MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

STELARA 130 mg koHIEHTpaT 3a HHPY3UOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

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

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

TCXHOJIOTHA.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

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

Pa3TBOpBT € OMCTBp, Oe31BETEH 10 OJIETOKBIIT.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHU MOKA3ZAHUS

Bonecr na Crohn npu Bb3pacTHH

STELARA e moka3aH 3a Jie4eHHe Ha Bh3PACTHH MAIIEHTH C YMEpPEHa JI0 TeXKa aKTHBHA OOJIECT Ha
Crohn, kouTo ca ce MOBJIMSIN HEJOCTAThUHO, BEUe HE CE MOBIHMIBAT WIM UMAT HETOHOCHMOCT KbM
KOHBEHIIMOHAJIHATA TEepaIus WK KbM aHTaroHuct Ha TNFa.

Bosect na Crohn npwu zera

STELARA e mokasaH 3a JieueHre Ha yMepeHa JI0 TeXKa akTuBHa Oosnect Ha Crohn mpu neauaTpuaHu
HAIMEHTH C Terio Hail-Manko 40 Kg, KOMTO ca MMaJi HeIOCTaThUeH OTTOBOP HJIH HMAT
HETTOHOCUMOCT KbM KOHBEHIIHOHAIHA WM KbM OMOJIOTHYHA TEePAITHSL.

Yrepo3eH KOJIUT

STELARA e noka3aH 3a JieueHUE Ha Bb3pacTHU MAIlMEHTH C YMEPEH 10 TEXBK aKTHBEH YIEPO3EH
KOJIUT, KOUTO Ca Ce MOBJIMIIN HEJJOCTaThUHO, BEYe HE CE MOBJIMSABAT MJIM UMAaT HEMOHOCHUMOCT KbM
KOHBEHI[MOHAIHATA Tepanusl Uil KbM OHOJIOTHYEH JIEKAapCTBEH MPOAYKT.

4.2  Jlo3MpoBKA M HAYMH HA MPUJIOKEHHE

STELARA xoHueHTpat 3a HH(y3UOHEH pa3TBOp € MpeJHa3HadeH 3a ynorpeda noj pbKOBOJACTBOTO U
HaJ30pa Ha JIeKap C OIUT B TMArHOCTUIIMPAHETO U JIedeHneTo Ha Oosxect Ha Crohn mwin ynuepo3eH
konut. STELARA koHIleHTpaT 3a nH(Y3HOHEH pa3TBOP TPsiOBa jJa ce M3I0/I3Ba CaMo 3a
WHTpPaBEHO3HATa WHAYKIIMOHHA J034.

2 !031/1[ )OBKa

Bo3pacTHu
Bonect va Crohn u yaiepo3es KoauT

Jleuenneto cbe STELARA TpsiOBa 1a ce 3amodHe ¢ eIMHAYHA HHTPABEHO3HA 71033, OCHOBABAIla Cce Ha
TEJIECHOTO Terio. MH(y3noHHUAT pa3TBOpP TPsIOBA Ja ce MPUrOTBU OT HAKOJKO (takona STELARA
130 mg, xaxTo € yka3ano B Tabauua 1 (Bx. Touka 6.6 3a IPUTOTBSHETO).




Tabnuya 1  Hauanna unmpasenosna 0oza na STELARA

TeJieCHO Terj10 HA MAIUEHTA KbM IIpenopbunTeHa Bbpoii ¢paakonn
MOMEHTA Ha NMpHJaraHe no3a? STELARA 130 mg
<55kg 260 mg 2

> 55 kg mo <85 kg 390 mg 3

> 85 kg 520 mg 4

2 IIpu6musurenso 6 mg/ky

IIspBaTa moakoKHA 7032 TPSAOBA Aa ce MPIIIOKHU Ha CeaIMUIIA 8 clie]] MHTPABEHO3HATa 1103a. 3a
JIO3MPOBKATA MPH MOCIIEBAIATa CXeMa Ha MTOJIKOKHO NpUIIokeHre BrkTe Touka 4.2 ot KXI1 Ha
STELARA wumXeKIroHeH pa3TBop ((JIakoH) ¥ MHKESKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAIThIIHECHA
CTIPUHIIOBKA WJTH B IPEABAPUTEITHO HAITBIHEHA ITHUCAITKA.

Cmapuecka év3pacm (> 65 2o0unu)
He e HeoOX01MMO aganTupaHe Ha 103aTa MPH MAIHeHTH B CTapyuecka Bb3pacT (BXkK. Touka 4.4).

bvbpeuno u uepHodpobHo yepescoare
He ca mpoBexxnanu npoyuBanus cb¢ STELARA npu Te3u nomynaruu marnpieaTa. He Mmoxke 1a ce nane
MperophKa 3a J103aTa.

Tleduampuuna nonynayus

Bosnect na Crohn npu sienia (manmenTy ¢ Terio Hai-manko 40 Kg)

Jleaenueto cbc STELARA TpsibBa na ce 3amodHe ¢ eqMHAYHA HHTPABEHO3HA /1033, OCHOBABAII[A CE Ha
TEJIECHOTO Terno. MH(y3uoHHUAT pa3TBOP TPSAOBA Jla ce MPUTOTBU OT HAKOJKO (urakona STELARA
130 mg, kakTo ¢ yka3aHo B Tabnuma 2 (Bxk. Touka 6.6 3a IPUTOTBSIHETO).

Tabnuya 2 Hayanna unmpaserosna 0oza Ha STELARA

TesiecHO TErJI0 HA MALMEHTA KbM IIpenopbunTeHA Bpoii prakonu
MOMEHTA Ha NpUJaraHe ao3aa STELARA 130 mg
> 40 kg no <55 kg 260 mg 2

> 55 kg mo < 85 kg 390 mg 3

> 85 kg 520 mg 4

& T[Ipu6nmsurenso 6 mg/kg

ITppBaTa noakoXHa A03a TpsIOBa 1a ce MPUIIOXKU Ha CeAMHLA 8 clie MHTPaBeHO3HAaTa J103a. 3a
JIO3UPOBKATA IIPH MOCJIEIBAIlaTa CXeMa Ha MOJIKOKHO MpujlokeHne BkTe Touka 4.2 ot KXII Ha
STELARA unkekuuoHeH pa3TBop ((paakoH) v MHKEKIIMOHEH pa3TBOP B MIPEABAPUTEIHO HAIIBIIHEHA
CHPUHIIOBKA.

besonacuoctta 1 edukacroctra Ha STELARA nipu nedenue Ha 6osect va Crohn npu neguatpudHu
HaleHTy ¢ Teriio moa 40 Kg niy yimepo3eH KOJIUT NpH Jiella Ha Bb3pacT noj 18 roauHu Bee omie He
ca yCTaHOBEHHU. JIUIcBaT JaHHHU.

Hauwun Ha npwiioxxeHue

STELARA 130 mg e camo 3a HHTpaBeHO3HO NpuiiokeHne. Toii TpsiOBa Ja ce mpusara B
NPOJBIDKCHUE HA Hali-MaJIKO €JIMH Yac.

3a yka3aHHsl OTHOCHO pa3pex/IaHeTO Ha JICKAPCTBEHNUS MPOJYKT TPEIN PUIIOKEHNE BIDKTE TouKa 6.6.

4.3 IIpoTuBOomOKAa3aHUS

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KBM HIKOE OT MOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

KiuHnuHO 3HaunMMa, akTHBHA MH(EKIMs (HArp. aKTUBHA TYOepKyJ103a, BXK. Touka 4.4).



4.4 CoenuajJHU nMpexynpexIeHusi U NpeanasHu MepKHU MpH ynorpeda

[Ipocneaumoct
3a fa ce moIo0pu MPOCIETUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U TAPTHIHUST

HOMEp Ha MPIIOKEHUS MPOTYKT TPSIOBA SCHO /1A CE 3aIrCBaT.

HNudexnnun

Ycreknaymad MOXKe J1a IMa TIOTEHIIHAI /1a YBEeMYaBa pUCKa OT HHPEKIUH U ]a peaKTHBUpa
nareHTHH HHpeKmu. [Ipy KITMHUYHE TpOyYBaHUS U TIOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBaHE
NpY TALMEHTH C TICOPHA3UC ce HaOJII0aBaT CEpHO3HU OaKTepHaaIHH, THOWYHN U BUPYCHU HH()EKIUH
npu nanuenty, npueman STELARA (Bx. Touka 4.8).

[Ipu manuenTy, JIEKyBaHU ¢ YCTEKHMHYMa0, ce choOIIaBa 3a OMOPTIOHUCTUYHU UH(PEKITUH, BKIIFOUBAIIH
peakTUBUpPAHE Ha TyOepKyJ03a, APYry OMOPTIOHUCTHYHYU OaKTepraTHi HH)EKINY (BKIIOYUTEITHO
aATUITMIHA MUKOOAKTepraiiHa HHGEKIHsI, MCHHHTUT, IPUIHMHEH OT Listeria, MHEBMOHUS, IPUYHHEHA OT
Legionella, n HOKapanO03a), OMOPTIOHUCTUYHA MUKOTHYHH WH()EKIINH, OTIOPTIOHUCTHYHN BUPYCHU
MHQEKIHUU (BKIIOYUTENHO eHIe(AIUT, MPUIUHEH OT XepIec CUMIUIEKC 2) U Mapa3uTHU HHPEKITUHN
(BKIJIFOUMTETHO OYHA TOKCOILIa3MO03a).

TpsiOBa 1a ce MOAX0XK/Ia ¢ IOBHUIIICHO BHUMaHKE, KOTaTo ce 00Chxkaa mpuiokenuero Ha STELARA
IPH MAIKMEHTH ¢ XPOHUYHHU HHDEKIMK MK aHaMHe3a 3a peliIuBrupaiia nHpekuus (Bx. Touka 4.3).

[Mpenu 3anouBaneto Ha jeyenne cb¢ STELARA manuenTture TpsiOBa aa ce nscieasar 3a
TyOepkyno3Ha uapekius. STELARA He TpsOBa na ce mpuiiara mpu MaueHT! ¢ akTHBHA
TyOepKymo3a (Bxk. Touka 4.3). JleueHneTo Ha nmaTeHTHA TyOepKyII03Ha HH(EKIHs TpsiOBa 1a 3amovyHe
npenu npuiokeanero Ha STELARA. AHTUTYOepKyI03HaTa Tepamus ChIo TpsOBa 1a 0bae 00CchIeHa
npeau HavanoTo Ha JeueHue cb¢ STELARA mpu nareHT ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyI03a, Py KOUTO HE MOXKE Jia ce TIOTBHP/IU aJcKBaTeH Kypc Ha JeueHue. [lanuenTure,
npuemanii STELARA, Tps0Ba fga ce HabIrogaBaT BHUMATETHO 32 MIPU3HAIA M CHMIITTOMH HAa aKTHBHA
TyOepKyJi03a 1o BpeMe Ha JICYCHUETO U CIIE] HETO.

[ManmenTute TpsiOBa a OBJAT HHCTPYKTUPAHH JIa TOTHPCAT JICKAPCKU CHBET, AKO CE MOSABAT MPHU3HALN
WM CUMIITOMH, TIpEnoaramy HHGeknus. AKo NaieHT pa3Bue cepruo3Ha UHMEKIUs, ChCTOSIHUETO
My TpsiOBa BHUMaTeNHO 1a ce cieau u STELARA He TpsiOBa na ce npuiiara, 10Kkato nH(EKIHUITa He
OBJ€ OBJIAAAHA.

310Ka4ecTBEHH 3200 IsIBAHUS

HmyHocynpecopy KaTo yCTeKHHYMad UMatT NMOTEHIIMAN JIa YBEINYaBaT pUCKA OT 3JI0KaYeCTBEHH
3abomsBanus. Hakon nanuenTy, kouro ca npuemanu STELARA B KIIMHUYHY NPOYYBAaHUS U B
MMOCTMapKETHHIOBO OOCEPBAIMOHHO NMPOYYBAaHE MPH MAIEHTH C MICOPUA3UC, Ca PA3BIIIN KOXKHU U
HEKOXKHH 3JI0Ka4eCTBeHH 3a00Js1BaHus (BK. TOUKa 4.8). PHCKBT OT 3110KayecTBEHN 3a00JIIBaHUS MOXKE
Jia € TI0-BUCOK NPH NALMEHTH C IICOPHa3HCc, KOUTO Ca JIEKYBaHM C ApyTry OMOJOrMYHH JIEKapCTBa B
X0Ja Ha 3a00JISIBAHETO.

He ca mpoBexxianu nmpoy4BaHusi, B KOUTO y4acTBAT MAUEHTH C aHAMHE3a 32 3JI0KAYeCTBEHU
3a00JIIBaHUS WM B KOUTO MPOIBIDKABA JICYCHHETO Ha TAIIMESHTH, Pa3BUIIM 3]I0KAYE€CTBEHO 3a00JIsIBaHe
o Bpeme Ha npueMa Ha STELARA. 3aroBa Tpsi0Ba 1a ce MMOAX0KAa C OBHUIIICHO BHUMAHUE, KOTATO
ce obcwxaa npuinoxkenrnero Ha STELARA nipu Te3u manueHTH.

Bewndky marnuenTH, mo-crenuaiio Te3u Haj 60 ToanHY, TalueHTH C aHaMHe3a 3a MPObIDKUTETHA
MMYHOCYIIpECHBHA TepaIus WK TakuBa ¢ aHamHe3a 3a [IYBA-tepamnus, TpsOBa na ce HabmromaBar 3a
HosiBa Ha paK Ha Koxkara (BK. Touka 4.8).

CHCTEMHHU U PECIIMPATOPHU PEAKIINYA HA CBPBbXYYBCTBUTEITHOCT

Cucmemnu

Cepuo3HH peakIuy Ha CBPbXYyBCTBUTEITHOCT Ca JOKJIAJIBAHA B IOCTMAPKETHUHIOBU YCIIOBHSI, B HIKOU
ClTydad HSAKOJIKO JHHM ciief iedeHueTo. Mima ciyuyan Ha aHaduiIakcus U aHrHoeaeM. AKO e MOSIBU




aHa(UIaKTHYHA WK [pyra CEPHO3HA PEaKIMs Ha CBPBXIYBCTBUTEIHOCT, TPSIOBA J]a ce Ha3HAYH
moxo A Tepanus u npuiokennero Ha STELARA tps6Ba na ce nmpeycraHoBH (Bxk. Touka 4.8).

Peakuum, cBbp3anu ¢ nHQY3UsITA

B ximHWYHATE M3NUTBaHKA ca HAOIIOMaBaHU pPeakIny, CBbp3aHu ¢ nH(y3uaTa (Bx. Touka 4.8). [1o
BpeMe Ha MOCTMapKETHHIOBOTO HAaOIIOEHNE ce ChOOIIaBa 3a CEpUO3HH PEAKINU, CBBP3aHU C
MHQY3UATA, BKIFOUYUTETHO aHAQMWIAKTUYHN Peakuuu KbM HH(]y3usaTa. AKo ce Habnro1aBa cepro3Ha
WJTH )KMBOTO3aCTpalIaBallla peaknus, TpsOBa a ce 3arovHe MOAXOISIIA TEPAHS ¥ IPUIIOKEHUETO Ha
yCTeKHHYMa0 /1a ce peyCTaHOBH.

Pecnupamopnu

Crydau Ha anepruyeH ajJBeoJnT, €03MHO(MMITHA THEBMOHUS 1 HEMH(EKIINO3Ha OrpaHu3upaIia
MTHEBMOHUS ca ChOOIICHH 10 BpEMe Ha ITOCTMApKETUHTOBaTa yrnorpeda Ha ycTekuHyMao. Kimnanunute
MPOSIBY BKITIOYBAT KAllUIHIIA, TUCITHES M MHTSPCTHIIMATHY UH(UITPATH CIIE]T €THA JIO TPH JI03U.
Cepuo3HHTE TOCTIESIUIN BKITFOYBAT ANXATEeTHA HEJOCTATHYHOCT U MPOIBIDKUTETHA XOCITUTAIN3AIINS.
ITomobpenue e crOOMABaHO CIIE] IPEyCTaHOBIBaHE HA JICYCHUETO C YCTEKHMHYyMal M B HAKOU CITy4an
MIPH MPHIOKEHUE Ha KOPTUKOCTEPOUIU. AKO ObJic M3KIIIOUeHA MH(EKIIMS U AMarHO3aTa ce MOTBbPIH,
MPUJIOKEHUETO Ha yCTeKHHyMab TpsOBa /1a ce MpeyCTaHOBH U J1a CE 3all0YHE MOIXOISAINO JISYeHNE
(Bk. TOuka 4.8).

CbpaevHOCH/IOBH CHOUTHS

[Tpu marmenTtun ¢ ncopuasuc, ¢ excrozutms Ha STELARA, B mocTMapKkeTHHTOBO 00CEpBalIOHHO
NpoyYBaHe ca HaOMI0JaBaH! ChPICYHOCHA0BH ChOUTHS, BKIIOUUTEIHO HHPAPKT Ha MHOKapaa 1
MO3BYHO-CH/IOB HHIMJICHT. PHCKOBHUTE (akTOpH 32 ChpACUHOCHI0BO 3a00sBaHe TPsOBa 1a ce
OIIEHSABAT PEIOBHO 10 Bpeme Ha sieueHneTo chc STELARA.

Bakcunanuu
[IpenopbyBa ce J1a He ce MpUIIarat >KWBU BUPYCHH WM JKUBU OakTepuaniu BakcuHu (kato BLIXK)

eqroBpemMeHHO cb¢ STELARA. He ca mpoBexxjaHi KOHKPETHH MTPOYYBAHUS TIPH IMAIUEHTH, BEPXY
KOUTO HAaCKOPO € TpujiaraHa )KuBa BUPYCHA WM *KHUBa OaKkTepuaaHa BakcuHa. Hsma naHuu 3a
BTOPUYHO TpejaBaHe Ha MHOEKIVs Ype3 KUBU BAKCUHM ITPpH naiueHTH, noiaydaramu STELARA.
Jleaenuero cbc STELARA TpsibBa na ce nmpeycTaHOBH Hall-Mallko 3a 15 ceqMuIuy cie nociaeqHaTa
Jl03a MPEaN MOCTABSIHETO Ha JKMBA BUPYCHA WJIH KMBa OaKTepHraiHa BAKCHHA U MOXeE JIa c€ Bb30OHOBU
Hal-MaJKo 2 CeIMUIM CJie]l BAKCHHUpPaHeTo. JIekapuTe, MpeucBaliiy JIeKapcTBOTO, TpsOBa 1a
HampaBsT crpaBka ¢ KpaTkara xapakTeprcTrka Ha MPOyKTa 32 KOHKPETHATa BAaKCHHA 32
JIOITBTHUTETHA WHPOPMAIIHS U yKa3aHUS 32 €IHOBPEMEHHATA YyIIOTpeda Ha MMYHOCYIPECUBHU
JIeKapCTBa CJie/l BAKCUHUPAHE.

He ce npenopbuBa npuiarane Ha xuBu BakcuHu (kato BLIJK BakcuHa) npu KbpMaueTa, ¢ eKCIIO3UIHs
Ha YCTeKHHYMa0 in Utero, B mpobKeHHE Ha ABAHAIECET Mecela CIIe/l PayKIaHeTO WIIH JI0KAaTO
CepYMHHUTE HHBA Ha YCTEKUHYMal MPU KbPMAUeTO CIaHAT 0]l HUBOTO HA JETEKIMs (BXK. TOUKU 4.5 1
4.6). Ako e HaTHIe KaTeropuvHa KIMHAYHA T10J13a 32 OTACIHOTO KbpMaye, MOKe Ja ¢ OOMUCITH
HpHIaraHe Ha )KMBa BaKCHHA B [0-PAHEH MOMEHT, aKO HE CE OTKPHBAT CEPYMHH HHBA Ha
yCcTeKnHYyMao.

[Nanuenture, kouto ynorpedsisar STELARA, moxxe 12 monyyaT eJHOBPEMEHHO HHAKTUBUPAHU HIIH
yOUTH BaKCHHU.

Hsarocpounoto neuenune cb¢ STELARA He moTHcka XyMOpanHHA UMYHEH OTTOBOP KbM
THEBMOKOKOBUTE TOJIM3aXapH/IHNA BAKCHHH WM KbM BAaKCHHHUTE Cpelly TeTaHyc (BK. To4ka 5.1).

EnHOBpeMEHHA UMYHOCYIIPECUBHA TEpanus

[Ipu npoyuBaHus npu Ncopruasuc He ca oueHsBaHU Oe3omnacHocTTa U erukacHocTTa Ha STELARA B
KOMOWHAIINS C UMYHOCYTIPECOPH, BKITFOUHUTEITHO OMOJIOTHYHH NPOLYKTH MK poToTepanus. [Ipu
MPOyYBaHUS MPHU TICOPUATUIEH apTPHUT, EAHOBpeMeHHaTa ynorpeda Ha MTX He moBnusiBa
6e3omacHoctTa U epukacHoctta Ha STELARA. B npoyuBanusra mpu 6oxect Ha Crohn u ynueposex
KOJIUT €THOBPEMEHHATa yIoTpeda Ha UMYHOCYIIPECOPH MIIH KOPTUKOCTEPOUIN H3TIIEKIa HE




MoBJIKsABa Oe3omacHocTTa MK eukacHocTTa Ha STELARA. TpsadBa na ce moaxox/a ¢ MOBUIIICHO
BHHMaHHE, KOraTo ce 00CHKIa eMHOBPEeMEeHHATa yroTpeda Ha npyru umyHocynpecopu u STELARA
WK TIPY IPEMUHABAHETO KbM JICUCHHUE ¢ APYTH OMOIIOTHYHN UMYHOCYTIpecopH (BXk. Touka 4.5).

HNmyHoTepanus
STELARA He e omleHsIBaH ITpH MAI[MeHTH, KOUTO ca MOJJIaraHi Ha UMyHOTepanwus 3a anepruu. He e

u3BectHO nanu STELARA Moske na ce 0Tpa3u Ha IMyHOTEpanusaTa npu ajlepruu.

Cepro3HH KOKHH 3a00JIIBaHU

[Tpu manuenTu ¢ ncopuasuc ce choOIaBa 3a ciy4yan Ha eKC(OIMATUBCH JEPMATHUT CJIC]T JICUCHHUE C
ycTekuHyMa0 (Bx. Touka 4.8). [larueHTrTe ¢ copuasuc ¢ miaku MOXKE Jia pa3BUAT €pPUTPOJACPMHUYCH
TICOPHA3HC KATO YacT OT €CTECTBEHUSI XO7 Ha 3a00JISIBAHETO ChC CUMIITOMU, KOMUTO MOKE OT KITMHHYHA
IJIeJ{HA TOYKA Jia He Ce OTJINYaBar OT eKconuaTuBHus aepMarur. Jlekapure TpsOBa j1a BHUMaBAaT 3a
CUMITOMH Ha EPUTPOJICPMUYCH IICOPUA3UC WU CKCPOTUATHBEH JCPMATHUT KaTO YacT OT
MOHHUTOPHUPAHETO Ha TICOpHa3uca MpH NanueHTa. AKO Te3U CHMIITOMH Ce TIOSIBST, TPSAOBA Ja ce
3ammoune noaxozsmo nedenue. [Ipuemst Ha STELARA TpsiOBa na ce mpeycTaHoBH, ako MMa
ChMHEHHS 32 JICKapCTBEHA PEaKIusl.

3a00J1sIBaHUs, CBbP3aHU C JIYITYC

Crny4an Ha 3a00NsBaHus, CBBP3aHH C JIYITyC, CE ChOOLIABAT NPH MAIMEHTH, JICKYBaHU C YCTEKHUHYMAO,
BKITIOUUTEITHO KOXKEH JYIYC €pUTEMATOIeC H JIynyc-noio0eH cunapom. [Ipu Bb3HUKBaHE Ha JIe3UH,
0c00CHO Ha M3JI0KEHUTE Ha CITBHIIC YYACThIIM HAa KOXKATA, UITH aKO T€ CE ChITBTCTBAT OT apTPAaJIrus,
MAIMeHTHT TPSAOBA Jla MOTHPCH He3a0aBHO JIeKapcKa MOMOII. AKO ¢€ TOTBBPAAT 3200 IIBaHUS,
CBBP3aHHU C JIYIyC, yCTEKUHyMal TpsiOBa J1a ce MpeyCTaHOBH U Jia Ce 3all0YHe TOAXOSIIO JICUCHHE.

CrenyanHy nonyJianuu

Cmapuecka év3pacm (> 65 2o0unu)

B KIMHUYHUTE U3MUTBAHUS TIPU 0JJOOPCHUTE TIOKAa3aHMs HE C€ HAOJIOaBaT ChIIICCTBESHH Pa3inyus B
e(rkacHOCTTa WM OE30TMIACHOCTTA MPH MAIUEHTH Ha 65-TOIUIITHA BH3PACT U IMO-TOJIEMH, KOUTO
nonygaBaT STELARA, B cpaBHeHHE ¢ MO-MIJIaIU TTAIUEHTH. bposT HA AaIMEHTUTE HA BH3PacT

65 roaMHU U MO-ToJIeMH 00aye HE € IOCTAThYCH, 3a J1a Ce ONPECIIN IajIi Ce TOBIUSIBAT Pa3jIudHO OT
MO-MJIaJINTE MalMeHTH. Thi KaTo pa3npoCcTpaHEeHHEeTO Ha MHPEKITUHN CPel CTapUyecKaTa MOoIyIaus
KaTo IISUT0 € TIO-TOJISIMO, JISYEHUETO TIPY NAIlMEeHTH B CTapuecka Bh3pacT TpAOBa Ja ce mpuiara
BHUMATEIHO.

CopabpkaHue Ha HATPUH

STELARA cbabpika no-manko ot 1 mmol Hatpuii (23 mg) Ha /103a, T.€. MOXKE JIa Ce Kaxe, ue
npakTruecku He chabpika Hatpuil. STELARA o06aue ce pa3pexna ¢ HHpY3MOHEH pa3TBOP HA HATPUCB
xyopua 9 mg/ml (0,9%). Tosa TpsiOBa 1a ce MMa NpeABU IPHU NALMEHTH Ha J1eTa ¢ KOHTPOJIUPaH
npueM Ha HaTpuii (BXK. Touka 6.6).

IMoaucopbar 80
Stelara ceabppxka 10,8 mg nonucopbar 80 (E433) BB Besika 7103, KOATO € €KBUBAJIEHTHA Ha

0,40 mg/ml. [TonucopOaTuTe Morar Ja NPUYHHST aIepPrUYHU PEaKIINH.
4.5 BzaumopaeiicTBHE ¢ APYTU JeKAPCTBEHH NMPOAYKTH U APYru OpMHU HA B3auMoJelicTBUE
JKuBu BakcuHM He TpsiOBa na ce npwiiarat eqHoBpeMeHHo cb¢ STELARA.

He ce nmpenopbsuBa npunarane Ha >kuBu BakcuHH (kato BLXK BakcuHa) mpu kppmaveTa, ¢ eKCIO3UINS
Ha yCTeKMHYMa0 in Utero, B mpobDKeHHE Ha ABAHAIECET Mecela CIIe/l PayKIaHeTO WIIH JI0KaTO
CEepyMHHUTE HUBA HA YCTEKHHYMa0 NpU KbpMAUueTO CIIAJAHAT [10Jl HUBOTO Ha AeTeKIMs (BXK. TOUkU 4.4
4.6). Axo e HanMIe KaTeropu4Ha KIMHUYHA [10J13a 32 OTAEHOTO KbpMayue, MOXKe J1a ce OOMHCIIH
IIPWJIAraHe Ha )KUBA BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHHM HHBA Ha
yCTeKnHYMao.



[pu papMaKkOKHMHETHYHY aHATIN3H HA MOMYJIAIUATA, HAlIPaBeHH B Ipoy4BaHus (asa 3, e uzcieBan
e(eKTHT Ha Hall-yecTo eHOBPEMEHHO IPUEMaHH JIEKapPCTBEHU MPOAYKTH MPH MALMEHTH C TICOPHA3UC
(BKITIOUMTEITHO U Mapareramoli, H0ynpodeH, aneTuicaIuinioBa KUCEINHA, METQOPMUH,
aTOPBACTaTHH, JJEBOTUPOKCHH) BbPXY (papMakoKknHeTHKaTa Ha ycTeknHyMab. He ca HabnromaBaHu
MIpU3HAIA Ha B3aUMO/JIEHCTBHE C TE3W €THOBPEMEHHO MPUEMAHH JIeKapCTBEHU MPoIyKTH. OCHOBA Ha
TO3U aHau3 € (PakThT, e Haii-manko 100 mamuenTn (> 5% ot n3cienBaHaTa MOMyJIANN) Ca JEKyBaHH
€HOBPEMEHHO C T€3H JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT nmeproaa Ha MpOoydIBaHETO.
®dapMaKOKHHETHKATa Ha YCTEKHHYMa0 HE ce € MOBIHAIIa OT eIHOBpeMeHHarta yrorpeda Ha MTX,
HCIIBC, 6-mepkantomnypuH, a3aTHOIIPHH W TIEPOPATHHA KOPTUKOCTEPOUIH TIPH MAITUEHTH C
NICOpUATUYCH apTPHT, OostecT Ha Crohn wim ynepo3eH KOJIMT, WK OT MpPEIIIeCTBAIA SKCIIO3UIINS Ha
antu-TNFo cpeacTBa, pH MAIMEeHTH ¢ TICOPHATHYCH apTpUT uiu 6ostect Ha Crohn, wiu oT
TMIpeIIIecTBaIa eKCIIO3UITNI Ha OMOJIOTHYHH JIEKapCTBEHU IPOAYKTH (T.€. aHnTu- 1 NFa cpencTsa n/nim
BeJI0JIM3yMa0) MPU MAUEHTH C YJIIEPO3€H KOJUT.

Pesynrarure ot nmpoyuBane in Vitro u ot nmpoyuBaHe ¢asza 1 mpu y4acTHHUIM ¢ aKTHBHA 00JIECT Ha
Crohn He npenmnonarat HeoOXOUMOCT OT aaNTHPaHe Ha J03aTa MPU MAUEeHTH, KOUTO MOJTy4YaBatT
ennoBpemenHo CYP450 cyOctparu (Bxk. Touka 5.2).

[Ipu mpoyuBaHus Tpy TICOPHA3KC HE ca OIeHsIBaHM Oe3omacHocTTa n ehukacHocTTa HA STELARA B
KOMOWHAINS C UMYHOCYTIPECOPH, BKITIOUUTEITHO OMOJIOTHYHH cpecTBa Wi poToTtepanus. [Ipu
NPOYYBaHUS MPH IICOPUATUYUECH apTPHUT, eAHOBpeMeHHaTa ynotpedba Ha MTX He nosiusBa
6e3omacHoctTa U epukacHocrta Ha STELARA. B nmpoyuBanusita npu 6osect Ha Crohn u yimepos3ex
KOJIUT EJHOBPEMEHHATA yOTpeOa Ha UIMYHOCYITPECOPH WIIM KOPTHUKOCTEPOUIN M3TIIEekKAa He
noBnusiBa 6e3omacHoctTa Wik eprkacHocrta Ha STELARA. (Bk. Touka 4.4).

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

JKenu ¢ nereponen noteHnuan TpsAOBa qa U3MOI3BAT €(PEKTHBHA METOIM Ha KOHTPAIIETIIIH TT0 BpeMe
Ha JeYeHue u 10 15 ceaMuIn el JeYEHHETO.

bpemeHHOCT
IIpocrieKTUBHY JaHHU OT HEToJisiM Opoil cirydan Ha 6pemeHHocT cien ekcrio3unus Ha STELARA c

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

[MpoyuBaHusTa IPY )KUBOTHH HE TOKA3BaT MPEKH WIIM HETIPEKH BPEJHU €EKTH, CBBP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAYKIAAHETO WM IMOCTHATAIIHOTO pa3BUTHE (BXK.
Touka 5.3).

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

Ycerekuaymab mpeMuHaBa mpe3 IUIANeHTaTa U ce OTKPUBA B CEpyMa Ha KbpMadeTa, POJICHU OT JKEHH,
JIEKyBaHU ¢ yCTeKHHYyMal 1o BpeMe Ha OpeMeHHOCTTa. KIIMHUYHOTO BB3/IeiicTBHE Ha TO3U (akT HE €
W3BECTHO, HO PUCKBT OT UH(MEKIIMS TPU KbpMadeTa ¢ SKCIO3UIHS Ha YCTeKHHYMa0 in utero moxe aa
0ble MoBHUIIIeH ciell paxaaneTo. He ce mpenoppuBa mpuiarane Ha xuBH BakcuHH (KaTto BIDK
BaKCHHA) IPH KbpPMadeTa, ¢ EKCIIO3UIMS Ha yCTeKnHyMab in Utero, B mpoabiDKeHHe Ha

JIBAaHAJIECET Mecella ClIe]] PaXIaHEeTO WK IOKATO CEpYMHHUTE HUBA Ha YCTEKMHYMa0 P KbpPMadeTo
CIIaHAT TI0]] HUBOTO Ha JETEKITHs (BX. TOUukH 4.4 u 4.5). AKo € HanuIe KaTeropuiHa KIIMHUYHA T10J13a
3a OTACIHOTO KbpMaue, MOXKE Jia ¢€ OOMHCIIY TpUiIaraHe Ha )KMBa BaKCHHA B TIO-PaHEH MOMEHT, aKO
HE C€ OTKpUBAT CEpyMHH HUBA Ha yCTEKHHYMa0.

Kwpmene
OrpaHudeHy 1aHHU, MyOJNKYyBaHM B JIUTEPATypaTa, IOKA3BaT, Y€ YCTEKHHYMal ce eKCKpeTHpa B

YOBCIHIKATAa KbpMa B MHOI'O MaJIKU KOJIMYCCTBA. He ¢ u3BectHo JaJin YCTGKI/IHYM36 ce a6cop61/1pa
CHCTCMHO CJIC/ ITOTIBIIAaHEC. Hopa)m IMOTECHIMAJIa 3a IMPOsABa Ha HEXKCJIAHU JICKAPCTBEHU p€aKIMU KbM



YCTEKMHYMa0 TIpH KbpMadeTarta, TpsiOBa J1a ce B3eMe PEIICHHE JaIH JIa CE TPEYCTAaHOBH KbPMEHETO
IO BPEME Ha JICUCHHE U J0 15 ceaMUITy Ciiell JICUSHUETO, UiTH J1a CE TIPEYCTAaHOBH TEPAITUATA ChC
STELARA, kato ce B3eMar mpeaBH MojI3aTa OT KbPMEHETO 3a JIETETO U MoJi3aTa OT TepanusiTa Che
STELARA 3a sxeHaTa.

Peprunurer
EdekrbT Ha ycTeknHymad BbpXy (epTHIMTETA IIPU XOPa HE € OLICHEH (BXK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTA 32 miodupaHe U padoTa ¢ MAIIUHA

STELARA He noBivsiBa W MOBJIHSIBA MPSHEOPESIKUMO CIIOCOOHOCTTA 32 IodupaHe u padoTa ¢
MaIlHHH.

4.8 Hexenanu JeKapcTBeHH PeaKUuH

O6006u1enne Ha npoduna Ha 6e300acHOCT

Haii-yecTure HexenaHu JIeKapcTBEHH peakuud (> 5%) B KOHTPOJIMPAHUTE MEPUON OT KIMHUIHUTE
IPOYYBaHMUS [IPU BH3PACTHH C ICOPUA3UC, IICOPUATHYCH apTPHT, 6onect Ha Crohn u yiepo3eH KoauT
C ycTekHHyMab ca Ha3o(apuHTUT U rinaBodosue. IloBedeTo oT TX ce cuuTar 3a JIeKH U He Hajarat
NpeKbCBaHe Ha MPOYYBAHOTO JeueHue. Hali-cepro3nara Hexenana JiekapCcTBEHA PEaKIusl, KOsITO €
cpobmasana 3a STELARA, e ceprosHa peakius Ha CBPbXUyBCTBUTEIHOCT, BKIIFOYHTEITHO
aHadwmrakcus (Bx. Touka 4.4). O6musT npodui Ha 6e30MacHOCT € MOA00CH MPH MAITUEHTH C
MICOPHA3HNC, ICOPUATHYUEH apTpuT, ObosecT Ha Crohn u yiepo3eH KOJIuT.

TaburyeH cIMCHK Ha HEKEIAHUTE PEAKIIUU

JannauTe 3a 6€30MaCHOCT, MIPEIOCTaBEHN TIO-A0Y, Ca TIONyUeHH CIiel eKCIO3UIIHNA Ha YCTEKUHYyMa0
npy Bb3pacTHU B 14 npoyuBanus daza 2 u ¢aza 3 npu 6 710 nauuentu (4 135 ¢ ncopuaszuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 826 manuenTu ¢ yiuepo3eH koiuT). ToBa BKIIIOYBA
excriosuisa Ha STELARA B KOHTpOJIMpaHHUTE M HEKOHTPOJIMPAHUTE TIEPHUOIN HAa KITMHUYHUTE
MPOYYBAHUS MPH MAI[MEHTH C TICOPHA3KC, IICOpHATHYEH apTpuT, 6ostecT Ha Crohn wnm yimeposex
KOJIUT B IPOABIKEHUE HAa Hall-MajIko 6 Mecena (4 577 nmarmenTn) uinu none 1 ronuHa

(3 648 narpenTn). 2 194 nanuenTty ¢ copuasuc, 6osect Ha Crohn vy yimepo3eH KOJUT ca ¢
EKCIO3UIMS 3a TToHe 4 roanuu, nokato 1 148 manmenTu ¢ nicopuasuc unu ooxect Ha Crohn ca ¢
EKCIIO3UIIMA 3a IIOHE D roAuHU.

B tabnuna 3 ¢ mokazaH CIHUCHK ¢ HEKENAHUTE JIGKAPCTBCHU PEAKIUK OT KJIMHUYHU MPOYYBAHHS TPH
BB3PACTHHU C TICOPHUA3KC, TICOPHATUYCH apTPUT, OosiecT Ha Crohn U yJepo3eH KOJIUT, KaKTo U
HEXEJIAHUTE PEaKIMK OT MOCTMapKETHHroBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacupuipaHu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIus: Muoro dectu (> 1/10),
Yectu (> 1/100 o < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), MHoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHKUTE JAHHHW HE MOYXe Ja Ob/e HalpaBeHa
orieHka). [Ipu BCSIKO rpynupane B 3aBUCUMOCT OT YECTOTATa HEXKEJIAHUTE JICKAPCTBECHH PEAKIIUH Ce
W30pOSIBAT B HU3XOJISI PEJT TI0 OTHOIIEHHE HA TAXHATA CEPUO3HOCT.

Tabnuya 3 Cnucvk Ha HedxceraHu peakyuu

Cucremo-opranHu YecroTa: Hexxenanm peakuum

KJIACOBE

WNudexnum u uabecTaIUN UYectu: nHOEKIMS HA TOPHUTE JUXATEIHU ITbTUINA, Ha30(apHHTHT,
CUHY3HT

Heuectn: HCIyJINT, JCHTAJIHU I/IH(beKLII/II/I, xeprec 30CTep, HH(beKHHH
Ha JOJIHUTEC AUXATCIIHU ITbTHUIIA, BUDYCHHA I/IH(beKI_H/II/I Ha TOPHUTE
OUXaTCJIHU I'bTUIA, BYJIBOBAIrvHaJlHa MUKOTUYHA I/IH(i)eKHI/IH




Hapymenus Ha umyHHaTta
cucremMa

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

YPTHKAPHS)

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

aHa(UIAKCHS, aHTUOC]IEM )

IIcuxuyHu HapyIIEHUS

HeuecTu: nenpecus

Hapymenus Ha HepBHaTa
cucremMa

YecTu: 3aMaiiBane, I1aBoooIne
HeuecTu: nunesa mapanuza

PecnimpaTtopHu, rpbIHT 1
MeANAaCTUHAIHU
HapyILIeHns

Uectu: opodapunreanna 6onka

HedecTn: HazanmHa KOHTECTHS

Peniku: ajgepruyucH aqBeosuT, CO3MHO(UITHA THEBMOHUSI
MHOTrO0 pe/iku: OpraHu3upania MMeBMOHU*

CroManiHo-4peBHU
HapyLIeHUs

Uectu: auapusi, rajieHe, MOBphIaHe

Hapymenus Ha koxxara u
MOJKOYXKHATA ThKaH

Yectu: chpOex

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

HapyieHnus Ha MycKyJIHO-
CKeJIeTHaTa CHCTEMA U
ChEAVHUTEIIHATA ThKaH

UYectu: 6071KH B rbp0a, MUANTHS, apTPAITHUS
MHoOro peaku: Iymyc-oio00eH CHHIPOM

OO HapymeHus 1
e(heKkTH Ha MACTOTO Ha
NPUIIOKECHUE

UYectn: ymopa, epureMa Ha MACTOTO Ha MHXKEKTHUpaHe, 00Jka Ha
MSICTOTO Ha HH)KEKTHpaHe
HeuecTu: peakuuy Ha MACTOTO Ha MH)KEKTHUPaHE (BKIIOYUTEIHO

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

*

Bwxkrte Touka 44, CHUCTEeMHH 1 pecnpaToOpHU p€aki Ha CBPbXYYBCTBUTCIIHOCT.

Onucanue Ha I/136DaHI/I HCXCIaHH JICKAPCTBEHH PCAKITMNA

Undexnuun

B mumanie60-koHTpoIMpaHy NpoyyYBaHUS PU MALMEHTH C ICOPHUA3UC, ICOPHATHYEH apTPUT, 00JIECT Ha

Crohn u yiniepo3eH KOJIHT MPOLEHTHT Ha HHPEKIUNTE W CEPHO3HUTE HH(EKIMHU € CXOJCH MPU
MalMeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuianebo. B mnane6o-koHTpomupaHust
NEepuo/ Ha T€3U KIMHWYHU NIPOYYBaHMA YecToTara Ha uH(pekuuute € 1,36 3a maumeHToroquHa
npociensBaHe MY NalueHTH, JIEKYBaHH ¢ YCTeKHHYyMa0, u 1,34 — npu nauueHTH, JIEKyBaHU ¢

iane6o. [NosBuute ce cepuo3nu nudekuu ca ¢ yecrtora ot 0,03 3a marMeHTOroAnHa NpPoCieAsIBaHe

NIpY TTALMEHTH, JIeKyBaHH ¢ ycTekrnaymab (30 cepro3nu nndeknmu 3a 930 manueHToroanHu
npocnenssane), u 0,03 npu manueHTH, JeKyBaHu ¢ manedo (15 ceprno3Hu nHpeknny 3a
434 manueHToroAMH npocieasBane) (BxK. Touka 4.4).

B KOHTPOJIMPAHUTC U HCKOHTPOJIMUPAHUTE NCPHUOAN HA KIIMHUYHUTC MIPOYIBAHUS IIPU IICOPUA3UC,
IMCOPHUATHUYCH apTPUT, 6omect Ha Crohn u YJIOEpO3€H KOJIHUT, IIPEACTABIABALLIN

15 227 nanueHTOroAMHN eKCIO3UIHS ¢ YcTeKHyMao rpu 6 710 nanueHTH, MeJiaHaTa Ha BpEMETO Ha
npocnenssade € 1,2 roauny; 1,7 roquHy 3a poy4YBaHUATA NIPH Nicopuasuc, 0,6 roquau 3a
npoyuBanusTa npu o6osiect Ha Crohn u 2,3 ronuHM 3a NPOyYBaHUSATA C YIIEPO3eH KOIuT. [IponeHThT
Ha uHpekuuTe ¢ 0,85 3a marueHToroANHa MPOoCieAsIBaHe IPH MAIMCHTH, JICKyBaHU C YCTEKHHYMao, a
MPOIEHTHT Ha cepro3HnTe nHpekmn mpu Tax € 0,02 3a manueHToroInHa mpociensBaHe

(289 cepuo3nn uHpekunu 3a 15 227 nanueHTOroANHE IPOCIIEASIBaHEe) U ca TOKJIaBaHU CEPUO3HU
WH(EKINY, BKIIFOYUTEIHO THEBMOHHS, aHAJIEH a0cIiec, HEeyIUT, JUBEPTUKYITUT, TACTPOCHTEPHUT U
BUPYCHU MH(DEKIIUH.



B npoBenenn KIMHUYHA TPOYYBaHUS MALMEHTH C JIATEHTHA TyOepKyJo3a, KOUTO ca Omin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca Pa3BHIIN TyOEpPKyII03a.

3110Ka4eCTBEHU 3a00IsIBAHHS

B mnane6o-koHTponrpanus MEpUo Ha KIITMHAYHE MTPOYYBaHUS TIPH IICOPHA3HC, ICOPHATHYCH apTPUT,
6osrect Ha Crohn u yJmepo3eH KOJIHUT YeCcTOTaTa Ha 3JI0Ka4eCTBEHHUTE 3a00JIIBaHMS, C U3KIFOUCHUE HA
HEMETaHOMEH pak Ha KoxaTa, € 0,11 3a 100 narueHToroquHu npocieasiBaHe Npy MalueHTH,
nexyBaHu ¢ ycreknHyma0 (1 mamueHT 3a 929 nanueHTOoroIMHU npocienssane) B cpasHenue ¢ 0,23
MIpH MAIUEHTHTE, JIeKyBaHu ¢ Tutane6o (1 mammeHT 3a 434 manueHTOroInHU MPOoCTeIIBaHe).
UecToTara Ha HEMellaHOMEH pak Ha koxkata € 0,43 3a 100 manueHTOroAMHM MPOCIEsIBaHe 3a
MAIUCHTHUTE, JICKYBaHH C YCTEKUHYMa0 (4 mamueHTH 3a 929 nanueHTOoroJuHH MPOoCieIsBaHe) B
cpasaenne c 0,46 mpu manueHTHTe, IEKyBaHH ¢ Tuianedo (2 maruenTty 3a 433 manueHToroInHu
npocieIsBaHe).

B koHTpOIMpaHKUTE U HEKOHTPOIMPAHUTE [IEPUOIN HA KIMHUYHHUTE IPOYYBAHUS [IPU TICOPUA3UC,
THIcOpHaTHy4eH apTpuT, Oosect Ha Crohn u ysmepo3eH KoiuT, MPeACTaBIsBALIN

15 205 nanueHTOroAMHN eKCIO3UIM ¢ YCTeKHHYyMa0 mpu 6 710 nanueHTH, MeaHaTa Ha BpEMETO Ha
npocnensBane € 1,2 roguna; 1,7 rolnHu 3a Npoy4YBaHuUsATa Ipu rcopuasuc, 0,6 ronuHu 3a
npoy4BaHusTa npu 6onect Ha Crohn u 2,3 roauHu 3a NpoyyYBaHUsTA C YIIEPO3EH KOJIHT.
3nokayecTBEHH 3a00JSIBaHUS, C M3KITIOUCHHE HA HEMETaHOMEH paK Ha KOXKaTa, ca JOKJIaJBaH! pH

76 manuenTH 3a 15 205 manuenToroauam Ha npocieassane (dectora ot 0,50 Ha 100 manueHTOroIuHU
Ha MpOCJIeAsIBaHe MPH MALMEHTH JIEKyBaHH ¢ ycTeKnHyMa0). Te3u ciaydan Ha 3710Ka4eCTBEHH
3a00JIsIBaHUS, CHOOIICHU TIPH MAIIMEHTH, JICKYBaHU C YCTEKHHYMa0, ca CpPaBHUMHU C OUYaKBaHUTE
ciiydau B oOIiara nomysiaius (ctanaapTu3upan koedunueHT Ha yecrota = 0,94 [95% nosepureneH
unTepsain: 0,73, 1,18], kopurupas 3a Bb3pacT, 1ol u paca). Haii-yecto HaOmroiaBaHuTe
3JI0Ka4eCTBEHH 3200 sIBaHUS, PA3JIMYHU OT HEMETAaHOMHHS KapLMHOM Ha KOXaTta, ca KapLUHOM Ha
npocTaTara, MEeTaHOM, KOJIOPEKTaJIeH KapIITHOM U KapIHOM Ha rbpaata. CiaydyanTe Ha HEMEJIaHOMEH
KapuuHOM Ha kokarta ca 0,46 na 100 marmeHTOroIMHN Ha TIPOCIeAsIBaHE TPU MAIUEHTH, JICKYBaHH C
ycTekuHyMab (69 nmamuenTH 3a 15 165 manmenToroanan Ha npocneasBane). CbOTHOIIIEHHETO Ha
MAIMeHTH ¢ 6a3aJIeH CIIPSMO CKBAMO3HOKIIETHUCH KapIIMHOM Ha Kokarta (3:1) e cpaBHUMO ChC
CHOTHOIICHHETO B 00IaTa momyJanus (BxK. Touka 4.4).

Peakiyu Ha CBPBXYYBCTBUTEITHOCT M PEAKIIMH KbM UH(Y3HSITa

B npoyuBanusita ¢ MHTpaBeHO3HA MHAYKIMs pu O0osiect Ha Crohn u yJsimepo3eH KoIUT He ce
CHOOIIaBaT CHONTHS Ha aHA(WIIAKCHS W APYTU CEPUO3HU PEAKINH KbM UH(Y3HATA CIIe]] eUHIIHA
MHTpaBeHO3Ha 7103a. B Te3u npoyuBanus 2,2% ot 785 nauneHTH, JeKyBaHu ¢ mianedo, u 1,9% ot
790 nmarueHTH, JISKyBaHU C MPENOPhUYUTEIHATA 1033 YCTEKUHYMa0, ChoOIIaBaT HeXeJIaH! ChOUTHS,
BB3HUKHAJIM 10 BpeMe Ha WM B PaMKHTE Ha euH yac oT nHdy3usra. [To Bpeme Ha
MMOCTMapPKETHHTOBOTO HAOIIOIEHNE Ce ChOOIIaBaT CEPHO3HU PeaKIny, CBbP3aHu ¢ NH(DY3HUsATA,
BKJIFOUUTEIIHO aHA(DUIAKTUYHH PEaKIUi KbM HHY3UITa (BXK. TOUKa 4.4).

IlenpnaTpuyHa nomyJsianus

Ileduampuunu nayuenmu Ha 6 200UHU U NO-20JIeMU € NIAKO8 NCOPUASUC

be3onacHocTTa Ha ycTeknHyMab € mpoydyeHa B JiBe poyuBaHus (aza 3 NpH MeAuaTpUIHH MaIUeHTH C
YMEPEH 10 TeXKbK IIAKoB rncopuasuc. [IspBoTo npoyusane e npu 110 nanuenTn Ha Bb3pacT ot 12 10
17 rogunm, neKyBaHH B Ipoab/DKeHUE Ha 60 ceMUIIM, a BTOPOTO NpOyUBaHe € NpH 44 nauueHTy Ha
BB3pact oT 6 10 11 roguny, TeKyBaHH B MPOILIDKeHHUE HA 56 ceamuIu. KaTo msuto crobmennTe
He)XeJlaH! CHOWTHS B T€3H JIBE IPOYUYBAHU C JaHHU 3a Oe30macHoCT A0 1 roanHa ca mogoOHH Ha
Te3H, HaOJII01aBaH! B PEAMIIHN IPOYYBAHUSI IIPU BB3PACTHU C IUIAKOB IICOPHA3HC.

Ieouampuunu nayuenmu ¢ meano naii-wanko 40 Kg ¢ 6onecm na Crohn

BesomacHocTTa Ha ycTekuHyMab € IpoydeHa B eIHO npoy4uBaHe (aza 1 u exHo npoyusane haza 3 npu
MeAMATPUYHY MMAIMEHTH ¢ yMEpeHa JI0 TeXKa akTuBHA O0osect Ha Crohn choTBeTHO 110 ceamuna 240 u
ceamuiia 52. Karo 11suto npodubT Ha 0€301acHOCT B Ta3u kKoxoprta (n = 71) e mogo0eH Ha TO3H,
HaOJII0/]aBaH B MPEAUIIHY TPOYUYBaHUS IIPU Bb3PacTHH ¢ OojiectTa Ha Crohn.
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Cpo0111aBane Ha MOA03UPAHN HEKETAHH PEAKITHH
Cp0o0I11aBaHEeTO Ha MOI03UPAHU HE)KEIIAHU PEaKIIUU ClIe pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS

NPOAYKT € BakHO. ToBa Mo3BOIIsABA A2 POIBIDKH HAOMIOJCHHETO Ha CHOTHOIICHUETO TOI3a/pHUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICUATIICTH CE U3UCKBA Ja ChOOIIaBaT BCSIKa
NOI03MpaHa HeKEeJIaHa PeaKnus ype3 HaIl[MOHAIHATA CHCTEMa 3a ChOOIIaBaHe B!

V3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeoOcaitt: www.bda.bg
4.9 Ilpemo3upane

Enuanaan no3u no 6 mg/kg ca mprnaraHu HHTPaBEHO3HO B KIIMHUYHU MPOYYBAHUS Oe3
OrpaHMYaBaIla J103aTa TOKCHYHOCT. B ciydail Ha mpemo3upane ce nmpenopbyuBa MaueHTUTE 1A ce
HaOJIroaBaT 3a MpU3HAIM WM CHMITOMH Ha HEXEJIaHU peakluy 1 He3a0aBHO Aa ce MPUIIOKU
HOAXOISII0 CUMIITOMATUYHO JICUCHHUE.

5.  ®APMAKOJIOI'MYHU CBOMCTBA
51 ®apmakoguHAMUYHH CBOICTBA

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

MexaHu3bpM Ha IeWCTBUE

Yereknnymab e m3isuio yoBentko [gG 1k MOHOKIIOHATHO aHTHTSIIO0, KOETO Ce CBBP3Ba ChC
cnenn(UIHOCT KbM 001aTa NpoTenHoBa cybeannuna p40 Ha YOBEIIKK UTOKMHN HHTepiaeBKuH (IL)-
12 u [L-23. Ycrekunymab nmotucka 6noaktuBHocTTa Ha YoBemkute 1L-12 u IL-23, kato
npenoTBpaTsiBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 peuenTopen npoTenH, pa3noiaokeH Ha HOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTEeKMHyMa0 He Moxke z1a ce cBbpike ¢ 1L-12 umm ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 penentopu mo kieThYHaTa MOBHPXHOCT. CIEI0BATENHO € MAIKO BEPOSATHO
yCTeKHHYMab Jia yyacTBa B KOMIUIEMEHT- WM aHTUTSUIO-MEIMUpaHaTa IIATOTOKCHYHOCT Ha KIICTKUTE
¢ peuenTopu 3a IL-12 w/umm IL-23. 1L-12 u IL-23 ca xeTepoIuMepHHU IIUTOKUHHU, CEKPETUPAHHU OT
AKTUBHPAHH aHTUTEH-TIPEJICTABAIIN KIJICTKH, HaITpUMep Makpodaru u IEHIPUTHH KICTKA U JIBaTa
UTOKMHA yyacTBaT B UMyHHHUTE QyHKIUK; IL-12 cTtumynupa ecrectBenuTe kiuetku youiinu (NK) u
npenusBukBa nudepennuanysata Ha CD4 + T xnerkure kM T 1 xenmepen (Thl) penorumn, 1L.-23
uaayupa et Ha T 17 xenmepute (Th17). AGHOpMHata perynars Ha [L-12 u IL-23 obage ce
CBBP3Ba C UMYHHOMEIMUPAHU 3200 IsIBaHISI KaTO TICOPUA3KC, IICOpUaTHYEH apTpuT, 6osect Ha Crohn
Y YJILEPO3€H KOJIHUT.

Upes cebp3Bane Ha obmata cyoenunnna p40 na IL-12 u IL-23, ycreknnyMab Moxe Jja OKa3Ba CBOUTE
KJIMHUYHA €(DEeKTH MPH MICOpUasKc, McopuaTudeH aptput, 6onect Ha Crohn u ysmepo3eH KoiIuT upe3
npexbceBade Ha mpTumata Ha Thl u Th17 uuToknHM, KOUTO ca B OCHOBAaTa Ha MATOJOTHITA HA TE3H
3a00JIsIBaHUSI.

ITpu manmenTH ¢ 60ect Ha Crohn Jle4eHUETO ¢ YCTEKMHYMAa0 BOJIU JI0 HAMAaJICHHUE Ha
BB3NAIUTETHUTE MapKepH, BKIIFOUnTeHO C-peaktuBeH nporenH (CRP) u dekaneH KanmpoTeKTHH 110
BpeMe Ha MHIYKIIMOHHATA (pa3a, KOETO CJie]] TOBa CE MOIIbpKa Mpe3 msuiaTa moaabpxama ¢asa. CRP
€ OLICHEH 110 BpeMe Ha MPOIbIHKCHUETO HA TIPOYYBAHETO M HAMAJICHUATA, HA0II0JaBaHH 110 BpeMe Ha
noJyTbpkamaTa (hasa, OOMKHOBEHO Ce 3ama3Bat 70 252 ceaMuIia.

[pu mameHTy ¢ yirepo3eH KOIUT JEYSHHETO C yCTeKUHYMa0 BO/IM 10 HAMAJICHHE Ha
BB3NATUTETHUTE MapkepH, BKIrounTesHo CRP u (hexaneH kalImpoTEeKTHH MO BpeMe Ha
WHIYKIMOHHATA (Da3a, KOETO ce MOIbprKa Mpe3 Isu1aTa moyibpxania Gaza u mpoabIDKSHUETO Ha
npoyuBaneTo 10 ceamuiia 200.
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HNmyHnusanyu
[To Bpeme Ha IBATOCPOUHOTO MPOABIDKEHHE Ha npoyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3pACTHUTE MAIMEHTH, JIeKyBaHu cb¢ STELARA 3a Hali-Manko 3,5 roauHu, ca Aaayd aHTUTSIIO-
OTTOBOPH Ha THEBMOKOKOBH IOJIM3aXapU/IHU BAKCUHH U BAKCUHU CPELly TETaHYC, CXOJHU C TE3U IIPH
KOHTPOJIHATA TPpyTa MalueHTH, TOTyJYaBalld HECHCTEMHO JiedeHre Ha Ticoprasuc. CXoJieH MPOIEHT OT
BB3pACTHUTE MAIMEHTH, JIeKyBaHu cb¢ STELARA u Te3u B KOHTpOJIHATA TPYyMa, Ca PA3BUIIU 3aITUTHU
HUBA Ha aHTUITHEBMOKOKOBH U aHTUTETAHUYHH aHTUTENA, U TATPUTE HA AHTUTENIaTa UM Ca CXOIHHU.

Knnanuna edukacHocT

bonect Ha Crohn

Bbe3zonacHocTTa M e(hUKacHOCTTA HAa YCTEKMHYMa0 ca OLEHEHHU B TPU PaHIOMHU3UPAHH, TBOWHOCIIEIH,
1ane00-KOHTPOIMPaHU, MHOTOLIEHTPOBH MPOYYBAaHHS NIPY Bb3PACTHH MALlUCHTH C YMEpEHa 10 TeKKa
axtuBHa Oonect Ha Crohn, ¢ Mumekc Ha aktuBHOCTTA Ha 60mectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). IIporpamara 3a KTHHUYHO pa3paboTBaHE ce€ ChCTOM OT JBE 8-
ceAMUYHH npoyuBaHus ¢ nHTpaBeHo3Ha nHAYyKUuA (UNITI-1 u UNITI-2), mocneaBanu ot
44-cemMUYHO paHAOMHU3HPAHO MMPOYYBAHE C TIOJKOKHO MPIIIOKEHUE Ha TToAabprkamia n1o3a (IM-
UNITI), npencrasisiBamy 52-ceqMUIHA TepaTIHsl.

[poyuBanusta ¢ unaykiws Bitousar 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) naiueHTy.
[TepBrYHaTa KpaifHa TOYKa 3a 1BETe MHAYKIIMOHHY MIPOYYBAHMUS € TPOLECHTHT HA YIACTHHIIUTE C
KJIMHAYEH OTroBop (omnpezaenen kato Hamanenue Ha CDAI ckopa ¢ > 100 Touku) Ha cenmuna 6.
Januute 3a epukacHOCT ce ChOUpAT M aHATHU3UPAT [0 CEAMUIIA 8 3a IBETE MPOYIBAHHSI.
EnHOBpeMEHHOTO MPHIIO’KEHUE Ha IEPOPATHU KOPTHKOCTEPOUIN, UMYHOMOIYIaTOPH,
aAMHUHOCAITMIIWIATHA ¥ aHTUOMOTHIH € pa3pemeHo u 75% OT ManueHTHTe MPpoIbIDKABAT J1a IOydaBatT
Hali-MaJIKO €JIHO OT Te3H JIeKapcTBa. B BeTe npoy4BaHus MAMEHTHTE Ca PAHIOMU3UPAHH J1a
MOJTy4YaT €THOKPATHO HHTPABEHO3HO NPEMIOPBUUTEIHATA J103a OT NpUOIM3uTeHO 6 mg/kg B
3aBUCHMOCT OT TeJIeCHOTO Tero (Bk. Tabmmma 1, Touka 4.2), pukcupana no3a 130 mg ycrekuaymad
wi mane6o Ha cenmuta 0.

ITarmenture B UNITI-1 ca nekyBaHM HEYCHEIMHO MM UMAT HEMIOHOCUMOCT KbM MPEANIECTBAILA aHTH-
TNFa tepanus. [IpubnuzutenHo 48% oT nauMeHTHUTE ca JIEKyBaHU HEYCIIEIIHO ¢ 1 mpeiecTBaa
anTt-TNFa Tepanus, a 52% ca nexyBaHu HeycnemHo ¢ 2 win 3 npeamectsany antu- 1 NFa Tepanuu.
B ToBa npoyusane 29,1% oT nauueHTUTE UMAT HEOCTATHUYEH HadaJeH OTrOBOP (IIbPBUYHH
HepecnoHzaepu), 69,4% ca ce MOBIMSUIN, HO ca MIPECTAHANIM /1a CE OBJIHBAT (BTOPUYHH
HepecnoHaepu), a 36,4% nmat HenmoHocuMocT KbM aHTu- | NFa Tepanuu.

[Nauuenture B UNITI-2 ca nekyBaHH HEyCHEIIHO HA-MAJKO C €JHA KOHBEHIIMOHAJIHA TEPAIHs,
BKJTFOUHUTEITHO KOPTUKOCTEPOU TN I UMYHOMOTYJIATOPU, KaTO WX HE Ca JICKYBaHH JIOCETa C aHTH-
TNF-a tepanust (68,6%), wnu ca mosrydaBanu npeay tTopa aHTu-TNFa Tepamnust, HO Ts e Onna
Heycrenmsa (31,4%).

B nete UNITI-1 u UNITI-2 3Ha41MO TO-TOJISIM MPOTICHT OT HMAITUEHTUTE B TPYIIaTa, JICKyBaHa C
YCTEKHHYMAa0, ca ¢ KIIMHUYCH OTTOBOP M peMucHs B cpaBHeHue ¢ tuiaiebo (Tabmuna 4). Knuaunuaust
OTTOBOP M PEMHCHSTA Ca 3HAYMMH OIIle Ha CeMUIIA 3 IIPH MalUEHTHTE, JIEKYBAaHU C YCTEKUHYyMa0, 1
T€ IPOIBJDKBAT J1a Ce MOA00PsABaT 10 ceamuiia 8. B Te3u npoyuBaHus ¢ MHAYKIMS e(hUKACHOCTTA €
M0-BHCOKA ¥ C€ TOJIbprKa M0-100pe B TpyIaTa ¢ 03a B 3aBUCUMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHUE C rpynara ¢ go3a 130 mg u nopaau ToBa Npu UHTPABEHO3HA MHAYKIIMS CE€ MPENophUBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TEIJIO.
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Tabnuya 4. Unodyxyus na kaunuden omeosop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Ilnaneoo |IIpenopbuute| Ilaanedo |IIpenmopbuuTe
N =247 JIHA 103a N =209 JIHA 103a
YCTEeKHHYMAa0 yCTeKMHYMa0
N =249 N =209
Knunnuna pemucusi, ceamuna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)?

Kmrursent orrosop (100 rourar), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (555%)°

cenmuna 6
Komumiraen otrosop (100 Touxu), 50 (20,2%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)°
cenMuna 8
70-TOYKOB OTTOBOD, ceAMHUIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTTOBOD, ceaAMHUIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Kimunngnata pemucus e onpenenena kato CDAI ckop < 150; KimuHU4HUAT OTTOBOp € olpe/ieieH KaTo HaMalICHUE Ha
CDALI ckop ¢ Haii-mManko 100 Touky UM CbCTOSHHUE B KIIMHUYHA PEMHCUS

70-TOYKOBHSAT OTTOBOP € omnpesesieH kato Hamanexne Ha CDAI ckop ¢ Hait-manko 70 Touku

* Heycnex Ha anTu-TNF0 Tepanms

** Heycnex Ha KOHBEHIIHOHAJIHATA TEPaIHs

2 p<0,001
® p<0,01

B npoyuBanero ¢ mogabprxkaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTHTAT
100-ToukoB KIIMHAYEH OTTOBOP Ha CeAMHIA 8 OT MHAYKIUsTA ¢ ycTreknayMab B poyuBanust UNITI-1
u UNITI-2. [TauueHTHuTe ca paHAOMU3HPAHU HA CXEMa HA MOAIBPKALIO0 JICUCHHE C TOJAKOKHO
npuinoxkeHue Ha 90 mg ycTeknHyMab mpe3 8 cenmuity, 90 mg ycreknaymad npe3 12 ceaMuny mim
riane6o B MpoabiKeHue Ha 44 ceMUIH (3a MpenopbYrTeNHATa MOUIBpKAIa 1033 BXK. ToUka 4.2 OT
KXIT na STELARA umkekpioHeH pa3TBop ((hIakoH) U HHKEKIIMOHEH pa3TBOP B MPEABAPUTEIHO
HAaITbJIHEHA CIPUHIIOBKA WM B IIPEBAPUTEITHO HAITBJIHEHA ITHCAJIKA).

3HaYMMO IMO-TOJISIM MPOLIEHT NalMEHTH B TPYIHTE, IEKYBaHH C YCTEKHHYMAa0, MOJAbPKAT KIMHUYHA
peMHCHS 1 OTTOBOp Ha ceamuiia 44 B cpaBHEHHE ¢ rpynara Ha miane6o (Bx. Tabnuma 5).

Tabnuya 5. Tlodovpocane Ha knunuunus omeoeop u pemucus ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
OMm 3anoysane ¢ UHOYKYUOHHAMA 003a

Ilmane6o* 90 mg 90 mg
yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 ceqMuumn 12 ceqmuuu
N =131f N = 129°
N = 1287

KiMHu4Ha peMucus 36% 53%? 49%°
KnMHHYEH OTTOBOP 44% 59%° 58%°
Kimanana pemucus 03 KOpTUKOCTEPOH U 30% 47%* 43%"®

KimHMyHa peMucHs IpY NALUEHTH:

B PEMUCHS B HAYAJIOTO HA MOIBprKaIaTa

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

KOHMTO CC BKJIFOYUBAT OT IIPOYYBAHEC

CRD3002t 44% (31/70) | 63% (45/72)" 57% (41/72)

KOHMTO HE Ca JICKYyBaHHU JOCE€ra C aHTU-

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

KOHMTO CC BKJIFOYUBAT OT IIPOYYBAHEC

CRD30018 26% (16/61) | 41% (23/56) 39% (22/57)
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Knmuunanara pemucust e onpenesnena karo CDAI ckop < 150; KnuHUYHHUAT OTTOBOD € OTpe/iesieH KaTo HaMaJleHHe Ha
CDAI ckop ¢ Haii-manko 100 TOYKH MM CBCTOSIHHE B KIIMHUYHA PEMHCHSI

I'pynara Ha miane6o ce CbCTOU OT MAaLEHTH, KOUTO €a Ce MOBJIHSIN OT YCTEKHHYMAa0 U ca paHIOMU3UPAHHU Ja
HoTydaBaT Iutane0o B HA4aJIOTO HA MO IbprKaliaTa Tepamwsl.

*

T INanuenty, kouro umat 100-TOYKOB KITMHAYEH OTTOBOP KbM YCTEKHHYMAa0 B HAYAJIOTO HA MOJUIbPIKAIIATA TEPaITHs
1 [TanmeHTH, KOUTO HE ca ce MOBIUSIM OT KOHBEHIIMOHAJIHATA Tepamnus, HO He aHTH-TNFo Tepanus
8 TTarmenTn, KOUTO ca pedpakTepHH WK UMAT HETIOHOCHUMOCT KbM aHTH-TNFo Tepamus
p <0,01
® p<0,05

HoMuHaIHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nanuedTn He MOAABPKAT OTTOBOPA KbM YCTEKHHYMAO MpH MPHUIIOKEHHUE ITpe3
12 cenMuIM ¥ € IO3BOJICHO KOPUTHPAHE Ha JI03aTa Taka, ue Jia MoJTydaBaT yCTeKuHyMab npe3

8 ceqmuru. 3arybata Ha otroBop e omnpenenena kato CDAI ckop > 220 Touku u > 100 Touku
nopuieHue crpsamo uzxoauus CDAI ckop. [Ipu Te3u nmanueHTH KIMHUYHA PEMUCHS CE TIOCTUTA TIPH
41,4% ot manuenTute 16 cenMuIy ciiex KOPUTUPAHE HA J103aTa.

HaHI/ICHTI/ITC, KOHUTO HE Ca NOCTUTHAJIN KIIMHUYCH OTTOBOP KbM MHAYKIUA C YCTCKI/IHYM36 Ha
cenmuiia 8 ot nmpoyusanusrta ¢ uHAyKims UNITI-1 u UNITI-2 (476 manueHTH), ca BKIIOYCHH B
HEpaHJOMH3HUpaHaTa 9acT OT Mpoy4YBaHeTo ¢ moaabpxama Tepanus (IM-UNITI) u ca nomyunnmm
MOJIKOYKHA WHXKEKIUs ¢ yeteknaymad 90 mg mo tosa Bpeme. Cnen ocem ceamunu 50,5% ot
MalMEeHTUTE Ca NOCTUTHAJIN KIIMHUYCH OTTOBOP U Ca NPOABJDKWIIN Aa IMoJIydYaBaT noaAAbpiKalia
Tepanus mpe3 8§ ceamuny. [loBedeTo oT T€3M NauueHTy ¢ MPOABJLKUTENHA MOAIbPIKAILA TEPAITUS
moAIbpKaT 0TroBop (68,1%) u mocturat pemucus (50,2%) Ha cenmuiia 44, KaTo TPOLIEHTHT UM €
HOI[O6€H Ha TO3U IIPU MaUCHTUTC, KOUTO IMbPBOHAYAIHO Ca CC MOBJJIHAIN OT MHAYKIUA C
YCTeKUHyMao.

Ot 131 manmeHTH, KOUTO ca Ce MOBJIUSIIN OT HHAYKLUS ¢ YCTEKHHYMal U ca paHJOMHU3UPaHH B
rpynara Ha mianebo B Ha4alloTo Ha MMPOYYBAaHETO ¢ MOAAbpIKaIla Tepamus, 51 BrociencTeue ca
3aryOniy oTroBopa cu U ca momydmmn 90 mg ycTeknHyMab moaKoxkHO mpe3 8 cenmuiiy. [loBedero ot
MAIUeHTUTE, 3aryOniIi OTTOBOPA CU U MOAHOBUIIM JICUSHUETO ¢ YCTEKMHYMa0, ca ro HalpaBUId B
pamMKuTe Ha 24 CeIMUIM OT MHAYKIMOHHAaTa nHGY3us. Ot Te3u 51 naruentu 70,6% mocturar
KJIIMHAYEH O0TroBop U 39,2% mocturar KIMHUYHA peMucHsl 16 ceiMULIM Cel MOTy4aBaHETO Ha
IbpBaTa MOJKOKHA /1032 YCTEKUHYyMa0.

B IM-UNITI nauuenTure, 3aBbpIININA IPOYUBAHETO 10 ceaMuua 44, ca NOAXOAIIM 12 TPOABIIKAT
JIEYEHUETO B IPOABIDKEHUE HA TIpoyuBaHeTo. [Ipu BcuukuTe 567 manuenTy, BKIFOUYEHU Ha U JIGKYBaHU
C YCTEKHHYMa0 B MPOIBIDKEHUETO HA MTPOYYBAHETO, KIIMHUYHATA PEMUCHS U OTTOBOPHT OOMKHOBEHO
ce TOoJIbPIKAT 110 ceamuiia 252, kakto npu OosHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MAIUEHTUTE C HEeYCIIeX Ha KOHBEHIIMOHATHUTE TEPAIIHH.

He ca ycTraHoBeHM HOBU ChOOpaXkeHHs 3a 0€30MaCHOCT MPH YAb/HKaBaHe Ha TOBA MPOYYBAHE JI0
5 ronuuu Ha neueHue pu naryenTy ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BUA Ha TUraBUIIaTa € OLIEHEH €HIOCKOIICKH NP 252 MalMeHTH ¢ NOAXO0 1A U3X0IHA
€HJ/IOCKOIICKa aKTUBHOCT Ha 3a00JIsIBAaHETO B €THO HOoANpoyyBaHe. [IbpBuuHaTa KpaiiHa Touka e
MPOMSIHA OT M3XOIHOTO HMBO Ha ONpOCTeHNs eHI0CKOTICKH cKop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HII€0-KOJIOHHA
CerMeHTa 3a HaJIM4yKe/pa3Mep Ha sI3BUTE, IPOLICHT Ha JIMTaBUYHATA TIOBBPXHOCT, TOKPHUTA OT SI3BH,
NPOIIEHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATa OT JPYTH JIE3UH, U HAINYNE/BUJT Ha
CTeCcHsIBaHUATa/CTpUKTYypuTe. Ha cenmuna 8, ciien eMHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 7103,
npomsiHata B SES-CD ckopa e mo-rossima B rpynara Ha ycrekuaymad (n = 155, cpenna

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

THosnussane na ghucmynume
B eana noarpyna nauueHTd ¢ aqpeHupamy GpucTynu Ha n3xoaHo HuBo (8,8%; n = 26), puctynure Ha

12/15 (80%) ot JiekyBaHUTE C YCTEKUHYMaO MAIUCHTH Ce TIOBJIUSABAT B IPOIBbIDKCHUE HA 44 ceIMUTH
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(ompeneneno xato > 50% HaMaseHHe OT U3XOHO HUBO B MIPOYYBAHETO C MHIYKIH Ha Opost Ha
npeHupamute puctyimn) B cpaBHenue ¢ 5/11 (45,5%) ¢ manebo.

Kauecmso na sicusom, cevpsano cvce 30pasemo

KauecTBOTO Ha J)KUBOT, CBBP3aHO ChC 3JJPABETO, € OIEHEHO MOCPEACTBOM BHIIPOCHUK TIpH
BB3MANUTETHH 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BerpocHurm SF-36. Ha ceqmunia 8 manueHTrTe, MOTydaBaliy yCTeKHHYMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYMMO ITO-TOJIIMO M KIIMHHYHO 3HAYUMO Tomo0penne Ha obmus IBDQ ckop u na SF-36 Mental
Component Summary Score 8 UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ mane6o. B npoyusanero IM-UNITI no cenmunia 44 te3u nomoOpeHus
0OMKHOBEHO C€ MOIbPKAT MMO-100pe MPH JISKyBaHH C YCTEKUHYMAa0 MAaIUEHTH B CPAaBHCHUE C
miare6o0. ITomobpennero Ha Ka9eCTBOTO HA KHUBOT, CBBP3aHO ChC 37PaBETO, OOMKHOBEHO CE
MOJUTBPIKA MPE3 ISUTIOTO MPOIBIDKEHHE 10 ceamulia 252.

Yarepo3eH KOIUT

be3onacHocTTa M e(hUKaCHOCTTA Ha YCTEKMHYMAa0 ca OLICHEHH B JIBE PaHIOMU3UPAHH, ABOHHOCIIEIH,
T1ane60-KOHTPOIMPaHU, MHOTOLIECHTPOBH MPOYYBAHUS NIPY BB3PACTHH MAUCHTH C YMEPEH JI0 TEXKBK
aKTHBEH yJIepo3eH KoauT (ckop o Mayo 6 no 12; ergockoricku cyockop > 2). [Iporpamara 3a
KJIMHAYHO pa3paboTBaHE ce ChbCTOU OT €JHO MPOyYBaHE C MHTPABEHO3HA MHAYKLUS (HapeueHO
UNIFI-]) ¢ nedenue no 16 ceamuim, nocieasaHo ot 44-ceIMUYHO POYYBAHE C MO IBPIKAII0
JICYCHUE C MOJKOKHO MPUIIOKEHHE, C PAaHIOMH3HPAHO ciupaHe Ha JieueHueTo (Hapeueno UNIFI-M),
KOETO MPEJCTaBIsIBa HAal-MaJIKO 52 ceAMULU Ha Tepamusl.

[MpencraBenure pesynraru 3a epukacHoct or UNIFI-1 u UNIFI-M ce ocHOBaBaT Ha 1eHTpaieH
nperiiesn Ha eHI0CKOIHUHTE.

UNIFI-1 Bkimroua 961 narmentu. [IspBudHaTa KpaliHa TOYKa B MPOYYBAHETO C UHIIYKITUS €
IMPOUCHTHT HA YHAaCTHUIHWUTE B KIIMHUYHA PEMHCUA HAa CEAMUILIA 8 Ha]_[I/ICHTI/ITC Ca paHJOMU3HPAHU J1a
MOJTy4JaT eTHOKPAaTHO WHTPABEHO3HO NperophunTeNHaTa nudepennrnpana go3a 6 mg/kg (Bxk.
Tabmuia 1, Touka 4.2), pukcupana f03a 130 mg ycrekunymab miu mianebo Ha ceamuiia 0.

PaspemnieHo € eIHOBPEMEHHO NPUIIOKEHHE Ha NIEPOPATHI KOPTUKOCTEPOHU TN, UMYHOMOIYJIaTOPH U
aMHHOCATMLIMIATH, KaTo 90% OT nanueHTUTe NpOoABbIKABAT Aa MOIy4aBaT Hali-MaJKo €THO OT Te3U
JekapcTBa. BriroueHuTe maneHTy TpsioBa J1a ca MpeMHUHAIN HEeyCIIeIIHA KOHBEHIIMOHAIHA TePaItns
(KOPTUKOCTEPOUIU UITH UMYHOMO/IYJIATOPH) HJIH JICYCHHE C Hail-MaJKO eHO OHOJIOTUYHO
nexkapcTBeHO cpeacTBo (antaronuct Ha TNFo u/nnm Benonuzymab). [lpu 49% ot manuenture
KOHBEHIIMOHAITHATA TEpAIus € HEYCIelHa, HO He ¥ JICUSHHETO C OMOJIOTUYHO JIEKAPCTBEHO CPEACTBO
(ot xouTo 94% He ca JleKyBaHHU J1ocera ¢ OMOJOTMYHH JIEKAPCTBEHH NPOIYKTH). 51% OT manueHTure
ca JIeKyBaHHU HEYCIEIIHO WM UMAaT HEIOHOCUMOCT KbM OHOJIOTHYHO JIEKAPCTBEHO CPEZACTBO.
[Mpubnuzutento 50% oT NalMEHTUTE ca JIEKYBaHU HEYCIICIIHO ¢ Haii-Mako | mpeiiecTraia aHTH-
TNFa tepanus (ot xouto 48% MBpBUYHO HE ca ce MOBIUIIN), a 17% ca umanu Haii-manko 1 Tepanus
¢ aatu-TNFa cpenctBo u Beponmm3ymao.

B UNIFI-I 31aunmo 1mo-roJiiM OpOLEHT OT MallMEHTUTE ca B KIIMHUYHA PEMUCHA B TpynaTa, JISKyBaHa
C YCTeKHHYMa0, B cpaBHeHue ¢ Tuiarie6o Ha cenmuiia 8 (Tabmuna 6). Omie na Ceqmunia 2, Haii-
paHHAaTa IUTAHUPaHa BU3WTA B POYYBAHETO, U TIPU BCSAKA BU3UTA CIIE/ TOBA MO-TOJISM MPOIICHT
MAIMEHTH C YCTEKUHYMa0 HAMAT PEKTATHO KbPBEHE WM IIOCTUIAT HOPMAaJIHA YeCTOTa Ha Je(eKalIis
B CpPaBHEHHE C MalMEHTHTE Ha Iiare0o. HabmonaBanu ca 3Ha4MMHU Pa3inKd MEXY YCTEKHHYMa0 U
rtane0o B yacTHYHUA cKop 1o Mayo u cumnroMaTudHaTa pemucus oime Ha Cenmuna 2.

EdukacHoctTa € mo-Brucoka B rpymnata ¢ audepeHimpanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢

no3a 130 mg no oTHOWIEHHE HAa U30paHM KpallHU TOYKH U IOpaad ToBa AU(EPEHIMPAHOTO 103UpaHe
ce MpenopbuBa KaTo 1032 3a HHTPABEHO3HATa HHIAYKIHS.
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Tabnuya 6. Pe3ziome na ocnosnume pesyimamu 3a egpuxacnocm ¢ UNIFI-I (Ceomuya 8)

IL1auedo IIpenopbunTena
N =319 1032 ycTeKHHymMao®
N =322
Knunnuna pemucus™® 5% 16%*?
Ipu marueHTH ¢ HeyCIenHa KOHBEHI[MOHAIHA, HO 9% (15/158) 19% (29/156)"
HE ¥ OMOJIOTHYHA TepaIus
[Ipy manMeHTH ¢ HeycnenHa GUOJOrMYHa Tepanus’ 1% (2/161) 13% (21/166)°
IIpu nanuenTu ¢ HeycnemHa tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
TaKa M ¢ BeIoJm3ymMad
KitMHMYeH 0TroBop® 31% 62%?
[pu manueHTy ¢ HeycnenHa KOHBEHIIMOHAIHA, HO 3506 (56/158) 67% (104/156)°
HE U OMOJIOTHYHA Teparus
IIpu NalMEHTH ¢ HEYCIEMHA OUOIOTHYHA TEPAUs 27% (44/161) 57% (95/166)°
IIpu nanuenTu ¢ HeycneniHa tepanus Kakto ¢ TNF, 28% (13/47) 529% (30/58)"
TaKa U C BeJI0JIM3yMad
JluraBuuHo o3spassiBane’ 14% 27%*
I[1pu manueHTy ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO 21% (33/158) 33% (52/156)"
HE U OMOJIOTMYHA TEpaIus
ITpy manMeHTy ¢ HeyCIenTHa OMOIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHMMITOMaTUYHA PEMUCHS 23% 45%°
K0M6HHHpaHf CHMIITOMAaTHYHA PEMHUCHS M JIATABUYHO 8% 21066
031paBsiBaHE

£

Jlo3a 3a nHQY3ust Ha ycTeKHHyMal IpH M3II0JI3BaHe Ha CXeMa Ha IpHiIaraHe Bb3 OCHOBA Ha TEJIECHOTO TErJIo, yKazaHa
B Tabnruya 1.

KnuangnaTa pemucus ce omnpenens kato ckop nmo Mayo < 2 myHKTa, 0e3 HHAWBUIyaJeH cyockop > 1.

KnuHIYHUST OTroBOp ce ompesess KaTo HaMasiBaHe CIPsIMO H3XOJHOTO HMBO Ha ckopa o Mayo ¢ > 30% u >3
MYHKTa, C HAMaJIBaHe CIIPSAMO U3XOAHOTO HUBO Ha CyOCKOpa 3a PEKTAIHO KbpBEHE > | MM CyOCKOp 3a pEKTaJIHO
kbpBeHe 0 mwm 1.

AmnTtaronuct Ha TNFo w/unn Begonuzymao.
JIuraBMYHOTO O31paBsiBaHE Ce OMpeeNist KaTo EHIOCKOMNCKU cyockop mo Mayo 0 wm 1.

