbJIHEHA MTHCAIKA MOXKE J1a Ce N3MOJI3Ba CaMO BeIHBXK. M3XBBpieTe
(Bmwxte CThnka 3) cnex ynorpeda, TOpH ako B HESl € OCTaHAJIO JIEKAPCTBO.

He n3nos3BaiiTe NOBTOPHO NMpeABAPUTETHO HATBJIHEHATA MU CAJIKA.

IIpoyerere Te3m "Yka3zaHus 3a ynorpeda' npeau ga U3NM0J3BaTe MPeABAPUTETHO HATBJIHEHATA
nucajka Stelara u Bceku IbT, KOraTo 1moJjiy4aBare HOBa NMpPeABAPUTEIHO HATBJIHEHA NHCAJIKA.
Bb3moxHO € 1a nMa HoBa MH(popMarys. Ta3u TMCTOBKa HEe 3aMecTBa pa3roBopa ¢ Bammus nekap

OTHOCHO Barrero 3a001s1Bane win JICUCHHE.

AXo0 He MOXKeTe Ja CH IOCTaBUTC CaMU MHXXCKIHATA:

° nomoJiere Bamus nekap wiu MeAUIMHCKa cecTpa Ja Bu nomorHat wiu
° TIOMOJIETE HAKOM, KOUTO € 00YYeH OT JieKap WM MEAUIIMHCKA CECTPa, 1a Bu mocTass
WHXKEKITUNTE.

3a ;a ce HaMalHu PUCKBT OT cnyqaﬁHo Y60)K,Z[3.H€ C Urjia, BCsAKa NpEABAPUTEIIHO HAITBJIHEHA ITHCaJIKa
nMa IpeamnasuTei 3a urijara, KOMTO aBTOMATUYHO IOKpUBaA UTJIaTa U C€ 3aKJII04YBA, CJICI KaTO CTC
IMMOCTaBUJIN MHXXCKINATA U UHXXCKTOPHT € BAUTHAT. He nosnauraiite IMPEABAPUTEIIHO HAITbJIHEHATA
IMMCaJiKa 1Mo Bp€ME€ Ha MHKEKTHUPAHE, JOKATO MHKXCKIUATA HE IPUKITFOYH.
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HpeZ[HaSI/ITeJI}IT Ha urjiata B AOJIHaTa Kalladyka Ha IPEABApUTCIIHO HAITbJIHCHATA ITHCAJIKa ChAbpiKa
narekc. He nunaiire npeanasure/isa Ha urJjiaTta, aKko €cTe aJIepru4yiu KbM JIaTEKC.

MOJ'IH, MMPpOYCTCTC BHUMATCIIHO U JIMCTOBKATA MPCAU Ja 3alIOYHCTC MHIKCKTUPAHCTO U O6C’LZ[CTC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bamms JICKap Wi MCAUIIMHCKA CECTpa.

E HNudopmanus 3a cbxpaHeHue
CoxpassBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € He00X0IUMO, ChXpaHsIBalTe Ha
ctaifHa Temnepatypa 10 30°C 3a nepuon 1o 30 1HU B OpUTHMHATTHATAa KapTOHEHa onakoBka. He
BpPbIIAiiTe B XJaJUIHUKA, CIIeJ] KATO CTE€ ChbXPaHABAJIM Ha CTaifHa TeMIiepaTypa.

He 3aMpa3ﬂBaﬁTe MNPpEABAPUTCIIHO HAITBJIHCHATA MM CAJIKA.

C'bXpaHﬂBaﬁTe NnpeaBapuTe/;IHO HAITbJIHEHATA MUCAJKA U BCUYKH JIeKapcTBa HA MSICTO,
HEJOCTBHIIHO 3a JAe1a.

He pa3KnamaﬁTe MMPEABAPUTCIIHO HAITBJIHCHATA ITHMCAJIKA. Pasknamianero Mmoxe ma ImoBpean
JICKapCTBOTO Stelara. Ako MNpEeABAPUTCIHO HAITBJIHCHATA ITHMCAJIKaA € ouna pa3KiiaT¢Ha, HC 51
n3Ioa3BaiTe. B3emere HOBa MNPpEABAPUTCIIHO HAITBJIHCHA IMMUCAJIKA.