CuMmnromMaTidHaTa pEMHCHS ce ompeels kato cyockop mo Mayo 3a gecrora Ha aedexanusata 0 wim 1 u cyOekop 3a
pexTanHo KbpBeHe 0.

KoMOuHanusaTa OT CHMIITOMaTHYHA PEMUCHS ¥ JIMTABUYHO O37IpaBsiBaHE Ce OIPEEIis KaTo cyOCcKop 3a 4ecToTa Ha
nedexarusta 0 w1, cyGekop 3a pexTainHo KbpBeHe 0 u eHaockorncku cyockop 0 o 1.

p <0,001

Homunanuo 3uaunmo (p < 0,001)

Homunanuo 3uauumo (p < 0,05)

B UNIFI-M ca orienenu 523 nmanueHTH, IOCTUTHAINA KJIMHHUYEH OTIOBOP C €THOKPATHO 1.V.
npuinoxxenue Ha ycreknayMmad B UNIFI-I. [TauuenTture ca pangoMusupany 3a MojlydyaBaHe Ha
noIppKaia cxema ¢ 90 mg ycreknaHymald MOAKOKHO Ha Bceku 8 cenmuIy, 90 Mg ycrekuHymMad Ha
Bceku 12 ceamuiy wiy 1ianedo B mMpoabKeHue Ha 44 cenMuIiy (3a mpenopbunTeIHaTa
nojyrsprkama no3a Bukre touka 4.2 Ha KXI1 na STELARA umxkexnuonen pa3rop ((iaakoH) u

HWHKCKIIMOHCH pa3TBOP B IPCABAPUTCIIHO HAIIBbJIHCHA CIIPUHIOBKA WJIW B IPCABAPUTCIIHO HAITbJIHCHA

MTHCAJIKA).

3HAYUMO TO-TOJISIM MPOLICHT MAIUEHTH Ca B KIIMHUYHA PEMHCHS B IBETE TPYIIH, JICKYBaHU C
yCTeKHHYMa0, B CpaBHEHHE ¢ rpyrmara ¢ rarebo Ha ceamuna 44 (k. Tadauna 7).
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Tabnuya 7. Pe3siome na ocnosnume usmepumenu 3a epuxacrocm ¢ UNIFI-M (ceomuya 44;

52 cedmuyu om 3anousare Ha UHOVKYUOHHAMA 003a)

Mnamedo* 90 mg 90 mg
N =175 yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 cemmuuu 12 cenmunu
N =176 N =172
Knunanuna pemucus™®* 24% 44%:* 38%°
IIpu nanueHTH ¢ HEycnenHa
KOHBEHITHOHAITHA, HO He W OHOJIOTMYHA 31% (27/87) 48% (41/85)" | 49% (50/102)
Tepanust
gp“ HATHEIITH © HeyClielia 17% (15/88) | 40% (36/91)® | 23% (16/70)"
MOJIOTHYHA TEePAIHsI
I[py manueHTy ¢ HEeYCIeNIHA TeParHst 15% (4/27) 330 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonmzymad
Houm,pmaH;: Ha KJIMHUYEH OTTOBOP JI0 45% 719%2 68% 2
ceamuua 44
[Ipu nanyeHTy ¢ HeyCHelHa
KOHBEHITHOHAITHA, HO HEe W OHOJIOrMYHA 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepanust
gp“ TALHCHTH ¢ HEYCHCIIHa 39% (34/88) | 65% (59/91)® | 56% (39/70)"
MOJIOrMYHa TCpanusd
Ulpy mauperi ¢ Heycneisa Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)*
kakTo ¢ TNF, Taka u ¢ Bemonnzymab
JluraBuyHO 03/1paBsBaHe’ 29% 519%? 44%5
Tombpiane Ha KIMHIIHA PEMHCH3 10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuua 44
Knunugna peMucus 6€3 KOPTHKOCTEPOHAS 23% 42%2 38%°
IIpobIKUTETHA PEMUCHST' 35% 57%:® 48%"
CuMnTOMaTHYHa peMucHs’* 45% 68%" 62%"
KomOuHHMpaHo cHMNITOMATHYHA PEMUCHS U 28% 48% 41%"

JIMTaBUYHO O3/paBsBaHe*

*  Creq MOBIHSIBAHE OT 1.V. YCTEKHHYMAa0.

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

§

KAMHUYHUST OTTOBOP Ce OMpeIelis KaTo HaMallsiBaHe CIIPSIMO M3XOJHOTO HUBO Ha ckopa mo Mayo ¢ > 30% u > 3

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

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

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

koptukoctepounu Ha Cenmuiia 44.

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

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

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

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

peKTaiHo kbpBeHe 0.

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

2 p<0,001

® p<0,05

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

BJ'IaFOHpI/ISITHI/ISIT e(i)eKT Ha YCTCKI/IHyMa6 BBPXY KIMHUYHUA OTTOBOP, JUTABUIHOTO O3ApPAaBABAHC U
KIIMHUYHAaTa pEMUCHUS € Ha6J'IIO}_'[aBaH Py UHAYKIUA U IMTOAOBbPIKAIO JICHCHUC KAKTO IIPH NAIIUCHTUTEC
C HCYCIICIIHAa KOHBCHIIMOHAJIHA, HO HE U OMoIornyHa TEparusia, Taka U rpyu NaquCHTUTE C Hal-MaJIko

17




€JIHa TIpe/IIIecTBalla Heyc lenTHa Tepanus ¢ antaroHuct Ha TNFo, BKIIOUHTETHO TpU MalueHTH,
KOUTO ITBPBUYHO HE Ca Ce MOBIUSIN OT Tepanwus ¢ antaronucT Ha TNFo. bnaronpusiten edexr e
HAOJI0JJaBaH ChIIO U MPU HHAYKIIMS MTPH MAIUCHTH C Hali-MaJIKO ¢/IHA HEYCIIEIIHA TPEIIeCTRAINA
Tepanus ¢ antaronucT Ha TNFo u Beonu3ymal, HO OposIT Ha MAIUSHTUTE B Ta3H MOJATPYyTa € TBBPAC
MAaJTbK, 32 J]a C€ HAIpaBAT KaTeTOPUYHH 3aKIIFOUSHHSI OTHOCHO OJIarONMpHUATHUS eeKT 110 BpeMe Ha
MOIbpIKAIaTa TEPAINS B Ta3M IpyIa.

THayuenmu, nosnusgawu ce om unoykyus ¢ yemexkunyma6 na Ceomuya 16

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

Ceamuua 16.

[ManmenTture 6e3 KIMHUYEH OTTOBOP KbM MHIAYKIHS C yCTEKHHYMal Ha ceMuIla 8 B MPOYy4IBaHETO
UNFI-I, Ho ¢ otroop Ha ceamuiia 16 (157 marpenTs), ca BKIIOYEHH B HEPAHIOMHU3MpAHATa YacT Ha
UNIFI-M u ca npoab/Kuin fa ModydaBaT MOAIbPIKAINa 1032 HA BCEKH 8 CEIMUIIM; TIOBEYETO OT TE3H
nanueHTH (62%) moaabpkaT oTroBopa, a 30% mocturaTt peMucus Ha ceamuua 44.

IIpoovnoicenue na npoyusaremo

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

AHanmu3bT 3a 6e30macHoCT, BurrouBani 457 naruentu (1289,9-nanmeHToroanHm), IPOCISACHH 10
220 ceamuny, TOKasa, 4e mpoduIbT Ha Oe30macHOCT Mexy 44 n 220 cenMunia, € CpaBHAM C TO3H,
HaOronaBad 110 44-ta ceqMuIa.

He ca YCTaHOBCHH HOBU C’LO6pa)KeHI/IH 3a 0€30IaCHOCT IIpU TOBA NPOABIDKCHUEC HA ITPOYUBAHCTO ITPU
MalxeHTH C YJILICPO3CH KOJIUT, JICKYBAHU 10O 4 TOAWHHA.

Enoockoncko nopmanusupane

EnnockonckoTo HopManu3upaHe € onpeAesieHo KaTo eHA0CKOICKU cyockop o Mayo 0 u e
HabmonaBaHo omre Ha cenmuna 8 B UNIFI-I. Ha cenmutia 44 or UNIFI-M To ce moctura npu 24% u
29% OT maIMeHTHUTE, JISKYBaHH C YCTEKHHYMa0 ChOTBETHO HA BCEKM 12 MK 8 CeIMMIIU, B CPAaBHEHHE
¢ 18% ot manueHTuTe B rpymara c rmiamedo.

Xucmono2uuHo u Xucmo-eHO0CKONCKO TUSABUYHO 030PABABAHE

XHUCTONOTUYHOTO 03/IpaBsiBaHe (OMpezesieHo KaTo HeyTpodmiHa nHGUATparus B < 5% oT KpUNTHTE,
0e3 paspymaBaHe Ha KPUITUTE U 0€3 €pO31H, YIIIEPaIluy WIK TpaHyJallMOHHA ThKaH) € OIICHSBaHO Ha
ceamuna 8 B UNIFI-I n na Ceamuna 44 8 UNIFI-M. Ha cenmuna 8, cien eqHOKpaTHa MHTpaBEHO3HA
WHIyKIIMOHHA /1032, 3HAYUMO TIO-TOJISIM MPOIEHT MAllMeHTH B IPyIiaTa ¢ IpenopbUnuTeIHaTa 1032
MOCTUTAT XMCTOJIOTUYHO 031ipaBsaBaHe (36%) B cpaBHEHHE C AIIMEHTUTE B Ipynara ¢ ranebo (22%).
Ha Cenmura 44 nmogaepikade Ha To3u eeKT ce HaOIrogaBa Mpy 3HAYUMO TTOBEYE TAIUEHTH C
XHUCTOJIOTHYHO O3/IpaBsABaHE B IPyINuUTe ¢ ycTeknHymal Ha Bcakal2-ta cenmuna (54%) u Ha Beska 8-
Ma cenmuna (59%) B cpaBHeHue ¢ Tuiane6o (33%).

KomOunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABUYHO 03/[paBsBaHe, ONPEIeNICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHe, € OlCHEHA Ha CeIMUIIA 8 B
UNIFI-I u na cenmuna 44 8 UNIFI-M. Ilanenture, moirydaBajiv yCTEKMHyMa0 B IpEeNOpbUYHTEIIHATA
71032, IOKa3BaT 3HAYMMO MOA0OpeHNe Ha KpaifHaTa TOUKa, XMCTO-EHIO0CKOIICKO JINTaBUIHO
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037paBsiBaHE Ha ceammuIa 8, B rpymnara ¢ yctekuayMab (18%) B cpaBHeHme ¢ rpymnata ¢ mianedo (9%).
Ha cemmuria 44 mommbpikane Ha TO3HM eeKT ce Habro1aBa Mpy 3HAYNMO ITOBEUE TAIIMCHTH ¢ XUCTO-
€HJIOCKOTICKO JIMTaBUYHO O3]IpaBsiBaHE B IPYIUTE C YCTEKHHYMa0 Ha Besika 12-Ta ceamuna (39%) u Ha
Besika 8-Ma cenmunia (46%) B cpaBHeHUe ¢ iane6o (24%).

Kauecmso na sicusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )KMBOT, CBEP3aHO ChC 3JIPABETO, € OIICHSABAHO Upe3 BBIPOCHUK MpH BH3MATUTECITHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Benpocaunure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceqmuna 8 8 UNIFI-1 nauuenTure, noimy4yaBain ycTeKHHyMa0, MOKa3BaT 3HAYMMO MO-TOJISIMO U
KIMHAYHO 3HaYMMO rmomobpente Ha obmms IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHE ¢ m1aneoo.
ToBa momoOpeHune ce moAabpIKa MpH MaMeHTHTE, JeKyBaHu ¢ ycTekunyma0, B UNIFI-M no
ceamuna 44, ITogoOpeHneTo Ha Ka4eCTBOTO Ha JKHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOIIBPIKA MIPE3 ISLIOTO IpoabinkeHue 10 ceamuria 200.

[TanmeHTHTE, MOMyYaBaiu yCTEKMHYMa0, UMAT 3HAYMMO MO-TOJIIMO NTOJOOpEHHE Ha MPOLYKTUBHOCTTA
mpu paboTa, OlleHEeHO Ype3 TO-TOISIMO HaMallsiBaHe Ha 00IOTO HapyIIeHne Ha paboTara U Ha
HapyIllaBaHETO Ha aKTUBHOCTTA, OIIcHeHH upe3 BhiipocHuka WPAI-GH, oTkonkoTo manuenTure,
MOJTyYaBajy rianedo.

Xocnumanusayuu u onepayuu, cévpsanu ¢ yayeposen koaum (YK)

Ho cenvunia 8§ 8 UNIFI-I mporieHTHT Ha YIACTHUIIMTE C XOCMIUTATN3allUY, CBBp3aHu ¢ YK, e 3HaunMo
MO-HUCHK NP YUACTHULUTE B IPpyMarTa ¢ NpenopbunTesHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpaBHEHME C yYaCTHULMTE B rpymnara ¢ mianebo (4,4%, 14/319), karo HUKOW OT y4aCTHULIUTE,
MOJIy4aBaIM YCTEKMHYMaO B MPETIOPbUUTEIHATA MHAYKIITMOHHA 1032, HE € MOJIOKEH Ha OTeparls,
cebp3ana ¢ YK, B cpaBaenue ¢ 0,6% (2/319) oT yyacTHUIMTE B Tpynara ¢ miareoo.

o cenmunia 44 8 UNIFI-M 3HaunMo no-HUCHK Opoli xocnuranu3amuu, cBbp3anu ¢ YK, e
HaOJII0/JaBaH MPU YYaCTHUIMTE B KOMOMHUpaHaTa rpyma ¢ ycrekunymao (2,0%, 7/348) B cpaBHeHHE ¢
YYacTHULMTE B rpynara ¢ mianedo (5,7%, 10/175). Uncneno no-mainbk Opoil yyacTHULHM B rpynara c
ycreknnymad (0,6%, 2/348) ca moanoxenu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHe ¢
y4acTHUIMTE B rpymara ¢ miamebo (1,7%, 3/175) no cenmuria 44.

NMyHOreHHOCT
ITo Bpeme Ha jieueHHE ¢ YyCTEKHHYMa0 MOrar Jia ¢ce Pa3BHUT aHTHTENa CPEIly YCTeKUHYMal u

MOBEYETO OT TAX ca HeyTpanmsupanin. OOpa3yBaHEeTO Ha aHTHTENA CPEIly YCTEKUHyMal € CBBbpP3aHo C
MOBHIIICH KIIMPBHHC HAa YCTEKHHYMa0 Mpu marueHTy ¢ 6onect va Crohn wim yimeposeH konut. He e
HaOronaBaHa HamaseHa edukacHocT. He ce HaOmoaaBa o4eBHIHA 3aBUCMOCT MEXK1y HATMIHETO Ha
aHTHUTENIa Cpellly YCTeKMHyMab 1 MoABaTa Ha peakiiy Ha MSICTOTO Ha HHKEKTHUPAHE.

[enuaTpuyHa nONyNays

EBpomneiickaTa areHIys 1o JeKapcTBara oTiara 3aIbJDKEHHETO 3a PEJI0CTaBsIHE Ha PE3yJITaTUTE OT
NPOYYBaHUSATA C YCTEKMHYMa0 B €/1Ha MJIH [TOBeYe MOATrPYIH Ha MEeAUaTPUIHATA NOIYyJIaus Ipu
6onect Ha Crohn 1 yiuepo3eH KoiuT (BX. Touka 4.2 3a nHpopMaLus OTHOCHO yHoTpeda B
MeANATPHATA).

bonecm na Crohn npu deya

be3omnacHocTTa 1 ehMKacHOCTTA Ha YCTEKMHYMa0 ca OleHeHH ITpH 48 neinaTpUYHM MAIUEHTH C TETJIO0
Hait-manko 40 kg B MeXXIMHEH aHAIN3 Ha MHOTOIIEHTPOBO TpoyuBane dasza 3 (UNITI-Jr) 3a
MeAMATPUYHU MAIUEHTH ¢ yMepeHa JI0 TeXKa akTuBHA O0osect Ha Crohn (nedwuHupana upe3 Uunekc
Ha akTUBHOCTTA Ha Oosectta Ha Crohn [PCDAI] >30) B mpobkeHre HA 52 CEIMUITH JIeUSHUE

(8 ceqmuIn MHAYKIIMOHHO ¥ 44 CeIMUIIN TIOAIbPIKAIIO JeucHue). [lanrenTure, BKIOYEHN B
MIPOYYBAHETO, UIIM HE Ca UMAJIM JIOCTATHYCH OTTOBOP, WIIA Ca MMaJId HEITOHOCUMOCT KbM MPEAX0/IHa
OMOJIOTMYHA WM KOHBEHIIMOHATHA Tepanus 3a 0ojectra Ha Crohn. [IpoyuBaHeTo BKIIFOUBA OTKPUTO
HMHAYKIMOHHO JICYCHHE C €IMHUYHA HHTPABESHO3HA 71033 YCTeKMHyMa0 mpubnu3uteaHo 6 mg/kg (Bxk.

19



To4YKa 4.2), MOCNIEeIBAHO OT PaHIOMU3HMPaHa JBOMHOCIATIA TIOIBbpPIKaIIa CXeMa C TIOIKOXKHO
npwioxeHue Ha 90 mg ycTekmHyMal Ha BCEKH 8 CEIMUITH WIIM Ha BCEKU 12 CEIMMUIIA.

Peszynmamu 3a egpuxacnocm

[IppBUYHATA KpaifHA TOYKA HAa IPOYYBAHETO € KIIMHUYHA PEMHUCHS Ha CEIMUIIA 8 OT MHYKIIAATA
(mepurnpana xaro ckop mo PCDAI < 10). [IporieHThT Ha MAIUEHTHTE, TIOCTUTHAIIN KIMHAYHA
pemucus, e 52,1% (25/48) u € cpaBHUM C TO3H, HAOIIOIaBaH B Ipoy4BaHUATA (haza 3 Ha yCTEeKUHYyMal
NIPY BB3PaCTHHU.

Knuanuen OTTrOBOp € Ha6H}OI[aBaH oI Ha C€aMHUIIa 3. HpOHCHT’BT Ha IMalqMCHTHUTEC C KIMHHUYCH
OTTOBOpP Ha c€aMuUIla 8 (I[C(pHHHpaH KaTO HaMaJICHUC CIIPSIMO M3XOAHOTO HUBO Ha 061111/151 CKOp 110

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

B tabnuna 8 ca npeicraBeHU aHAIU3UTE Ha BTOPUYHUTE KPallHU TOYKH 110 BpeMe Ha MOJAIbpKaliaTa
Tepamnus 10 ceamuiia 44,

Tabnuya 8: Pesome Ha 6mopuyHume KpauHu mouKku no gpeme Ha no00bpHCAUOmo jedeHue

ceomuya 44
90 mg 90 mg OO0 opoii
yCTeKHHYMA0 yYCTeKHHYMA0 nanueHTH
npe3 8 cenMuIU npes3 N =48
N =23 12 ceqmuuu
N =25

Kiunnyna pemucus 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Knunnuna pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
KOPTHKOCTEPOMANS
KivHiYHa peMHCHsI TP MAICHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOUTO ca OWJIM B KIIMHAYHA
PEMHECHs TIPH HHAYKIUITA
cenmuna 8~
Kiuanuen otrosop 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
EH0CKOICKH OTroBop £ 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*

§

Knuananara pemucus e aedpunnpana xaro ckop no PCDAI <10 Toukn.

Pemucus 6e3 kopTukocteponau e nepuaupana kato ckop mo PCDAI <10 touku u 6e3 mpueM Ha KOPTHKOCTEPOHIH B
npoasmkeHue Ha mone 90 nau npenu Cenqmuna M-44.

KiuHUYHUAT OTroBOp € NeuHMpaH KaTo HaMalleHHe CIIPSIMO M3XOAHOTO HUBO Ha ckopa o PCDAI >12,5 touku ¢
0011 ckop mo PCDALI we moseue ot 30.

EHmocKOTCKUAT OTroBOp ¢ Aedunupan kato Hamanenue Ha ckopa SES-CD >50% wnu ckop SES-CD <2 npu
MaIMeHT! ¢ u3xozaeH ckop SES-CD>3.

Kopurupane Ha yectoTara Ha NPUIIOKEHUE

[ManmeHTHTe, KOUTO MPEMUHABAT HA TIOIbPIKALIO JICUCHHE U uMar 3aryoa Ha orroBop (l10ss of
response, LOR) Bb3 ocHoBa Ha ckopa 1o PCDAI, oTroBapsT Ha ycjIoBHATa 32 KOPUTHPaHE Ha J103aTa.
[lanueHTHTE MM IPEMUHABAT OT JICUEHHE Ha BCEKU 12 ceIMUIIM Ha BCEKU 8 CEIMMLIM, WIIA OCTaBaT Ha
JieueHHne Ha BCEKHU § ceMHIM (Tu1ane0o KOpeKLus). 2 MalMeHTH ca ¢ KOPUIHpaHa 103a KbM I0-
KpaTKusl MHTEPBAI Ha npuiiokeHne. [Ipu Te3u nmanueHTr KIMHIYHA peMucHs e nocturaara npu 100%
(2/2) ot maumeHTUTE § CEIMUIIM ClIe] KOPUTHPAHE Ha 103aTa.

[IpodmrbT Ha Ge30MACHOCT Ha CXeMaTa Ha WHAYKIIMOHHO MPHUIIOXKECHUE H Ha JIBETE CXEMH Ha
MoJyIbpIKAIATa CXeMa Ha JICUSHHE TIPH MeHaTPUIHATA TIOIyJIAIus ¢ Tero Hal-manko 40 kg e
CPaBHHM C TO3H, YCTaHOBEH IPH MOMYyJIaMATa Ha Bb3pacTHH ¢ OosecT Ha Crohn (Bk. Touka 4.8).

Cepymnu u ghexannu 6uomaprepu Ha 8b3naIeHUENO

CpenHara nIpoMsiHa CIIPSIMO W3XOAHOTO HUBO MPH HOIbPIKAIIO JIeueHHE Ha ceaMulia 44 Ha
koHueHTparuuTe Ha C-peaktuBeH npotenH (CRP) u ¢ekanen kanmpoTekTus e cborBeTHO -11,17 mg/I
(24,159) u -538,2 mg/kg (1271,33).
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Kauecmso na sicusom, cevpsano cvce 30pasemo
Oo6mmute ckopose mo IMPACT-III u Bcuuku moaaoMedHu (YpeBHU CUMIITOMH, CUCTEMHH CUMIITOMH,
CBBP3aHM C YMOPA, U 0JIArOChCTOSHUE) MOKA3BaT KIMHUYHO 3HAYMMU OJOOPESHHUS ClIe] 52 CeIMUIIH.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Cren npenopbunTeNTHATAa HHTPAaBEHO3HA HHAYKIIMOHHA 71032 MeIMaHaTa Ha MaKcuMaHaTa cepyMHa
KOHIICHTpAIl¥s Ha yCTeKnHyMao, HabmonaBana 1 wac cien nadysusra, e 126,1 pg/ml mpu
nanuentute ¢ 6oaect Ha Crohn u 127,0 pg/ml npu narmeHTUTe C yIIepo3eH KOIUT.

PasnpeneneHue
MennanaTta Ha oOeMa Ha pasnpeeNcHue B TepMuHaiiara aza (Vz) ciaen eqHOKpaTHO HHTPABEHO3HO

NPUIOKESHUE TP MALMEHTH C TIcopruasuc Bapupa ot 57 o 83 ml/kg.

Buorpanchopmars
To4HUAT BT HA MEeTaOOTU3UpPAHE HA YCTEKUHYMAa0 HE € U3BECTEH.

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

MAIMEeHTH C IIcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanata Ha noinyxuBoTa (ti2) Ha
YCTeKHHYMa0 € MPUOIU3UTEITHO 3 CeAMUIIM TIPH MAIMEHTH ¢ YJIIepo3eH KoiuT, bosect Ha Crohn,
TICOPHUA3KC W/ TICOPUATHYCH apTPUT U Bapupa oT 15 10 32 1HU BHB BCHYKH MPOYUBAHUS HA
TICOPUA3UC U IICOPUATHYUCH apTPUT.

JInneWHOCT Ha o3aTa

Cucremnara excrio3unus Ha ycreknHyMab (Cmax 1 AUC) ce yBenmuaBa 1o HauuH, MPUOITU3UTEITHO
MPOTOPLMOHANIEH HA J103aTa, cJie]] €THOKPAaTHO MHTPABEHO3HO MPHIIOKCHUE Ha I03H B TPaHUIATa
mexay 0,09 mg/kg u 4,5 mg/kg.

CrernuanHu NoIyJIalin

Hsma Hamuuau (apMakOKMHETUYHH JIaHHU TPY TAIIMEHTH ¢ yBpeeHa ObOpeuHa Uil YepHOAPOOHa
¢byukuus. He ca mpoBe/icHN KOHKPETHHU NMPOYYBAHHS C MHTPABEHO3HO MPUIIOKEHHUE HA YCTEKHHYMAO
[PH MAIMEHTH B CTapYecKa Bh3PACT WITH MeIUaTPUIHHU HaUeHTH ¢ Terto mos 40 Kg.

ITpu nmanuentu ¢ 6onect Ha Crohn M yJ1epo3eH KOJIUT BapuaOMIIHOCTTa Ha KIMPBhHCA Ha yCTEKUHYMa0
Cce MOBJIUSBA OT TEJIIECHOTO TEIJI0, HUBOTO HA CEPYMHHS aJIOYMUH, I0J1a M CTaTyca IO OTHOIIEHUE Ha
aHTHUTENaTa CPelry YCTEeKHHyMa0, 10KaTo TEIECHOTO TEIJIO € Hail-3HaunMaTa KoBapuaTta, BIusela
BBpXY 0oOemMa Ha pasnpeseneHue. OcBeH ToBa mpu 6onectta Ha Crohn KIMPBHCHT ce noBnusBa ot C-
PEaKTUBHUS IIPOTEHH, CTaTyca O OTHOLIEHUE Ha HeyclieX Ha jJedeHneTo ¢ TNF-anTaronuctu u
pacara (a3uaTCKH CIIpsIMO Hea3uaTCKH Mpou3xo/). Bp3neiicTBHeTo Ha Te31 KOBapraTH € B paMKHUTE Ha
+20% OT TUNMYHaTa WK pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, mopaau ToBa He €
Heo0XoIuMa KOPEKIMs Ha 103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynorpeda Ha
MMYHOMOIyJIaTOPHY HAMA 3HAYUTEIHO BIMSHNE BbPXY PA3NpeleIeHUETO Ha YCTEeKNHYMao.

Perynupane Ha CYP450 enzumu

Edexrure Ha IL-12 nim IL-23 Bbpxy perymupanero Ha CYP450 ensumure ca omeHenu B in Vitro
MPOyYBaHe C U3IMOJI3BaHE HA YOBEIIKH XEHaTOIUTH, KOeTO mokasea, 4e 1L-12 u/unu IL-23 ¢ HuBa ot
10 ng/ml He npomMeHsT akTrBHOCTTA Ha YoBerikuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
wi 3A4; Bk. Touka 4.5).

[IposeneHo e oTkpuTo NpoyuBaHe (aza 1 3a nexapcTBenn Bzaumopaericteuss CNTO1275CRD1003 3a
OLIEHKA Ha eeKTa Ha yCTeKUHyMal BbpXY €H3UMMHATa aKTUBHOCT Ha UTOXpoM P450 cien nHayKIus
Y TIOJTHPIKAII0 TprIaraHe Mpy ManueHTn ¢ akTuBHa OosecT Ha Crohn (n=18). He ca HabnromaBanu
KIMHAYHO 3HAYMMH TIpOMeHH B ekcriozuusara Ha kopenH (CYP1A2 cyberpar), Bapdapun

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), nexcrpomeropdan (CYP2D6 cyberpar) wiam
mugaszonam (CYP3A cyOcrpar), korato ce N3noi3BaT ChIIBTCTBALIO ¢ YCTEKHHYMa0 Ipu o100peHaTa
npernopbyurTeNiHA JO3UPOBKA MpH MaieHTn ¢ 6osiect Ha Crohn (Bxk. Touka 4.5).
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[epunaTpuyna momymnamus

CepyMHHUTE KOHIICHTPAIIMU Ha YCTEKMHYyMa0 TPy NeIMaTpUYHY narueHTH ¢ 6osect Ha Crohn ¢ Terno
Haii-manko 40 kg, lekyBaHU ¢ MPENOPBYUTEIHATA 1033, OCHOBABAIlA CE HAa TETJIOTO, KaTO ISUI0 ca
CPaBHHMMH C T€3H IIPH Bb3pacTHH MarueHTn ¢ Oomect Ha Crohn, TekyBaHU C /1032, OCHOBaBaIa ce Ha
TETJIO0TO.

5.3 IlpeakJUHHYHHU JAHHH 32 0€30MACHOCT

HeknmuHan4HUTE NaHHU HE TIOKa3BaT OCOOCH PUCK (HAITP. TOKCHYHOCT Ha OpraHMTe) 3a Xopa Ha Oa3aTa
Ha W3MUTBAHUATA 32 TOKCHYHOCT P MHOTOKPATHO MPUIIaraHe, TOKCHYHOCT 3a Pa3BUTHUETO U
PENpOIYKTUBHA TOKCHYHOCT, BKITFOUUTETHO U ()apMaKOJIOTUIHUTE OIIEHKH 3a Oe3omacHocT. [1pu
MPOYYBaHUS 32 TOKCUYHOCT 32 PA3BUTHUETO U PEIPOAYKTUBHA TOKCUYHOCT IPH TBJITOOMAIIATH MaKaIlH
HE ce HaOJIIoJaBaT HeXeNaH! e(PeKTH BhpXY (PepTHIINTETa IPU MBKKHUTE, KAKTO U BPOJACHH JEPEKTH
WJIM TOKCUYHOCT 32 pa3BUTHETO. He ce HabmoaBar Hexxenanu epeKTH BbpXy QepTHIUTETA IPH
JKEHCKHUTE IIPH yrnoTpedaTa Ha aHAJIOTUYHO aHTUTsUIO cpemry 1L-12/23 mpu mumkn.

Jlo3oBHTE HHBA B MPOYYBaHUS P )KUBOTHH ca OJM30 45 ITBTH ITO-BUCOKU OT Hail-BUCOKAaTa
€KBHBAJICHTHA /1032, IPEIBIPKAAHA 3a IPUIIOKEHHUE [TPY MALMEHTHU C ICOPUA3UC, U BOIAT 10
MaKCHMAaJIHUA CEpYMHH KOHIIEHTpAIUK Mpu MaitMyHH, KouTo ca Haja 100 mbTH Mo-BUCOKHU OT
KOHIICHTpAIMUTE, HAOII0JaBaH! TIPU XOpa.

He ca npoBexnaHu mpoy4BaHus 3a KAPIMHOTEHHOCT C yCTEKMHYMa0 MOpajy JUIcaTa Ha MoIX0IsIIH
MO/JIEININ 32 aHTHUTSUIO 0€3 KphCTOCaHa peakTHBHOCT KbM IL-12/23 p40 Ha rpuzaum.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHKUTE BelIeCTBA

EDTA aunatpuera con quxuapar (E385)
L-xuctuouu

L-XUCTUAMHOB MOHOXUAPOXIIOPHT MOHOXHIPAT
L-MeTHOHHH

[Mosnucop6ar 80 (E433)

3axapo3a

Bopna 3a unxkekuuu

6.2 HecbBMecTUMOCTH

[Tpu nunica Ha MPOyYBaHHUs 32 HECHBMECTHUMOCTH, TO3H JIEKAPCTBEH MPOJIYKT HE TPsiOBa Ja ce cMecBa ¢
npyru nekapcrseHu nponykTa. STELARA TpsiOBa 1a ce pa3pexka camo ¢ pa3TBOp Ha HaTPHUEB
xmopua 9 mg/ml (0,9%). STELARA He Tpsi6Ba J1a ce mpuiiara eJHOBPEMEHHO Ype3 eIHa U ChIla
WHTPABEHO3HA CUCTEMA C JIPYTH JIEKAPCTBEHH MTPOJTYKTH.

6.3 Cpok Ha rogHocT

3 roauuu
Ha He ce 3ampasspa.

Jlokazana e xumMHuuHa 1 QU3NYHA CTAOMIIHOCT 110 BpeMe Ha ynorpeba 3a 8 yaca npu 15-25°C.
OT MHKPOOHOJIOTMYHA TJIe/IHA TOYKA MPOAYKTHT TPSAOBA J1a ce ynoTpeOu He3a0aBHO, OCBEH aKo
METONBT Ha pa3pekaaHe U3KII0YBa PUCK OT MUKPOOHO 3aMbpcsBaHe. AKO HE ce yrmoTpebu He3abaBHO,

MEPUOIBT Ha U3IOJI3BAHE U YCIIOBHATA HA ChXpaHEHHUE Mpe/IH yroTpeda ca OTTOBOPHOCT Ha
noTpeduTens.
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6.4 CnenuaJHM yCJI0BUS HA ChbXpaHeHHUe

Ja ce cpxpansia B xnamuiHuk (2°C — 8°C). [la He ce 3ampa3spa.
CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAaKOBKa, 3a JIa ce TPe/Ina3u OT CBETIHHA.

3a ycloBuUATa Ha ChXPAaHEHHE CIIE/ Pa3pekIaHe HA JIGKAPCTBEHUS MPOIYKT BUKTE ToUka 6.3.
6.5 Bwuau chabp:kaHHe HA ONAKOBKAaTAa

26 ml pa3tBop BBB (uiakoH oT cThKIIO THI | 30 ml, 3aTBOpeH che 3amymianka oT OyTHIOBa ryMa C
nokputne. STELARA ce pasnpocTpansiBa B onakoBka 1o 1 ¢iaxoH.

6.6 CrhenmnajJHu npeanasHu MEPKH NPH U3XBBPJIsiHe U padoTa

PastBopsT BEB (priakona cbc STELARA He TpsiOBa na ce paskiama. Pa3TBopbT TpsOBa 1a ce IpoBepr
BU3yalTHO 32 HAJIMYMETO Ha TBBHP/N YACTHIIM WITH TPOMSHA Ha [BETA, MPEIU JIa CE MPHIIOKH.
Pa3TBOpBT € OUCTBP, Oe31BETECH /10 0JICTOKBIT. JIekapcTBEHUAT MPOYKT HE TPsOBa J1a ce
yIoTpeOsBa, ako pa3TBOPHT € € MPOMEHEH I[BSIT WM MBTCH WM aKO B HETO ce 3a0esI3BaT BUIAUMU
YW YACTHITH.

Paspexxnane
STELARA koH1eHTpaT 3a nH(Y3HOHEH pa3TBOpP TPsAOBa Ja ce pa3pear U Aa Ce TOATOTBH OT

MCIUIIMHCKHU CIICHHUAJIMUCT C IIOMOIIITAa Ha aCCIITUYHA TCXHHUKA.

1. Wzuucnere no3arta u 6pos Ha HeoOxoaumute GrakoHn STELARA Bb3 0cHOBa Ha TETJIOTO Ha
namuenTa (Bx. Touka 4.2, Tabnwma 1). Beeku ¢makon STELARA ot 26 ml csaspka 130 mg
ycTekunyMa0. M3nonsBaiite camo mbiau uakonun STELARA.

2. H3rernere u u3xpbpiere oT HHPY3HOHHUS cak oT 250 ml 06eM oT pa3TBOp Ha HATPHEB XIJIOPHT
9 mg/ml (0,9%), paBen nHa o6ema STELARA, koiiTo TpsiOBa 1a ce 1006aBu. (u3xBbpiere 26 ml
HaTpHeEB XJopH] 3a Bceku HeoOxoauMm ¢uiakon STELARA, 3a 2 ¢uakona uzxewpiere 52 ml, 3a
3 ¢akona mu3xpwpiere 78 ml, 3a 4 dakona uzxewpiere 104 ml)

3. Usrernere 26 ml STELARA ot Bcekun HeoO0x0auM (IIakoH u TU Jo0aBeTe KbM HH(Y3HMOHHUS
cak ot 250 ml. KpaiiausT o6em B nH(y3uOHHUS cak TpsiOBa na Obae 250 ml. BaumarenHo
cMecere.

4. [Ipenyn nmpuIIOKEHNETO MPOBEPETE BU3YAITHO pa3peaeHus pa3TBop. He ro ynorpeGssaiite, ako ce
Ha0JII01aBaT BU3yaIHO HEMPO3payHM YaCTHUIIM, TPOMSHA Ha [[BETA WIIH yXKIU YaCTHIIH.

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

NpUIaraHeTo Ha HHQY3MOHHUST Pa3TBOP TPsOBa Jia ce U3BBPIINA B pAMKUTE Ha OCEM Haca Cliejl
paspexaaHeTo B MH(Y3UOHHHS Cak.

6. W3non3eaiite camo HaOOp 3a HH(Y3Us ¢ BrpaJicH, CTEPUIICH, aTUpOreHeH GUiIThp Che Cl1abo
CBBP3BaHe Ha MpoTenHH (pazMep Ha mopute 0,2 MUKpOMETpa).
7. Bceku ¢uiakoH e caMo 3a eTHOKPATHO MPUJIOKEHUE U HEU3IOI3BAHUSAT JICKAPCTBEH MPOITYKT

Tpﬂ6Ba Ja €€ U3XBbPJIU B CbOTBECTCTBUC C MCCTHUTE U3NCKBAHUA.

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

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/005
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9. JATA HA ITBPBO PA3BPEINIABAHE/IIOJJHOBSAIBAHE HA PAZPEHIEHHUETO 3A
YIIOTPEBA

Hata Ha rBpBO pazpemanane: 16 sayapu 2009 r.
JlaTta Ha nmociaenno moxHoBsiBaHe: 19 cenremBpu 2013 T.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

03/2025

[MonpoOHa nH(opMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € peJoCTaBeHa Ha yeOcaiita Ha EBporelickara
areHIws 1o JiekaperaaTa https://www.ema.europa.eu.
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1. HNME HA JTIEKAPCTBEHUS ITPOAYKT

STELARA 45 mg uHXeKIOHEH Pa3TBOP

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

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

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

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

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

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

3a BJIHUA CHUCHK Ha IMOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mQ MHKEKIIMOHEH Pa3TBOP
WHXeKIHOHEH pa3TBOP

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

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

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

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3AHUS

I1iakoB 1Icopuasuc

STELARA e noxkasa 3a JiedeHHE Ha YMEPEH JI0 TeKbK IJIAKOB MICOPUA3HC MPU BB3PACTHU, KOUTO HE
ca ce TOBIIMSIIN, UMaT MPOTHBOIIOKA3AHHUS MIM HETIOHOCUMOCT KbM JIPYTH CUCTEMHH TEpaIiH,
BKJIFOYBAIIM 1ukiocnoput, Metorpekcatr (MTX) mnu [TYBA (micopanien u ynTpaBuoiIeTOBH A THUN)
Tepanus (BX. Touka 5.1).

I11aKoB IIcopuasyc Ipu NeANATPUIHN HAMSHTH

STELARA e noka3aH 3a jeueHUE Ha yMEPEH JI0 TEXbK IIJIaKOB IICOPUA3NC TIPU AELa U MalUEHTH B
FOHOIIIECKa Bh3pacT Ha 6 TOAWHU U MO-TOJIEMH, IIPH KOUTO UMa HEJOCTAThUEH KOHTPOJ UK
HEMMOHOCUMOCT KbM JIPYTH CHCTEMHH Tepanuu uik Gororepanuu (BxK. Touka 5.1).
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IIcopuaruuen aprpur (PsA)

STELARA, camocTosATenHO Win B komOuHaiusa ¢ MTX, e mokasaH 3a JiedeHHE Ha aKTHBCH
MICOPUATUYCH apTPUT MPU BH3PACTHU MAIUEHTH, P KOUTO OTTOBOPHT KbM IMPEAIICCTBAIIO JICUCHHE C
HeOmoTornyHu Moauduupantu 6onecTra antupeBMaTonaau jJekapctsa (DMARD) e 6un
HeJocTaTh4eH (BXK. Touka 5.1).

Boxaect Ha Crohn nipu Be3pacTHu

STELARA e nokasas 3a JeueHHe Ha Bb3PaCcTHHU MAIIMECHTH C yMEpEeHa JI0 TeKKa aKTUBHA 00JIECT Ha
Crohn, kouTto ca ce MOBAMSIN HEJTOCTATHYHO, BeUe HE CE MOBIUABAT WIIM HMAT HETOHOCHMOCT KbM
KOHBCHIIMOHAJIHATA Tepanus Wik KbM aHTaroHucT Ha TNFa.

Bonect Ha Crohn opu agema

STELARA e mokasaH 3a JieueHre Ha yMepeHa JI0 TeKKa akTuBHa 6osect Ha Crohn mpu neauaTpuaHu
MMAIHEHTH ¢ Terjio Haii-manko 40 kg, KOHUTO Ca UMaJIM HEOCTAThYEH OTIOBOP WM UMAT
HEMOHOCUMOCT KbM KOHBCHIIMOHAHA MM KbM OHOJOTUYHA Teparnusl.

Yanepo3eH KOJIUT

STELARA e noka3aH 3a JeueHHe Ha B3PAaCTHU MAIMEHTH C YMEPEH /10 TeXBK aKTHBEH yIIEPO3CH
KOJIUT, KOUTO Ca CC IOBJIMUAIIN HCAOCTATHhbYHO, BEYC HEC CC IIOBJIMABAT UJIM UMAT HCIIOHOCHUMOCT KbM
KOHBCHIIMOHAJIHATA TE€panursd Wi KbM OMOJIOTHYEH JICKapCTBCH MMPOAYKT.

4.2 Jlo3MpOBKA M HAYMH HA MPUJIOKEHHE

STELARA e npeana3HaueH 3a ynorpe0da moJi phbKOBOJICTBOTO M HaJA30pa Ha JieKap C OIUT B
JMUATHOCTHIIMPAHETO U JICYCHHETO Ha 3a0oisaBaHms, 32 kouto STELARA e nokazas.

2!03I/I[ZOBKa

IlnakoB nicopuasmc
IIpenoprunrennara gozupoka Ha STELARA e Hauanna f03a 45 mg, npuioxeHa moJK0XKHO,
nocjeaBaHa ot 103a 45 My 4 ceaAMHUI [TO-KBCHO U CJIEA TOBA Ha BCEKHU 12 ceMUIH.

[Tpu marueHTH, KOUTO HE Ca CE MOBJIUSIIM OT JICUSHUETO J10 28 ceMUIIM TPsiOBa J1a ce OOMUCITU
MpeKpaTsBaHe HA TepaIuATa.

Hayuenmu ¢ menecro meano > 100 kg

3a manmenTu ¢ tenecHo teriyo > 100 kg mbpBoHavanHata n03a € 90 mg, MpuiIoKeHa MOIKOXKHO,
nocineBana ot 103a 90 Mg 4 cexMuIy O-KHCHO U cliel ToBa Ha Bceku 12 ceqmunu. [lpu Te3u
MAIMEeHTH J03aTa oT 45 mg chIIo € ehrKacHa, HO MO-ToJsIMa ePUKACHOCT MMa fjo3ata oT 90 mg. (Bxk.
Touka 5.1, Tabmuima 4)

TIcopuatnuen aptpur (PSA)

IIpenoppuBanara no3upoBka Ha STELARA e nawanHa n03a 45 mg, IpriioKeHa MoIK0KHO,
mociieIBaHa ot 703a 45 Mg 4 ceAMHUIIM TTIO-KBCHO U CJIEN TOBA HA BCEKH 12 ceaqmMuIy. AJITepHATHBHO,
npu nauueHTu ¢ tenecHo teryo > 100 kg, moxe aa ce nznonzsat 90 mg.

IIpn manmeHTH, KOUTO HE ca Ce MOBIHSIHN OT JISYEHNETO A0 28 ceIMuUI TpsioBa ja ce 0OMUCIIN
NpeyCcTaHOBSBAaHE HA JICUEHHUETO.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOX01MMO aJlaniTUpaHe Ha J103aTa PH MAIMEHTH B CTapyecKa Bb3pacT (BK. Touka 4.4).
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bvopeuno u wepnoopobro yspesicoane
He ca mposexxmanu npoyusanmsi cb¢ STELARA mpu Te3n momynarnuu naruerTn. He Moke nma ce mane
MIpenopbKa 3a 103aTa.

Tleouampuuna nonynayus
be3onacHoctra u epukacuocTTa Ha STELARA mipum aena ¢ mcopmasuc Ha Bb3pacT 1moA 6 TOTUHN WIIH
MIpH JeTa ¢ TICOPUATUYCH apTPUT o1 18-roAuIIHa Bh3pacT BCE OIIE HE Ca YCTAHOBSHMU.

[11aK0B ICOPUA3HC MPH TEAUATPHYHHU MAIMEHTH (6 TOAWHK M 0-TOJIEMH)

[Ipenoprunrennara no3a Ha STELARA criopen TeeCHOTO TEryio € moka3aHa mo-ao0iy (tabnvmm 1 u
2).

STELARA Tps6Ba ma ce mprrara Ha cemmunu 0 u 4, cireq; ToBa Ha BCEKH 12 ceIMHUIIH.

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

TesieCHO Tery10 KbM MOMEHTA HA MpUJIaraHe IIpenopbunTesina 103a
< 60 kg 0,75 mg/kg
>60-<100 kg 45 mg
> 100 kg 90 mg

3a nm3uucngBane Ha o0ema Ha mHKekTupane (ml) 3a marmenTn < 60 kg m3non3BaiiTe cnemxHaTa
dopmyna: TenecHo tero (kg) x 0,0083 (ml/kg) mium Buxre Tabnuma 2. M3uucnenust odem tpsOBa aa
ce 3akpbrm 70 0,01 ml u ga ce nmpunara ¢ rpagyupasa cipuHiioBka ot 1 ml. Haimden e ¢uiakoH ot
45 mg 3a meIuaTpUIHH MAIMeHTH, KOUTO TPSAOBa Ja MoIydaBat Io-MaJKo OT Isiarta po3a 45 mg.

Tabnuya 2: Obemu na unscexmuparne Ha STELARA npu neduampuynu nayueHmu ¢ ncopuasuc

<60 kg
Tenecn;ozle;;.]:‘(:{:(()klg))eMe na Jo3a (mg) O0em Ha uHKekTHpaHe (ml)
15 11,3 0,12
16 12,0 0,13
17 12,8 0,14
18 13,5 0,15
19 14,3 0,16
20 15,0 0,17
21 15,8 0,17
22 16,5 0,18
23 17,3 0,19
24 18,0 0,20
25 18,8 0,21
26 19,5 0,22
27 20,3 0,22
28 21,0 0,23
29 21,8 0,24
30 22,5 0,25
31 23,3 0,26
32 24,0 0,27
33 24,8 0,27
34 25,5 0,28
35 26,3 0,29
36 27,0 0,30
37 27,8 0,31
38 28,5 0,32
39 29,3 0,32
40 30,0 0,33
41 30,8 0,34
42 315 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

[Tpu manueHTH, KOUTO HE Ca CE MOBJIUSIIM OT JICUCHUETO JI0 28 CeMHUIIM, TPIOBA J1a Ce OOMHUCIH
MIPEyCTaHOBSBaHE Ha JICUCHUETO.

Bb3pactHu
Bonect Ha Crohn # yiiepo3eH KOJIUT

B cxemara Ha nedyenne mppBata q03a Ha STELARA ce mpuitara HHTpaBeHO3HO. 3a JO3UPOBKATA MPH
WHTpaBeHO3Ha cxeMa Ha npuiarane Buxkrte Touka 4.2 ot KXI1 na STELARA 130 mg koHIIEHTpaT 3a
WH(Y3UOHEH pa3TBOP.

[IspBoTO MONTKOKHO MTpHokeHne Ha 90 mg STELARA Tps6Ba 1a ce U3BBPIIN HA CEAMHALIA 8 CIe]
UHTpaBeHO3HaTa 703a. Cies ToBa, ce MpenopbuBa NpUIOKEHHE pe3 12 ceAMULIu.

[TauyeHTH, KOUTO HE CE MOBIUSIBAT AOCTATHYHO 0 § CEAMMULH CJe] IIbpBaTa IMOJKOXKHA [103a, MOXKE
Jla oJTy4yat BTOpa MOJKOXKHA /1032 110 TOBa BpeMe (BXK. Touka 5.1).

[MarnueHTH, TPU KOUTO MMa 3aryba Ha OTrOBOP MPH MpuIaraxe npes 12 ceaMuim, Moxe Jia MMaT 1moji3a
OT MOBHIIIEHNE HA Y€CTOTaTa Ha MPIWIOKEHUE TIpe3 8 ceAMUITH (BXK. Touka 5.1, Touka 5.2).

BriocnecTBre g03aTa MOXKeE J]a e MpHiiara Ha ManueHTUTe npe3 8 CeMUIIM WK npe3 12 cemMUIn Bb3
OCHOBA Ha KJIMHUYHA TperieHKa (BK. Touka 5.1).

TpsiOBa 1a ce 0OMHUCITN IPEyCTAaHOBSIBAHE HA JICYCHUETO TPH MAIUEHTH, KOUTO HE TTOKa3BaT IaHHU 32
TepareBTHYHA 1moJi3a 16 ceMuUIH cies i.V. MHIYyKIIMOHHA 1033 WK 16 CeaMUIIM Clie]] TPEMHHABAHE
KbM TMpUJIarane Ha MOJIbprKaIa 103a Mpe3 8 CeaIMUIIH.

[IpuioskeHneTo Ha UMYHOMOTYJIATOPH H/HITH KOPTUKOCTEPOUIHN MOXKE J1a TIPOABIDKHU 110 BpeMe Ha
nederneTo cb¢ STELARA. [lpu manueHTuTe, KOUTO ca ce moBIusIn ot tedeHneto cbe STELARA,
MIPIIOKEHUETO HA KOPTHUKOCTEPOUIN MOXKE JIa C€ HAMAJIH MJIU J1a C€ TIPEYCTAaHOBU B CHOTBETCTBHE ChC
CTaHJapTa Ha JICUCHUE.

ITpu Gonect Ha Crohn nnm ynmepo3eH KOJIHUT, aKo TepanusTa ce MPeKbCHE, TOJHOBSIBAHETO HA
JICYCHHUETO C MOJIKOKHO MPHIIOKEHHE TIpe3 8 cenMuuy € 6e301macHo U epEeKTUBHO.

Cmapuecka év3pacm (> 65 200unu)
He e Heo0X01MMO KOpHTHpaHe Ha J103aTa MPH MAIMeHTH B cTapyecka Bb3pacT (Bxk. Touka 4.4).
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bvopeuno u wepnoopobro yspesicoane
STELARA He e mpoy4BaH IpH T3 MOITyJIaIlu ManueHTn. He Morat fga ce HampaBsT IpemopbKH 3a
JIO3UpaHe.

Ileouampuuna nonyrayus

Bonect na Crohn mpu sieria (marueHTy ¢ Tersio Haii-manko 40 kg)

B cxemara Ha neuenue nppBaTa 1o3a STELARA ce mpunara nHTpaBeHO3HO. 3a 103MpOBKaTa Mpu
cxemara Ha WHTpaBeHO3HO mpuioxkeHue BmkTe Touka 4.2 ot KXII va STELARA 130 mg xoHmeHTpar
3a nH(Y3UOHEH Pa3TBOP.

[IspBOTO MONTKOKHO MpriokeHne Ha 90 mg STELARA TpsOBa i1a ce U3BBPIIN HA CEAMULIA 8 Ciie]
WHTpaBeHO3HaTa J03a. CIie]] TOBA ce MPeTophyuBa MPHIIOKEHHE Ha BCEKU 12 ceMUITH.

[ManuenTHTE, KOUTO UMAT 3aryba Ha OTTOBOP MPH MPUIIOKEHUE Ha BCEKH 12 CEIMMIIA, MOXKE J1a ce
HOBJIHSIAT OJIArOTIPHUATHO OT YBEJIMYaBaHE HA YeCTOTaTa Ha PHIOKEHHE Ha BCEKH 8 ceMUIH (BK.
Touka 5.1, Touka 5.2).

BnocnencTeue nanMeHTUTE MOXKE /1a MOJIy4aBaT 1032 HAa BCEKU 8 CeAMUIIM WK Ha BCEKH 12 ceaMuuu
criope/ KIIMHUYHATA TpeneHKa (Bx. Touka 5.1).

TpsiOBa 1a ce MOMHCIH 32 MPEYCTaHOBSIBaHE Ha JICUEHUETO MTPH NAaUEHTH, KOUTO HE TIOKa3BaT IaHHU
3a TepaleBTHYHA N0J13a 16 ceaMULM Cliel MHTpaBEHO3HATa MHAYKIIMOHHA 1033 Wik 16 ceaMUIM cieq
KOpUTHpPAHE Ha 103aTa.

ITo Bpeme na neuenmnero cbc STELARA Moxke na ce mpoapibku ynorpedaTa Ha UMyHOMOYJIaTOPH,
chenuHeHus Ha S-amuHocanumuiar (5-ASA), aHTuOHOTHIN W/WK KopTukocTepouu. [Ipu manuenTw,
KOUTO ca ce moBiusun oT JedeHneTo cb¢c STELARA, Te3u ekapcTBa MOXKE /1a ¢€ HaMaJIsIT WK Ja e
MPEyCTAaHOBAT B CHOTBETCTBHE ChC CTAHAAPTHOTO JICUCHHE.

beszonacHoctTa u epukacHoctta Ha STELARA mipu niedenue Ha 6osnect Ha Crohn npu neanaTpudHu
HaueHT! ¢ Teriio moj 40 Kg miy yinepo3eH KOJIUT NpH Jiena Ha Bb3pacT noj 18 roauHu Bee omie He
ca ycTaHOBeHH. JIMIcBaT JaHHU.

Hauun Ha npusnoxxeHue

STELARA 45 mg ¢nakonun umu 45 mg u 90 Mg npeaBapuTeIHO HATBITHEHH CIIPHHIIOBKY Ca caMo 3a
MOJKOKHO MHXKEeKTHpaHe. [10 Bb3MOKHOCT KOXKHUTE yJacThIM C U3SBEH IICOpUasuc TpAaOBa 1a ce
M30sIrBaT KaTo MsICTO Ha UHXKEKTHPAHE.

Cren moaxozsuo o0yyeHre 3a TEXHUKaTa Ha MOJKOKHO HHXEKTHPAaHE MAUeHTUTE WIN TEXHUTE
6omHornenaun morat ga umxektupaT STELARA, ako nexapsr pern, 4e ToBa € yMecTHO. Bee max
JIeKapsAT TPsIOBa Jla OCUTYPH TOJXOISIIO MTPOCIe/IsBaHe Ha MalueHTuTe. [lallueHTuTe MM TEXHUTE
OonHorNEenauM TPsIOBa 1a ObIAT MHCTPYKTUPAHH Ja WHKEKTHUPAT NPEANUCAHOTO KOJIHMYECTBO
STELARA cbriacHo ykazaHusTa B JUCTOBKaTa. [lonpoOHM yKa3aHUs 3a NPUIOKEHHUE ca JaleHH B
JIMCTOBKATA.

3a mo-HaTaThIIHN YKAa3aHUS 32 IPUTOTBSIHE U CIICIMATHN MPEANa3Hi MEPKU TPU paboTa BIKTE
TOuYkKa 6.6.

4.3 TIlpoTuBomoOKa3aHHUsA

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCUICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

KiuHuuHO 3HaunMa, akTHBHA HHGEKIMs (HAMp. aKTHBHA TyOepKyJ103a, BXK. Touka 4.4).
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4.4 CoenuajJHU nMpexynpexIeHusi U NpeanasHu MepKHU MpH ynorpeda

[Ipocneaumoct
3a fa ce moio0pu MPOCISTUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO M MAPTHTHUAT

HOMEp Ha MPIIOKEHUS MPOTYKT TPSIOBA SCHO /1A CE 3aIrCBaT.

HNudexnnun

Ycreknaymad MOXKe J1a IMa TIOTEHIIHAI /1a YBEeMYaBa pUCKa OT HHPEKIUH U ]a peaKTHBUpa
nareHTHH HHpeKmu. [Ipy KITMHUYHE TpOyYBaHUS U TIOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBaHE
NpY TALMEHTH C TICOPHA3UC ce HaOJII0aBaT CEpHO3HU OaKTepHaaIHH, THOWYHN U BUPYCHU HH()EKIUH
npu nanuenty, npueman STELARA (Bx. Touka 4.8).

[Ipu manuenTy, JIEKyBaHU ¢ YCTEKHMHYMa0, ce choOIIaBa 3a OMOPTIOHUCTUYHU UH(PEKITUH, BKIIFOUBAIIH
peakTUBUpPAHE Ha TyOepKyJ03a, APYry OMOPTIOHUCTHYHYU OaKTepraTHi HH)EKINY (BKIIOYUTEITHO
aATUITMIHA MUKOOAKTepraiiHa HHGEKIHsI, MCHHHTUT, IPUIHMHEH OT Listeria, MHEBMOHUS, IPUYHHEHA OT
Legionella, n HOKapanO03a), OMOPTIOHUCTUYHA MUKOTHYHH WH()EKIINH, OTIOPTIOHUCTHYHN BUPYCHU
MHQEKIHUU (BKIIOYUTENHO eHIe(AIUT, MPUIUHEH OT XepIec CUMIUIEKC 2) U Mapa3uTHU HHPEKITUHN
(BKIJIFOUMTETHO OYHA TOKCOILIa3MO03a).

TpsiOBa 1a ce MOAX0XK/Ia ¢ IOBHUIIICHO BHUMaHKE, KOTaTo ce 00Chxkaa mpuiokenuero Ha STELARA
IPH MAIKMEHTH ¢ XPOHUYHHU HHDEKIMK MK aHaMHe3a 3a peliIuBrupaiia nHpekuus (Bx. Touka 4.3).

[Mpenu 3anouBaneto Ha jeyenne cb¢ STELARA manuenTture TpsiOBa aa ce nscieasar 3a
TyOepkyno3Ha uapekius. STELARA He TpsOBa na ce mpuiiara mpu MaueHT! ¢ akTHBHA
TyOepKymo3a (Bxk. Touka 4.3). JleueHneTo Ha nmaTeHTHA TyOepKyII03Ha HH(EKIHs TpsiOBa 1a 3amovyHe
npenu npuiokeanero Ha STELARA. AHTUTYOepKyI03HaTa Tepamus ChIo TpsOBa 1a 0bae 00CchIeHa
npeau HavanoTo Ha JeueHue cb¢ STELARA mpu nareHT ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyI03a, Py KOUTO HE MOXKE Jia ce TIOTBHP/IU aJcKBaTeH Kypc Ha JeueHue. [lanuenTure,
npuemanii STELARA, Tps0Ba fga ce HabIrogaBaT BHUMATETHO 32 MIPU3HAIA M CHMIITTOMH HAa aKTHBHA
TyOepKyJi03a 1o BpeMe Ha JICYCHUETO U CIIE] HETO.

[ManmenTute TpsiOBa a OBJAT HHCTPYKTUPAHH JIa TOTHPCAT JICKAPCKU CHBET, AKO CE MOSABAT MPHU3HALN
WM CUMIITOMH, TIpEnoaramy HHGeknus. AKo NaieHT pa3Bue cepruo3Ha UHMEKIUs, ChCTOSIHUETO
My TpsiOBa BHUMaTeNHO 1a ce cieau u STELARA He TpsiOBa na ce npuiiara, 10Kkato nH(EKIHUITa He
OBJ€ OBJIAAAHA.

310Ka4ecTBEHH 3200 IsIBAHUS

HmyHocynpecopy KaTo yCTEeKHHYMad UMaT MOTEHIIMAN JIa YBEIWYaBaT pUCKA OT 3JI0KaYeCTBEHH
3abomsBanus. Hakon nanuenTy, kouro ca npuemanu STELARA B KIIMHUYHY NPOYYBAaHUS U B
MMOCTMapKETHHIOBO OOCEPBAIMOHHO NMPOYYBAaHE MPH MAIEHTH C MICOPUA3UC, Ca PA3BIIIN KOXKHU U
HEKOXKHH 3JI0Ka4eCTBeHH 3a00sBaHus (BK. Touka 4.8). PUCKBT OT 3110KayecTBEHN 3a00JIIBaHUS MOXKE
Jia € TI0-BUCOK NPH NALMEHTH C IICOPHa3HCc, KOUTO Ca JIEKYBaHM C ApyTry OMOJOrMYHH JIEKapCTBa B
X0Ja Ha 3a00JISIBAHETO.

He ca mpoBexxianu nmpoy4BaHusi, B KOUTO y4acTBAT MAUEHTH C aHAMHE3a 32 3JI0KAYeCTBEHU
3a00JIIBaHUS WM B KOUTO MPOIBIDKABA JICYCHHETO Ha TAIIMESHTH, Pa3BUIIM 3]I0KAYE€CTBEHO 3a00JIsIBaHe
o Bpeme Ha npueMa Ha STELARA. 3aroBa Tpsi0Ba 1a ce MMOAX0KAa C OBHUIIICHO BHUMAHUE, KOTATO
ce obcwxaa npuinoxkenrnero Ha STELARA nipu Te3u manueHTH.

Bendky manuenTH, mo-crenuaiio Te3u Haj 60 ToanHY, TalueHTH C aHaMHEe3a 3a MPOIbIDKUTETHA
MMYHOCYIIpECHBHA TepaIus WK TakuBa ¢ aHamHe3a 3a [IYBA-tepamnus, TpsOBa na ce HabmromaBar 3a
HosiBa Ha paK Ha Koxkara (BK. Touka 4.8).

CHCTEMHHU U PECIIMPATOPHU PEAKIINYA HA CBPBbXYYBCTBUTEITHOCT

Cucmemnu

Cepuo3HH peakIuy Ha CBPbXYyBCTBUTEITHOCT Ca JOKJIAJIBAHA B IOCTMAPKETHUHIOBU YCIIOBHSI, B HIKOU
ClTydad HSAKOJIKO JHHM ciief iedeHueTo. Mima ciyuyan Ha aHaduiIakcus U aHrHoeaeM. AKO e MOSIBU
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aHa(UIaKTHYHA WK [pyra CEPHO3HA PEaKIMs Ha CBPBXIYBCTBUTEIHOCT, TPSIOBA J]a ce Ha3HAYH
moxo A Tepanus u npuiokennero Ha STELARA tps6Ba na ce nmpeycraHoBH (Bxk. Touka 4.8).

Pecnupamopnu

Crydyau Ha anepruyeH ajJBeonT, €O3MHO(MMITHA THEBMOHUS 1 HEMH(EKIINO3Ha OpraHu3uparia
MTHEBMOHUS ca ChOOIIeHH TT0 BpeMe Ha TOCTMapKeTHHTOBaTa yrnorpeda Ha ycTekuHyMas. Kinuamanute
MPOSIBY BKITIOYBAT KAIlUIHIIA, IUCITHES ¥ UHTSPCTHIIMATHY UH(UITPATH CIIE]T €THA JIO TPH JI03U.
Cepuo3HHTE TOCIESIUIN BKITIOYBAT AUXATEeITHA HEJOCTATHYHOCT U MPOIBIDKUTETHA XOCITUTAIN3AIIS.
ITomobpenue e crOOMABaHO CIIE] IPEyCTaHOBIBaHE HA JICYCHUETO C YCTEKHMHYMa0 M B HAKOHU CITy4an
MIPH MPIIOKEHUE Ha KOPTUKOCTEPOUIU. AKO ObJic M3KIIFOUeHA HMH(DEKIIHS U AUAarHO3aTa Ce MIOTBbPIH,
MPUJIOKEHUETO Ha YCTEKHMHYyMab TpsiOBa Jia ce MPEyCTAaHOBHU U JIa CE 3all0YHE MOIXO/IAINO JICYCHUE
(Bx. Touka 4.8).

ChbpIeYHO-CH/IOBH CHOUTHUS

IIpu maruenTH ¢ mcopuasuc, ¢ excno3uiis Ha STELARA, B TOCTMapKeTHHTOBO 00CEpBAIIIOHHO
MpOyYBaHe ca HAOIOJaBaHH ChPIEYHO-CHIOBH CHONTHS, BKIIFOUNTEITHO HH(APKT Ha MHOKapAa U
MO3BYHO-CH/IOB HHIMJICHT. PHCKOBHUTE (hakTOpH 32 ChpACUHOCHI0BO 3a00sBaHe TPsOBa 1a ce
OIIEHSABAT PEIOBHO 10 Bpeme Ha sieueHneTo chc STELARA.

Yyecmeumennocm KoM AameKc

[Mpennasutensar Ha urinarta Ha STELARA nipeBapuTeIHO HA'bJIHEHA CITPUHIIOBKA € IPOU3BEICH OT
CYX €CTeCTBEH KayuyK (MPOM3BOHO HA JIATEKC), KOUTO MOXKE J1a TIPEIU3BUKA alICPIHYHH PEAKITUH MTPH
X0pa, YyBCTBUTEIIHU KbM JIATCKC.

Bakcunanyu

[IpemopwuBa ce Aa He ce MpUiIarat >KHBH BUPYCHH HITH JKUBU OakTepuaiHy BakcuHu (kato BIIXK)
eanoBpemeHHO cb¢ STELARA. He ca npoBexjaHi KOHKPETHHU IPOYUYBAHUS MIPH MMALIUEHTH, BEPXY
KOHMTO HACKOPO € MpHJjIarana >kiBa BUPYCHA MM )KHBa OakTepualiHa BakcuHa. Hsima nanxu 3a
BTOPUYHO TIpeAaBaHe Ha MH(EKIHS Ype3 KUBU BAKCUHHU IIpH narueHTH, nomy4yasamy STELARA.
Jleuenneto cbe STELARA TpsiOBa 1a ce mpeycTaHOBH Hal-MaiKo 3a 15 ceIMUIM Clie] ocaeHaTa
J103a TIPE/IM TIOCTABSIHETO Ha YKMBa BUPYCHA HMJIH KHMBa OaKTEpHUATHA BAKCHHA M MOXeE J]a C€ Bhb300OHOBH
Hail-MaJIko 2 ceMMLIM cjie]] BAKCHHUpaHeTo. Jlekapure, mpeanucBaliy JIEKapcTBOTO, TpsiOBa aa
HanpaBsT cupaBka ¢ KpaTtkara xapakTepucTuKa Ha IPOIYKTa 32 KOHKPETHATa BAKCHHA 32
JOIIBIIHUTETHA MH(OpMAIIHS M yKa3aHHS 3a €THOBPEMEHHATa yoTpebda Ha HUMYHOCYTIPECHBHU
JIeKapCTBa CJIel BAKCHHUPAHE.

He ce nmpenoppuBa npuarane Ha xuBU BakcuHU (kato BLDK BakcuHa) mpu kbpMadeTa, ¢ eKCIO3ULIUS
Ha ycTeknHyMmao in Utero, B mpoabsKEHHE Ha JIBAaHAIECET Mecela Clie]l PaKIaHEeTO HIIH JO0KAaTo
CepyMHHUTE HUBA HA YCTEKHHYMa0 NpU KbpMAUueTO CIIaJHAT [10Jl HUBOTO Ha AETeKIMs (BXK. TOUKU 4.5
4.6). AKO ¢ HaJIMIIe KaTeropuyHa KIMHUYHA 10J13a 33 OTICIIHOTO KbpMade, MOXKe J1a Ce OOMHUCIIH
MpUjIaraHe Ha KUBa BaKCHHA B [TO-PaHEH MOMEHT, aKo HE C€ OTKPHBAT CEpyMHU HUBA Ha
YCTeKUHyMao.

[TanmenTure, kouto ynorpedssat STELARA, Moxe f1a momyvar eJTHOBPEMEHHO WHAKTUBUPAHU MIIH
yOWTH BaKCHHHU.

Hsnrocpounoto neuenne cb¢c STELARA He moTrcka XyMOpaTHHUS UMYHEH OTTOBOP KbM
THEBMOKOKOBUTE TOJIM3aXapH/IHNA BAKCHHH MM KbM BAaKCHHHUTE Cpelly TeTaHyc (BK. To4ka 5.1).

EnnoBpeMeHHa MMYHOCYIIPECUBHA TEPAITHS

[Ipu npoyuBaHus Mpu NCOpHUa3UC He ca oleHsIBaHK Oe3omnacHocTTa U eukacHocTTa Ha STELARA B
KOMOWHAIIUS C IMYHOCYTIPECOPH, BKIIFOUUTEITHO OMOJOTHYHU MPOIYKTH WiH poTtorepanus. [lpu
MPOYyYBaHUs MPU TICOPUATUYCH apTPUT, eAHOBpeMeHHaTa ynorpeba Ha MTX He noBnusiBa
6e3omacHoctTa U epukacHoctta Ha STELARA. B npoyuBanusta mpu 6osect Ha Crohn u ynmeposex
KOJIMT €JIHOBPEMEHHATa yroTpeda Ha UMYHOCYIIPECOPU WIIM KOPTUKOCTEPOMIU M3TJISK A HEe
noBIMsiBa Oe3omnacHocTTa wiK eukacHoctTa HAa STELARA. TpsiOBa na ce moaxox/ia ¢ MOBUIICHO
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BHHMaHHE, KOraTo ce 00CHKIa eMHOBPEeMEeHHATa yroTpeda Ha npyru umyHocynpecopu u STELARA
WM TIPY IPEMUHABAHETO KBbM JIEUEHHE C APYTH OMOIIOTHYHN UMYHOCYTIpecopH (BXK. Touka 4.5).

UmyHoTepanus
STELARA He e olleHsIBaH ITpH MAI[UEHTH, KOUTO ca MOJJIaraHi Ha UMyHOTepanus 3a anepruu. He e

m3BectHO nanm STELARA moske ma ce oTpa3u Ha IMyHOTEpanuATa Ipy alepruu.

CepHno3HH KOKHH 3a00IIIBaHU

[Ipu nanyeHTH ¢ COpHa3mc ce ChoOIIaBa 3a ciydan Ha eKC(OIUATUBEH JEPMATHUT CIIe]] JICUCHHE C
ycTekuHyMa0 (Bx. Touka 4.8). [larueHTrTe ¢ copuasuc ¢ miaku MOXKe Jia pa3BUAT €pUTPOACPMUYCH
TICOPUA3UC KATO YaCT OT €CTECTBEHUS XOJ1 Ha 3a00JISIBAHETO ChC CUMITTOMH, KOUTO MOXE OT KIIMHUYHA
TJIC/IHA TOYKA Ja HEe Ce OTIMYABaT OT eKC(OIMATUBHHUS JepMaTuT. Jlekapure TpsiOBa 1a BHUMAaBAT 3a
CUMITOMH Ha EPUTPOJICPMUYCH IICOPUA3UC WITH CKCPOTUATHBEH JCPMATHUT KaTO YacT OT
MOHHMTOPHPAHETO Ha TICOPHA3KCa MIPH MaIUeHTa. AKO TE3U CUMIITOMHU C€ TIOSIBAT, TPSOBa J1a ce
3ammoune nonxozsmo nedenue. [Ipuemst Ha STELARA TpsibBa na ce mpeycTaHoBH, ako MMa
CHhMHEHUSI 32 JIEKapCTBEHA PEaKIIsI.

3aboJsBaHuUs, CBEP3aHU C JIYIYC

Citygan Ha 3a00JsIBaHUS, CBBP3aHH C JIYIYC, C€ ChOOIABAT IPH MALMEHTH, JIEKYBaHHU C YCTEKHHYMao,
BKITIOUHTEITHO KOXKEH JYIYC €pUTEMATO/IeC  JIynyc-noio0eH cunapom. [Ipu Bb3HUKBaHE Ha JIe3UH,
0cO0CHO Ha U3JIOKEHUTE Ha CIBHIIE YIaCThIM HAa KOXKATa, WM aKO T€ Ce ChIIBTCTBAT OT apTPajIrHs,
MAIEeHTHT TPSAOBA /1a TOTHPCH He3a0aBHO JieKapcKa MOMOII. AKO ce TOTBBPAAT 3200 IsIBaHUS,
CBBP3aHHU C JIYIyC, ycTeKHMHYMa0 TpsiOBa Jja ce NpeyCTaHOBH U Ja C€ 3al0YHE MOJXOISIIO JICUCHHUE.

CrenyanHy nonyJianuu

Cmapuecka év3pacm (> 65 200unu)

B kIMHUYHWTE W3MUTBAaHUS MIPH OJIOOPEHUTE TIOKA3aHUS HE c€ HAOI0aBaT CHIICCTBCHU Pa3IHyMs B
epuKacHOCTTa WK OE30MaCHOCTTA MIPU MALMEHTH Ha 65-TOAMIIHA BB3PACT U IIO-TOJIEMHU, KOUTO
nomydaBaT STELARA, B cpaBHeHHE ¢ TIO-MITaJIH MTAIMEHTH. bposT Ha MalueHTuTe Ha Bh3pacT

65 roauHM ¥ MMo-ToJieMH obave He € I0CTaTh4eH, 3a Jia Ce OTPEJIENH JIajli Ce MOBIHIBAT Pa3IMYHO OT
MO-MIIQJINTE MAUeHTH. Thi KaTo pa3npocTpaHeHUETO Ha MH(EKIIMU cpell cTapuecKara MoMyIaus
KaTo ISUI0 € IO-TOJISIMO, JICYCHUETO NPH MALMEeHTH B CTapuecKa Bb3pacT TpsiOBa j1a ce mpuiara
BHUMATEIHO.

Iommcopbar 80
Stelara ceabpaxa 0,04 mg (90 mg/1,0 ml) wam 0,02 mg (45 mg/0,5 ml) mosucopoar 80 (E433) BbB

BCsIKa J103a, KOTO € exkBuBasieHTHA Ha 0,40 mg/ml. [TonucopbaTute Morar 1a IPUUUHSAT alleprHYHHI
peaxuuu.

45 BzamMmopeiicTBHe ¢ IPYTrHU JeKaAPCTBEHM MPOAYKTH M APYTH (opMH Ha B3aMMo/eiicTBHe
JKusu BakcuHM He TpsiOBa 1a ce npwiarat eqHoBpeMeHHo cs¢ STELARA.

He ce nmpenopbsuBa npunarane Ha >kuBu BakcuHU (kato LXK BakcuHa) mpu kbpmaveTa, ¢ eKCIO3UINS
Ha ycTeknHyMa0 in Utero, B mpoakIDKEHHEe Ha IBAaHAJIECET Mecella Clie] payKIaHEeTO HIIH JOKaTo
CEepyMHHUTE HUBA HA YCTEKHHYMa0 NPU KbpMAUeTO CIAJAHAT [10Jl HUBOTO Ha AeTeKIMs (BXK. TOUkU 4.4
4.6). Axo e HaJIMIIE KaTeropudIHa KIMHUYHA T0J13a 32 OTJASITHOTO KbpMade, MOXKe Ja € 0OMUCIIH
IIPWJIAraHe Ha )KMBA BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHHM HHBA Ha
yCTeKnHyMao.

[pu dpapMakOKHMHETHYHY aHATIM3H HA MOMyJIAIUITa, HAallPpaBeHH B Ipoy4BaHus (asa 3, e uzcieBan
e(eKThT Ha Hal-4eCTO €THOBPEMEHHO NMPHEMaHH JIEKapCTBEHH MPOAYKTH MPU HALMEHTH C ICOPHA3HC
(BKJIIOUUTEHO M TapaneTamolt, H0ynpodeH, aneTHICATUINIOBA KUCEINHA, METQOPMUH,
aTOPBACTAaTHH, JICBOTHPOKCUH) BbPXY (papMakoknHeTHKaTa Ha ycTeknHyMab. He ca HabronaBaHu
MIpU3HAIK HA B3AaUMOJIEHCTBHE C TE3W €THOBPEMEHHO MMPUEMaHHU JIeKapCTBEHU MPOoTyKTH. OCHOBA Ha
TO3M aHanu3 € HakThT, ue Hai-Manko 100 manuentu (> 5% oT u3clieABaHaTa MOMYJaLus) ca JIeKyBaH!
STHOBPEMEHHO C Te3H JICKapCTBEHH MPOAYKTH Ipe3 moHe 90% ot mepuoia Ha IPOyIBAHETO.
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dapMaKkOKUHETHKATa HAa YCTEKHUHYMa0 HE ce € MOBIHsIa OT eIHOBpeMeHHaTa yrnorpeda Ha MTX,
HCIIBC, 6-MepkanTomnypuH, a3aTHONPHUH U TIEPOPATHA KOPTHKOCTEPOUIN ITPH TAIHCHTH C
TICOpPUATHYEH apTpHUT, bosect Ha Crohn wau yaepo3eH KOJUT, HIIH OT MPEANISCTBAIA SKCIIO3UIHS Ha
antu-TNFo cpeacTBa, pu MAIMEeHTH ¢ TICOPHATHYCH apTpuT uinu 6osrect Ha Crohn, wiu oT
MIpeIIIecTBaIa eKCIIO3UIN Ha OMOJIOTHYHH JIEKapCTBEHU IPOAYKTH (T.€. anTu- 1 NFa cpencTsa n/nim
BEJI0JN3yMa0) MPH MalUeHTH C YIIEPO3eH KOIUT.

Pesynrarure ot nmpoyuBaHe in Vitro u ot nmpoyuBaHe ¢asa 1 mpu y4acTHHUIM ¢ aKTHBHA 00JIECT Ha
Crohn He npenmnonarat He0OXOMMOCT OT aaNTHPaHe Ha J03aTa MPU MAUEeHTH, KOUTO MOJTy4YaBatT
enHoBpemenHo CYP450 cyOctparu (Bxk. Touka 5.2).

IIpu npoy4Banus mpu TICOPHA3UC HE ca OleHsABaHN Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOWHAIHUS C UMYHOCYTIPECOPH, BKIIOUUTEITHO OMOJIOTHYHY cpecTBa miH poToTepanus. [Ipu
NPOYYBaHUS MPH NICOPUATUUEH apTPHUT, eAHOBpeMeHHaTa ynotpeda Ha MTX He noBiusBa
6e3omacHoctTa U epuracHoctta Ha STELARA B npoyuBanusita npu 6osect va Crohn u ymmepo3ex
KOJIUT €JITHOBPEMEHHATA yIOTpeOa Ha UMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TIICKIa He
noBnusiBa 6e3omacHocTTa WK epukacHocrta Ha STELARA. (Bk. Touka 4.4).

4.6 @epTHIAUTET, )PEMEHHOCT U KbpMeHe
Kenu c netepojieH noTeHUyaN

Kenu ¢ neTeponen noteHnman TpsAOBa qa U3MOI3BAT €(PEKTHBHA METOIM Ha KOHTPAIIETIIIHA TTO0 BpeMe
Ha JeYeHue u 10 15 ceaMuI el JeUEHUETO.

bpemeHHOCT
[IpocniekTHBHYU TaHHU OT HEToJIsIM Opoit cirydan Ha OpeMeHHocT ciieni ekcriozunus Ha STELARA ¢

W3BECTEH M3XO0Jl, BKIIIOYHUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCIIO3HUIINUS TIPe3 MbPBHS
TPUMECTHP, HE TIOKA3BAT MOBUILIEH PHCK OT TOJIEMH BPOACHU MaJI(QOpMaIiK PH HOBOPOACHOTO.

[MpoyuBaHusTa PY )KUBOTHH HE TMTOKA3BaT NMPEKH WIIM HETIPEKH BPEHU €EKTH, CBBP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAYKIAAHETO WM MOCTHATAIIHOTO pa3BUTHE (BXK.
Touka 5.3).

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

VYcreknnymab nmpeMuHaBa Mpe3 IJIaleHTara i ce OTKpUBa B cepyMa Ha KbpMadeTa, poJIeHH OT JKeHH,
JIEKyBaHU C YCTEKHMHYMa0 10 Bpeme Ha OpeMeHHocTTa. KIIMHUYHOTO BB3AeHCTBIE Ha TO3H (aKT HE €
U3BECTHO, HO PHCKBT OT HHPEKIHS IPH KbpMadeTa, ¢ eKCIO3UILUs Ha YCTeKHHYMa0 in Utero moxe na
ObJle moBHIIIeH ciiell paxaaneTo. He ce mpenopbuBa mpuiarane Ha xuBH BakcuHM (KaTto BIDK
BaKCHHA) MPH KbpMayeTa, C EKCIO3UIIMS Ha YCTeKUHYyMa0 iN Utero, B mpoIb/DKEHUE Ha

JBaHAJeCceT Mecela ClIe PaXXIaHEeTO WM JOKATO CEPYMHHTE HHBA HAa YCTEKUHYMAa0 MPH KbPMayeTo
cragHatT MoJ HUBOTO Ha JeTeKUus (BX. TOUKH 4.4 u 4.5). AKO € HaJuIe KaTeropuyHa KIMHUYHA 10138
3a OT/IEJIHOTO KbpPMaye, MOXKe J1a c€ 0OMUCIIM IpHJIaraHe Ha KMBa BAKCHHA B TI0-PAaHEH MOMEHT, aKO
HE ce OTKPHUBAT CEPyMHH HHBA Ha yCTEKHHYMao.

Kwpmene
OrpaHudeHy 1aHHU, MyOJNKYBaHM B JIUTEPATypaTa, IOKA3BaT, Y€ YCTEKNHYMal ce eKCKpeTHpa B

YOBEIIIKaTa KbpMa B MHOTO MaJIKu KoyimdecTBa. He € n3BecTHO nanm ycrekuaymab ce abcopbupa
CHCTEMHO clieq] morreiiane. [lopaan moTeHIMaNa 3a MposiBa Ha HEXKEIIAH! JICKAPCTBEHH PEAKIINH KbM
YCTEeKHHYMa0 MpH KbpMaueTaTa, TpsOBa Jia ce B3eMe pellieHUE JIaJIH Ja ¢e IPEeyCTaHOBH KbPMEHETO
0 BpEME Ha JIeUeHHe U A0 15 ceaqmMuuu cieq IeYeHUeTo, Wil 1a C€ MPEYCTaHOBU TEepaIusiTa ChbC
STELARA, kato ce B3eMar mpeaBu 1oji3aTa OT KbPMEHETO 3a JIETETO U MoJI3aTa OT Teparusara ChC
STELARA 3a xenHara.

Peprunurer
EdekrbT Ha ycTeknHymMad BbpXy (epTHIMTETa IPU XOpa HE € OlleHeH (BXK. Touka 5.3).
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4.7 EdexTH BHpPXYy CHOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

STELARA He noBjvsiBa U MOBJIHSIBA TPSHEOPESIKUMO CIIOCOOHOCTTA 3a IodupaHe U padoTa ¢
MaIlHHH.

4.8 Hexenanu JieKapcTBeHH peaKIuH

O0606mienne Ha mpoduta Ha 6e30MacHOCT

Haii-gecTute HexenaHu JISKAPCTBEHU peakiuu (> 5%) B KOHTPOIHPAHUTE TICPUON OT KIMHUYHUTE
MPOYYBAHMUS MPH BH3PACTHH C TICOPHA3HC, TICOPHATHYEH apTpuT, 6ostecT Ha Crohn u yimeposeH komut
C YCTeKHHYMal ca Ha30(papuHTHUT U ritaBodonue. [IoBe4eTo OT TSIX ce CUUTAT 3a JICKH U HEe HallaraT
MPEKbCBaHE HA MPOYYBAHOTO JieueHue. Hall-cepro3HaTta HexellaHa JIGKapCTBeHA PEAKIIHsI, KOSTO €
crobmraBana 3a STELARA, e cepro3Ha peakius Ha CBPbXUyBCTBUTEIHOCT, BKIIFOUUTEITHO
anadwmakcus (BX. Touka 4.4). O0musT nmpodwr Ha 6€30MMacHOCT € o00CH MPH MAHECHTH C
TICOPUA3UC, ICOPUATHYEH apTpuT, OosecT Ha Crohn n ynepo3eH KOIuT.

TaOnu4eH cIMChK HAa HEXETAHUTE PEaKuu

JannuTe 3a 6€30MacHOCT, IPEAOCTaBEHH MO-A0IY, Ca MTOJYUYEeHHU Clell eKCIIO3UIHS Ha yCTEKHHYMao
npy Bb3pacTHU B 14 npoyuBanus daza 2 u daza 3 npu 6 710 nauuentu (4 135 ¢ ncopuaszuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 826 manuenTu ¢ yiuepo3eH koiuT). ToBa BKIIIOYBA
excriosuis Ha STELARA B KOHTpOJIMpaHHUTE M HEKOHTPOJIMPAHUTE TIEPUOIN Ha KITMHUYHUTE
NPOYYBaHUS MPHU MAUEHTH C TICOPUA3KC, ICOPUATHUYCH apTPUT, OosecT Ha Crohn mim yneposeH
KOJIMT B IPOIBJDKEHUE HA Hail-Majko 6 Mecena (4 577 nmanueHTH) uiv rnoHe 1 romquHa

(3 648 narmenTn). 2 194 nanueHTty ¢ copuasuc, 6onect Ha Crohn wiaK yimepo3eH KOJUT ca ¢
SKCIIO3MIINS 32 TToHe 4 roauHu, okato 1 148 marmenTy ¢ nicopuasuc mwin 6osect Ha Crohn ca ¢
EKCIO3HIIUS 3a MTOHE 5 TOUHH.

B tabnuna 3 e mokazaH CIHUCHK ¢ HEKENAHUTE JICKAPCTBCHH PEAKIIUK OT KJIMHUYHU MPOYYBAHHS TPH
BB3PaACTHH C IICOPUA3KC, ICOPUATHIEH apTpuT, 6osect Ha Crohn u ¢ yiiepo3eH KOJIHT, KaKTO U
HEXEJIAHUTE PEaKIMK OT MOCTMapKETHHroBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacupuiupaHu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIus: Muoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHHUTE JAHHHW HE MOYXKe Ja Ob/ie HalpaBeHa
orieHka). [Ipu BCSIKO rpynupaHe B 3aBUCUMOCT OT YECTOTATa HEXKEIAHUTE JICKAPCTBECHH PEAKIIUH Ce
W30pOSIBAT B HU3XOJISII PEJT TI0 OTHOIIEHHE HA TAXHATA CEPUO3HOCT.

Tabnuya 3 Cnucvk Ha HexceaaHu peakyuu

Cucremo-opranHu Yecrora: Hexenanu peakuuu

KJIacoBe

Wndexnmu u nadecrarmn  YecTu: nHPEKIMS HA TOPHUTE JUXATEIHN TbTHUINA, Ha30(apHHTHT,
CUHY3UT

HeuecTu: nenynur, neHranHy HHQEKINH, Xeprec 30¢Tep, HHPEKIHS
HAa JIOJHHUTE TUXATeIHH IbTUINA, BUPYCHU WH(EKIINN Ha TOPHUTE
JXaTeJTHHU TTHUIA, ByJIBOBarTHAIIHA MUKOTHYHA UH(EKIIHS

Hapymenus Ha umynHara  HewecTu: peakuy Ha CBPBXUYBCTBHTEIHOCT (BKIIIOYUTEIIHO OOPHUB,
cucreMa YpTUKapHs)
PGZIKI/I: CCPUO3HU pCAKIU Ha CBPHEXYYBCTBUTCIIHOCT (BKJ’IIO‘-II/ITCJIHO
aHaduIaKcHs, aHTHOEIEM)

IIcuxyuynu HapyIeHMs Heuectu: nenpecus
Hapymenus Ha HepBHaTa UYectn: 3amaiiBane, riaBo0osme
cucTema Hedectn: nunesa napanusa

34



PecnimpaTtopuu, rpbIHT 1
MEIUacCTUHAIHU
HapyIlIeHNs

UYectu: opodapunreanna 60ika

Hedectn: HazanHa KOHTeCTHS

Penxu: anepruveH aaBeoiuT, €O3MHOPHIHA THEBMOHHUS
MHoOro peiKku: opraHu3Mpania MHeBMOHUS

CroMantHo-4peBHI
HapYIICHUS

UecTu: nuapus, rajicHe, IOBPBITaHE

Hapymienus Ha koxata u
MOJIKOKHATA ThKaH

UYectu: chpOex

Heuectu: mycTynos3eH rncopuasmc, ekchonmaims Ha KoKaTa, akHe
Penku: ekchoaraTHBEH JePMATHUT, XUIEPCEH3UTHBCH BACKYTUT
MHoro peaku: 0yno3eH meMGUrona, KOKEeH JTyIyC epUTeMaTo/Iec

Hapy1ienust Ha MyCKyIHO-
CKeJIeTHaTa cucTemMa u
ChEeIMHUTEIHATa ThKaH

YecTu: 601KH B TbpOa, MUAJTHSI, apTPAITHS
MHOro peKu: Jymyc-1moA00eH CHHAPOM

OO0y HapymIeHUs 1
e(heKTH Ha MACTOTO Ha
MPUIIOKEHUE

Uectu: ymopa, eputemMa Ha MSCTOTO Ha HHXKEKTUPaHe, 00IIKa Ha
MSICTOTO Ha UHKEKTHPaHE
Heuwectu: peakuuu Ha MSCTOTO Ha MHXKEKTHpaHe (BKIIOYUTETHO

KPBBOU3JIMB, XEMaTOM, BTBbP/AsBaHE, IOJyBaHe U ChPOEK), aCTCHUS

*  Bmkre TOUKa 44, CucTeMHH U pecpaTOpHU p€akl Ha CBPbXYYBCTBUTCIIHOCT.

Onucanvie Ha U30paHU HEXeJIaHU JIEKAPCTBEHU PEaKIIUU

Hndexnyn

B mmanie60-koHTpOIMpaHy Npoy4YBaHUS MPY MALKMEHTH C IICOPUA3UC, ICOPUATHYECH apTPUT, OOJIECT Ha
Crohn u ¢ ynepo3eH KOJIUT MPOLEHTHT Ha HHEKINHUTE WM CEPUO3HUTE HHPEKLINN € CXO/ICH TIPH
MalMeHTHTE, JEKYBaHH C YCTEKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuianebo. B mnane6o-koHTpomupaHust
Nepuo] Ha Te3U KIMHUYHU NIPOYYBaHMA YecToTara Ha HH(pekuuute € 1,36 3a nauueHroroquHa
npociensBaHe MPpY NalueHTH, JIEKYBaHU ¢ YCTeKHHYyMa0, u 1,34 — npu nauueHTH, JIeKyBaHU ¢
miane6o. [NosBunute ce cepuo3nu nudeknuu ca ¢ yecrtora ot 0,03 3a marMeHTOroAnHa NPOCISIsIBaHe
NIpY TALMEHTH, JIeKyBaHH ¢ ycTekrnaymab (30 cepro3nu nndexnmu 3a 930 manueHToroanHu
npocnenssane), u 0,03 — npu nanmMeHTy, JTeKyBaHu ¢ Tuanedo (15 ceproznu nHQEKIn 3a

434 nanueHToroAMH npocieasBane) (Bxk. Touka 4.4).

B koHTpOIMpaHKUTEe N HEKOHTPOJIMPAHUTE NIEPUOIN HA KIIMHUYHUTE IPOYYBAHUS IIPU TICOPUA3UC,
ricopraTuyeH apTpuT, 6osect Ha Crohn u ysmepo3eH KOiuT, NpeACTaBIsBaALIN

15 227 nanueHTOroIMHN eKCIO3UIHS ¢ ycTeKMHyMao mpu 6 710 nanueHTH, MeJaHaTa Ha BpEMETO Ha
npocnensasade € 1,2 roauny; 1,7 roquHy 3a poy4YBaHUATA NIPU Nicopuasuc, 0,6 roqunau 3a
npoy4BaHusTa npu 6osect Ha Crohn u 2,3 roguHu 3a MpoyuBaHUsTA C yIIIEPO3€H KOJIUT. [IpoieHThT
Ha nHexnuute e (0,85 3a manMeHToroANHa MpocieisiBaHe MPH MAIMEHTH, JIEKYBaHHU ¢ yCTEKUHyMao, a
NPOIIEHTHT Ha CepruO3HNTE MHPeKIHMY TpH TsX € 0,02 3a manueHToroIMHa Mpocie/saBaHe

(289 cepro3nu uHbeknuu 3a 15 227 nanueHTOroANHHI IPOCIIEAIBAaHEe) U Ca JTOKJIaIBAHNH CEPUO3HU
WH(EKIUHY, BKIIFOYATEIHO THEBMOHHS, aHAJIEH a0cCIlec, LEeTyUT, JUBEPTUKYITUT, TACTPOCHTEPHUT U
BUPYCHU MH(DEKIIUH.

B npoBeneHn KIMHUYHA POYYBAHUS MMAIIMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca Omin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca Pa3BHIIN TyOEpKyI03a.

310Ka4eCTBEHHN 3a00/IsIBaHUS

B mranie60-koHTpOIMpaHus IepUo ] Ha KIIMHWYHU IPOYYBAHIS IPY TICOPHUA3HC, ICOPHATHIEH apTPUT,
6omect Ha Crohn u yimeposeH KONIKT YyecToTaTa Ha 3JI0KaueCTBEHUTE 3a00ISIBaHus, C M3KITIOYEHHE Ha
HEMEJAaHOMEH pak Ha KoxaTa, € 0,11 3a 100 narueHToroquHu npocieasiBaHe Npy NalueHTH,
JieKyBaHH ¢ ycTekruHyma0 (1 mammeHT 3a 929 naumentroroguHu npocienssane) B cpasHeHue ¢ 0,23
MIpH MAIMEeHTHTE, JeKyBaHH ¢ 1uiane6o (1 mamuenT 3a 434 manueHTOTOANHY IPOCIICSIBAHE).
UecToTara Ha HEMelIaHOMEH pak Ha koxkata € 0,43 3a 100 nanueHTOroAMHM MPOCEsiBaHe 3a
MAIUESHTUTE, JISKyBaHH C yCTeKUHYyMa0 (4 mamueHTH 3a 929 nanueHTOoroJuHH MPOCieIsIBaHe) B
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cpaBHenue ¢ 0,46 npu MalKMeHTHTE, JIEKYBaHH ¢ T1ane6o (2 narueHT 3a 433 nanueHTOroIuHu
TIpoCTIeAsBaHE).

B koHTpOAMpanuTe 1 HEKOHTPOJIMPAHUTE MIEPUOIN HA KIMHUYHUTE POYYBaHUsI ITPU TICOPUA3UC,
NICOpUATHYCH apTpHT, OostecT Ha Crohn u yepo3eH KOIHT, MpeACTaBIIsIBAIIN

15 205 nanueHTOroAMHN EKCIO3UIHS ¢ YCTeKHHYMa0 mpu 6 710 manueHTH, MeJiaHaTa Ha BpeMeTOo Ha
npocneasBane € 1,2 roguna; 1,7 ronvHu 3a Npoy4YBaHusTa Ipu rncopuasuc, 0,6 ronuHu 3a
npoyuBanusTa npu 6osect Ha Crohn u 2,3 TOaMHMU 32 IPOYUYBAHUSITA C YIIIEPO3ECH KOJIHUT.
3rmokavyecTBeHH 3a00IABaHNSA, C M3KITIOUCHNE Ha HEMEIAHOMEH PaK Ha KOXKaTa, ca JOKJIaIBaH! IpH

76 manmenTH 3a 15 205 manuenToroauau Ha npocieassane (dectora ot 0,50 Ha 100 manueHTOrOIUHI
Ha MpOoCJIeAsBaHe MPH MAllMEHTH JIGKYBaHH ¢ yCTeKHHYMa0). Te3u ciaydan Ha 3710Ka4eCTBEHH
3a00IABaHs, CHOOIIEH TIPH MAITUEHTH, JIEKYBaHU C YCTEKMHYMab, ca CpaBHUMH C OYaKBAHUTE
ciydau B oOmiara nomyiaius (ctanaapTu3upan koedunueHT Ha yecrota = 0,94 [95% nosepurencH
unrepsai: 0,73, 1,18], kopurupan 3a Bb3pacT, noi 1 paca). Haii-uecto HabnronaBanute
3JI0KAYE€CTBEHH 3a00JISIBAaHASA, PA3IMIHA OT HEMEIAHOMHHS KapIITHOM Ha KOXaTa, ca KapIImHOM Ha
MpocTarara, MeJIaHOM, KOJIOPEKTAICH KapIIMHOM H KapIIMHOM Ha rbpAara. CilydanTe Ha HEMEITaHOMEH
KapuuHOM Ha kokarta ca 0,46 Ha 100 marueHTOroIMHN Ha IPOCIeAsIBaHE PU MAIUEHTH, JICKYBaHH C
ycTekuHyMab (69 manuenTH 3a 15 165 manuenToroanan Ha npocneasBane). CbOTHOIIIEHHETO Ha
MAIeHTH ¢ 0a3ajeH CIpsIMO CKBaMO3HOKIIEThUEH KapIIMHOM Ha KoxkaTa (3:1) e cpaBHIMO ChC
CHOTHOIICHHETO B 00IaTa momyJsanus (BxK. Touka 4.4).

Peakiuu Ha CBPbXYYBCTBUTEIHOCT
B KoHTpoOJIMpaHUTE NEPUOAN HA KIIMHUYHU IPOYYBAHMS IIPU IICOPUA3ZKC U IICOPUATUYEH APTPUT HA
yCcTeknHyMab oOpyB U ypTHKapus ca HabmoaaBanu nmpu < 1% ot manuentute (BX. Touka 4.4).

[legmaTpudHa TOMyIAIHS

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

Be3zonacHocTTa Ha ycTeknHyMab € mpoydyeHa B IBe MpoyuBaHus (aza 3 IpH MeAuaTpUIHH MAUSHTH C
YMEpPEH 10 TEXBK IJIAKOB Icopuasuc. [IepBoTo npoyusane € npu 110 nanueHTy Ha Bb3pact oT 12 1o
17 roguHm, NeKyBaHU B MPOIBIDKeHUE HA 60 ceMUI, a BTOPOTO MPOYyUBaHE € Ipu 44 MaueHTn Ha
BB3pacT oT 6 10 11 roauHwu, JIeKyBaH! B IPOIbIDKEHHE HA 56 ceqmuiiu. Karto 1sio choOmeHuTe
HEeXXellaHW CHOWTHS B T€3H JIBE IPOYUYBAHUS C JAHHU 3a O€301MacHOCT 10 1 ToAMHA ca MOA00HH Ha
Te3u, HaOJII0JaBaH! B TIPEUIITHYU IPOYIBAHHS TP BH3PACTHH C TUIAKOB TICOPHA3HC.

Teouampuunu nayuenmu ¢ meano nai-manxo 40 Kg ¢ 6orecm na Crohn

be3onacHocTTa Ha ycTeknHyMa0 e mpoydeHa B eqHO npoyuBaHe $asa 1 u eqHo npoyusane ¢asza 3 npu
MeAMATPUYHU MAIMEHTH ¢ yMEpeHa JI0 TeXKa akThBHA 0osiecT Ha Crohn choTBETHO 110 ceamunia 240 u
cenmuta 52. Karo 1suto npoduirbT Ha 6e30MacHOCT B Ta3u kKoxopTa (n = 71) e moJjo0eH Ha TO3H,
HaOII0JaBaH B MPEIUIITHH TPOYYBaHUS TIPU Bh3pacTHH ¢ Oonectta Ha Crohn.

Cro01aBane Ha MMOJI03MPAHU HEXKEJIAaHH PEaKIIUK

Cpo01maBaHeTo Ha MOIO3MPaHN HEKeJIaHU PEaKLUH CIe]] pa3peliaBaHe 3a ynorpeda Ha JIEKapCTBEHUS
NPOAYKT € BakHO. ToBa 1o3BosIsABa Aa NPOIBJDKH HAOIIOACHUETO Ha ChOTHOIICHUETO T0JI3a/PHUCK 3a
JeKapcTBEHUS MPoAyKT. OT MEAUIIMHCKUTE CIISITUAIMCTH CE€ M3MCKBA Ja ChOOIIaBaT BCAKa
N0JJ03MpaHa HeXellaHa PeaKkiysl Ype3 HallMOHAIHATA CHCTeMa 3a ChOOIIaBaHe B:

M3neaHuTenHa areHnys 1o jJekapcraara

yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

4.9 Ilpeno3upaHe

Enuanunn no3u 1o 6 mg/kg ca npuiiaraHi HHTPABEHO3HO B KIIMHUYHU MPOYYBaHHs 03
orpaHMyaBalla J03aTa TOKCHYHOCT. B ciaydail Ha npefo3upaHe ce npenopbyuBa NaMEHTUTE J1a Ce
HaOJIro1aBaT 3a MpU3HAIM WM CHMITOMH Ha HEXEJIaH! PeaklMy 1 He3a0aBHO Aa ce MPUIIOKU
MOAXOSIIO0 CUMITOMATUYHO JICYECHHUE.
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5.  ®APMAKOJIOIMYHU CBOMCTBA
5.1 ®apmakoauHAMHYHU CBOWCTBA

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

MexaHu3bM Ha ACHCTBUE

VYereknnymab e m3usio yoBemko [gG 1k MOHOKIIOHAITHO aHTUTAIIO, KOETO CE CBBP3Ba ChC
crerupUIHOCT KbM 00IIaTa nporenHoBa cybenauana p40 Ha 9OBEIIKY MUTOKIMHNA HHTEepiaeBKuH (IL)-
12 u IL-23. YcreknnyMab noTrcka OnoakTHBHOCTTa Ha yoBemikute 1L-12 u IL-23, karo
npeaoTBpaTaBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 penenTopen npoTenH, pa3noiaoKeH Ha HOBbPXHOCTTa
Ha IMYHHHUTE KJIETKH. Y CTEeKHHYMa0 He Moke a ce cBbpike ¢ IL-12 mmm ¢ IL-23, xouto Beue ca
cebp3anu ¢ IL-12RB1 peuenTopu mo kieTb4HaTa HOBBPXHOCT. CIIe0BATEIHO € MAJIKO BEPOSTHO
yCTeKHHYMa0 Jia yyacTBa B KOMIUIEMEHT- WM aHTUTSUIO-MEIMUpaHaTa IIATOTOKCHYHOCT Ha KIICTKUTE
¢ peuenTopu 3a IL-12 w/mmm IL-23. 1L-12 u IL-23 ca xeTepoauMepHU IIUTOKWHHU, CEKPETHPAHU OT
AKTUBHPAHM aHTUT€H-TIPEIICTABALIM KIETKH, HalIpUMep Makpodaru U NIEHAPUTHH KIETKU U JBaTa
UTOKMHA yyacTBaT B UMyHHHUTE QyHKIUK; IL-12 ctumynupa ecrectBenute kiuetku youiinu (NK) u
npean3BrkBa qudepennnanusata Ha CD4 + T xnerkute kM T 1 xenmepen (Thl) penorumn, 1L-23
uaaymupa et Ha T 17 xenmepute (Th17). AGHOpMHaTa perynamwms Ha [L-12 u IL-23 obadge ce
CBBP3Ba C IMYHHOMEINUPAHH 3200 SIBAHNS KaTO TICOPHA3KC, TICOPHATHYEH apTpuT, 6ostecT Ha Crohn
1 YJIepO3€eH KOJIHT.

Upes cBbp3Bane Ha obmiara cyoenuuuia p40 ma [L-12 u [L-23, ycreknaymMad Moke 1a OKa3Ba CBOHUTE
KJIMHUYHH €(DEeKTH MPH MCOpUasmc, McopuaTuieH aptput, 6onect Ha Crohn u ysmepo3eH KoIuT 4pe3
npekbcBane Ha mbTuinata Ha Thl u Th17 nuTOKMHM, KOMTO Ca B OCHOBAaTa Ha MATOJIOTHUATA HA TE3U
3a00JsIBaHUS.

[Tpu naruentu ¢ Oosect Ha Crohn JIeUeHUETO C YCTEKUHYMAO BOAM JI0 HAaMaJICHUE Ha
BB3NAIUTEITHUTE MapKepH, BKIIFOUnTeHO C-peaktuBeH nporenH (CRP) u dekanen kanmpoTeKTHH 110
BpeMe Ha MHIYKIIMOHHATa (pa3a, KOETO CJIe]] TOBa Ce MOIbpiKa Mpe3 Isu1aTa moanbppxama ¢aza. CRP
€ OIICHEH 10 BpeMe Ha MPOABDKCHUETO Ha TIPOYyYBAHETO M HAMAJICHUSITA, HAOJII01aBaHy 110 BpeMe Ha
noIppkamara (hasa, OONKHOBEHO Ce 3arma3BaT 70 252 ceqMuIia.

[1pu manueHTy ¢ yiepo3eH KOJIUT JICYCHUETO ¢ YCTEeKHHYMa0 BOIU JI0 HaMaJIeHUe Ha
BB3NATUTETHATE MapkepH, BKIrounTeHo CRP 1 dekanen kanmpoTekTHH 1Mo Bpeme Ha
UHIYKIIHOHHATA (a3a, KOeTO ce MOUIbprKa Mpe3 IisiIata Mo rbpskaiia (haza u MpoIbHKEHHETO Ha
npoyuBaneTo 10 ceamuiia 200.

HUmyHn3annn
ITo BpeMe Ha IBJITOCPOYHOTO MPOIBIDKEHHE Ha poyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE TAIUEHTH, JiekKyBanu ¢h¢ STELARA 3a Haii-manko 3,5 roawHw, ca Jaad aHTUTSIIO-
OTTOBOPH Ha MMHEBMOKOKOBH IOJIM3aXapUIHU BAKCUHU U BAKCUHU CPELLy TETaHYC, CXOJIHU C T€3U IIpU
KOHTPOJIHATA TpyMa MalUeHTH, OTy4aBallld HECUCTEMHO JiedeHre Ha rncopuasuc. CXoeH IPOLEHT OT
BB3PACTHUTE MAIUEHTH, JiekyBaHu ¢h¢ STELARA u Te3u B KOHTpOJTHATA TPYTIa, Ca PA3BUIIN 3aITUTHU
HUBa HAa aHTUITHEBMOKOKOBH Y aHTUTETAHUYHH aHTUTENA, U TUTPUTE HA aHTUTEJIaTa UM Ca CXOIHH.

Kinnununa edukacHocT

[InakoB nicopuasuc (Bb3paCTHHU MAITUCHTH)

BbesonacHoctTa 1 eukacHOCTTa Ha ycTeKnHyMa0 ca oueHenu npu 1 996 manuenTtu B

JIBE PaHJIOMU3UPaHH, JIBOWHO-CJICTIH, IJ1a1e00 KOHTPOIMPAHH POYYBAHUS MIPH MAIUEHTH C YMEPEH
JI0 TEXBK IJIAKOB TICOpUA3UC, KaHIUAATH 3a (oToTeparus win cucreMHa tepanus. OCBeH TOBa B €JTHO
PaHIOMHU3UPAHO, AKTUBHO KOHTPOJIHMPAHO MPOYUBAHE CHC 3acyIeNeH OLEHUTEN € CPABHEHO JIeHCTBUETO
Ha YCTEKWHYMa0 W eTaHepIIeNIT MPH MAIMEHTH C YMEPEH J0 TeXbK TUIAKOB IICOPHA3HC, KOUTO HE ca ce
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TIOBJIVSUTH, TIPOSIBAIIH Ca HETTOHOCUMOCT HMJIM Ca UMAJIM MPOTHUBOIIOKA3aHNE KbM IHKIociopiH, MTX
nmu [TYBA Tepamus.

B npoyuBane npu ncopuazuc 1 (PHOENIX 1) ca onenenn 766 namuenTu. 53% ot TIX HE ca ce
TIOBJIVSITH, TIPOSIBHITH Ca HETTOHOCUMOCT HMJIM €2 UMAJIM MPOTHBOIMOKA3aHUE KbM JIPyra CHCTEMHA
tepanusl. [lanmeHTrTe, paHIOMHU3UPAHH 32 JISYCHHE C YCTEKHHYMa0, ca TIPUeNH I034 OT 45 mg min
90 mg B cenmunu 0 ¥ 4 1 ca MPOABILKUIIM Ja IPUEMaT ChIIaTa 103a Ha BCeKU 12 ceaMuUIIy.
[ManuenTuTe, paHIOMU3NPAHH 32 JIedeHue ¢ Tuiare6o B ceqmunu 0 1 4, ca MPeMUHAIH KbM JICUCHHE C
yctekuayMab (45 mg mwu 90 mg) B cenmuru 12 u 16, cnex KoeTo ca MpOIBIIKIIN 1a TTpUeMaT
chlara j03a Ha Bceku 12 ceamuny. [lanyenTn, mbpBoHaYaIHO paHAOMH3HUPAHU 32 JICUCHHE C
yCTEKHHYMa0, KOUTO ca JOCTHTHAJIM HUBO Ha MOBJHsIBaHE 75 MO WHIEKCA 3a 00IacT U TeXecT Ha
nicopuaszuc (PASI) (momobperne mo PASI ot muanmym 75% B cpaBHEHHE ¢ U3XOAHUTE CTOHHOCTH) B
cenmunu 28 u 40, ca MOBTOPHO PaHAOMHU3MPAHH 3a JIeYeHHE C YCTeKMHYyMa0 Ha Bceku 12 ceamuiu
WIH ¢ Tu1ane6o (T.e. OTTerNsHe OT TepanusiTa). [lanuenTure, MOBTOPHO PaHJOMHU3UPAHH 32 JICUCHHUE C
miare6o B ceamuna 40, ca Bp300HOBIIHM TepanusaTa cbe STELARA B mppBoHavaHaTa CH cxeMa Ha
no3upane, cien karo mogodpenuero uM mo PASI B cemmuta 40 e Hamansiio ¢ muaumyMm 50%. Benaku
MAIMEHTH ca MPOCIIeICHH 3a IEpUO 10 76 CEAMMUITH CIe]] TbPBOTO MPHIIOKECHUE HA HU3CIEABAHOTO
JICUCHHE.

B npoyusane npu ncopuazuc 2 (PHOENIX 2) ca ouenenu 1 230 manentu. 61% ot Tsx He ca ce
IMMOBJIVAIN, IIPOABUIIN Ca HCTIOHOCUMOCT WJIM Ca UMaJIU MMPOTUBOIIOKAa3aHNUEC KbM Apyra CUCTEMHaA
tepanus. [lannenture, panaoMHU3UpaHHy 3a JIEYEHHE C YCTEKMHYMa0, ca pueny 1034 oT 45 mg win
90 mg B cenmuiu 0 u 4, mociieABaHM OT JOITBJIHUTEIIHA 1032 B ceamuna 16. [aruenrure,
paHIOMHU3UPAHU 3a JiedeHue ¢ manedo B ceaqmuiu 0 u 4, ca IpeMUHAIIN KbM JICUCHUE ¢ YCTEKUHYMa0
(45 mg wir 90 mg) B cenmunu 12 u 16. Bcruku manueHTH ca MpocieaeH  3a Mepruo 10 52 ceaqMuIm
CJIe]] TPBOTO MPUJIOKEHUE HA U3CIIEIBAHOTO JICUCHHUE.

B npoyuane npu nicopuasuc 3 (ACCEPT) ca onenenn 903 nanueHTH ¢ yMEepeH A0 TeKbK COPHA3HC,
KOHUTO HE ca Ce MOBJIHSLIIH, TPOSBUIIN ca HEMOHOCHMOCT WJIH Ca MMalld IIPOTUBOTIOKA3aHME KbM JIpyTa
cuctemHa Tepanusi. CpaBHeHa € e()UKaCHOCTTA Ha YCTEKMHYMa0 ¢ Ta3u Ha €TAHEPIICIIT U € OllCHeHA
Oe3omacHOCTTa Ha ycTeKuHyMab u etanepient. [1o Bpeme Ha 12-ceAMUYHATa AKTUBHO KOHTPOJIMPaHa
YacT OT NMPOYYBAHETO MAIUEHTUTE Ca PAHJOMH3HUPAHU J1a pueMat eraHepuent (50 mg 1Ba IbTH
CeMHYHO), YCTeKuHyMao 45 mg B cenmuiu 0 u 4 wnu ycrekuaymad 90 mg B ceamuru 0 u 4.

N3xoaHNTE XapaKTEPUCTUKHU Ha 3a00JIIBAaHETO Ca MPUHLUITHO ITOCIIEI0BATEIHU BbB BCUUKU IPYIIH Ha
JIEYEeHHUE B MpOy4BaHe NMpH ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHo HUBO OT 17 110 18,
¢ MeJaHa Ha TeliecHa moBbpxHOCT (BSA) Ha u3xomuo HUBO > 20 U ¢ MeuaHa Ha IepMaTOJIOTUUCH
MHEKC 3a kauecTBO Ha kuBOT (DLQI) B rpanunute ot 10 10 12. binszo exana tpeta (poydBaHe npu
ncopuasuc 1) u enHa 4eTBBPT (IPOYUYBAHE IPH IICOPHAZUC 2) OT NALUEHTUTE UMAT ICOPHUATUICH
aptput (PsA). [Togo6Ha TexxecT Ha 3a00JI1BaHETO ce HAOJIF01aBa U IIPU POYYBaAHE MPH IICOpUA3UC 3.

[IppBHYHaTa KpaiiHa TOYKA B TE3U MPOYYBAHHS € CHOTHOIIICHHETO Ha TAIIMEHTUTE, JOCTUTHAIA HUBO
Ha nioBiusABaHe 1o PASI 75 cipssiMo u3xomHUTE CTOMHOCTH B ceamumia 12 (Bx. Tabmmnu 4 u 5).

Tabnuya 4. Obobwenue Ha KiuHuyHOMO nosuuseane 6 npoyusare npu ncopuazuc 1 (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cemmuna 12 Cenmura 28
2 nosu (ceamuria 0 1 ceamuna 4) 3 no3u (ceamura 0,
cenmuiia 4 u ceamuna 16)
[Tnane6o 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoii
paHIOMHU3UPAHU 255 255 256 250 243
HaIUCHTH
IE[ZI;J;“S’B%;‘; lg‘/’ | 26 (10%) | 213 (84%)° | 220 (86%)2 | 228 (91%) | 234 (96%)
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TToBausaBane mo
PASI 75, 6p. (%)

8 (3%)

171 (67%)®

170 (66%)?

178 (71%)

191 (79%)

TloBamsaBane nmo
PASI 90, 6p. (%)

5 (2%)

106 (429%)?

94 (37%)

123 (49%)

135 (56%)

OOJI° 3a u3uncrenu

WM MUHUMAJTHH, Op.

(%)

10 (4%)

151 (59%) *

156 (61%) ®

146 (58%)

160 (66%)

bpoit nanuenTn

<100 kg

166

168

164

164

153

TloBausBane mo
PASI 75, 6p. (%)

6 (4%)

124 (74%)

107 (65%)

130 (79%)

124 (81%)

bpoit nanuenTn

> 100 kg

89

87

92

86

90

TloBausaBane mo
PASI 75, 6p. (%)

2 (2%)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyuBane npu
ncopuasuc 2

Bpoit
paHIOMHU3UpPaAHU
NalKeHTH

410

409

411

397

400

IToBnusiBaHe Mo
PASI 50, 6p. (%)

41 (10%)

342 (84%)°

367 (89%)°

369 (93%)

380 (95%)

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

15 (4%)

273 (67%)

311 (76%)

276 (70%)

314 (79%)

IToBnusiBaHe Mo
PASI 90, 6p. (%)

3 (1%)

173 (42%)®

209 (51%) 2

178 (45%)

217 (54%)

OOJI° 3a u3uncTeHn

VI MUHUMAITHH, Op.

(%)

18(4%)

277 (68%)®

300 (73%)®

241 (61%)

279 (70%)

Bpoit nanuenTn
<100 kg

290

297

289

287

280

IloBnusiBaHe o
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bpoit nanuenTn
> 100 kg

120

112

121

110

119

IloBnusiBaHe o
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%)

88 (74%)

a
6

OOJI = O61ua orieHKa Ha JieKapst

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

Tabruya 5 Ob6obwenue na knunuuHomo nosiuasane 6 npoyusane npu ncopuasuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
ETanepuent Ycreknnymab
24 no3u 2 nosu (cemmuna 0 u ceaqmuna 4)
(50 mg nBa mbTH 45 mg 90 mg

CEJIMUYIHO)
Bpoii pannoMu3upanu nalMeHTH 347 209 347
IMosnusiBane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)?
[MosnusiBane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)?
[Mosnusiane mo PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)?
gy?i;zfi“g;e‘z& o 170 (49%) 136 (65%)? 245 (71%)?
Bpoii marmentn < 100 kg 251 151 244
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(fg;;;ma*‘e no PASI75, 6p. 154 (61%) 109 (72%) 189 (77%)
Bpoii marmentu > 100 kg 96 58 103
g/(;;BHI/IﬂBaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

a

6

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

B npoyusane npu nicopuaszuc 1 nogaepkaneto Ha PASI 75 e 3Ha9uTETHO 1MO-BHCOKO MPH
MIPOIBIDKUTETHO JICUCHHE, B CPAaBHEHHUE C TOBA MPH OTTETIIsIHE OT JedeHueTo (p < 0,001). [TomooHM
pe3ynTaTu ce HaOIroAaBatT Npu Beska f03a yerekuaymad. Ha 1% roquna (cenmuna 52) 89% ot
MAIUCHTUTE, IIOBTOPHO PAHJOMU3MPAHHU 32 MOIbPXKAIIO0 JICUCHUE, ca ce moBmusin mo PASI 75, B
cpaBHeHHE ¢ 63% OT MarueHTnTe, MIOBTOPHO PAHIOMH3HPAHH 3 I1ane0o (OTTETIITHE OT JIEYEHHUETO)
(p <0,001). Ha 18™* mecer (ceamutia 76) 84% OT MalMeHTUTE, TIOBTOPHO PAHIOMH3UPAHH 32
MOAIBPIKAIO JIedeHue, ca ce monusuiu mo PASI 75, B cpaBHenue ¢ 19% oT nmanyieHTUTE, TOBTOPHO
paHmoMHU3upaHu 3a manebo (oTTerisgHe ot teueHnero). Ha 3™ roguna (cemmuma 148), 82% ot
MAalUEHTUTE, HOBTOPHO PaHAOMU3HUPAHU 33 MOABPKALIO JICUEHUE, ca ce noBiausuiu no PASI 75. Ha
5-ta roguna (ceamuia 244) 80% ot malMeHTUTE, MOBTOPHO PaHAOMU3UPAHU Ha MOABPIKAIIO JICUCHHE,
ca ce noBnusu o PASI 75.

[pu nanueHTUTE, MOBTOPHO PAaHIOMHU3MPAHH 3a IIaNed0, KOUTO OTHOBO Ca MPEMHHAIH KbM
I'bPBOHAYATHATA CH CXeMa Ha JICYCHHE C YCTEKUHYMa0 cien 3arybara Ha > 50% mompoOpeHue mo
PASI, 85% ca Bp3cTanoBuiM noBiusaBaHeTo o PASI 75 B pamkute Ha 12 ceqmunu cien
BBH300HOBSIBAHE HA TEPAITUATA.

B npoyusane npu nicopuaszuc 1 B cenmuria 2 u ceamuna 12 ce Habmo1aBa 3HAYUTEITHO TOJ00pEeHNE
crpsiMo u3xoaauTe cToitHOCTH Ha DLQI BBB BCsiKa OT TpynuTe Ha JeUeHUE ¢ yCTeKHHyMal B
cpaBHeHue ¢ miane6o. [Toqoopenuero ce 3anaspa 1o ceamuna 28. [TonoOHO 3HAUMTETHO TOHOOPEHNE
ce HaOJr0/1aBa B IPOYyYBaHe MpH rcopuasuc 2 B ceamunu 4 u 12, koeto ce 3anas3sa o cenmuia 24. B
Mpoy4YBaHe MpH Tcoprasuc | mogoOpeHusITa B HOKBTHHUS TICOPHA3HC (MHIEKC 32 TEXKECTTa Ha HOKBTEH
MICOpHa3uc), B 00I1aTa OlleHKa Ha PU3UIESCKOTO U €MOIIMOHAIIHOTO ChCcTOsIHUE 110 SF-36 U BBB
BH3yaJIHO-aHAJI0r0OBaTa CKaJia 3a ONpeesIsiHe Ha CTOMHOCTTA Ha OoJikata ipu ¢bpoex (VAS) chiio ca
3HAYUTEIHU TIPU BCSKa TPyIa Ha JiedeHue ¢ ycTeKnHyMal B CpaBHEHHe ¢ uianebo. B nmpoyuBaHe npu
rcopuasuc 2 KIMHAYHATA CKaja 3a TpeBoxkHOCT u faenpecus (HADS) u BRIIPOCHUKBT 32 paboTHH
orpanuderus (WLQ) chIo moka3BaT 3HAYUTEIIHO TT0J0OpEHNE BBB BCAKA OT TPYIUTE HA JICUCHHE C
YCTeKHHyMab B CpaBHEHHE C I1Iaredo.

IIcopuatnuer aprpurt (PSA) (B3pacTHU MAIMEHTH)

Jloka3zaHo e, 4ye yCTeKuHyMa0 1mo100psBa MPU3HALUTE U CUMITOMUTE, (PU3MYECKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAYECTBO HA )KMBOT M HAMaJIsIBa CTENIEHTA HA TPOTPECHs Ha MepuQepHOTO
CTaBHO YBpEKIaHE MPU BH3PACTHU MAITUECHTH C aKTUBEH PSA.

be3onacHocTTa M e(hUKacCHOCTTA Ha YCTEKMHYMAa0 ca OLEHEeHHU NpH 927 malyueHTH B 1Be
paHIOMU3UPaHH, IBOMHOCIIEH, T1ae00-KOHTPOJIMPAaHH IPOYUBAHUS IPH MALIUEHTH C aKTUBEH PsA
(> 5 moayTu cTaBu U > 5 OOJIE3HEHH CTABH) BBIIPEKU yIOTpedaTa Ha HECTEPOUTHI
nporuBoBb3nanutesHu cpeacrsa (HCIIBC) wim moandunmpany 601ecTTa aHTUPEBMaTOUTHA
nekapcTtBa (DMARD). [TanmentuTe B Te3u NpOYYBaHUS ca UMaJIH [TOCTaBeHa AuarHosa PsA Haii-
MaJIKo OT 6 Mecena. BkirodyeHu ca ManieHTy ¢ BCSIKaKbB MOATHIT Ha PSA, BKITFOUNTETHO
MOJIMAPTHUKYJIAPEH apTpUT Oe3 JaHHU 32 peBMaTOUIHU BB3IH (39%), CHOHAMINT ¢ TIepUQEepeH apTPUT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha qucTaiHa HHTepdalaHreaaHa cTaBa
(12%) n naBanmuau3upamn aptpur (0,5%). Hax 70% u 40% oT manueHTHUTE B IBETE IIPOYUYBAHHUS Ca
MMaJId ChOTBETHO €HTE3UT U JAKTHIUT Ha U3XOAHO HUBO. [lanmeHTuTe ca paHAOMU3NpaHu Ja
NOJIydYart JiedeHue ¢ ycrekunymad 45 mg, 90 mg, unu mnane6o nonkoxHo Ha cenmuim 0 u 4,
NOCJIeIBAaHM OT Npuiiarade Ha Bceku 12 ceamunn (q12w). Ipubnusurenno 50% ot nanueHTure ca
MPOABIDKKIIIN Ha ocTosiHHA 1032 MTX (< 25 mg/cenmuiia).
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B PsA mpoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), crorBeTtHO 80% 1 86% oT
ManueHTuTe, ca onmu JiekyBaan ¢ DMARD. B nipoyuBane 1 He € 0110 1M03B0OJICHO MPEAMIITHO JICUCHUE
C aHTaroHMCT Ha TyMop-HekpoTuzupanl ¢akrop anda (TNF)a. B mpoyuane 2, noBedeTo nauueHTu
(58%, n = 180) ca Owu JekyBanu ¢ eqHo win noBede autu-1TNFa cpeacto(a), kato ot Tsax Hax 70%
ca mpeyctaHoBmIN cBoeTo aHTH-TNFa nedenune, mopaay numca Ha e(pUKACHOCT WM HEITOHOCUMOCT,
IO BCSIKO BpEMe.

Tpusnayu u cumnmomu

JledeHneTo ¢ yCTEKUHYyMab BOJIM JI0 3HAYUTEIHH TO00PEHNS B H3MEPUTEIIUTE 32 aKTHBHOCT Ha
3a00JIIBAHETO B CpaBHEHHME ¢ TU1anedo Ha cenmuna 24. [TbpBuyHaTa KpaiiHa TOUKa € IMPOILEHTHT Ha
HalUEeHTHTE, TOCTUTHAIN OTrOBOP 20 M0 KPUTEPUUTE Ha AMEPUKAHCKHUS KOJICHK 110 PEBMATOIOTHs
(American College of Rheumatology, ACR) na cenmuiia 24. OCHOBHUTE pe3y/ITaTh 3a e(hHUKACHOCT ca
npeacTaBeHy B Tabuuna 6 mo-m1omy.

Tabnuya 6 bpou na nayuenmume, NOCMUSHANU KTUHUYEH OM20680D NPU NCOPUAMUYEH apmpum
IIpoyusane 1 (PSUMMIT I) u Ilpoyusane 2 (PSUMMIT Il) na ceomuya 24

IIpoyuBaHe npu nNcopuaTH4eH IIpoyuyBaHe npu ncopuaTuveH
aprput 1 apTput 2
Ilnanedo 45 mg 90 mg Ilnaneoo 45 mg 90 mg
Bpoii
PAHIOMU3HPAHH 206 205 204 104 103 105
NAIMEeHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)* | 21 (20%) | 45 (44%)?* | 46 (44%)*
otrosop, N (%)
OATffBig, Ng | 18(9%) | 5L@5%) | 57(@8%P | 7(%) | 18T | 24 (23%)
ACR 70

0 0%)2 042 0 AT AT
otrosop, N (%) 5(2%) | 25 (12%) 29 (14%) 3 (3%) 7 (7%) 9 (9%)

bpoii nayuenmu c

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

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

PASI 75 u . e . one o2
R 8(5%) | 40 (28%)* | 62 (42%)* | 2(3%) | 24 (30%)* | 31 (38%)

otrosop, N (%)

Bpoii nauuenTn
<100 kg

ACR 20

otrosop, N (%)
bpoii nayuenmu c
> 3% BSA"

PASI 75

otrosop, N (%)
Bpoii nauueHTH
> 100 kg

ACR 20

otrosop, N (%)
bpoii nayuenmu c
> 3% BSA"

PASI 75

otrosop, N (%)

154 153 154 74 74 73

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

105 105 111 54 58 57

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

52 52 50 30 29 31

8 (15%) | 20(38%) | 23 (46%) | 4(13%) | 13 (45%) | 12 (39%)

41 40 38 26 22 24

2(5%) | 19 (48%) | 20 (53%) 0 10 (45%) | 13 (54%)
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2 p<0,001

® p<0,05

" p=NS

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

ACR 20, 50 u 70 oTtroBopH IpoIbIIXKaBaT JIa ce MONoOPSABAT MK ce TMOIIbpKaT 10 ceamuria 52 (PSA
[Tpoyusane 1 u 2) u ceamuna 100 (PsA IIpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
cenmuna 100 ca mocturnatu npu 57% u 64%, crorBeTHO 32 45 Mg 1 90 mg. B PsA Ilpoyusane 2,
ACR 20 otroBopu Ha ceamuiia 52 ca mocturHatu npu 47% u 48%, choTBeTHO 32 45 mg u 90 mg.

[IporeHThT Ha MAMEHTHTE, IOCTUTHAIMA OTIOBOP 10 Moauduiupanu PSA kpuTepuu Ha OTTOBOP
(PSARC) cbI110 € 3HAYUTEITHO MO-TOJISIM [IPU FPYIUTE HAa YCTEKUHYMa0, B CpaBHEHHE C IUIae0o Ha
ceamuia 24. OtroBopu PSARC ce moaabp:kar mmo Bpeme Ha ceamuiiid 52 u 100. ITo-rojsm npoueHT ot
MAIUCHTHUTE, JICKyBaHH C YCTEKUHYyMa0, KOUTO Ca UMaJTU CIIOHJIWIUT ¢ Iepu(epeH apTPUT KaTo
OCHOBHa JTMarHo3a, mokas3sart 50 u 70 mpoIeHTHO MoJ00peHNE B CKOpa 1o baT MHIEKC 3a aKTHBHOCT
Ha 3abonsBaneTo npu ankmwiosuparn cnopamwimt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDAI) B cpaBHeHue ¢ miane6o Ha ceamuna 24.

OtroBopuTte, HaOMOJaBaHU TP TPYIHUTE, JICKYBaHU C YCTEKHHYMa0, ca CXOJHH MPH MAIUeHTHTE,
KOUTO TIOJIyYaBaT WM HE Toy4yaBaT eqHoBpeMeHHO MTX u ce moappKat o BpeMe Ha CeIMUI 52
u 100. [TanmenTUTE, JIEKYBaHU Npeau ToBa ¢ aHTH-TNFo cpeicTBa, KOUTO ca MOJYYHIN YCTEKHHYMa0,
Ca TIOCTUTHAJH TO-TOJISIM OTTOBOP HA CeAMHMIIA 24 B CpaBHEHHE C MAIMEHTUTE, OTyYaBaId TuTare0o
(ACR 20 otroBop Ha cenmmutia 24 3a 45 mg u 90 mg e crotBeTHO 37% 1 34% B cpaBHEHUE ¢ MIae60
15%; p < 0,05) 1 oTroBOpPHUTE CE MOIBPKAT IO BpeMe Ha cenMulia 52.

[Ipu marmeHTH ¢ €HTEe3UT WM JaKTHINT Ha U3XOAHO HUBO, Tpu PsA IlpoyuBane 1 ce HabmonaBa
3HAYMMO MOJO0pEHHNE B CKOPOBETE 3a CHTE3UT U NAKTHIIUT MIPU TPYITUTE Ha yCTEKUHYMal B cpaBHEHHUE
¢ riane6o Ha ceamuna 24. B PsA TIpoyuBane 2 ce HaOIr01aBa 3HAYUMO TI0I0OPEHUE B CKOpa 3a
EHTE3UT U YHCIIEHO NOJJOOpeHNe (He € CTATUCTHYECKH 3HAYMMO) B CKOpa 3a JAKTHJIUT IIPH Ipynara Ha
ycTekuayMad 90 mg B cpaBHeHHe ¢ Tuiane0o Ha ceamuia 24. [logo0peHusiTa B CKOpa 3a EHTE3UT U B
CKOpa 3a JaKTHIUT ca MOJAbp KaHu 1o Bpeme Ha ceamuiy 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO YBpeXJIaHe B IBETE PHIIE M KpaKara ce n3passiBa KaTo MPOMSHA CIIPSIMO U3XOJHOTO HHBO
B o6mms van der Heijde-Sharp ckop (vdH-S ckop), momudunmpan 3a PsA upe3 mobaBsHe Ha
JUCTATHUTE WHTep(aJaHreallHu CTaBy Ha phlieTe. [IpoBeieH e mpeaBapuTenHo qeduHIpaH
WHTETpUpaH aHAIN3 Ha KOMOMHHUpaHU JanHu oT 927 nanuentu B nBete PsA TlpoyuBanus 1 u 2.
YcreknHyMab Mmoka3Ba CTaTUCTHYESCKH 3HAYMMO HaMaleHUE B CTETIEHTa Ha MPOrpecusi Ha
CTPYKTYpPHOTO YBpEXKJaHe B CPaBHEHHE C IIJIare00, U3MEPEHO Upe3 MPOMsIHA CIIPSMO H3XOJTHOTO HHUBO
10 24 ceqmuria B o6mms moauduitpan VAH-S ckop (cperen + SD ckop e 0,97 + 3,85 B rpynara Ha
riane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 nipu choTBETHO ycTeknHYMab Tpymnu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edekr ce abxu Ha PsA Tlpoyusane 1. EhekTbT ce cunra 3a
JIOKa3aH, HE3aBUCHUMO OT eTHOBpeMeHHaTa yrnoTpeda Ha MTX u ce momabpika mo Bpeme Ha

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

Du3suuecko CbCMosHUe U C8bP3AHO CbC 30PABEMO KAYeCmao Ha HCUBOM

[MarnuenTw, JTekyBaHH ¢ yCTEKHHYMA0, ca IOKa3alu 3HAYUTEITHO TO00peHre Ha PU3MYECKOTO
CBCTOSIHUE, KAKTO € OIIEHEHO 10 MH/IeKCa 32 MHBAIMAHOCT OT BHIIPOCHUKA 32 OLIEHKA Ha 37PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [IpoueHThT Ha
MAIUEHTUTE, IOCTUTHAIN KIHHUYHO 3HaunMo > 0,3 mogobpenne Ha HAQ-DI ckopa cripsimo
M3XOJHUTE CTOMHOCTH, CHIO € 3HAYUTETHO MO-TOJIIM IIPY TPYNHTE Ha YCTEKHHYMa0, B CpaBHEHUE C
mane6o. [logobpenne Ha HAQ-DI ckop cripsiMo H3XOAHOTO HUBO €€ MOAIbPIKA 110 BpeMe Ha
ceamunu 52 u 100.

Nma 3unauntenno nogaoopenue B DLQI ckopoBeTe npu rpynuTe Ha yCTeKUHYyMal, B CpaBHEHHE C

rtane0o Ha ceqmuiia 24, KOeTo ce moabpka mo Bpeme Ha cenmuiy 52 u 100. B PsA Ipoyusane 2
¥MMa 3HAYNTETHO MTOI00pEeHNE B CKOPOBETE 3a (yHKIIMOHATHA OI[CHKA HA TEPANMsTa 32 XPOHUIHO
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3abomsBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) pu
IpyIUTEe HAa YCTEKUHYMal, B CpaBHEHHE ¢ muiane6o Ha ceamuna 24. [IponeHTsT Ha MalnueHTHTe,
JOCTUTHAIM KIMHAYHO 3HaYMMO nono0penue Ha ymoparta (4 Touku no FACIT-F) cbiio e 3HaunTEIHO
MO-TOJISIM MPH IPYNHUTE HA YCTEeKUHYMa0, B cpaBHeHue ¢ miane6o. [Tonodpenusita Ha FACIT-F ckop
ce MOUTbprKaT 10 BpeMe Ha ceMuIa S2.

IleanaTpuyuHa HOMyJIaIus

EBponeiickaTa areHys 1o JiekapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEIOCTaBsIHE Ha Pe3yITaTUTE OT
IPOYYBAHUATA C YCTEKMHYMa0 B €1HA WJIM [10BEYE MOATrPYIH Ha eAUAaTPUIHATA HOIMYJIalus C
IOBEHWICH NAMONaTHUEH apTpUT (BXK. Touka 4.2 3a uH(hOopManus OTHOCHO yroTpeda B eIUaTpHsITa).

IInakos ncopuasuc npu neduampuyty nAyuUeHmu

JlokazaHo e, 4ye yCTeKuHyMa0 1moo0psBa MPU3HALUTE U CUMIITOMUTE, (DU3HYECKOTO ChCTOSIHUE U
CBBP3aHOTO CHC 3[PABETO KAUECTBO HA KUBOT MPU MEIUATPUUHU MAIMEHTH HA 6 TOJUHU U TO-TOJIEMHU
C TUTAKOB TICOPHA3HC.

Hayuenmu 6 ronouwecka evspacm (12-17 200unu)

EdwukacHoctTa Ha ycreknaymad e mpoydena npu 110 meauatpudHu manueHTH Ha Bh3pacT ot 12 10

17 roaMHu ¢ yMEpeH 10 TeXBK TIAKOB NMICOPHA3UC B MHOTOIIEHTPOBO, PAHJIOMH3HPAHO, JBONHO-
o, miare6o kouTponupano npoyusane paza 3 (CADMUS). TTanueHTrTe ca paHI0MUA3HPAHH 1a
nosyyaBar win mwianedo (N = 37), win npenopb4YuTeNHaTa 1032 yeTeKHMHYyMa0 (Bxk. Touka 4.2; n = 36),
WY TIOJIOBMHATA OT MPENOPBUYUTEHATA 7032 YCTeKHHYyMa0 (N = 37), upe3 MOKOKHO UHIKEKTHPAHEe Ha
ceamunu 0 u 4, ciies ToBa npuiiarade Ha Bceku 12 ceqmunm (q12w). Ha cenmunia 12 manuenTure,
JIeKyBaHHU ¢ TU1ae0o ca MpeMUHAIH Ha YCTEeKHUHYMao.

[Mammentn ¢ PASI > 12, PGA > 3 u 3acernara tenecHa mobpxHocT (BSA) mone 10%, kouto ca Onnm
KaHAUJaTH 3a CUCTEMHA TCpaIivsa Uin (bOTOTCpaHI/ISI, Ca OTTOBapAJIKM Ha yCJIOBHATA HAa IIPOYUYBAHETO.
[Mpubnuzutenno 60% ot manueHTUTe ca OWIIK MOAJIOKEHU Ha TPEANIeCcTBAIA KOHBEHIIMOHAIHA
cucreMHa Tepanus wim gororepanus. [Ipubmmsurensno 11% oT manueHTHTe ca NMaIH MpeecTBaa
Tepanus ¢ OMOJIOTHYHH CPEACTBA.

[IppBHYHaTa KpaiiHa TOYKA € CHOTHOIICHUETO Ha MAIUEeHTUTE, KOUTO ca nocturHanu PGA oreHka Ha
n3uncreny (0) win muanManau (1) maky Ha ceamuna 12. BropuaHuTe KpallHU TOYKH BKJIFOUBAT
PASI 75, PASI 90, npomsiHa cripsiMO M3XOJTHOTO HUBO Ha J[epMaTOJIOrHYeH UHJICKC 38 Ka4eCTBO Ha
xwuBoT npu geua (Children’s Dermatology Life Quality Index, CDLQI), npomsiHa cupsiMO U3XOAHOTO
HUBO Ha 00IIaTa OIleHKa o cKajaTta Ha BernpocHuK 3a kauecTBO Ha KUBOT mipu jena (Paediatric
Quality of Life Inventory, PedsQL) Ha cenmunia 12. Ha ceaqmuiia 12, naiMeHTUTe TPETUPAHU C
yCTEKHHYMa0 MOKa3BaT 3HAUYUTEHO MO-TOJISIMO MOI00pEeHUE Ha TICOpPHa3Kca U CBBP3aHOTO ChC
3PaBETO Ka4eCTBO Ha KHMBOT B CPaBHEHHE C uiare6o (Tabuia 7).

Benuky naiueHTH ca mpociiesiBaHu 3a €pUKaCHOCT 3a MepPHoa OT 52 CEeAMMIIU CJIC]] ITbPBOTO
MIPUJIOKEHUE Ha U3MTUTBAHUS JIEeKapCTBEH NpoAyKT. ChOTHOIIEHHETO Ha nanueHTuTe ¢ PGA omnenka
Ha u3ynctenu (0) wm MuauMaTHu (1) mIakk 1 ChbOTHOIIEHUETO Ha mocturHanute PASI 75 mokas3sa
pasjrKa MeXy TpyliaTta JieKyBaHa ¢ yCTeKHHyMa0 | maie0o rpynara Ha mbpBaTa BU3WTA Ha
ceamuIiia 4 cieJ HauaHaTa, TOCTUTAWKN MakcuMyM 1o ceamuna 12, [Togoopenusita B PGA, PASI,
CDLQI u PedsQL ce momabpxat 1o ceamuiia 52 (tabdiuna 7).

Tabnuya 7. Obobwenue na NopsudHUmMe U 6MOPULHUME KDAUHU MOoYKU Ha ceomuya 12 u ceomuya 52
IeanaTpuyHo npoyusae npu ncopuasuc (CADMUS) (Bu3pact 12-17 1.)

Ceamuua 12 Ceamuna 52
rane6o IIpenoppuutenna IIpenoprunrenna
no3a YcreknHyma0d | mo3a YcTeKuHyMab
N (%) N (%) N (%)

PannoMusupanu nanueHTH 37 36 35
PGA
PGA na uzuncrenu (0) nim 2 (5,4%) 25 (69,4%)" 20 (57,1%)
MHUHEMATTHH (1)
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PGA na m3uncrens (0) | 1(2,7%) | 17 (47,2%)? | 13 (37,1%)
PASI

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

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

IIpomsiHa cpsAMO U3XOJHO

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

? p<0,001

0 CDLQI: CDLQI e nepmaTonorndeH HHCTPYMEHT 3a M3MepBaHe Ha e(ekTa Ha KOXKHUS MPoOJIeM BEPXY CBBP3aHOTO

CBC 3J[paBEeTO KauyecTBO Ha XKHUBOT IpH reanarpudHara nomynanus. CDLQI ot 0 wim 1 mokasBa, e HAMa eekT BbpXy
KauecTBOTO HA XMBOT HA JIETETO.
®  p=0,002
PedsQL: PedsQL e obmia ckana 3a m3MepBaHe Ha CBBP3aHOTO ChC 3APABETO Ka4eCTBO Ha )KUBOT, pa3paboTeHa 3a
yrnoTpeba B NOMyJIAMKUTE Ha Jela 1 I0HOIH. 3a mianedo rpymnara Ha ceqvuna 12, N = 36
A~ p=0,028

Mo Bpeme Ha TIaNIe00-KOHTPOJIMPAHUS MTEPUOJ 10 ceaMulia 12, ehukacHOCTTa Ha IBETE IO30BU
TPYIH, IPETIOPHYUTEITHATA U MTOJOBHHATA OT MPENOPBUUTEIHATA, KaTO IISUI0 € CPaBHUMA B
I'bPBUYHATA KpaiiHa Touka (69,4 u 67,6% cbOTBETHO), BBIPEKH Y€ UMa JaHHU Ha J030B OTTOBOP 32
MO-BUCOKHU CTOMHOCTH Ha KpuTepuute 3a epukacHoct (Hanp. PGA na uzuncrenu (0), PASI 90). Crnen
cenqmuna 12, epuKacHOCTTa KaTo LSUIO € IMO-BHCOKA U MO-TIPOABIDKUTEITHA TIPH TpyIaTa ¢
IpernopbyYNTeNIHA 1032, B CPABHEHHUE C TPyTaTa Ha TOJIOBUHATA OT MPETOPhYHTENIHATA 032, IPU
KOSITO ce HaOJoJaBa Mo-4ecTo yMepeHa 3ary0a Ha e(puKacHOCT B Kpast Ha BCeKH 12-ceIMUYeH J1030B
untepBai. [Ipopunure Ha Ge30macHOCT Ha MPENOPHYUTENIHATA 1032 M HA MTOJIOBUHATA OT
HpernopbYNTEeNIHATA 71032 CA CPABHUMHU.

leya (6-11 200unu)

EdukacHoctTa Ha ycreknHyma0 e nmpoydeHa npu 44 nenquaTpUIHA MAIUeHTH Ha B3pacT OT 6 10

11 romuHYU ¢ yMepeH JI0 TEXbBK IJIAKOB IICOPHUAZNC B OTKPUTO, MHOTOIIEHTPOBO Npoy4BaHe (aza 3 ¢
enno pamo (CADMUS Jr.). [lanmenTrTe ca iekyBaHH C MIPEMOPHUUTEIHATA J]03a YCTEKUHYMAa0 (BXK.
touka 4.2; N = 44) uype3 MoAKOXKHA MHKEKIU B ceaqmuim 0 u 4, MOCIeABaHO OT MpUIaraHe BeIHBXK Ha
Bceku 12 cenmurtu (q12w).

IMamuentn ¢ PASI > 12, PGA > 3 u cbc 3acernara BSA naii-manko 10%, KOUTO ca KaHIAIATH 3a
CHCTEMHa Teparus win GoToTepanws, ca OWIH MoIXoAsImH 3a npoyuBaHeto. [Ipubmusurento 43% ot
MAIMEHTUTE UMAT MPE/IIECTBAIA SKCIIO3UIHsI HA KOHBCHIIMOHAHA CHCTEMHA TEPAITUS UK
dororepanus. [IpubdausuTenHo 5% OT NAIMEHTUTE UMAT MPEANISCTBAIA eKCIO3UIIUS Ha OUOJIOTHYHU
Cpe/CTBa.

[IspBuuHaTa KpaifHa TOYKa € IPOIEHTHT MallueHTH, MOCTUTHAIHN cKop Ha PGA u3uncrenn (0) mim
muauManau (1) Ha cenmuna 12. Bropuunure kpaiiau Touku Briouat PASI 75, PASI 90 u npomsiHa
CHPSIMO U3XOJHOTO HUBO Ha JlepMaTonoruyHus HHAEKC 3a KauecTBO Ha >kuBOT npH Aena (Children’s
Dermatology Life Quality Index, CDLQI) na ceamuna 12. Ha ceamunia 12 manueHTHTe, JIEKYBaHH C
yCTEKHHYMa0, TIOKa3BaT KIMHIUYHO 3HAYUMO ITOI00pEHUE Ha TICOPUA3UCca U CBBP3aHOTO ChC 3JIPaBETO
Ka4ecTBO Ha MBOT (Tabumia 8).

Bceuuky naigeHTy ca mpocieasBaHy 3a ePUKACHOCT 10 52 CEAMMIIU ClIe]] ITbPBOTO MPHIIOKEHUE Ha
MPOYYBAHOTO JIeKapcTBO. [IponeHTHT Ha manueHTuTe che ckop Ha PGA uzuncrenu (0) nim
muanManny (1) Ha cenmuna 12 e 77,3%. Epuxacnoct (onpenenena karo PGA 0 nm 1) e
Ha0JIroaBaHa OIe IPH ITEPBOTO TOCEIIEHUE CIIE]T U3XOIHOTO HUBO Ha ceaMuIia 4, a MpoIeHTHT Ha
ManueHTUTe, TocTUTrHamu ckop Ha PGA 0 wu 1, ce moBumiaBa 10 ceamuria 16, KaTo cjiex ToBa 0cTaBa
OTHOCHUTENHO cTabmieH a0 cenmuna 52. [lonobpennsra Ha PGA, PASI u CDLQI ce nogabspxar 1o
cenmuiia 52 (tabauna 8).
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Tabnuya 8 Obobwenue Ha NbpeUYHAMA U BMOPULHUMEe KPALHU MOYKY Ha ceomuya 12 u Ha
ceomuya 52

IexnaTpuyno npoyuBane npu ncopuasuc (CADMUS Jr.) (Bs3pact 6-11 1.)

Cenqmuna 12 Cenqmuia 52
IIpenopwuutenna nosa IIpenoppuntenHa no3a
YCTEeKHHYMa0 YCTeKHHYMab
N (%) N (%)
Bxirouenu nanyeHTH 44 41
PGA
PGA na m3uncrenn (0) nmm 34 (77,3%) 31 (75,6%)
muanManau (1)
PGA nHa uzuucrenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pecrionaepu 37 (84,1%) 36 (87,8%)
PASI 90 pecrionepu 28 (63,6%) 29 (70,7%)
PASI 100 pecionnepu 15 (34,1%) 22 (53,7%)
CDLQI?
[Manimentu ¢ CDLQI > 1 Ha (N=39) (N=36)
W3XOJHO HUBO
CDLQI 0 pmm 1 24 (61,5%) 21 (58,3%)

& CDLQI: CDLQI e 1epMaToIOrHueH HHCTPYMEHT 3a OLIHKA Ha e(ekTa Ha KOKHHUS MPO6IIeM BBPXY CBBP3aHOTO ChC

3/IpaBETO KAa4eCTBO HA KUBOT Ipu neauatpuanaTa nomyianus. CDLQI 0 wim 1 mokasBa, ye HAMa eeKT BbpXY
KayeCTBOTO Ha )KUBOT Ha JETETO.

Bbonecr na Crohn

beszomacHocTTa M emKkacHOCTTa Ha yCTEKMHYMa0 ca OIICHeH! B TPY PaHIOMU3HPAHH, JBOWHO-CIICTIH,
1a1e00-KOHTPOIUPAaHN, MHOTOIICHTPOBH MTPOYYBaHUS TIPH BH3PACTHU MMAIIMEHTH C yMEpPEeHa JI0 TEXKA
axtuBHa O0ostect Ha Crohn, ¢ Muaekc Ha aktuBHOCTTA Ha O60stectta Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KIMHUYHO pa3pabOTBaHE Ce ChCTOH OT JABE §-
ceaAMuYHU npoyuBanus ¢ nHTpaBeHo3Ha nHAyKus (UNITI-1 u UNITI-2), mocnexarn ot 44-
CEIMUYHO PaHAOMH3HPAHO MPOYYBAHE C MOAKOKHO MPUIIOKEHHE Ha moaabpikaria go3a (IM-UNITI),
MIPEJICTARIISIBAIIY 52-CeIMUYHA TeParysl.

[MpoyuBanusTa ¢ mHAYKIUs BitouBat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) matuenTu.
[IppBHYHaTa KpaiiHa TOUKA 3a ABETEC WHAYKIIMOHHU IPOYYBAHUS € MPOICHTHT Ha YUACTHUIIMTE C
KIIMHUYEH O0TroBop (ompeneneH kato Hamanenue Ha CDAI ckopa ¢ > 100 toukn) Ha ceqmuna 6.
JlaHHUTE 33 eUKACHOCT ce ChOMPAT U aHATMU3UPAT JI0 CeAMUIIA § 32 JIBETE MPOYUBAHHUS.
EnHOBpPEMEHHOTO NPUIIOKEHUE HA MEPOPATHH KOPTUKOCTEPOUIH, UMYHOMO/IYJIATOPH,
AMHUHOCATMIIAIATH ¥ AHTHOUOTHUIIH € pa3pemeHo u 75% OT MalMeHTUTE NMPOLIDKABAT Ja MOJTy4aBaT
Hal-Mallko €JJHO OT Te3H JIeKapcTBa. B IBeTe MpOyUYBaHUs MAMEHTUTE Ca PAHIOMU3UPAHH Ja
MOJIy4YaT €IHOKPATHO HHTPABEHO3HO NPEIIOPBhUUTEIHATA J103a OT NpUOIM3uTeHO 6 mg/kg B
3aBHCUMOCT OT TeJIECHOTO Teryio (k. Tabnwuma 1, Touka 4.2), dukcupana no3a 130 mg ycrekunymad
i iane6do Ha ceaqmura 0.

[TarmenTtrure B UNITI-1 ca nexyBanM HEYCIENIHO WM UMAT HETIOHOCHMOCT KbM TpEANIECTBAIIA aHTH-
TNFa tepanus. [IpubnusutenHo 48% oT nauueHTHTE ca JIEKyBaHU HEYCIIEIIHO ¢ 1 mpeiecTBaa
antu-TNFa tepanus, a 52% ca nexyBaHH HeycnemHo ¢ 2 win 3 npeamectsamy antu-TNFa tepanun.
B toBa npoyuBane 29,1% oT manueHTHTe MMAT HEAOCTATHYECH HAYaJIeH OTTOBOD (IbPBUYHH
HepecnoHaepu), 69,4% ca ce MOBIHSUIN, HO ca MPECTaHANIH /1a CE TIOBJIHBAT (BTOPHUYHH
HepecrnoHaepu), a 36,4% umar HemoHOCHUMOCT KbM aHTH- | NFa Tepanumn.

ITammmentute B UNITI-2 ca iekyBaHM HEYCIEITHO HAH-MaJIKO C €JHa KOHBEHIIMOHAIHA TEPATTHSI,
BKJIIOUHTEITHO KOPTUKOCTEPOUAN HIIM UMYHOMO/YJIATOPHU, KaTO WM HE ca JISKyBaHU JJOCera C aHTH-
TNF-a tepanust (68,6%), unu ca nosyyaBanu npeau Tosa antu-1TNFa Tepanust, HO Ts e Onna
neycnemraa (31,4%).
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B nBete UNITI-1 u UNITI-2 3Ha41MO TO-TOJISIM IPOIICHT OT HMAITUEHTUTE B TPYIIaTa, JICKyBaHa C
YCTEKHHYMa0, ca ¢ KIIMHUYCH OTTOBOP M peMHUCHs B cpaBHeHue ¢ miarebo (Tabmuma 9). Knuaunuaust
OTTOBOP M PEMHCHSATA Ca 3HAYMMH OIIlE Ha CeIMUIIA 3 MU MaIUSCHTHTE, JIEKYBAHHU C YCTEKUHYyMa0, 1
T€ TIPOJBIDKBAT /1a Ce MOA0OpsABaT 1o ceamuiia 8. B Te3n mpoyyBaHUs ¢ MHAYKIHS €(hUKACHOCTTA €
M0-BHCOKA ¥ C€ TOJIbPrKa M0-100pe B TpyIaTa ¢ J03a B 3aBUCUMOCT OT TEJIECHOTO TETJIO, B
cpaBHeHUE ¢ rpymnara ¢ go3a 130 mg u nopaau ToBa Npy UHTPABEHO3HA MHAYKIIMS CE€ MPENOpHUBa
JTIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabnuya 9: Undyxkyus Ha kaunuven omeogop u pemucusi ¢ UNITI-1 u UNITI 2

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

Knuangnata pemucus e onpenenena kato CDAI ckop < 150; KmTuHUYHUAT OTTOBOp € ONpeesicH KaTo HaMalleHHe Ha
CDALI ckop ¢ Haii-manko 100 TOUKH WK ChCTOSHIE B KIIMHUYHA PEMHICHUS
70-TOYKOBHAT OTTOBOP € omnpeseseH kato Hamanerne Ha CDAI ckop ¢ Hait-manko 70 Touku

* Heycnex na antu-TNFo Tepamust

** Heycrex Ha KOHBEHIMOHAJHATA TEPAITUs
3 p<0,001
® p<o0,01

B npoyuBanero ¢ mogabpikaiia tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTHTAT
100-ToukoB KIIMHUYEH OTTOBOP HA CEAMHIA 8 OT MHAYKLUATA C ycTeKnHyMao B npoyuBanust UNITI-1
u UNITI-2. [TartuenTure ca paHAOMU3UPAaHN Ha CXeMa Ha MOAIbPIKAIIO JIEYEHHE C ITOJAKOXKHO
npuiokeHue Ha 90 mg ycTekuHyMab mpe3 8 cenmuiiy, 90 mg ycreknaymab nipe3 12 ceaMuny uim
miane6o B NpOABIDKeHNE Ha 44 ceIMHILH (3a TPENOPhYHUTEIHATA TOIbPIKAIlA 1032 BXK. TOUKa 4.2).

3HaYMMO IMO-TOJISIM MPOLIEHT NAlMEHTH B TPYIHTE, JIEKYBaHH C YCTEKHHYMAa0, MOJIbPKAT KIMHUYHA
pEeMUCHS 1 OTTOBOP Ha ceaMHuIa 44 B cpaBHEHHE C rpymnara Ha miane6o (Bx. Tadmuna 10).

Tabnuya 10: Iloodovporcane na knunuunus omeosop u pemucus ¢ IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3anoysane ¢ UHOYKYUOHHAMA 003a

Ilmane6o* 90 mg 90 mg
yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3s
8 ceqmuumn 12 cenmuuu
N =131f N = 129°
N = 1287
KJIMHWYHA peMucHst 36% 53%? 49%°
KiuHu4YeH 0TroBop 44% 59%° 58%°
Knuanyna pemucus 6€3 KOpTHKOCTEPOHIH 30% 47%° 43%"
KiiMHUYHA peMHCHs] [TPU MAIMEHTH:
B PEMHCHS B HAYANIOTO HA MO/UIBPKAMATA | /0. (36/79) | 67% (52/78)" 566 (44/78)
Tepanus
CRDI00: T IPOYIRAHE 44% (31/70) | 63% (45/72)" | 57% (41/72)
‘;‘I’\?gg fjp‘;i EEK-‘/B@‘H“ jlocera ¢ antu- 49% (25/51) | 65% (34/52)* | 57% (30/53)
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KOHTO C€ BKJIIOYBAT OT IPOYUYBaHE
CRD3001°

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

I'pynara Ha marne6o ce ChbCTOH OT TAIMeHTH, KOUTO ca Ce TOBIHSIN OT yCTEKNHYMal U ca paHIOMH3HUpPAHH Jla
HOJIy4aBaT IUIaedo0 B Ha4alIoTo Ha O (bpiKallaTa Teparnus.

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

*

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

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

2 p<0,01

® p<0,05

HOMHUHaIHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nanueHTH He NOAABPKAT OTTOBOPA KbM YCTCKHHYMAO MPH MPHUIIOKEHUE MTPe3
12 cepMuny ¥ € MO3BOJICHO KOPUTHPAHE Ha J103aTa Taka, ue J1a MoIydaBaT ycTeKnHyMal npes

8 cenmuny. 3arybara Ha oTroBop ¢ onpenenena karo CDAI ckop > 220 touku 1 > 100 Toukn
noBuuieHue cupsamo uzxonnus CDAI ckop.llpu Te3u nanueHTH KIIMHUYHA PEMUCHSI €€ TOCTUTa IIPU
41,4% ot manmenTure 16 ceqMuI ciieql KOpUrMpaHe Ha 03aTa.

[TanyeHTHTE, KOUTO HE Ca HOCTUTHAIHN KIMHUYEH OTTOBOP KbM MHIYKLUS C YCTEKUHYMal Ha
cenmuiia 8 ot npoyusanusrta ¢ uaaAykims UNITI-1 u UNITI-2 (476 nauueHTH), ca BKIIOUYCHH B
HEpaHJOMH3MpaHaTa 4acT OT Mpoy4yBaHeTo ¢ nmoaabpxaina Tepanus (IM-UNITI) u ca nomyumnu
MOJKOKHA HHXKEKLus ¢ ycTekuHyMmad 90 mg no tosa Bpeme. Cnen ocem ceamuiu 50,5% ot
NAaMEeHTUTE ca IOCTUIHAIHM KJIMHUYEH OTIOBOP U Ca MPOIBJDKUIIM Aa MOTy4aBaT MOLIbprKalla
Tepanud npe3 8 cenmuiy. [loeueTo oT Te3u MaMEHTH ¢ MPOABIDKUTEIHA TOIbprKallla Tepanus
nogabspxat otroBop (68,1%) u mocturar pemucus (50,2%) Ha cenqmuua 44, KaTo NPOLICHTHT UM €
noJ00eH Ha TO3M NPU MALUEHTUTE, KOUTO ITbPBOHAYAIIHO €a C€ MOBJIUSIINA OT HHAYKLUS C
yCcTeKnHyMao.

Ot 131 nanmenTy, KOUTO ca Ce MOBIUSIIN OT HHAYKIHS C YCTEKHHYMal ¥ ca paHAOMHU3HUPAHA B
rpymnaTa Ha Ianedo B Ha4aioTo Ha IPOYYBaHETO ¢ MOIbpKallla Tepanus, 51 BrocieacTeue ca
3aryOuiiM OTTOBOpa CH | ca noiay4ymin 90 mg ycTeKuHyMa0 moakoxkHo npe3 8§ ceamuiu. [lopeueTo ot
MAIMEeHTHTE, 3aryOniIi OTTOBOPA CH U TMIOAHOBWIIH JICUEHHETO C YCTEeKHHYMa0, ca ro HalpaBUiIH B
pamkuTe Ha 24 ceIMUIM OT MHAYKIHOHHaTa nHGy3us. Ot te3u 51 mamuentu 70,6% mocturar
KIMHIYEH O0TroBop U 39,2% mocturat KiIMHUYHA peMucus 16 ceMUIM cliesl MoJlyyaBaHeTo Ha
IbpBaTa MOJKOKHA /1032 YCTEKHHYMaO0.

B IM-UNITI nanmeHnTuTe, 3aBBPIIIN IPOYIBAHETO A0 ceamuIia 44, ca moaXoIsIu Ja IpoabiiKaT
JICYCHUETO B IPOIBDKEHUE HA TIpoyuBaHeTo. [Ipu Bcuukute 567 maneHTH, BKIFOUESHU Ha U JICKYBaHU
C YCTEKMHYMa0 B IPOIBIDKEHUETO HA MTPOYYBAHETO, KIIMHUYHATA PEMHUCHUS U OTTOBOPHT OOMKHOBEHO
ce TOoJIbPIKAT 110 ceamuiia 252, kakto npu OosHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MAIUSHTUTE C HEYCIIeX Ha KOHBCHIIMOHAIHUTE TEPAIIUH.

He ca ycraHoBeHH HOBU ChOOpaKeHHsI 3a OE30MACHOCT MPH YAbIDKaBaHE Ha TOBA MIPOYUYBAHE 10
5 roauHM Ha JleueHue mpu nanueHTu ¢ oonect Ha Crohn.

Enoocronus

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

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

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

Kauecmso na sicusom, cevpsano cvce 30pasemo

KauecTBOTO Ha J)KUBOT, CBBP3aHO ChC 3JJPABETO, € OIEHEHO MOCPEACTBOM BHIIPOCHUK TIpU
BB3MANUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BbrpocHuim SF-36. Ha cenmuna 8 nanueHTHTe, MOdyvYaBalid yCTEKUHYMa0, MOKa3BaT CTATUCTUIECKU
3HAYMMO MO-TOJSIMO U KIIMHUYHO 3HaYMMO To100peHue Ha ooums IBDQ ckop u Ha SF-36 Mental
Component Summary Score 8 UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ mane6o. B npoyusanero IM-UNITI no cenmunia 44 te3u nmomoOpeHus
00OMKHOBEHO Ce MOJABPKAT N0-100pe MPH JIEKYBaHU C yCTEKMHYMa0 MallMeHTH B CPaBHEHHE C
miare6o0. ITomobpennero Ha Ka9eCTBOTO HA KHUBOT, CBBP3aHO ChC 37PaBETO, OOMKHOBEHO CE
MOIIBPIKA MIPE3 IISLIOTO MPOIBIDKEHHE 10 ceamulia 252.

Yarepo3eH KOIUT

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

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

UNIFI-I BkmrouBa 961 manmentu. [IspBuuHaTa KpaitHa TOYKa B IPOYYIBAHETO C MHAYKITUS €
MPOLICHTHT HAa YYACTHUIIMTE B KJIMHUYHA peMHUCHs Ha cenmuiia 8. [TanuenTure ca paHaoMU3UpaHu 1a
MOJTy4JaT eTHOKPAaTHO WHTPABEHO3HO NperophunTeHaTa nudepennrpana n1o3a 6 mg/kg (Bxk.
Tabmuma 1, Touka 4.2), dukcupana go3a 130 mg ycrekuaymab win mranebo Ha ceqmutia 0.

PaspemnieHo € eIHOBPEMEHHO NPUIIOKEHHE Ha NIEPOPATHI KOPTUKOCTEPOHU TN, UMYHOMOIYJIaTOPH U
aMHHOCATNLIMIATH, KaTo 90% OT manueHTUTe NpoABbIKABAT Aa MOIy4aBaT Hali-MaJKo €THO OT Te3U
JekapcTBa. BriroueHuTe maneHTy TpsioBa J1a ca MpeMHUHAIN HEeyCIIeNIHA KOHBEHIIMOHAIHA TePaItus
(KOPTHKOCTEPOUIN MM UMYyHOMOIYJIATOPH) MU JICYCHHUE C HAil-MaJIKo eTHO OHOIIOTHYHO
nexapcTBeHO cpeacTBo (antaronuct Ha TNFo u/nnm Benonuzymab). [lpu 49% ot manuenrture
KOHBEHI[MOHAIHATA Tepanus € HeyCIelHa, HO He U JICYEHHETO ¢ OMOJIOTHYHO JIEKapCTBEHO CPENICTBO
(ot xouTO 94% He ca JleKyBaHH J1ocera ¢ OMOJOTYHH JIEKAPCTBEHH NPOIYKTH). 51% OT manueHTure
ca JIeKyBaHHU HEYCIEIIHO WM UMAaT HEOHOCUMOCT KbM OHOJIOTHYHO JIEKAPCTBEHO CPEACTBO.
[Tpubnuzutenno 50% ot maumMeHTUTE ca JIeKyBaHU HEYCIEIIHO ¢ Haii-Manko 1 mpexmecTpama aHTH-
TNFa tepamms (ot xouto 48% mHpPBUYHO HE ca ce MOBIHUSIIN), a 17% ca umanu Haii-manko 1 Tepanus
¢ autu-TNFa cpenctro u Beponmn3ymao.

B UNIFI-I 31aunmo 1mo-roJiiM OpOLEHT OT MallMEHTUTE ca B KIIMHUYHA PEMUCHA B TpynaTa, JISKyBaHa
¢ ycTekuHyMa0, B cpaBHeHue ¢ Tuiare6o Ha cenmuria 8 (Tabmura 11). Ome na Cemmuna 2, Haii-
paHHaTa IUIAHWPaHa BU3UTA B IPOYYBAHETO, U IIPU BCSIKA BU3UTA CIIE TOBA MO-TOJISIM MPOICHT
MAIMEHTH C YCTEKUHYMa0 HAMAT PEKTAIHO KbPBEHE WM IIOCTUIAT HOPMaJlHA YeCTOTa Ha Je(eKalIus
B CpPaBHEHHE C MalMEHTHTE Ha Iiare0o. HabmonaBanu ca 3Ha4MMHU Pa3InKd MEXY YCTEKUHYMa0 U
rtane0o B yacTH4YHUA cKop 1o Mayo u cumnToMaTudHaTa pemucus ome Ha Cenmuna 2.

EdukacHocTtTa € 1mo-Brucoka B rpymnata ¢ audepeHiupanara 103a (6 mg/kg) B cpaBHEHHE ¢ TpyIiaTa ¢

no3a 130 mg o oTHOIEHHE HAa M30paHK KpaliHU TOYKH U TIOPaJIH ToBa JU(EPEHIIMPAHOTO JT03UPaHE
ce MpenopbuBa KaTo 1032 3a HHTPABEHO3HATa HHIAYKIHS.
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Tabnuya 11: Pesiome na ocnosnume pesyimamu 3a egpuxacnocm ¢ UNIFI-I (Ceomuya 8)

IL1auedo IIpenopbunTena
N =319 1032 ycTeKHHymMao®
N =322
Kinuunana pemucus® 5% 16%*?
I[Tpu manueHTy ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO HE 9% (15/158) 19% (29/156)"
1 OMOJIOTHYHA TepaIHs
[Ipy manMeHTy ¢ HEYCIENHAa OUOIOTMYHA TEPANUs’ 1% (2/161) 13% (21/166)°
IIpu nanuenTu ¢ HeycnenHa tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
Taka M ¢ BeIoIu3ymMad
KnuanueH otroop® 31% 62%?
[Tpu manmeHTH ¢ HeycnenHa KOHBSHIIMOHAIHA, HO HEe 3506 (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIHs
IIpu NalMEHTH ¢ HEyCIenHa OMOJIOTMYHA TEPATHs” 27% (44/161) 57% (95/166)°
IIpu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 28% (13/47) 529% (30/58)"
TakKa U C BeJI0JIN3yMad
JluraBuuno o3npassiBane’ 14% 27%*
I[pu manueHT ¢ HeyCHelHa KOHBEHI[MOHAIHA, HO HE 21% (33/158) 33% (52/156)"
1 OMOJIOTHYHA TepaITrs
ITpu manueHTy ¢ HEeYyCIenHa OMOIOTHYHA TePAITUs 7% (11/161) 21% (35/166)°
CHUMOTOMATUYHA PEMHCHS” 23% 45%°
K0M6I/IHI/IpaHf CHMITOMATHYHA PEMHUCHS M JINTABUYHO 8% 21066
03/paBsiBaHE

£

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

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

Amnrtaronuct Ha TNFo n/unu Begonuzymao.