CbxpaHnsiBaiiTe NpeIBapUTeTHO HATLJIHEHATA MUCATKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 2 § mpeana3uTe OT CBETINHA U (U3HYECKO YBPeKIaHe.

>
o
HNmate Hy:k1a oT momom?

Obanerte ce Ha Bamus nekap, 3a 1a 00ChIUTE BCHUKU BBIIPOCH, KOUTO MOXE Jla UMaTte. 3a
JOTTBTHUTEITHA TTOMOIII WIJTH 32 J]a CTIO/IETNTEe MHEHHETO CH, BI)KTE JINCTOBKATA 32 MH(GOpMAITUS 3a
KOHTAKT C JIOKAQITHUS TPEACTaBUTEN.
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Yacta HA npelJBaApHTE/IHO HANIBJIHEeHA MHCATKA

Tlpean ynorpeda Caex ynorpeda

Jpeaka

Jpezsara ca
HATHCES HATOTY

Ackpail.
Jrnaeo TAI0
Tipozop=e U Jrasoro 1270 He c
EMCEIa.

- Cnen mosnurame

OpednazHTerdl Ha HITaTa

— |

PeINAIHTET Ha
HrAa

A / Kanmausa 02 JAKMEOTED H o8
Ha DOREREA JELNTA TEHTA.
0THA KamaTRa ..
'U' HrIaTa He samraite mo EpeMe

He mumaiite
EBTpE.

| HA HHAEKTHPAHE.

PHTOTEETE CIETHHTE MATEPHATH.

IpeTocTaEEHHE E OMAROERATA:

* IlpessapHTeNH0 HAOBIHEHA THCATEA
HE Ca NpeJoCTAEEHH E OMARKOERATA:

* Taunons chec enEpT

+ Tlapuera maMys: EIE MIpan

*  AnNYeIHEHA NPEEPLIKE

* KonTefigep 33 0CTPH NpeIMeTH (BmsTte

Crzoxa 3)

1. lloaroroBka Ha Stelara 3a uH:keKTHpaHe

B3emeTte kapTOHeHaTa(UTe) ONAKOBKA(M)

Ako e(ca) cpxpaHsiBaHa(1) B XJIQAWIHUK, H3BaJleTe KapTOHEHATa(UTe) ONAaKOBKa(H) C MPEeIBAPUTETHO
HaITbJIHEHATA NMUCAJIKA OT XJIAJAWIHHUKA U 5(/TH) TIOCTaBETE HA paBHA MMOBBPXHOCT.

OcraBere Ha cTaiiHa TeMIepaTypa 3a Haii-Maako 30 MUHYTH TIpeaH yroTpeoda.

He 3aromusiite Mo HUKAaKbB IPYT HAUWH.

Axo Bamara f103a e 45 mg, 11e mosiy4yuTe €1Ha NpeABAPUTEIHO HATbJIHEHA NTHCANKa OT 45 mg.

Axo nmo3ara Bu e 90 mg, e moyuute enna ot 90 mg uimy ABe oT 45 mg NMpeaBapUTEITHO HAITBITHECHU
MUCAJIKU. AKO MOJIy4HUTE IBE€ IPEABAPUTEIHO HAITBIHEHN NMHCAIKHU OT 45 mg, cinensaite CTeiku 1-3
3a IBETE MHKEKLINH.

H30epeTe pasau4HO MACTO 32 HHIKEKTHPaHe HA BTOPATA HHIKEKIUSI.
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ITpoBepete naTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,['0eH 10:%) U 3aneYaTBaHETO HA
KapTOHeHaTa(uTe) ONMaKoBKa(M)

He n3non3BaiiTe mpeaBapuUTETHO HATBITHEHATA TIHCAIKA, aKO 3alleYaTBaHEeTO HAa KapTOHEeHATa
OMNAaKOBKAa € HapyILIEHO WX aKO CPOKBT HA TOAHOCT € U3TEKBII.