JIuraBuuHOTO 03/1paBsiBaHE Ce OIpe/ielisi KaTo eHI0CKOICKH cybckop 1o Mayo 0 wim 1.

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

KoMOuHaI#sATa OT CHMIITOMaTHYHA PEMHUCHS M JINTABHYHO O3/IpaBsBaHe Ce ONpPEesist KaTo CyOCKOp 3a 4ecToTa Ha
nedekarusra 0 w1, cyOckop 3a pekTainHo kKbpBeHe 0 1 eHgockorcku cyockop 0 mmm 1.

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

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

3HAYUMO TO-TOJISIM MPOLICHT MAIUEHTH Ca B KIIMHUYHA PEMHCHS B IBETE TPYIIH, JICKYBaHU C
yCTeKHHYMa0, B CpaBHEHHE ¢ rpynara ¢ miamnedo Ha ceamuna 44 (sx. Tadbnuma 12).
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Tabnuya 12: Pesiome na ocnosnume usmepumenu 3a egpuxacrocm ¢ UNIFI-M (ceomuya 44;

52 cedmuyu om 3anousare Ha UHOVKYUOHHAMA 003a)

Mnamedo* 90 mg 90 mg
N =175 yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 cemmuuu 12 cenmunu
N =176 N =172
Knunanuna pemucus™®* 24% 44%:* 38%°
IIpu nanueHTH ¢ HEycnenHa
KOHBEHITHOHAITHA, HO He W OHOJIOTMYHA 31% (27/87) 48% (41/85)" | 49% (50/102)
Tepanust
gp“ HATHETITH © HeyClielia 17% (15/88) | 40% (36/91)® | 23% (16/70)"
MOJIOTHYHA TEePAIHsI
I[py manueHTy ¢ HEeYCIeNIHA TeParHst 15% (4/27) 330 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonmzymad
Houm,pmaH;: Ha KJIMHUYEH OTTOBOP JI0 45% 719%2 68% 2
ceamuua 44
[Ipu nanyeHTy ¢ HeyCHelHa
KOHBEHITHOHAITHA, HO HEe W OHOJIOrMYHA 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepanust
gp“ TALHCHTH ¢ HEYCHCIIHa 39% (34/88) | 65% (59/91)® | 56% (39/70)"
MOJIOrMYHa TCpanusd
Hlpy mauperi ¢ Heycneia Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)*
kakTo ¢ TNF, Taka u ¢ Bemonmuzymab
JluraBuyHO 03/1paBsBaHe’ 29% 519%? 44%5
Tombpiane Ha KIMHIIHA PEMHCH3 10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuua 44
Knunugna peMucus 6€3 KOPTHKOCTEPOHAS 23% 42%2 38%°
IIpobIKUTETHA PeMUCHST' 35% 57%:® 48%"
CuMnTOMaTHYHa peMucHs’* 45% 68%" 62%"
KomOuHHMpaHo cHMNITOMATHYHA PEMUCHS U 28% 48% 41%"

JIMTaBUYHO O3/paBsBaHe*

*  Creq MOBIHSIBAHE OT 1.V. YCTEKHHYMAa0.

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

§

KAMHUYHUST OTTOBOP Ce OMpeIelis KaTo HaMallsiBaHe CIIPSIMO M3XOJHOTO HUBO Ha ckopa mo Mayo ¢ > 30% u > 3

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

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

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

koptukoctepounu Ha Cenmuiia 44.

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

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

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

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

peKTaiHo kbpBeHe 0.

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

2 p<0,001

® p<0,05

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

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

THayuenmu, nosnusgawu ce om unoykyus ¢ yemexunyma6 na Ceomuya 16

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

Ceamuua 16.

[ManmenTture 6e3 KIMHUYEH OTTOBOP KbM MHIAYKIHS C yCTEKHHYMal Ha ceMuIla 8 B MPOYy4IBaHETO
UNFI-I, Ho ¢ otroop Ha ceamuiia 16 (157 marpenTs), ca BKIIOYEHH B HEPAHIOMHU3MpAHATa YacT Ha
UNIFI-M u ca npoab/Kuin fa ModydaBaT MOAIbPIKAINa 1032 HA BCEKH 8 CEIMUIIM; TIOBEYETO OT TE3H
nanueHTH (62%) moaabpkaT 0TroBopa, a 30% mocturat peMucHs Ha ceamuua 44.

IIpoovnoicenue na npoyusaremo

B UNIFI narnuenTuTe, 3aBBPIIAIN IPOYyUYBAHETO A0 ceaAMUIa 44, ca MOAXOSIIU Ja MPOABIDKAT JIeUe-
HUETO B NpoAb/bKeHue Ha npoyuyBaHeTo. Cpen 400-Te mauMeHTH, KOUTO ca BKJIFOUEHU Ha U JIEKYBAHU
C YCTeKMHYMa0 Ha BceKH 12 miM 8 ceMUIM B TPOIBIDKEHUETO Ha MTPOYYBAHETO, CHMIITOMATHYHATA
pemucHsi OOMKHOBEHO ce 3amna3sa 10 200-Ta ceMuIIa Mpu MaIMeHTH, ¢ HeyCIelTHa KOHBEHI[MOHATHA
(HO He 1 OMOJIOTHYHA Teparnus) U Te3H ¢ HeYyCIelIHa ONOIOTUYHA TepaITusl, BKIFOUUTEITHO TE3H C HEeYyC-
niex kakTo ¢ anTu-TNF, Taka u ¢ Begonmm3ymad. Cpen marueHTuTe, KOUTO Ca TOTYYHITH 4-TOAHUIITHO
JieueHHe C yCTeKHHYMal U ca OlIEHeHHU ¢ TIOMOIITa Ha IBIIHHA cKop o Mayo 3a noambpkaHe Ha cell-
muria 200, ceotBeTHO 74,2% (69/93) 11 68,3% (41/60) moaabpIKaT 3a37ApaBsIBaHETO HA JIMTABUIIATA U
KJIMHAYHATa PEMUCHSL.

AHanmu3bT 3a 6e30macHoCT, BurrouBani 457 naruentu (1289,9-nanmeHToroanHm), IPOCISACHH 10
220 ceamuny, TOKasa, 4e mpoduIbT Ha Oe30macHOCT Mexy 44 n 220 cenMunia, € CpaBHAM C TO3H,
HaOronaBad 110 44-ta ceqMuIa.

He ca YCTaHOBCHH HOBU C’LO6pa)KeHI/IH 3a 0€30IaCHOCT IIpU TOBA NPOABIDKCHUEC HA ITPOYUBAHCTO ITPU
MalxeHTH C YJILICPO3CH KOJIUT, JICKYBAHU 10O 4 TOAWHHA.

Enoockoncko nopmanusupane

EnnockonckoTo HopManu3upaHe € onpeAesieHo KaTo eHA0CKOICKU cyockop o Mayo 0 u e
HabmonaBaHo omre Ha cenmuna 8 B UNIFI-I. Ha cenmutia 44 or UNIFI-M To ce moctura npu 24% u
29% OT maIMeHTHUTE, JISKYBaHH C YCTEKHHYMa0 ChOTBETHO HA BCEKM 12 MK 8 CeIMMIIU, B CPAaBHEHHE
¢ 18% ot manueHTuTe B rpymara c rmiamedo.

Xucmono2uuHo u Xucmo-eHO0CKONCKO TUSABUYHO 030PABABAHE

XHUCTOIOTUYHOTO 03/IpaBsiBaHe (OMpeesieHO KaTo HeyTpodmiHa nHDunTpaus B < 5% oT KpUNTHTE,
0e3 paspymaBaHe Ha KPUITUTE U 0€3 €pO31H, YIIIEPaIluy WIK TpaHyJallMOHHA ThKaH) € OIICHSBaHO Ha
ceamuna 8 B UNIFI-I n na Ceamuna 44 8 UNIFI-M. Ha cenmuna 8, cien eqHOKpaTHa MHTpaBEHO3HA
WHIyKIIMOHHA J1032, 3HAYAMO TIO-TOJISIM MPOIEHT AallMeHTH B IpyIiaTa ¢ IpenopbunuTelIHaTa 1032
MOCTUTAT XMCTOJIOTUYHO 031ipaBsaBaHe (36%) B cpaBHEHHE C AIIMEHTUTE B Ipynara ¢ ranebo (22%).
Ha Cenmura 44 nmogaepikade Ha To3u eeKT ce HaOIrogaBa Mpy 3HAYUMO TTOBEYE TAIUEHTH C
XHUCTOJIOTHYHO O3/IpaBsABaHE B IPyNuUTe ¢ ycTeknHyMmal Ha Beskal2-ta cenmuna (54%) u Ha Besika 8-
Ma cenmuna (59%) B cpaBHeHue ¢ Tuiane6o (33%).

KomOunmpana kpaiiHa TOUKa — XUCTO-EHIOCKOIICKO JIMTABUYHO 03/[paBsBaHe, ONPEIeNICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTaBUYHO U XUCTOJIOTUYHO O3/IpaBsiBaHE, € OICHEHA Ha CeIMUIIA 8 B
UNIFI-I u na cenmuna 44 8 UNIFI-M. Ilanenture, moiydaBajiv yCTEKMHYMa0 B IpeNOpbUYHTEIIHATA
71032, IOKa3BaT 3HAYMMO MOA0OpeHNe Ha KpaifHaTa TOUKa, XMCTO-EHIO0CKOIICKO JINTaBUIHO
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037paBsiBaHE Ha ceammuIa 8, B rpymnara ¢ yctekuayMab (18%) B cpaBHeHme ¢ rpymnata ¢ mianedo (9%).
Ha cemmuria 44 mommbpikane Ha TO3HM eeKT ce Habro1aBa Mpy 3HAYNMO ITOBEUE TAIIMCHTH ¢ XUCTO-
€HJIOCKOTICKO JIMTaBUYHO O3]IpaBsiBaHE B IPYIUTE C YCTEKHHYMa0 Ha Besika 12-Ta ceamuna (39%) u Ha
Besika 8-Ma cenmunia (46%) B cpaBHeHUe ¢ iane6o (24%).

Kauecmso na sicusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )KMBOT, CBEP3aHO ChC 3JIPABETO, € OIICHSABAHO Upe3 BBIPOCHUK MpH BH3MATUTECITHU
3abonsBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u Benpocaunure SF-36
u EuroQoL-5D (EQ-5D).

Ha ceqmuna 8 8 UNIFI-1 nauuenTure, noimy4yaBain ycTeKHHyMa0, MOKa3BaT 3HAYMMO MO-TOJISIMO U
KIMHAYHO 3HaYMMO rmomobpente Ha obmms IBDQ ckop, EQ-5D u EQ-5D VAS, u SF-36 Mental
Component Summary Score u SF-36 Physical Component Summary Score B cpaBHeHHE ¢ m1aneoo.
ToBa momoOpeHune ce moAabpIKa MpH MaMeHTHTE, JeKyBaHu ¢ ycTekunyma0, B UNIFI-M no
ceamuna 44, ITogoOpeHneTo Ha Ka4eCTBOTO Ha JKHUBOT, u3MepeHo ¢ IBDQ u SF-36, oOukHOBeHO ce
MOIIBPIKA MIPE3 ISLIOTO IpoabinkeHue 10 ceamuria 200.

[TanmeHTHTE, MOMyYaBaiu yCTEKMHYMa0, UMAT 3HAYMMO MO-TOJIIMO NTOJOOpEHHE Ha MPOLYKTUBHOCTTA
mpu paboTa, OlleHEeHO Ype3 TO-TOISIMO HaMallsiBaHe Ha 00IOTO HapyIIeHne Ha paboTara U Ha
HapyIllaBaHETO Ha aKTUBHOCTTA, OIIcHeHH upe3 BhiipocHuka WPAI-GH, oTkonkoTo manuenTure,
MOJTyYaBajy rianedo.

Xocnumanusayuu u onepayuu, cévpsanu ¢ yayeposen koaum (YK)

Ho cenvunia 8§ 8 UNIFI-I mporieHTHT Ha YIACTHUIIMTE C XOCMIUTATN3allUY, CBBp3aHu ¢ YK, e 3HaunMo
MO-HUCHK NP YUACTHULUTE B IPpyMarTa ¢ NpenopbunTesHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpaBHEHME C yYaCTHULMTE B rpymnara ¢ mianebo (4,4%, 14/319), karo HUKOW OT y4aCTHULIUTE,
MOJIy4aBaIM YCTEKMHYMaO B MPETIOPbUUTEIHATA MHAYKIITMOHHA 1032, HE € MOJIOKEH Ha OTeparls,
cebp3ana ¢ YK, B cpaBaenue ¢ 0,6% (2/319) oT yyacTHUIMTE B Tpynara ¢ miareoo.

o cenmunia 44 8 UNIFI-M 3HaunMo no-HUCHK Opoli xocnuranu3amuu, cBbp3anu ¢ YK, e
HaOJII0/JaBaH MPU YYaCTHUIMTE B KOMOMHUpaHaTa rpyma ¢ ycrekunymao (2,0%, 7/348) B cpaBHeHHE ¢
YYacTHULMTE B rpynara ¢ mianedo (5,7%, 10/175). Uncneno no-mainbk Opoil yyacTHULHM B rpynara c
ycreknnymad (0,6%, 2/348) ca moanoxenu Ha onepanus, cBbp3ana ¢ YK, B cpaBHeHHe ¢
y4acTHUIMTE B rpymara ¢ miamebo (1,7%, 3/175) no cenmuria 44.

NMyHOreHHOCT
ITo Bpeme Ha jieueHHE ¢ YyCTEKHHYMa0 MOrar Jia ¢ce Pa3BHUT aHTHTENa CPEIly YCTeKUHYMal u

MOBEYETO OT TAX ca HeyTpanmsupanin. OOpa3yBaHEeTO Ha aHTHTENA CPEIly YCTEKUHyMal € CBBbpP3aHo C
MOBHIIICH KIIMPBHHC HAa YCTEKHHYMa0 Mpu marueHTy ¢ 6onect va Crohn wim yimeposeH konut. He e
HaOronaBaHa HamaseHa edukacHocT. He ce HaOmoaaBa o4eBHIHA 3aBUCMOCT MEXK1y HATMIHETO Ha
aHTHUTENIa Cpellly YCTeKMHyMab 1 MoABaTa Ha peakiiy Ha MSICTOTO Ha HHKEKTHUPAHE.

[enuaTpuyHa nONyNays

EBpomneiickaTa areHIys 1o JeKapcTBara oTiara 3aIbJDKEHHETO 3a PEJI0CTaBsIHE Ha PE3yJITaTUTE OT
NPOYYBaHUSATA C YCTEKMHYMa0 B €/1Ha MJIH [TOBeYe MOATrPYIH Ha MEeAUaTPUIHATA NOIYyJIaus Ipu
6onect Ha Crohn 1 yiuepo3eH KoiuT (BX. Touka 4.2 3a nHpopMaLus OTHOCHO yHoTpeda B
MeANATPHATA).

bonecm na Crohn npu deya

be3omnacHocTTa 1 ehMKacHOCTTA Ha YCTEKMHYMa0 ca OleHeHH ITpH 48 neinaTpUYHM MAIUEHTH C TETJIO0
Hait-manko 40 kg B MeXXIMHEH aHAIN3 Ha MHOTOIIEHTPOBO TpoyuBane dasza 3 (UNITI-Jr) 3a
MeAMATPUYHU MAIUEHTH ¢ yMepeHa JI0 TeXKa akTuBHA O0osect Ha Crohn (nedwuHupana upe3 Uunekc
Ha akTUBHOCTTA Ha Oosectta Ha Crohn [PCDAI] >30) B mpobkeHre HA 52 CEIMUITH JIeUSHUE

(8 ceqmuIn MHAYKIIMOHHO ¥ 44 CeIMUIIN TIOAIbPIKAIIO JeucHue). [lanrenTure, BKIOYEHN B
MIPOYYBAHETO, UIIM HE Ca UMAJIM JIOCTATHYCH OTTOBOP, WIIA Ca MMAJIM HEITOHOCUMOCT KbM MPEAX0/IHA
OMOJIOTMYHA WM KOHBEHIIMOHATHA Tepanus 3a 0ojectra Ha Crohn. [IpoyuBaHeTo BKIIFOUBA OTKPUTO
HMHAYKIMOHHO JICYCHHE C €IMHUYHA HHTPABESHO3HA 71033 YCTeKMHyMa0 mpubnu3uteaHo 6 mg/kg (Bxk.
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To4YKa 4.2), MOCNIEeIBAHO OT PaHIOMU3HMPaHa JBOMHOCIATIA TOIBbpPIKaIa CXeMa C TIOKOXKHO
npwioxeHue Ha 90 mg ycTekmHyMal Ha BCEKH 8 CEIMUITH WIIM Ha BCEKU 12 CEIMMUIIA.

Peszynmamu 3a egpuxacnocm

[IppBUYHATA KpaifHA TOYKA HAa IPOYYBAHETO € KIIMHUYHA PEMHUCHS Ha CEIMUIIA 8 OT MHYKIIAATA
(mepurnpana xaro ckop mo PCDAI < 10). [IporieHThT Ha AIIUEHTHTE, IOCTUTHAIIN KIHHAYHA
pemucus, e 52,1% (25/48) u € cpaBHUM C TO3H, HAOIIOIaBaH B Ipoy4BaHUATA (haza 3 Ha yCTEeKUHYyMal
NIPY BB3PaCTHHU.

Knuanuen OTTrOBOp € Ha6H}OI[aBaH oI Ha C€aMHUIIa 3. HpOHCHT’BT Ha IMalqMCHTHUTEC C KIMHHUYCH
OTTOBOpP Ha c€aMuUIla 8 (I[C(pHHHpaH KaTO HaMaJICHUC CIIPSIMO M3XOAHOTO HUBO Ha 061111/151 CKOp 110

PCDAI >12,5 touku ¢ 0611 ckop mo PCDAI e noseue ot 30) e 93,8% (45/48).

B tabnuna 13 ca npeacTaBeHy aHAIM3UTE HA BTOPUYHHUTE KPafHU TOYKH TI0 BpeMe Ha MO IbprKalara
Tepamnus 10 ceamuiia 44,

Tabnuya 13: Pestome Ha emopuuHume KpauHu mouKku no gpeme Ha no00bpaCAujomo jedeHue

ceomuya 44
90 mg 90 mg OO0 opoii
yCTeKHHYMA0 yYCTeKHHYMA0 nanueHTH
npe3 8 cenMuIU npes3 N =48
N =23 12 ceqmuuu
N =25

Kiunnyna pemucus 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Knunnuna pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
KOPTHKOCTEPOMANS
KivHiYHa peMHCHsI TP MAICHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOUTO ca OWJIM B KIIMHAYHA
PEMHECHs TIPH HHAYKIUITA
cenmuna 8~
Kiuanuen otrosop 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
EH0CKOICKH OTroBop £ 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*

§

Knuananara pemucus e aedpunnpana xaro ckop no PCDAI <10 Toukn.

Pemucus 6e3 kopTukocteponau e nepuaupana kato ckop mo PCDAI <10 touku u 6e3 mpueM Ha KOPTHKOCTEPOHIH B
npoasmkeHue Ha mone 90 nau npenu Cenqmuna M-44.

KiuHUYHUAT OTroBOp € NeuHMpaH KaTo HaMaJleHHe CIIPSIMO M3XOAHOTO HUBO Ha ckop o PCDAI >12,5 Touku ¢ 061
ckop o PCDAI we moseue ot 30.

EHmocKOTCKUAT OTroBOp ¢ Aedunupan kato Hamanenue Ha ckopa SES-CD >50% wnu ckop SES-CD <2 npu
MaIMeHT! ¢ u3xozaeH ckop SES-CD>3.

Kopurupane Ha yectoTara Ha MPUIIOKEHUE

[ManmeHTHTe, KOUTO MPEMUHABAT HA TIOIbPIKAIIO JICUCHUE U uMar 3aryba Ha orroBop (l10ss of
response, LOR) Bb3 ocHOBa Ha ckopa mo PCDALI, oTroBapsT Ha yClIOBHITA 3a KOPUTUPAHE HA J]03aTa.
[lanueHnTHTE MM IPEeMUHABAT OT JICUEHHE Ha BCEKU 12 ceIMUIIM Ha BCEKU 8 CEMMLIM, WIIM OCTaBaT Ha
JieueHHne Ha BCEKHU § ceMHIM (Tu1ane0o KopeKLus). 2 MalMeHTH ca ¢ KOPUIHpaHa 103a KbM I0-
KpaTKusl MHTEPBAII Ha MpuiioXkeHne. [Ipu Te3u manueHTy KIMHnYHA peMucus € nocturaara npu 100%
(2/2) ot maumeHTUTE § CEIMUIIM ClIe] KOPUTHPAHE Ha 103aTa.

[IpodurbT Ha Ge30MACHOCT Ha cXeMaTa Ha WHIYKIIMOHHO MPHJIOXKEHUE U Ha JBETE CXEMH Ha
MoJyIbpIKAIATA CXeMa Ha JICUSHHE TIPH MeNaTPUIHATA TIOMyJIalus ¢ Terjo Hai-manko 40 kg e
CPaBHHM C TO3H, YCTaHOBEH IPH MOMYyJIaMATa Ha Bb3pacTHH ¢ OosecT Ha Crohn (Bk. Touka 4.8).

Cepymnu u ghexannu 6uomaprepu Ha 8b3naIeHUENO

CpenHara nIpoMsiHa CIIPSIMO W3XOAHOTO HUBO MPH HOIbPIKAIIO JIeueHHE Ha ceaMulia 44 Ha
koHueHTparuuTe Ha C-peaktuBeH npotenH (CRP) u ¢ekanen kanmpoTekTus e cborBeTHO -11,17 mg/I
(24,159) u -538,2 mg/kg (1271,33).

53



Kauecmso na sicusom, cevpsano cvce 30pasemo
Oo6mmute ckopose mo IMPACT-III u Bcuuku moaaoMelHu (YpeBHU CUMIITOMH, CUCTEMHH CUMIITOMH,
CBBP3aHM C YMOPA, U 0JIArOChCTOSHUE) MOKA3BaT KIMHUYHO 3HAYMMU OJOOPESHHUS ClIe] 52 CeIMUIIH.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

AOGcopouus
Menmnanara Ha BpeMe 3a IOCTUTaHe Ha MaKCHMallHa CepyMHa KOHIIEHTPAIHS (tmax) € 8,5 THU cien

eIHOKpaTHO Npriokerne Ha 90 mg MoIKOKHO TPH 3APaBU MaMeHTH. MeanaHaTa tmax Ha
YCTEKUHYMa0 CJIell €IHOKPATHO MpHIokeHue Ha 45 mg wiu 90 mg moIK0KHO TPU MAIUEHTH C
TICOPUA3UC Ca CXOIHM C HAOIIOAaBaHUTE TIPH 3/PaBU TAIIUCHTH.

AbconoTHaTa OMOHANMYHOCT Ha YCTEKUHYMa0 cliell eTHOKPATHO MOJKOKHO PUIIOKEHHE €
n3umcieHa Ha 57,2% npu maueHTy ¢ Icopruasuc.

Pasnpenenenue
MenuanaTta Ha oOeMa Ha pas3npezielieHue B TepMuHaiHara ¢asa (Vz) ciies] eTHOKpaTHO HHTPABEHO3HO

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

Buorpanchopmarus
ToYyHUAT BT Ha MeTa0OJIM3UPAHE HA YCTEKUHYMA0 HE € U3BECTCH.

Enumunupane
MenuanaTa Ha cucteMHus KiupbHE (CL) ciaen enHOKpaTHO MHTPABEHO3HO MPHIIOKEHUE TTPU

MAIMEeHTH C Ticopruasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Mennanara Ha monyxuBoTa (ti2) Ha
YCTEKHHYMa0 € MpUONM3UTENHO 3 CeIMHULHN IPH MALMEHTH ¢ IICOPUAa3HUC, ICOPUATUICH apTPUT, Oonect
Ha Crohn unm yneposeH Kot 1 Bapupa ot 15 710 32 1HM BbB BCHUKH MTPOYYBaHUs Ha TICOPHA3UC U
ncopuatiueH apTput. ChIriacHO MpoBeieH papMaKOKWHETUUCH aHaIN3 Ha MOIMYJIAUATA IPUBUIHHASAT
knupbHC (CL/F) n mpuBnanusar o6em Ha pasnpenenenue (V/F) ca ceorBetHo 0,465 1/d 1 15,7 1 mpu
nanueHTH ¢ ncopuasuc. CL/F Ha ycTeknHyMab He € 3aBUCHM OT 1osia. Pe3ynraTu oT nomysianioHeH
(apMaKOKHHETHYEH aHaJM3 [TOKa3BaT, Y€ MMa TeHICHIUS KbM I0-BHCOK KIIMPBHC HA YCTEKHHYMaO
NIpY TALMEHTUTE, AT MOJI0XKUTENICH Pe3yITaT Ha U3CIEeIBAHETO 3a aHTHUTEIIA CPEIly yCTeKUHyMao.

JInHEeWHOCT Ha Jj103aTa

CucremHata excrio3uiust Ha ycTeKuHyMao (Cmax 1 AUC) ce yBennuaBa 1o Ha4uH, IPUOTU3UTETHO
NPONOPLHOHAJIEH HA J103aTa, cJie]] €THOKPaTHO MHTPABEHO3HO MPHUJIOKECHUE Ha 103 B TPaHULATa
mexay 0,09 mg/kg u 4,5 mg/kg unm ciesi eTHOKPAaTHO MOAKOKHO MPHUIIOKESHUE Ha 03U B TPaHHIATA
Mexay 24 mg u 240 mg npu MalueHTH ¢ Coprasuc.

EamHndna cpelry MHOTOKpaTHa J1o3a

[Mpodunute Ha cepyMHA KOHIIEHTPALUA-BPEME Ha YCTCKUHYMA0 ca MIPUHIIUITHO NIPEABUIUMU CIIC]
MOJIKOKHOTO TIPHIIOKEHHNE HA €THOKPATHU ¥ MHOTOKPATHU 103U. [Ipyu manueHTH ¢ mcopuasuc
CTaIlIOHAPHUTE CEPYMHHU KOHIIGHTPAIIMY Ha YCTEeKMHYMa0 ca JIOCTUTHATH B ceMuIia 28 clies
IEPBOHAYATTHY TOJKOXKHH 1031 B ceamuity 0 u 4, mocienBady OT JI03M Ha BCEKH 12 ceaMuIIn.
Menuanara Ha CTallMOHApHATA CEPYMHA KOHIIEHTpanus € B rpanuiuTe Mexay 0,21 pg/ml u

0,26 pg/ml (45 mg) u mexny 0,47 ng/ml u 0,49 pg/ml (90 mg). Hama oueBuaHO KyMynupaHe B
cepyMHaTa KOHIICHTpAI¥sI Ha YCTEKHHYMa0 ¢ BpEMETO, KOraTo Ce Mpuiiara MmoJAK0XHO Ha BCEKH
12 ceqmunu.

ITpu manuentn ¢ 6oaect Ha Crohn u yirepo3eH KOIUT Cliel HHTPaBeHO3HA 103a 0T ~6 Mg/Kg ce
TpUJIara MoIKOXHa ToIbpxKaria tTepamus ot 90 mg ycrekuaymad npes 8 wim 12 ceqMuIty, KosTo
3amoyBa Ha ceaMuiia 8. KoHmeHTpalys Ha yCTeKHHYMa0 B CTAlHOHAPHO ChCTOSIHUE CE JIOCTUTA KbM
HAyaJ0TO Ha BTOpara moyrbpskaina no3a. [Ipu namuentu ¢ 6onect na Crohn MeananaTa Ha Haii-
HUCKHMTE KOHIIEHTPAIIMH B CTAIIMOHAPHO CheTostHue Bapupa ot 1,97 ug/ml mo 2,24 ug/ml u ot

0,61 pug/ml 7o 0,76 pg/ml 3a ycreknaymad 90 Mg ChOTBETHO TIpe3 8 CEAMUIIN WIIH Ipe3 12 CeaIMMUIIH.
Ipu maryeHTy ¢ yJepo3eH KOJIUT MeIHaHaTa Ha Hall-HUCKHUTe KOHIICHTPAIIUHU B CTAI[MOHAPHO
cherostHre Bapupa ot 2,69 pg/ml 1o 3,09 pg/ml u ot 0,92 pg/ml mo 1,19 pg/ml 3a 90 mg ycreknnymab
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Ha BCEKH 8 ceMUIIM WK Ha Bceku 12 ceamuiu. Hail-HuckuTe HUBa Ha yCTEKUHYMal B CTAI[MOHAPHO
CBCTOSIHHE, TTOy4deHH pru 90 Mg ycTeknHyMab mpe3 8 ceIMHUIIH, ca CBhP3aHH C MO-BUCOKA YECTOTa
Ha KJIMHAYHA PEMUCHS B CPABHCHHUE C Hali-HUCKUTE HUBA B CTAllMOHAPHO ChCTOsHKE cien 90 mg mpe3
12 cenmunu.

Bausnue Ha TernoTo BEpXy hapMakoKHHETHKATa

B mpoBeneH nomynanuoHeH papMaKOKHHETHYECH aHaJIu3, KbAETO Ca W3MOA3BaHH JaHHU OT MAllMeHTH
C IICOpHA3MC € KOHCTATUPAHO, Y€ TEJICCHOTO TETJIO € Hal-3HaYnMaTa KoBapuara, BIUsIeIa BbpXy
KIMpbHCA Ha ycTeknHyma6. Menuanarta Ha CL/F nipu nanuenTtu ¢ Tero > 100 kg e mpuOIu3uTenHo ¢
55% mno-Bucok B cpaBHenue ¢ nanueHTH ¢ Terao < 100 kg. Meananara va V/F npu nauueHTH ¢ TEriao
> 100 kg e mpubnusutenHo ¢ 37% mo-BuCOK B cpaBHeHHE ¢ manuenTy ¢ Tero < 100 kg. Mennanata
Ha MHHUMAJIHU CEPyMHH KOHIICHTPAIMU Ha YCTeKMHYMa0 MPH MalMEeHTH C MO-TOJISIMO TETJIO

(> 100 kg) B rpymaTta ¢ m03a 90 mg ca mogo0HH Ha TE3U MPH MalMeHTHTE ¢ mo-Maako Tero (< 100 kg)
B rpynara c no3a 45 mg. [TogoOHu pe3yaTaTu ca MmoryuyeHn oT NOTBbPAUTENCH HapMaKOKHHETHUCH
HOMYJIAIIMOHEH aHAJIH3, KBJETO Ca M3IOJI3BAHH JIAHHU OT MALMEHTH C IICOPUATHIEH apTPUT.

Kopurupane Ha yectoTaTta Ha NPUIOKEHUE

B®3 ocHOBa Ha HabromaBaHUTE NAaHHM U nomynanuoHHuTe @K aHanusu npu nanyeHTH ¢ 6onect Ha
Crohn u ¢ ynepo3eH KOJUT paHIOMU3UPAaHUTE YIACTHUIM, KOUTO ITPECTAHAT Jia Ce OBIHSBAT OT
JICYCHUCTO, UMAT MMO-HUCKU CEPYMHU KOHUCHTPAIIUN Ha yCTeKI/IHYMa6 BBB BPEMETO B CpaBHCHUC C
Y4YaCTHHIIUTE, KOMTO HE ca 3aryouu otroBop. [Ipu 6osnectra Ha Crohn kopurupaHero Ha jo3ara ot
90 mg Ha Bcekn 12 cenmuii Ha 90 mg Ha Bceku § ceIMUIIN € CBhP3aHO C MOBHINIABAaHE HA Hail-
HUCKHUTE KOHIIEHTPALIMU Ha YCTEKHHYMa0, KaTo TOBA C€ ChIIBTCTBA C MOBUILIABAaHE Ha e(hPUKACHOCTTA.
IIpu ynueposen konut nomyinanuoned @K Mozen nmokaspa, 4e KopurupaHeTo Ha go3ara oT 90 mg Ha
Bceku 12 ceamuIy Ha § ceIMULIA MOKE J1a C€ OYaKBa J1a JOBEAE JO 3-KpaTHO YBEIMYEHUE HA Hal-
HHUCKHUTE KOHLIEHTPALUHU HA YCTEKMHYMa0 B CTALIMOHAPHO chcTossHue. OCBEH TOBA, Bb3 OCHOBA Ha
JaHHU OT KIIMHUYHHUTEC U3NHUTBAHUA, IIPU MMAUCHTU C YJILICPO3CH KOJIUT € YCTAHOBCHA ITOJIOKUTCIIHA
BPB3Ka CKCIIO3UIHUA-OTTOBOP MEKAY Hal-HUCKUTE KOHICHTpAalIUU U KIIMHUYHATa pPEMHUCHA U
JIMTaBUYHOTO O3/IPABSIBAHE.

CrernyanHu MOIyJIalHi
Hsama Hanuyau papMaKkOKHMHETHYHU JaHHU MTPU TANMEHTH C yBpeaeHa ObOpeYHa WK YepHOApoOHA
¢dbyukuus. He ca mpoBe/ieHH KOHKPETHU NMPOYYBAHHMS TPU MAIHESHTH B CTapUeCcKa Bb3pacT.

(DapMaKOKI/IHeTI/IKaTa Ha yCTCKI/IHYMa6 KaToO [AJIO € CpaBHHUMA MCKAY MALIMCHTH C IICOPHUA3UC U
YIOEpO3€H KOJUT OT a3UATCKU U HCA3UATCKU TPONU3XOMI.

[Tpu naruenTtu ¢ Oosiect Ha Crohn U yJepo3eH KOJUT BapuaObUIHOCTTa Ha KIIMPBHCA HA YCTEKUHYMA0
ce MOBJIUSBA OT TEJIIECHOTO TEIJI0, HUBOTO HA CEPYMHHS aJIOYMUH, 10J1a M CTaTyca 10 OTHOIIEHUE Ha
aHTHTENIaTa Cpelly YCTEeKHHYMa0, JOKaTo TEIeCHOTO TETJIO € Hali-3HauuMaTa KoBapHaTa, BIHsela
BBpXY 0oOemMa Ha pasnpesencHue. OcBeH ToBa mpu 6onectta Ha Crohn KIMPBHCHT ce noBnusBa ot C-
PEaKTUBHUS IIPOTEHH, CTaTyca O OTHOLIEHUE Ha HeyclieX Ha JeueHneTo ¢ TNF-anTaronuctu u
pacata (a3uaTCKy CIpsIMO HEa3UaTCKH MPOM3Xo.). Bbr3aelicTBHEeTO Ha TE3U KOBApUaTH € B paMKHTE Ha
+20% oT THIIMYHaTa WK pedepeHTHaTa CTOHHOCT Ha choTBeTHUS DK mapameTsp, mopajau ToBa He €
HeoOXoIuMa KOPEKIHsI Ha 103aTa 3a Te3u KoBapuaTH. EnHoBpeMeHHaTa ynorpeda Ha
MMYHOMOTyJIaTOPH HAMA 3HAYMTEIHO BIMSHNE BbPXY Pa3NpeleIeHNEeTO Ha YCTEeKHHYMao.

Pesynraru ot hapMakOKHHETHYEH aHAJIN3 Ha TOMYJIAIMITa HE TIOKa3BaT BIUSHUE HA TIOTIOH WU
AJIKOXOJI BbPXY (papMakOKMHETHKATa Ha yCTEKHHYMAo.

buonannarocTTa Ha yCTeKI/IHYMa6 CJICO MMPUIIOKECHUE CHC CIIPUHIOBKA WJIN IMTPEABAPUTCIIHO
HaITbJIHCHA IMHUCAJIKa € CpaBHUMA.

CepyMHHNTE KOHIIEHTPAIIMU HAa yCTEKMHYyMa0 NIpH TeAUaTPUYIHH MAIIUEHTH C TICOPHUAa3nC, Ha Bb3pPacT OT
6 1o 17 roguHy, JeKyBaHU C NIPENOPHbUUTEIHATA [103a CIIOPE]] TEJIECHOTO TErJIo, Ca CPABHUMMU C TE€3U
IIPY BB3pacTHATA MOIYJIAIHs ¢ ICOPUA3UC, JEKyBaHa C 1032 32 Bb3pacTHU. CepyMHHUTE KOHIIEHTPALUU
Ha yCTeKHHYMaO0 MpH NeMaTPHYHK MaleHTH Ha Bb3pacT 12-17 roaunu ¢ ncopuazuc (CADMUS),
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JICKYBaHH C IIOJIOBHMHATA OT NPECTIOPBUMUTEIIHATA 103a CIIOPEA TECICCHOTO TETJI0, Ca 3HAYUTCIIHO I10-
HUCKH OT TE€3U IIPU BH3PaCTHU MAlTUCHTH.

CepyMHUTE KOHIICHTPAIIUU B CTAIIMOHAPHO CHhCTOSIHUE TIPU TISIMATPUYHH MAIUEHTH ¢ O0JIECT Ha
Crohn ¢ teryo Hait-masnko 40 Kg ca cpaBHUMHE ¢ Te3U NPH Bh3pacTHATa momyanus ¢ 6onect Ha Crohn.

Perynupane va CYP450 eH3umu

Edexrure Ha IL-12 i IL-23 Bepxy perynupanero Ha CYP450 en3umure ca oreHeHH B iN Vitro
MpOyYBaHe C M3MOI3BaHEe HA YOBEIIKH XEMaTOIUTH, KOeTo moka3Ba, de 1L-12 w/umm IL-23 ¢ HuBa ot
10 ng/ml He nmpomMeHsT akTrBHOCTTA Ha oBerkuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; Bk. Touka 4.5).

[TpoBeneHo e oTkpuTO MpoyuBane ¢aza 13a nexkapctBenn Bzaumoaericteus CNTO1275CRD1003 3a
OLICHKa Ha eeKTa Ha yCTeKUHyMal BbpXY eH3UMHATa aKTUBHOCT Ha UTOXpoM P450 cien nHayKIus
Y TIOIIBPIKAIIO MPHIaraHe IpH ManueHTH ¢ akTuBHA Oosect Ha Crohn (n=18). He ca mabmogaBanu
KITMHIYHO 3HAYUMU MpoMeHH B excnozunuara Ha kodenH (CYP1A2 cyberpar), Baphapun

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), nekcrpomeropdan (CYP2D6 cyberpar) wimu
mugazonam (CYP3A cybGcerpar), Korato ce W3MoI3BaT ChIIBTCTBAIIO C YCTEKHHYMal Mpu o00peHaTa
NpernopbyMTEeNIHA JO3UPOBKA MPH TMaleHTH ¢ 6osiect Ha Crohn (Bxk. Touka 4.5).

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHuuHuTe JaHHU HE MMOKa3BaT 0coOeH pHCK (HaIp. TOKCHYHOCT Ha OPraHHUTe) 3a Xopa Ha 0azaTta
Ha M3MUTBAHUATA 32 TOKCUYHOCT TIPH MHOTOKPATHO IMpUjIarane, TOKCHYHOCT 33 Pa3BUTHETO U
PENPOIYyKTUBHA TOKCHYHOCT, BKITIOYUTEITHO U (hapMaKOJIOTHIHUTE OIIEHKH 3a Oe3omacHocT. [1pn
NPOYYBAHUS 32 TOKCHYHOCT 33 Pa3BUTHETO U PENPOAYKTHBHA TOKCHYHOCT TIPH ABJITOONAIIATH MaKall
HE ce Ha0IoJaBaT HeXxelaHu e)eKTH BbpXY PpepTuiinTeTa Ipu MBXKKHUTE, KAKTO U BPOJIEHH Je(eKTH
WJIM TOKCUYHOCT 3a pa3BUTHETO. He ce HabmogaBar HexxenaHu epeKTH BbpXy QepTHiinTeTa npu
JKEHCKHUTE MIPH yrnoTpedaTa Ha aHAJIOTUIHO aHTUTSUIO cperry 1L-12/23 mpu mumky.

Jlo30BUTE HUBA B IPOYUBAHUS IPU KUBOTHH ca 01130 45 MTU MO-BUCOKHU OT Hali-BUCOKATa
€KBUBAJICHTHA J103a, IPEBIK/IaHa 32 MIPUIIOXKEHUE MPU MNALMEHTH C ICOPUA3HUC, U BOAAT 10
MaKCUMAJIHH CEPYMHH KOHLICHTPAlUU Opyu MaiMyHH, KOUTO ca Haa 100 mbTH NO-BUCOKHU OT
KOHIICHTpAI[MKTE, HAOIF0IaBaHu TIPH XOpa.

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

6. DAPMALIEBTUYHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCcTBA

L-xuctuana

L-XHUCTUAMHOB MOHOXUAPOXIIOPHL MOHOXHIPAT

[Monmcop6ar 80 (E433)

3axapo3a

Bona 3a umkeknun

6.2 HecbBMECTUMOCTH

[Ipu nunca Ha mpoy4YBaHMS 32 HECHBMECTUMOCTH, TO3H JIEKapCTBEH NPOAYKT HE TpsIOBa Aa ce cMecBa C
JIpYTH JEKapCTBEHU MPOTYKTH.
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6.3 Cpok Ha rogHocT

STELARA 45 mg uHXeKIOHEH Pa3TBOP
2 TOAUHU

STELARA 45 mg nHXeKIIMOHEH Pa3TBOP B MPEJABAPHUTEIIHO HAITBIHEHA CIIPUHIIOBKA
3 ronuHU

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
3 ronuHU

OtaenHNTE IPEIBAPUTEITHO HAITBIHEHH CIIPHHIIOBKM MOYKE J1a CE€ ChXPAHIBAT IPH CTaiiHa
temneparypa 10 30°C 3a makcuMyM enuH nepuon a0 30 AHU B OpUTHHAIIHATA KAPTOHEHA OMaKOBKa,
3a J1a ce MPEeAMasaT OT CBeTJIMHA. 3aluIleTe AaTaTa, Ha KOATO MPeABApUTEIHO HATbIIHEHATA
CIIPHHIIOBKA € M3BaJICHA 3a IIBPBHU ITBT OT XJIQJAWIHUKA U JJaTaTa Ha M3XBHPJISTHE Ha 0003HAYEHUTE HA
BBHIIIHATA KapTOHEHA ONaKOBKa MecTa. JlaTtaTa Ha M3XBBPISIHE HE TPSIOBA Ja € CIIe/l OPUTHHAIHUS
CPOK Ha TOJIHOCT, OTTIEYaTaH BbPXY KapTOHeHaTa onakoBka. Clie/1 KaTo BEIHBK CIIPHHIIOBKATA € OHia
ChXpaHsBaHa MpH cTaitHa Temnepatypa (1o 30°C), T He TpsOBa a ce BpbhINa B XJIaAATHHAKA.
M3xBBpIieTe CIpHHIIOBKATa, aKO HE CE U3I0JI3BA CJIe]] ChXpaHEeHHE IIPH CTaifHa TeMIlepaTypa B
pPaMKUTC Ha 30 JHHW WK CJIEd U3TUYaHC Ha OPUT'MHAJIHKA CPOK HAa rOAHOCT, B 3aBUCUMOCT OT TOBA, KO€
OT JIBETE HACTHITU MO-PAHO.

6.4 Cneunamm yYcdioBusi Ha CbXpPaHECHUE

Ha ce cpxpanspa B xmagmmHuK (2°C — 8°C). [la He ce 3ampa3ssa.

CopxpaHsBaiiTe (rakoHa WM MIPEABaPUTEIHO HAIThIHEHA CIPUHIIOBKA B KAPTOHEHATa OITAKOBKa, 32 J1a
ce Ipemnasy OT CBETIIHHA.

Axo e HCO6XOILI/IMO, OTACITHUTE NPCABAPUTCIIHO HAIIBJIHCHU CIIPUHIOBKU MOXKE [1a CC ChbXpaHABAT IIPU
craiina Temnepatypa 10 30°C (Bx. Touka 6.3).

6.5 Bwuxu chabpkaHNe HA ONAKOBKATA
STELARA 45 mQ uHKeKIIMOHEH PA3TBOD

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

STELARA 45 mg vHXeKIIMOHEH Pa3TBOP B NPE/IBAPUTEIIHO HAITBIHEHA COPUHIIOBKA

0,5 ml pa3TBOp B cipuHIIOBKa OT cTHKIO THIl [ 1 ml ¢ ¢pukcupana urina ot HepHXxKIaeMa CTOMaHa U
IpeAa3uTell Ha Uriara, ChIbpPiKall CyX €CTECTBEH KayuyK (IIpOU3BOJHO Ha jaTekc). CIpUHIIOBKATA €
cHabzieHa ¢ yCTPOMCTBO 3a ITaCHBHA 3alHTA.

STELARA 90 mg MHXEKIIMOHEH PA3TBOP B IPEABAPUTEIIHO HANBIHEHA CIIPUHIIOBKA

1 ml pa3TBOp B CIIpUHIIOBKA OT cTHKJIO TUM | 1 ml ¢ pukcupana uria oT HephKIaeMa CTOMaHa U
MpEeIa3suTell Ha MIJIaTa, ChAbPIKAI CYyX €CTECTBEH KaydyK (IPOU3BOIHO Ha JiaTekc). CpUHIIOBKATa €
cHabJleHa ¢ yCTPOWCTBO 3a MTaCUBHA 3alllKTa.

STELARA ce pa3npocrpaHsiBa B OrakoBka 10 1 (JIakoH WM ONaKoBKa 1O | TipeIBapuTeITHO
HaI'bJIHEHA CIIPUHIIOBKA.

6.6 CnenmuaJnu mpeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

PasztBopbT BBB (priakona cec STELARA unu npeBapuTeIHO HaTbJIHEHATa CIIPUHIIOBKA HE TPsOBa 1a
ce paskiania. Pa3TBopbT TpaOBa 1a ce MpOBEpH BU3YaHO 38 HAIMYUETO Ha TBBPAU YACTHLIN HIIH
HPOMSHA Ha IIBETA, IPEIH Ja Ce MPHIIOXKHU IOIKOKHO. Pa3TBOPBT € OUCTBP 110 JIEKO OIANIECLICHTEH,
Oe31BeTeH 10 OJIEIOKBIT U MOXKE JIa ChIbPKa HAKOJIKO IPeOHH MOTYIPO3PaYHU HITH Ol YacTUIIH
npoteuH. To3u BbHIIEH BU HE € HEOOMYaeH 32 NPOTEHHOBUTE Pa3TBOPH. JIeKapCTBEHUST NPOIYKT HE
TpsiOBa Ja ce ynmoTpedsiBa, ako pa3TBOPHT € C MPOMEHEH LBAT WJIM MBTEH WIIH aKO B HETO CE
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3a0ermsa3BaT TBhPIU Ty au yacTuiy. [Ipeau npunarane STELARA tpsi6Ba 1a mocturHe craifna
TeMIiepaTtypa (IpHOIM3UTEITHO 32 OKOJIO TIOJIOBHH dac). [lonpoOHu ykazanus 3a yrmotpeba ca
MPEIOCTaBeHU B JINCTOBKATA 32 MAIUCHTA.

STELARA He cbappika KOHCEpBaHTH, 3aTOBA HEM3MOI3BAHUAT JIEKAPCTBEH MPOAYKT, OCTaHAI BHB
(dhakoHa ¥ CIIPUHITOBKATA, HEe TpsiOBa 1a ce m3noinBa. STELARA ce moctass karo cTepuiicH GIakoH
3a eJJHOKpaTHA ynoTpeda Wil MPeIBapUTEIIHO HATBITHEHATA CIIPUHIIOBKA 3a €THOKpaTHa yroTpeoa.
CrpuHnoBKara, uriara u prakoHbT He TPSOBa Ja ce U3IMONI3BaT MOBTOPHO. Hensmom3BaHusT
JIEKapCTBEH MPOAYKT WM OTMAAbYHUTE MaTepHUAIX OT HETO TPsIOBa Jja ce M3XBBPJIIIT B CHOTBETCTBHE C
MECTHHUTE U3NCKBAHUSI.

Koraro ce n3moinsBa eqH00308B (DIaKoH, MPernophuBa ce M3IMOI3BAHETO Ha CIPUHIIOBKA oT 1 Ml ¢ uria
27G, Y2 uay (13 mm).

7. IHNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

STELARA 45 mQ MHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
EU/1/08/494/003

STELARA 90 m(Q uEKEKIIMOHEH PA3TBOP B IPEABAPUTEIHO HABIHEHA CIIPUHIIOBKA
EU/1/08/494/004

9. JATA HA ITBbPBO PASPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBO pa3pewmaBane: 16 sayapu 2009 r.
[ata Ha mocnenHo monHoBsiBaHe: 19 centemBpu 2013 .

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

03/2025

IToapoOHa uHoOpMaIKs 3a TO3M JCKapCTBEH MPOIYKT € MpeIocTaBeHa Ha yeOcaliTa Ha EBporneiickara
areHIus Mo JiekapcTeaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMA TPOAYKT

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

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

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

STELARA 90 Mg uH»XEeKIIMOHEH PAa3TBOP B IIPEABAPUTEIHO HAITBJIHEHA ITUCATIKA
Besika mpeBapUTEIHO HATBIHEHA MUcATKA ChAbpka 90 My ycrekunymad B 1 ml.

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

3a IBIHUA CIIMCHK HAa TOMOIIHUTE BEIECTBA BUKTE ToUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

STELARA 45 mg MHKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIHO HATLIHEHA ITHCAJIKA
WHXeKINOHEH pa3TBOP

STELARA 90 mg MHKEKIIMOHEH pAa3TBOP B IIPEABAPUTEIHO HAITLIHEHA ITHCAJIKA
NHxexunoHeH pa3TBOp

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

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

II;makoB mcopuasuc

STELARA e noka3aH 3a Je4eHHE Ha yMEPEH 10 TEXXBK IIIAKOB IICOPHUA3UC IPU Bb3PACTHU, KOUTO HE
ca ce MOBJIMSIIN, UMAT MPOTUBOMOKA3aHNS WIM HEIOHOCUMOCT KbM JPYTH CUCTEMHH TEparuy,
BKJIFOYBAIIM LuKJocnopuH, Metorpekcat (MTX) mnu [TYBA (nicopanien u ynTpaBHOIETOBH A THUN)
Tepanus (BXK. Touka 5.1).

TIcopuatnuen aptpur (PSA)

STELARA, camocTosrenno uinu B komOuHanusg ¢ MTX, e mokasaH 3a JcueHUE HA aKTHBEH
TICOPUATHYCH apTPUT MPU BH3PACTHU MAIUEHTH, P KOUTO OTTOBOPHT KbM IIPEAIISCTBAIIO JICUCHHE C
HeOnonornyHu Moaudunrpantu 6onectra anTupeBMaTonHu Jekapctea (DMARD) e Onn
HeJlocTaTh4eH (BXK. Touka 5.1).

Bonect Ha Crohn

STELARA e noka3aH 3a jJiedeHUE Ha Bb3PACTHHU MMALMEHTH C YMEPEeHa JI0 TeKKa aKTHBHA 0oJiecT Ha
Crohn, kouTo ca ce MOBJIMSIIN HEJOCTATHYHO, BEUe HE C€ MOBIHMIBAT WK HUMAT HETOHOCHMOCT KbM
KOHBEHI[MOHAITHATA Teparnus Wik KbM aHTaronuct Ha TNFa.
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Yimepo3eH KOJUT

STELARA e nokasaH 3a JIe4eHHE Ha Bb3PACTHU MAIMEHTH C YMEPEH JI0 TEKbK aKTUBEH YJIEPO3CH
KOJIUT, KOUTO Ca C€ MOBIHUSUIM HEIOCTAThYHO, BeUe HE CE MOBIUABAT WM UMAT HEIOHOCUMOCT KbM
KOHBEHIIMOHATHATA TePAHs WM KbM OMOJIOTHYEH JIEKAPCTBEH MPOAYKT.

4.2 Jlo3MpOBKa M HAYMH HA MPUJIOKEHHE

STELARA e npegna3HaueH 3a yrmorpeda mo ppKOBOJICTBOTO M HAA30pa Ha JIeKap C OIMUT B
JIMaTHOCTHIIMPAHETO U JICYCHUETO Ha 3a0omsBanus, 32 kouto STELARA e nokazaH.

2031/1[2031«1

[1nakoB nicopuasmc
IIpenoppuntennara no3uposka Ha STELARA e nauanHa mo3a 45 mg, nIpriioKeHa MoIKOXKHO,
IocJIeIBaHa OT 1032 45 Mg 4 ceIMHIH IMO-KBCHO | CJIET TOBA Ha BCEKH 12 CEIMUIIH.

[Ipu marmeHTH, KOUTO HE Ca ce MOBIUSIIH OT JIEUEHUETO 10 28 ceMUIH TPsiOBa 1a ce OOMUCIH
MIpeKpaTsBaHe Ha TepaIusITa.

Hayuenmu ¢ menecro meeno > 100 kg

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

[Icopuatnued aptput (PsA)

[MpenoppuBanara no3upoBka Ha STELARA e nayanHa no3a 45 mg, npuioxeHa moAK0XKHO,
moclieIBala ot f03a 45 Mg 4 ceAMUIIN TIO-KBCHO U CJIEN TOBA HA BCEKHU 12 ceqMuIy. AJITepHATHBHO,
npu naienTu ¢ teaecHo terio > 100 kg, Mmoxke aa ce usnonssat 90 mg.

HpI/I MalMCHTH, KOUTO HE Ca CC IMOBJIMAIN OT JICYCHHUCTO A0 28 (1571017078087 TpH6Ba Ja ce oomucau
MMPEyCTAHOBABAHEC HA JICUCHHUCTO.

Cmapuecka 8v3pacm (= 65 coounu)
He e HeoOX0MMO aianiTUpaHe Ha J103aTa MIPH MAIMeHTH B CTap4yecka Bb3pacT (BXK. Touka 4.4).

Bvopeurno u uepnoopobno yspescoane
He ca nposexxnanu npoyuBanus cb¢ STELARA npu Te3u nonynanuu nanueHtd. He Moxke n1a ce naae
MpemnopbKa 3a J03aTa.

THeouampuuna nonyrayus

bezomacHocTTa 1 edmkacHoctta Ha STELARA mipu fietia ¢ mcopuasuc Ha Bb3pacT 1o 6 TOAMHH WITH
TIPH JIeT1a ¢ TICOpUATHICH apTPHT oA 18-roauiTHa BB3pacT BCE OIIE HE ca YCTAHOBEHH.
IIpenBaputenHo HambJIHEHATA NKCANIKA HE € IPOyYBaHa MpU NeAuaTpUyHaTAa MOIyJIalus U HE Ce
MpernophYBa 3a ynorpeda npu neguaTpuyHy nanuenTy. Bikre Touka 4.2 ot KXII Ha npeaBapuTetHo
HaIThTHEHATa CIIPUHITOBKA 33 JO3WPOBKATA M HAYMHA HA TPHUIIOKCHHUE TP TIEIUATPUIHA TTAIIMEHTH Ha
6 ¥ TTOBEYE TOIUHHU C TICOPUA3HC.

bonect Ha Crohn u ynuepo3eH KoiuT

B cxemara Ha neuenue mppBara jo3a Ha STELARA ce npuiiara uHTpaBeHO3HO. 3a J03UpoBKaTa Mpu
MHTpaBeHO3Ha cxeMa Ha npuiarane Bixkre Touka 4.2 or KXII na STELARA 130 mg koHIIEHTpaT 3a
MH(Y3MOHEH pa3TBOP.

[TepBOTO MOKOKHO NpHokeHune Ha 90 mg STELARA TpsiOBa na ce H3BBPIIU HA ceamuna 8 e
MHTpaBeHo3HaTa 103a. Cieq ToBa ce MpenopbyuBa NPUIOKEeHHE npe3 12 ceIMUIH.
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[NarnuenTH, KOUTO HE ce TIOBJIUABAT JOCTATHYHO J0 8 CEIMUIIN CIIe] ITbpPBATa MOAKOXKHA J1032, MOXKE
JIa TToTy4yar BTopa MOAKOYKHA 1034 110 TOBa BpeMe (BXK. Touka 5.1).

[NaruenTy, Ipu KOUTO MMa 3ary0a Ha OTTOBOP MPH MpHIarane npe3 12 ce MUY, MOXKE J]a MMaT 110132
OT TOBHUIIIEHHE Ha YECTOTATa Ha MPHIOKEHHUE MMpe3 8 ceaMuIrd (Bk. Touka 5.1, Touka 5.2).

BnocnencTeue no3ara Moxe J1a ce mpuiiara Ha MaldeHTUTe Ipe3 8 ceaAMUIy Win mpe3 12 ceaMuIu Bb3
OCHOBA Ha KIIMHMYHA TpeleHKa (BxK. Touka 5.1).

TpsiOBa 1a ce OOMHUCITU IPEYCTAaHOBSIBAHE HA JICICHUETO MPY MAIUCHTH, KOUTO HE TTOKAa3BaT JIaHHU 3a
TepaneBTHYHA To3a 16 CeMHUITM e I.V. HHAYKIIHOHHA 103a WK 16 CeMHUITU Crie MPeMUHABAHE
KBM IpHjIarane Ha MOIIbprKaIa 103a IMpe3 8 CeaIMUIIH.

[TpunoskeHueTo Ha UMYHOMOTYJIATOPH /MM KOPTUKOCTEPOUIA MOXKE JIa TIPOIBJIKH 110 BpeMe Ha
nederneTo ¢cb¢ STELARA. Ilpu manueHTruTe, KOUTO ca ce MOBIUsIIHN oT tedeHneTo ¢cbec STELARA,
MPUIOKEHUETO HAa KOPTUKOCTEPOHIA MOXKE JIa C& HAMAJTH WITH JIa c€ TIPEYCTAHOBH B ChOTBETCTBHE ChC
CTaH/apTa Ha JICYCHHUE.

ITpu 6onect Ha Crohn mwin ynuepo3eH KOJINT, aKO TEPaNuiTa ce IpeKbCHE, TOJAHOBSBAHETO HA
JICUCHHUETO C MOJIKOKHO MPUIIOKEHHE TIpe3 8 ceqMUIy € 6e30MmacHo U eeKTUBHO.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOx0aMMO KOpUTHpaHe Ha J03aTa MPH MAIMEeHTH B CTapuecka Bb3pacT (BXK. Touka 4.4).

bvbpeuno u wepHodpobHo yepescoare
STELARA He e mpoy4BaH Ipy Te3U MMOMyJAINK MaruedTd. He MoraT na ce HaIpaBsIT MPeTnophKA 3a
JO3HUpaHE.

Tleouampuuna nonyrayus

beszonacHoctTa u epukacHoctta Ha STELARA mipu niedenue Ha 6osnect Ha Crohn npu neanaTpudHu
HanueHTH ¢ Terio moj 40 Kg uin ysmepo3eH KOJIKT MPH Jielia Ha Bb3pacT moj 18 roauHu Bee omie He
ca ycraHoBeHU. JlunceaT nannu. [IpenBaputenHo HalrbIHEHATa UCAJIKa HE € IPOYYBaHa MIPU
MeAnaTpUYHATA MTOMYJIANNS U HE Ce TIPENopbhuBa 3a yIoTpeda mpu MeAnaTpudHu MaueHTH. BrkTe
touka 4.2 ot KXII Ha koHIieHTpaTa 3a nH(Y3UOHEH Pa3TBOP M Ha MPEJABAPUTEIIHO HAIIbJIHEHATA
CIIPUHIIOBKA 32 JIO3UPOBKATa U HAYMHA Ha IPUJIOKESHHE TIPH TIeANATPUYHU MalMEeHTH ¢ O0JIecT Ha
Crohn u terno naii-manxo 40 kg.

Hauun Ha npusnoxxeHue

STELARA 45 mg 1 90 mg nipeiBapuTEITHO HAITBIHEHH MTUCAJIKU Ca CaMo 3a TIOJKOKHO HH)XEKTHUPaHe.
I1o BE3MOKHOCT KOXXHUTE YUACTBIIN C MU3SBEH IICOPUA3UC TPAOBA /1a ce M30ATBaT KaTo MACTO Ha
WH)XEKTHpaHe.

Cren moaxosuo o0y4yeHre 3a TEXHUKaTa Ha MOJKOKHO HHXEKTHPAHE MAUeHTUTE WIN TEXHUTE
6onuornenaun morat Aa nwkektupar STELARA, ako jexapsT pemin, 4e ToBa € yMecTHO. Bee mak
JIeKapsT TPsIOBa Jla OCUTYPH TIOJXOJISIIIO MTPOCIIe/IIBaHe Ha MalueHTUTe. [1allueHTUTe NN TEXHUTE
OonHorNEenauM TpOBa 1a ObJAT MHCTPYKTUPAHH Ja WHKEKTUPAT MPEANUCAHOTO KOJIHMYECTBO
STELARA coriacHo ykazaHusTa B JUCTOBKaTa. [lonpoOHM yKa3aHUs 3a IPUIOKEHHE ca Ja/leHH B
JIMCTOBKATA.

3a mo-HATATHIIHN YKAa3aHUS 32 IPUTOTBSIHE U CIICIMATHN MPEANa3Hi MEPKU TPU paboTa BIKTE
TOuYkKa 6.6.

4.3 TIlpoTuBomoKa3aHHus

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

KinHau4yHO 3HaUYMMa, akTUBHA MH(EKIUs (HaIp. akTUBHA TyOepKyJ103a, BK. Touka 4.4).
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4.4 CroenuajJHU nMpexynpexIeHusi U NpeanasHu MepKH MpH ynoTpeda

[Ipocaeaumoct
3a ma ce moo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHUTE JIEKAPCTBEHH MPOIYKTH, UMETO U TAPTHIHUAT

HOMEp Ha MPIUTOKEHUS MPOTYKT TPSIOBA SCHO /1A CE 3aIMCBaT.

Hadexnnn

Ycreknaymad MOXKe J1a IMa TIOTEHIIHAI /1a YBeMYaBa pUCKa OT HHPEKIUH U ]a peaKTHBUpa
nareHTHU MH(ekuuu. [Tpy KTMHUYHT IPOYYBaHUS M MOCTMAPKETHHIOBO 00CEPBAlIOHHO MPOYYBaHE
NpY TALMEHTHU C TICOPHA3UC ce HaOII0aBaT CEpHO3HU OaKTepHaIHH, ThOWYHN U BUPYCHU HH()EKIUH
npu manuenty, npuemand STELARA (Bx. Touka 4.8).

[Tpu manuenTy, JeKyBaHH ¢ YCTEKHHYMa0, ce choOIaBa 3a OMOPTIOHUCTHYHH WH(EKIINHU, BKITIOYBALIH
peakTUBUpaHe Ha TyOepKyi03a, APYTH OMOPTIOHUCTHYHU OaKTepraTHi HH(EeKINH (BKIIOYUTEITHO
aATUITMIHA MUKOOAKTepraiiHa HHGEKIMsI, MCHHHTUT, IPUIHNHEH OT Listeria, MHEBMOHUS, IPUYHHEHA OT
Legionella, u HOkapano3a), ONOPTIOHUCTUYHA MUKOTHYHH HHPEKIMN, ONOPTIOHUCTUYHU BUPYCHH
WH(pEKINHN (BKIIOYUTEITHO SHIe(aINT, MPUIUHEH OT XEPIIeC CUMILIEKC 2) U apa3uTHH WHEKIIHN
(BKIJIFOUMTETHO OYHA TOKCOILIa3MO03a).

TpsiOBa 1a ce MOAX0K/Ia ¢ IOBHUIIICHO BHUMaHKE, KOTaTo ce 00Chxkaa mpriokenuero Ha STELARA
[PH MAIMEHTH ¢ XPOHUYHHU HH(DEKIMK MK aHaMHe3a 3a peliIuBrupaIia napexmnus (Bx. Touka 4.3).

[Mpenu 3anouBaneto Ha jedeHne cb¢ STELARA manuenTture TpsiOBa aa ce nscieasar 3a
Tybepkyno3Ha nHpeknus. STELARA He TpsiOBa fa ce mpuiara npy NalueHTy C aKTHBHA
TyOepKymo3a (Bxk. Touka 4.3). JleueHneTo Ha nmaTeHTHA TyOepKyII03Ha HH(EKIHs TpsiOBa 1a 3amovyHe
npeau npuwioxkeHnero Ha STELARA. AaTuTyOepkyIio3HaTta Teparus chio TpsaOoBa na 0b1e o0chaeHa
npeau HavanoTo Ha JeueHue cb¢ STELARA mpu nareHT ¢ aHaMHe3a 3a JIATCHTHA WM aKTUBHA
TyOepKyJi03a, IpH KOUTO HE MOKE J1a c€ IOTBBPIM aJeKBaTeH Kypc Ha jJeueHue. [lanuenture,
npuemari STELARA, Tps6Ba ga ce HaOro1aBaT BHUMATEIIHO 32 MIPU3HAIIA U CHMIITOMU Ha aKTUBHA
TyOepKyJi03a 1o BpeMe Ha JICYCHUETO U CIIE] HETO.

[larmenture TpsOBa 1a OBAAT HHCTPYKTHUPAHH JIa IOTHPCSAT JIEKAPCKU CHBET, aKO CE MOSBAT MPU3HAIN
WJIM CUMIITOMHU, MPEAroiarany HHPEKIus. AKO MalueHT pa3Bue cepruo3Ha MH(EKIIUs, CbCTOSIHHUETO
My Tps6Ba BHUMaTenHO fa ce ciequ 1 STELARA He TpsOBa na ce npuara, 10kaTto nH(MEKIuaTa He
OBJe OBJIAAAHA.

3nokayecTBEHH 3a00ISIBAHUS

HmyHocynpecopy KaTo yCTeKHHYMad UMaT MOTEHLMAN J1a YBEINYaBaT PUCKA OT 3J10KaYeCTBECHH
3abonsiBanus. Haxon nanmenTn, kouto ca npuemani STELARA B KTMHUYHY IPOYYBaHUS U B
MMOCTMapKETHHIOBO OOCEPBAIlMOHHO NMPOYYBAaHE MPH MAIEHTH C IICOPUA3HC, Ca PA3BIIIN KOXKHU U
HEKOXHHM 3JI0Ka4eCTBeHHM 3a00iisBaHus (BK. TOuka 4.8). PUCKBT OT 3110KadecTBEHN 3a00IBaHUS MOKE
Jia € TI0-BUCOK NPH NALMEHTH C IICOPHa3HCc, KOUTO Ca JIEKYBaHM C ApyTry OMOJOrWYHH JIEKapCTBa B
X0Jla Ha 3a00JIsIBaHETO.

He ca npoBexxganu nmpoyuBaHusi, B KOUTO y4acTBaT NAUEHTH C AHAMHE32 3a 3JI0KAUECTBEHU
3a00JISIBaHMUS WITH B KOUTO MTPOIBIDKABA JICUSHHETO HA TAMEHTH, Pa3BUIIN 31I0KAYECTBEHO 3a00IsIBAHE
o Bpeme Ha pueMa Ha STELARA. 3aroBa Tpsi0OBa 1a ce MMOAX0K/Aa C OBUIIICHO BHUMAHUE, KOTaTO
ce obcwxaa npuioxkennero Ha STELARA nipu Te3u nmanueHTy.

Bceuuky nanumenTH, mo-crenuaiHo Te3u Haa 60 roquHy, TAaIMeHTH ¢ aHaMHEe3a 33 TIPOIBIDKUTEITHA

MMYHOCYTIpECHBHA TepaIusl WK TakuBa ¢ aHamHe3a 3a [ITYBA-tepamnus, Tpsa0Ba 1a ce Habmogasar 3a
HOsiBa Ha PaK Ha Koxkara (BK. Touka 4.8).
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CHCTEMHH M PECTIMPATOPHHU PEAKIIMK Ha CBPhXYYBCTBUTEIIHOCT
Cucmemnu

Cepuo3HH peakIuy Ha CBPbXYyBCTBUTEITHOCT Ca JOKJIAJIBAHU B IOCTMAPKETUHTOBU YCIIOBHS, B HIKOU
CIIy4ad HSAKOJIKO JHHM Clie] iedueHuero. Mima ciyuyan Ha aHaduiIakcus M aHTHOEAEM. AKO C€ TIOSIBU
aHa(UIaKTHYHA WK [pyTa CEPHO3HA PEaKIns Ha CBPhXUYBCTBUTEIIHOCT, TPSIOBA Jla ce Ha3HAYM
noaxosiia repanus u npuioxkennero Ha STELARA Tps0Ba na ce npeycranoBu (Bx. Touka 4.8).

Pecnupamopnu

Crydau Ha anepruyeH ajJBeonT, €O3MHO(MMIHA THEBMOHUS 1 HEMH(EKIINO3Ha OpraHu3uparia
MTHEBMOHUS ca ChOOIICHH 0 BpEMe Ha ITOCTMApKETUHTOBaTa yrnorpeda Ha ycTekuHyMao. Kimuauunute
MPOSIBY BKITIOYBAT KAllUIHIIA, IUCITHES M MHTSPCTUIIMATHY UH(UITPATH CIIE]T €THA JIO TPU JI03U.
Cepuo3HHTE TOCTIESIUIN BKITIOYBAT AUXATEITHA HEJOCTATHYHOCT M MPOIBIDKUTETHA XOCITUTAIN3AIIS.
[MomoOpenue e choOIIaBaHo Clie]] MPEYCTaHOBSIBAHE HA JICYCHUETO C YCTEKUHYMAa0 U B HAKOU CITydan
MIPH MPIIOKEHUE Ha KOPTUKOCTEPOUIU. AKO ObJic U3KIIFOUeHA HMH(DEKIIMS U JUAarHO3aTa Ce MIOTBbPIH,
MPUJIOKEHUETO Ha yCTeKHHyMab TpsOBa /1a ce MpeyCTaHOBH U J1a Ce 3all0YHE MOIXOISIIO JISYeHNE
(Bx. Touka 4.8).

CbpaeuHO-ChJI0BU CHOUTHUS

[Tpu marmenTtun ¢ ncopuasuc, ¢ excrozuims Ha STELARA, B mocTMapKkeTHHTOBO 00CepBalliOHHO
NpoyYBaHe ca HaOMI0JaBaH! ChPAECYHO-CHIOBH CHOMTHS, BKIFOYUTEIHO HHPAPKT HA MUOKapAa U
MO3BYHO-CH/IOB HHIMJICHT. PHCKOBHUTE (hakTOpH 32 ChpACUHOCHI0BO 3a00sBaHe TPsiOBa Aa ce
OIIEHSABAT PEIOBHO 10 Bpeme Ha sieueHneTo ch¢ STELARA.

Yyecmeumennocm Kvm aamexc

IIpeamasurensaT Ha UIriIaTa B AOJIHATA Kalayka Ha MPEABAPUTEIHO HAITbJIHEHATA NHCANIKa €
MPOM3BENIEH OT CYX €CTECTBEH KaydyK (IIPOM3BOJHO HA JIATEKC), KOWTO MOXKE 1a IPEAN3BHKA
aJIepruyHy peakiuy MpHu Xopa, YyBCTBUTEIHU KbM JIaTEKC.

Bakcunanyu
[MpenopbuBa ce J1a He ce MpUIIarat >KHBU BUPYCHH WX JKUBU OakTepuaniy BakcuHu (kato BLIK)

eanoBpemeHHO cb¢ STELARA. He ca npoBexJaHi KOHKPETHH MTPOYUYBAHUS MPH MMALIMEHTH, BEPXY
KOHMTO HACKOPO € IIpujlaraHa >kiBa BUPYCHA WM JkMBa OakTepuasiHa BakcuHa. Hsima nannu 3a
BTOPUYHO NpeiaBaHe Ha MHEKIHS Ype3 )KUBU BAKCHHU MU nauueHTH, nonydasamu STELARA.
Jleuenneto cbe STELARA TpsiOBa 1a ce mpeycTaHOBH Hal-MaiKo 3a 15 ceIMUIM Clie] mocieHaTa
J103a IPEAM MOCTAaBSIHETO Ha )KMBa BUPYCHA MJIM XKHMBa OaKTEpHUaIHA BAKCHHA M MOXeE Jia C€ Bb300HOBH
Hail-MaJIko 2 ceIMMLIM cjie]] BAKCHHUpaHeTo. Jlekapure, MpeanucBaliy JIEKapcTBOTO, TpsiOBa aa
HampaBsT cupaBka ¢ KpaTkara xapakTepucTHKa Ha MPOYKTa 32 KOHKPETHATa BaKCHHA 3a
JOIIBIIHUTETHA MH(OpMAIIHS ¥ yKa3aHHS 3a eTHOBPEMEHHATa yoTpeOda Ha HUMYHOCYTIPECHBHU
JIeKapCTBa CJIel BAKCHHUPAHE.

He ce nmpenoppuBa npuarane Ha kuBU BakcuHU (kato BLDK BakcuHa) mpu kbpMayeTa, ¢ eKCIO3ULIUS
Ha yCTeKHHYMa0 in Utero, B mpobKeHHE Ha ABAHAIECET Mecella CIIe/l PAKIAaHETO UITH JI0KATO
CepyMHHUTE HUBA HA YCTEKHHYMa0 IpU KbpMAUyeTo CIIaJHAT [10Jl HUBOTO Ha AETeKIMSA (BXK. TOUKU 4.5
4.6). Axo e HaJIMIIE KaTeropuIHa KIMHUYHA T0J13a 32 OTJASITHOTO KbpMade, MOXKe Ja € 0OMUCIIH
MIpUJIaraHe Ha KUBa BaKCHMHA B [TO-pPaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpYMHH HUBA Ha
yCTeKnHyMao.

[TarmenTure, kouto ynorpedssat STELARA, Moxe fa momyvar eTHOBPEMEHHO WHAKTUBUPAHU MIIH
yOWTH BaKCHHHU.

Hsnrocpounoto neuenne cbc STELARA He moTrcka XyMOpaTHHUS UMYHEH OTTOBOP KbM
ITHEBMOKOKOBUTE TTOJIM3aXapH/IHN BAKCUHH WM KbM BaKCHHHUTE CpeIly TeTaHyc (BK. Touka 5.1).

EnHoBpeMeHHa MMYHOCYIPECHBHA Tepanus

[Tpu npoy4BaHust pH TICOpUA3UC He ca olieHsiBaHU Oe3onacHocTTa U epukacHoctta HAa STELARA B
KOMOMHAILUS C UMYHOCYTIPECOPH, BKIIFOUNTETHO OMOJIOTMYHM NPOLYKTH MK poTtoTepanus. [Ipu
MPOyYBaHUS MPHU TICOPUATUIEH apTPHUT, EAHOBpeMeHHaTa ynorpeda Ha MTX He moBnusBa
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6e3omacHoctTa 1 euxacaocTTa Ha STELARA. B ipoyuBanusra mpu 6omect #a Crohn u yieposen
KOJIUT €JJHOBPEMEHHATA yIOTpeOa Ha UIMYHOCYITPECOPH WIIM KOPTHKOCTEPOUIN M3TIICK 1A He
noBIMsBa Oe3onacHocTTa WK eukacHocTTa Ha STELARA. TpsOBa na ce moaxoxaa ¢ mOBUIICHO
BHUMaHHE, KOraTo ce 00ChK/a eTHOBpEeMEHHATa yroTpeda Ha apyru umyHocynpecopu u STELARA
WITH [IPY IPEMUHABAHETO KbM JICUCHHE C IPYTH OMOJIOTHYHN UMyHOCyTpecopH (BXkK. Touka 4.5).

HUmyHoTepanus
STELARA He e olleHsIBaH ITpH MAIlUEHTH, KOUTO ca MOJIaraHi Ha UMyHOTepanwus 3a anepruu. He e

m3BectHO nanm STELARA moske ma ce oTpa3u Ha IMyHOTEpanuATa Ipy alepruu.

Cepro3HH KOXKHU 3a00J1sIBaHNUS

[Ipu nauyeHTH ¢ Icopuasuc ce choOIIaBa 3a ciaydyan Ha eKC(OIUATUBEH JePMATUT CIIE] JICUCHHE C
ycreknHyMab (Bx. Touka 4.8). [lanuenTure ¢ ncopuasuc ¢ IIaku MOXKe /1a pa3BUST €PUTPOACPMUICH
TICOPHUA3KC KaTo YacT OT €CTECTBEHUsI X0 Ha 3a00JIIBAHETO CbC CUMIITOMH, KOUTO MOKE OT KITMHHYHA
IJIEIHA TOYKA Ja HE C€ OTJIMYaBaT OT eKC(OIMaTUBHUA AepMaTUT. JlekapuTe TpsiOBa 1a BHUMAaBarT 3a
CHUMIITOMH Ha €pUTPOACPMHUUEH IICOPHA3UC MU eKC(HOTUATUBEH IEPMATUT KaTo 4acT OT
MOHHUTOPHUPAHETO Ha MCOpUa3uca Mpu NanueHTa. AKO Te3d CUMIITOMH ce TIOSBST, TPsOBa 1a ce
3ammoune noaxozsmo nedenue. [Ipuemst Ha STELARA TpsibBa na ce mpeycTaHOBH, ako MMa
CBHMHEHHUSI 32 JIEKapCTBEHA PEaKLusl.

3a00JsIBaHuUs, CBbP3aHU C JIYITYC

Citygan Ha 3a00JsIBaHUS, CBBP3aHH C JIYIYC, C€ ChOOIABAT IPH MALMEHTH, JIEKYBaHHU C YCTEKHHYMao,
BKITIOUHTEITHO KOXKEH JYIYC epUTEMATO/IeC  JIynyc-noio0eH cunapom. [Ipu Bb3HUKBaHE Ha JIe3UH,
0c00eHO Ha W3JI0)KEHUTE Ha CITBHIIC YYacThIIM Ha KOXKaTa, UK aKo T€ CE CHITBTCTBAT OT apTpajrus,
MAIMEeHTHT TPSAOBA /1a TOTHPCH He3a0aBHO JieKapcKa MOMOI. AKO ce TOTBBPAAT 3200 IsIBaHMUS,
CBBP3aHHU C JIYITyC, yCTeKHHYMa0 TpsiOBa J1a ce MpeyCTaHOBH U Ja C€ 3al0YHE MOIXO/ISIIO JICUCHHUE.

CrenmanHy NOMyJIalluu

Cmapuecka év3pacm (> 65 200unu)

B kJIMHWYHWTE U3MUTBAaHUS MIPH 0JI00OPEHUTE TIOKA3aHUS HE ce HAOII0/IaBaT ChIIIECTBCHU Pa3IHyMs B
euKacHOCTTa WM 0E30MaCHOCTTA NPY MAIMEHTH Ha 65-TOAMIIHA BB3PACT U ITO-TOJIEMHU, KOUTO
nosydaBaT STELARA, B cpaBHEHME ¢ IO-MJIa[i MAMEHTH. bpoAT Ha MallMEHTUTE HA BB3pacT

65 roguHM U 1o-TosieMu obave He € J0CTaThUEeH, 3a Ja Ce ONPEIENIH AajIH Ce MOBIUIBAT PA3IMYHO OT
MO-MIIQJINTE MAUeHTH. Thi KaTo pa3npocTpaHeHUETO Ha MHQEKIMU cpell cTapuecKara MoMmyIaus
KaTo ISUI0 € IO-TOJISIMO, JICYSCHUETO NPH MALMEeHTH B CTapuecKa Bb3pacT TpsiOBa j1a ce mpuiara
BHUMATEIHO.

onucopbar 80
Stelara cpabpaxka 0,04 mg (90 mg/1,0 ml) wam 0,02 mg (45 mg/0,5 ml) mosucopoar 80 (E433) BbB

BCsIKa J103a, KOsTO € ekBuBasieHTHA Ha 0,40 mg/ml. [lonucopbaTute Morar 1a MPUUUHSAT alleprHYHHI
peaxuuu.

45 B3aumMmopeiicTBHE ¢ IPYTHU JeKaAPCTBEHH MPOAYKTH U APYru (JOPMH HA B3aUMOoO/eiicTBHE
JKusu BakcuHM He TpsiOBa 1a ce npwiarat eqHoBpeMeHHo cb¢ STELARA.

He ce npenopbpuBa npunarane Ha >kuBu BakcuHH (kato LXK BakcuHa) mpu kbpmadeTa, ¢ eKCIO3UINS
Ha ycTeknHyMmao in Utero, B mpoabsKEeHHe Ha JIBaHAIECET Mecella Clie]l PaXKIaHEeTO HIIH JO0KATO
CepyMHHUTE HUBA HA YCTEKHHYMa0 MpU KbpMAUueTO CIAJAHAT [10Jl HUBOTO Ha AETeKIMs (BXK. TOUkU 4.4
4.6). Axo e HaJIMIIE KaTeropuIHa KIMHUYHA T0J13a 32 OTJASITHOTO KbpMade, MOXKe Ja € 0OMUCIIH
IIPWJIAraHe Ha )KUBA BAKCHHA B II0-PAHEH MOMEHT, aKO HE CE OTKPUBAT CEPYMHM HHBA Ha
yCTeKnHyMao.

[pu dpapMakOKHMHETHYHY aHATIM3H HA MOMyJIAIUITa, HAallpaBeH! B Ipoy4BaHus (asa 3, e uzcienBan
e(eKThT Ha Hall-4yecTo eTHOBPEMEHHO IPUEMaHH JIEKapPCTBEHU MPOAYKTH MPH MALMEHTH C TICOPHA3UC
(BKJIIOUUTEHO M NapaneTamol1, H0ynpodeH, aneTHICATUINIOBA KUCEINHA, METQOPMUH,
aTOpBACTAaTHH, JIEBOTHPOKCHH) BbPXY (papMakoknHeTHKaTa Ha ycTeknHyMab. He ca HabnroaBaHu
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MPU3HAIM Ha B3aHMOJICHCTBUE C TE3W €AHOBPEMEHHO IPUEMAaHH JIeKapCTBeHH NPoykTr. OCHOBa Ha
TO3M aHanu3 ¢ (hakThT, e Hali-Manko 100 manuentu (> 5% ot u3clieABaHaTa MOMYJIalUs) ca JICKyBaH!
€HOBPEMEHHO C TE3M JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT nmeproaa Ha MpoydIBaHETO.
®dapMakOKMHETHKATa HA YCTEKUHYMAa0 HE ce € MOBJIHsIA OT eIHOBpeMeHHaTa yrnorpeda Ha MTX,
HCIIBC, 6-mepkantomnypuH, a3aTHOIIPHH W TIEPOPATHNA KOPTUKOCTEPOUIH TIPH MAITUEHTH C
NICOpUATHYCH apTPpHT, OostecT Ha Crohn wiu yiepo3eH KOIWT, WK OT MPEIIIeCTBAIa eKCIIO3UIINS Ha
antu-TNFa cpeacTBa, Ipy MAIMEeHTH ¢ TICOPHATHYCH apTpuT uiu 6ostect Ha Crohn, wiu oT
TMIpeIIIecTBaIa eKCIO3UINI Ha OMOJIOTHYHH JIEKapCTBEHU IPOAYKTH (T.€. anTu- 1 NFa cpencTa n/nim
BEJI0JM3yMa0l) MPH MalUeHTH C YIIEPO3€H KOIUT.

Pesynrature ot mpoy4Bane in Vitro u ot npoy4sane ¢aza 1 mpu yuacTHHIM C aKTUBHA 0OJIECT Ha
Crohn He npenmnonarat HeoOXOMMOCT OT aaNTHPaHe Ha J03aTa MPU MAUEeHTH, KOUTO MOJTy4aBatT
ennoBpemenHo CYP450 cyOctparu (Bxk. Touka 5.2).

IIpu npoy4uBanus mpu NICOpHA3UC HE ca OleHsABaHN Oe3omacHocTTa U eprukacHocTTa HAa STELARA B
KOMOMHANUs ¢ UMYHOCYTIPECOPH, BKIIIOUUTEIIHO OMOJIOTHYHY cpeAcTBa i poTtorepanus. [Ipu
NPOYYBaHUS MPH MICOPUATUYUEH apTPHUT, eAHOBpeMeHHaTa ynotpeda Ha MTX He noiusBa
6e3omacHoctTa U epukacHoctta Ha STELARA B npoyuBanusita npu 6osect Ha Crohn u ysmepo3ex
KOJINT €AHOBPEMEHHATA yNOTpeOa Ha IMyHOCYIIPECOPH WIIM KOPTUKOCTEPOUIN M3IJIekKAa He
noBnusiBa 6e3omacHocTTa Wik eprkacHocrra Ha STELARA. (Bk. Touka 4.4).

4.6 @epTHIAUTET, )PEMEHHOCT U KbpMeHe
Kenu c nerepojieH noTeHUyan

JKenu ¢ neteponen noTeHnran TpsAOBa qa U3MOI3BAT €(PEKTHBHA METOIM HAa KOHTPAIIETIIIHA TT0 BpeMe
Ha JIEUEeHHE U 0 15 ceaMuIu cien 1e4eHHUETO.

bpemenHocT
[IpocniekTHBHYU TaHHU OT HEToJIsiM Opoi cirydan Ha OpeMmeHHocT ciiefi ekcriozunus Ha STELARA ¢

W3BECTEH M3X0Jl, BKIIIOYHUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCIIO3HIINS TIPe3 MbPBHS
TPUMECTHP, HE TIOKA3BaT MOBUILIEH PHCK OT TOJIEMH BPOJCHU MaJI(QOpMaIiK PH HOBOPOAEHOTO.

[IpoyuBaHUATA IPH )KUBOTHH HE TIOKA3BAT MPEKH WK HEMPEKU BPeIHH €PEKTH, CBbP3aHH C
OpeMeHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAYKIAAHETO WM ITOCTHATAIIHOTO Pa3BUTHE (BXK.
Touka 5.3).

Hanuunust knmuarYeH onut obade e orpanuueH. Kato npeanaszHa mMspka € 3a npearoYnTane Ja ce
n30srea ynorpebara Ha STELARA 1o Bpeme Ha OpeMEeHHOCT.

VYcereknnymab nmpeMuHaBa Mpe3 IJIaleHTara i ce OTKpUBa B cepyMa Ha KbpMaydeTa, poJIeHH OT JKeHH,
JIEKyBaHU C YCTEKMHYMa0 10 Bpeme Ha OpeMeHHocTTa. KIIMHUYHOTO BB3AeHCTBIE Ha TO3H (aKT HE €
M3BECTHO, HO PHCKBT OT HHPEKIHS IIPH KbpMadeTa, ¢ eKCIO3ULHUs Ha YCTeKHHYMa0 in Utero moxe na
ObIe moBuIIeH cien paxaanero. He ce mpenoppuBa npuiarane Ha xuBH BakcuHu (kato BIDK
BaKCHHA) MPH KbpMayeTa, C eKCIO3UIINS Ha YCTEKUHYyMa0 iN Utero, B mpoIb/DKEHUE HA

JBaHaJeceT Mecella ClIe] PaXAaHEeTO WM JOKAaTO CEPYMHHTE HHMBA HAa YyCTEKUHYMAa0 MPH KbPMayeTo
craJgHatT MoJ HUBOTO Ha JIeTeKUus (BXK. TOUKH 4.4 1 4.5). AKO € HaJuIle KaTeropuyHa KIMHUYHA 10138
3a OT/IEJIHOTO KbpPMaye, MOXKe J1a ce 0OMUCIIM IPHJIaraHe Ha JKMBa BAKCHHA B II0-PAaHEH MOMEHT, aKO
HE Ce OTKpHBAT CEpyMHH HUBA Ha yCTEKHHYMa0.

Kwpmene
OrpaHudeHy 1aHHH, MyOJNKYBaHM B JIUTEPATypaTa, IOKA3BaT, Y€ YCTEKNHYMal ce eKCKpeTHpa B

YOBEIIIKaTa KbpMa B MHOT'O MaJIKu KomuecTBa. He € n3BecTHO fmanu ycrekuHymab ce abcopoupa
cucTteMHo cieq norrbluane. [lopaau noTeHMana 3a nposiBa Ha HeXKeJIaH!U JIEKAPCTBEHU PEAKLUKU KbM
YCTEeKHHYMa0 MMpH KbpMaueTaTa, Tpsi0Ba Jia ce B3eMe pellICHUE JIaJIH Ja ¢e IPEeyCTaHOBH KbPMEHETO
10 BPEME Ha JICYCHHE U J0 15 cCeaMUITy Ciie]l JICUCHUETO, WITH JIa Ce TIPEYCTAHOBH TEPAITHUATA ChC
STELARA, kato ce B3eMar mpeaBuj Moji3aTa OT KbPMEHETO 3a JIETETO U MoJI3aTa OT Tepanusira Che
STELARA 3a xeHara.
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Deprunurer
EdekrbT Ha ycTeknHymMad BbpXy (epTHIMTETA IPU XOPa HE € OLICHEH (BXK. Touka 5.3).

4.7 EdexTu BbpXy criocodHOCTTa 32 mioupaHe U padoTa ¢ MAIIUHA

STELARA He noBjvsiBa W MOBJIHSIBA TPSHEOPESKUMO CIIOCOOHOCTTA 3a IodupaHe U padoTa ¢
MaIlHHH.

4.8 Hexenanu JieKapCcTBeHH PeaKIuH

O6006u1enne Ha npoduna Ha 6e300acHOCT

Haii-yectute HexxenaHu JeKapcTBeHU peakuuu (> 5%) B KOHTPOJIUPAHHUTE IEPHOAN OT KIMHUYHHUTE
NPOYYBaHUS MPU B3PACTHHU C TICOPUA3HC, ICOPUATUYUCH apTpHT, OoecT Ha Crohn u yneposeH Komut
¢ yCTeKMHYMab ca Ha30(apuHTUT U ri1aBodosue. [loBedeTo OT TAX ce CUMTaT 3a JICKH U He Hajlarat
NpeKbCBaHE Ha MPOYYBAHOTO JieueHne. Hali-ceprno3nara HexxenaHa JIeKapCTBEeHa PeakIys, KOsTo €
cpobmasana 3a STELARA, e ceprosHa peakuus Ha CBPbXUyBCTBUTEIHOCT, BKIIFOYHTEITHO
aHadwmrakcus (Bxk. Touka 4.4). O6musT npodui Ha 6e30MacHOCT € MOA00CH MPH MAIUEHTH C
TIICOpHA3HC, ICOpUATHIEH apTpHT, OoecT Ha Crohn 1 ynepo3eH KOJuT.

Tabnu4eH cIMCHK Ha HEXEINAHUTE PEAKIUU

JlanauTe 3a 0€30MaCHOCT, IIPEJOCTABESHH TT0-0JTY, Ca TIOJyYESHH CIIe/ eKCIIO3UIHS Ha YCTeKHHYMaO
npy Bb3pacTHU B 14 npoyuBanus daza 2 u daza 3 npu 6 710 nauuentu (4 135 ¢ ncopuaszuc u/umm
nicopuatuueH apTpur, 1 749 ¢ 6omnect Ha Crohn u 826 manuenTu ¢ yiuepo3eH koiuT). ToBa BKIIIOYBa
excriosuisa Ha STELARA B KOHTpOJIMpaHHUTE 1 HEKOHTPOJIMPAHUTE TIEPHUOIN HAa KITMHUYHUTE
HPOYYBaHMS MIPU MALKEHTH C ICOPUA3UC, IICOPUATHYCH apTpUT, 6osiect Ha Crohn wiu ynepo3eH
KOJIMT B IPOABJDKEHUE HA Hail-Majko 6 Mecenia (4 577 nmaMeHTH) uiv rnoHe 1 romquHa

(3 648 marmentn). 2 194 marmenTH ¢ ricopuasuc, 6oect Ha Crohn mium yimepo3eH KOIUT ca ¢
SKCIIO3MIIUS 32 TToHe 4 roauHu, Jokato 1 148 marmenTy ¢ nicopuasuc min 6osect Ha Crohn ca ¢
€KCIIO3UIIN 32 MOHE S TOANHHU.

B tabnuna 1 e moka3aH CIHUCHK ¢ HEKENAHUTE JICKAPCTBCHU PEAKIIUK OT KJIMHUYHU MPOYYBAHHS TPH
BB3PACTHH C IICOPUA3KC, IICOPUATHIEH apTpuT, 6osiect Ha Crohn u ¢ yiepo3eH KOJIMT, KaKTo U
HEXEJIAHUTE PEaKIMK OT MOCTMapKETHHroBaTa yrnoTpeda. Hexxenanure peakiuu ca KiacupuipaHu
10 CHCTEMO-OPTaHHH KJIACOBE M YECTOTA ChIVIACHO ClIeHaTa KOHBeHIus: Muoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penku (< 1/10 000), ¢ Hen3BecTHA YecTOTa (OT HATMYHUTE JaHHU HE MOXe Ja ObJie HampaBeHa
orieHka). [Ipu Bcsiko rpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEXKEJIAHUTE JICKAPCTBEHU PEaKIIUU Ce
W30pOSIBAT B HU3XOJSII PEJT TI0 OTHOIIIEHHE HA TAXHATA CEPUO3HOCT.

Tabnuya 1 Cnucvk Ha Hexceranu peakyuu

Cucremo-opranHu Yecrora: Hexenanu peakuuu

KJIacoBe

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

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

Hapymenus Ha umyHHara  HewecTu: peakiuy Ha CBPBXUYBCTBHTEIHOCT (BKIIIOYUTEIIHO OOPUB,
cucreMa YpTUKapHs)
PGZIKI/I: CCPUO3HU pCAKIU Ha CBPHEXYYBCTBUTCIIHOCT (BKJ’IIO‘-II/ITCJIHO
aHaduIaKcHs, aHTHOEIEM)

IlcuxuyHM HapylIeHus Heuectu: nenpecus
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Hapymenus Ha HepBHaTa
cucremMa

Yectu: 3aMaiiBaHe, T1aBo00IHE
HeuecTu: nunesa mapanuza

PecnimpaTtopuu, rpbIHT U
MEINaCTHHAIHH
HapyILIeHns

Yectu: opodapunreanna 60ika

Hedectn: HazanHa KOHTeCTHs

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

CroMantHo-4peBHI
HapyIICHUs

UecTu: nuapus, rajicHe, IOBPBITaHEe

Hapymienus Ha koxata u
MOJIKO’KHATA ThKaH

UYectu: chpOex

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

Hapyuienust Ha MyCKyIHO-
CKEJIeTHATa CUCTEMA U
ChbCAUMHHUTCIIHATA ThKaH

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

OO0 HapymeHus 1
e(heKTH Ha MACTOTO Ha
HPUIIOKECHUE

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

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

*  Bmkre TOUKa 44, CucTeMHH 1 pecrpaTOpHU p€aki Ha CBPBbXYYBCTBUTECIIHOCT.

Onncanne Ha N30paHU HEXEIIAHN JIEKAPCTBEHN PEAKIIAN

Hudexnun

B mmanie60-koHTpOIMpaHy NpoyyYBaHUS NPU MALUEHTH C IICOPUA3UC, ICOPUATHYECH apTPUT, OOJIECT Ha
Crohn u ¢ yniepo3eH KOJUT NPOLCHTHT Ha HHPEKIIMUTE WM CEPHO3HUTE HHMEKIMU € CXOJICH MPH
MalMeHTHTE, JEKYBaHH C YCTEeKHHYMa0, U MPH JIeKyBaHHTE ¢ Tuianebo. B mnane6o-koHTponupaHust
Nepuo/ Ha Te3U KIMHWYHU NIPOYYBaHMA YecToTara Ha uH(pekuuute € 1,36 3a maumeHToroguHa
npociensBaHe MY NalueHTH, JIEKYBaHU ¢ YCTeKMHYyMa0, u 1,34 — npu nauueHTH, JIEKyBaHU ¢
miane6o. [NosBunute ce cepuo3nu nudeknuu ca ¢ yecrtora ot 0,03 3a marMeHTOroAnHa NpoCieAsIBaHe
TIpH MAIUEeHTH, JIEKyBaHU ¢ ycTeknaymad (30 ceprozan uHdpekimu 3a 930 nanueHToroIuHu
npocnenssane), u 0,03 — npu nanmeHTy, TeKyBaHu ¢ Tuane6o (15 ceproznu nHQEKIn 3a

434 nanueHToroAMHU npocieasBane) (Bxk. Touka 4.4).

B koHTpOIMpaHKUTEe N HEKOHTPOJIMPAHUTE NIEPUOIN HA KIIMHUYHUTE POYYBAHUS IIPU TICOPUA3UC,
NICOpUATHYCH apTPHT, OostecT Ha Crohn u yiepo3eH KOIuT, MpeACTaBIsIBAIIN

15 227 nanueHTOroAIMHN eKCIO3UIHS ¢ ycTeKMHyMal rpu 6 710 nanueHTH, MeJiaHaTa Ha BpEMETO Ha
npocnensaBade € 1,2 roaunu; 1,7 roquHy 3a poy4YBaHUATA NIPU Nicopuasuc, 0,6 roquau 3a
npoy4BaHusTa npu 6osect Ha Crohn u 2,3 roauHu 3a MpoyuYBaHUsTA C yIIIEPO3eH KOJIUT. [IporeHThT
Ha uHpekmuuTe ¢ 0,85 3a marueHToroAnHAa MPOoCieAsIBaHe IPH MAIMECHTH, JICKyBaHU C YCTEKHHYMao, a
NPOLIEHTHT Ha cepuo3HnTE MHPeKIHy npH TsX € 0,02 3a naunreHToroauHa npociensiBaHe

(289 cepuo3nm uHpekuny 3a 15 227 nanueHTOroAMHE IPOCIIEASIBAaHe) U ca TOKIaBaHU CEPUO3HU
WH(EKINY, BKIIFOYUTEIHO THEBMOHHS, aHAJIEH a0cIiec, HEeTyIUT, JUBEPTUKYITUT, TACTPOCHTEPHUT U
BUPYCHU MH(DEKIIUH.

B npoBenenn KIMHUYHY TPOYYBaHUS MMAMEHTH C JIATEHTHA TyOepKyJo3a, KOUTO ca Omin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca Pa3BHIIN TyOEpKyI03a.

3710Ka4eCTBEHHN 3a00/IsIBaHUS

B mranie60-koHTpOIMpaHus IepUO ] Ha KIIMHUYHU IPOYYBAHIS IPH TICOPUA3HC, ICOPHATHIEH apTPUT,
6osect Ha Crohn u yimeposeH KONMKT YyecToTaTa Ha 3JI0KaueCTBEHUTE 3a00ISIBaHus, C H3KITIOYEHHE Ha
HEMEJAaHOMEH pak Ha KoxaTa, € 0,11 3a 100 narueHToroquHu npocieasiBaHe Npy NauueHTH,
JIeKyBaHU ¢ ycTeknHymao (1 marmeHT 3a 929 nanueHTorouHu npocie/ssane) B cpaBHenue ¢ 0,23
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MIPH MAMCHTHTE, JEKyBaHH ¢ 1u1ane6o (1 manueHT 3a 434 manyueHTOTOANHY ITPOCIICIBaHE).
YecroTara Ha HEMeTaHOMEH pak Ha kokara € 0,43 3a 100 manueHTOrouHN IPOCIeIIBaHe 3a
MAIUCHTHUTE, JICKYBaHH C YCTEKUHYMa0 (4 mamueHTH 3a 929 nainueHToroJuHH MpoCieIsBaHe) B
cpaBaenue ¢ 0,46 npu MauMeHTHTe, JICKYBaHH ¢ Tuiane6o (2 naruenTty 3a 433 nanueHToroIMHu
MpoCTIeAsSBaHE).

B koHTpoOnHMpaHUTE U HEKOHTPOJIMPAHUTE TICPUOIU Ha KIIMHUYHUTE MPOYYBAHHS [TPH TICOPUA3UC,
NICOpUATHYCH apTpHT, OostecT Ha Crohn u yiepo3eH KOIHT, MpeACTaBIISsIBAIIN

15 205 nanueHTOroAMHN EKCIO3UIHS ¢ YCTEeKHHYMa0 mpu 6 710 manueHTH, MeJiaHaTa Ha BpeMeTOo Ha
npocneasBane € 1,2 roguna; 1,7 ronMHu 3a Npoy4YBaHusATa Ipu rcopuasuc, 0,6 ronuHu 3a
npoy4BaHuaTa mpu 6osect Ha Crohn u 2,3 roguHu 3a MPOyYBaHUATA C YIIIEPO3CH KOJIHT.
3rmokavyecTBeHH 3a00IABaHNSA, C M3KITIOUCHHE Ha HEMEIAHOMEH PaK Ha KOXKaTa, ca JOKJIaIBaH! IpH

76 manmenTy 3a 15 205 manuenToroauau Ha npocieassane (dectora ot 0,50 Ha 100 manueHTOrOIUHI
Ha TPOCIIEASIBAHE MPH MAIUCHTH JICKYBaHU C YCTeKMHyMa0). Te3u ciydyan Ha 3710Ka4eCTBCHU
3a00IIABaHYs, CHOOIIEHH TIPH MAITUEHTH, JIEKYBaHU C YCTEKMHYMab, ca CpaBHUMH C OYaKBAHNTE
cirydan B oOmiara momynamus (ctanaapTisupan koedunreHT Ha yectota = 0,94 [95% nosepurenen
untepsai: 0,73, 1,18], kopurupas 3a Bb3pacT, 1oJ1 ¥ paca). Haii-dyecto HaOIr01aBaHUTE
3II0KaY€CTBEHH 3a00ISIBAaHAS, PA3IMYHA OT HEMEIAHOMHUS KapIIHOM Ha KOXaTa, ca KapIImHOM Ha
MpocTarara, MeJIaHOM, KOJIOPEKTAIeH KapIIMHOM H KapIIMHOM Ha rbpAara. Cirydante Ha HEMEITaHOMEH
KapuuHOM Ha kokarta ca 0,46 Ha 100 marueHTOroIMHN Ha TIPOCIeAsIBaHE PU MAIUEHTH, JICKYBaHH C
ycreknHyMab (69 manmenT 3a 15 165 nanuenToronuHu Ha npocieassane). CbOTHOIIEHHETO Ha
MaeHTy ¢ 0a3ajeH CrpsMO CKBaMO3HOKIIEThUEH KaplIMHOM Ha Koxkata (3:1) e cpaBHIMO ChC
CHOTHOIIICHHETO B 00IaTa momyJanus (BxK. Touka 4.4).

Peakiiy Ha CBPbXYYBCTBUTEIHOCT
B KOHTpoONMpaHHUTe EPUOAN HA KIMHUYHH POYYBAHHUS [IPU [ICOPHAZUC M TICOPUATUYCH apTPUT C
yCTeKHHYMa0 ca HaOJo1aBaHu 00pHB U ypTUKapus mpu <1% ot nanuenTure (BxK. Touka 4.4).

Crol1aBane Ha IOJ03UPAHU HEXKEJIaHU PEAKIIUH

CpoOm1aBaHeTo Ha MOI03UPAaHH HEXKEJIaH! PEeaKIUK CJIe]] pa3pellaBaHe 3a ynoTpeOda Ha JIeKapCTBEHUS
HPOJYKT € BayKHO. ToBa M03BOJIsIBA /1a MPOABIKH HAOIIOICHUETO Ha ChOTHOIIEHUETO 10J13a/pHCK 32
JIeKapcTBEHUS NMPOAYKT. OT MEAULMHCKUTE CIICIUATIICTH CE U3UCKBA Ja ChOOIIaBaT BCSIKa
N0JJ03MpaHa HeXeJlaHa Peakiysl Ype3 HallMOHAIHATA CHCTeMa 3a ChOOIIaBaHe B:

W3nmpnHATENHA areHus 10 JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

4.9 TIlpemo3upane

Ennanunn no3u 1o 6 mg/kg ca npuiaraiu MHTPaBEHO3HO B KIIMHUYHU NTPOYyYBaHUs 03
orpaHyuaBalla J103aTa TOKCUYHOCT. B cityuail Ha npeo3upane ce npenopbysa NallUEeHTUTE Ja ce
HaO0JI0JaBaT 3a MPU3HAIM WM CHMIITOMHU Ha HEXXeJIJaH! Peakilni 1 He3a0aBHO Ja Ce TPUIIOKH
MOIXOJAIIO0 CHMIITOMATUYHO JICUEHHE.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 @apmakoguHAMUYHM CBOMiCTBA

®dapmakoTepaneBTuuHa rpyna: imyHocynpecopu, nHxubutopu Ha natepineBkud, ATC kox:
LO4ACO05

MexaHHU3bM Ha JICHCTBHE
Ycereknnymab e m3usiio yoBemko [gG 1k MOHOKIIOHAITHO aHTUTSAIIO, KOETO CE CBBP3Ba ChC
cnenuUIHOCT KbM 001aTa NpoTenHoBa cydeannua p40 Ha YOBEIIKH IIUTOKMHN HHTepiIeBKuH (IL)-
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12 n IL-23. YcreknayMab notrcka OnoakTuBHOCTTa Ha yoBermkuTe 1L-12 u IL-23, kaTo
nmpenoTBpaTsaBa cBbp3BaHeTo Ha P40 ¢ IL-12RB1 perienTopeH mpoTeHH, Pa3loIokKeH Ha IOBbPXHOCTTA
Ha IMYHHUTE KJIETKU. Y CTeKMHYyMal He Moxke 11a ce cBbpike ¢ 1L-12 umu ¢ IL-23, kouTo Beue ca
cBbp3anu ¢ [L-12RB1 peuentopu mo kieThYHaTa MOBHPXHOCT. CIEI0BATENHO € MAIKO BEPOATHO
YCTEKHHYMa0 1a yyacTBa B KOMIUIEMEHT- WM aHTUTSUIO-MEINUPaHaTa IUTOTOKCUIHOCT Ha KJICTKUTE
¢ peuentopu 3a IL-12 w/umu IL-23. 1L-12 u IL-23 ca xeTepoauMepHHU IIUTOKUHHU, CEKPETHPAHU OT
AKTUBHPAHH aHTUTEH-TIPEJICTABALIN KIJICTKH, HAITpUMep Makpodaru U NSHAPUTHH KICTKA U JBaTa
[UTOKWHA y4acTBaT B UMyHHUTE QyHKImH; [L-12 ctumynupa ectectBernte kietku youim (NK) u
npenu3BukBa nudpepennuaiusara Ha CD4 + T knerkure kM T 1 xenmepen (Thl) dpenorumn, 1L-23
nanyuupa et Ha T 17 xennepute (Th17). AGHopMHuara perynanust Ha [L-12 u IL-23 obaye ce
CBBP3Ba C UMYHHOMEIMUPAHHU 3200 IsIBaHIS KaTO IICOpUA3Kc, IICOPHATHYCH apTpuT, 6onect Ha Crohn
U YJILEPO3€H KOJIUT.

Upes cepp3Bane Ha obmata cyoenunnna p40 na IL-12 u IL-23, ycreknnymab Moxe Jja OKa3Ba CBOUTE
KJIMHHYHA ¢(DEKTH P MCOpUa3Kc, MCOpUaTHIeH apTpuT, 6oaect Ha Crohn u ysmepo3eH KoIuT Ype3
npekbeBane Ha mpTHIATa Ha Thl u Th17 muTokuaM, KOWTO Ca B OCHOBATa Ha MAaTOJIOTHATA Ha TE3U
3a00JIsIBaHUSI.

[Tpu marmenTtn ¢ 6omect Ha Crohn nedeHnETO ¢ yCTeKUHYMaO BOAM IO HAMAJIEHUE Ha
BB3NATUTEITHUTE MapKepH, BKIrounTenHo C-peaktuBeH npotenH (CRP) u dekanen kanmpoTeKTrH 1o
BpeMe Ha MHAYKIIMOHHATa (pa3a, KOETO CJie]] TOBa CE MOIbpKa Mpe3 msuiaTa nmoanbpxama ¢asa. CRP
€ OIIEHEH 110 BpeMe Ha MPOIBJDKEHUETO Ha MPOYYBAHETO M HAMAJICHHATA, HAOI0IaBaHH 110 BpeMe Ha
nojaspxKamara ¢asa, OOMKHOBEHO ce 3ama3Bat 70 252 ceMHuIa.

[1pu marueHTy ¢ yiepo3eH KOJIUT JICICHHETO ¢ YCTEKHHYMa0 BOIH JI0 HaMaJIeHHE Ha
BB3MAIUTETHATE MapKepH, BKiIounTeaHo CRP u (ekaneH KaampoTeKTHH [0 BpeMe Ha
MHIYKIMOHHATA ()a3a, KOeTo ce MOoJIbprKa Mpe3 IisiIata noabpikaiia (hasa u mpoab/HKEHHETO Ha
npoyuBaneTo fo ceamuiia 200.

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

BB3PAaCTHUTE NMAUEHTH, JIeKyBaHHu cb¢ STELARA 3a Hali-Manko 3,5 roauHu, ca Aajiyd aHTUTSIIO-
OTrOBOPH HA ITHEBMOKOKOBH MOJIHM3aXapUAHN BAKCHHU U BAKCHHHU CPEILly TETaHYC, CXOAHHU C TE3H MPH
KOHTpOJIHATA Irpyna MalyMeHTH, ody4yaBalld HECUCTEMHO JieueHHe Ha ricoprasuc. CXoJieH MPOLEHT OT
BB3pPaCTHHUTE MAallMEHTH, J1eKyBaHH ¢b¢c STELARA u Te3u B KOHTpOIHATa IpyMa, ca pa3BUIM 3aIUTHH
HHUBA HA AaHTUIIHEBMOKOKOBH M aHTUTETAHWYHM aHTUTENA, U TUTPUTE Ha aHTHUTEJIATa UM Ca CXOJHH.

Kinnnnuna edukacHocT

[1nakoB micopuasuc (Bb3pacTHU MAIIUEHTH)

Bbe3omnacHocTTa M eukacHOCTTa HAa ycTeKuHyMa0 ca oreHenu nipu 1 996 nanueHTH B

JIBE PaHJOMU3HUPAHH, JBOWHO-CIIETIH, TANe00 KOHTPOIHPAHH MPOYYBAHUS MIPH TIAIIMEHTH C YMEPEH
IO TEXBK IJIAKOB IICOPUA3HC, KaHAUAATH 32 (POTOTEeparis Wi cucteMHa Teparnus. OCBEH TOBa B €IHO
PaHJIOMHU3UPAHO, AKTUBHO KOHTPOJIMPAHO IPOYYBaHE ChC 3acCIICIeH OICHUTEN € CPABHEHO JIEHCTBUETO
Ha YCTEKWHYMa0 M €TaHepIENT MPY MAIUEHTH C YMEPEH JI0 TEXBHK TUIAKOB TICOPUA3UC, KOUTO HE ca Ce
TIOBJIMSUIH, TIPOSIBUJIHM Ca HEMIOHOCUMOCT WJIHM Ca MMAJH POTUBONIOKA3aHue KbM IMKIociopud, MTX
i [TYBA Ttepamus.

B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca ounenenu 766 namuentu. 53% ot TIX He ca ce
TIOBIIMSLITH, TIPOSIBUJIA Ca HETIOHOCHMOCT MJIM Ca MMaJIi IPOTHUBOIIOKAa3aHUE KbM JIpyTra CHCTEMHA
tepanusl. [lanmeHTrTe, paHIOMHU3UPaHH 32 JIeYEHHE C YCTEeKHHYMa0, ca TIPUeNH 1031 oT 45 mg mim
90 mg B cenmuny 0 ¥ 4 1 ca NPOABILKUIIM Ja IPUEMAT ChIIaTa 103a Ha BCeKU 12 ceaMuUIu.
[anuenTure, paHIOMU3UPaHH 32 JiedeHue ¢ manedo B ceqmunu 0 u 4, ca MpeMUHaIN KbM JIeYeHHE C
ycreknayMab (45 mg uinu 90 mg) B ceamunu 12 u 16, cie KoeTo ca MpOoABIDKUIH Jla TPHeMaT
chInara 103a Ha Bcekn 12 cenmuru. [lanmeHTr, MbpBOHAYAIHO pAaHAOMHU3NPAHN 32 JIEUCHHE C
YCTEKHHYMa0, KOUTO ca JOCTUTHAJIM HUBO Ha MOBIHUsBaHE 75 MO MHAEKCA 3a 00J1aCT U TeKeCT Ha
nicopuasuc (PASI) (mogodpenue no PASI ot munumym 75% B cpaBHEHHE C U3XOAHUTE CTOHHOCTH) B
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cexmutta 28 u 40, ca MOBTOPHO paHIOMHU3HUPAHU 3a JICUCHHE C YCTEKHHYMa0 Ha Bcekd 12 ceaMuIu
WK ¢ TU1anedo (T.e. OTTerIsIHE OT TepanusTa). [lanneHTiTe, TOBTOPHO PaHIOMHU3UPAHU 32 JISYCHHE C
iane6o B cenmuna 40, ca Bp300HOBIWIN Tepanusita cb¢ STELARA B mbpBOHaYa HaTa CH cXeMa Ha
Jo3upane, cien karo nogpodpenuero uM mo PASI B cemmuna 40 e Hamansiio ¢ muaumym 50%. Benuku
MAIMEeHTH ca MPOCJeIeHH 3a MEePHOJ 10 76 CeAMUIIN CIIe ] TbPBOTO MPIJIOKEHHE HA U3CIEIBAHOTO
JIeYeHNeE.

B npoyusane npu nicopuasuc 2 (PHOENIX 2) ca ounenenu 1 230 marentn. 61% ot Tsx He ca ce
TIOBITHSITH, TIPOSIBUIIH Ca HETIOHOCHMOCT WIIH Ca MMaJIi IPOTUBOIIOKAa3aHUEe KbM JIpyTra CHCTEMHA
tepanus. [lanmeHTuTe, paHIOMHU3UPAHH 32 JICYCHUE ¢ YCTEKMHYMa0, ca MpUen 103U OT 45 My wiu
90 mg B cenmuru 0 u 4, mOCIieABaHM OT JOITBJIHUTEIHA 1032 B cenqmuna 16. [aruenture,
paHIOMHU3UpPaHU 3a JiedeHne ¢ manedo B cenqmunu 0 u 4, ca mpeMUHAIN KbM JIYeHHE C YCTEKHHYMa0
(45 mg v 90 mg) B ceamurty 12 u 16. BcHyky marpieHTH ca MPOCIEACHH 3a MEPUOT 10 52 CeAMUITN
CJIe]l TbPBOTO MPUIIOKECHUE HA U3CIICIBAHOTO JICUCHHE.

B npoyusane npu nicopuaszuc 3 (ACCEPT) ca onenernn 903 manmeHTH ¢ yMepeH 10 TEXBK MCOPUA3NC,
KOHUTO HE ca Ce MOBIHSIIHU, IPOSBUIIN ca HEIMOHOCHMOCT WJIM Ca UMaJli MPOTHBOIIOKAa3aHUe KbM JIpyra
cucrtemHa Tepanusa. CpaBHeHa € e()UKaCHOCTTA Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEPLEIIT U € OLICHEHa
Oe3omacHOCTTa Ha yCTeKMHYMab u eranepuent. [1o Bpeme Ha 12-ceaMuyHaTa aKTUBHO KOHTPOJIUpPaHa
YacT OT MPOYYBAHETO MANMEHTUTE Ca PaHIOMU3UPAHU Ja ipreMat eTanepuent (50 mg aBa mbTH
CeIMUYHO), ycTeknHyMab 45 mg B ceqmuny 0 u 4 win ycrekuaymad 90 mg B ceamunu 0 u 4.

W3xoaHNTE XapaKTepUCTUKHU Ha 3a00JIIBAHETO Ca MPUHIUITHO MTOCIIEI0BATEIHY BEB BCHUKU TPYIIH Ha
JiedeHue B IpoydBaHe mpu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonno HuBoO oT 17 110 18,
¢ MeJMaHa Ha TesecHa MoBBpxHOCT (BSA) Ha m3xomHo HEBO > 20 1 ¢ MeIMaHa Ha AepMaTOJIOTHYEH
WHEKC 3a kadecTBO Ha )uBOT (DLQI) B rparunute ot 10 mo 12. bimso exna Tpera (IpoydBaHe Ipu
ricopuasuc 1) u eJiHa 4eTBBPT (IIPOyUYBaHE MPH IICOPUA3UC 2) OT MAIMCHTUTE UMAT IICOPUATHYCH
aptput (PsA). [TogoOHa TexxecT Ha 3a00JIBaHETO ce HAOJII0IaBa U IIPU POYYBaHE MPH IICOpUA3UC 3.

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

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

Cemmuma 12 Cenmura 28
2 nosu (cenmuria 0 1 ceqmuna 4) 3 mo3u (ceamura O,
cenmuria 4 u ceamuna 16)
[Tname6o 45 mg 90 mg 45 mg 90 mg

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

TToBausaBane mo

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

IloBnusBane 1o

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

TToBnusaBane mo

0 04) 2 0/4) & 0, 0
PASI 90, 6p. (%) 5 (2%) 106 (42%) 94 (37%) 123 (49%) 135 (56%)

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

Bpoit nanuenTn

<100 kg 166 168 164 164 153

TToBnusaBane mo
PASI 75, 6p. (%)

6 (4%) 124 (74%) | 107 (65%) | 130(79%) | 124 (81%)
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Bpoii nanmentn

PASI 75, 6p. (%)

> 100 kg 89 87 92 86 90
IloBnusiBane o 0 0 0 0 0
PASI 75. 6p. (%) 2 (2%) 47 (54%) 63 (68%) 48 (56%) 67 (74%)

IIpoyuBane npu

MCOPHA3HC 2

bpoit

paHIOMHU3UPAHU 410 409 411 397 400

MAIEeHTH

TlonusiBane no 0 oma om\a 0 0

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

IToBnusiBaHe 110 0 o a oL a o 0

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

Tlonusiane mo 0 oma om\a 0 0

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

OOJI° 3a u3uncrenu

VI MUHUMAITHH, Op. 18(4%) 277 (68%)2 | 300 (73%)? 241 (61%) 279 (70%)

(%)

Bbpoit nanuenTn

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

Bbpoit nanuenTn

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

a
6

p < 0,001 3a ycrekunymab 45 mg wim 90 mg B cpaBHeHue ¢ miamebo (PBO)
OOJI = Obm1a omieHKa Ha JeKaps

Tabruya 3 Obobwenue na kiuHuyHomo nosiusasane 6 npoyusane npu ncopuasuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBane npu ncopuasuc 3
Etanepnent Ycreknnymab
24 no3u 2 nosu (cenmuna 0 u ceamura 4)
(50 mg aBa mbTH 45 mg 90 mg
CeJIMHYHO)
Bpoii panioMHU3MpaHl MAMEHTH 347 209 347
[Monusiane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)?
[Mosnusiane mo PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)?
IMosnusiBane mo PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)?
OOJI 3a n34UCTEHN WIH o o\ oL\
MuHIMATHH, Op. (%) 170 (49%) 136 (65%) 245 (71%)
bpoii nanmentu < 100 kg 251 151 244
g/i’;“ma“e no PASITS, op. 154 (61%) 109 (72%) 189 (77%)
bpoii nanmentu > 100 kg 96 58 103
IToBnusiBane mo PASI 75, Op. 43 (45%) 32 (55%) 67 (65%)

(%)

a

6

p = 0,012 3a ycrekunymab 45 mg B cpaBHEHHE C C€TaHEPIICHT.

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

B npoyuBane npu ncopuasuc 1 nogaspkaneto Ha PASI 75 e 3HaunTenHO M0-BUCOKO NMPH
MIPOIBIDKUTENHO JIEUEHNE, B CPABHEHHE C TOBaA TIpH oTrerisiHe ot yieuenunero (p < 0,001). IToxo6Hu
pe3ynTatu ce HaOJIroaaBaT MpH BCsAKa 103a yecrekuaymab. Ha 1% ronuna (cemmuria 52) 89% ot

MAalKUEHTUTE, TOBTOPHO PaHIOMU3HUPAHU 33 MOAIBPIKALIO JIeueHue, ca ce monusiu no PASI 75, B
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cpaBHeHHE ¢ 63% OT MaIMeHTHTE, TIOBTOPHO PAHIOMU3MPaHH 32 TIae0o (OTTErIIsTHE OT JICYCHUETO)
(p <0,001). Ha 18™ mecerr (cenqmuria 76) 84% OT maimMeHTUTE, MOBTOPHO PAHIOMHU3MPAHH 32
MOAIBPIKAIO JIedeHue, ca ce monusuin mo PASI 75, B cpaBHenue ¢ 19% oT nmanyieHTUTE, TOBTOPHO
paHIoMuU3MpaHy 3a ranebo (oTTeryisiHe oT jJeyenueTo). Ha 3™ roguna (ceamuna 148), 82% ot
MaIMEeHTUTE, TIOBTOPHO PaHIOMHU3HMPAHH 3a IMOIIBPIKAIIO JISUeHHE, ca ce moBiusuma mo PASI 75. Ha
5-ta roguna (ceamuia 244) 80% oT man@eHTuTe, MOBTOPHO PaHAOMU3UPAHA Ha TOAIBPIKAIIO
JIedeHue, ca ce mosnusu mo PASI 75.

IIpu marueHTHTE, MIOBTOPHO PAaHIOMHU3HPAHH 32 ITane00, KOUTO OTHOBO Ca MPEMHUHAIN KbM
I'bPBOHAYATHATA CH CXeMa Ha JICUCHHE C YCTEKUHYMa0 cien 3arybara Ha > 50% momgoOpeHue mno
PASI, 85% ca Bb3cTanoBmIM noBiusiBaneTo mo PASI 75 B pamkute Ha 12 ceamMuIm ciex
BB300HOBSBAHE HA TEPANTHATA.

B nmpoyuBane npu ncopuazuc 1 B cenmuna 2 u ceamuna 12 ce HaOmo1aBa 3HAYUTEIHO MOJ00peHHe
crpsiMo m3xoaauTe cToitHOCTH Ha DLQI BBB BCsKa OT TpynuTe Ha JeUeHUE ¢ yCTeKnHyMal B
cpaBHenue ¢ 1ane6o. [Togoopenuero ce 3amaspa no ceamuma 28. [Togo0HO 3HAYUTETHO MOI00pEHUE
ce Ha0Jr0/1aBa B IPOYyYBaHe MpH rcopuasuc 2 B ceamun 4 u 12, koeto ce 3ana3sa o ceamuia 24. B
IpoyYBaHe MpH IIcoprazuc 1 mogoOpeHnsTa B HOKbTHUS IICOpUa3UC (MHICKC 3a TEKECTTa HA HOKBTEH
TICOpHA3MC), B 00I1aTa OleHKa Ha PU3UIECKOTO U eMOIIMOHAITHOTO ChCcTOsTHUE 110 SF-36 1 BBB
BU3yaJTHO-aHAJIOTOBATa CKajla 3a ONpe/elisiHe Ha CTOMHOCTTA Ha Ookarta npu chpoex (VAS) criio ca
3HAYMTENTHH [IPU BCSKA rPyIa Ha JIeYeHHe ¢ yCTeKUHyMal B cpaBHEHHe ¢ mane6o. B mpoy4uBane npu
Tcopuasuc 2 KIMHAYHATA CKaja 3a TpeBoxkHOCT u aenpecus (HADS) u BRIIPOCHUKBT 3a paboTHH
orpaanucHus (WLQ) CchIll0 MOKa3BaT 3HAYUTEIHO MMOI00OPSHKUE BhB BCSKA OT IPYINUTE HA JICUCHUE C
yCTeKHHYyMab B CpaBHEHHE ¢ T1aneo.

IIcopuatnueH aptputT (PSA) (Bb3pacTHHU AIUEHTH)

Jloka3zaHo e, 4ye yCTeKuHyMa0 1moo0psBa MPU3HALUTE U CUMITOMUTE, (PU3HMYECKOTO ChCTOSHUE U
CBBP3aHOTO ChC 3/IPABETO KAU€CTBO HA )KMBOT M HaAMaJIsiBa CTENICHTA HA TPOTPECUs Ha MePUPEPHOTO
CTaBHO YBpPEXKJIaHE MPU Bb3PACTHU MAICHTH C aKTHBEH PsA.

be3onacHocTTa M e(hUKacCHOCTTA HAa YCTEKUHYMAa0 ca OleHeHH MpH 927 MalMeHTH B 1BE
paHIOMU3UPAHH, TBOMHOCIIEIH, TUIANe00-KOHTPOIMPAHH TPOYYBaHUS TPY MAIIMEHTH ¢ aKTUBEH PSA
(> 5 moxyTu cTaBu 1 > 5 OOJNE3HEHH CTaBH) BBIIPEKH yIIOTpeOaTa Ha HECTEPOUIHH
npotuBopb3nanuTesnu cpeacrsa (HCIIBC) wiu moguduipariu 60jaecTTa aHTUPEBMATOU THU
nexapctBa (DMARD). IlanmeHTHTE B TE3W MpOYYBaHUS ca MMAII TIOCTaBeHa Tuarno3a PsA Haii-
MaJIKo OT 6 Mecera. BKirroueHu ca ManeHT! ¢ BCSIKaKbB TOATHIT Ha PSA, BKITFOUHTEITHO
MOJIMAPTUKYJIAPEH apTPUT Oe3 JaHHHU 32 peBMaTOUIHU BB3IH (39%), CHOHAMIUT ¢ IepUQepeH apTPUT
(28%), acumetpuuen nepudeper aptput (21%), ¢ yyactue Ha TucTaliHa MHTEpdaaHreanaHa cTaBa
(12%) n naBamuauzupamnt aptput (0,5%). Hax 70% u 40% oT manueHTHTE B IBETE MPOYUYBAHHUS Ca
MMaJii ChOTBETHO C€HTE3UT U JIAKTIIIUT Ha U3X0HO HUBO. [laruenTuTe ca paHaoMU3upany aa
MoJIy4aT JiedeHue ¢ yctekuaymao 45 mg, 90 mg, win miaie6o noKoxxHo Ha cenMuiy 0 u 4,
MOCIIe/IBAHM OT Tpuiiarane Ha Bceku 12 cenmurtu (q12w). [pubmmsurenno 50% ot manueHTUTe ca
MPOABIDKHIIY Ha TocTostHAA 1032 MTX (< 25 mg/cenmuria).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT II), crotBeTHO 80% 1 86% OT
nanueHTure, ca omm nexkysanu ¢ DMARD. B npoyuBane 1 He € 6110 03BOJICHO MTPEIUILIHO JICYEHUE
C aHTaroOHUCT Ha TyMop-HekpoTusupail paktop ajnda (TNF)a. B mpoyusane 2, HoBe4eTO MallMEHTH
(58%, n = 180) ca Owu JekyBanu ¢ eqHo win nosede autu-TNFa cpeacto(a), kato ot Ts1x Hax 70%
ca npeyctaHoBwIH cBoeTo anTUu-TNFa nedenune, nopanu nunca Ha epUKaCHOCT MM HEITOHOCHUMOCT,
IO BCSKO BpeEMe.

Ipusnayu u cumnmomu

JleuenneTo ¢ ycTeKHHYMa0 BOJIU 10 3HAYUTEITHH MOJOOPEHHS B U3MEPUTEIIHUTE 32 AKTUBHOCT Ha
3a00JIsIBaHETO B CpaBHEHME ¢ Tu1arie6o Ha cenmuiia 24. [IspBruuHaTa KpaiiHa TOUKa € MPOIEHTHT Ha
MAIMEHTHTE, TOCTUTHAIN OTToBOP 20 10 KpUTEPUHTE HA AMEPHUKAHCKHUS KOJIEX IT0 PEBMATOIOTHS
(American College of Rheumatology, ACR) na ceamuria 24. OcHOBHUTE pe3ysiTaTh 3a e(pUKacHOCT ca
MpeICTaBeHH B Ta0IMIIA 6 TI0-7I0ITY.
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Tabnuya 4  bpoii na nayuenmume, NOCMUSHAIU KIUHUYEH OM2080P NPU NCOPUATUYEH aPMPUM
IIpoyusane 1 (PSUMMIT I) u llpoyusane 2 (PSUMMIT Il) na ceomuya 24

IIpoyyBaHe npu ncopuaTuyeH IIpoyuyBaHe npu ncopuaTuieH
aprpur 1 apTpur 2
IL1ane6o 45 mg 90 mg IL1ane6o 45 mg 90 mg
Bpoii
PaHIOMU3HPAHH 206 205 204 104 103 105
NanueHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)? | 21 (20%) | 45 (44%)* | 46 (44%)*
otrosop, N (%)
OATSSBig’ Ng | 18E%) | SLES%) | 57T@B%F | T(%) | 18(17%) | 24 (23%)
ACR 70 5(2%) | 25(12%)* | 29 (14%)* | 3(3%) | 7(7%) | 9(9%)"
otrosop, N (%)
bpoii nayuenmu c
> 3% BSA' 146 145 149 80 80 81
PASI TS 16 (11%) | 83 (57%)* | 93 (62%)? 4 (5%) 41 (51%)* | 45 (56%)?
otrosop, N (%)
ETAF‘:’)LSS Nog | 4(G%) | 60(41%) | 65 (44%)P | 3(%) | 24 (30%) | 36 (44%)°
Komb6uampan
PASI 75 u 0 AT 0p)2 0 0p)2 00)2
ACR 20 8 (5%) | 40 (28%)* | 62 (42%) 2 (3%) 24 (30%)* | 31 (38%)

otrosop, N (%)

Bpoii nauuenTn

<100 kg 154 153 154 74 74 73

ACR 20

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

bpoii nayuenmu c

> 3% BSA" 105 105 111 54 58 57

PASI 75

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

Bpoii nauuenTn

> 100 kg 52 52 50 30 29 31

ACR 20

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

bpoii nayuenmu c

> 3% BSA" 41 40 38 26 22 24

PASI 75

orroson N (%) | 26%) | 19(48%) | 20(53%) 0 | 10(45%) | 13 (54%)

p <0,001

p < 0,05

p=NS

bpoit manmentu ¢ > 3% BSA 3acernara ncopuatuyuHa Koka Ha H3XOIHO HHBO

H W o W

ACR 20, 50 u 70 oTroBOpH MpOIBIIKABAT JIa C€ TOA0OPSIBAT MITH ce TOIbPKAT 10 ceamuiia 52 (PSA
[Ipoyusane 1 u 2) u ceaqmuna 100 (PsA Tlpoyusane 1). B PsA [poyusane 1, ACR 20 otroBopu Ha
cenmutia 100 ca mocrurnatu npu 57% u 64%, crorBeTHO 32 45 Mg 1 90 mg. B PsA Ilpoyusane 2,
ACR 20 otroBopu Ha ceamuiia 52 ca nocturHatu npu 47% u 48%, crotBeTHO 32 45 mg u 90 mg.

[IponeHTHT Ha MAIMEHTHTE, TOCTUTHAIIA OTTOBOP 10 MoauduIMpanu PSA kputepun Ha OTTOBOP
(PSARC) cb110 € 3HaYUTEITHO MO-TOJISIM NIPU IPYIUTE HA YCTEKUHYMa0, B CpaBHEHHE C Iuiaedo Ha
cenmuna 24. Otrosopu PSARC ce nogaspxar no Bpeme Ha ceamuuu 52 u 100. [To-ronsm npoueHT ot
MAIMEHTHTE, JIEKYBaHH C YCTEKHHYMa0, KOUTO Ca MMaIl CIIOHIUITUT ¢ ieprudepeH apTpuT Kato
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OCHOBHa JTMarxo3a, mokas3sar 50 u 70 mpOIeHTHO MOJ00pPEHUE B CKOpa 0 baT MHIEKC 32 aKTUBHOCT
Ha 3abonsBaneTo npu ankmwiosuparn cnoaamwmt (Bath Ankylosing Spondylitis Disease Activity Index,
BASDALI) B cpaBHeHue ¢ tutane6o Ha ceamuiia 24.

OtroBopuTe, HAONIOIaBaHU TIPU TPYIIHTE, JIEKYBAaHH C YCTEKUHYMA0, ca CXOJIHH MPY NAIUEHTHUTE,
KOHTO ITOJTy4YaBat MM HE TI0JTydaBat eaHoBpeMeHHOo MTX 1 ce momappskaT o BpeMe Ha ceqMuIu 52
u 100. ITanmenTuTe, TeKyBaHU Npeau ToBa ¢ aHTU-TNFo cpefcTBa, KOUTO ca MONyYHIIH yCTEeKUHYMao,
ca MOCTUTHAJIM TIO-TOJISIM OTTOBOP Ha CeMUIIA 24 B CpaBHEHHE C MAIIMEHTHUTE, MOTyJYaBajy rianedo
(ACR 20 otroBop Ha cenmutia 24 3a 45 mg u 90 mg e crotBeTHO 37% 1 34% B cpaBHEHUE C M1ae60
15%; p < 0,05) 1 oTroBOpUTE CE MOIBPKAT IO BpeMe Ha cenMuIia 52.

[Ipu manmeHTH ¢ EHTE3UT /WK JAKTHINT HAa U3X0JHO HUBO, Tipu PsA IlpoyuBane 1 ce HaGmromaBa
3HAYMMO NOJO0pEHHE B CKOPOBETE 33 €HTE3UT U NAKTHIIUT [IPU TPYIIUTE Ha yCTeKUHyMal B cpaBHEHHUE
¢ mane6o Ha cenmuna 24. B PsA TIpoyuBane 2 ce HabmogaBa 3Ha4uMO TOAOOPEHUE B CKOPa 3a
EHTE3UT U YHCIIEHO oJ00peHre (He € CTaTUCTHYECKH 3HAYNMO) B CKOpPa 3a JaKTHIIUT MPH rpymaTa Ha
yctexkuayMad 90 mg B cpaBHeHHe ¢ TuTane6o Ha ceamuma 24. [logoOpenusiTa B CKopa 3a €HTE3UT U B
CKOpa 3a JaKTHJIUT ca MOJAbp KaHu 1o Bpeme Ha ceamuiu 52 u 100.

Paouoepagpcxu omeosop

CTpyKTYpHO yBpeXIaHE B IBETE PBIIC M KpaKara ce u3passiBa KaTo MPOMSHA CIIPSIMO U3XOJHOTO HHBO
B o6mus van der Heijde-Sharp ckop (vdH-S ckop), Mmomudunmpan 3a PsA upe3 nobassiHe Ha
IUCTANHUTE HHTEp(daIaHrealHy cTaBu Ha pouere. [IpoBenen e npeasapurento aeduHupan
WHTETPUpPaH aHAIN3 Ha KOMOMHHUpaHu AanHu OT 927 nauuentu B aBete PsA Tlpoyusanus 1 u 2.
YcreknHymab moka3Ba CTAaTUCTHYESCKH 3HAYMMO HaMaleHUE B CTETIEHTa Ha MPOrpecusl Ha
CTPYKTYPHOTO YBPEXJaHE B CPaBHEHHE C I1ane00, U3MEPEHO Ype3 IPOMSHA CIIPAMO U3XOAHOTO HHUBO
10 24 ceqmuna B o6mwms momuduitpan VAH-S ckop (cperen + SD ckop e 0,97 + 3,85 B rpynara Ha
riane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 npu cboTBETHO ycTeknHYMab Tpynu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edext ce bk Ha PsA Ipoyusane 1. EdQexTsT ce cunta 3a
JIOKa3aH, HE3aBUCHUMO OT eTHOBpeMeHHaTa yrnoTpeda Ha MTX u ce momabpika mo Bpeme Ha

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

Qu3suuecko CbCMosHUe U CBbP3AHO CbC 30PABEMO KAYeCMB0 HA JHCUBOM

[armenTy, JleKyBaHU ¢ yCTEKHHYMa0, ca IMoKa3air 3HAYUTEITHO Mo100peHne Ha PU3NIecKOTO
CBCTOSIHUE, KAKTO € OIIEHEHO 10 MHJIeKCa 32 MHBAJIUIHOCT OT BHIIPOCHUKA 32 OLIEHKA Ha 37PaBeTo
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [IpomeHThT Ha
MAIUEeHTHTE, IOCTUTHAIIN KITHHUYHO 3Ha4nMo > 0,3 momoboperne Ha HAQ-DI ckopa cripsimo
W3XOJHUTE CTOWHOCTH, CHIIO € 3HAYNUTEITHO TIO-TOJISIM MIPU TPYITUTE Ha yCTEKUHYMal, B CpaBHEHHE C
miane6o. [Togoopenne Ha HAQ-DI ckop cripsiMo U3X0AHOTO HUBO C€ HOJIbPIKa 110 BpeMe Ha
cenmunu 52 u 100.

Nwma 3naunrtenno nogodpenne B DLQI ckopoBete mpu rpynute Ha ycTeKnHyMa0, B CpaBHEHHE C
rutane6o Ha ceqmuiia 24, K0eTo ce moaabpka mo Bpeme Ha cenmuiy 52 u 100. B PsA Ilpoyusane 2
¥Ma 3HAaYUTEIIHO OJOOpEHNE B CKOPOBETE 32 (PyHKIIMOHAIHA OLIEHKA HA TepanusiTa 3a XpOHUUHO
3abossiBane - ymopa (Functional Assessment of Chronic IlIness Therapy — Fatigue, FACIT-F) npu
rpynuTe HA YCTEKMHYMa0, B cpaBHEHHE ¢ Iuianebo Ha cenmuia 24. [IponeHTsT Ha NalMeHTHTe,
JOCTUTHAJM KIMHUYHO 3HaYMMO noo0penue Ha ymoparta (4 Touku no FACIT-F) cbiio e 3HaUMTENHO
MO-TOJISIM TP TPYIIUTE HA YCTEKUHYMa0, B cpaBHeHHe ¢ mane0o. [Togoopenusta na FACIT-F ckop
ce MoJIbPIKaT Mo BpeMe Ha ceMHIa 52.

TleguaTpuyHa OIyJIAIUs

EBpornelickara areHus o jJekapcrBaTa oTjiara 3abJDKEHUETO 3a IPEJI0CTaBsIHE Ha PE3YJITATUTE OT
MPOyYBaHUsATA C yCTEKHHYMa0 B €/IHA WX NIOBEUE TOATPYITH Ha MeANaTPUIHATA MOITYJIAIUS C
IOBEHUJICH UUOTIATHYEH apTPHUT (BK. TOUKa 4.2 32 nHGOpMAIMI OTHOCHO yoTpeda B MeUaTpusTa).
IIpenBapuTenHo HambJIHEHATA MTUCAJIKA HE € MPOyYBaHa P NeIMaTpuyHaTa MOMYyJIalus ¢ ICOPUA3UC
1 HE ce IperophyBa 3a yrnoTpeda npH neAuaTpruuHy MalueHTH.
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Bosect Ha Crohn

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

[MpoyuBanusita ¢ maAyKuus BitoyBat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) mauuentu.
[TepBuYHaTa KpaiiHa TOYKa 32 IBETE MHAYKIIMOHHY MPOYYBAHMUS € MPOLCHTHT HAa YYACTHHILIUTE C
KJIMHHYEH O0TroBop (ompeaeneH kato Hamanenue Ha CDAI ckopa ¢ > 100 toukn) Ha ceamuna 6.
JannuTte 3a epUKACHOCT ce ChOMpAT U aHAIM3UPAT 10 CeAMUIIA § 3a ABETE MPOYUBAHHUS.
EnHOBpEMEHHOTO MPUIIOKEHUE HA IEPOPATHU KOPTHKOCTEPOUIH, UMYHOMOIYJIATOPH,
aMHUHOCAITMIIATHA ¥ aHTUOMOTHIIH € pa3pemeHo u 75% OT manueHTHTe MPpOIb/DKaBaT J1a IMOJydaBaT
Hali-MaJIKO €IHO OT Te3H JIeKapcTBa. B 1BeTe npoydyBaHMs MAEHTHTE ca PaHIOMU3UPAHH /1a
MOJyYaT eTHOKPaTHO MHTPABEHO3HO MPEMopbUNTeNHATA 1032 MpuoIn3nTenHo 6 mg/kg B 3aBucuMocT
oT TenecHoTo Tero (Bxk. Tabmuma 1, Touka 4.2), pukcupana mo3a 130 mg ycrekuHyMad uinu miaredo
Ha ceamuna 0.

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

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

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

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

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

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

ceamuia 6
Konuen orrosop (100 Touxn), 50 (20,2%) | 94 (37.8%)* | 67 (32.1%) | 121 (57,9%)¢
ceamuna 8
70-TOYKOB OTTOBOP, CEAMHUIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)?
70-TOYKOB OTTOBOD, ceaAMHIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)?
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Knunuunara pemucus e onpenenena katro CDAI ckop < 150; KnMHUYHUAT OTrOBOp € ONpeeNneH KaTo HaMaleHue Ha
CDALI ckop ¢ Haii-manko 100 TOUuky WiIK ChCTOSHHUE B KIMHUYHA PEMHCHUS
70-TOYKOBHSAT OTTOBOP € onpeneseH kato Hamanexne Ha CDAI ckop ¢ Hait-manko 70 Touku

*

Heycnex na antu-TNFa tepanus

** Heycrex Ha KOHBEHIMOHATIHATA TEPaIUs

a
6

p < 0,001
p<0,01

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

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

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

CRD3001°

Il1ame6o* 90 mg 90 mg
YCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3s
8 cenmunm 12 ceamuu
N = 1317 N = 1297
N = 1287
KnuHuYHA peMuCHS 36% 53%° 499%°
KIIMHMYEH 0TTroBOp 44% 59%° 58%°
Kimmanyna pemucus 63 KOpTHKOCTEPOUTH 30% 47%? 43%"
KnuHuyHa peMucHsi Ipu MalueHTH:
B PEMHCHS B HAYATIOTO HA MO/UIBPKAMATA | 400, (36/79) | 67% (52/78)" 56% (44/78)
Tepanus
‘ggg%gg;“”maT OT TpoyHpane 44% (31/70) | 63% (45/72)* | 57% (41/72)
;‘g‘;g f:pzi EfIK-‘/BaH“ jlocera ¢ antu- 49% (25/51) | 65% (34/52)* | 57% (30/53)
KOHTO C€ BKJIIOUBAT OT MPOYYBaHE 26% (16/61) | 41% (23/56) 39% (22/57)

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

*

e

wn

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

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

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

B IM-UNITI 29 ot 129 nanueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHMHYMa0 MPH NPUIIOKEHUE Npe3
12 cenMuny 1 € MO3BOJIGHO KOPUTHPAHE Ha 103aTa Taka, 4e /1a IoJIydyaBaT ycTeKuHymal npes

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

[NarnuenTyTe, KOUTO HE ca MOCTUTHAIIM KIIMHIYEH OTTOBOP KbM WHIIYKIIHS C YCTEKHHYMa0 Ha
cenmuiia 8 ot npoyusanusta ¢ uaaykips UNITI-1 u UNITI-2 (476 nanuenTH), ca BKIIOYCHU B
HEepaHIOMH3MpaHaTa 4acT OT Mpoy4BaHeTo ¢ noaabpxkama tepanus (IM-UNITI) u ca nomyuunu
MOJIKOKHA MHXKEKIHS ¢ yereknHyma0 90 mg mo toBa Bpeme. Ciienr ocem cenmuiu 50,5% ot

76




NAIlMEHTUTE ca IIOCTUIHAIM KJIMHUYEH OTIOBOP U Ca MPOIBJDKUIIM Ja MOIy4aBaT MoIbprKalla
Tepanus mpe3 8 ceamuiy. IloBedeTo oT T€3M NaLMEHTH C MPOABJLKUTENHA TOAIbPIKaILa TePAIIUs
nogaspxkat orroBop (68,1%) u mocturar pemucus (50,2%) Ha cenqmuua 44, KaTo MPOLEHTHT UM €
noJ00eH Ha TO3H MU MALUEHTUTE, KOUTO ITBPBOHAYAIHO Ca Ce MOBIUSIIA OT HHIYKLUS C
YCTeKHHyMao.

Ot 131 nanueHTy, KOUTO ca C€ MOBJIUSIN OT MHAYKIIHS C YCTEKUHYMAa0 U ca paHAOMU3UPAHU B
rpynara Ha mianebo B Ha4alioTo Ha MPOYYBAaHETO ¢ MOAAbpIKaIia Teparus, 51 BrociencTeue ca
3aryOnim oTroBopa cu u ca momydmmm 90 mg ycTeknHyMab moakoxkHo mpe3 8 cenmuriy. [loBedero ot
MAIUCHTUTE, 3aryOniIi OTTOBOPA CU U MOAHOBUIIH JICUSHUETO ¢ YCTEKHMHYMa0, ca ro HalpaBUIH B
pamMkuTe Ha 24 CeIMUIU OT MHAYKIMOHHAaTa nHGYy3us. Ot Te3u 51 naruentu 70,6% mocturar
KITMHIUYEH OTroBop U 39,2% mocturat KiIMHAYHA peMuchs 16 ceIMAIN e/l oTydYaBaHeTo Ha
I'bpBaTa MOJKOXKHA J103a YCTEKUHYMaO0.

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

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

Enoocxonus

BBbHIIHMAT BUJ HA IUTaBULIATA € OLICHEH €HJIOCKOICKY IpH 252 MalKUeHTU ¢ NOAXO0A1Ia U3X0JHA
€H/IOCKOTICKAa aKTHBHOCT Ha 3a00JISIBAHETO B €IHO MOATNIpoyYBaHe. [IbpBUYHATA KpaliHa TOYKa €
MPOMSIHA OT M3XOTHOTO HMBO Ha OMPOCTEHUS eHI0CKONICKH cKop mpu 6ostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 HIIC0-KOJOHHH
CErMeHTa 3a HaJTM4ne/pa3Mep Ha sI3BUTE, MPOIISHT Ha JINTaBUYHATA TIOBBPXHOCT, IOKPHUTA OT SI3BH,
MPOIIEHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATa OT JPYTH JIE3UH, U HATNYHE/BUJI Ha
CTeCHsIBaHUATa/CTpUKTYypuTe. Ha cenmuna 8, ciien eAnHUYHA HHTPAaBEHO3HA HHAYKIIMOHHA 7103,
npomsiHata B SES-CD ckopa e mo-rossima B rpynara Ha yctekuayma0 (n = 155, cpenna

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

Tlosnuseane na gpucmynume

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

Kauecmso na srcusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )XKHMBOT, CBHEP3aHO ChC 3/IPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpH
BB3NAIUTETHN 3a00saBaHus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeIpocHuUIM SF-36. Ha ceqmuria 8 manueHTHTE, OMyYaBald yCTEKUHYyMa0, TOKa3BaT CTATUCTHIECKU
3HAYUMO IO-TOJISIMO U KIIMHUYHO 3HaYMMO nogo0Openue Ha ooums IBDQ cxop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHeHue ¢ mnanebo. B nmpoyuBanero IM-UNITI no ceamura 44 te3u mogodpeHus
0OMKHOBEHO Ce MOUIBPIKAT MO-100pe MPH JIEKYBaHU C yCTEKMHYMa0 MallMeHTH B CPAaBHEHHE C
rtane6o. [TogoOperneTo Ha Ka4ecTBOTO Ha KUBOT, CBBP3aHO ChC 3[PaBETO, OOMKHOBEHO CE
MOIBPIKA MPE3 ISLIOTO MPOIBbIDKEHHE J0 ceamulia 252.

Vimepo3eH KOIuT

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

KOETO TIPEICTaBIABa HAl-MaJIKO 52 CeIMUITH Ha TepaITusl.

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

Tperyie ] Ha CHIOCKOIIHHTE.

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

PaspelieHo € eTHOBPEMEHHO TIPUIIOXKEHHE Ha MTEPOPATHU KOPTUKOCTEPOU TN, UMYHOMOTYJIATOPH H
aMHHOCATHIWIATH, KaTo 90% OT manueHTUTe NPOABIDKABAT Aa MOIy4aBaT Hali-MaJKo €HO OT Te3U
JekapcTBa. BriroueHuTe manuenTy TpsioBa 1a ca MpeMHUHAIN HEeyCIeIHA KOHBEHIIMOHAIHA TePaIlns
(KOPTHKOCTEPOUIN MM UMYyHOMOIYJIATOPH) TN JICUYCHUE C HAil-MaJIKO ¢THO OHOIOTHYHO
nexapcTBeHo cpenctBo (antaronuct Ha TNFo w/mmu Bemonuzyma0). [Ipu 49% ot manmenTute
KOHBEHIIMOHAITHATA TEPAIus € HEYCIelHa, HO He ¥ JICUSHHETO C OMOIOTUYHO JIEKAPCTBEHO CPEACTBO
(ot xouTo 94% He ca JleKyBaHU 0cera ¢ OMOJIOIMYHH JIEKAPCTBECHH NPOLYKTH). 51% OT manueHTure
ca JICKYBaHHU HEYCIECITHO WM UMAT HEMOHOCUMOCT KbM OHOJIOTUYHO JICKAPCTBEHO CPEJICTBO.
[TpubnuzutenHo 50% oT MaIMEHTUTE ca JIEKYBaHU HEYCICIIHO ¢ Haii-Mako | mpeiiecTaila aHTH-
TNFa Tepamus (oT kouto 48% THPBUYHO HE ca ce MOBIUIN), a 17% ca nmanu Haii-manko 1 Tepanus

¢ aatu-TNFa cpenctBo u Bemonmm3ymao.

B UNIFI-I 3HaunMo 1o-TossM NpoUEeHT OT NAalMEHTUTE ca B KIIMHUYHA PEMUCHS B rpyIara, JIEKyBaHa
C yCTeKHHYMa0, B cpaBHeHHeE ¢ uiaie6o Ha ceamuna 8 (Tabmuma 11). Omie Ha Cenmuna 2, Haii-
paHHaTa IUIaHUpaHa BU3UTA B IPOYYBAHETO, U IPH BCAKA BU3UTA CJIEA TOBA MO-TOJISIM MIPOLICHT
MAIMEHTH C YCTEeKUHYMa0 HAMAT PEKTATHO KbPBEHE WIIM IIOCTHTaT HOPMaJIHa YeCTOTa Ha JedeKanus
B CpaBHEHHE C MAIMEHTHUTE Ha mane6o. HabmogaBaHu ca 3HAYMMU Pa3IvKH MEKAY YCTCKHHYMa0
rrane6o B YacTHIHUA cKop o Mayo u cumnToMaTidHaTa pemucus ome Ha Cenvuna 2.

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

CC MpenopbpYIBa KAaTO 03a 3a UHTPABCHO3HATA WHAYKIU.

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

Inaunedo IIpenopbunTenna
N =319 71032 yCTeKHHyMa0:
N =322
Knuanana pemucus® 5% 16%*
[Tpun manmeHTyH ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 9% (15/158) 19% (29/156)°
1 OMOJIOTHYHA Tepanus
I[Ipy manMeHTy ¢ HEYCIENHA OUOIOTMYHA TEPAIHs’ 1% (2/161) 13% (21/166)°
[Ipu nanuenTu ¢ HeycneniHa Tepanus kakto ¢ TNF, 0% (0/47) 10% (6/58)"
Taka U ¢ BeJI0IM3yMad
KnuuugeH otrosop® 31% 62%°
I[Tpu manueHT ¢ HeyCHenHa KOHBEHI[MOHAIHA, HO HEe 3506 (56/158) 67% (104/156)°
1 OMOJIOTHYHA TepaIHs
ITpy malMEHTH ¢ HEYCTIEMHA OMOJIOTHYHA TEpANHs 27% (44/161) 57% (95/166)°
[Ipu nanuentn ¢ HeycnemHa Tepanust Kakto ¢ TNF, 28% (13/47) 529 (30/58)"
Taka M ¢ BeIonm3ymad
JluraBuuno o3npassiBane’ 14% 27%*
[Tpu manmeHTH ¢ HeycnenHa KOHBEHIIMOHAIHA, HO HEe 21% (33/158) 3306 (52/156)°
1 OMOJIOTHYHA TepaIHs
ITpy manueHTy ¢ HEYCIenHa OMOIOTHYHA TEPATTHSI 7% (11/161) 21% (35/166)°
CHMMNTOMATUYHA PEMHCHS 23% 45%°
KoMOuHMpaHO CUMIITOMATHYHA PEMUCHS ¥ JTUTABUYHO 8% 2104

o3paBsiBaHe*
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Tabnuya 1.

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

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

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

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

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

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

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

pexTanHo kbpBeHe 0.

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

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

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

MUCAJIKa).

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

yCTeKnHyMa0, B CpaBHEHHE ¢ rpymara ¢ mianebo Ha ceamuria 44 (Bx. Tabmuma 12).

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

52 ceomuyu om 3anousare Ha UHOVKYUOHHAMA 003a)

Mname6o* 90 mg 90 mg
N =175 YCTeKMHYMAa0 | yCTeKHHyMad
npe3 npe3s
8 cenmmuiu 12 cenmunu
N =176 N=172
Knuanana pemucus** 24% 44%? 38%°
IIpu nanyeHTy ¢ HeyCHelHa
KOHBEHITHOHAITHA, HO He W OHOJIOTHYHA 31% (27/87) 48% (41/85)" | 49% (50/102) "
Tepanus
[IpH naunenTH ¢ Heyenera 17% (15/88) | 40% (36/91)® | 23% (16/70)"
OMOJIOTHYHA Tepanus
[1pu manueHTy ¢ HeyCHenHa Tepamms 15% (4/27) 3306 (7/21)" 23% (5/22)"
kakTo ¢ TNF, Taka u ¢ Benonnuzymad
Hoz[m,px(aﬂg Ha KJIMHHYEH OTTOBOP 10 45% 710 2 68%
ceamuna 44
IIpu nanuenTy ¢ HeycnenHa
KOHBEHLMOHAJIHA, HO HE W OMOJOrHYHa 51% (44/87) 78% (66/85)® | 77% (78/102)"
Tepanus
Tpy nauuentu ¢ neycnernma 39% (34/88) | 65% (59/91)* | 56% (39/70)"
OMOJIOTHYHA Teparus
TIpH MAHEHTH ¢ KeyCneuHa Tepanis 41% (11/27) | 67% (14/21)* | 50% (11/22)"
kakTo ¢ TNF, Taka u ¢ Benonmzymad
JluraBuuHo 03/1paBsiBane’ 29% 51%? 44%°
TIO/IBPXKARE KA KIMHH'HA PEMHCHS 10 38% (17/45) 58% (22/38) | 65% (26/40)®
ceamuna 44
Kiinnuuna pemucus 6€3 KOPTHKOCTEPOUS 23% 42%°* 38%°
IIpobIKUTETHA PEMUCHS 35% 57%:® 48%"
CHuMIITOMaTUYHA PEMUCHS 45% 68%" 62%"
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KOM6I/IHI/IpaHO CUMIITOMATUYHAa PEMHUCUA U

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

28% 48%°* 41%"

*%x

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

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

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

HOZ[Z[’bp)KaHeTO Ha KJIMHUYHa pEMUCHU 10 Cenmuria 44 e OIPEACIICHO KaTO Mallu€HTH B KJIIMHUYHA PEMHUCHUA 10
Cenmuria 44 Cp€a NaUCHTUTE B KIIMHUYHA PEMUCH Ha U3XOJHOTO HUBO Ha MOAAbpiKallaTa (1)3.38..

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

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

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

peKTaiHo KbpBeHe 0.

+  KoMOMHALWSATA OT CHMITOMATHYHA PEMUCHS H JTUTABHYHO O3/IPABSIBAHE CE ONPE/ENs KATO CyGCKOp 3a 4eCTOTa Ha
nedexanusara 0 wn 1, cyGekop 3a pexTainHo KbpBeHe 0 u eHaockorncku cyockop 0 wmm 1.

2 p<0,001

% p<0,05

Homunanuo 31aunmo (p < 0,001)

Homunanuo 3uauumo (p < 0,05)

be3 crartucruyecka 3HAaYUMOCT

braronpuaTHUAT eeKT Ha yCTEeKHHYMa0 BbPXY KINHUYHUS OTTOBOP, IUTAaBUYHOTO O3PABSBAHE U
KJIMHAYHATA PEMUCHsI € Ha0JII0JaBaH Py HHAYKIUS U MTOAIBPIKAIIO JIeUeHHE KaKTO TPH MAIeHTHTE
C HEyCIIeIIHA KOHBECHIIMOHAIHA, HO HE U OMOJIOTHYHA Tepamys, Taka U MPH NallUEHTUTE ¢ Hai-MaJiko
€lHa MpeJIIIecTBalla HeyclenIHa Tepanus ¢ aHtaroHuct Ha TNFo, BKIIOYUTENHO NpH MallUEHTH,
KOHTO ITbPBUYHO HE ca ce MOBJIHSIM OT Tepanus ¢ anTaronuct Ha TNFa. braronpusiten edekr e
HaOJIrOIaBaH CHILO U MPH WHIYKIHS NPH MAUEHTH ¢ Hali-MaJIKo €IHa HEeyCIIEIIHA MPe/IIecTBaIa
tepanus ¢ antaroHucT Ha TNFo u Beonm3ymad, Ho OposIT Ha MAMEHTUTE B Ta3H NOATPYyINa € TBbPIE
MaITbK, 32 J]a C€ HANpaBsAT KATETOPUYHH 3aKJIFOYCHHUS] OTHOCHO OJIaronpusTHUS €peKT 1o BpeMe Ha
MIOIbPIKAIAaTa TEPAIINS B Ta3U IPYyIIA.

Hayuenmu, nosiuseawu ce om unoykyusi ¢ ycmekunymao na Ceomuya 16

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

Cenmuna 16.

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

IIpoovidicenue na npoyysanemo

B UNIFI nauuenTure, 3aBbpIIKIN IPOYYBAHETO 10 ceamuua 44, ca moaxosIy 1a IpoabIKaT Jieye-
HHUETO B POABIDKEeHUE Ha mpoyuBaHeTo. Cpen 400-Te manueHTy, KOUTO ca BKIIFOYSHH Ha U JIEKyBaHH
¢ ycrekuHyMab Ha Bceku 12 win 8 ceaMuUIy B IPOIBIDKEHUETO Ha MPOYYBAHETO, CHMITTOMATHIHATA
pemucHst 0OOMKHOBEHO ce 3amna3sa 10 200-Ta ceMuIia mpu NaeHTy, ¢ HeyClenHa KOHBEHI[MOHAIHA
(HO He 1 OMOJIOTHYHA Teparnus) U Te3H C HeYCIelHa ONOIOTUYHA TepaIlusl, BKIFOUUTEIHO TE€3H C HEYC-
nex kakto ¢ auTu-TNF, Taka u ¢ Begonuzymad. Cpen manueHTUTe, KOUTO ca TOMYIHIH 4-TOUTITHO
JIEYeHUE C YCTEKHMHYMal U ca OI[EHEHH C IIOMOIITa Ha TBITHUS cKop o Mayo 3a morppikaHe Ha cel-
muta 200, ceorBeTHO 74,2% (69/93) 11 68,3% (41/60) moambpKaT 3a3ApaBIBaHETO HA JIMTABUIIATA U
KIIMHAYHATA PEMHUCHSL.
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AHamM3bT 3a 0€30macHOCT, BKirouBani 457 naruenty (1289,9-nmarneHToroanam ), IPOCISACHH 10
220 ceamuiiy, mokasa, 4e mpoduiIbT Ha Oe3omacHoCT Mexay 44 u 220 ceaMuIa, € CPaBHUM C TO3H,
HaOmoaBaH 110 44-Ta ceaMuIIa.

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

Enoocxoncko nopmanusupane

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

Xucmono2uyno u Xucmo-eHOOCKONCKO TUSABUUHO 030paAsseane

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

KomOunupana kpaiiHa TOYKa — XUCTO-EHIOCKOIICKO JIMTABUYHO O37[paBsiBaHe, ONMPEAETICHO KaTo
YYACTHHUIM C €THOBPEMEHHO JIMTABUYHO U XUCTOJIOTUYHO O3/IPaBsIBaHE, € OLECHEHA Ha CeIMHIA 8 B
UNIFI-1  Ha ceqmuia 44 8 UNIFI-M. [lanuentuTe, momydaBani yCTeKHHYMa0 B MpernopbYnTeTHATA
71032, TIOKa3BaT 3HAYMMO MOJJOOpPEHUE Ha KpaifHaTa TOYKa, XMCTO-€HIOCKOTICKO JINTaBUYHO
037paBsBaHE Ha ceJMHuIa 8, B rpynara ¢ yctekuayMao (18%) B cpaBHeHHE ¢ rpymnaTta ¢ miane6o (9%).
Ha cenmuna 44 mogmbpprxane Ha To3u e(eKT ce HaOIItoJaBa Mpy 3HAYUMO ITOBEY€e MAI[eHTH C XUCTO-
€H/I0CKOTICKO JIMTaBUYHO O3][paBsiBaHe B IPyHHUTE C YCTeKHHYMa0 Ha Beska 12-ta ceamuna (39%) v Ha
Bcsika 8-Ma ceamunia (46%) B cpaBHeHHe ¢ 1iare6o (24%).

Kauecmso na srcueom, cevpsano cvce 30pasemo

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

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

[TanuenTrTe, MOMyYaBau YCTEKUHYMa0, IMAT 3HAYAMO ITO-TOJISIMO MOI00pPEHHE Ha MPOTyKTUBHOCTTA
mpu paboTa, OIIEHEHO Ype3 MO-TOJISIMO HaMmallsiBaHe Ha 00IIOTO HapyIIeHHe Ha paboTara U Ha
HapyIIaBaHETO Ha aKTUBHOCTTA, OTlcHeHH upe3 BhilpocHnka WPAI-GH, oTkonmkoTo manuenTure,
MOJTy4aBajIy 1amnedo.

Xocnumanuzayuu u onepayuu, cevbp3aru c yayeposzen xoaum (YK)

Ho cenvuria 8 8 UNIFI-I mporieHTHT Ha YIaCTHHIATE C XOCITATATN3aIINN, CBBp3anu ¢ YK, e 3HaunMo
NO-HUCHK NPH YUACTHULUTE B rpymara ¢ NpenopbunTesHaTa g03a ycrekuaymao (1,6%, 5/322) B
CpaBHEHHUE C YYaCTHUIINTE B Tpymnara c miamnedo (4,4%, 14/319), kaTo HUKO# OT y4aCTHUITUTE,
MOJTy4aBaIM YCTEKHHYMa0 B IPETIOPHUYATETHATA HHIYKIIMOHHA /1032, HE € TIOJIOKEH Ha OTeparus,
cebp3ana ¢ YK, B cpaBuenue ¢ 0,6% (2/319) oT yyacTHUIIMTE B Ipynara ¢ miaredo.

81



o cenvuria 44 B UNIFI-M 3Ha9mMO TO-HUCHK OpO¥ XOoCTIMTaIN3amuy, CBbp3ann ¢ YK, e
HaOJFO/IaBaH MPH yYacTHUIINTE B KOMOMHHpaHaTa rpymna ¢ yerekunymab (2,0%, 7/348) B cpaBHeHue ¢
YYacTHUIUTE B rpynara ¢ mianedo (5,7%, 10/175). UucneHno no-ManbK Opoi yyacTHHIHN B rpymarta c
ycrekunaymab (0,6%, 2/348) ca moanoxeHu Ha ornepanys, CBbp3ana ¢ YK, B cpaBHeHUE C
y4acTHUIUTE B Tpymara ¢ miamnedo (1,7%, 3/175) no cenmura 44.

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

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

IleanaTpuyHa HOMyJIaIus

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

5.2 @apmakoKMHeTHYHH CBOWCTBA

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

€HOKpaTHO NpuiokeHne Ha 90 mg MoJIK0KHO MpH 3ApaBU NallMEeHTH. MeanaHaTa tmax Ha
YCTeKHHYMab ciell eTHOKPaTHO MpriiokeHue Ha 45 mg nimu 90 mg moIK0KHO TPY ITAIUEHTH C
NICOPHA3UC Ca CXOTHH C HAOMI0JaBaHUTE IPU 3APABH NAlUEHTH.

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

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

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

Buorpanchopmars
TouyHUAT BT Ha MeTA0OM3KPAaHE HA YCTEKHHYMAa0 HE € U3BECTEH.

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

MAIMEeHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha nonyxuBoTta (t12) Ha
YCTEeKHHYMa0 ¢ MPUOIM3UTETHO 3 CEIMHUIY NIPH MAIIMEHTH C TICOPHA3UC, TICOPHATHYCH apTPHT, OOJIECT
Ha Crohn wim yieposen Koaut u Bapupa ot 15 10 32 1HM BbB BCHUYKH IPOYYBAHUS HA ICOPUA3UC U
ncopuatiueH apTput. ChIIIaCHO MPOBe/icH PapMaKOKHHETHYCH aHAIN3 Ha MMOMYIAIMATa IPUBHTHHUST
kiupbHC (CL/F) u npuBuaausT o6em Ha pasnpeneinenue (V/F) ca cbotBetro 0,465 1/d m 15,7 1 npu
nanuenTH ¢ ncopuasuc. CL/F Ha ycTekuHyMa0 He € 3aBUCHM OT Tosia. Pe3ynraTu OT nomysanioHeH
(hapMaKOKMHETHYEH aHAJIH3 TIOKa3BaT, Y& MMa TeH/ICHIUS KbM I0-BHCOK KIMPHHC HAa yCTEKMHYMaO
[PH MAIMEHTUTE, AT HOJOKHUTEIICH PE3yJITaT Ha 3CIIEBAHETO 3a aHTHUTENA CPEIILy YCTEKUHYMao.

JIuneWHoCT Ha 103aTa

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

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

IMpu marmenTty ¢ 6onect Ha Crohn u ysmepo3eH KOIUT Cliejl HHTpaBeHO3Ha 1032 ~6 Mg/Kg ce mpuiara
MOIKOXKHA MOIIbpoKamia Tepamnus ot 90 Mg ycreknaymab mpe3 8 niw 12 ceaMuIy, KOATOo 3amovBa Ha
cenmuna 8. KoHleHTpanus Ha ycTeKMHYMa0 B CTALIMOHAPHO ChCTOSHHE C€ TOCTHIa KbM HA4YaJo0TO Ha
BTOpaTa MoAabprKamia go3a. [Ipu namuenTu ¢ 6onect Ha Crohn menuanara Ha Hail-HHCKUTE
KOHIICHTPAIIMHU B CTAI[HOHAPHO CheTOstHUE Bapupa ot 1,97 pg/ml o 2,24 pg/ml u ot 0,61 pg/ml mo
0,76 pug/ml 3a ycrekunymad 90 mg choTBeTHO mpe3 8§ ceamui win npe3 12 ceamury. [pu marmeHT!
C yJIIIepO3eH KOJUT MeMaHaTa Ha Hali-HUCKUTE KOHIICHTPAIMH B CTALIMOHAPHO ChCTOSTHUE BapHpPa OT
2,69 pg/ml 1o 3,09 pg/ml u ot 0,92 pg/ml mo 1,19 pg/ml 3a 90 Mg ycreknHymad Ha BCEKH 8 CeIMHUITH
WK Ha Beeku 12 cenmunu. Haii-HuckuTte HUBa Ha YCTEKHHYMaO B CTAIMOHAPHO CHCTOSIHUE, MTOTYYCHH
npu 90 mg ycTekuHymab mpe3 § ceAMHUIH, ca CBbP3aHH C TI0-BHCOKA YECTOTa Ha KIIMHUYHA PEMHCHS B
CpaBHEHUE C Hall-HUCKUTE HUBA B CTALIMOHAPHO cheTostHUE cien 90 mg npe3 12 cenmuiu.