He usmon3BaiitTe peaBapuUTEIHO HAITBIHEHATA IMHCAJIKa, aKo € Omiia ChXpaHsABaHa Ha CTailHa
TeMIeparypa 3a nosede oT 30 JHM WM aKo € Onla ChbXpaHsBaHa Ha TeMieparypa Hag 30°C. Obanete
ce Ha Bamus nekap uiu apmarieBT 3a HOBa MPEABAPUTEITHO HAITBITHEHA MTHCANIKA.

w’

H30epeTe MsICTO 32 MHAKEKTHPaHe

M3bepere eqnH OT CIETHUTE YIACTHIIM 32 HHKCKTUPAHE:

. [Ipennara gact Ha Gexpara

L4 I[OJ'IHaTa YacCT Ha KOpEMa, C U3KIIFOUYCHUC Ha 5—CaHTI/IMeTpOBaTa 30Ha TOYHO OKOJIO IThIIa

Axo HIKOM Apyr Bu mocraBs HMHXKXCKIUATA, MOXKE a U3I10JI3Ba ChIIIO:
L4 3agHaTta 9aCT Ha MUITHUIITUTC

He HH)KGKTHpaﬁTe B KOXa, KOATO € YyBCTBUTC/IHA, HACMHCHA, 3a4€PBC€HA WX BTBBPACHA.

H3noa3BaiiTe pa3iMuHoO MACTO 32 HH:KEKTHPaHe NMPH BCAKO HHKEKTHPaHe.
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WN3muiiTe ppuere cu
W3muiitTe 1o00pe phIETE CH ChC CallyH U TOILIA BOJA.

ITouncrere MACTOTO HA HHIKEKTUPAHE

W36bpiuere n30paHoTo oT Bac MACTO 3a HH)KEKTUPAHE C TAMIIOH ChC CIIUPT U I'O OCTaBeTe J1a
U3CBXHE.

He nokocsaiite, He BEUTE U HE JyXalTe BbPXY MACTOTO Ha MHKEKTUPAHE, CIIE] KaTo CTE Io
MTOYHUCTHUIIN.

IIpoBepere TEYHOCTTA B PO30PUYETO

Uz6epete noOpe ocBeTeHa, UUCTa U paBHA PadOTHA HOBBPXHOCT.

W3BajieTe npeiBapUTEIIHO HAITBIHEHATA TIMCAIKA OT KapTOHEHATa OMAKOBKa U IMPOBEPETE 3a MOBpEa.
[Iposepete TeunocTTa B ipo3opueto. Ts TpsiOBa a ObJ/ic Mpo3pavyHa 0 JeKo onajeciueHTHA H
0e31BeTHA /10 0/1€105KbJITA U MOXKE 12 ChIbPKa MAJIKM 0eJIM WU MPO3PAYHM YACTULM U eTHO HJIH
noBeye Bb3AYIIHH MexypueTa. ToBa € HOpMaJIHO.

He umkekTupaiite, ako TEYHOCTTA € 3aMpb3Halla, MbTHA, C IIPOMEHEH IIBSIT WU ChABPIKA FOJIEMH
gactuiy. OGanere ce Ha Bamms nexap win papMarieBT 3a HOBa MPEABAPUTETHO HAITBJIHEHA MTUCANIKA.

2. MaxexTHpane Ha Stelara

227

M3abpnaiiTe 10JIHATA KallayKa

JpbKTe phLeTe CH Jajied OT Npeana3uTelIsi Ha UIJIaTa, clie]] KaTo CBAJINTE Kanadkara. HopmanHo
€ J1a BUJUTE HAKOJIKO KAaIlKU TEYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJIel OTCTPaHsIBaHE HA KanaykKara.

He nocrasstiite kanaukara oOpaTHo. ToBa Moxe 1a JOBeze 10 YBpexk/JaHe Ha UriiaTa.