Biausgnue Ha TEraoTo BBHPXY d)aDMaKOKI/IHeTI/IKaTa

B IMPOBC/ICH MOITYJIallMOHCH (bapMaKOKI/IHCTI/I‘-ICH aHaJIn3, KbJACTO Ca U3II0JA3BaH JaHHHU OT ITallTHCHTH
C IICOpHA3MC € KOHCTATUPAHO, Y€ TEJICCHOTO TETJIO € Hal-3HaYMMaTa KoBapuara, BIUseIa BbpXy
KIMpbHCaA Ha ycTeknHymad. Menuanarta Ha CL/F npu nanuentu ¢ terno > 100 kg e npubau3uTenHo ¢
55% mo-Bucok B cpaBHenue ¢ nanueHTH ¢ Terao < 100 kg. Meauanara va V/F npu nauueHTH ¢ TEriao
> 100 kg e npubnusutenHo ¢ 37% mno-BucoK B cpaBHeHHE ¢ nanuenTy ¢ Teruio < 100 kg. Menuanata
Ha MHHUMAJIHU CEPyMHH KOHIICHTPAIMU HA YCTEKMHYMa0 MPH MaMEeHTH C MO-TOJSIMO TETJIO

(> 100 kg) B rpymaTa ¢ m03a 90 mg ca mogoOHH Ha TE3W MPH MalMeHTHTE ¢ mo-Maako Terio (< 100 kg)
B rpymarta ¢ 103a 45 mg. [ToqoOHu pe3ynraty ca nmojay4eHH OT MOTBbPAUTEICH (papMaKOKHHETHUCH
HOMYJIAIIMOHEH aHAJIM3, KBJETO Ca M3I0JI3BAaHH JaHHU OT NALMEHTH C ICOPUATHYCH apTPHT.

KopurupaHe Ha yecToTaTa Ha NPUIOKECHHUE

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

CrenmanHy nonyJainuu
Hsma Hannyan dpapMakOKMHETHYHM AaHHH MIPY HMALMEHTH C yBpeAeHa ObOpeyHa il YepHOApOOHa
¢yHkums. He ca mpoBe/ieHN KOHKPETHU MPOYYBAHHMS TPH MAIEHTH B CTApUECKa Bh3pacT.

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

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

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

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

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

Perynupane nHa CYP450 eH3umu

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

[TpoBeneHo € oTKpUTO MpoyuBane ¢aza 1 3a nekapcrBenu Blanmoneiicteus CNTO1275CRD1003 3a
OIICHKA Ha e()eKTa Ha yCTeKHMHyMal BhPXY €H3UMHAaTa aKTUBHOCT Ha IIuToXpoM P450 cinen naaykuus
Y TIOJTHPIKAII0 TpriIaraHe Mpy MManueHTn ¢ akTuBHa 6oyecT Ha Crohn (n=18). He ca HabnromaBann
KJIMHAYHO 3HAYMMH pOMeHH B excriozunusara Ha kopenH (CYP1A2 cybctpart), Bapdapun

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), nekcrpomeropdan (CYP2D6 cyberpar) wimu
muazonam (CYP3A cybOcerpar), Korato ce W3MoI3BaT ChIIBTCTBAIIO C YCTEKHHYMal Mpu o100peHaTa
npernopbyMTEeNIHA O3UPOBKA MPH MalenTH ¢ 6osect Ha Crohn (Bxk. Touka 4.5).

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHuaHWTE JaHHM HE MMOKa3BaT ocoOeH pHCK (HaIp. TOKCHYHOCT Ha OPraHHUTe) 3a Xopa Ha 0azaTta
Ha M3MUTBAHUATA 32 TOKCUYHOCT P MHOTOKPATHO MpHiIaraHe, TOKCHYHOCT 32 Pa3BUTHUETO U
PEeNpOaYKTUBHA TOKCHYHOCT, BKJIFOUMTEIHO U (papMaKOJIOTHYHUTE OLIEHKH 3a Oe3omacHocT. [lpu
NPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PEHNPOLYKTUBHA TOKCHYHOCT NP JBJITOOTAIIATH MaKaLH
HE ce Ha0JII0aBaT HeXxeNaHu e)eKTH BbpXY PepTIiInTeTa Ipu MBKKHUTE, KAKTO U BPOJCHH Je(eKTH
WJIM TOKCUYHOCT 3a pa3BuTueTo. He ce HabmonaBar Hexenanu eekTd BbpXy GpepTuimreTra npu
JKEHCKHUTE IPH yrnoTpedaTa Ha aHAJIOTUYHO aHTUTsUIO cperry 1L-12/23 mpu mumkn.

Jlo30BUTE HUBA B IPOYYBAHUS PU KUBOTHH ca 01130 45 MHTU MO-BUCOKHU OT Hali-BUCOKATa
€KBUBAJICHTHA J103a, IPEIBIK/IaHa 32 MIPUIIOXKEHUE MPU MNALUEHTH C ICOPUA3UC, U BOAST 10
MaKCHMAaJIHA CEPYMHH KOHIIEHTpAIUH MpU MaitMyHH, KouTo ca Haja 100 mbTH Mo-BUCOKHU OT
KOHIICHTpAIMUTE, HAOII0IaBaH! TIPU XOpa.

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

6. DAPMALIEBTUYHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA

L-xuctuana

L-XHUCTUAMHOB MOHOXUAPOXIJIOPH MOHOXHIPAT

[Monmcop6ar 80 (E433)

3axapo3a
Bona 3a umkeknuun
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6.2 HecnbBMecTHMOCTH

[Tpu nunica Ha MpOyYBaHUs 32 HECHBMECTHMOCTH, TO3H JIEKAPCTBEH MPOJYKT HE TPsiOBa Ja ce cMecBa C
JIPYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha rogHocT

STELARA 45 mg uHXeKIMOHEH pa3TBOP B NPEJABAPUTEIHO HAITHIHEHA MHCAITKA
3 roaguHu

STELARA 90 mg nHXeKIMOHEeH Pa3TBOP B MPEIBAPUTEIHO HAITbJIHEHA MTUCAIKA
3 roaguHu

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

6.4 CrhenuajaHu yCJIOBHS HA ChbXpPaHeHUe

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

ChxpaHsiBaiTe NPEIBAPUTEIIHO HAITBIHEHATA MTHCAJIKA B KAPTOHEHATA OMAKOBKa, 32 Jla Ce MPEeANa3y OT
CBCTJIMHA.

AKO € HEO0X0IMMO, OTJCITHUTE MPEIBAPUTEIHO HAITBITHCHH MTUCAJIKA MOJXKE JIa C€ ChXPaHsIBaT MPU
craiina Temneparypa 1o 30°C (Bx. Touka 6.3).

6.5 Bwuxu chabp:KkaHNe HA ONAKOBKATA

STELARA 45 mg uHKeKIIMOHEH PAa3TBOP B IPEABAPUTEIIHO HANBIHECHA NHUCAJIKA

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

STELARA 90 mg vHXeKIIMOHEH pa3TBOP B NPEJBAPUTEIHO HATBIHEHA MMHCAITKA

1 ml pa3tBop B cipuHIOBKa OT cThKJIO THI | 1 ml ¢ ¢mkcupana urna ot HephKIaeMa CTOMAaHa,
MOHTHpaHa B IIPEBAPUTEITHO HAITBIHEHA ITMCAJIKA C TACHBEH IPEIIa3uTell Ha UIjaTa.
[Ipennazurensar Ha uUriara B JOJHATA Karavka Ha IPEBAPUTEITHO HAITbITHEHATA MTHCAJIKa ChIbPikKa CyX
€CTECTBEH KayuyyK (IPOM3BOIHO HA JIATEKC).

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

Pa3tBOpBT B peaBaputenHo HambIHeHaTa mucanka Ha STELARA He Tps6Ba na ce paskiaia.
Pa3TBOpBT TpsiOBa Ja ce MpoBepH BU3YAIHO 332 HATMUMETO HA TBHPAY YaCTUIHM WM IPOMSHA HA LIBETa,
Npeau Ja ce MPHUI0KH MOAKOXKHO. Pa3TBOPBT € OUCTBp /10 JIEKO ONalIeCleHTeH, Oe3LBETEH 10
0JIETOXKBIT ¥ MOXKE 1a ChABPIKA HAKOJIKO IpeOHN MOTYPO3pavyHy WK OETTH YacTHIIX IIpoTerH. To3n
BBHIILICH BUJ] HE € HeOOWYaeH 3a MPOTEHHOBUTE Pa3TBOpU. JIeKapCTBEHUST MIPOAYKT He TpsiOBa jia ce
ynoTpebsBa, ako pa3TBOPHT € C MPOMEHEH LIBSIT WJIM MBTEH WJIM aKO B HETO ce 3a0eysI3BaT TBbPAU
gyxau yactuii. [Ipeau npunarane STELARA TpsiOBa na nocTurae craifHa Temreparypa
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(puOIM3HUTETHO 32 OKOJI0 TOJIOBKH Jac). [TogpoOnm yka3aHus 3a ynorpebda ca mperocTaBeH! B
JMCTOBKATA 32 MAaIHCHTA.

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

7. INPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

STELARA 45 mQ MHmKEKIIMOHEH pa3TBOP B IIPEABAPUTEIIHO HANBIHEHA MTACAIKA
EU/1/08/494/006

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

9. JATA HA ITBPBO PA3ZPEIIABAHE/IIOJJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

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

10. [ATA HA AKTYAJIMBUPAHE HA TEKCTA

03/2025

[MoxpoOHa uH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBpornetickara
areHIus mo JiekapcreaTa https://www.ema.europa.eu.
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MPWIOKEHME I
MPOU3BOJUTEJINA HA BUOJIOTMYHO AKTUBHOTO
BEIIECTBO U IPOU3BOJUTEJ, OTTOBOPEH 3A
OCBOBOJKJIABAHE HA APTHUIN
YCJIOBUSI WJIM OTPAHUYEHUSI 3A IOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHUS 3A BE3OITACHA "
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT
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A.  NIPOU3BOIUTEJIN HA BUOJIOIT'MYHO AKTUBHOTO BEIIECTBO 1
INPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTHUIN

HMe u aipec Ha IPOU3BOAUTEINTE Ha OMOJIOTHYHO AKTUBHOTO BCIICCTBO

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

Hunepnannus

Janssen Sciences Ireland UC
Barnahely

Ringaskiddy

Co. Cork

Hpnannus

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

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

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

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

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

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

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

. ILnan 3a ynpasJjienue Ha pucka (ITYP)

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

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

Axryanusupan [IYP tps6Ba na ce mopasa:

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

o BUHArd, KOTaTo Ce M3MEHsI CHCTEMAaTa 3a yIpaBJIeHHE Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
MoJTydaBaHe Ha HOBa MH(OpPMAIHs, KOATO MOXKE Ja JOBEJE 10 3HAYMMHU IIPOMEHU B
CHOTHOIIIEHHUETO T10J13a/PHUCK, MM CIIe]] TOCTUI'aHe Ha Ba)KEH eTall (BbB BPb3Ka C IPOCIIE/IIBaHE
Ha JIeKapCTBEeHaTa 0€30MacHOCT WM CBEXJaHe Ha PUCKA 10 MUHUMYM).
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MNNPUJIOKEHUE III

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA

89



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

BBHIIHA KAPTOHEHA KYTHS (130 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 130 mg xoHIeHTpart 3a nH(PY3HMOHEH pa3TBOP
YCTEeKHHYMab

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

Bceku (uakon cpabpxa 130 mg ycrekurymad B 26 ml.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

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

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

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

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

Ja He ce paskiara.

[Ipenn ynorpeba npoyereTe JTMCTOBKATA.

CaMo 3a eTHOKPATHO MPUIIOKEHHE.
WHTpaBEeHO3HO MPUIIOKEHUE CIIENT pa3pexIaHe.

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

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

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/005

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

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

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

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

JByn3mepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU()UKATOD

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

PC
SN
NN

92



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

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

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

STELARA 130 mg xoHIeHTpat 3a HHPY3HMOHEH pa3TBOP
yCcTeKnHyMab

‘ 2. HAYMH HA ITPUJIOKEHUE

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

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

130 mg/26 ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA ®JTAKOHA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIMOHEH pa3TBoOp
YCTEeKHHYMab

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

Bceku (uakon chabpika 45 mg ycrekunymab B 0,5 ml.

| 3.  CHOUCBHK HA HOMOUIHUTE BEIECTBA

[TomoIHH BelecTBa: 3axapo3a, L-XucTuanH, L-XUCTHINHOB MOHOXHPOXJIOPUI MOHOXHU/IPAT,
nosiucop6ar 80, Boja 32 MHKEKITUH.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

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

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

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

6. CIIEHNUAJIHO IPEAYHNPEXIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA JIEITA

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

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

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

T'onen mo:

‘ 9. CIHHEHUAJIHU YCJIOBHUSI HA CbXPAHEHUE

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

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTHHAABYHU MATEPUAJIN OT

TAX, AKO CE UBUCKBAT TAKHBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/08/494/001

13.

IHAPTUJAEH HOMEP

[Taptuna:

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

STELARA 45 mg

| 17,

YHUKAJIEH HAEHTH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18,

YHUKAJIEH TIEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA

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

TEKCT HA ETUKETA HA ®JTAKOHA (45 mg)

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

STELARA 45 mg uHKeKIHOHESH Pa3TBOP
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IIPEABAPUTEJIHO HAITBJIHEHATA CIIPUHIIOBKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIIMOHEH Pa3TBOP B MPEJABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika npeBapuTeIHO HAITbJIHEHA CIPUHIIOBKA ChABPKA 45 mg ycrekunymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Boja 3a nwkekiuu. OmakoBKaTa, B KOSTO CE HAMHpPA TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMBIHUTENHA HHPOPMALIUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

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

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

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

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

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JACHA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

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

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIHIEHUETO 3A YIIOTPEBA

EU/1/08/494/003

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 45 mg

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

JByn3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

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

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

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA CITPUHIIOBKA (45 mg)

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

STELARA 45 mg nnxeknus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSATA HA IIPEABAPUTEJIHO HAITBJIHEHATA CIIPUHIIOBKA (90 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 90 mg nHXeKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika npeBapuTeIHO HAITbJIHEHA CIIPUHIIOBKA Chabpka 90 mg ycrekunymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormHu BemecTBa: 3axapo3a, L-xuctunut, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Bosa 3a nwkekiuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMBIHUTENHA HHPOPMALIUS BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXeKIMOHEH Pa3TBOP B NIPEABAPUTEIIHO HAITBIHEHA CIPUHLIOBKA
90 mg/1 ml
1 npenBapuTENHO HAITBIHEHA CIIPUHIIOBKA

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

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

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

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

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

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

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP HA PA3BPEHIEHUETO 3A YIIOTPEBA

EU/1/08/494/004

13. TAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 90 mg

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

JByr3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA CITPUHIIOBKA (90 mg)

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

STELARA 90 mg nmxekmus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

90 mg/1 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBABP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA IIPEJABAPUTEJIHO HAITbJIHEHATA MU CAJIKA (45 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 45 mg nHXeKIIMOHEH pa3TBOP B MPEJABAPUTEIHO HAITBIHEHA MUCAITKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika mpeiBapuTeIHO HAITbJIHEHA MMUCAIKa ChAbPKa 45 mg ycrekunymab B 0,5 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Boja 3a nwkekiuu. OmakoBKaTa, B KOSTO CE HAMHpPA TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMbIHUTENHA HH(OPMALIUs BIDKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA TUCATIKA

45 mg/0,5 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpelIBapI/ITeJIHO HallbJIHCHA NMHCAJIKa 3a €JTHOKPATHO IMPUIIOKECHUC

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

OTBOPETE TYK

[a He ce paskinama.

[ToaKoKHO NPHIIOKEHHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.

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

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
Jlata Ha U3XBBHPIISIHE, IPU CbXPAaHEHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIIMITHUK.

Jla He ce 3ampassiBa.

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

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

10. CHEIUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/006

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 45 mg

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

JByn3mepeH 0apKo ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OT BbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3msno "YkazaHusTa 3a yrnorpebda" nmpean ynotpeoda.
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA TTUCAJIKA (45 mQ)

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

STELARA 45 mg nnxeknus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

|6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA IIPEJABAPUTEJIHO HAITbJIHEHATA MUCAJIKA (90 mg)

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

STELARA 90 mg nHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA MHCAITKA
YCTEeKHHYMab

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika mpeBapuTeIHO HAITbJIHEHA MUCaKa Chabpxa 90 mg ycrekunymab B 1 ml.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

[TomormmHu BemecTBa: 3axapo3a, L-xuctunus, L-XUCTHINHOB MOHOXHAPOXIIOPUT MOHOXHU/IPAT,
nonucop6at 80, Bosa 3a nwkekiuu. OmakoBKaTa, B KOSTO C€ HAMHpPa TO3H JIEKapCTBEH MPOAYKT,
ChIIbpKa JIATEKCOBA r'yMa. 3a JOMbIHUTENHA HH(OPMALIUs BIDKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

WHXEeKIMOHEH Pa3TBOP B IPEABAPUTEIHO HAITBIHEHA IUCAJIKA

90 mg/1 ml

1 npenBapuTENHO HAITBIHEHA TIHCATIKA

HpelIBapI/ITeJIHO HallbJIHCHA NMHCAJIKa 3a €JTHOKPATHO IMPUIIOKECHUC

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

OTBOPETE TYK

[a He ce paskinama.

[ToaKoKHO NPHIIOKEHHE

[Ipenn ynorpeba npoyereTe JIMCTOBKATA.

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

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Jarta Ha U3XBBHPIISIHE, IPU CbXPAaHEHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIIMITHUK.

Jla He ce 3ampassiBa.

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

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

10. CHEIUWAJIHU ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12.  HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

EU/1/08/494/007

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

STELARA 90 mg

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

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HACHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OT BbTPEIIHATA CTPAHA HA KAPTOHEHATA KYTUA

[Ipouerere m3msno "Ykazanusra 3a yrnorpebda" nmpean ynotpeda.
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
I'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJTHO HAITBJIHEHATA TTUCAJIKA (90 mg)

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

STELARA 90 mg nmxekmus
yCcTeKnHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

90 mg/1 mi

|6.  JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a noTpeduTeNs

STELARA 130 mg koHueHTpaT 3a MH(]pY3UOHEH Pa3TBOP
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOHTO nmpuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOKe J1a Ce HaJI0XH Jia S MPOYETETE OTHORO.

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

- AKO TIOJTyYnTe HAKAKBU HEXEJIAHU PEaKIlny, yBefoMeTe Bammus jiekap wiu dapmareBT. ToBa
BKIIFOYBA M BCHYKU Bh3MOXKHU HEIKEIAHU PEaKIIMU, HEONTMCAHU B Ta3u JIMCTOBKA. BrokTe
TOuKa 4.

KakBo cbabpika Ta3u JHCTOBKA

Kakso mpencrasnsBa Stelara u 3a kKakBO ce H3MOI3BA

Kakso TpsiOBa na 3Haere, npenu Aa usnonseare Stelara

Kak me ce mpunara Stelara

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wdE

1. Kakso npencrasiasipa Stelara u 3a KakBo ce U3110J13Ba

KakBo npeacraBiasia Stelara

Stelara chaBpka aKTUBHOTO BEIIECTBO ,,yCTEKHHYMAa0’, KOETO € MOHOKJIOHAITHO aHTHUTSLIO.
MOHOKIIOHATHUTE aHTUTENa ca IPOTEHMHU, KOUTO Pa3lo3HaBaT U CBBbP3BAT ONpeesieH: CrielinpUIHN
MIPOTEHHH B OpraHU3Ma.

Stelara npuHaIexu KbM Ipynia JIeKapcTBa, HAPEUeHHU ,,uMyHocynpecopu”. Te3u ekapcTBa eiicTart,
KaTo HaMaJsiBaT aKTUBHOCTTA Ha YacT OT UMyHHAaTa CHCTEMa.

3a kakBo ce u3noJ3Ba Stelara

Stelara ce M3m03Ba 3a JIEUEHNE HA CIIEIHNUTE BB3MAINTEIHN 3200 IsIBaHU

. VYmMepena 110 Texxka 6osect Ha KpoH — pu Be3pacTHU U Jiena ¢ Terio Haik-manko 40 kg
. YMepeH 10 TeXbK YIIEPO3eH KOJUT — IPU Bb3PACTHU

Boaect na Kpon

Bonecrra Ha KpoH e Bp3nanuTenHo 3a0onsBane Ha yepBara. Ako umate 6osect Ha KpoH mepBo 111e
Bu ce nanar apyru gekapctBa. AKO He ce TOBJHsIETE JOCTATHYHO WM MMaTe HEMOHOCUMOCT KbM TE3U
JekapcTBa, Moxke 1a Bu ce nane Stelara 3a HamansBane Ha MpU3HALMTE U CUMIITOMHTE Ha
3abomsBaneTo Bu.

Yiauepo3en KoauT

VY IIIIepo3HHUAT KOJHT € Bh3MATUTEITHO 3a00JIsIBaHe Ha YepBaTa. AKO UMATe yIIEpOo3eH KOIUT, TbPBO
e Bu ce mamat apyru jgekapcTBa. AKO HE ¢e MOBIUABATE 100PE UM UMATe HEIIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe J1a Bu ce nage Stelara 3a HamaysiBaHe Ha MPU3HAIMTE U CUMIITOMHUTE Ha Barirero
3a00IIsIBaHeE.
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2. KaxBo Tps6Ba 1a 3HaeTe, mpeau aa udnoassare Stelara

He n3noassaiite Stelara

o AKO cTe aJIepru4HU KbM YCTeKHHYMA0 I HIKOS OT OCTaHAJINTE ChCTAaBKH HAa TOBA
JeKapcTBO (M30pOCHHU B TOYKA 6).
o AKO MMaTe aKTHUBHA MHpeKMs, KOATO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CHUTypHU JIajl¥ HAKOE OT M30POCHUTE TIO-TOpe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
nexap wiu apManeBT, npeau aa usnonssare Stelara.

Ipenynpexnaenns: u NpeanasHu MepKU

I'oBoperte ¢ Bamus nexap uinu gapmarieBT npeau aa usnonspare Stelara. Bamusr igekap 1ie nposepu
ChCTOSIHUETO Bu npeau neueHnero. YBegoMeTe CBOS Jiekap 3a Besika Bara Gonect mpenu JIeYeHUEeTo.
Cromo Taka uHpopMHpaiiTe Bammms rekap, ako HACKOpO cTe OMJIM B KOHTAKT C YOBEK, KOUTO MOKE Ja
uMa TyOepKyIio3a. Bamust nekap me Bu npernena u mie HarpaBu u3ciieABaHe 3a TyOepKy103a, IpeaIu
na u3nonssate Stelara. Ako BammsT nekap cMsTa, 4e cTe U3JI0KESHH Ha PUCK OT TyOSpKy03a, MOXe
na Bu npeanuiie iekapcTia 3a JICYCHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIUU

Stelara Mo>xe 1a mpenn3BHUKa CEPHO3HU HEXXETAHU PEaKLY, BKJIIOYUTEIHO aJIePTUYHU PEaKIuU 1
nHpeknuu. TpsadBa na cnenuTe 3a onpe/esieHH IPU3HAIN Ha 3a00JIsIBaHus, ToKaTo npuemare Stelara.
Buxre ,,Cepro3nu HexenaH! peKaluy’’ B TOUKA 4 3a MBJIHUA CIIUCHK HA Te3U HEXKENaH! pPeaKlUu.

IIpean na usnoJsBare Stelara ungopmupaiite Bamus Jiekap:

. AKO HAIKOra cTe HMAJIM ajJlepruyHa peakuusi KbM Stelara. Axo He cTe CUTYpHH, IONUTANTE
Bammus nekap.

o AKO HSIKOTa CTe MMAJIH HSKAaKbB BUJI PaK — TOBA €, 3all[0TO UMYHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cuctema. ToBa MOJKe /1a IOBHILHM PUCKA OT PakK.

o AKO cTe JeKYBaHH 32 IICOPHA3KC C APYTH OHOJTOTMYHH JIEKapCTBa (JIeKapcTBo,

NMPOM3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NPUJIATAHO Ype3 MHKeKIMS) -
PHCKBT OT paK MOJKE J1a € MO-BHCOK.

. AKO MMaTe UM HACKOPO CTe MMAJIM HH(EeKUMs WM aK0 MMATe HAKAKBH HeoOMYaiHu
OTBOPH MO0 KokaTa (pucrtynan).

o AKO UMaTe HOBH WJIM IPOMEHSIIIN ce JIe3NH B yUacCThLIUTE C IICOPUA3UC WU TI0
He3acerHaraTa Koxa.

o AKo mosy4yaBate Jpyro JeyeHHe 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaToO APYTHU

UMYHOCYTIpeCOpH WM (oToTeparusi (KoraTo TAJI0TO Ce JIeKyBa ¢ Tl yaTpasuosieToBa (UV)
cBeTnMHA). Te3u JeueHns ChII0 MOXKE JIa OTCIIA0AT YacT OT UMyHHaTa cucteMa. M3non3BaHero
Ha Te3H JieueHus 3aeHO cbe Stelara e e uscnenBano. Bp3mMoxkHO € 00aye, TO Ja yBeIndn
pHCcKa OT 3a00JIIBaHMsl, CBbP3aHM C OTcIa0BaHe HA UMyHHATa CHCTEMA.

° AKO ToJTy4YaBaTe WM HAKOra CTe MOJIyYaBaJu HHKEKINHU 32 JedeHHe Ha aJIlepruu — He €
M3BECTHO Jayu Stelara Moke j1a OKake BIUSHHE BbPXY TAX.
° AKO cTe Ha M Hajl 65 roAMHU — MOXeE J]a CTE TIO-CKJIOHHU KbM WH(EKIINH.

AKO He CTe CUTYPHH JIaJli HAKOE OT ropen3OpoeHnTe ce oTHacs 3a Bac, mocbBeTBaiite ce ¢ Bamms
nexkap wiM papManeBT, npeau aa usnonssare Stelara.

Hsikon manmeHTH noyvaBat JyIyc-IOA0OHN peakiuy, BKIIIOYUTEIHO KOXKEH JIYITyC epuTeMaToAec 1
Jymyc-og00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuHymal. ['oBopere BenHara ¢ Bamms sekap,
aKo TIOJIYYHTE YepPBEH, HAJUTHAT, JIIOIIEI] ce OOPHB, MOHAKOTa C TIO-THhMHH I'PAaHUIIH, B U3I0KECHHUTE
Ha CI'BHIIE YYaCThIM HAa KOXKaTa UM CTaBHU OOJIKH.

ChbpaeyeH MHPAPKT M HHCYJITH

WubapkT 1 nHCYATH ca HAOIIOAaBaHU B IPOYYBaHE MPH MAIMEHTH C TICOPHA3HC, JIEKYBaHU ChC
Stelara. Bammsar nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (HaKTOPH 3a ChpAEYHO 3a00IsiBaHe U
uHCYIT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 110 noaxoasul HauuH. HezabaBHO moTepcete
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MEIUITUHCKA ITOMOIII, aKO TIOJyYnUTe O0JIKA B TBPIUTE, CIA00CT WIIM HEOOMYAWHO yCeIaHe OT eaHaTa
CTpaHa Ha TJIOTO, OTITYCHATOCT Ha JIMIIETO WIIM TOBOPHH FUIA 3PUTEITHH CMYIIICHUS.

Jena v roHOImIMN
Stelara He ce mpenopbyBa 3a ynorpeda npu jera ¢ 6osect Ha Kpon u terio mox 40 Kg wiu gena mox
18 roauHu ¢ ynIepo3eH KOJHMT, 3al0TO HEe € TIPOYYBaH MPH Ta3d Bh3pacToBa Ipyra.

Jpyru nekapcrTBa, BakcuHu u Stelara
Tpsa6Ba na kaxere Ha Bammus riexkap wiu dhapMarienT:

o AKO ipreMaTe, HaCKOpO CTe IIPUEMaTH I € Bb3MOXHO Ja MPHEeMeTe IPYTH JIeKapCTBa.

. Axo Hackopo Bu e npaBeHa uiu rianupare Aa Bu ce npaBu BakcuHauus. J{okaTto n3mnoszBare
Stelara, HsKOM BHIOBE BakCHHHM (’KMBH BaKCHHH) HE TPAOBa Jia Ce Mpuiiarar.

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

0cOero Bu 3a neuenuero che Stelara, mpeau To a MONMyYH KaKBaTO U J1a € BAKCHHA,
BKJTFOUHMTEITHO JKUBH BakcHHU, KaTo BIDK BakcuHa (M3mon3BaHa 3a npeamna3BaHe OT
TyOepKyJ03a). JKXuBHUTE BAKCHMHU HE € IIpernophbuBar 3a Bariero 0e0e mpe3 mbpBUTE JIBaHAICCET
Mecela ciell paXJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nexapsT Ha Bamero 6e6e He mpenopbya IpyTo.

BpemeHHOCT U KbpMeHe

o Axo cTe OpeMeHHa, CMsATaTe, Y€ MOXKe Jla cTe OpeMEeHHA WITH TUIaHUpaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bammms jekap npeau ynorpebara Ha TOBa JICKapCTBO.
o He e HaOmroiaBaH mo-BUCOK PUCK OT BpojcHH AcehekTu mpu Oedera, u3iokeHu Ha Stelara B

yTpobara. [lanauTe ot ynoTpebara Ha Stelara mpu OpemeHHH KeHHn 00ade ca OrpaHUYCHH.
INopaau ToBa € 3a mpeanoYrTaHe Jaa ce u30srea yrnorpedbara Ha Stelara mo Bpeme Ha
OpeMEeHHOCT.

o AKO cTe JKeHa C ISTepOIeH MOTSHINAT, XKeJlaTeTHO € 1a He 3a0peMeHsBaTe U J1a U3I0JI3BaTe
MTOIX OIS MTPOTHBO3adaThueH METO/I, KoraTo u3noisBare Stelara u mone 15 cenmurm cnen
MOCJIeTHOTO IpuiaraHe Ha Stelara.

o Stelara Moxke 1a mpeMHHE Tpe3 IUIaleHTaTa B HepoJeHoTo O0ede. Ako cre momy4aBanu Stelara
1o BpeMe Ha OpeMeHHocTTa cH, 6ebeTo By Moke /1a iMa T0-BHCOK PUCK OT HH(EKITHS.
o BaskHo e na xaxxere Ha Jiekapute Ha Bamero 6e6e ¥ Apyry MEJUIIMHCKH CIICUAINCTH, aKO CTe

noiydvasaiu Stelara o Bpeme Ha OpEeMEHHOCTTa CH, IIpeau 0e0eTo /1a MoIyyH KakBaTo U J1a €
BakcuHa. JKuBu Bakcuny, kato BIXK BakcuHa (n3nomn3Bana 3a npeana3BaHe oT TyOepKys03a),
He ce mpernopbuBar 3a Bamero 6ebe mpe3 mbpBUTE ABaHAJECET Mecela Clie]] paskIaHeTo, aKo
cTe noiy4asaiu Stelara mo Bpeme Ha OpPEMEHHOCTTa, OCBEH aKo JieKapAT Ha Bamero O0ebe He
penoprya Jpyro.

. YcreknHymMad MoKe J1a MpeMuHe B KbpMaTa B MHOTO MaJIKi KosimuecTBa. [locbBeTBaiite ce ¢
Bamms siekap, ako KbpMUTE WK aKO IUIAaHUpATe J1a KbpmuTe. Bue u Bammst nexap tpsosa ga
pemmTe ganu TpsiOBa Ja KbPMUTE WM J1a n3nonssare Stelara - He paBeTe U ABETE.

Ilodupane u padoTa ¢ MAIIMHU
Stelara He TIOBNHSABA WU MTOBIUSBA MTPEHEOPESIKUMO CITOCOOHOCTTA 32 IodHpaHe u padoTa ¢ MaITHHH.

Stelara cpabp:ka HaTpHIA

Stelara cpabpika mo-manko ot 1 mmol HaTpwii (23 mg) Ha /1034, T.€. MOXKE JIa ce Kaxe, 4e
MPaKTUYECKU HE ChABPXKA HATPUH.

IIpenu na Bu 0b1e npunoxen obave, Stelara ce cMecBa ¢ pa3TBOp, KOHTO ChIIbpxka HaTpuid. | 'oBopeTe
¢ Bammst nexap, ako cTe Ha JMeTa ¢ HUCKO ChIbpPXKaHHUE Ha HATPHIA.

Stelara cbabp:ka noaucopoat 80

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

0,40 mg/ml. [TonucopbaTuTe Morar Ja NPUYHHSAT aleprudHu peaknuu. TpsoBa Ja kaxxere Ha Barms
JieKap, ako UMaTe yCTaHOBEHH aJICPTUH.
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3. Kak me ce mpuiara Stelara

Stelara e mpeaHa3HaveH 3a ynorpeda 1mox pbKOBOACTBOTO M KOHTPOJIA Ha JISKAap C OIHT B
JMUAarHOCTHKATA U JICYCHHETO Ha OostecT Ha KpoH wiIu Ha yiiepo3eH KOJIUT.

Bammst siekap e Bu npunosku Stelara 130 mg koHIeHTpar 3a HH(PY3HOHEH pa3TBOp KarkoBO BbB
BeHATa Ha phKaTa (MHTpaBeHO3HA MH(Y3Us) B POIB/DKEHIE Ha Haii-Mako euH yac. [TochBeTBalTE
ce ¢ Barmmms nekap 3a ToBa, Kora 1ie Bu ce mocTaBsIT HHXEKIIHUTE U KOTa IIIe ¢a CJICIBAIUTE
KOHTPOJIHHU TIPETJICITH.

KakBo xonun4yectBo Stelara ce mpuiara
Bamusr siekap 1ie permy KakBo KonndecTBo Stelara TpsiOBa fa MOIyduTe U 3a KAKBB IIEPUOA OT BPEME.

Bn3pacTtHu Ha 18 roquHu UM mo-rojieMu

o JlekapsiT 111e U3YUCIIU PENOPBHUUTENTHATA 32 Bac 103a 3a MHTpaBeHO3HA UH(Y3HsI B3 OCHOBA Ha
TenecHoTo Bu Terio.
Bamrero tenecHo Terio Jlo3a
<55kg 260 mg
> 55 kg 1o <85 kg 390 mg
> 85 kg 520 mg
. Cren HayamHaTa HHTPaBEHO3HA J103a 1ie Bu Ob1e npumoskenHa cieapamniara go3a 90 mg Stelara
ype3 MHXKEKITUS 1O KoxaTa (TI0IKO’KHA MHIKEKIINS) Cle § CEIMUIIH U CIIe]] TOBA Ha BCEKH
12 cenmunu.

Hena ¢ 6oect Ha Kpon u Tersio Haii-mainko 40 kg
o JlekapsT 1ie onpeaenyu npernopbunuTenHara 3a Bac 103a 3a uHTpaBeHo3Ha UH(Y3HUS Bb3 OCHOBA
Ha TenecHoTo Bu terio.

Barrero tenecHo Terio Jloza
>40 o <55 kg 260 mg
>55 kg mo <85kg 390 mg
> 85 kg 520 mg
o Crien HauaTHaTa MHTPABEHO3HA J103a 11 Moy4nTe ciieBaiara jgo3a 90 mg Stelara upe3 uH-
YKEKTHpaHe 1MoJ] Koxkarta (ITOIKOKHA HHKEKIIUs) cIe 8 CeIMHIIM, a Ciell TOBa Ha Bceku 12 cen-

MHUIIN.

Kak ce npuiara Stelara

ITepBara no3a Stelara 3a neuenue Ha Oonect Ha KpoH nim ynepo3eH KOJUT ce mpuiiara ot JieKap
KaITKOBO BbB BEHA B pbKaTa (MHTpaBeHO3HA UHPY3HSs).

I'oBopete ¢ Bamms nekap, ako uMarte BBIIPOCH OTHOCHO IpuiiaraneTo Ha Stelara.

AKO cTe PONMyCHAJIM 1a u3noJj3Bare Stelara
Axo cte 3a0paBWIN WK CTe MPOITyCHAJIM Yaca CH 3a IpUJIaraHe Ha 7103a, CBbpKeTe ce ¢ Bamms iexap
3a MJIaHWpaHE Ha HOB Yac.

AKo cTe cripesiu ynoTpedara Ha Stelara
He e omacHo na cripere ynotpe6ara Ha Stelara. Ako obade s cripere, Bammure cumnromu Moxe aa ce

BBb300OHOBSIT.

AKO UMare HAKaKBH JIOTBIHUTEIHHA BBIIPOCH, CBBP3aHH C YIIOTpedaTa Ha TOBa JIEKAPCTBO, IIOMUTANTE
Bammus nekap nim ¢papmManesT.
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4.

Bb3MOKHE HeKeJIaHU pe€aKkuumn

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKEC 1a NIPEAMN3BHKA HEKCIAHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.

Cepno3HH HeKeJIaHU peaKIuu
Hsxou narnueHTy MoXe J1a MIMaT CepUO3HU HEeXEIIaHU PEaKIuy, IPU KOUTO Ja Ce HaJlara CIeIIHO
JICUCHHE.

AJIepruYHM peakIyy — MosKe 1a U3MCKBAT clellHo JeveHue. Unpopmupaiite Bamus
JieKap WM He3a0aBHO MOTHpPceTe CNEeNIHa MeMUMHCKA MOMOIII, K0 3a0eseKuTe HAKOM 0T
cJIe/IHUTE MPU3HAIH.
. CepHo3HATE alepTUIHH peakind (,,aHadHIaKchs’) ca peaKH MIPH X0pa, IPHeMaIIn
Stelara (moxe na 3acernar g0 1 va 1 000 mgymm). [Tpu3HanuTe BKItOYBAT:
o 3aTpyAHEHO IWIIAaHE WIH NpeTTblIaHe
o HHCKO KPBBHO HaJSITaHE, KOETO MOJKE J1a MPUYNHH 3aMassHOCT WJIH CBETOBBPTEK
o MOTyBaHe Ha JINLIETO, YCTHUTE, yCTaTa WU I'bPIOTO.
o YecTuTe MpU3HAIM HA AIEPTUYHA PEAKIIHMS BKITFOYBAT KOXKEH OOPUB M YPTUKAPUS (MOXKeE
na 3acersat a0 1 Ha 100 mgyrmmm).

Peakuuu, cBbp3anu ¢ HHQY3UsATA — AKO ce JeKyBare 3a 6oJjiectra Ha KpoH win 3a

Y/ epPo3eH KOIUT, IbpBaTa 1032 Ha Stelara me ce NIPpHJI0KH KAaNIKOBO BbB BEHA
(uHTpaBeHo3Ha MH(PY3HA). HAKoM NanMeHTH MOJIYy4YaBaT CEPHO3HHU AJIePIrHYHM PeaKIuu
10 BpeMe HA HHPY3usATA.

B penku ciayyau ce ch001IABAT ajleprudHu 0eJI0APOOHU peakiuy 1 6e10ApooHO
Bb3NaJieHHe NPU NAIHeHTH, KOUTO MOJTy4YaBaT yCTeKHHYMa6. YBeaoMeTe BeqHara Bammus
JieKap, aKo MoJIyYduTe CHMIITOMH KaTo KallJIMIA, 33/(yX U BUCOKA TeMIlepaTypa.

AKXO mOTyunTe Cepruo3Ha alepruyHa peakuus, Bammsar nekap moxe 1a pem, ye Bue He TpsiOBa
na ynotpebsasare Stelara oTHOBO.

Nudexnun — Moske 1a U3UCKBAT crielHo JeyeHue. Mudpopmupaiite Bamus jekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE MPU3HALN.

o WHQEKIUNTE HAa HOCA WK TBPJIOTO M MIPOCTYJIaTa ca 4YecTH (MOoXe Ja 3acerHar Jo 1 Ha
10 mymm)

° WH(EKIUUTE HA JOJIHATE IUXATEIHH IbTUIIA (TPhAHA HHPEKIINHN) ca HedecTH (MOXe Jia
3acertar a0 1 Ha 100 gymm)

. BB3MAJICHUETO Ha MOJK0KHATA ThKaH (IIETYTIUT) € HedecTo (Moe Ja 3acerde 0 1 Ha
100 mymmm)

. xepriecute (Buj 00JIe3HEH OOPUB C MEXYpH) ca HedecTH (MOKe J1a 3acerHar a0 1 Ha
100 mymmm)

Stelara mo>xe 1a Hamanu criocobHoctTa Bu 1a ce 6opute ¢ nHdekunu. Hiaxon nadeknnu Mmoxe
Jla CTaHaT CEPHO3HHU U MOXKE 12 BKIIIOUBAT MHPEKINH, TPUUYUHEHU OT BUPYCH, TBOUYKH,
OakTepuu (BKIIFOUNTEIIHO TyOCPKYJI03a) WM MAapa3uTH, BKIYUTEIHO HHPEKIUH, KOUTO
BB3HUKBAT MPEIMMHO MIPH XOpa ¢ oTciIadeHa IMyHHa cucTeMa (OTTOPTIOHUCTHYHN HH(PEKIUH).
IIpu nmanuenTy, noayyaBaniy ycTeKuHyMa0, ce cho0IaBaT ONOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHUe(aaIuT, MEHUHTUT), OeTUTe APOOOBE U OUUTE.

Hoxkaro ynorpe0siBare Stelara, TpsioBa na cieaure 3a npu3Hauy Ha nH(pekuus. Te BKIIOYBAT:
o BHCOKa TEMIIEpaTypa, TPHUIIONOI00HN CHMIITOMH, HOIITHO TIOTeHe, 3ary0a Ha Teriio
yMoOpa W 3a1yX, YIOpUTa KalllTHIa

TOIJIa, 3a4epBEHA B OOJIE3HEHA KOXKa MITH OOJIE3HEH KOXKEH 00pUB C MEXypH

napeHe Mpu ypuHUpaHe

Japust
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o 3PUTEITHO CMYIIICHUE WITH 3ary0a Ha 3peHue
o IJIaBO0ONHE, CKOBAaHOCT Ha BPaTa, YyBCTBUTEITHOCT KbM CBETIMHA, TaJICHE WK
00BPKAHOCT.

WNudopmupaiite Bamms nekap BeHara, ako 3a0elIe)KUTe HIKOW OT T€3U MPHU3HAILM Ha
uHpeknus. Te moraT fa ObAaT NpU3HANY HAa HHOEKIIMY KAaTO IPhIHA WHPEKIIUU, KOXKHU
WH(EKINH, XePIIeC 30CTep WM ONOPTIOHUCTUYHH WH(EKIINH, KOUTO MOTAT J1a I0BEAAT 10
ceprosnu ycioxHerns. Magopmupaiite Bamus rekap, ako uMare HIKaKBa yIOPHUTA WA
MOBTapsIIa ce nHpekIwys. Bamusar nexap Moxke J1a peiy, ue He TpsOBa aa ynoTpedsBaTe
Stelara, nokaro nH(peknmATa He Ob/IE U3IEKyBaHa. Y BeqoMeTe Bamms jgexap, 1 ako umare
OTBOPEHH PaHM WJIM HAPaHSBaHUS, ThI KaTO MOXKE /1a ce HH(EKTHparT.

JIromeHe Ha KO’KATA — HHTEH3WBHOTO 3a4epBsiIBaHe U JIONIeHe HA KOXKATa HA MO-ToJIMa
IJIOL 110 TSIJIOTO MO3Ke 1a A CHMIITOMH HA epUTPOJePMUYEH NCOPHA3HC HIIH
eKkchoIMaTHBEH 1ePMATHUT, KOUTO €A CEPHO3HU KOKHHU 3a00/1s1BaHusI. AKO 3a0esIeskuTe
HSIKOM OT Te3W NMPHU3HALM, TPAOBa N1a nH(popMupaTe Bamms nexap He3a0aBHO.

JApyru He:xxeJ1aHM peakuuu

YecTu HexeaHu peakuum (Moxe Aa 3acerrar Ao 1 Ha 10 qymm):
Aapust

rajieHe

MOBPBIIAHE

ymopa

3aMastHOCT

riaBoOoime

cbpOex (pypuryc)

0oJka B I'bp0a, MyCKYJIUTE UK CTAaBUTE
BB3IMAJIEHO I'bPIIO

3auepBsiBaHe M 00JIKa Ha MICTOTO HA MH)KEKTHPAHE
WHQEKIHS Ha CHHYCHTE

HeuecTu Heskenanu peakumn (Moxe 1a 3acersHat 1o 1 Ha 100 qymm):

o WH(EKIUN Ha 350HUTE

o BarvHaJIHa MHQEKIUS, TPUINHEHA OT ThOWYKH

o JeTIpecHs

o 3alyIIeH HOC WK Xpema

o KbpBEHE, TOCHHIBAHE, BTBbP/ISIBaHE, IOyBaHe, ChpOeK, 3auepBsiBaHe U OoJka Ha

MSICTOTO Ha MH)KEKTHPaHE
ycellaHe 3a cj1adocT

. clajaHe Ha KJIemada U U3KpUBSIBaHE HA MYCKYJIUTE Ha €/IHATa MOJIOBUHA Ha JIUIIETO
(,JuTieBa mapanusa” Win ,,napain3a Ha ben’), KosiTo OOMKHOBEHO € BpEMEeHHA

o MPOMSIHA Ha TICOPUA3UCa ChC 3aUEPBABAHE M HOBH MAJIKH, JKBJITH WK OCIN MEXYPH 10
KOJKaTa, IIOHAKOTa IPHUIPYKEHU ¢ TeMIeparypa (IyCcTyI03eH ICOpHa3uc)

. OeneHe Ha KokaTta (eKCQoaranus Ha KOKaTa)

. aKHe

Peaxu Hesxe1aHM JieKapcTBeHH peakuuu (Moxe Aa 3acerHat o 1 Ha 1 000 gymm)

o 3ayepBsiBaHE U JIIOIICHE HA KOXKaTa Ha MO-TOJIsIMA IUIOI 0 TSIIOTO, KOUTO MOXKE Aa
ChpOAT Wit J1a ca 6ose3HeHu (ekcdonuaTtuBeH aepMartuT). [1ogo0HN cuMIITOMHM
MIOHSIKOTA C€ Pa3BHBAT KaTO €CTECTBEHA IPOMSHA Ha BUJIa HA CUMIITOMH Ha TICOPUA3HC
(epuTpoaepMHUYEH MICOPHUABHC)

o Br3nanenue Ha ManKuTe KPHbBOHOCHHU ChHIOBE, KOSTO MOKE Ja JIOBEJIE JI0 KOKEH OOPHUB C
MaJIK{ YepPBEHH WU JIMJIaBHU IOy THHH, TEMIIEpaTypa WM O0JIKa B CTABUTE (BACKYJIHT).
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MHoro peakH HeKeJIaHU JeKapcTBeHH peakuuu (Moxe 1a 3acerHat 10 1 Ha 10 000 myrm)

o OO0pasyBaHe Ha MEXypH IO KOXKaTa, KOSITO MOXe Jia Ob/ie 3a4epBeHa, ChrpOsIa u
Oone3neHa (0ym03eH meMpHUTOw)
o KOJKEH JIYITyC epUTeMaToieC U TyIyc-TIo00eH cHHAPOM (YepBEeH, HaJUTHAT, JIFOIICI Ce

00pHB B M3JIOXKCHUTE HA CITBHIIE YYaCThIM HA KOKaTa, KOUTO MOXKE JIa € IPUAPYIKEH OT
0OJIKU B CTaBUTE).

Cpo0maBaHe HA HesKeJIAaHU PeaKIIun

AKO TOITyunTe HIKAKBU HEXEJIaHH JICKApCTBEHU peakiyy, yBeaomere Bamus nekap winn hapManesr.
ToBa BKJIFOYBa BCHYKHM BH3MOKHH HEOTIMCAHU B Ta3W JINCTOBKA HEXKETAHHU peakiuu. Mo)keTe ChIIo Aa
ChOOIINTE HEXKENAHHU PEaKINU JUPEKTHO Ype3 HAMOHATHATA CHCTEMa 33 ChOOIaBaHe B:
W3mbHATENHA areHnus 1Mo JeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpho0miaBare HexXenaHH peakiiy, MOKETE J1a 1a/IeTe CBOS MIPUHOC 3a T0JTydaBaHe Ha MOBeye
nH(pOpPMAIU OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o Stelara 130 mg koHIeHTpar 3a HH(Y3HOHEH Pa3TBOP ce Mpuiiara B OOJTHHUIIA K KIWHUKA U HE
ce Hajara nanyueHTHUTe J1a TO ChXPaHsBAaT WU Ja OOPaBAT C HETO.

[a ce cpxpaHsiBa Ha MSICTO, HEJTOCTBITHO 32 JIela.

[Ha ce cexpanssa B ximaguwiHuk (2°C—8°C). Jla He ce 3aMpa3siBa.

CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa c€ TpeAa3u OT CBETINHA.

He paskamniaiite dutakonute Stelara. [IpoabKUTETHOTO EHEPTUYHO pa3KIIalllaHe MOXe Jia
TIOBPEIH JIEKAPCTBOTO.

He n3non3BaiiTe ToBa JIEKApPCTBO:

° Clie]l CpOKa Ha TOJIHOCT, OTOEIsI3aH BbPXY €TUKETa U KApTOHEHATA OMAaKOBKA CJIE]
»EXP*/,,L'onen no“. CpoKbT Ha TOMHOCT OTTOBApPS HA MOCIEAHHS JIEH OT IIOCOYCHUS MECeTl.

° aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIM B Hesl Ce 3a0esI3BaT IUTyBAaIy Yy K/IH YaCTHIIN
(BmkTe Touka 6 ,,Kak m3rnexzaa Stelara u kKakBO ChABpIKa OMAaKOBKaTa‘™).

. aKo 3HAETe WM CMsATaTe, 4e MOJKe J1a € Onia N3NIo)KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHIIAJICHTHO 3aMpPb3BaHe WIH 3arpsiBaHe).

° aKo MPOIYKTHT € OMJI eHEPTHUHO Pa3KIATeH.

° aKko oOKaTKaTa € CuyIeHa.

Stelara e camo 3a eqHOKpaTHa yrnotpeba. PaspeneHusT HHPY3HOHEH Pa3TBOP WIIM HEU3IOI3BAHUSIT
MPOJIYKT, OCTaHaJ] BbB (pJIaKOHA U B CIIPUHIIOBKATA, TPSIOBA /1a CE U3XBHPIIU B CHOTBETCTBHE C
MECTHHUTE U3NCKBAHUS.

6. Cl,m,pma}me Ha onMaKoBKaTa M JO0IIbJHUTEC/IHA I/IH(l)OpMaIH/ISI

Kakso cpabpika Stelara

. AKTHBHO BeIeCcTBO: ycTeKuHyMa0. Beeku diakon cpappxka 130 mg ycrekunymad B 26 ml.

o Hpyru cecraBku: EDTA nunarpuesa con quxuapar (E385), L-xuctunun, L-xucTuanHOB
MOHOXHIPOXJIOPH] MOHOXHApar, L-meTnonuH, moarcopdar 80 (E433), 3axaposa u Boja 3a
WHXKEKILIH.
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Kaxk u3raexxaa Stelara u kakBo cbAbp:Ka 0NaKOBKATA

Stelara e 6ucTbp, 6Ge31BETEH 10 OIIETOKBIT KOHIEHTPAT 3a HH(Y3HMOHEH pa3TBop. JIocTaBs ce B
KapTOHEHA OMAKOBKa, ChAbpiKallla eauH cThKiIcH (hiaakon ot 30 ml ¢ eauanyHa no3a. Beeku dhnakon
chabpika 130 mg ycreknnymad B 26 ml KOHIIGHTpAT 3a MHPY3HMOHEH Pa3TBOpP.

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

B-2340 Beerse

benrus

IIpousBoauTe
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

3a gombaHKUTENHA HHPOPMALIUSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEACTAaBUTEN HA MIPUTEXKATEIS Ha Pa3pelieHUETo 3a ynoTpeoa:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88

janssen@jacbe.jnj.com It@its.jnj.com

Boarapus Luxembourg/Luxemburg

»JKoHCHH & J[xoHChH Bharapus” EOO/] Janssen-Cilag NV

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

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

Ceska republika Magyarorszag

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

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

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

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

jacdk@its.jnj.com

Deutschland Nederland

Janssen-Cilag GmbH Janssen-Cilag B.V.

Tel: 0800 086 9247 / +49 2137 955 6955 Tel: +3176 711 1111

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

Eesti Norge

UAB "JOHNSON & JOHNSON" Eesti filiaal Janssen-Cilag AS

Tel: +372 617 7410 TIf: +47 24 12 65 00

ee@its.jnj.com jacno@its.jnj.com

E\Mado. Osterreich

Janssen-Cilag ®oppaxevtiki Movorpdcmmnn Janssen-Cilag Pharma GmbH

A.E.B.E. Tel: +43 1 610 300

TnA: +30 210 80 90 000
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Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog

BopvéPog Xotinmavayng Atd
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
Iv@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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEAHO Mpepasriiexkaane Ha JuctoBkara 03/2025

IMonpoOHa nH(MOpMaIUs 3a TOBa JIEKAPCTBO € MPeOCTaBeHa Ha yebcalita Ha EBponeiickaTa areHnus
1o JiekapcTBaTa https://www.ema.europa.eu.

Ilocouenara no-a0Jy I/IH(l)OpMaI_II/IH € NpcaHa3Ha4YCHa CaMO 3a MCAUIIMHCKHU CIICHUAJINCTH!

IIpocnenumoct

3a Ja ce HOI[O6pI/I mpocCICAMMOCTTA Ha OHOIIOTUYHUTE JICKApPCTBCHU MMPOAYKTU, UMETO U MMAPTUIAHUAT

HOMEp Ha MPIJIOKEHUS MPOTYKT TPSOBA SCHO /1A CE 3arMCBaT.
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VYkazaaus 3a pa3pekaaHe:

STELARA konueHTpaT 3a HH(}Y3HOHEH pa3TBOp TPsIOBaA Ja ce pa3peau U Jia ce TOATOTBU OT
MEAUIMHCKH CHEUAIUCT C TIOMOIITA Ha aCENTUYHA TEXHHKA.

1.

M3umcmere no3ara u 6pos Ha HeoOxomumute dhiaakoan STELARA BB3 oCHOBa Ha TETJIOTO HA
nanueHTa (Bx. Touka 3, Tabmuua 1, Tabnuna 2). Beeku ¢nakon STELARA ot 26 ml cpappika
130 mg ycrekunymao.

Wsrternere n m3xBwpieTe oT nHpy3noHHUSA cak oT 250 ml o6em oT pa3TBOp Ha HATPHUEB XIJIOPHU
9 mg/ml (0,9%), paBen na o6ema STELARA, koiito TpsOBa aa ce 106asu. (nu3xBbpiete 26 ml
HaTpHeB XJopHn 3a Bceku HeoOxoauMm ¢uiakon STELARA, 3a 2 ¢nakona uzxswpiere 52 ml, 3a
3 (hmaxona m3xsbpieTe 78 ml, 3a 4 daakona uzxeepiere 104 ml).

Nzrernere 26 ml STELARA ot Bcexn Heo6xoauM (prakoH u ru 106aBeTe KbM HHPY3HOHHUS
cak ot 250 ml. Kpaiinust o0em B nH}Y3HOHHUS cak TpsaOBa na 6bae 250 ml. Buumarenno
cMecere.

[pean npunokeHUETO MPOBEPETE BU3YATHO pa3peaeHus pa3tBop. He ro ynorpebssaiite, ako ce
HaOJIr01aBaT BU3YaTHO HETIPO3payHH YaCTHIIM, TPOMSHA Ha [[BETA WX YY>KAH YaCTHIIH.
[Ipunoxere paspeaeHus pa3TBOp 3a MEPUO OT Ha-MaiKko eauH yac. Cien KaTto ce pa3penu,
NpUJIaraHeTo Ha MH(PY3UOHHUAT Pa3TBOP TPsAOBa /1a ce M3BBPIIN B PAMKUTE Ha OCEM daca Cie]
paspexaaHeTo B MH()Y3UOHHHS Cak.

N3non3Baiite camo Ha0Op 3a HH(Y3Us ¢ BrpaJicH, CTEPUIICH, aTUpOreHeH GUiIThp Che Cl1abo
CBBp3BaHe Ha MpoTenHH (pazMep Ha opute 0,2 MUKpOMeTpa).

Bceku drakoH € caMo 3a €JHOKPATHO MPWIIOKEHHE U HEU3MOI3BAHUSAT JICKAPCTBEH MPOTYKT
TpsiOBa J1a ce€ U3XBBPIH B CHOTBETCTBHE C MECTHUTE N3UCKBAHHUS.

CobxpaHeHnue
AKO € HEOO0X0IMMO, Pa3pEACHUAT UHPY3HOHHUAT Pa3TBOP MOXKE Jla CE ChXpaHsIBa Ha CTaiHa

Temmeparypa. [Ipunaraneto Ha HHQY3UOHHUSAT Pa3TBOp TPSIOBA Aa Ce 3BBPIIM B pAMKUTE HA OCEM
yaca cliesl pa3pekaaneTo B nHY3HOHHUS cak. [la He ce 3aMpassBa.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg unH:keKIIMOHEH Pa3TBop
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIHA BBIIPOCH, TonuTaiiTe Bamus nekap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKU BH3MOKHU HE)KEIaHU PEeaKIny, HEONMMCAHN B Ta3u IMCTOBKa. BrokTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrasasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

. [1nakoB mcopuasuc - IpH BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOJWHU U TIO-TOJIEMHU

. IlcopuartnueH apTpuT — IIpU Bb3PACTHU

o Vmepena 10 Texka 6osect Ha KpoH — mpu BE3pacTHHU | Jelia ¢ Teriio Hai-maiko 40 Kg
o VYMepeH 10 TEXBK YIIIEPO3EH KOIUT — ITPY Bh3PACTHH

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

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

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

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYILEepo3HUST KOJIUT € BB3MAIUTEIHO 3a00IsIBaHe Ha uepBaTa. AKO UMaTe YJIIepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsdBa na 3Haere, npeau Aa usnoJssare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru4HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

AKO He CTe CUTypHU JIajlM HAKOE OT U30POCHUTE TI0-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nexap win papmarieBT, npeau aa u3non3sare Stelara.

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAIKOTa CTe HMAJIN HSAKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCyTnpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

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

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

o AKO UMaTe MWJIU HACKOPO CTe UMAJTIH HH(pEeKIus.

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

o AKo mosy4aBate Jpyro JeyeHue 3a MCOPUA3UC U/WJIU MCOPUATHYEH apTPUT — KaToO APYTH
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TSUIOTO ce JIeKyBa ¢ THIl yirpaBuosierosa (UV)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE Jia OTCIIA0AT YacT OT UMyHHAaTa cucTeMa. M3non3saHero
Ha Te3H JIeueHHs 3aeJHO cbe Stelara He e uscnenBano. Bp3moxkHO € 0baye, TO J1a yBelIndn
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Jany Stelara Moke 1a OKa)ke BIMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJ 65 roIMHN — MOKe /1 CTe TO-CKJIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny ga u3noiseare Stelara.

Hsxou namuentu ojry4yaBat J'Iyl'[yc-l'[OI[06HI/I PCaKnu, BKIIIOYUTCIIHO KOXKCH JIYITYC CPpUTCMATOACC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO ITOJIYYHTC YE€PBCH, HAAWTHAT, JIFOMICII] CE 06pI/IB, IIOHAKOTI'a C IO-ThbMHU I'PAHUIIU, B U3JIOKCHUTEC
Ha CIIBHIC Y4aCThIU Ha KOXaTa UK CTaBHU 0OJIKH.

CobpaedyeH HHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEYHO 3a00JsIBaHE U
uHCyNT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonsnl HauuH. HezabaBHO moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHara
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpenopbyBa 3a ynoTpeda npH Jiena Ha Bb3pacT I0J1 6 TOANHU € ICOPUA3NUC, JIela ¢
6onect Ha Kpon u Terno nox 40 Kg nium nipu ziena Ha Bb3pacT noj 18 roJjuHu ¢ copuaTudeH apTpuT
WIH C YJILEPO3eH KOJIUT, 3aI0TO HE € MPOYYBaH MPH Ta3h Bb3PacTOBa rpyma.

Jpyru nexkapcTBa, BakciHH M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanesT:

o AKoO preMaTe, HaCKOpO CTe MpUeMaIi WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa uinu miaHuparte 1a Bu ce mpaBu BakcuHaius. /JokaTto u3nona3sate
Stelara, HsiKOM BUAOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce IMpuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeTo Bu 3a neyenunero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npemna3Bane oT
TyOepkyio3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecela ciiell pakJJaHeTo, ako cTe HomydaBany Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopsya ApyTro.

BpeMeHHOCT 1 KbpMeHe

o Axo cte OpeMeHHa, cMATaTe, Y€ MOXKe J[a cTe OpeMEeHHa W TUIaHUpaTe OPEeMEHHOCT,
nochBeTBalTe ce ¢ Bamms gekap npenu ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnroaBaH mo-BUCOK PHCK OT BpojieHH Jedektn npu 6ebeTa, n3nokeHu Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH jkeHH obade ca OrpaHUYECHH.
[lopanu ToBa e 3a nmpennouynTaHe Ja ce U305rBa yrnorpebara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO cTe XeHa ¢ IeTepOeH MOTEHINAI, XKeJaTeIHO € 1a He 3a0peMeHsBaTe U /1a U3I10JI3BaTe
TIOJIXOJIAI POTUBO3aYaTh4eH METOI, KOrato u3noi3sare Stelara u mone 15 cenmuny cies
NOCJIeJHOTO Npuiiarade Ha Stelara.

. Stelara Mo>ke 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyryuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUS.
. BaxHo e n1a kaxxeTe Ha iekapuTe Ha Bariero 6e0e 1 Apyru METUITUHCKH CIICITUAIMCTH, aKO CTe

nosiyuaBaiu Stelara o Bpeme Ha OpeMEHHOCTTa CH, IIpear 0e0eTo Ja Moy4r KakBaTo U Jia €
BakcuHa. JKuBu BakcuHH, KaTo LXK BakcuHa (M3mon3Bana 3a mpe/na3BaHe oT TyOepKyIio3a),
HE ce IpernopbhYBar 3a Bamero 6e0e nmpe3 mbpBUTE IBaHAAECET MECela Ciie]] paXKIaHETO, aKo

126



cre mosydaBasin Stelara mo BpeMe Ha OpeMEHHOCTTa, OCBEH aKo JIeKapsT Ha Bamrero 6e0e He
MpernopbYa JpyTo.

. Ycreknaymab MoXe J1a PEMUHE B KbpMaTa B MHOTO MaJIKH KoJmdecTBa. [locbBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WU aKo TUTaHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsiOBa qa
pemnTe nanu TpsiOBa Aa KbPMUTE WIH Ja u3non3Bate Stelara - He mpaBeTe U ABETE.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA MPEHEOPEIKUMO CIIOCOOHOCTTA 3a IOo¢upaHe u padboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,02 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € CKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopOaTuTe Morar Aa NPUYMHST alepruuHu peakuuu. TpsaoBa na kaxxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJIePTHH.

3. Kak na n3noisBare Stelara

Stelara e mpeaHazHaueH 3a ynoTpeda noa prKOBOACTBOTO U KOHTPOJIA HA JIEKAP C OIUT B JICYEHUETO
Ha 3a00Js1BaHUATA, 332 KOUTO € [I0KAa3aHO JIEKapCTBOTO.

Bunaru n3nosnsBaiite ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan Bamust nekap. Ako He cTe CUTYpHU B
Heulo, nonutaiite Bamws nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora mie Bu ce nmocrassrt
MH)XEKIMHUTE U KOora IIe ca CJIeBAINTe KOHTPOIHH IIPETJIeIu.

KakBo konuyecTBO Stelara ce npuiara
Bamust nekap 1ie pemm KakBo KoJimdecTBo Stelara TpsiOBa /1a MOJYYUTE U 332 KAKBB IIEPUOJT OT BPEME.

Brn3pacTHu Ha 18 roauHu MK MO-rOJIEMHU
Ilcopua3uc niu ncopuaTuveH apTpUT

. IMpenopbunTenHaTa HavanHa qo3a € 45 mg Stelara. ITanuentn ¢ terno #aa 100 kunorpama (kg)
MO3Ke J1a 3armo4yHar ¢ go3a 90 mg Bmecro 45 mg.
. Crnen HayanmHaTa 71034, cieaBaiiara Bu jo3a 1e Ob/1e 4 ceIMUI MO-KbCHO U CJIe] TOBA Ha

Bceku 12 ceqmunu. Creasammre 1031 OOMKHOBEHO ca ChIUTE, KATO HavaJlHaTa 1034.

Bosect Ha Kpon nin yJjimepo3eH KOJIUT

. ITo Bpeme Ha neuennero Bamusat sexkap mie Bu mpuiioxu mbpBara Jg03a 0T IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkara (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
1Ie ToJIyunTe ciieaBamiara go3a 90 mg Stelara cien 8 ceamurm, cien ToBa mpe3 12 ceaMurm
Yype3 MHKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOW MAlUEeHTH, CIIe/] IbpBaTa MoJK0KHA HHXKeKIus, 90 mg Stelara Moxe aa ce mpuiara
npe3 8 cenMuiy. BammsT jgekap 1ie peny kora TpsiOBa 1a MOIy4uTe CleABalara Cu 103a.

Jena u 1oHOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

IIcopuasuc

. JlexapsT TpsiOBa ma ompenenu nmpaBuiIHaTa 3a Bac 103a, BRIFOUUTETHO W KOJTMIECTBOTO (00ema)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa 03a 3a Bac me
3aBUCH OT BallieTo TeecHoO Terjio 1o BpeMe Ha BCsAKa 103a.

. Axko Texure no-manko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJI0.

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

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

o Cnen HavanmHara J103a, ciiejipamniara Bu no3a e 0b/1e 4 ceMuIyM mo-KbCHO U ciIe] TOBa Ha

BCekH 12 cenmuIm.
Jena c TerJio Haii-manko 40 kg

Boaect na Kpon
. ITo BpeMe Ha JledeHneTo Bamvsr jrekap 1ie IprIIokKH IIbpBaTa 103a oT mpubmsuTeno 6 mg/kg
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Stelara upe3 KankoBO BIMBaHE BbB BeHA Ha pbKaTa Bu (naTpaBeHo3Ha uHpy3ust). Cien Hadaj-
HaTa J03a IIe ToJyanTe cienpamara go3a 90 mg Stelara cien 8 cemmurin, a ciie; TOBa Ha BCEKH
12 cepMuny upe3 HHKEKIHS MO KoxKaTa (,,[T0IKOXKHO™).

o [pwu HsIKOM MALIMEHTH, cJie]] TbpBaTa moikokHa nHkeknus, 90 mg Stelara Mmoxe aa ce npuiara
npe3 8 cenmuiy. BammsT jgekap 1me penr kora TpsiOBa 1a MOIy4UTe CeABallara CH 103a.

Kak ce npuiara Stelara

. Stelara ce mpuara kaTo WHXEKIHS IO KokaTta (TIok0xkHo). B HagaoTo Ha Bamero neduerHue,
Stelara Mo>ke 1a ce MH)KEKTHpa OT JeKap WM MEAUIHCKA CECTpa.

o Bue n Bamusar nekap o6aue Moxe 1a pemute, ue Bue camu moxe na cu uHxkektupate Stelara.
B takbB ciryyaii e nmpeMuHeTe 00y4deHne Kak a cu WHKekTupare Stelara caMmocTosiTenHo.

o 3a yka3aHus Kak J1a HHKeKkTupare Stelara Buxre ,,YKazaHus 3a IPUIOKEHHE” B Kpasi Ha Ta3H
JMCTOBKA.

FOBOpCTe ¢ Bamus JICKAap, aKO UMATEC BBIIPOCHU OTHOCHO TOBA KaK CaMM J1a MOCTABATC MHKCKIHATA.

AKO cTe U3I0JI3BaJIM II0BeYe 0T HeoOxoaumara 1o03a Stelara

AKO cTe M3MO0JI3BaJIM WK ca By mpuioxuny moseye oT HeoOxoaumara fo3a Stelara, HezabaBHO ce
NOChBETBANTE C Jiekap Wi (apmaneBT. Bunaru Hocete ¢ Bac kaproHeHaTa omakoBKa Ha
JIEKapCTBOTO, JJOPH H J1a € TIpa3Ha.

AKO cTe PONMyCHAJIM 1a u3noJj3Bare Stelara
AKO cTe TIpoITyCHaJM /1032, CBhpKeTe ce ¢ Bamms nekap mm ¢apmarieBT. He mpunaraiite nBoitHa
J103a, 3a J1a KOMIIGHCUpaTe MPOoIycHaTaTa 103a.

AKo cTe cnipesaiu ynorpedara Ha Stelara
He e omacHo ma ciipere yrotrpebara Ha Stelara. Ako obaue s cripete, Bamire cumnroMu Moxe 1a ce
BBH300OHOBSIT.

AKO UMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpeOaTa Ha TOBA JICKApCTBO, IONUTANTEe
Bamus nekap nim ¢papmanesT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU PE€aKIIUH, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.

CepHO3HH HexKeJTaHU peaKkuu
Hsxoun marneHTn MOKe J1a IMaT CEpHO3HH HEXeJTaHHU Peakiiu, IPU KOUTO Ja Ce Hajara CIiernHo
JIeYCHUE.

AJlepruv4Hy peakuuu — MOKe 1a U3UCKBAT cllelHo Jeyenne. Uudopmupaiite Bamus
JieKap WIN He3a0aBHO MOThpPceTe CelIHa MeIMIMHCKA IOMOII, aK0 3a0eseKuTe HAKOM OT
cJIeTHUTE MPU3HAIU.
° Cepuo3HHTE aJIEPrUYHA peakivi (,,anadumakcus’™) ca peJKu Ipy Xopa, IpUeMariu
Stelara (mosxe na 3acernat 70 1 Ha 1 000 maymu). [TpusHanuTe BKIIIOYBAT:
o) 3aTpyHEHO JHINAHE WK MPETTbIIaHe;
o) HUCKO KPBBHO HaJsITaHE, KOSTO MOXKE J1a MPUYMHY 3aMastHOCT WUJIH CBETOBBPTEK;
o) TIOAyBaHE Ha JIUIETO, YCTHATE, YCTAaTa W I'BPIIOTO.
] UecTuTe MpU3HAIM HA aJI€pTUYHA PEAKIMs BKIIOYBAT KOKEH OOpUB U ypTUKApUs (MOXKE
na 3acerHat o 1 va 100 mymm).

B penku ciyyau ce ch00IIABAT ajJleprudHu 0eJJ0APOOHU peakiuu U 6e10pooHO
Bb3NajIeHHe NMPH NAIHEHTH, KOUTO MOJyYaBaT YCTeKHHYMa0. YBeaoMeTe BeqHara Bamms

JIEKap, aKko MMoJy4YuTe¢ CUMIITOMH KAaTO KalllJInIa, 3aAyX U BUCOKA TeMIiepaTypa.

AKO TTOTyYuTe CEeprO3Ha allepruiHa peaknns, Bamusr iekap Moxe na pemmu, 4e Bue He TpsoBa
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Ia yrnorpedspare Stelara 0THOBO.

HNHdexnnn — Moske 1a M3UCKBAT crielIHo Jeyenue. Undopmupaiite Bamms gekap, ako
3a0eJie:KUTE HAKOM OT CJIeJHUTE MPU3HALN.

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

o MHQEKIUUTE HA JOTHUTE TUXATeITHH IbTUINA (TPBbIHN HHPEKIUN) ca HedecTH (MOoXe Aa
3acerHat fo 1 va 100 mymm)

. BB3MAJICHUETO Ha TIOJKOKHATA ThKaH (IEIyJINT) € HedecTo (MOKe /1a 3acerae A0 1 Ha
100 mymm)

o xepnecute (BUA Oosie3HEeH 00pHB ¢ MEXYpH) ca HeuecTH (MOoXe Jia 3acerHar 7o 1 Ha
100 mymm)

Stelara Mmo>xe 1a Hamanu ciocobHoctTa Bu 1a ce 6opute ¢ nndexunn. Hiaxoun nadekunu moxe
Jla CTaHaT CEPHO3HU U MOXKE /1a BKIIIOUBAT HHPEKINH, IPUUYUHEHU OT BUPYCH, THOMYKH,
OaxTepuy (BKIFOUUTEITHO TyOepKyJ03a) WK Mapa3uTh, BKIIOYUTEITHO HHPEKIHH, KOUTO
BB3HHUKBAT MPEIUMHO MTPU XOpa ¢ 0TciIabeHa MIMyHHA CUCTeMa (OTIOPTIOHUCTUYHHU UHPEKIIH).
[Ipu nmanuenTy, monyyasaniy ycTreKuHyMa0, ce ch0o0IaBaT ONMOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHIle(aInuT, MEHHHTHT), OenTe APOOOBE U OUUTE.

Hokarto ynorpebsiBate Stelara, TpsiOBa aa cieauTe 3a mpu3Hany Ha wH(eKIys. Te BKIFOYBAT:

o BHCOKa TeMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTeHE, 3ary0a Ha TerJio
yMOpa WK 3alyX, YIIOpUTa KallTia
TOIJIa, 3a4epBEeHA M OOJIE3HEHA KOXKa MM OOJIE3HEH KOXKEH 00pUB C MEXypH
napeHe Mpu ypuHUpaHe
Aapust
3PUTEIHO CMYIICHUE WK 3ary0a Ha 3peHne
rnaBo0oIKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TaJCHE HITH
00BPKaHOCT.

Wndopmupaiite Bammus nekap BeqHara, ako 3a0ee)KuTe HIKOW OT Te3U MPU3HAIN Ha
uHpeknus. Te moraT 1a ObaaT NpU3HALK HAa MH(EKIIMK KAaTO IPhIHU HHPEKIIUH, KOKHH
MH(EKIHH, XepIec 30CTep WIN ONOPTIOHUCTHYHH HH(EKLINHU, KOUTO MOTaT Ja JJOBEAAT J10
cepuo3HH ycnoxxHeHus. Madopmupaiite Bamus nexap, ako mMaTe HIKaKBa YIOPHUTA HITH
NoBTapsIIa ce nHPEKus. Bamusrt gekap Moxe J1a pely, 4e He TpsiOBa J1a yrnotpedsiBare
Stelara, nokaro uHdexuusaTa He ObJe U3NIEKyBaHa. Y BeroMmeTe Bamms jgekap, u ako uMmare
OTBOPEHM PAaHU WJIM HapaHIBAaHUS, ThH KaTO MOXe Ja ce HH(PEKTHpAT.

JlioleHe Ha KOKaTa — MHTEH3UBHOTO 3aYepBsiBaHe H JIOLIeHe HA KOKAaTa HAa MO-TOJIAMAa
TJIOII 0 TSIJIOTO MOZKe 12 ca CHMIITOMM HA ePUTPOIePMUYEH MCOPHAZHC WIH
ekc(oIuaTHBEH 1ePMATUT, KOUTO Ca CEPHO3HH KOKHHU 3200/1siBaHNs. AKO 3a0e/IeKuTe
HSIKO# OT Te3u MpU3HALU, TPsA0Ba 1a nHpopMupaTe Bamus jJexap nezadbaBHo.

I[pyl"l/l HEKEJTAaHU pCaKIIUU

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

rajieHe

MOBPBIIIaHE

ymopa

3aMasHOCT

ri1aBo0osue

chbpOex (Ipyputyc)

0omKa B rpp0a, MyCKYJIUTE WU CTaBUTE
BB3IAJICHO T'bPIIO

3ayepBsiBaHe U 00JIKA HA MSICTOTO HA MHXEKTHPaHe
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o WH(EKIHI Ha CHHYCHUTE

HeuecTu HeskenaHu peakuuu (Moxe fa 3acersat 1o 1 Ha 100 qymm):

WH(DEKITHN Ha 3p0HTe

BarnHaj Ha WHPEKINS, TPUINHEHA OT I'bOMIKH

Jenpecus

3aITyIIeH HOC WA Xpema

KbpBEHE, TOCHHSIBaHE, BTBbP/ASBAHE, TIOyBaHEe U ChPOEX Ha MSCTOTO HAa MH)KEKTUPAHE

ycelmaHe 3a cabocT

Cra/IaHe Ha KJlerayva U M3KpHUBsIBaHE HA MYCKYJIHTE Ha eHATa MTOJIOBHHA Ha JIUIETO

(,,JTuIeBa mapanu3a’” Win ,,iapaiu3a Ha ben’”), k0oaTo 0OMKHOBEHO € BpeMEeHHa

o MpOMSTHA Ha TICOPHA3UCa ChC 3aUePBSIBAHE M HOBH MAJIKH, JKBJITH HIIN OEJIH MEXypH 10
KO’KaTa, TIOHSKOTa MPUAPYKEHH ¢ TeMIeparypa (IyCTyI03eH IICOPHa3nC)

o OcieHe Ha KokaTta (eKCQoaraius Ha KOKaTa)

o aKHe

Penxu HexxenaHu JekapcTBeHM peakuuu (Moxe ja 3acerHar 1o 1 Ha 1 000 gymm)

o 3adepBsBaHe U JIONICHE HA KOJKaTa Ha IO-TOJIsIMa TUIONI 1O TSUIOTO, KOUTO MOKE Ja
ChpOAT Wi 11a ca Oosne3HeHu (ekcoyimaTuBeH aepMartuT). [logo0Hu cuMIToMu
HOHSKOTa Ce pa3BUBAT KATO €CTECTBEHA MMPOMSIHA HA BHAa HA CHMITOMUTE Ha TICOPHA3HUC
(epuTpomepMUYEH TICOPHA3HC)

o Brp3nanenue Ha MaJaKuTe KPHBOHOCHH CHJIOBE, KOSTO MOJKE JIa JTOBEJE 0 KOJKEH OOPHB €
MaJIK{ YePBEHHU WJIH JIMJIABH MOy THHHU, TEMIIEpaTypa uiik 00JKa B CTaBUTE (BACKYJIHT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peakunu (Moxe fa 3acerHat 1o 1 #a 10 000 myrmm)

o OO0pasyBaHe Ha MEXypH IO KOXkKaTa, KOsITO MOXe J1a Ob/ie 3auepBeHa, chrpOosia u
Oone3neHa (Oyno3eH nempuromnn)
o KOJKEH JIITyC €pPUTEMATO/IEC 1 JIYITyC-TI0J00€H CHHAPOM (YepBEH, HaIUrHAT, JTFOLIEI Ce

00pHB B M3JIOKCHUTE HA CITBHIIE YYaCThIM HAa KOXKaTa, KOWTO MOXKE JIa € IPUAPYKEH OT
OOJIKM B CTAaBHTE).

Cho0maBaHe Ha HesKeJIAHH PeaKINu

AKO MOJTyunTe HAKaKBU HEXEJIaH! JIEKApCTBEHH Peakliy, yBeaomere Bamus nexap uiu gpapmanesT.
ToBa BKJIIOUBA BCHYKHM B3MOYKHH HEOIIMCAHU B Ta3H JIMCTOBKA HEXENAaHU peakuuu. Moxere chlIo 1a
ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HAllMOHATHATA CUCTEMa 33 ChOOIaBaHe B!
W3nbiaHUTENHA areHnus 1o JeKapcTBara

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

Kato cpoOmiaBaTe HeXXeIaHU peakiuy, MOJKETe Ja AajieTe CBOs IPUHOC 3a MOyvYaBaHe Ha TIOBEYe
uH(OpMaIs OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cbxpansiBare Stelara

o [a ce cpxpaHsBa Ha MSCTO, HEJJOCTHITHO 32 JIETa.

. Ja ce cexpanssa B ximaguiauk (2°C—8°C). Jla He ce 3ampa3sBa.

o CroxpansBaiiTe (priakoHa B KapTOHEHAaTa OTIAKOBKA, 3a J]a C€ MPena3u OT CBETINHA.

. He pasknamaiite daakonute Stelara. [IpoabKUTETHOTO €HEPTUYHO pa3KIIalllaHe MOXe Jia

MMOBpCaH JICKApCTBOTO.
He u3noa3paiite ToBa JIEKaApCTBO:

. CJIe]l CpOKa Ha FOJHOCT, OTOEIsI3aH BbPXY €TUKETa U KApTOHEHATa OIaKOBKa CJIE/]
»EXP*/,,Lonen no“. CpoKbT Ha TOJTHOCT OTTOBApPS Ha MOCIEAHHS JCH OT IIOCOYCHHUS MECEII,
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o aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT ILTyBAIU YYy>KIH YaCTHIIN
(BmxTe TOuKa 6 ,,Kak m3rnexna Stelara n kakBo ChIbpKa OMAKOBKATa™);

J aKo 3HaeTe WM CMATaTe, Ye MOXKe J1a € Ouiia N3JI0KeHa Ha EKCTPEMHHU TeMIlepaTypu (Kato
MHIUICHTHO 3aMPB3BaHe WIH 3arpsiBaHe);

o aKO TPOAYKTHT € OMJI eHEPTUYHO PA3KIATeH;

o aKko oOKaTKaTa € CUyIieHa.

Stelara e camo 3a eqHOoKpaTHa ynoTpeba. Hen3nons3BaHUAT MPOIYKT, OCTaHAT BbB (pJIaKOHA U B
CIIPHUHIIOBKATa, TPsiOBa fa ce m3XBbpin. He M3XBBHPIsiiTE TeKapcTBaTa B KaHATHU3AIUATA UITH B
KOHTEeHHepa 3a foMaiHu otnaxbiy. [lonuraiite Bamus gapmaneBT kak Ja U3XBBPIISITE JIEKapcTBaTa,
KOMTO Be4e He U3MoJ3BaTe. Te3n MEpKH 1€ CIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpefa.

6. ChabpikaHue HA OMAKOBKATA U JONBJIHUTENHA HHOpManus

Kakso cbabpxa Stelara

o AKXTHBHO BelecTBO: ycTeKuHyMab. Beeku duakon cbappixka 45 mg ycrekuaymad B 0,5 ml.

o Hpyru cecraBku: L-xuctiamH, L-XUCTHANHOB MOHOXUIPOXJIOPUIT MOHOXH AT, Tosucopoat 80
(E433), 3axapo3a 1 BOAA 33 HHXKCKI[HH.

Kak u3riie:kna Stelara u kKakBo cbIbpiKa OIIAKOBKATA

Stelara e GucTbp 70 JICKO OMAJIECIEHTEH (C MepIieH OJICHK), OE31BETEH [0 OJICT0KBIT HHKEKIIHOHEH
paztBop. Toit Moke J1a ChABpKA HAKOIKO APEeOHU MOMYNPO3pauHH WIH O€IH YaCTHIIN POTEHH.
JocTaBst ce B KApTOHEHA ONAKOBKA, ChABPrKallla €AUH CThKJIEH (1akoH OT 2 ml ¢ exnHUYHA 103a.
Bcexku dmakon crappika 45 mg yereknaymab B 0,5 ml HHKEKIIMOHEH pa3TBOP.

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

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

3a nonbaHUTENTHA HHOPMAIIHS OTHOCHO TOBA JIEKaPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NpPEICTABUTEN HA MPUTEKATENs Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com It@its.jnj.com

Bouarapus Luxembourg/Luxemburg
»JlKOHCBH & JxoHCchH bearapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +3214 64 94 11
jjsafety@its.jnj.com janssen@jacbe.jnj.com
Ceska republika Magyarorszag
Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858

janssenhu@its.jnj.com
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Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland
Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955

jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EArada

Janssen-Cilag ®apuaxevtikn Movorpdowmnn

A.EB.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France
Janssen-Cilag

Tél: 0800 25 50 75/ +33 1 55 00 40 03

medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvmpog
BopvéPog Xotinmavaynig Atd
TmA: +357 22 207 700

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +3176 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety slo@its.jnj.com

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

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com
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Latvija United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Lat-  Janssen Sciences Ireland UC
vija Tel: +44 1 494 567 444

Tel: +371 678 93561 medinfo@its.jnj.com
Iv@its.jnj.com

JlaTa Ha MOC/JIeTHO Mpepasriekaane Ha ucroBkara 03/2025

ITonpoOHa mH(pOpManKs 3a TOBA JIEKApCTBO € IpeJ0cTaBeHa Ha yeOcaiita Ha EBporeiickaTa areHIus
1o JiekapcTaata https://www.ema.europa.eu.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBIPOCH OTHOCHO MOCTABSHETO HA MHKCKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxmamatite ¢pmakonure Stelara. [IpuamaaTta 3a ToBa €, 4e€ CHITHOTO pa3KIIallaHe MOXKe Ja
NoBpeu JiekapcTBOTO. He ymoTpebsiBaiite 1eKapCcTBOTO, aK0O € OMII0 CHITHO Pa3KIIaTeHo.

1. IIpoBepeTe 6post HA QJIaKOHNTE U MOATOTBETE MaTepuauTe:

N3zBaznere ¢nakona (prakoHute) ot xnagunHuka. OctaBere (hiaakoHa Ja MPecTOM OKOJIO MOJIOBUH Yac.
ToBa 11e MO3BONHM HA TEYHOCTTA Jja JOCTUTHE MOJXO0AIIA TeMIepaTypa 3a HHXeKTupaHe (cTaiiHa
TEMIIEpaTypa).

[TpoBepeTe ¢pnakona (prakoHuTe), 3a Ia C€ yBEpUTE, Ue:

° OposT Ha (hJIAKOHUTE M KOJIMYSCTBOTO HA aKTHMBHOTO BEIICCTBO B JI030Ba €IUHUIIA Ca BEPHU
o Axo Barmmara no3a e 45 mg nin mo-Maiko, e moiryante equH 45 mg dhiakon cbe Stelara.
o Axo Bamara no3a e 90 mg, e momyuunte nBa 45 mg ¢rmakoHa cwc Stelara u me TpsiOBa

Jla CU TIOCTaBUTE JiBe WHXKEKIuK. M30epere 1Be pa3nyHu MecTa Ha HH)KEKTHpaHe
(HanmpuMep eHaTa WHXKEKIHUS B AICHOTO Oe/ipo, a Ipyrara — B JIIBOTO) U TH HAIpaBeTe
enHa cies apyra. V3nomnsBaiite HOBa UIJIa M CIIPHHIIOBKA 33 BCSIKA MHKEKIIUSL.

TOBA € IIPaBHIIHOTO JIEKAPCTBO

CPOKBT Ha TOJHOCT HE € M3TEKbII

(h1aKOHBT HE € MOBpe/ieH U 00KaTKaTa He € CUyIneHa

pa3TBOPBT BBB (h1aKoHA € OUCTBHP /IO JIEKO OMANECIEHTeH (C mepiieH OsCHK) U Oe31BETEH 10

OJIeTOKBIIT

Pa3TBOPBT HE € C MPOMEHEH LBAT WM MBTEH U HE ChIbPrKa Yy KU YaCTHIH

o Pa3TBOPBT HE € 3aMPbB3HAIL.

Jletia ¢ meauaTpuyeH rcopuasuc ¢ terio moj 60 Kg ce HykaasT oT j103a, o-HUCKa oT 45 my. YBepere
ce, 4e 3HAeTe TOYHOTO KOJINYecTBO (00eM), KOeTo TpsiOBa Jla M3TEruTe OT (pliakoHa U BU/Ia Ha
CIIPUHITOBKATA, HEOOXOIUMHU 3a JO3UpaHE. AKO HE 3HaeTe HEOOXOIUMHUTE KOJTUIECTBO MIIH BHUJI Ha
CIIPUHIIOBKATA, CBBPIKETE Cce C Bamms MeIUIIMHCKY CTIEUANNCT 32 TOTMBIHUTEITHH HHCTPYKITUH.

Crbepere BCHUKH MaTepHalii, OT KOUTO Ce HYXaeTe, ¥ ' TOCTaBeTe BbPXY YKCTa MOBBPXHOCT. Te
BKJIFOYBAT CIIPUHIIOBKA, UIJIa, aHTUCENTUYHU KbPITUYKH, TAMYYHU TAMIIOHU WJIA MapiH U KOHTEHHEp
3a ocTpH npeamerH (Bx. purypa 1).

Qurypa 1

2. N30epere n moaroTBeTe MIICTOTO 32 MHAKEKTHPAHE:
N30epete mMsicTo 3a HHKeKTUpaHe (BXK. Gpurypa 2)
o Stelara ce npuara upe3 HHKEKLHUS 11O KOKaTa (TIOAKOXKHO).
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IMoxxomsmy MecTa 3a HHXCKTHPaHE ca TOPHATA YacT Ha OEIPOTO MM 00JacTTa OKOJIO KOpeMa
Ha pa3CTOsIHUE Hal-MaJIKO 5 CM OT IT'bIIA.

AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

Ako HsKO# By momara npy mocTaBsSHETO Ha MHXKEKIUATA, TOW/TS MOXe J1a M30epe 1 ropHara
YacT Ha pbhKaTa KaTo MSCTO 32 MHKEKTHPaHe.

*JOHUTE B CHBO CA NPENODPLYBEHWTE MECTA 38 HHKEKTHPaHE,

Qurypa 2

HOI[I‘OTBCTC MSCTOTO 3a MHIKCKTHPAHC

W3muiiTe phlieTe CM MHOTO TIOOpE ChC CallyH M TOILIa BOJA.
[Touncrere KoXx)aTa Ha MSICTOTO 32 MHKEKTHUPAHE C AaHTUCENTHYHA KbPITUYKA.
He noxocpaiiTe moseue Ta3u 00JaCT 0 MOCTABIHETO HA MHKEKIIHMITA.

3. IlpurorBete no3ara:

OtBopeTe KanavkaTa Ha ¢uakoHa. (Bx. ¢purypa 3)

He cBansiite 3anymanikara.

Ilouncrete 3amyniajKkara ¢ aHTUCCIITUYHA MapJisd.

[TocraBere ¢rakoHa BbPXY paBHA MOBBPXHOCT.

Bsemere cnpuHIIOBKaTa 1 OTBOPETE Kamaykara Ha UIJjiara.

He noxocBaiiTe urnara 1 He 1 ONUPANTE B APYTH NPEAMETH.

Bxkapaiite urnara rnpe3 rymMeHara 3amyuniajika.

OO0bpHeTe (h1akoHa W CIIPUHIIOBKATA HAJIOY.

W3srernere OyTamoTo Ha COPUHIIOBKATA, JOKATO HE CE HAITBJIHU C KOJTMYECTBOTO TEYHOCT, KAKTO
€ IpenucaHo oT Bamms nekap.

BaxxHo e urnara npes msao0To BpeMe Jia € B TeYHOCTTa. ToBa npenoTBparsaBa o0pa3yBaHEeToO Ha
BB3JIyIIIHA MEXypUeTa B CIPUHIIOBKATA. (BXK. Qurypa 4)
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Qurypa 4

W3BaneTe urnata ot guiakoHa.

3aapwKTe CIIPUHIIOBKATA C UIJIaTa Harope, 3a Ja MPOBEPUTE AATH B TCUHOCTTA HAMA BB3IyIITHH
Mexypuyera.

AK0 UMa MexypUeTa, MoTynaiTe CpUHIIOBKATA JIEKO C MPBCT, TOKATO M3ILUTYBaT Ha
MOBBPXHOCTTA. (BXK. urypa 5)

®urypa 5

ToraBa HaTHCHETE OYTaNIOTO, JOKATO HENHAT BB3AYyX (HO HE M TEUHOCT) HU3JIE3e.
He nocraBsiiiTe MHXeKIUsITa JeTHAIA U HE ONTUPANTe UIjiaTa B IPYTH MPEAMETH.

4. NnxexTHpaiiTe 103aTa:

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

Harucuere OyTanoro ¢ majern Taka, 4e Ja ce HHKeKTHpa Ipsu1aTta TeqHocT. Hatuckaiite 6aBHO 1
PaBHOMEPHO, KaTO €THOBPEMEHHO € TOBA JIEKO MTPUTUCKATE KOXKATa.

KoraTo OyTanoTo cTurae 10 Kpasi, M3BaJeTe UIiaTa U IyCHeTe KoXKaTa.

5. Cnen uHKeKTHPaHe:

IIputrcHeTe aHTHUCENTUYHATA KBPIIUYKA BHPXY MACTOTO HAa MHXKEKTUPAHE B MPOIBIDKEHHE Ha
HSIKOJIKO CEKYHJIH, CJIE/l KaTO IIOCTaBUTE WHXKEKLUSATA.

BB3MO0KHO € Ha MSACTOTO Ha MH)KEKTHUPAHE J1a Ma MaJIKO KOJIMYECTBO KPBB MM TeuyHOCT. ToBa
€ HOpMaJlHO.

Mosxe aa MpUTHUCHETE MACTOTO Ha MH)KEKTHpaHE ¢ TaMy4eH TaMIIOH WK MapJis U Aa
3anbspxkute 10 cexyHan.

He pa3tppkBaiiTe KOXaTa Ha MSCTOTO Ha HHXKEKTHUPaHe. AKO € HE0OX0IMMO, MOKE J1a CIIOKHUTE
MaJIKka JICTIEHKa BbpXY MACTOTO Ha HHKEKTHPAHE.

6. U3xBbpasiHe:

W3non3BaHUTE CIPUHIIOBKY M UTJIM TPSAOBA Jia CE MOCTABST B HEMPOOUBaeM KOHTEHHEDP KaTo
KOHTelHepa 3a ocTpu npenaMeTd. 3a Bamara 6e3omacHoOCT 1 37paBe 1 3a 6€30MacHOCTTa Ha
JIPYTHTE, HUKOTA HE U3IOJI3BaliTe TIOBTOPHO UTIIUTE U CpUHIoBKUTE. V3xBBpisiite Bammus
KOHTEHMHEp 3a OCTPU NPEAMETH B ChOTBETCTBHE C MECTHUTE pa3nopeOu.

[Ipa3uute prakoHH, aHTHCENTUYHUTE KBPITUYKH U APYTU KOHCYMATHBH MOXKE J1a C€ U3XBBPIIAT
B 00IIHs OOKITYK.
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg un:keKIIMOHEeH Pa3TBOP B MPeIBAPUTEIHO HATbJIHEHA CIIPUHI[OBKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcTsnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKY BH3MOKHU HEXKEJTaHU PEaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrasasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHATHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

. [1nakoB mcopuasuc - Mpu BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU

. IlcopuartnueH apTpuT — IIpU Bb3PACTHU

o Vmepena 10 Texka 6osect Ha KpoH — mpu BE3pacTHHU | Jelia ¢ Teriio Hai-maiko 40 Kg
o VYMepeH 10 TEXBK YIIIEPO3EH KOIUT — ITPY Bh3PACTHH

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00JISIBAHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

Stelara ce U3mo0J13Ba IpH JI€11a U IOHOIIK HA Bh3PacT 6 TOJUHU U MO-TOJIEMHU C YMEPEH 10 TeKBK

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

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYILEepo3HUST KOJIUT € BB3MAIUTEIHO 3a00IsIBaHe Ha uepBaTa. AKO UMaTe YJIIepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru9HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

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

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTa CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe cUTypHH, TOTIUTATE
Bamusa nekap.

o AKO HAIKOTa CTe HMAJIN HSAKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCyTnpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

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

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

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

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

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN WHKECKIUSA Stelara —

138



OIIaKOBKaTa, B KOATO CE HaMMpa TO3H JIEKaPCTBEH NPOIYKT, ChAbpPXKa JaTEKCOBA I'yMa, KOSTO
MOXKE J]a IIPEeU3BUKa TeXKKH aJIEPrUUHHI PeakLuy IIPU X0pa, UYyBCTBUTEIHU KbM JaTeKkc. Buxre
,,CIleieTe 3a CepuO3HM HeXKeNIaHU peakui’ B TOUKa 4 3a MpU3HALMTE Ha aJlepriuyHa peakiusl.

o AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHus 3aeHo cbe Stelara He e u3cnenBano. Bp3amokHo € obaye, TO 1a yBEIUuH
pHcKa oT 3a00JIsIBaHMs, CBbP3aHH C OTcIa0BaHe HAa UMYHHATa CHCTEMA.

o AKO noJiyuaBaTe WM HAKOIa CTe MOJy4aBaJId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKake BIHMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJ 65 roIMHN — MOXe /1a CTe TIO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HAKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexkap wiu papManeBT, nIpeau aa usnonssare Stelara.

Hsxou nanyeHTH nony4aBaT Jynyc-TIOA0OHN peakiiy, BKIIOYUTEIHO KOXKEH JYITyC epuTeMaToaec 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00IsIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o noaxo1s1 HauuH. Hezab6aBHO noTbpcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpenopbyBa 3a yrnorpeda IpH Jela Ha Bb3pacT 10 6 TOJMHU ¢ TICOPHA3HC, JIela C
6onect Ha Kpon ¢ Tero nox 40 Kg mnu nipu ziena Ha Bb3pacT mo/i 18 rouHu ¢ copuaTuieH apTpuT
W C YIILEPO3€H KOJIUT, 3alI0TO HE € IPOYYBaH IPH Ta3K Bb3pPacToBa IpyIa.

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

o AKoO premMaTe, HaCKOpO CTe IMpUeMaI WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIeKapCcTBa.

o Axo Hackopo Bu e npaBeHa unu mimaHuparte 1a Bu ce mpaBu BakcuHaiusi. /JokaTto usnona3sate
Stelara, HsiKOM BUOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

o Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane OT
TyOepkyio3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OPEeMEeHHOCT,
HochBeTBalTe ce ¢ Bamms nekap npenun ynorpebara Ha TOBa JIEKapCTBO.
o He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH AedekTu npu 6edeta, n3iioxkeHu Ha Stelara B

yTpobara. [lanaute ot ynotpebara Ha Stelara mpu OpemeHHH KeHH 00ade ca OrpaHUYEHH.
ITopanu ToBa € 3a mpenmoYnTane Ja ce u30ATrBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO CTe xeHa ¢ IeTepOJICH MOTEHITUAT, JKeJIaTeTHO € J1a He 3a0peMeHsBaTe U J1a U3M0I3BaTe
MOIXOJIAIII MPOTHBO3aYaThueH METO/I, KOraTo u3noiiseare Stelara u mone 15 cenMuiu cien
MOCIIEIHOTO NpriiaraHe Ha Stelara.

. Stelara Mo>xe 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyyuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUSI.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO MaJIki KonudecTBa. [locbBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,02 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopbaTuTe Morart Aa NPUYMHST alepruuHu peakuuu. TpsaoBa na kaxxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJePTHH.

3. Kak na usnoJsBare Stelara

Stelara e mpeaHa3HaueH 3a yrmoTpeda Mo prKOBOJACTBOTO M KOHTPOJIA HA JIEKApP C OIHUT B JICYCHHUETO
Ha 3a00JIsIBaHMs, 32 KOMTO € Tokasan Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Heulo, nonuraiite Bamwst nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrasst
WHXKEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuvecTBO Stelara ce npuiara
BammsT nekap e pemnm KakBo KoinmdecTBo Stelara TpsiOBa fa MmoirydnTe U 32 KaKbB IIEPHO OT BpEME.

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

o IMpenopbunTenHaTa HavanHa go3a € 45 mg Stelara. ITanuentun ¢ terso wag 100 kumorpama (KQ)
MO3Ke J1a 3armovyHar ¢ go3a 90 mg Bmecro 45 mg.
o Crien HavanHaTa j103a, ciiejBaniara Bu 1o3a e 0b/1e 4 CeIMHUI 0-KbCHO | CJIS]] TOBA Ha

Bceku 12 ceamunu. CrenpammTre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu mpuiioxu mbpBara Jg03a OT IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
11e ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciex 8 ceamurm, cie ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOM MALIMEHTH, CJIe]] TbpBaTa MMOJIKOKHA WHXKeKIus, 90 mg Stelara Moxe 1a ce mpuiara
npe3 8 cenMuiy. BammsT jgekap 1e pemy kora TpsiOBa j1a moxy4uTe cileqBalaTa CH J103a.

Jlena v roHOIIM HA 6 TOAUHU WJIU MO-TOJIEMH

IIcopnasuc

. JlexapsT TpsiOBa ma ompenenu nmpaBuiIHaTa 3a Bac 103a, BRIFOUUTETHO W KOJTMIECTBOTO (00ema)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa 03a 3a Bac me
3aBUCH OT BallieTo TeecHoO Terjio 1o BpeMe Ha BCsAKa 103a.

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

o Axko Texure no-mManko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJ1o.

o Axo Texure ot 60 kg no 100 kg, npenoppunrtennara no3a e 45 mg Stelara.
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. Axo Texwure nosede oT 100 kg, mpenopruntennara noza e 90 mg Stelara.
o Cren HayanmHara 103a, cieaBaniata Bu nosa me Obae 4 ceqMuny Mo-KbCHO U cie]] TOBa Ha
BCeKH 12 cenmuny.

Jeua c terio Hait-manko 40 kg

Bonect na Kpon

o [To Bpeme Ha JieueHneTo Bammsr ekap 1ie npuiioxu IbpBaTa 103a ot npuonusurenHo 6 mg/kg
Stelara upe3 kankoBO BIMBaHE BB BeHA Ha phKaTa Bu (nHTpaBeHo3Ha nH(py3ms). Crnex Havam-
HaTa J103a IIe moxy4nTe creAsamara no3a 90 mg Stelara cnex 8 cemmuty, a ciex ToBa Ha BCEKU
12 cepMuny upe3 HHKEKIHS MO KoxKaTa (,,[T0IKOXKHO™).

o [Tpu HsIKOM MalMeHTH, Cie IbpBaTa MoAKoKHA WHxXekuus, 90 mg Stelara Mmoxke aa ce mpuiara
npe3 8 cenmunu. Bammsr nekap me pemu Kora TpsOBa Ja MOJyYHTe CIIeBAINATa CH J103a.

Kak ce npuiara Stelara

. Stelara ce mpuara kaTo WHXEKIHS IO KokaTta (TIok0oxkHo). B HagaoTo Ha Bamero neduenHue,
Stelara Mo>ke 1a ce MH)KEKTHpa OT JieKap WM MEAUIIHCKA CeCTpa.

. Bue u Bammsit nekap, o6ade moxe Ja pemure, ye Bue camu Moxke 1a cu nHkekThpare Stelara.
B takbB cimyyaii e nmpeMuHeTe 00y4YeHne KakK Jja cu WHKeKkTupare Stelara caMmocTosTeHo.

. 3a ykazaHHs Kak Jja HHKeKTHpaTe Stelara BikTe ,, YKa3aHUS 3a MPUIIOKEHNE B Kpas Ha Ta3u
JIUCTOBKA.

rOBOpCTC ¢ Bammus JICKap, aKO UMATEC BBIIPOCHU OTHOCHO TOBA KaK CaMH 1a MMOCTABATC MHXXCKIHATA.

AKO cTe H3I0JI3BAJIM ITOBe4Ye 0T HeoOxoanmMaTa qo3a Stelara

AKO cTe M3MO0JI3BaJIM WK ca By mpuioxuny moseye oT HeoOxoaumara o3a Stelara, HezabaBHO ce
MOCHBETBAMTE ¢ JieKap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U /1a € IIpa3Ha.

AKO cTe MpONMyCHAJIM 1a u3noJj3Bare Stelara
AKO cTe TIpoITyCcHaJN /1032, CBhpKeTe ce ¢ Bamms nekap mm ¢apmarnieBT. He mpunaraiite nBoitHa
71033, 3a Jla KOMIIEHCUpaTe [IPOIlycHaTaTa 103a.

AKo cTe cripesiu ynorpebara Ha Stelara
He e omacHo na cripere ynorpebara Ha Stelara. Ako obaue s cripere, Bamunrte cumnromu Moxe aa ce
BBH300HOBSIT.

AKX0 UMaTe HSIKaKBH JIOIBIHUTEIIHA BBIIPOCH, CBBP3aHH ¢ YIIOTpebaTa Ha TOBA JIEKAPCTBO, OMHUTANTE
Bamus nexap uinu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakuuun

Kakro Bcuukm JICKApCTBA, TOBA JICKAPCTBO MOXKE 1a NPECAN3BHUKA HCIKCIIAHU PCAKIIUU, BBIIPEKU Y€ HC
BCCKH I'l TIOJTy4aBa.

Cepuo3HH HexKeJTaH! PeaKIuu
Hsaxon MNAalUMCHTH MOKE 1a UMAT CCPUO3HU HCIKCIIaHU PECAKIINH, IIPU KOUTO Aa CC Hajlara CIICIHIHO
JICUCHHUC.

AJIepruYHM peakIyu — MOsKe 1a U3NCKBAT clellHo JeveHue. Unpopmupaiite Bamus
JIeKap WM He3a0aBHO NOTHpceTe CIelIHa MeAUINHCKA IMTOMOII, AKO0 3a0e/1e/KnuTe HAKOM 0T
cJIeIHUTe MPU3HAIH.
. Cepuo3HnTE aIEprUYHA peakuH (,,anadumaxcus’™) ca peKu Ipy Xopa, IpUeMaIlu
Stelara (moxe na 3acernat 0 1 Ha 1 000 nymm). [IpusHanure BKIIOYBAT:
o 3aTpyJHEHO AMIIAHE WIN MIPETIbLIaHe
o HUCKO KPBBHO HaJISITaHE, KOETO MOJKE J1a MPUYMHH 3aMassHOCT WJIH CBETOBBPTEK
o MO/IyBaHe Ha JINLIETO, YCTHUTE, yCTaTa WiIH I'bPIIOTO.
o UYecrtute npu3HaIM Ha ajlepriuyHa peaklys BKIIOYBAT KOXKEH 0OpHUB U ypTUKApUS (MOKeE
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na 3acersat g0 1 Ha 100 mgyrmm).

B peaxu caydam ce cb001aBaT ajileprudHu 0e10ApoOHM peakuuu U 0e10ApoOHO
Bb3NaJleHHe NMPH NAIHEeHTH, KOUTO MOJy4aBaT ycTeKHHyMa0. YBenoMere Beqnara Bamms
JIeKap, aKo MoJIy4YuTe CUMIITOMH KaTo KallJIMIA, 3aAyX U BUCOKA TeMIlepaTypa.

AKO ToITyunTe Cepro3Ha ajJepruiHa peakius, BamusT nekap Moxe na pemu, 4ye Bue He TpsioBa
na yrorpedssare Stelara oTHOBO.

HNHdexnnn — Moske 1a M3UCKBAT crielIHo Jieyenue. Undopmupaiite Bamms gekap, ako
3a0eJie:KUTE HAKOM OT CJIeJHUTE MPU3HALIN.

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

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

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

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

Stelara moxxe ma Hamanu criocoonoctTa Bu na ce 6opure ¢ unpexumu. Hsaxon nHdekun Mmoxe
Jla CTaHAT CEPHO3HU M MOXKE J1a BKIFOYBAT MHPEKINU, IPUIYNHEHH OT BUPYCH, I'bOHUKH,
OaxTepuy (BKIFOUUTEITHO TyOepKyJ103a) WK Mapa3uTh, BKIIOYUTEITHO HHPEKIH, KOUTO
BB3HUKBAT MPEIUMHO MPU XOpa ¢ 0TCiIabeHa MIMyHHA CUCTeMa (OTIOPTIOHUCTUYHU UHPEKINH).
[Ipu nmanuenTy, monyyasaniy ycreKuHymMa0, ce ch0o0IaBaT ONMOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHIleanuT, MEHHHTHT), OennTe APoOOBE U OUUTE.

Hokarto ynorpebsiBare Stelara, TpsiOBa aa cieauTe 3a nmpu3Hany Ha wH(eKys. Te BKIFOYBAT:
BHCOKA TeMIlepaTypa, TPUNoNog00HH CHMITOMH, HOIIHO TIOTEHE, 3aryba Ha TerJio
yMopa WM 33/1yX, YIOpUTa KallThia

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

napeHe npu ypuHupaHe

JAapust

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHne

r71aBo00JIHMe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, TAJICHE WIIH
00BPKaHOCT.

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

JIromeHe Ha KOKAaTa — HHTEH3WBHOTO 3a4epBsIBaHe U JIOMIEHE HA KOXKATA HA MO-ToJIIMa
TUIOLI 1O TSIJIOTO MOJKe /1a ca CHMIITOMH HA €PUTPOAEPMHUYEH NCOPHAUC HIIN
eKkc(oINaTHBEH 1ePMATHT, KOUTO Ca CEPHO3HH KOKHHU 3200/1s1BaHusl. AKO 3a0e/iexKuTe
HAIKOM OT Te3W MpHU3HALM, TPA0Ba 1a nH(popMupaTe Bamms nexap He3a0aBHO.

I[pyl"l/l HEKEJTAaHU pCaKIIUU

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

) Juapus
) rajeHe
) MOBPBILIAHE
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ymopa
3aMastHOCT

riaBo0oJme

cbpOex (mpypuryc)

0oJika B r'bp0a, MyCKYJIUTE HJIH CTaBUTE
BB3IMAJICHO I'bPJIO

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

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

WH(DEKITHN Ha 3p0HTe

BarnHaj Ha HWHPEKINS, MPUINHEHA OT I'bOMIKH

JIeTIpeCHst

3aIyIeH HOC UK XpeMa

KbPBEHE, MOCHHIBAHE, BTBbP/ISIBAHE, MOIyBaHE M ChPOEK HA MICTOTO HA HHKEKTUPAHE

ycelaHe 3a cabocT

criajiaHe Ha KIiernaya U U3KpUBSABaHE HA MYCKYJIMTE Ha eTHATA TIOJIOBHHA Ha JIUIIETO

(,JiuIIeBa mapanusa” Wid ,,iapaiu3a Ha ben’), KosITo OOMKHOBEHO € BpEMEHHA

o MPOMSIHA Ha TICOPHA3UCa ChC 3aUCePBSIBAHE U HOBU MAJIKH, JKBITH WX OCIH MEXYPH TIO
KO’KaTa, IOHSKOTa MPUAPYKEHH ¢ TeMIeparypa (ITyCTyJI03eH IICOPHa3nC)

o OeclieHe Ha KokaTta (eKcQouaius Ha KoyKaTa)

o aKHe

Penxu HexxenaHu JekapcTBeHM peakuuu (Moxe ja 3acerHar 1o 1 Ha 1 000 gymm)

o 3avepBsBaHe U JIONICHE HA KOJKaTa Ha IO-TOJIsIMa TUIOMI 1O TSUI0TO, KOUTO MOKE Ja
ChpOAT Wi 11a ca Oosne3HeHu (ekcomaTuBeH aepMartuT). [logo0Hu cuMIToMu
HOHSKOTa Ce pa3BUBAT KaTO €CTECTBEHA IMIPOMSIHA HA BHIAa HA CHMITOMUTE Ha TICOPHA3UC
(epuTpomepMUYEH TICOPHA3HC)

o Brp3nanenue Ha MajaKuTe KPHbBOHOCHH CHJIOBE, KOETO MOJKE J[a JIOBEJE 10 KOJKEH OOPUB €
MaJIK{ YepPBEHHU WJIH JIMJIABH MOy THHH, TEMIIEpaTypa Wik 00JIKa B CTaBUTE (BACKYJIWT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe fa 3acerHat 1o 1 #a 10 000 mpyrmm)

o OO0pazyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a Ob/ie 3auepBeHa, ChpOsIa 1
OonezneHa (Oynozen nemduromnn)
. KOYKEH JIyITyC epUTEMATO/IEC U JIyIyc-000eH CUHAPOM (YepBEH, HAJUTHAT, JIFOIICI Ce

0OpHB B M3JIOKEHUTE HA CITBHIIE YYaCThIM HAa KOXKaTa, KOWTO MOXKE JIa € IPUAPYKEH OT
OOJIKM B CTAaBHTE).

Cho0maBaHe Ha HesKeJIAHH PeaKIuu

AKXO moTyunTe HAKAaKBU HEXKEJIAHU JISKAPCTBEHH PeaKlny, yBegoMeTe Barms texap win papManeBr.
ToBa BKJIFOUBa BCUYKHM BH3MOKHH HEOIIMCAHU B Ta3H JINCTOBKA HEXEJIaHHU peakiuu. MoxkeTe ChIIo Aa
ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HAllMOHATHATA CUCTEMa 33 ChOOIaBaHe B!
WzmbiHuTEIHA areHuys 1o JieKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato crobmiaBaTe HexenaHu peakiiy, MOXKeTe Ja 1aeTe CBOS IPUHOC 3a MOJTyYaBaHe Ha [TOBEYE
nH(OpMAIST OTHOCHO 0€30I1acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansaBate Stelara
o Ja ce cpxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIeTa.
. Ja ce cexpanssa B ximaguiauk (2°C—8°C). Jla He ce 3ampa3sBa.
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ChxpaHsBaiiTe PeIBAPUTEITHO HAITBJIHEHATA CIIPUHI[OBKA B KAPTOHEHATA OMAKOBKA, 3a JIa Ce
Npea3y OT CBETIINHA.

AKO € HeO0O0X0IMMO, OTJICITHUTE MPEIBAPUTEIHO HAITBITHCHH CIIPUHIIOBKH Stelara Moke ChIIO aa
ce ChbXpaHsBaT MpH cTaiiHa Temreparypa 1o 30°C 3a MmakcuMyM etuH nepuof 1o 30 JTHU B
OpUTMHaTHATA KapTOHEHA OMAKOBKA, 3a /1a CE MPEANa3aT OT CBETJIMHA. 3alUIlIeTe AaTaTa, Ha
KOSITO MPEIBAPUTEITHO HAITIHEHATA CIIPUHIIOBKA € U3BaJICHA 33 IIBPBU BT OT XJIJMITHUKA U
JlaTata Ha U3XBBPISIHE Ha 0003HAYCHUTE Ha BHHINHATA KApPTOHEHA OMMakoBKa MecTa. JlaTara Ha
U3XBBPIISTHE He TPsIOBa J1a € Cliel OpUTHHAITHHS CPOK Ha TOJHOCT, OTIICYATaH BhPXY
KapTOHEHaTa omnakoBka. Clie/l KaTo BeIHBK CIIPUHIIOBKAaTa € OWiia ChXpaHsABaHa P cTaliHa
temmeparypa (10 30°C), Ts1 He TpsiOBa J1a ce BphIla B XJIAWIHUKA. M3XBbpIiieTe CpUHIIOBKATA,
aKo He ce M3MO0JI3Ba Clie]] ChXpaHEeHNe TP cTaifHa TeMIiepaTypa B pamkuTe Ha 30 JIHU WM Cliea
W3TUYAaHE Ha OPUTHHAIIHUS CPOK Ha TOJTHOCT, B 3aBUCHMOCT OT TOBa, KOE OT JIBETE HACTHITH I10-
paso.

He pasknamaiite nmpeaBapuTeIHO HAITBIHCHUTE CIPUHIIOBKY Stelara. [IpombinkuTesHOTO
ESHEPrUYHO pa3KIIallaHe MOXKE JIa IIOBPEIH JIEKAPCTBOTO.

He n3non3Baiite ToBa JIEKApPCTBO:

CJIel CpOKa Ha TOJHOCT, OTOE/IsI3aH BbPXY €TUKETa U KAPTOHECHATA OMAaKOBKA CJIC
»EXP*/,,L'onen no:*“. CpoKbT Ha TOMHOCT OTTOBAPS HA MOCIEAHHS JCH OT TOCOYCHHUS MECEII,
AKO TCUHOCTTAa € C IIPOMCHCH IBAT, MbTHA UJIU B HEA CC 3a6CHH3BaT ITyBally 9yKIW 4aCTUIIU
(BmkTe Touka 6 ,,Kak n3rnexaa Stelara u kakBO ChABPIKa OMAKOBKaTa‘);

aKo 3HAETe WM CMATaTe, Y€ MOXKE Jia € Oriia U3JI0’KEeHa Ha EKCTPEMHHU TeMIiepaTypu (Kato
WHITUICHTHO 3aMPb3BaHE WM 3arpsBaHe);

aKO TPOIYKTHT € OWJI CHEPrUYHO Pa3KIIaTeH.

Stelara e camo 3a enHokpaTHa ynotpeba. Hensnoa3BaHUsT MPOIYKT, OCTaHA B CIIPUHIIOBKATa, TPIOBa
Jla ce u3xBbpiK. He u3XBbpiisiiTe JekapcTBaTa B KaHAIM3alMATa WM B KOHTEMHEPA 3a JOMaIIHU
ormabiy. [Tonuraiite Bammust gapmalieBT kak 1a U3XBBPIISTE JICKapCTBaTa, KOUTO Bede HE
u3noa3Bare. Te3n MepKHU 1€ CIIOMOTHAT 33 ONa3BaHE HAa OKOJIHATA CPEAa.

6.

Chabp:kaHue HA OIAKOBKATA M JOINBJIHUTEIHA HHpOopManus

KakBo cbabpaxa Stelara

AKTHBHO BEIIECTBO: YCTeKHHYMa0. Besika mpeiBapuTeTHO HaIThJIHEHA CIIPUHITOBKA ChIBPKa
45 mg ycrexkunymab B 0,5 ml.

Hpyru cberaBku: L-xuctuanH, L-XUCTHAMHOB MOHOXHUIPOXJIOPH MOHOXHIPAT, nosucopoar 80
(E433), 3axapo3a 1 BOja 3a HHKEKIIHH.

Kak n3rue:xkaa Stelara m kKakBo cChABPKa OMAKOBKATA

Stelara e GucTbp 10 JIEKO OMAIECIEHTEH (C MepiieH OJIsICHK), OE31BETEH /10 OJICT0KBIT HHKEKIIHOHEH
paztBop. Toit MOke J1a ChABpKA HAKOIKO JAPEeOHU MOMYPO3pAUHH WIH O€IH YaCTHIIN TPOTEHH.
JocTaBsi ce B KapTOHEHA ONAKOBKA, ChAbPIKAIla €/JHA CTHKJICHA MPEIBAPUTEITHO HAIThJIHEHA
cnpuHIoBKa OoT 1 ml ¢ eanHMyYHa n03a. Besika mpegBapuTeIHO HalTbJIHEHA CIIPHUHIIOBKA ChIIbpKa

45 mg ycrekunyma0 B 0,5 ml HHKEKIIHOHEH Pa3TBOP.

IIpuTekaTes Ha pa3pelIeHHeTO 32 yoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoaure
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus
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3a JomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpeACTaBUTEN HA MPUTEXKATEIS Ha pa3pelieHHeTo 3a ynorpeoa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbbuarapus

»okKoHCHH & [IxoHCchH brarapus” EOOJ]

Tem.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EArada

Janssen-Cilag ®oppakevtiky Movorpdcmnn

AEB.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Té1: 0800 25 50 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
It@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800
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Ireland Slovenija

Janssen Sciences Ireland UC Johnson & Johnson d.o.o.

Tel: 1 800 709 122 Tel: +386 1 401 18 00
medinfo@its.jnj.com Janssen_safety_slo@its.jnj.com
Island Slovenska republika
Janssen-Cilag AB Johnson & Johnson, s.r.0.

cl/o Vistor hf. Tel: +421 232 408 400

Simi: +354 535 7000
janssen@vistor.is

Italia Suomi/Finland

Janssen-Cilag SpA Janssen-Cilag Oy

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

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

Kvbzpog Sverige

Bopvapoc Xattnmovayng Atd Janssen-Cilag AB

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

Latvija United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Lat-  Janssen Sciences Ireland UC

vija Tel: +44 1 494 567 444

Tel: +371 678 93561 medinfo@its.jnj.com

Iv@its.jnj.com
JlaTa Ha MOCJIEeMHO Mpepasriie;kaane Ha JucrtoBkara 03/2025

IMonpo6Ha nH(DOpMAaIUs 32 TOBa JIEKAPCTBO € MPeOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus
1o JiekapcTBata https://www.ema.europa.eu.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBITPOCH OTHOCHO MTOCTABSIHETO HA MHXKEKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxramarite npeaBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH Stelara. IlprmunHaTa 3a ToBa €, 4e
CHIJTHOTO pa3KJIalllaHe MOKe Jla TOBpeaH JiekapcTBoTo. He yrnorpe0bsBaiite iekapcTBOTO, aKo €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

_'P |

(o

opo3opuc HITIATa

|
E——
|

I'maBa Ha CTpaHHIIH Ha Eturer Hraa
OyTaloTo OpeIIa3sHTeId
Ha HIIaTa

' %

Qurypa 1

1. IIpoBepete Opost Ha NpeABAPUTETHO HANTbJIHEHHTE CIIPHHLUOBKY M MOAT0TBeTe MaTepHaIuTe:

ITonroroBka 3a U3MOI3BaHE HA MIPEIBAPUTETHO HATbJIHEHATA CIIPUHIIOBKA

o W3Banere npeABapUTEIIHO HAITBIHEHATA CIIPHHLIOBKA/CIIPUHIIOBKY OT XJIaguiHuKa. OcraBere s
Jla IIPeCcTOU OKOJIO IIOJIOBUH Yac U3BbH KyTHATa. ToBa I1I€ 103BOJIM HAa TEYHOCTTA Jja JOCTUTHE
NOJXO0AA1Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanadkara Ha
uriara, JOKaTo TEYHOCTTa HE JOCTUTHE CTaliHa TeMIlepaTypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATa Taka, 4e MOKpHUTaTa ¢ Karma4yka uria jia COYd Harope.

. He xBamaiiTe riaBara Ha 0yTajaoTo, OyTaiaoTo, CTPAaHULUTE HAa NPEIITa3UTelIs HA UIJIaTa Wi
Karaykara Ha Mrjara.

o He uznbpnBaiite OytanoTo.

o He cBansiiTe kanaykara Ha Urjara OT CIIPUHIIOBKATa, JOKATO HE MPOYETETe B MHCTPYKIIHUATA 32
TOBA.

. He nokocBaiite akTHBHpAIIIUTE CKOOU Ha TMPE/a3nuTess Ha urinata (yKa3aHu ChC 3Be3u4Ka *

Ha (1)1/1rypa 1), 3a J1a n30erueTe MNpEeKACBPEMCHHOTO ITOKPUBAHE HA UTJIaTa C MIPCATIA3UTCIIA.

[IpoBepete mpeBapUTETHO HATBITHEHATA CIIPUHIIOBKA/CIIPHHIIOBKH, 32 JIa CE YBEPHTE, Ue
o OposT Ha IPEBAPUTEITHO HAITBIHEHNUTE CIIPUHIIOBKH M KOJTMYECTBOTO Ha aKTUBHOTO BEIIECTBO
B JI030Ba €IMHUIIA CA BEPHU
o ako Bamrara nosa e 45 mg, me noiayuyute eaHa 45 mg npeaBapuTENHO HAITbJIHEHA
cnpuHIoBKa Stelara;
o ako Bamara no3a e 90 mg, me noxyuure Ase 45 mg NpeaBapUTEIHO HAITBIHEHN
cnpuHIOBKY Stelara u me TpsiOBa 1a cu mocTaBuTe ABE MHXKeKuuu. M3bepere aBe
pa3iIrYHU MecTa Ha MHXKEKTHpaHe (HampruMep eHaTa MHXXEKIHs B JSICHOTO 6enpo, a
JpyraTa — B JIIBOTO) U T'M HalpaBeTe eaHa Cles Apyra;
o TOBA € IPaBUIIHOTO JIEKAPCTBO;
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L CPOKBT Ha TOAHOCT HE € U3TCKBJI;

o MpeIBAPUTEITHO HAITKTHEHATA CIIPUHIIOBKA HE € ITOBPE/ICHA,

. Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 10 JICKO OMAJICCIICHTEH (C TepJIeH OJIACHK) U OC3I[BETCH
10 0JI€10 )KBIT;

. Pa3TBOPBT B CIIPUHIIOBKATA HE € C IPOMEHEH IIBAT WM MBTCH U HE ChABPIKA YUYW YaCTHUIH;

. pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMpPb3HAI.

C1>6epeTe BCHYKHU MaTEpHaJii, OT KOUTO C€ HYKAACTC U T' TIOCTABECTC BHPXY UMUCTA MOBBPXHOCT. Te
BKJIFOYBAT aHTUCCIITUYHU KBPIIUYKH, TAaMYYHH TaMIIOHU WJIA MapJjii U KOHTCfIHep 3a OCTpH MMPEAMETH.

2. N30epete 1 moAroTBeTE MIACTOTO 32 MHAKEKTHPAHE:
N30epete mMsicTo 32 HHKeKTUpaHe (BXK. (urypa 2)

. Stelara ce mpuara upe3 HHXKEKIUS O] KoxkaTa (TTOJIKOXKHO).

. [Moaxonsmum MecTa 3a MHXKEKTUpAHE ca FOpHaTa yacT Ha OepOTO WM 00JIaCTTa OKOJIO KopeMa
Ha pa3CTOsIHUE Ha-MaJIKO 5 CM OT IT’bIIA.

. AKO € Bb3MOKHO, HE M3TI0JI3BalTe 00IaCTH OT KOXKaTa C IMIPHU3HAIN Ha IICOpUA3HC.

. AKko HsKO# By momara npy nocTaBsSHETO Ha MHXKCKIUATA, TOW/TS MOXe J1a u30epe u ropHara

YJacT Ha pbKaTa KaTo MACTO 3a HHXKEKTUPAHE.

= (4

*JoHuTe B CHBO Ca NPENORBYEAHWTE MECTE 38 WHHEXTHREHE,

Qdurypa 2
[ToaroTBeTe MSACTOTO 32 HHKEKTUPAHE
. W3muiiTe phlieTe CM MHOTO JI0OPE ChC CallyH M TOILIa BOJA.
. [Touncrere KOX)aTa Ha MSICTOTO 32 MHKEKTUPAHE C AaHTUCENTUYHA KbPITUIKA.
. He noxocBaiiTe nmoBeue Ta3u 00JacCT /10 MOCTABSIHETO HA MHXKEKIIUATA.

3. CBajiere KanaykaTta Ha urJjara (B:x. (purypa 3):

L4 Kamaukara Ha uriara He TprGBa Ja €€ CBaJId, AOKATO HE CTC I'OTOBU [1da MHXXCKTUPATE A03aTa.
L4 Bzemere MNpEABApUTCIIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTE KOPITyCa Hc €IHa PBbKaA.
L4 Psi3ko H3,I[’LpHaﬁTe Kara4ykara Ha urjiata B IIpaBa IIOCOKA U S U3XBHPJICTC. I[OKaTO MpaBUTE

TOBa, HE JIOKOCBAiTE OyTaNOoTO.

Odurypa 3

L Moke Ja 3a0enexuTe BB3AYHICH MEXYP B MPCABAPUTCIIHO HAIIBJIHCHATA CIIPUHIIOBKA UIIN
Karika TCYHOCT Ha BbpXa Ha urjara. ToBa ¢ HOpPMAJIHO U HE € HeO6XOJII/IMO Jla C€ OTCTpaHsABaT.

148



He noxocBaiiTe urnata u He s JOUpPANUTE B APYTHU MOBBPXHOCTH.

He u3non3paiite npeaBapuTeNHO HAMBbIHEHATA CIPUHIIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.
AKO TOBa ce cITy4H, ce CBbpXKeTe ¢ Bamms nexap win dhapmanesT.

WmxexTupaiite 103aTa BeHAra, oM CBAJIUTE KaladykaTa Ha UIJiaTta.

4. Nn:kekTHUpaiiTe 103ara:

XBaHeTe MPeIBAPUTEITHO HAIMBIHEHATA CIIPUHITOBKA MEKIY CPEIHUS MPBCT U TMOKa3aielna Ha
e/IHaTa pbKa M [oCcTaBeTe Majena CH BbpXY IJ1aBaTa Ha OyTasoTo, a ¢ Apyrara pbKa JIEKO
CTHCHETE TOYMCTeHATa KOXKa MEeX/Iy Mmajena u nokaszanena. He cruckaiite cuiHo.

He uznppmBaiite OyTanoro.

C enHo OBP30 JABMWKEHHE BKapalTe MIJIaTa B KOXKATa, TOKBICTO MOXKe (BXK. Gpurypa 4).

Qurypa 4

WmxexTupaiite s10TO KOJIMYECTBO OT JISKAPCTBOTO, KATO HATHCKaTe OyTanoTo, JOKaTO
riaBaTa My JOCTHIHE MEX/y CTPAHHUIIUTE Ha MPEIIa3uTells Ha urnarta (Bx. ¢purypa 5).

Korato O6yTanoTo cTuTHE 10 Kpas, He OTITycKaliTe HaTHCKa BbpPXY IJlaBaTa My, H3BaJleTe UTjara
U IycHeTe KoxkaTa (BXk. ¢purypa 6).

Odurypa 6

baBno OTCTPAHCTC Najicla CH OT IJlaBaTa Ha 6YTaJ'IOTO, 3a [1a MMO3BOJIMTC HA IIpa3HaTa

CTIPUHIIOBKA JIa c€ PUJIBHKH HArope, J0KaTo IsU1aTa Uriia ce MOKpUe ¢ IpeAna3uTes, KakTo €
MOKa3aHo Ha urypa 7.
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5. Cnen uHkeKTHPaHe:

HpI/ITI/ICHCTe AHTUCCIITUYHA K’LpHHqKa BBpxy MACTOTO HaA I/IH)KGKTI/IpaHe B HpOIL’bJDKeHI/IG Ha
HSIKOJIKO CEKYH]IH, CTIE/T KaTO ITOCTAaBUTE MHXKEKIIHATA.

BBb3M0OXXHO € Ha MSICTOTO Ha MHXKEKTUPAHE J1a UMa MaJIKO KOJIMYECTBO KPbB MK TEYHOCT. ToBa
€ HOpMAJTHO.

Moske 1a MpUTHUCHETE MACTOTO Ha MH)KEKTHPaHe ¢ TaMy4eH TaMIIOH WIIM MapJis U 1a
3anspkute 10 cekyHau.

He pasrhpkBaiiTe koxkara Ha MSICTOTO Ha MHXXEKTHpPaHe. AKO € HEOOXOIUMO, MOXKE JIa CJIOKUTE
MaJiKa JIETIeHKa BbPXY MICTOTO Ha HHKEKTHUPAHE.

6. U3xBbpIsine:

H3non3BaHuTe CIPUHIIOBKU TPsIOBA [1a CE MOCTABAT B HEMPOOMBaeM KOHTEHHEp, KaTo
KOHTEeHHepa 3a ocTpu npeamMeTH (Bxk. gurypa 8). 3a Bamara 0ezomacHOCT 1 34paBe U 3a
0e30MacHOCTTa Ha JPYTUTEe, HUKOTa He M3I0JI3BaiiTe MOBTOPHO CIIPUHLIOBKUTE. 3XBBHpIIsiiTe
Baiust koHTelHep 3a OCTPH MPEAMETH B ChOTBETCTBUE C MECTHHUTE Pa3opeiou.
AHTHCENITHYHUTE KbPIHYKU U IPYT'H KOHCYMATHBH MOXE JIa C€ U3XBBPJIAT B 00U OOKITYK.

®urypa 8
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 90 mg un:KeKIIMOHEH Pa3TBOP B MPeIBAPUTEIHO HATbJIHEHA CIIPUHI[OBKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JTUCTOBKA € HAMMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapcTBOTO0. AKO CTe POAUTE UJIH
HACTOMHUK, KoiiTo 1e mpunara Stelara Ha iere, MoJisi npoyeTeTe BHUMATEIHO TA3U
HHpopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJO0XH Ja sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npennucano JnyHo Ha Bac. He ro mpeorcrhnBaiite Ha npyru xopa. To moxke
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChITUTe KaTo BammuTe.

- AKO TIOJTyYuTE HAKAKBU HEXKEJIaHU peakluy, yBeaoMeTe Bamus jiekap wiu gapmarieBT. Topa
BKITFOYBA M BCHYKY BH3MOKHU HEXKEJTaHU PEaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxkTe
TouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara u 3a KakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXHU HEeXETaHU peaKuu

Kak na cexpansBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

U Wb

1. Kaxkso npeacrasasBa Stelara u 3a kakBo ce U3M0JI3Ba

Kakso npeacraBiasia Stelara

Stelara cbabppika aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”, KOETO € MOHOKJIOHAITHO aHTHTSLIO.
MOHOKJIOHATHHTE aHTHUTENA Ca MPOTCHHH, KOMTO PAa3lO3HABAT M CBHP3BAT ONPE/IeIeHH Crielu(puIH
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyIIa JIEKapCTBa, HAPEUSHH ,,iMyHOcyTpecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4YaCT OT MMYHHAaTa CUCTEMA.

3a xkakBo ce u3noJsBa Stelara
Stelara ce u3nos3Ba 3a JIeUeHUE HA CIEIHNATE BH3MAIUTEIHN 3400/ ISIBaHUS:

. [1nakoB mcopuasuc - Mpu BH3PACTHH U JIEIa Ha Bh3PacT OT 6 TOIWHU U TIO-TOJIEMHU

. IlcopuartnueH apTpuT — IIpU Bb3PACTHU

o Vmepena 10 Texka 6osect Ha KpoH — mpu BE3pacTHHU | Jelia ¢ Teriio Hai-maiko 40 Kg
o VYMepeH 10 TEXBK YIIIEPO3EH KOIUT — ITPY Bh3PACTHH

IlnakoB ncopuasuc
,,I17TaKoB TIcopraznc’ € KOXKHO 3a00JsIBaHe, KOETO BOJH JI0 BH3MAJICHUE, 3acsATaIl0 Ko)KaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MPU3HAIM HA 3a00ISIBAaHETO.

Stelara ce u3no3Ba MpH BB3PACTHU C YMEPEH JI0 TEXKBK IIAKOB IICOPUA3HC, KOUTO HE MOTarT Jia
M3II0JI3BAT IIUKJIOCIIOPHH, METOTPEKCAT MJIH (POTOTEpaIs, HIIK KOTaTO TE3U JICUYCHHS HE JIeHCTBAT.

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

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

IlcopuaTideH apTpUT € BH3NATUTENHO 3a00JIIBaHEe Ha CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATUYCH apTPUT, TBPBO 1ie Bu niekyBar ¢ Apyru JiekapcTea. AKo
HE ce MOBJIUsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, Moke na Bu ce mpennume Stelara, 3a na ce:

o HaMaJISIT IPU3HALUTE ¥ CHMITOMUTE Ha 3a00isBaneTo Bu;
o nogo0pu gusnyeckoto Bu cherosiaume;
. 3a0aBM yBpekaHeTo Ha BammTe craBu.

Bboaect na Kpon

Bbonectra Ha KpoH e Bp3mauTeHO 3a00MsIBaHe Ha uepBata. Ako umate 6ostect Ha KpoH mbpBo 1i1e
Bu ce nanmat npyru nekapcTBa. AKO HE ce MOBIUSETE IOCTATHYHO HIIM UMATe HETOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazme Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a00iaBaneTo Bu.

Yaueposen koauT

VYILEepo3HUST KOJIUT € BB3MAIUTEIHO 3a00IsIBaHe Ha uepBaTa. AKO UMaTe YJIIepo3eH KOJIUT, TbPBO
uie Bu ce magar apyru nekapctBa. AKO He ce IOBIHsABATE JOOpe MM MMaTe HETOHOCUMOCT KbM TE3H
neKapcTBa, Moxe na Bu ce nane Stelara 3a HamansgBaHe Ha MPU3HAIIUTE U CHMIITOMHTE Ha Barmrero
3a0o0Js1BaHe.

2. Kakso TpsOBa na 3Haete, npeau Aa usnoJspare Stelara

He u3noJaseaiite Stelara

o AKO cTe aJIepru9HM KbM YCTeKMHYMAa0 WIN HSIKOS OT OCTaHAJIUTe ChCTaBKU Ha TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).
. AKo nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3Ha4uMa.

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

Ilpenynpesxaenust ¥ NpeanasHl MepKH

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonspare Stelara. Bamust nekap e nposepu
CBCTOSIHUETO By npeau Besiko eueHne. Y BegomeTe cBos Jiekap 3a Besika Barra 6osiecT mpeau BCsSko
neuenne. Copiio Taka nHpopMupaiite Bamms nekap, ako HACKOPO cTe OMITM B KOHTAKT C YOBEK, KOWTO
MoOe Jja uMa TyOepkyiio3a. BamusT nekap me Bu npernena u nie Hanpasu u3ciieiBaHe 3a
TyOepKyI03a, npean Aa u3noissare Stelara. Ako Bamusar nekap cmsita, ye cTe U3JI0KEHU Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexapcTsa 3a JIEYEHUETO .

Cienere 3a CepHO3HHU HeXKeJIaHU PeaKIHH

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLH, BKIIIOUYUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, TOKaTo puemare Stelara.
Buxre ,,Cepro3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIIUCHK Ha TE3U HEXEJIaH! Peaklnu.

IIpenu na usnoJ3Bate Stelara ungopmupaiite Bamus iexap:

. AKO HSIKOTA CTe HMaJIN AJIepruyHa peaknust kbM Stelara. Ako He cTe CUTypHH, TONUTANTE
Bamusa nekap.

o AKO HAIKOTa CTe HMAJIN HSAKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCyTnpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOe Jja MOBHIIM PUCKA OT pax.

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

MPOMU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

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

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

® AKO HIKOra cTe HMAaJIHU ajepruida peaxkuus KbM JIaTCKC WIN WHKECKIUSA Stelara —
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OIIaKOBKaTa, B KOATO CE HaMMpa TO3H JIEKaPCTBEH NPOIYKT, ChAbpPXKa JaTEKCOBA I'yMa, KOSTO
MOXKE J]a IIPEeU3BUKa TeXKKH aJIEPrUUHHI PeakLuy IIPU X0pa, UYyBCTBUTEIHU KbM JaTeKkc. Buxre
,,CIleieTe 3a CepuO3HM HeXKeNIaHU peakui’ B TOUKa 4 3a MpU3HALMTE Ha aJlepriuyHa peakiusl.
AKo0 noJiyyapare Apyro jJe4yeHue 3a ICOPHAZUC U/UJIM NICOPHATHYEH APTPUT — KaTo IpyTu
UMYHOCYTIpecOpH WiH (oToTepamnus (KoraTo TAJIO0TO ce JIeKyBa ¢ Tl yaTpasuoseroBa (UV)
CBETJIMHA). Te3H JeueHHs ChILI0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHero
Ha Te3H JIeUeHus 3aeHo cbe Stelara He e u3cnenBano. Bp3amokHo € obaye, TO 1a yBEIUuH
pHcKa oT 3a00JIsIBaHMs, CBbP3aHH C OTcIa0BaHe HAa UMYHHATa CHCTEMA.

AKO noJiyuaBaTe WM HAKOIa CTe MOJy4aBaJId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Janu Stelara Moke 1a OKake BIHMSHHUE BBPXY TAX.

AKO cTe Ha M HaJ 65 roIMHN — MOXe /1a CTe TIO-CKJIIOHHU KbM MH()EKIINH.

AKO HE CTe CUTypHU JIajlM HAKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexap wiy apManeBT, nIpeau aa u3nonssare Stelara.

Hsxou nanyeHTH nony4aBaT Jynyc-TIOA0OHN peakiiy, BKIIOYUTEIHO KOXKEH JYITyC epuTeMaToaec 1
JTymyc-nogo0eH CUHAPOM, II0 BpeMe Ha JIUeHHUe ¢ yCTeKuHyMab. I'oBopere BeaHara ¢ Bamms sekap,
aKo IOJyYHUTE YEPBEH, HAAUTHAT, JIOLIEI] ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNITH ca HabII0AaBaHU B IPOYUYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEUHO 3a00IsIBaHE U
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 1o noaxo1s1 HauuH. Hezab6aBHO noTbpcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIIICHUS.

Jleua u roHOIIHN

Stelara He ce mpenopbyBa 3a yrnorpeda IpH Jela Ha Bb3pacT 10 6 TOJMHU ¢ TICOPHA3HC, JIela C
6onect Ha Kpon ¢ Teruo nox 40 Kg mnu nipu ziena Ha Bb3pacT mo/i 18 rouHu ¢ copuaTuieH apTpuT
W C YIILEPO3€H KOJIUT, 3alI0TO HE € IPOYYBaH IPH Ta3K Bb3pPacToBa IpyIa.

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

AKo mprieMaTe, HaCKOpO CTe MPpHUEeMalTi W € Bb3MOXKHO J1a IPUEMETE JIPYTH JIEKapCTBa.

Axko Hackopo Bu e mpaBeHa wium nmanupare 1a Bu ce npaBu BakcuHanusi. JlokaTo H3mossBare
Stelara, HsiKOM BUOBE BakKCHHH (’KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

Ako cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha
0ebeto Bu 3a neyenuero cwve Stelara, mpenu To 1a Moay4yn KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane OT
TyOepkyio3a). JKuBute BakCHHH HeE ce penopbuBaT 3a Bamero 6e6e npe3 qBaHageceT mect
Mecela ciell paxJaHeTo, ako cTe nonmydaBanu Stelara mo Bpeme Ha OpEMEHHOCTTa, OCBEH aKO
nekapsT Ha Bamero 6ebe He mpenopbkya ApyTro.

BpemMeHHOCT M KbpMeHe

AKko cTe OpeMeHHa, cMsATaTe, 4Ye MOXKe Ja CTe OpeMEeHHa WK TIaHupaTe OPEMEHHOCT,
nochBeTBaiiTe ce ¢ Bamms nexap npean ynorpedara Ha TOBa JIEKAPCTBO.

He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH AedekTu npu 6edeta, n3iioxkeHu Ha Stelara B
yTpobarta. Jlanuute ot ynorpebara Ha Stelara mpu OpemMeHHU XKeHH 00ade ca OrpaHUYCHH.
ITopanu ToBa € 3a mpenmoYnTane Ja ce u30ATrBa ynorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

AKO CTe xeHa ¢ IeTepOJICH MOTEHITUAT, JKeJIaTeTHO € J1a He 3a0peMeHsBaTe U J1a U3M0I3BaTe
MIOJIXOJIAI POTUBO3aYaTh4eH METOI, KOrato u3noi3eare Stelara u mone 15 cenmunu cies
MOCIIEIHOTO NpriiaraHe Ha Stelara.

Stelara Mo>xe 1a MpeMHHE Npe3 IUIalleHTaTa B HEPOACHOTO 0ebe. AKo cTe moyyuaBaiu Stelara
0 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo Bu Moxke a Ma 1o-BUCOK PUCK OT HHGEKITHUSI.
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o BaxkHo e 1a kaxeTe Ha JiekapuTe Ha Bamrero 6e0e u Ipyrd MEIUIIMHCKH CIICIIMAIUCTH, aKO CTE
nostydaBaiy Stelara mo Bpeme Ha OpeMEHHOCTTa CH, TIpeu 6€0eTo /1a oy KaKBaTo U J1a €
BakcuHa. JKuBu BakcwHH, KaTo BL[JK BakcnHa (M3mon3Bana 3a mpena3BaHe oT TyOepKyno3a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCea Clie/l PaXkIaHeTo, aKo
cTe nonydvaBaiu Stelara mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsAT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcreknnyMad Moxe Jja MpeMUHE B KbpMaTa B MHOTO MaJIki KonudecTBa. [locbBeTBaiite ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamwsr siekap TpssoBa na
pemuTe ganu TpsOBa Aa KbPMUTE WK J1a u3non3Bare Stelara - He mpaBeTe U JBeETe.

Ilodupane u padoTa ¢ MAIIIHHH
Stelara He TOBIMSABA WK TIOBJIMSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IO UpaHe u paboTa ¢ MallluHY.

Stelara cbabpika nonucopoar 80

Stelara ceabpka 0,04 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € SKBUBAJICHTHA Ha

0,04 mg/ml. [TonucopbaTuTe Morart Aa NPUYMHST alepruuHu peakuuu. TpsaoBa na kaxxere Ha Bamms
JeKap, aKo MaTe YCTAHOBEHU aJePTHH.

3. Kak na usnoJsBare Stelara

Stelara e nmpeaHa3HaueH 3a yrmoTpeda moa prKOBOJACTBOTO U KOHTPOJIA HA JIEKAP C OIKT B JICYEHHUETO
Ha 3a00JIsIBaHMs, 32 KOMTO € Tokasan Stelara.

Bunaru nsnonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan Bamusat nexkap. Ako He cTe CUTYpHH B
Heulo, nonuraiite Bamwst nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce mocrasst
WHXKEKIMHUTE U KOra IIE ca CIEABAINTE KOHTPOIHU MIPETIIECIN.

KakBo konuvecTBO Stelara ce npuiara
BammsT nekap e pemnm KakBo KoinmdecTBo Stelara TpsiOBa fa MmoirydnTe U 32 KaKbB IIEPHO OT BpEME.

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

o IMpenopbunTenHaTa HavanHa go3a € 45 mg Stelara. ITanuentun ¢ terso wag 100 kumorpama (KQ)
MOJKe J1a 3armovHar ¢ jo3a 90 mg Bmecto 45 mg.
o Crien HavanHaTa j103a, ciiejBaniara Bu 1o3a e 0b/1e 4 CeIMHUI 0-KbCHO | CJIS]] TOBA Ha

Bceku 12 ceamunu. CrenpammTre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

. ITo Bpeme Ha neuenunero Bamusat iexap mie Bu mpuiioxu mbpBara Jg03a OT IPUOIH3UTEITHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbkarta (MHTpaBeHO3Ha HH(Y3us). Cie HavyalHaTa 1034,
11e ToJIyunTe ciieaBamiara go3a 90 mg Stelara ciex 8 ceamurm, cie ToBa mpe3 12 ceaMurm
Yype3 MHXKEKIUS Mo KoxkaTa (TI0JJKOKHO).

o [Tpu HsIKOM MALIMEHTH, CJIe]] TbpBaTa MMOJIKOKHA WHXKeKIus, 90 mg Stelara Moxe 1a ce mpuiara
npe3 8 cenMuiy. BammsT jgekap e pen kora TpsiOBa 1a MOoIy4uTe CleABaliara Cu 103a.

Jlena v roHOIIM HA 6 TOAUHU WJIU MO-TOJIEMH

IIcopnasuc

. JlexapsT TpsiOBa ma ompenenu nmpaBuiIHaTa 3a Bac 103a, BKIFOYUTEITHO B KOJTHIECTBOTO (00eMa)
Stelara, koiiTo TpsIOBa 1a ce MHKEKTHPA, 3a JIa € MpaBuiiHa jo3ata. [IpaBuiiHaTa 03a 3a Bac me
3aBUCH OT BallieTo TeecHoO Terjio 1o BpeMe Ha BCsAKa 103a.

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

o Axko Texure no-mManko ot 60 kg, npenoprunrtennara go3a e 0,75 mg Stelara Ha kg TenecHo
TErJ1o.

o Axo Texure ot 60 kg no 100 kg, npenoppunrtennara no3a e 45 mg Stelara.
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. Axo Texwure nosede oT 100 kg, mpenopruntennara noza e 90 mg Stelara.
o Cren HayanmHara 103a, cieaBaniata Bu nosa me Obae 4 ceqMuny Mo-KbCHO U cie]] TOBa Ha
BCeKH 12 cenmuny.

Jeua c terio Hait-manko 40 kg

Bonect na Kpon

o [To Bpeme Ha JieueHneTo Bammsr ekap 1ie npuiioxu IbpBaTa 103a ot npuonusurenHo 6 mg/kg
Stelara upe3 kankoBO BIMBaHE BB BeHA Ha phKaTa Bu (nHTpaBeHo3Ha nH(py3ms). Crnex Havam-
HaTa J103a Ie monyuure ciensariara 1o3a 90 mg Stelara cnen 8 cenmmuiy, a ciie TOBa Ha BCEKU
12 cepMuny upe3 HHKEKIHS MO KoxKaTa (,,[T0IKOXKHO™).

o [Tpu HsIKOM MalMeHTH, Cie IbpBaTa MoAKoKHA WHxXekuus, 90 mg Stelara Mmoxke aa ce mpuiara
npe3 8 cenmunu. Bammsr nekap me pemu Kora TpsOBa Ja MOJyYHTe CIIeBAINATa CH J103a.

Kak ce npuiara Stelara

. Stelara ce mpuara kaTo WHXEKIHS IO KokaTta (TIok0oxkHo). B HagaoTo Ha Bamero neuenue,
Stelara Mo>ke 1a ce MH)KEKTHpa OT JeKap WK MEAUIIHCKA CECTpa.

. Bue n Bammsit nexap obade mMoske na pemrure, 4e Bue camu Moke 1a cu mHKekTupare Stelara.
B TaxbB ciyuaii me npeMuHeTe oOydeHHe Kak 1a CH WHKeKTHpare Stelara caMocTOsTeTHO.

. 3a yka3zaHHMs Kak J1a MHKeKTupare Stelara Buxre ,,YKazaHus 3a IPUIOKEHHE B Kpasi Ha Ta3H
JIMCTOBKA.

rOBOpCTC ¢ Bammus JICKap, aKO UMATEC BBIIPOCHU OTHOCHO TOBA KaK CaMM 1a MMOCTABATEC MHXXCKIUATA.

AKO cTe U3I0JI3BaJIM II0BeYe 0T HeoOxoaumara 1o03a Stelara

AKO cTe M3Mmo3BaNy WK ca By npuioxxuiy moBede oT HeoOXoammMara 1o3a Stelara, He3abaBHO ce
MOCHhBETBalTE C Jiekap min papmaneBT. Bunaru Hocere ¢ Bac kapToHeHaTa onakoBKa Ha
JIEKapCTBOTO, IOPH U /1a € IIpa3Ha.

AKO cTe MpONMyCHAJIM 1a u3noJj3Bare Stelara
AKO CTe MpOoITyCHAJIH J103a, CBhpKeTe ce ¢ Bamus nekap wiu dapmanieBt. He mpunaraiite nBoiiHa
J103a, 3a ]a KOMIIEHCUpATe NpoIlycHaTaTa 103a.

AKo cTe cnipesaiu ynotrpeoara Ha Stelara
He e omacHo ma ciipere yrorpebara Ha Stelara. Ako obaue 51 cripete, Bammire cumnToMu Moxe 1a ce
BB300HOBIT.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € YHOTpebaTa Ha TOBa JICKApCTBO, MONUTANTe
Bamus nekap nim ¢papmManesT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKH I'l TIOJTy4aBa.

CepuO3HU HexKeJTaHU peakuu
Hsikon manmeHTH MOKe Ja MMaT CEpUO3HU HEXEJaH! Peakiy, IPH KOUTO JIa c€ Hajlara CIeHo
JICYCHHE.

AJlepruyHM peakumu — MoKe J1a M3MCKBAT crnelHo jJevyenne. Undgopmupaiite Bamus
JieKap WIN He3a0aBHO MOThpPceTe CNelIHa MeIMIMHCKA MOMOIII, K0 3a0es1eKuTe HAKOM 0OT
cJIeJHUTE NPU3HALN.
° Cepuo3HHTE aJIEPrUYHA peakivi (,,aHaduiakcus’™) ca peJKy Ipy Xopa, IpueMarlu
Stelara (moxe na 3acernat 10 1 Ha 1 000 gymm). [IpusHaiure BKIOYBAT:
o) 3aTPyAHEHO AUIIAHE WU NPErTbLIaHe
o HUCKO KPBBHO HAJIATaHE, KOETO MOXKE J1a MPUUMHU 3aMastHOCT WJIM CBETOBBPTEXK
o) TIOAyBaHE Ha JIUIETO, YCTHATE, yCTAaTa W I'BPIIOTO.
° YecTuTe MpU3HAIM HA AJICPTUYHA PEAKIIHS BKIIFOUBAT KOXKEH OOPUB U YPTUKAPUS (MOXKE
na 3acersat g0 1 Ha 100 mgyrmm).
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B penku ciyyau ce ch001IaBAT ajleprudHu 0eJI0APOOHN peakiuu U 0eJ10PooHO
BBh3MAaJIeHHe NMPH NAIHEHTH, KOUTO MOJy4aBaT YCTeKHHYMa0. YBegoMeTe Beqnara Bamms
JieKap, aKo MOJTy4YnuTe CAMITOMH KATO KAIJIMIA, 32{yX H BUCOKA TeMIepaTypa.

AKO TIOTTyYuTe CepHro3Ha allepTUvHa peakins, Bammsar ekap Moxe na pend, 4e Brue He TpsioBa
na yrnorpedsiBare Stelara 0THOBO.

Nndexunu — Moke 1a M3UCKBAT clielHO JeyeHue. UHopmupaiite Bamusa jekap, ako
3a0eJie:KUTE HAKOM OT CJIeJHUTE MPU3HALN.

o MH(EKIHUTEe Ha HOCA WM I'bPJIOTO M IIPOCTyNaTa ca yecTH (MoKe J1a 3acerHar 1o 1 Ha
10 aymm)

o MHQEKIUUTE HA JOTHUTE TUXATeITHH IbTUINA (TPBIHN HHPEKIHUN) ca HedecTH (MOoXe Aa
3acerHat o 1 va 100 mymm)

. BB3MAJICHUETO Ha TIOJKOKHATA ThKaH (IEIyJINT) € HedecTo (MOoke /1a 3acerae A0 1 Ha
100 mymm)

o xepriecute (BU 00JIe3HEH OOpUB C MEXypH) ca HedecTH (MOJKe /1a 3acernar Ao 1 Ha
100 mymrm)

Stelara Mmo>xe ma Hamanu ciocoOHocTTa B na ce 6opute ¢ uHdpexun. Hakon uadexmm Moxe
Jla CTaHaT CEPHO3HU U MOXKE /1a BKIIFOUBAT HH(PEKIMH, TPUUYUHEHU OT BUPYCH, THOMYKH,
OaxTepuy (BKIFOUUTEITHO TyOSpKyJ03a) WK Mapa3uTH, BKIIOYUTEITHO HHPEKIHH, KOUTO
BB3HUKBAT MPEIMMHO MPH XOpa ¢ oTciIadeHa IMyHHA CucTeMa (OTIOPTIOHUCTHYHU HH(EKITIH).
[Ipu manuenTy, monyvyasaniy ycTreKuHymMa0, ce ch0o0IaBaT ONMOPTIOHUCTUYHN HHPEKINH Ha
MO3bKa (eHIe(aauT, MeHUHTHUT), OeTuTe APOOOBE U OUUTE.

Hokarto ynorpebsBarte Stelara, TpsiOBa aa cieauTe 3a nmpu3Hamy Ha wH(eKIys. Te BKIFOYBAT:
o BHCOKa TEMITEPATypa, TPUIIONON00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriao

o yMOpa UK 3a]1yX, YIIOpUTA KalLTHIIA

o TOIJIa, 3a4epBEHA U OOJIE3HEHA KOXKa HITH OOJIC3HEH KOXKEH 00PUB C MEXypH

o napeHe Mpy ypUHUpPaHE

o Japust

o 3PUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

o r1aBo0oJKe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, T'aJICHE UITH
00BPKAHOCT.

Wudopmupaiite Bamus nekap BeqHara, ako 3a0eIe)KUTe HIKOW OT Te3U MPU3HAIIN Ha
uHpeknus. Te moraT 1a ObaaT NpU3HALK HA HMH(EKIIMK KAaTO IPhIHA HHPEKIIUH, KOKHH
WHQEKIMH, XepIiec 30CTeP WIN OMOPTIOHUCTHYHH UH(EKIINU, KOUTO MOTaT Jia IOBEIAT JI0
cepro3Hu ycnoxxHeHus. MHbopmupaiite Bamus nekap, ako uMaTe HIKaKBa YIOPHUTA WK
MOBTapsIIa ce nHpekIys. Bamusr gpexap Moxke J1a peiy, ue He TpsOBa j1a ynoTpedsBaTe
Stelara, nqokaro unpeknuaTa He ObJie U3JICKyBaHa. Y BegoMeTe Barms jekap, U ako uMarte
OTBOPEHY PAHU WJIH HApAHIBAHUS, Thil KATO MOXeE Jla ce HHPEKTHPAT.

JlioleHe Ha KO:KaTa — UHTEH3MBHOTO 3a4epBsiIBaHe U JIONIeHe HA KOXKAaTa Ha Mo-ToJagMa
IUI0M] [0 TSLUIOTO MO3Ke 1A ¢a CUMIITOMU HA ePUTPOAEePMHUYEH NCOPUA3UC HITH
eKc(oJMaTUBEH 1ePMATHT, KOUTO Ca CEPHO3HH KO:KHH 3200/11BaHMsA. AKO 3a0e/ie:kuTe
HAKOM OT Te3u MpU3HALM, TPsiOBa 1a uHdopmuparte Bamus Jiekap He3a0aBHO.

Jpyru HexelaHH peaKIuu

YecTHn HexeNaHu peakum (Moxke Aa 3acerrar fo 1 Ha 10 gymm):

o Tuapus
o rajieHe
o MOBPBIIIaHE
o ymopa
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3aMastHOCT
riaBo0osme

cbpOex (IpypuTyc)

0oJika B r'bp0a, MyCKYJIUTE HJIH CTaBUTE
BB3IMAJICHO I'bPJIO

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

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

WH(DEKITHN Ha 3p0HTe

BarnHajHa HHPEKINS, TPUYNHEHA OT I'HOMYKH

JIeTIpeCHs

3aIyIeH HOC UK XpeMa

KbPBEHE, MOCHHIBAHE, BTBbP/ISIBAHE, TIOyBAHE M ChPOEK HA MSICTOTO HA HHKEKTUPAHE

ycelmase 3a cabocT

criajiaHe Ha KIiernaya U U3KpUBSABaHE HA MYCKYJIMTE Ha eTHATA TIOJIOBHHA Ha JIUIIETO

(,JiuIIeBa mapanusa” Win ,,iapaiu3a Ha ben’), KosITo OOMKHOBEHO € BpEMEHHA

o MPOMSIHA Ha TICOPHA3UCa ChC 3aUCePBSIBAHE U HOBU MAJIKH, JKBITH WX OCIH MEXYPH TIO
KO’KaTa, IOHSKOTa MPUAPYKEHH ¢ TeMIeparypa (ITyCTyJI03eH IICOPHa3nC)

o OeclieHe Ha KokaTta (eKcQoauaius Ha KoXKaTa)

o aKHe

Penxu HexxenaHu JekapcTBeHM peakuuu (Moxe ja 3acerHar 1o 1 Ha 1 000 gymm)

o 3avepBsBaHe U JIONICHE HA KOJKaTa Ha IO-TOJIsIMa TUIONI 1O TSUI0TO, KOUTO MOKE Ja
ChpOAT Wi 11a ca Oosne3HeHu (ekcomaTuBeH aepMartuT). [logo0Hu cuMIToMu
HOHSKOTa Ce pa3BUBAT KATO €CTECTBCHA MMPOMSIHA HA BHAa HA CHMITOMUTE Ha TICOPHA3UC
(epuTpomepMUYeH TICOPHA3HC)

o Brp3nanenue Ha MajaKuTe KPHBOHOCHH CHIOBE, KOSTO MOJKE JIa JTOBEJE 0 KOKEH OOPHB €
MaJIK{ YePBEHHU WJIH JIMJIABH MOy THHH, TEMIIEpaTypa uik 00JIKa B CTaBHUTE (BACKYJIHT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe fa 3acerHat 1o 1 #a 10 000 mpyrmm)

o OO0pazyBaHe Ha MEXypH 110 KOXKaTa, KOsITO MOXe J1a Ob/ie 3a4epBeHa, ChpOsIa 1
OoneszneHa (Oyno3eHn nemduromnn)
. KOYKEH JIyITyC epUTEMAaTO/IEC U JIyIyc-000eH CUHAPOM (YepBEH, HAUTHAT, JIFOIICI Ce

00pHB B M3JIOKCHUTE HA CITBHIIE YYaCThIM HAa KOXKaTa, KOUTO MOXKE Ja € IPHUIAPYKEH OT
OOJIKM B CTAaBHTE).

Cho0maBaHe Ha HesKeJIAHH PeaKINu

AKO TOITyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHN PEaKlny, yBeroMeTe Bamms iexap uin papmarenr.
ToBa BKJIFOUBa BCUYKHM BH3MOKHH HEOIIMCAHU B Ta3H JIMCTOBKA HEXEJNaHH peakiuu. MoxkeTe ChIIo Aa
ChOOIIUTE HEXKENAaHHU PEaKIUU JUPEKTHO Ype3 HAllMOHAJIHATA CUCTEMa 33 ChOOIaBaHe B!
M3menHUTEHA areHIus 110 JIeKapcTBaTa

yi. ,,JlamsH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

Kato crobmiaBaTe HexenaHu peakiiy, MOXKETe Ja 1aieTe CBOS IPUHOC 3a MOJTyYaBaHe Ha [TOBEYE
uH(OpMAIIs OTHOCHO 0€30ITacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansiBarte Stelara

o Ja ce cpxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIeTa.

. Ja ce cexpanssa B ximaguiauk (2°C—8°C). Jla He ce 3ampa3sBa.

o ChxpaHsBaiTe MpeIBapUTEIIHO HAITbJIHEHATA CIIPHUHI[OBKA B KAPTOHEHATA OIIAKOBKA, 3a JIa Ce

npeamnasv OT CBECTIINHA.
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o AKO € HeoOX0JMMO, OTJEITHUTE MPEIBAPUTENTHO HAITBIHEHN CIIPUHLIOBKH Stelara Moxke chIIo 1a
Ce ChXpaHsBaT MIpH cTakiHa Temieparypa 10 30°C 3a MakcuMyM euH nepuoj 10 30 q1HH B
OpWTHHAJHATa KapTOHEHa OIaKOBKa, 3a J1a C€ MPEeana3saT OT CBeTINHA. 3alHulleTe AaTaTa, Ha
KOSITO MpeIBapUTETHO HaITbJIHEHATa CIPUHIIOBKA € N3BaJIcHa 32 IbPBU BT OT XJIAJAWIHUKA U
JaTarta Ha U3XBBbPJIsIHE Ha 0003HAYEHUTE Ha BHHIIIHATA KApTOHEHA OMaKoBKa MecTa. JlaTara Ha
M3XBBPJIISTHE HE TPAOBA /1a € CIe/l OPUTHHAIHHS CPOK HA TOJHOCT, OTIIEYaTaH BhPXY
KapTOHEHaTa omakoBka. CIie/1 KaTo BeIHBK CIPHUHIIOBKATA € Omiia ChXpaHsABaHa P cTaifHa
temmeparypa (1o 30°C), Ts1 He TpsiOBa 1a ce Bpblla B XJIAAWIHUKA. MI3XBbpiieTe ClpuHIIOBKATA,
aKo He ce M3MOJI3Ba Clie]] ChXpaHeHHe MPH CTaifHa TemmepaTypa B pamkuTe Ha 30 THU WA ciieq
M3TUYaHe Ha OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBUCHMOCT OT TOBa, KO€ OT JIBETE HACTBITH I10-
paso.

. He pasxramaiite nmpeaBapuTeITHO HAITBIIHEHUTE CIIPUHIIOBKH Stelara. [IpoabKuTeTHOTO
EHEPTUYHO pa3KiIallaHe MOXKeE J1a TIOBPEAH JIEKapCTBOTO.

He u3noJi3BaiiTe ToBa JieKApCTBO:

. CJIeJ] CpOKa Ha TOJTHOCT, OTOENsA3aH BhPXY €THKETAa U KApTOHEHATAa OMAKOBKA CIIE]T
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCJEAHMS JCH OT TOCOYCHHUS MECEII,;

L] AKO TCYHOCTTA € C HpOMCHCH OBAT, MbTHA UJIKX B HES CC 336€J15[3B3T HJ'IYBaHII/I ‘-Iy)KI[I/I qacTuu
(BmxTe Touka 6 ,,Kak n3rnexaa Stelara u kKakBO ChaABpPIKA OMAKOBKATa“);

o aKO 3HACTE WJIM CMATATE, Y MOJKE J1a ¢ Onila N3JI0)KeHa Ha EeKCTPEMHHU TeMIieparypu (KaTo
WHIIWJCHTHO 3aMpPbh3BaHE WU 3arpsiBaHe);

. aKO MPOAYKTHT € O CHEPrHYHO Pa3KIIaTeH.

Stelara e camo 3a enHoKpaTHa yrnoTpeda. Hensnoa3BaHUsT MPOIAYKT, OCTAaHA B CIIPUHIIOBKATa, TPIOBa
Ja ce u3XBbpiau. He u3xBbpisiiiTe iekapcTBaTa B KaHAIM3ALUATA WM B KOHTEHHEpA 32 TOMAIIHU
ormapiy. [Tonuraiite Bammust gapmalieBT kak 1a U3XBBPIISTE JICKapCTBaTa, KOUTO Bede HE
uznos3Bare. Te3sn MepKu I1ie CIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa Cpefa.

6. C'b)l'bp)l(aﬂlfle Ha OonMaKoOBKaTa M JOIIbJHUTEC/IHA m{(l)opMaum[

KakBo cpabpika Stelara

o AKTHBHO BEIIECTBO: YCTeKUHYMa0. Besika mpeiBapuTEIHO HATBIHEHA CIIPUHIIOBKA ChIbPKa
90 mg ycrekuaymab B 1 ml.
o Hpyru cberaBku: L-xuctuanH, L-XUCTHAMHOB MOHOXUIPOXJIOPH MOHOXHIPAT, nosucopoar 80

(E433), 3axapo3a 1 BOJa 3a HHKEKIIHH.

Kak u3rie:xkna Stelara u kakBo cbIbp:Ka 0NaKOBKATA

Stelara e 6ucTBp 10 JEKO OMANECIIEHTeH (C TepieH OIICHK), Oe31BETEH 0 OO0 BT HHKEKITHOHEH
pastBop. Toit Moke J1a ChabpIkKA HAKOIKO JAPEOHU MONTYNPO3PAYHH UITH OCIH YACTHIIN TPOTEHH.
JocTtasst ce B KapTOHEHA ONAKOBKa, ChAbPIKAIlA €/JHA CTHKJICHA MPEIBAPUTEITHO HAIThJIHEHA
cripuHIOBKa OT 1 ml ¢ enuHMYHA 103a. Besika mpeiBapuTeIHO HAMTbJIHEHA CIIPUHIIOBKA ChIbpKa

90 mg ycreknunymad B 1 ml HHXEKIIMOHEH pa3TBOP.

IIpuTexkaTes Ha pa3pellleHHETO 32 yNOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoaguren
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus
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3a JOBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
MIPE/ICTABUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoa:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbbarapus

»okoHCBHH & [IxoHchH brarapus” EOOJ]

Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

EAlhada

Janssen-Cilag ®oppakevtiky Movorpdcmnn

A.EB.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 25 50 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +3851 6610 700
jjsafety@INJCR.JNJ.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +3176 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800
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Ireland Slovenija

Janssen Sciences Ireland UC Johnson & Johnson d.o.o.

Tel: 1 800 709 122 Tel: +386 1 401 18 00
medinfo@its.jnj.com Janssen_safety_slo@its.jnj.com
Island Slovenska republika
Janssen-Cilag AB Johnson & Johnson, s.r.0.

cl/o Vistor hf. Tel: +421 232 408 400

Simi: +354 535 7000
janssen@vistor.is

Italia Suomi/Finland

Janssen-Cilag SpA Janssen-Cilag Oy

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

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

Kvbzpog Sverige

Bopvapoc Xattnmovayng Atd Janssen-Cilag AB

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

Latvija United Kingdom (Northern Ireland)

UAB "JOHNSON & JOHNSON" filiale Lat-  Janssen Sciences Ireland UC

vija Tel: +44 1 494 567 444

Tel: +371 678 93561 medinfo@its.jnj.com

Iv@its.jnj.com
JlaTa Ha MOCJIEeMHO Mpepasriie;kaane Ha JuctoBkara 03/2025

IMonpo6Ha nH(DOpMAaIUs 32 TOBa JIEKAPCTBO € MPeOCTaBeHa Ha yebcaiita Ha EBponeiickaTa areHnus
1o JiekapcTBata https://www.ema.europa.eu.
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Yka3anus 3a MPUJI0KCHUE

B HauanoTo Ha Ie4eHneTO MEANLIMHCKH ClienuancT e Bu moctaBu Bamara nmepBa nmkekius. Bue

u Bammmsr nekap obaue Moxe Aa pemmnte, ye Bue camu Moske na cu mmxektupare Stelara. B TakbB

CITydJaii e MpeMHrHeTe 00ydeHne Kak /ja miKkektupare Stelara. ['oBopete ¢ Bammst nexap, ako nmare

BBITPOCH OTHOCHO MTOCTABSIHETO HA MHXKEKIIHATA.

o He cmecnaiite Stelara ¢ Apyru TEUHOCTH 32 HHKEKITHS.