He u3non3Baiite npeaBapuTeIHO HAITBJIHEHATA IMCAJIKA, aKO TSI ObJie N3IyCHATa ClIed OTCTPAHSIBaHE
Ha Kanaukara. O0azete ce Ha Bamms siexkap win apMarieBT 3a HOBa IIPEABAPUTETHO HAITbJIHEHA
IUCAJIKA.
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IlocTtaBeTe HanpaBo BbPXY KoxkaTa. HaTHcHeTe ApBbKKATA TOKpail HaT0/1y, J0KATO MPecTaHe 1a
ce BIAK/A JTWJIABOTO TSIO.

HE BJIATAUTE HAITBJIHEHATA ITPEJABAPUTEJIHO ITACAJIKA no Bpeme Ha
HHJKeKTHPaHeTo!

AKO ro HampaBuTe, IpeaNasuTeNAT Ha UrilaTa Ie ce 3aKIJII0YH, KaTo ce MOSIBY KbJITa JICHTA, U HAMa Ja
TIOJTyYUTE IThJIHATA 034.

Mosxe ma gyere IMpaKkBaHe, KOTaTO HHXKEKTHPaHeTo 3amoune. [IpoapinkeTe 1a HaTHCKare.
AKO yceTHTe CHIPOTHBJIEHUE, MPOABJAKETE 12 HaTHCKaTe. ToBa e HOpMAaJIHO.
JlexapcTBOTO Ce MHXKEKTHUPA, TOKAaTO HaTHCKaTte. [IpaBeTe TOBa Che CKOPOCT, KOSATO € yA00Ha 3a Bac.

T WIPAK

o

YBepeTe €€, Y€ MHIKCKTHUPAHETO € 3aBbPIICHO
I/IH)KCKTI/IpaHeTO € 3aBbpUICHO, KOT'aTO!:

° JIniaBoTo TS1JIO He ce BHIKIAA.
° Bede He MokeTe 1a HaTHCKATE APBHKKATa HAIOMY.
° Moske na gyere mpakBaHe.

g,

Baurnere npaso Harope
JKbnTara ieHTa nokasBa, ue NpeanasuTeNsaT Ha UIjaTa € 3aKJI04eH Ha MICTO.
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3. Ciiel MH/KEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATKA

Bennara cien ynorpe6a noctasere U3I0JI3BaHaTa IPEABAPUTEIHO HAIIbJIHEHA [TUCAJIKA B KOHTEHHEp
3a U3XBBPIISIHE HA OCTPU IIPEIMETH.

He n3xBBpIsiiiTe NpeABapUTENIHO HAITBIHEHUTE UCANKH B KOHTEHHEpa 3a OUTOBH OTIaIbLIH.

He penunxnnpaiite U3Moy3BaHus KOHTEHHED 3a U3XBBPJISIHE HA OCTPU IPEIMETH.

IIpoBepeTe MACTOTO HA NHKEKTHPAHE

B1b3M0XHO € Ha MSICTOTO Ha MHXKEKTUPAHEe J]a MMa MaJIKO KOJIMYEeCTBO KPbB MM T€UHOCT. ToBa €
HopMaiHO. [IpuTucHeTe napye namykK WId Mapiisi KbM MSCTOTO Ha MHXKEKTUPaHE, 10KaTO KbPBEHETO
crpe.

He pa3tpuBaiiTe MACTOTO HA UHKEKTUPAHE.

AKO € HeoO0X0TMMO, IOKPUHTE MACTOTO Ha MHXKEKTHpaHE C TIPEeBPH3Ka.

AKO NOIy4YHTe ABE NPEABAPUTEIHO HATBIHEHH NMUCANKH OT 45 mg 3a 103a 90 mg, mosTopere CTHIKH
1-3 ¢ BTOpaTa npeaBapUTEIHO HallbjiHeHA Tucasika. M30epeTe Apyro MsicTo 3a HHAKEKTHPAaHe Ha
BTOPATA MHKEKIHS.
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