. He pasxramarite npeaBapuTeTHO HAITBIHEHUTE CIIPUHIIOBKH Stelara. IlprmunHaTa 3a ToBa €, 4e
CHIJTHOTO pa3KJIalllaHe MOKe Jla TOBpeaH JiekapcTBoTo. He yrnorpe0bsBaiite iekapcTBOTO, aKo €
OMIJIO CHITHO Pa3KIIaTeHO.

Ha (pnrypa 1 e mokasaHo Kak n3rjiexkaa nmpeABapuTCIIHO HAITbJIHCHATa CIIPUHIIOBKA.

Croon Ha
TIpelnasHTe1d Ha
Bytazo wmrmara Kopmye KorTpoaro Kanaue Ha

| opo3opuc HITIATa

rd B (.
1| L * J
I'maBa Ha CTpaHHIIH Ha Eturer Hraa
OyTaloTo OpeIIa3sHTeId

Ha HIIaTa

Qurypa 1

1. IIpoBepete Opost Ha NpeABAPUTETHO HANTbJIHEHHTE CIIPHHLUOBKY M MOAT0TBeTe MaTepHaIuTe:

IToaroroska 3a U3I0J3BaHE HA MIPEIBAPUTEIIHO HAIIbJIHEHATA CIIPUHIIOBKA!

o W3Banere npeABapUTEIIHO HAITBIHEHATA CIIPHHLIOBKA/CIIPUHIIOBKY OT XJIaguiHuKa. OcraBere s
Jla IIPeCcTOU OKOJIO IIOJIOBUH Yac U3BbH KyTHATa. ToBa I1I€ 103BOJIM HAa TEYHOCTTA Jja JOCTUTHE
NOJXO0AA1Ia TEMIIEpaTypa 3a MHXKEKTHpaHe (CTaiiHa Temneparypa). He cBansiiiTe kanadkara Ha
uriara JI0KaTo TEeYHOCTTa HE JOCTUTHE CTaiHa TeMieparypa.

. XBaHeTe KOpIlyca Ha CIIPUHIIOBKATa Taka, 4e MOKpHUTaTa ¢ Karma4yka uria jia COYd Harope.

. He xBamaiiTe riaBara Ha 0yTajaoTo, OyTaiaoTo, CTPAaHULUTE HAa NPEIITa3UTelIs HA UIJIaTa Wi
Karaykara Ha Mrjara.

o He uznbpnBaiite OytanoTo.

o He cBansiiTe kanaykara Ha Urjara OT CIIPUHIIOBKATa, JOKATO HE MPOYETETe B MHCTPYKIIHUATA 32
TOBA.

. He nokocBaiite akTHBHpAIIIUTE CKOOU Ha TMPE/a3nuTess Ha urinata (yKa3aHu ChC 3Be3u4Ka *

Ha (1)1/11". 1), 3a J1a n30erHeTe MNpEKACBPEMCHHOTO ITOKPUBAHE HA UIJIaTa C IPCAITa3UTCIIA.

[IpoBepeTe mpeBapUTETHO HATBITHEHATA CIIPUHIIOBKA/CTIPUHIIOBKH, 32 JIa CE YBEPHTE, Ye:

o 6p05[T Ha Ip€aABaApUTCIIHO HAITBJIHECHUTE CIIPUHIIOBKY U KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO

B JI030Ba €IMHUIIA Ca BEPHHU:

o ako Bamrara no3a e 90 mg, me nomyuute eara 90 mg npeaBapuTENHO HATBJIHEHA
cnpuHIoBKa Stelara;

TOBA € MPABHIHOTO JIEKAPCTBO;

CPOKBT Ha T'OJHOCT HE € U3TCKDBJI;

NpEeIBAPUTETHO HATBIIHEHATA CIIPUHIIOBKA HE € ITOBPE/ICHA;

Pa3TBOPBT B CIIPUHIIOBKATA € OUCTHP 10 JICKO OMaJICCIIEHTEH (C IepiieH OJIACHK) 1 Oe3IBETCH

10 0JI€10 XKBIT;
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L Pa3TBOPHT B CIIPUHIIOBKATA HE € C IPOMCHCH LBAT WX MBTCH M HC ChABPKA YYKIU YACTHUIIH,
L Pa3sTBOPBHT B CIIPUHIOBKATA HE € 3aMPBb3HAJ.

Cp0epeTe BCHUKH MaTepHaId, OT KOUTO c€ HYXKIaeTe, U T'H IOCTaBEeTe BhPXY YHCTa MOBBPXHOCT. Te
BKJIFOYBAT aHTUCENITUYHU KHPIUYKH, TAMYYHHU TAMIIOHU WM MapJIU U KOHTEHHEP 33 OCTPU IIPEIMETH.

2. N306epeTe 1 MOATOTBETE MSACTOTO 32 HHKEKTHPaHe:
N36epete MACTO 3a HHKEKTHPaHe (BXK. (urypa 2)

. Stelara ce mpuara upe3 HHKEKITHS 0T KoxkaTa (ITOIKOKHO ).

o [Momxoxsuy MecTa 3a HEKEKTUPaHE ca ropHATa YacT Ha OepoTO Wik 001acTTa OKOJIO KopeMa
Ha pa3CTOSHHUE Hal-MaJIKO 5 CM OT IbIIa.

o AKO € Bb3MOXKHO, HE M3MOI3BaiTe 00JaCTH OT KOXKAaTa C MPU3HAIM Ha TICOPHA3HC.

o Ako HsKO# By momara npu moCTaBsSHETO Ha MHXKCKIUATA, TOW/TS MOXe J1a M30epe 1 ropHara

YacCT Ha pbKaTa KaTO MACTO 3a MHXKCKTHUPAHE.

= (4

*JoHUTE B CHBO CB NPENDPLYBEHWTE MECTA 38 MHKEKTHpaHE.

Qurypa 2
[MoarorBere MACTOTO 32 HHXKEKTHPAHE
o W3muiiTe pblieTe cl MHOTO 100pe ChC CallyH M TOIUIa BOJA.
o [TouncreTe KoXkata Ha MACTOTO 32 HH)KEKTHPAHE C AaHTHCENITHYHA KbPITMYKA.
o He noxocBaiite noseue Tasu 00J1aCT 10 TOCTABSIHETO HAa MHKEKIHATA.

3. CBajiete KanaykaTta Ha urJjara (B:x. (purypa 3):

L4 Kamaukara Ha urjata He TpSI6Ba Ja Cc€ CBaJId, JOKAaTO HE CTC T'OTOBU Jd MHXKCKTHUPATEC A03aTa.
L4 Bzemere MNpEABApUTCIHO HAITbJIHCHATA CIIPUHIIOBKA U XBAHCTEC KOPITyCa Hc €IHa PBbKaA.
L4 Psi3ko H3,I[’LpHaﬁTe Karaykara Ha urjiata B IIpaBa IIOCOKA U A U3XBHPJICTC. I[OKaTO MpaBUTE

TOBa, HE JIOKOCBAlTE OyTaNO0TO.

Odurypa 3
. Moske na 3a0enexuTe Bh3IyIIeH MEXYp B MPEABAPUTEITHO HATBIIHEHATA CIIPUHIIOBKA HITH
Kallka TEeYHOCT Ha BbpXa Ha Urjara. ToBa € HOpMaJIHO M He € He0OX0IMMO J]a e OTCTPaHABAT.
. He nokocaiite urnara u He 51 JONUPaANTE B IPYTrd MOBbPXHOCTH.
. He n3non3Baiite npeaBapUTENHO HAIBbIHEHATA CIPUHLIOBKA, aKO 5 U3THPBETE C OTBOPEHA UIJIA.

Axo TOBa ce CJIy4Hu, C€ CBbPIKCTEC C Bamms JICKap Wi (bapMaI_[CBT.
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L HH)KGKTHpaﬁTe Jo3aTta B€aHara, moM CBaJIMTC KalladKaTa Ha urjarta.

4. UnkekTHpAiiTe 103aTAa:

o XBaHeTe MPeIBAPUTEITHO HAMBIHEHATA CIIPUHITOBKA MEKIY CPEIHUS MPHCT U TMOKa3aiena Ha
e/IHaTa pbKa M [oCcTaBeTe Najena CH BbpXY I1aBaTa Ha OyTaloTo, a ¢ Apyrara pbKa JIeKO
CTHCHETE MOYHMCTeHAaTa KOKa MEeXKAY Majena u nokasaiena. He cruckaiite cuiHo.

o He m3nbpmBaiite OytanoTto.

o C enHo OBP30 JABMKEHHE BKapalTe UIJlaTa B KOXKaTa, JOKBICTO MOXke (BXK. purypa 4).

Qurypa 4

. HuxexTupaiTe MsII0TO KOJMYECTBO OT JIEKAPCTBOTO, KATO HATHCKATE OYTAIOTO, IOKATO
riiaBata My JOCTUTHE MEXy CTPaHUIIUTE Ha Mpeana3uTess Ha uriara (Bxk. purypa 5).

. Koraro 0yTanoTo CTUrHe 10 Kpasi, He OTIyCKaiiTe HaTHCKa BbpXY IJlaBata My, U3BajIeTe Uriata
U IyCHeTe KoxkaTa (BxK. purypa 6).

®urypa 6
o baBHO oTcTpaHeTe nasnena cu OT IaBaTa Ha OyTanoTo, 3a Ja MO3BOJIMTE Ha Mpa3HaTa
CHPUHIIOBKA J1a C€ IPUABXH Harope, J0KaTo Is1aTa Urila ce MOKpUe ¢ IpeAna3uTess, KakTo €
MOKa3aHo Ha Qurypa 7.
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Qurypa 7

5. Cnen uHkeKkTHpaHe:

[IputucHeTe aHTHCENTHYHA KBPIIUYKA BBPXY MACTOTO HA HH)KEKTHPAHE B IPOJbIDKEHHE Ha
HSIKOJIKO CEKYH/]IH, CJIe/l KaTo IMOCTaBUTE MHXKEKIIMATA.

BB3MO0KHO € Ha MSCTOTO Ha MH)KEKTHPaHEe Ja NMa MaJIko KOJIMYeCTBO KPhB WM TeuHOCT. ToBa
€ HOpPMAJTHO.

Moxe Aa MPUTUCHETEC MACTOTO HA MHIKCKTHPAHC C ITaMy4Y€H TaMIIOH WJIM MapJiid U Aa
3aabpxute 10 cexkyHau.

He pastepkBaiiTe KO)KaTa Ha MACTOTO Ha HHXKEKTHUPaHe. AKO € HEOOXOIMMO, MOKE J1a CIIOJKHUTE
MaJika JIE[IeHKa BbpXY MACTOTO Ha HHXEKTHpaHE.

6. U3xBbpIisiHe:

W3non3BaHuTe CIPUHLIOBKH TPAOBA [a c€ MOCTABAT B HENPOOUBaeM KOHTEIHEP KaTo
KOHTEeHHepa 3a ocTpu npeamMeTH (Bxk. gurypa 8). 3a Bamara 0ezomacHOCT 1 34paBe U 3a
0e30macHOCTTa Ha JIPYTUTe, HUKOTa HEe W3ION3BaiiTe IOBTOPHO CIIPUHIOBKHTE. V3XBBHpIIsiiTE
Bamus koHTeliHep 3a OCTpH NPEAMETH B CbOTBETCTBHE C MECTHUTE PA3IOpEa0H.
AHTHCENTHYHNUTE KbPIHUYKH U IPYT'H KOHCYMaTHBH MOXeE J]a C€ U3XBBPIIAT B OOLIHS OOKIYK.

Ourypa 8
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JlncroBka: undopmanus 3a norpeduTeNs

STELARA 45 mg uH:keKIIMOHEeH Pa3TBOP B NMPeIBAPUTEHO HATbIHEHA MHCATIKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

- Ta3u IMCTOBKA € HATIMCAHA 32 MANMEHTAa, KOWTO NMpueMa JIeKapcTBOToO.3armas3ere Ta3u
nucToBKa. MoKe Jja ce HaJoXKu Ja sl MpoYeTeTe OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa sekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxe
Jla M HaBpeJv, HE3aBUCHMO Y€ MPU3HAIIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo BammuTe.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PEaKllnu, yBefoMeTe Bamus siekap wiu gapmariet. Toa
BKIIFOYBA M BCHYKY BH3MOKHU HEXKEJIaHU PEeaKIni, HEOIMCAH! B Ta3M JIMCTOBKA. BrxTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakso mpencrasnsBa Stelara n 3a kKakBO ce H3MOI3Ba

Kakgo Tps0Ba na 3Haete, npeau Aa u3non3eare Stelara

Kak na nznonssare Stelara

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBare Stelara

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wd P

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0/I3Ba

Kakso npeacraBiasiBa Stelara

Stelara cpabpika aKTUBHOTO BEIIECTRBO ,,yCTEKMHYMA0™’, KOETO € MOHOKJIOHATHO aHTHTSIIO.
MOHOKIIOHATHUTE aHTUTENa ca TIPOTEHHU, KOUTO pa3lo3HaBaT U CBBbP3BAT ONpeesieHH CrielinpUIHN
MPOTEHHH B OPraHU3Ma.

Stelara mpuHaIe:KN KbM TpyTIa JIEKapCTBa, HAPEUSHH ,,iMyHOcympecopu”. Te3u iekapcTBa JieiicTar,
KaTO HaMaJIsIBaT aKTHBHOCTTA HA YacT OT UMyHHATa CHCTEMa.

3a kakBo ce n3noJ3Ba Stelara
Stelara, npuiokeHa ¢ U3MOI3BAHETO HA MPEIBAPUTEITHO HAMTbJIHEHA MHCANIKA, CE M3I0JI3BA 3a JICUCHHUE
Ha CJICHUTE BH3MAIUTEIIHU 3200 IIBAHHUS:

o ITnakoB ncopuasuc - Mpu Bb3PaACTHU

o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena g0 texka 6onect Ha KpoH — npu Bb3pacTHH
o YMepeH 0 TeXbK yIEepo3eH KOJIUT — IIPY Bb3PACTHU

IlnakoB ncopuasuc
,,L LITaKOB TIcopra3uc” € KOXKHO 3a00JIsIBaHe, KOSTO BOJIHU JI0 BB3MAJICHHE, 3aCATaIl0 KOXKaTa U HOKTHUTE.
Stelara HamansiBa BB3MAJICHUETO U APYTUTE MIPU3HAIM HA 3a00JISIBAHETO.

Stelara, npuioskena ¢ U3MOI3BaHETO HA TPEIBAPUTEIIHO HAITBIIHEHA THCAJIKa, CE U3II0JI3BA IIPH
BB3PACTHU C YMEPEH J0 TEXKbK IUIAKOB IICOPUA3UC, KOUTO HE MOTraT Aa U3I0J3BaT LUKIOCIIOPHH,
METOTpeKcaT Wink (HOTOTepaIns, WM KOTaTo Te3H JICYCHUS HE IeHCTBaT.

IlcopuaTnven apTpur

[TcopuaTuyeH apTpUT € Bh3MATUTEIIHO 3a00JI1BaHe Ha CTAaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPUATHYEH apTPHT, TbPBO 1ie Bu nexyBar ¢ apyru jiekapcTBa. AKo
HE ce MOBJIUsETE AOCTaThUHO 100pe OT Te3H JeKapcTBa, Moke 1a Bu ce npennume Stelara, 3a na ce:

o HaMaJIIT IPU3HALUTE U CUMIITOMUTE Ha 3a00is1BaHeTo By;
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o nonoOpu puzuueckoTo Bu chcrosiame;
o 3abaBM yBpeK1aHeTo Ha Barmre ctau.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanmuTennHo 3a00isBaHe Ha yepBara. Ako umate 6osiect Ha KpoH mepBo 111e
Bu ce nagaT npyru nekapctBa. AKO He CE MOBIIMSAETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TE3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CHMIITOMUTE Ha
3a0oIsiBaHeTO B,

Yaueposen koauT

VYAepo3HUT KOJIHT € Bh3NATUTEIHO 3a00IIIBaHe Ha YepBaTa. AKO UMaTe yIIIEPO3eH KOIUT, TbPBO
nie Bu ce mamat npyru nekapctBa. AKO HE ¢€ OBIUSABATE OOPE UM UMATe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a001BaHe.

2. Kakso TpsOBa na 3Haere, npeau Aa usnoJspare Stelara

He u3noaseaiite Stelara

o AKO CTe aJlepruyHy KbM YCTEKHHYMAO HIIM HAKOS OT OCTaHAJIMTE ChCTABKHM Ha TOBA JIEKAPCTBO
(u36poeHu B TOUKA 6).
o AK0 uMaTe aKTHBHA HH(EKIHS, KOATO BammsaT jekap HaMupa 3a 3HaYMMa.

AKO He CTe CUT'ypHU JIajlM HAKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
nekap wiu apManeBT, nIpeau aa u3nonssare Stelara.

IIpenynpeskaenus u npeanasHu MepKu

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBHCTOSTHUETO BU mpeu BeAKo JieueHne. Y BeIoMeTe CBOS Jiekap 3a Besika Barra 6omect nmpean Besko
nedenue. Copio Taka nHGpopMupaiiTe Bamus nekap, ako HACKOpPO CTe OMIIM B KOHTAKT C YOBEK, KOMTO
MOJKe J1a UMa TyOepKyIio3a. Bamust nekap me Bu npernena u 1me HanpaBu U3CieBaHe 3a
TyOepKyIo3a, penu aa usnonssare Stelara. Ako Bammst nekap cMsTta, 9e cTe U3JI0KEHH Ha PUCK OT
TyOepKyIo3a, Moxke Aa Bu mpemuiie iekapcTsa 3a JISYeHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIAU

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKMH, BKIIIOUYUTEIHO aJIePrUUH PEaKkuu 1
unpexyu. TpsaOBa 1a cineanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/IIBaHus, TOKaTo puemare Stelara.
Bwxre ,,Cepno3Hu HexenaH! peakiiuy’’ B TOUKA 4 3a MBJIHNUA CIUCHK Ha TE3U HEXEJaH! Peaklnu.

IIpenn na usnonseare Stelara uadopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMaJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HSIKOTa CTe MMaJIH HSAKAaKbB BUJI PaK — TOBA €, 3al[0TO UMYyHOCYIpecopuTe kato Stelara
oTcnabBar yacT OT UMyHHaTa cucTema. 1oBa MOJKe /1a TIOBHIITM PUCKA OT PakK.

o AKO cTe JeKYBaHHM 32 NMCOPUA3MC C IPYrd OMOJOTHYHH JIeKAPCTBa (JIeKapcTBo,

NMPOU3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO IMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B yYaCTBLUTE C IICOPUA3UC WU TI0
He3acerHaraTa Koa.

o AKO HSIKOTa cTe HMAJIM AJIePrHYHA peaknus KbM JaTeKce Wiu MHxKkeknusa Stelara —

OIIaKOBKaTa, B KOATO C€ HAMHPAa TO3H JEKaPCTBEH MPOAYKT, ChAbPXKA JaTEKCOBA T'yMa, KOSTO
MOXE J1a IPCAU3BHUKA TCKKU aJICPTUYHU PCAKIWHU IIPU XO0pa, YyBCTBUTCIIHU KbM JIATCKC. Buxre
,,CIieieTe 3a CepuO3HH HeXXeJIaH! peKalui’’ B TOUKa 4 3a MpHU3HAINTE Ha aJlepruyHa peakiusl.

o AKO moJiyuaBare Jpyro jJedeHue 3a MCOPHAZKUC W/HWIH NCOPHATHYEH APTPUT — KaTo JIPyTH
MMYHOCYTIpeCOpH WM (oToTeparus (KoraTo TAJIO0TO Ce JIeKyBa ¢ THl yaTpasuosieroBa (UV)
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cBeTimHA). Te3u JIedeHus ChIO MOYXKE JTa OTCIIA0AT YacT OT MIMYHHATa cucTeMa. M3moisBaneTo
Ha Te3W JIeUeHus 3aeIHO0 che Stelara e e u3cimenBano. Be3MokHO € 00ade, TO 1a YBEIHYH
pUCKa OT 3a00JIsIBaHYsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO noJiyyapaTte WM HSKOIa cTe IOJIy4YaBaJu HHKEKIHH 32 JieYeHUe Ha aJIepruM — He €
M3BECTHO Janu Stelara Moxe Ja OKake BIUSHHE BBPXY TSX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKe /1a CT€ MO-CKJIIOHHU KbM MH()EKIINH.

AKO He cTe CUTypHU JIaJIH HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bammms
nexap wiu apManeBT, npeau aa usnonssare Stelara.

Hsxou mamuenTun IojyvyaBat J'IYHyC-HO,Z[O6HI/I p€aKkuuu, BKIIIOUUTEIIHO KOXKCH JIYITYC €pUTEMATOAEC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO IOJIYUYUTC YCPBCH, HAAUTHAT, JIFOLICH] CE 06pI/IB, IMOHsAKOrI'a C MMO-TbMHH I'PAHUIIU, B U3JIOKCHUTC
Ha CJIbHIEC YYaCThbIUM HAa KOXaTa UJIKN CTaBHU 0OJIKH.

Cbpaeven HHQAPKT U HHCYJITH

NudapkT 1 MHCYATH ca HAOII0JaBaHH B IIPOYYBAHE MPH MALMEHTH C TICOPHA3HUC, JIEKYBaHH ChC
Stelara. Bammst nexap pe1oBHO e TpoBepsiBa pUCKOBUTE (HDaKTOPH 33 CHPACYHO 3a00JSIBaHE H
UHCYAT 1pu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 0 noaxo1si HaunH. Hezab6aBHo noTbpcere
MEeIUIMHCKA TIOMOII, aKO TIOJTy4HuTe OO0JIKa B I'bPAHTE, CIA00CT WM HEOOMYaliHO yCelaHe OT eJHaTa
CTpaHa Ha TSUIOTO, OTITYCHATOCT HA JIMLIETO WM TOBOPHU HIJIH 3PUTEITHN CMYIICHHS.

Jeuna v roHomu

Stelara npeiBapuTeIHO HaMbJIHEHA MTUCAJIKA HE CE MPEMoPbhYBa 3a yroTpeda MpH Jela Ha Bb3PacT IO
18 ronuuu ¢ ncopuasuc wik 6osiect Ha KpoH, 3a110To He € MpoyyYBaH NpHU Ta3u Bb3pacToBa IpyIia.
BwMmecTo ToBa mpu Aenia Ha Bb3pacT 6 WK TIOBEYEe TOIUHH U FOHOIIM ¢ TICOpUa3uc TpsiOBa J1a ce
W3II0JI3BA MIPEIBAPUTEITHO HAITBITHEHA CITPUHIIOBKA MK (rakoH. BmecTo ToBa npu ena ¢ 0onecT Ha
Kpou ¢ terno Haii-manko 40 kg TpsioBa ma ce n3nonssa HHMY3UMOHEH Pa3TBOP, MPEIBAPUTEITHO
HaITbJIHEHA CIIPUHIIOBKA MITH (pIIaKoH.

Stelara He ce nmpenopbyBa 3a yrnorpeba pu Aela U I0HOIIX Ha BB3pacT 1Mo 18 roguHu ¢ NcopuaTHueH
apTPUT, WK C YJIIEPO3eH KOJIUT, Wi Jena ¢ 6onect Ha KpoH ¢ terso mox 40 kg, 3amoTo He e
MPOYYBaH MPH Ta3u Bb3PacToBa rpyra.

Jlpyru jexkapcTBa, BakciHH M Stelara
TpsibBa na kaxkeTe Ha Barms jekap wim hapmaiieBT:

o AKO ipreMaTe, HaCKOPO CTe MPUEMAIU WK € Bb3MOXKHO J1a IPUEMEeTe IPYTH JISKapCTBa.

o Axo Hackopo Bu e npaBeHa wiu ruiaHupate 1a Bu ce mpaBu BakcuHanus. JJokaTo u3nona3sare
Stelara, HsKOM BHIOBE BakCHHHM (KB BaKCHHH) HE TPSAOBA JIa Ce MpuUIIarar.

. Ako cte nostyuaBaiu Stelara mo BpeMe Ha OpeMeHHOCTTa, TPSOBA Jla KaKETe Ha JieKaps Ha

0ebero Bu 3a neuenuero cbe Stelara, mpeau To 1a TOTYYH KaKBATO U J1a € BAKCHHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane oT
TyOepKyJo3a). JKuBMTEe BaKCHMHHU HE € IpernophuBar 3a Barero 0e0e mpe3 mbpBUTE JIBaHAIECET
Mecena ciell paXJaHeTo, ako cTe HomydaBanu Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nexapsT Ha Bamero 6ebe He mpenopbya IpyTo.

BpemeHHOCT M KbpMeHe

o Axo cte OpeMeHHa, cMATaTe, 4e MOXKe J]a cTe OpeMeHHa WIIH IUIaHUpaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JIEKAPCTBO.
o He e nabnronaBan 1mo-BUCOK pUCK OT BpoJeHH Aedektu npu 6edeta, n3iioxkeHu Ha Stelara B

yTpobara. [lanaute ot ynotpebara Ha Stelara mpu OpemeHHH xeHH 00ade ca OrpaHUYEHH.
[lopanu ToBa e 3a npennouynTaHe Ja ce U305rBa yrnorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO cTe KeHa ¢ IeTepOeH MOTEHINAI, XKeJIaTeIHo € 1a He 3a0peMeHsBaTe U /1a U3I10JI3BaTe
TIOJIXOJISII POTUBO3aYaTh4eH METO/I, KOorato u3noi3sare Stelara u mone 15 cenmunu ciej
MOCJIeTHOTO TIpuiaraHe Ha Stelara.

167



o Stelara Mo>ke 1a MpeMHHE Tpe3 IUIAleHTaTa B HEPOACHOTO O0e0e. AKo cTe moiryuaBainu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo B MoXe 1a nMa 10-BHCOK PUCK OT MHAEKITHS.

o BaxHo € n1a kaxxeTe Ha iekapuTe Ha Bariero 6e0e 1 Apyru METUITUHCKH CIICITUAIIUCTH, aKO CTES
nonydaBaiu Stelara mo Bpeme Ha OpeMeHHOCTTa cH, Tpean 0e0eTo Ja MoTyqr KakBaTo | Ja €
BakcuHa. JKuBu BakcuHH, kaTo BLJK BakcuHa (M3mos3Bana 3a mpe/na3BaHe OT TyOepKyIi03a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCela Clie/l PaXkIaHeTo, aKo
CTe mory4aBainu Stelara o Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JeKapAT Ha Bameto 6ebe He
MperopbYa JpyTo.

. Ycreknaymab MoXe Ja MPEMUHE B KbpMaTa B MHOTO MaJIKH KoJtrdecTBa. [locbBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WU aKo TUTaHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsiOBa ga
permTe Maau TpsOBa Ja KbPMHTE WU 1a W3Moj3Bare Stelara - He mpaBeTe U ABETE.

Ilodupane u padora ¢ MalIMHK
Stelara He TOBIUSABA WK TIOBJIHSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IOQUpaHe u paboTa ¢ MallluHY.

Stelara cbabpika noucopoat 80

Stelara ceabpika 0,02 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € EKBUBAJICHTHA Ha

0,04 mg/ml. ITonucopbatuTe Morart Aa MPUUUHAT allepriudHu peakiuu. TpsOBa qa kakere Ha Barmmst
JeKap, aKo MaTe YCTAaHOBEHU aJePTHH.

3. Kak na usnoJzBare Stelara

Stelara e npeaHa3HadeH 3a yrnorpeda moJi phbKOBOJICTBOTO U KOHTPOJIA HA JICKAp C OMUT B JICYCHUETO
Ha 3a00JIBaHus, 33 KOUTO € Ioka3aH Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Heulo, nonuTtaiite Bamus nekap. IloceBerBaiite ce ¢ Bammus nekap 3a ToBa, kora mie Bu ce mocraBst
WHKEKIMHUTE U KOra IIE ca CIEABAIINTE KOHTPOIHU MIPETIIECIN.

Kakso konun4dectBo Stelara ce mpuiara
Bammusr siekap 1ie permm KakBo KonrdecTBo Stelara TpsiOBa 1a MOMydUTe U 32 KAKBB IIEPHOA OT BPEME.

Bb3pacTHu Ha 18 roquHu WK NMO-TOJIEMHU
Ilcopua3suc M NCOPUATHYEH APTPUT

. [penopbunrTenHata HavaiHa jo3a e 45 mg Stelara. ITarmentu ¢ Terno waa 100 kumorpama (KQ)
MOJKe J1a 3armo4Hart ¢ go03a 90 mg BmecTo 45 mg.
o Crnen HavyanmHaTa 7034, cieaBamiara Bu go3a me 0b1e 4 ceMUIy Mo-KbCHO | CJIe]l TOBa Ha

Bcekn 12 ceamunu. Crenpammre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

o ITo Bpeme Ha neyennero Bammsr exap me Bu nprinoxu mbpBara 103a OT NPUOIN3UTETHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHO3HA HH(DY3us). Cie HavamHaTa 703a,
1Ie ToJIyunTe cieaBamiara go3a 90 mg Stelara cien 8 ceamurm, cien ToBa pe3 12 ceaMurm
Yype3 UHKEKIHS 0] KoxkaTta (MMOJKOKHO).

o [pu HiKOM MalMEeHTH, CiIe/ IbpBaTa MOAKOKHA HHKeknus, 90 mg Stelara Moyke 1a ce npuiara
npe3 8 cenMuIy. BammusT jgekap e peniu kora TpsiOBa Jia ToIy4uTe CieBalara CH J103a.

Kak ce npniaara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS N0 KoXkaTta (oAK0XHO). B Hayanoro Ha Barero jeuenue,
Stelara Mo>xe 1a ce MHKEKTHpa OT JeKap WM MEIUIHCKA CECTpa.

o Bue u Bamusar nekap, o6aue Moske fa pemure, ye Bue camu Moxke 1a cu nHxekTupare Stelara.
B TakbB ciydaii e npeMuHeTe 00y4eHUe KaK Jja CU HH)KeKTHUpaTe Stelara caMOoCTOSITENHO.

. 3a yka3zaHus Kak Jia MHKeKkTupare Stelara BuxTe ,,YKazaHus 3a PUIOKEHWE” B Kpasi Ha Ta3u
JIMCTOBKA.

FOBOpeTe ¢ Bamus JICKAap, aKO UMATC BBIIPOCHU OTHOCHO TOBA KaK CaMH [1a MOCTABATC MHKCKIUATA.
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AKO cTe H3M0/I3BAJIH NI0BeYe 0T HeoGXoauMaTa 103a Stelara

AKO cTe M3MOoJI3BajIM WK ca By mpuioxuny moseye or HeoOxoaumara no3a Stelara, HezabaBHO ce
NOCHBETBANTE C Jiekap WK (apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa OnakoBKa Ha
JIEKapCTBOTO, ZIOPH U J1a € Tpa3Ha.

AKO cTe NpoImycHAJM 1a u3nojsBare Stelara
AKO cTe TIpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap mm ¢apmarnieBT. He mpumnaraiite noitHa
J103a, 3a ]a KOMIIEHCUpATe MPOITyCHATaTa /103a.

AKo cTe cripesu ynorpebara Ha Stelara
He e omacHo ma ciipere ymotpebara Ha Stelara. Ako obade 51 cripete, Barmire cumnroMu Moxe 1a ce
BBH30OHOBSIT.

AKO UMaTe HIKAKBU JIOIBIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebara Ha TOBa JICKAPCTBO, MOMHUTANTE
Bammis mekap i gpapmareBT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a INPEAMN3BHUKA HEKECIaHNU PCaKIIUH, BBIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKIuu
Hsxoun manmeHTn MOKe J1a IMaT CEpHO3HH HEXKEeTaHH PEeakIiy, IPU KOUTO Ja Ce Hajara CIiernHo
JeYCHHE.

AJlepru4Hy peakunu — MOKe J1a U3UCKBAT cnemHo jJeyenue. Uudopmupaiite Bamus Jexkap win
He320aBHO NOThpCeTe CHELHA MeIMIMHCKA NIOMOLLI, aKo 3a0e/ieskuTe HAKOM 0T cieHuTe
NMPU3HALN.
. CepHo3HHTE aIEPTUIHA peakinu (,,aHaduaakcus’) ca peAKu MpHu xopa, npruemantu Stelara
(moxe ma 3acernar g0 1 va 1 000 gymm). [Ipu3HanuTe BKIIOYBAT:
o) 3aTpyIHEHO AMIIAHE UM MPeTTbIlaHe
o) HUCKO KPBBHO HAaJSITaHE, KOETO MOJKE JIa IPUYMHH 3aMasiHOCT WIJIH CBETOBBPTEK
o) MOIyBaHE Ha JINIIETO, YCTHUTE, YCTaTa WIH I'bPIIOTO.
° YecTuTe MpU3HAIM HA aJICPrUYHA PEAKIIMsl BKIIIOUBAT KOXKEH O0PUB U YpTHKapus (MOXE Ja
3acerHat jo 1 a 100 mymm).

B penxu ciaydau ce ch00IaBAT aJIePru4HH 0€J10APOOHH peaKI iy U 6eJ101po0HO Bh3NaJcHHE
NP NAHEHTH, KONTO MOJIy4YaBaT ycTeKMHYyMa0. YBegomeTe BeqHara Bammus iekap, ako
NoJIy4YHMTe CHMITOMH KaTO KallUIMIA, 3a1yX U BUCOKa TeMIlepaTypa.

AKO TIOITyYuTe CEprO3Ha aJlepTuiHa peakiys, Bamust nekap Moxe n1a pemu, 4ye Bue He TpsiOBa na
ynotpebsaBare Stelara oTHOBO.

Nudexunu — MoKe 1a M3UCKBAT cHelIHO JevyeHue. UHopmupaiite Bamusa jekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE MPU3HALIN.

° MHGEKIUUTE Ha HOCA WIIK T'BPJIOTO M NMPOCTY/IaTa ca 4ecTH (MOKe Ja 3acerHar 7o 1 Ha
10 mymm)

° WH(EKIUUTE Ha JOJIHUTE AUXATEITHY IbTHUINA (TPhIHU HHPEKIINN) ca HeuecTH (MOXe Jia
3acerHat o 1 va 100 mymm)

° BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJIUT) € HedecTo (MOXKe J1a 3acerse 70 1 Ha
100 mymm)

. xepriecute (Buj 0oJie3HEH 0OpUB ¢ MEXypH) ca HeuecTH (Moxke J1a 3acerHart a0 1 Ha 100 myin)

Stelara moxxe 1a Hamanm ciocooHocTTa Bu ma ce 6opure ¢ nadeknnu. Hakon nudexnmnn Moxe 1a
CTaHAT CEPUO3HU M MOXKE [1a BKIFOUBAT HHPEKIINH, IPHYHNHEHH OT BUPYCH, MbOUYKH, OaKTepUn
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(BKJIFOUUTETHO TyOEpKYJI03a) WK MTapa3uTH, BKIFOYUTEIHO UH(EKIINN, KOUTO Bh3HUKBAT MPETUMHO
TIPH XOpa ¢ OTCIIa0eHa IMYHHA crcTeMa (OTOPTIOHUCTHYHH HH(EKIHH). [Ipu marueHTH, moryJaBanti
yCTeKHHYMab, ce cboOIIaBaT ONOPTIOHUCTUYHN HH()EKIUHN Ha MO3bKa (eHLIe(aIuT, MCHUHTHUT),
Oenute TPOOOBE U OUHTE.

Hoxato ymotpebssare Stelara, TpsiOBa ma ciequte 3a mpu3Hany Ha wH(eKws. Te BKIFoYBar:
BHCOKAa TEMIIEPATypa, TPUIIONOI00HN CHMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

yMOpa WK 3a]1yX, YIIOpUTA KalUTHIa

TOTIIIA, 3a4epBeHa U OOJIe3HeHa KOXKa WiIH 00JIe3HEH KOXKEeH OOpUB C MEXypH

napeHe Mpu ypUHUpaHe

Japust

3pUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

r1aBo0omKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, T'aJIeHe UK 00BPKAaHOCT.

Hudopmupaiite Bamms mekap BemHara, ako 3a0eIekuTe HAKOW OT Te3W Mpu3HaIy Ha nHekims. Te
MoraT a OpIaT Mpu3Hay Ha HHPEKINH KaTo TPhIHN WH(PEKINN, KOXXHI HH(EKIINN, XepIIec 30CTep
WJIH OTIOPTIOHUCTUYHUA UH(EKIIUH, KOUTO MOTAT JIa JIOBEAAT JI0 CEPUO3HH YCIOKHEHMSI.
HNudopmupaiite Bamms nexap, ako vMaTe HIKaKBa YIIOPUTA WM MOBTapsIia ce HHeKusa. Bammsat
JeKap MOXKe Jia pellid, 4e He TpsgOBa Aa ynotpedsBate Stelara, mokaro nHpekusaTa HE OBIC
u3JIeKyBaHa. YBegoMeTe Bamms jiekap, 1 ako UMaTe OTBOPEHU paHH WM HapaHSIBaHUS, Thi KaTo
MOJe J1a ce HH(EKTHpaT.

JliouieHe Ha KOKaTa — MHTEH3UBHOTO 3a4YepBsiBaHe U JIIOLIEHE HA KOXKATa HA M0-roJisiMa 1oL
10 TAJIOTO MO’Ke 1a ca CHMITOMH HA ePUTPOJePMHUYEH NMCOPUAZUC MIIN eKc(oInaTHBeH
AEPMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHusl. AKO 3a0e/1eskuTe HAKOI 0T Te3u MPU3HALM,
TpsidBa 1a nHgopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJIAaHU pCaKIIUU

YecTn HexenaHu peakum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
JHapus

rajeHe

HOBpPBILAHE

ymopa

3aMastHOCT

ri1aBoOoIme

CchpOex (IpypuUTyC)

Ooika B r'bpOa, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJIEHO I'bPIIO

3a4yepBsBaHe U 00JIKA Ha MSICTOTO HA MH)KEKTHPaHE
UH(EKIUs Ha CHHYCUTE

HeuecTu Hesxenann peakuuu (Moxe aa 3acersar a0 1 va 100 gymm):

MH(EKIUN Ha 3501Te

BarvHaJIHa MHQEKIUS, TPUINHEHA OT THONYKH

Jenpecus

3aIyIeH HOC WK XpeMa

KbPBEHE, IOCUHIBAaHE, BIBbP/SIBAHE, IOJyBaHE U ChbpOEK HA MICTOTO HA MH)KEKTUPAHE

ycellaHe 3a ci1adocT

craJiaHe Ha KJjernaya U U3KpUBsBaHE HAa MyCKYJIMTE Ha elHaTa MOJIOBUHA Ha JHULETO (,,JTULIeBa

napanmsa’” Wil ,,napannsa Ha beir’”), KosTo 00MKHOBEHO € BpeMeHHa

o NPOMSIHA Ha TICOPHA3UCca ChC 3a4epBsIBaHE U HOBH MAJIKH, JKBJITH WX O€IHM MEXypH IO KOXKaTa,
MTOHSAKOTA MPUAPYKEHH C TeMIiepaTypa (IIyCTyJIO3€H IICOPHUA3HC)

. OeieHe Ha KokaTa (eKCQoralus Ha Ko)KaTa)

o aKHe
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Penxu Hexes1aHM JeKapcTBeHN peakunu (Moxke na 3acertat 1o 1 Ha 1 000 gymmm)

o 3auepBsiBaHE U JIOIICHE HA KOXKATa HA TO-TOJIsIMA TUIOII 110 TSJIOTO, KOUTO MOXKE Jia ChpOST HITH
Jia ca bone3neHu (exchoymaTuBeH aepMartuT). [1o100HN CHMITTOMM TTOHSKOTA CE Pa3BUBAT KaTo
€CTECTBCHA MPOMSHA Ha BU/Ia HA CUMIITOMHTE Ha IICOPUA3UC (EPUTPOICPMUUECH IICOPUA3HC)

o Bb3nanenue Ha MaJIKUTE KPHBOHOCHHU CHIIOBE, KOETO MOXKE J1a JIOBEC JI0 KOXKCH OOPHB ¢ MaJIKH
YepBEHH WY JINJIABU TIOYyTUHH, TEMIIEpaTypa WK O0IIKa B CTaBUTE (BACKYJIUT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 1o 1 Ha 10 000 xymm)

o O0pa3yBaHe Ha MEXypH IO KoXkKaTta, KOsATO MOXe Aa Obje 3auepBeHa, chbpOsma 1 6ose3HeHa
(6ymnozen nemduromnn)

o KOXCH JIYITyC EPUTEMATO/IEC U JIYIyC-110100€H CHHIPOM (YEPBEH, HaIUTHAT, JIFOIICI Ce 0OPUB
B M3JIOKECHHUTE Ha CIIBHIIC YIACTHIIN HA KOXKaTa, KOWTO MOXE Ja € MPHIPYKEH OT OOJIKH B
CTaBUTE).

Cpo011aBaHe HA HeKeJIaHU PeaKl U

AKO TIOITyuuTe HIKAKBU HEKEJIaHH JIEKapCTBEHH Peakiy, yBeaomere Bammus nexap winu gpapmanesT.
ToBa BKJIFOUBA BCHYKHM B3MOYKHH HEOITMCAHU B Ta3H JIMCTOBKA HEXENaHU peakiuu. Moxere chlIo 1a
CHOOLINTE HEXETAHU PEAKLMH AUPEKTHO Ype3 HAlMOHAIHATA CUCTEMa 33 ChOOIIIaBaHe B:
W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpoOmaBare HexxenaHU peakiuy, MOXKeTe a 1a/ieTe CBOsI IPUHOC 3a T0JIydaBaHe Ha IOBeue
nH(pOpMAIUS OTHOCHO O€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBare Stelara

o [a ce cpxpaHsBa Ha MSCTO, HEIOCTBITHO 32 JIeLa.

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

o CpxpaHsBaiiTe IpeIBAPUTEITHO HATBJIHEHATA MTUCANIKAa B KAPTOHEHATA ONTaKOBKa, 3a 1a Ce
Ipeffas3y OT CBETJINHA.

o Axo e He0OX0AUMO, OTIETHUTE MPEBAPUTEIIHO HAITBJIHEHN NMHUCAJKK Stelara Moxe ChINo aa ce

ChXpaHsABaT npu craiiHa Temiepatypa A0 30°C 3a MakcumyM equH nepuof 10 30 gHu B
OpUrMHaHAaTa KApTOHEHA OIIAKOBKA, 3a /1a CE MPEAMNa3AT OT CBETJIMHA. 3allUILeTe AaTaTa, Ha
KOSITO MpeIBapUTEIHO HAITbJIHEHATA MHCAJIKa € U3Ba/IeHa 3a ITbPBU BT OT XJIaJAWIHUKA U
JaTtara Ha H3XBBPJIsIHE Ha 0003HAYEHUTE Ha BHHIIHATA KapTOHEHA OMaKOBKa MecTa. JlaTara Ha
M3XBBPIISIHE HE TPsIOBa J1a € clieZ] OPUTMHAIIHUSA CPOK Ha TOIHOCT, OTIIEYaTaH BbPXY
KapTOHeHaTa onakoBka. CieJ KaTo BeJHBXK MMUcaikaTa € Ouiia chbXpaHsBaHa MPH CTaliHa
temmneparypa (10 30°C), Ts1 He TpsOBa 1a ce Bpbla B XJIaAUIHUKA. VI3XBBpiieTe nucajikara, ako
HE ce M3I0JI3Ba CJIe]] ChXpaHeHHeE TIPH CTaifHa TeMieparypa B pamkute Ha 30 THU WK clies
M3THYaHE Ha OPUTHHAIIHUS CPOK Ha TOAHOCT, B 3aBUCUMOCT OT TOBa, KOE OT ABETE HACTHIIH T10-
paHo.

. He pasknamaiite nmpeBapuTeIHO HabJIHEHUTE Trcaiku Stelara. IIpoabmKUTEIHOTO
E€HEPruYHO pa3KilalllaHe MOXKe J1a IIOBPEIHN JIEKAPCTBOTO.

He u3non3Baiite ToBa JIEKapCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATAa OMAaKOBKa CIIe]
»EXP*/,,Tonen no:“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCJIEAHMS JCH OT TOCOYCHHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT IUTyBalU YyKIH YaCTHIIN
(BmkTe Touka 6 ,,Kak n3riexaa Stelara u kakBO ChIBbpIKa OMAKOBKaTa“);

. aKo 3HAETE WM CMATATe, Ye MOXKe Jia € Onia N3JI0KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITAJECHTHO 3aMpPB3BaHE WM 3arpsiBaHe);

° aKO TPOJYKTHT € OWJI €eHEPrUYHO Pa3KIIATeH.
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Stelara e camo 3a enHoKpaTHa yroTpeba. Hensnon3BaHUAT MPOAYKT, OCTAaHAJ B TIHCATIKATa, TPOBa J1a
ce u3xBhpin. He u3xBhpiidiiTe JeKkapcTBaTa B KaHATU3AIMATA WIM B KOHTEHHEpa 3a JOMAIHU
ormapiy. [lonuraiite Bamus gapmarieBT kak 1a U3XBBPIISTE JIEKApCTBaTa, KOUTO BeUe HE
u3roisBare. Te3n MepKy 1Ie CIOMOTHAT 3a ONa3BaHe Ha OKOJTHATA Cpefa.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kaxkso cpabp:ka Stelara

o AKXTHBHO BEIIECTBO: YCTEKUHYMa0. Besika mpeBapuTeIHO HATbIHEHA MHCAlIKa ChIbpoka 45 mg
ycreknayma6 B 0,5 ml.
o Jpyru cbetaBku: L-xucTumuH, L-XUCTHINHOB MOHOXHIPOXIOPUI MOHOXHAPAT, moucopbar 80

(E433), 3axapo3a 1 BOAA 33 MHXKEKIIHH.

Kak u3riie:kna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e GucTbp 70 JICKO OMAJIECIEHTEH (C MepieH OJICHK), OE31BETEH 0 OJICT0KBIAT HHKEKIIHOHEH
pastBop. Toil Moke 1a chaABbpKa HAKOJIKO APEOHU MOIYNIPO3PauHH WIK O€IH YaCTHLN IPOTEHH.
JocTtasst ce B KapTOHEHA OMAKOBKa, ChABPIKAIlla €JHa CTHKJICHA MPEIBAPUTEIIHO HAIThJIHEHA MTUCATIKA
ot 1 ml ¢ emuaNYHA 103a. Besika mpeaBapuTETHO HAITBJIHEHA THCAJKa Chabppka 45 mg ycreknaymad B
0,5 ml uHXeKIoHEH Pa3TBOpP.

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

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

3a AONMBIHKUTENTHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NpPEICTABUTEN HAa MPUTEKATENS HA Pa3pelIeHHEeTOo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88

janssen@jacbe.jnj.com It@its.jnj.com

Bouarapus Luxembourg/Luxemburg

»JlKOHCBH & JxoHCchH boarapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +3214 64 94 11

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

Ceska republika Magyarorszag

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

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

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

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

jacdk@its.jnj.com
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Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

EAlrGoo

Janssen-Cilag ®apuaxevtiky Movorpdowmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
Bapvapoc Xoatinmavaynig Ato
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.0.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.0.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEAHO Mpepasriie;kaane Ha JuctoBkara 03/2025
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IToapoOHa uHOpMaILIKs 3a TOBA JICKAPCTBO € IIpeJoCTaBeHa Ha yeOcaiita Ha EBporeiickata areHIus
1o JiekapcTBaTa https://www.ema.europa.eu.

175


https://www.ema.europa.eu/

Yka3zaHus 3a ynorpeda
Stelara
(ycTeknnymao)

HH)KeKIHA 32 NMOJKOKHO MPUJIOKEHHE
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

Hacrosimure "Ykazanus 3a ynorpe6a" chIbpkaT HHPOPMAIH 32 TOBA KakK /1a CH HHXKEKTHpaTe
Stelara.

Baxno
Stelara ce mpeanara B mpeABapUTEIHO HATBJIHEHA MMHCAIIKA 32 €JHOKpaTHA ymoTpe0a, ChabpxKaiia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme HA HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10J1y, I0KATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MH/KEeKTHPaTe bjaHaTa 103a. HE BI[I/IFAI?'ITE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HANPaBUTe, MPeIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aKJIYU U HAMA /1A MOJIy4YuTe
n'bJIHATA 1034.

Axo Bammsat nekap pemu, ue Bue wiu oOrprmkBamoTo Bu muiie Moke Ja MOCTaBITe WHKEKIHMUTE CH
Stelara y moma, TpsOBa a moayyuTe 00yUCHHUE 3a MPABUIIHUAS HAUYMH 32 TIOJIrOTOBKA U WHKCKTHPaHE
Ha Stelara ¢ moMoIITa Ha IpeIBAPUTEITHO HAIThIHEeHATa rucanka. He ce omuTBaiite 1a ce
HHKEKTHPAaTe CaMHU, J0KATO He ObjeTe 00yyeHH oT Bamus nexap.

Bcesika npeaBapHuTeHO HAaTbJIHEHA MUCAIKa MOJXKE J1a CE U3I0JI3Ba caMo BeIHBXK. V3xBbpieTe s
(Bmwxre Crbnka 3) ciex ynorpeda, JOpH ako B Hesl € OCTaHAJIO JIEKapCTBO.

He n3noJi3BaiiTe NOBTOPHO NMpeIBAPUTEIHO HANTBJIHEHATA MMHCAJIKA.

IMpouereTe Te3m "YKa3aHus 3a ynorpeda' npeau Aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd 'bT, KOraTo MOJIy4aBaTe HOBA MPeABAPUTEIHO HANTbJIHEHA MUCAJIKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

OTHOCHO Baiireto 3a00/1sBsIHE WU JIEUCHUE.

Axo0 HEe MOXKeTe Ja CH IIOCTaBUTC CaMW MHXXCKIMATA:

° momoJieTe Barus exap wim MeAUIMHCKA CecTpa Ja Bu momorHaT win
° MIOMOJIETE HAKOM, KOHTO € 00yYeH OT JieKap WM MEAMIIMHCKA cecTpa, 1a Bu mocraps
HHKEKITUHATE.

3a ;a ce HaMalli PUCKBT OT CITydaifHO yOOoKJaHe ¢ Urja, BCAKa IpeIBApUTETHO HAITbITHEHA MTHUCATKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTO aBTOMAaTUYHO IMOKPUBA UIJIaTa U CE 3aKII0UBA, CJIE/ KaTo CTe
MTOCTaBWIJIM MHDKEKIIHITA M MHXKEKTOPHT € BAUTHAT. He moBauraiite mpeIBapuTeITHO HAIThJTHEHATA
MHCajIKa Mo BpeMe Ha WHKEKTHUPAHE, TOKATO WHKEKIIHSITA HE TPUKITIOYH.
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Hpez[nasmenm Ha urjiata B JOJIHATa Kalla4dka Ha IPEABAPUTCIIHO HAITbJIHCHATA IIHMCAJIKA ChAbpiKa
narekc. He nunaiire NpeaAnasuTe/s Ha urjiara, ako €cre ajJeprudHi KbM JaTeKC.

MOJ'I}I, MpoOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MPCAU a 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[€TC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bammus JICKap Wi MCAUIIMHCKA CeCTpa.

m Nndopmanus 3a cbxpaHenue
CoxpansBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € Heo0X0IUMO, ChXpaHsBalUTe Ha
craifna Temnepatypa 1o 30°C 3a nepuon 1o 30 1HU B OpUrMHAIHATa KapTOHEHa onakoBka. He
BPBIIAiiTE B XJIAAMJIHUKA, CIIE]] KATO CT€ ChbXPAHSIBAIN HA CTAaliHA TEMIIEPaTypa.

He 33Mpﬂ3ﬂBaﬁTe NpeABAPUTCIIHO HAITBJIHCHATA MM CAJIKA.

CbxpaHsBaiiTe NpeBAPUTETHO HATBJIHEHATA MUCAJIKA U BCHYKH JIeKapPCTBa HA MACTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3IM0a3BalTe. BieMere HOBA IPEBAPUTEIIHO HAIBJIHEHA IIUCAJIKA.

ChbxpaHsiBaiiTe NpeABAPUTE]HO HAITbJIHEHATA NUCAJKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 1a s MpeaNa3suTe 0T CBEeTJIMHA U (PU3NYECKO YBPEKIaHe.

Hmate HyKIa OT OMOII?

Obanere ce Ha Bamms nekap, 3a 1a 00CHIuTe BCHYKH BBIIPOCH, KOUTO MOXKE J]a IMaTe. 3a
JOIIBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a HH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKQJTHUS MPEICTaBUTEIL.
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Yacra Ha IpeIBapHTe/IHO HallbJdHEHATa MHCAJIKA
HHKREKTOP

IIpenn ynotpeda Caen ynotpeda

JApBRKa ~

__JpBKKaTa ce HATHCKA
HAJ0.1y JOKpai

JInaaBo THI0

IIpo3ope ; ¥ Inaaroro Tsa0
He ce BHIKIA

Ipeanasare - - Ciex moBIHraHe

. npeanasHTe AT Ha HIJIATa
HA HIJIaTa { Kamauka PEA

| ce 3aK/II0YBA H ce MOSABSBA
HA HIJIATa =

JI0/IHA Kama4K AKBJATA JICHTA.
He manaiite He BaHraiite no BpeMe Ha
BBIpE. HHKeKTHpaHe.

[NpuroTseTe cnefHUTe MaTepuani.

lNpepocTasexu B onakoskara:

- lNpepsapuTenHo HambNHeHaTa nucanka
MHXeKTop

He ca npefocrasetin B onakoskara:

- TamnoH che cnupt

- MNapyeTa namyx unu mapns

- AxeauBHa npespb3ka

- Kotreiinep 3a octpu npeameTH (Bukre

Crbnka 3)

1. IloaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emete kapToHeHaTa(uTe) ONAKOBKA (M)

Axo e(ca) cpxpaHsBaHa(M) B XJIQAWIHUK, N3BaJIETe KApTOHEHATa(UTe) OMaKOBKA(¥) C IPEIBAPUTEITHO
HarbJIHEHATA MUCAJIKA OT XJIQJWIHUKA U s(TH) TIOCTaBeTE HA paBHA MMOBBPXHOCT.

OcraBere Ha cTaifHa TeMnepaTypa 3a Haii-Maako 30 MHUHYTH TIpeH yroTpeoda.

He 3aToruisiiTe o HUKaKbB JPYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe eHa NpeABAPUTETHO HAITbJIHEHA NTHCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyunre exna ot 90 mg uiu 1Be oT 45 mg npeaBapuTEeHO HATBJIHEHU
MHACAJIKA. AKO TIOy9HTe ABE MPEIBAPUTEITHO HAITBJIHEHN TUCAIKHY OT 45 mg, cneapaiite Ctoeiku 1-3 u
3a IBETE MHKEKLINH.

H30epeTe pa3au4HO MACTO 32 HH:KEKTHPaHe HA BTOPATA NHIKEKIUS.
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IIpoBepeTe 1aTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,I'01eH 10:“) U 3ame4YaTBaAHETO HA
KapToHeHaTa(uTe) ONaKoBKa(M)

He u3non3Baiite npenBapuTeIHO HAITbJIHEHATA IMCAJIKA, AKO 3aIlIeYaTBAaHETO HA KapTOHEHATa
OIIaKOBKa € HapyIIEHO WM aKO CPOKHT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWiIa ChXpaHsBaHa Ha Temiieparypa Hag 30°C. Obanete
ce Ha Bamms nexap winu apManeBT 3a HOBa MPEIBAPUTENTHO HAITBJIHEHA MTHCANIKA.

o’

N36epeTe MACTO 32 MHKEKTHPaHe

N36epere eUH OT CIICTHATE YYaCThIH 32 HHKEKTHPaHE:

o [Mpeanara yact Ha GeapaTa

. JlonHaTa yacT Ha KOpeMa, ¢ U3KIIOYEHHE Ha S5-CAaHTUMETPOBAaTa 30Ha TOYHO OKOJIO ITbI1a

AKo HAKOI Ipyr Bu moctaBs MHXKEKIHITA, MOXeE J1a U3M0JI3Ba CHIIIO:
o 3aJ{HaTa 4acT Ha MUIIHUIUTE

He HHH(CKTHpaﬁTe B KOXKa, KOATO € YyYBCTBUTCIIHA, HACUHCHA, 3a4YCPBCHA WIN BTBBPACHA.

HM3noa3Baiite PA3JINYIHO MACTO 324 THIKCKTHPAHE IPU BCAKO MHKEKTHPaAHE.
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WN3muiiTe pbuere cu
Wzmuiite 1oOpe phleTe CH ChC CallyH U TOIJIa BOAA.

Ilouyucrere MICTOTO HA HHIKEKTHPaHe

W36bpuere n3dpaHoTo oT Bac MACTO 3a HHXKEKTUpPaHE C TAMIIOH ChC CIIUPT U I'O OCTAaBETE Ja
U3CHXHE.

He nokocpaiite, He BEUTE U HE TyXalTe BbPXY MSCTOTO Ha MHXKEKTUPAHE, CIENl KaTo CTE ro
HOYMCTHIIN.

IIpoBepeTe Te4HOCTTA B MPO30PUETO

N36epete nobpe ocBeTeHa, YMCTa M paBHa pabOTHA TIOBBPXHOCT.

V3BajieTe npeBapuTEIIHO HAITBJIHEHATA MIMCAJIKA OT KAPTOHEHATa OIIaKOBKA U MPOBEpPETE 3a MOBPe/Ia.
Iposepere TeunocTTa B npo3opueto. Ts TpsOBa qa Obe Mpo3payHa 10 JIeKO ONaJecleHTHA 1
0e31BEeTHA /10 0J1€J0KbJITA U MOXKE /1a ChbP)KAa MAJIKH (e TH WU NMPO3PAYHH YACTHIN U €THO WU
noBeyYe BB3AYLIHU MexypueTa. ToBa ¢ HOpMaJHO.

He nmxekTHpaiite, ako TEYHOCTTA € 3aMpb3HANIA, MbTHA, C IPOMEHEH LBST WK ChIbPIKA FOJIEMU
yactunu. OGanere ce Ha Bammst exap nim papManeBT 3a HOBa IPEIBAPUTEITHO HAITBJIHEHA ITHCANIKA.

2. Un:xxkekTupane Ha Stelara

227N

MzabpnaiiTe qo1HATA Kanmavka

JpbxTe phLeTe CH Aajied OT NpeAnasuTe/Ist Ha UIJIaTa, cjell KaTo cBajuTe Karnaykata. HopmanHo
€ 1a BUOAUTC HAKOJIKO KAaIlK1 TCYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJIe[l OTCTPaHsAABAHE HA Kala4dkKara.

He nocrassiite kanaukara oopatHo. ToBa Moske J1a ToBeJie 1O YBPEKAaHe Ha UIJIaTa.

He m3non3Baiite mpeaBapuTEIHO HAITbIHEHATA MUCAJIKA, aKO Ts ObJIe M3IyCHATA ClIe/l OTCTPaHIBaHEe
Ha Kanadkara. Obanere ce Ha Bamus nekap win ¢apMalieBT 3a HOBA MIPEJBAPUTETHO HATBITHEHA
nucaka.
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IlocTaBeTe HanmpaBo BLPXY KoxkaTa. HaTHCHeTe ApbiKKaTa JOKPail HAaJ0J1y, JOKATO NMpecTaHe Aa
ce BIK/A JWJIABOTO TSIO.

HE BJIUTAUTE HAITbJIHEHATA NPEJIBAPUTEJIHO ITUCAJIKA 1o Bpeme Ha
MHKEKTUPaHeTO!

Axo ro HarpaBUTe, NPCAITA3UTCIIAT Ha UIJlaTa € CC€ 3aKJII04YH, KaTO CC MMOSABU KXbJITA JICHTA, U HAMaA J1a
MOJTyYUTE IThJTHATA J1034.

Mosxe fa gyeTe MpaKBaHe, KOraTo HHXEKTUpaHeTo 3arnouHe. [IpoabinkeTe 1a HATHCKATE.
AKO yceTuTe ChIPOTHBJIEHHE, MPOIABJIKETE 1a HaTHCKaTe. ToBa € HOpMAaJIHO.
JlexkapcTBOTO Ce MHXKEKTHUPA, T0KaTO HaTHcKare. [IpaBeTe ToBa ChC CKOPOCT, KOATO € ya00Ha 3a Bac.

7
T WIPAK

YBepere ce, 4e HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHETO € 3aBbPILIEHO, KOraTo:

° JINJ1aBOTO TAJIO HE ce BUIKAA.
° Beue He MoXkeTe a HATHCKATE APBKKATa HAZIOIMY.
. Mo:xe J1a gyere IpaKkBaHe.

[\

|
|

Baurnere npaso Harope
JKbpnTaTa neHTa oka3Ba, 4e Npeana3uTesaT Ha UIIaTa € 3aKIFYEeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO HAITbJIHEHA [TMCAJIKA B KOHTEHHEp
3a UBXBBPJIAHEC HA OCTPU NPECAMCTHU.

He u3xBbprsiiTe npeBapUTEIIHO HAITBIHEHUTE TIUCAIKYA B KOHTEHHEpa 3a OUTOBHU OTIAIbIIH.

He peuuknupaiiTe U3Moi3BaHus KOHTEHHED 3a U3XBBPISIHE HA OCTPU IPEIMETH.

IIpoBepete MSICTOTO HA MH KEKTHPaHe

BB3M0OKHO € Ha MACTOTO Ha WH)KEKTUPAHE Jla MMa MAJIKO KOJIMYECTBO KPBB MIIM TEYHOCT. ToBa e
HopMaiHo. [IpuTHCHeTe Mapye mamyK WU Mapiisi KbM MSCTOTO HA HHXXEKTHPAHE, JOKATO KbPBEHETO
crpe.

He pastpuBaiiTe MACTOTO Ha HH)KEKTHPAHE.

AKO € He0OXO0IMO, TOKPUITE MACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TIOJTyYHuTe JBE MPEABAPUTENTHO HATBJIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CTHIKH
1-3 ¢ BTOpara npenBapuTEHO HaTbIHEHa ucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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JlncroBka: undopmanus 3a noTpeduTeNs

STELARA 90 mg uH:keKIIMOHEH Pa3TBOP B MPeIBAPUTEHO HATbJIHEHA MHCATIKA
ycreknHyMa0 (ustekinumab)

IIpoyereTre BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe A U3I0J13BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KAa BaxkHa 3a Bac nundopmanus.

Ta3u JUCTOBKA € HANKCAHA 32 manmueHTa, KOHTO nmpuemMa JeKapcTBoTo.

- 3amazere Ta3u JUCTOBKA. MOKe J1a Ce HaJI0XH Jia S MPOYETETE OTHORO.

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

- ToBa nekapcTBO € mpeanucano nyHo Ha Bac. He ro mpeoTcrriBaiite Ha Apyru xopa. To Moxe
Jla M HaBpeJy, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TIXHOTO 3a00JIsBaHe ca ChIUTE KaTo BamuTe.

- AKO MoITyunTe HIKAKBU HEXKEJaH! peakiny, yBegomere Bamst nekap win apmariet. Toa
BKJIFOYBA M BCHUYKU Bh3MOKHU HE)KEJIaHU PEaKIIMU, HEOIMCAHU B Ta3H JIUCTOBKA. BrkTe
TOuKa 4.

KakBo cbabpika Ta3u JUCTOBKA

KakBo npencrapnsBa Stelara u 3a KakBo ce U3MOI3Ba

Kakgo Tps0Ba na 3Haete, nmpeau Aa u3noi3sare Stelara

Kak na n3znomnssare Stelara

BBb3M0KHM HEXEIaHU pEeaKLUU

Kak na cexpansiBare Stelara

ChbabppkaHue Ha ONIAaKOBKATa M JOIBIHUTEIHA HH(POPMALIUS

Sk wnE

1. Kaxkso npeacrapasBa Stelara u 3a kakBo ce U3M0JI3Ba

KakBo npeacraBasia Stelara

Stelara chappka aKTHBHOTO BEIIECTBO ,,yCTEKHHYMA0”, KOETO € MOHOKJIOHATHO aHTHUTSLIO.
MOHOKJIOHAIHUTE aHTHUTENa Ca IPOTEHHH, KOUTO Pa3lo3HABAT U CBHP3BAT OIPE/ENICHH CIIelU(pUIHI
MPOTEHHH B OPraHU3Ma.

Stelara npuHaIe:Kn KbM Ipynia JIEKapcTBa, HAPEUCHHU ,,MyHOcypecopu”. Te3u ekapcTBa neiicTart,
KaTo HaMaJIsIBaT aKTMBHOCTTA Ha 4acT OT UIMyHHAaTa CUCTEMA.

3a kakBo ce n3noJsBa Stelara
StE|ara, MPUIIOKCHA € U3IMOJI3BAHCTO HA IPCABAPUTCIIHO HAITBJIHCHA TN CAJIKA, CC U3II0JI3Ba 3a JICUCHHUC
Ha CJICAHUTC Bb3MNAJINTCIITHA 3a00JIBaHHUS:

o [TnakoB ncopuasuc - Mpy Bb3PACTHU U Jielia Ha Bb3PACT OT 6 FOAMHU U O-TOJIEMH
o IlcopuaTnuen apTpuT — IpH Bb3PacTHH

o Ymepena a0 texka 6onect Ha KpoH — npu Be3pacTHH

o YMepeH A0 TeKBK YILEPO3EH KOJIUT — IPU Bb3PaCTHU

IlnakoB ncopuasuc
,,HJ’IaKOB ncopna3nc” € KOXXHO 3a60J’IHBaHe, KOCTO BOAMU A0 BB3MNAJICHUE, 3acCiAraio KoxKaTta U HOKTHUTC.
Stelara HamaJsiBa BB3MAJICHUETO U APYTUTE IPU3HAIN HA 3200JISIBAHETO.

Stelara, npuoskena ¢ U3MOI3BaHETO HA MPEIBAPUTEIIHO HAITBIITHEHA TTHCAJIKA, CE U3II0JI3BA IIPH
BB3PAaCTHHU C YMEPEH J0 TEXbBK IUIAKOB IICOPUA3UC, KOUTO HE MOTraT Aa U3IO0J3BaT LIUKJIOCIIOPHH,
METOTpeKcaT Win (HOTOTepaIns, WM KOraTo Te3H JICYCHUS HE IeHCTBaT.

IlcopnaTnuen apTpur

[McopuaTHueH apTpUT € BH3NAIUTETHO 3200JIsIBaHe HAa CTaBUTE, OOMKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKo UMaTe akTUBEH MCOPUATUYEH apTpUT, IbpBO 11ie Bu nekyBar ¢ apyru ekapctsa. AKO
HE ce MOBJIHsETE JOCTaThUHO A0Ope OT Te3H JeKapcTBa, MOke 1a Bu ce nmpennume Stelara, 3a na ce:
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. HAMaJISIT MPU3HAIMTE ¥ CUMIITOMUTE Ha 3a00isBaneTo Bu;
. nonoOpu puzuueckoTo Bu chcrosiame;
° 3a0aBM yBpEKIaHETO Ha BamuTe cTaBw.

Bboaect na Kpon

Bonecrra Ha KpoH e Bp3nanmuTennHo 3a00isBaHe Ha yepBara. Ako umate 6osect Ha KpoH mepRo 111e
Bu ce nagaT npyru nekapctBa. AKO He CE MOBIIMSETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TC3H
JeKapcTBa, Moxke 1a Bu ce mazne Stelara 3a HamansBaHe Ha IPU3HAIIUTE U CUMIITOMUTE Ha
3a0oIsiBaHeTO B,

Yaueposen koauT

VYAepo3HUT KOJIHT € Bh3NATUTEIHO 3a00IBaHe Ha YepBaTa. AKO UMaTe yIIIEPO3eH KOIUT, TbPBO
nie Bu ce mamat npyru nekapctBa. AKO HE ¢e OBIUSABATE OOPE UM UMATe HETIOHOCUMOCT KbM TE3H
JIeKapcTBa, Moxe n1a Bu ce nage Stelara 3a HamansiBaHe Ha MPU3HAIUTE U CUMIITOMHUTE Ha Barrero
3a001BaHe.

2. Kakso TpsdBa na 3Haere, npeau Aa usnoJseare Stelara

He u3noaseaiite Stelara

o AKO cTe aJIepru4Hi KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAINUTE ChCTaBKU Ha TOBA
JeKapcTBO (M30pOCHU B TOUKA 6).
o AKO MMaTe aKTHBHA MHpEKIMA, KOATO Bamusr siekap Hamupa 3a 3HaUnMa.

AKO He CTe CUT'ypHU JIajlM HIKOE OT M30POCHHUTE MO-TOpe ce OTHacs 3a Bac, mochBeTBaiite ce ¢ Bammus
Jiekap win apmarieBT, npeau aa u3noissare Stelara.

IIpenynpeskaenus u npeanasHu MepKu

I'oBoperte ¢ Bamus nexap winu apmarieBT npeau aa usnoispare Stelara. Bamusr jgekap e nposepu
CBhCTOSTHUETO BU mpeu BeAKo JieueHune. Y BeIoMeTe CBOS Jiekap 3a Besika Baia 6onect npean Besko
nedenue. Copio Taka nHPopMupaiiTe Bamus nekap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK, KOWTO
MOJKe J1a uMa TyOepKyo3a. BamusT nexap e Bu npernena u mie HanpaBu U3clieABaHE 3a
TyOepKyIo3a, penu aa usnonssare Stelara. Ako Bammst nekap cMsTta, 9e cTe U3JI0KEHH Ha PUCK OT
TyOepKyIo3a, Moxke 1a Bu mpemuiie iekapcTsa 3a JISYeHUETO H.

Crenere 3a cepHO3HU HEXKEJIAHH PeaKIAU

Stelara Mo>xe 1a mpen3BHUKa CEPHO3HU HEXETAHU PEaKLMH, BKIIIOUUTEIHO aJIePrUUHH PEaKIuu 1
unpexyu. TpsaOBa 1a cieanTe 3a ONpeieNIeHn IPU3HALU Ha 3a00/19BaHus, JOKaTo puemare Stelara.
Buxre ,,Cepno3Hu HexenaH! peakiiny’’ B TOUKA 4 3a MBJIHKUA CIUCHK Ha T€3U HEXEJaH! Peaklnu.

IIpenn na usnonseare Stelara undopmupaiite Bammus jexap:

. AKO HSIKOTa CTe HMAJIM aJIepruYHa peakuust KbM Stelara. Ako He cTe CUTypHH, TONTUTANTE
Bammus nekap.

o AKO HAIKOTa CTe HMAJIN HSIKAKBB BUJI PaK — TOBA €, 3all0TO UMyHOCynpecopute kato Stelara
0Tci1abBaT 4acT OT UMyHHaTa cuctema. ToBa MOXe Jja MOBHIIH PUCKa OT pax.

o AKO cTe JeKYBaHM 32 IICOPHA3HC C APYTrH OHOJTOTMYHH JIEKapCcTBa (JieKapcTBo,

NMPOU3BeJeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BHCOK.

. AKO IMaTe I HACKOPO CTe NMAJH HH(peKIusl.

o AKO MIMaTe HOBH MJIM IIPOMEHSIIIN Ce JIe3NH B yYaCTBLUTE C IICOPUA3UC WU TI0
He3acerHaraTa Koa.

o AKO HSIKOTa cTe HMAJIN AJIePrHYHA PeaKlus KbM JaTeKce Win MHxKkeknusa Stelara —

OIIaKOBKaTa, B KOATO C€ HAMHPA TO3H JEKaPCTBEH MPOAYKT, ChAbPXKa JaTEKCOBA I'yMa, KOSATO
MOXE J1a IPCAU3BHUKA TCKKU aJICPTUYHU PCAKIWHU IIPU XO0pa, YyBCTBUTCIIHU KbM JIATCKC. Buxre
,,CIieieTe 3a CEpHO3HH HEXXeJIaHU peakui’’ B TOUKa 4 3a MpHU3HAINTE Ha aJlepruyHa peakiusl.

o AKO moJiyuaBare Jpyro jedeHue 3a MCOPHAZUC W/HWIH NICOPHATHYEH APTPUT — KaTo JIPyTU
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UMYHOCYIIpeCOpH WiH (hoToTepanus (KoraTo TSUIOTO ce JIeKyBa ¢ THIl yirpaBuosierosa (UV)
cBeTNMHA). Te3u JeueHns ChII0 MOXKE Jia OTCIIA0AT YacT OT UMyHHAaTa cucTeMa. M3non3saHero
Ha Te3H JIeueHHs 3aeJHO cbe Stelara He e uscnenBano. Bp3moxkHO € 0baye, TO J1a yBelIndn
pUCKa OT 3a00JIsIBaHMsI, CBbP3aHU C OTCIA0BAaHE HA UMYHHATa CUCTEMA.

o AKO moJiyuaBaTe WM HAKOIa CTe MOJy4YaBaId HHKEKIMH 32 JledeHUe Ha aJIePruu — He €
M3BECTHO Jany Stelara Moke 1a OKa)ke BIMSHHUE BBPXY TAX.
o AKO cTe Ha M HaJl 65 roIMHN — MOKe 1a CT€ MO-CKJIIOHHU KbM MH()EKLINH.

AKO HE CTe CUTypHU JIajlM HIKOE OT Topen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nekap wim (papMareBT, Ipeny ga u3noiseare Stelara.

Hsxou namuentu ojry4yaBat J'Iyl'[yc-l'[OI[06HI/I PCaKnu, BKIIIOYUTCIIHO KOXKCH JIYITYC CPpUTCMATOACC U
J'IyrIyC'HOI[O6CH CUHAPOM, IO BpEMC Ha JICYCHUC C YCTCKI/IHYM36. FOBOpeTe BegHara ¢ Bamms JICKap,
AKO ITOJIYYHTC YE€PBCH, HAAWTHAT, JIFOMICII] CE 06pI/IB, IIOHAKOTI'a C IO-TBbMHM I'PAHUIIU, B U3JIOKCHUTEC
Ha CIIBHIC Y4aCThIU Ha KOXaTa UK CTaBHU 0OJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNTH ca HabII0AaBaHU B IPOYUYBAHE NPH MALUEHTH C IICOPUA3HC, JIEKYBaHU ChC
Stelara. BamusT nexap peoBHO 1€ IpoBepsiBa PUCKOBUTE (GAKTOPH 3a ChbPAEYHO 3a00JsIBaHE U
uHCyNT pH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxonasnl HauuH. HezabaBHo moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1a00CT MM HEOOMUaHO ycellane OT eqHara
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO UKW I'OBOPHU WX 3PpUTCIIHU CMYIICHUS.

Jleua u roHOIIHN

Stelara npenBapuTenHO HaITbJIHEHA MHCATIKA HE e MPENophyBa 3a yrnotpeda MnpHu Jela Ha Bb3pacT Mo/
18 ronunu ¢ ncopuasuc wik 6osiect Ha KpoH, 3a110To He € MpoyyYBaH NpHU Ta3u Bb3pacToBa Ipyra.
BwmecTo TOBa mpu Jienia Ha BB3pacT 6 WK OBEYE TOJWHM U FOHOIIW C TICOpPHUAa3UC TpsiOBa Jia ce
W3M0JI3Ba MPEIBAPUTEITHO HAITbIIHEHA CIIPHUHIIOBKA MK (1akoH. BMecTo ToBa nipu nera ¢ 6onect Ha
Kpow ¢ Terno naii-manko 40 Kg TpsOBa na ce n3mnoia3sa HHOY3HOHEH Pa3TBOP, MIPEIBAPUTETHO
HAITbJIHEHA CIIPUHIIOBKA HITH (DIaKkoH.

Stelara He ce mpenopbkYBa 3a yrnorpeda MpH JAela U I0HOIIA Ha BB3pacT Moj 18 rofiMHu ¢ ICOpHaTHUCH
apTPHT, C YJIEPO3eH KOJIUT Witk aena ¢ 6osect Ha Kpow ¢ termo mox 40 Kg, 3a1moTo He € mpoy4yBaH
NIPY Ta3W Bb3PACTOBA rPyTIa.

Jpyru nekapcTBa, BakcuHu M Stelara
Tps6Ba na kaxere Ha Bamus nexap wiu GpapmanenT:

o AKo preMaTe, HaCKOpO CTe IMpUeMaI WK € Bb3MOXHO Ja MPUEeMeTe IPYTH JIEKapCcTBa.

o Axo Hackopo Bu e npaBeHa unu miaHuparte 1a Bu ce mpaBu BakcuHanus. JlokaTto u3nomna3sate
Stelara, HsiKOM BUOBE BakCHHH (>KMBU BaKCHHH) HE TpsiOBa Jla ce Ipuiiarar.

o Axko cre nosryyaBanu Stelara mo Bpeme Ha OpeMEHHOCTTa, TpsIOBa J1a KayKeTe Ha JeKaps Ha

0ebeto Bu 3a neyenunero cwve Stelara, mpenu To 1a Moay4yu KakBaTo U Jia € BAKCUHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane oT
TyOepkyo3a). JKuBuTe BakCHHH He ce IpenopbuBaT 3a Bamiero 6e6e mpe3 nbpBUTE ABaHAAECET
Mecelnla ciiell pakJJaHeTo, ako cTe NoydaBaiy Stelara mo BpemMe Ha OpEMEHHOCTTa, OCBEH aKO
nexapsT Ha Bamero 6ebe He mpenopbya IpyTo.

BpemeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, 4Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OpEeMEeHHOCT,
HochBeTBalTe ce ¢ Bamms ekap npenu ynorpebara Ha TOBA JIEKapCTBO.
o He e nabnroaBaH 1mo-BUCOK PHCK OT BpoJieHH Jedektn npu 6ebeTa, n3noxkeHn Ha Stelara B

yTpobara. [lanaute ot ynorpebara Ha Stelara npu OpeMeHHH >keHH obade ca OrpaHUYCHH.
[lopanu ToBa e 3a mpennouynTade Ja ce U305rBa yrnorpedara Ha Stelara mo Bpeme Ha
OpeMeHHOCT.

o AKO cTe XeHa ¢ IeTepOeH MOTeHINAI, XKeJaTeIHo € 1a He 3a0peMeHsBaTe U /1a U3I10JI3BaTe
TIOJIXOJISII POTUBO3aYaTh4eH METO/I, Korato u3noissare Stelara u mone 15 cenmunu cies
NOCJIeHOTO Ipuaarade Ha Stelara.
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o Stelara Mo>ke 1a MpeMHHE Tpe3 IUIAleHTaTa B HEPOACHOTO O0e0e. AKo cTe moiryuaBainu Stelara
10 BpeMe Ha OpeMeHHOCTTa cH, 0e0eTo B MoXe 1a nMa 10-BHCOK PUCK OT MHAEKITHS.

o BaxHo € n1a kaxxeTe Ha iekapuTe Ha Bariero 6e0e 1 Apyru METUITUHCKH CIICITUAIIUCTH, aKO CTES
nonydaBaiu Stelara mo Bpeme Ha OpeMeHHOCTTa cH, Tpean 0e0eTo Ja MoTyqr KakBaTo | Ja €
BakcuHa. JKuBu BakcuHH, kaTo BLJK BakcuHa (M3mos3Bana 3a mpe/na3BaHe OT TyOepKyIi03a),
He ce mpenopbuBart 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAACCET MEcCela Clie/l PaXkIaHeTo, aKo
CTe mory4aBainu Stelara o Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JeKapAT Ha Bameto 6ebe He
MperopbYa JpyTo.

. Ycreknaymab MoXe Ja MPEMUHE B KbpMaTa B MHOTO MaJIKH KoJtrdecTBa. [locbBeTBaiiTe ce ¢
Bammus siekap, ako KbpMHTE WU aKo TUTaHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsiOBa ga
permTe Maau TpsOBa Ja KbPMHTE WU 1a W3Moj3Bare Stelara - He mpaBeTe U ABETE.

Ilodupane u padora ¢ MalIMHK
Stelara He TOBIUSABA WK TIOBJIHSIBA TPEHEOPEIKUMO CIIOCOOHOCTTA 3a IOQUpaHe u paboTa ¢ MallluHY.

Stelara cbabpika noucopoat 80

Stelara ceabpika 0,04 mg nonucopbat 80 (E433) BBB Besika J103a, KOATO € CKBUBAJICHTHA Ha

0,04 mg/ml. ITonucopbatuTe Morart Aa MPUUUHAT allepriudHu peakiuu. TpsOBa qa kakere Ha Barmmst
JeKap, aKo MaTe YCTAaHOBEHU aJIePTHH.

3. Kak na usnoJzBare Stelara

Stelara e npeaHa3HadeH 3a yrnorpeda moJi phbKOBOJICTBOTO U KOHTPOJIA HA JICKAp C OMUT B JICYCHUETO
Ha 3a00JIBaHus, 33 KOUTO € Ioka3aH Stelara.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Heulo, nonuTtaiite Bamwus nekap. IloceBerBaiite ce ¢ Bammus nekap 3a ToBa, kora mie Bu ce mocraBsit
WHKEKIMHUTE U KOra IIE ca CIEABAIINTE KOHTPOIHU MIPETIIECIN.

Kakso konun4dectBo Stelara ce mpuiara
Bammusr siekap 1ie permm KakBo KonrdecTBo Stelara TpsiOBa 1a MOMydUTe U 32 KAKBB IIEPHOA OT BPEME.

Bb3pacTHu Ha 18 roquHu WK NMO-TOJIEMHU
Ilcopua3suc M NCOPUATHYEH APTPUT

. [penopbunrTenHata HavaiHa jo3a e 45 mg Stelara. ITarmentu ¢ Terno waa 100 kumorpama (KQ)
MOJKe J1a 3aro4Hart ¢ 1o03a 90 mg BmecTo 45 mg.
o Crnen HavyanmHaTa 7034, cieaBamiara Bu go3a me 0b1e 4 ceMUIy Mo-KbCHO | CJIe]l TOBa Ha

Bcekn 12 ceamunu. Crenpammre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 1034a.

BoJaect Ha KpoH wiu yiauepo3eH KOJIUT

o ITo Bpeme Ha neyennero Bammsr exap me Bu nprinoxu mbpBara 103a OT NPUOIN3UTETHO
6 mg/kg Stelara kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHO3HA HH(DY3us). Cie HavamHaTa 703a,
1Ie ToJIyunTe cieaBamiara go3a 90 mg Stelara cien 8 ceamurm, cien ToBa pe3 12 ceaMurm
Yype3 UHKEKIHS 0] KoxkaTta (MMOJKOKHO).

o [pu HiKOM MalMEeHTH, CiIe/ IbpBaTa MOAKOKHA HHKeknus, 90 mg Stelara Moyke 1a ce npuiara
npe3 8 cenMuIy. BammusT jgekap e peniu kora TpsiOBa Jia ToIy4uTe CieBalara CH J103a.

Kak ce npniaara Stelara

o Stelara ce mpuiara KaTo HHXEKIHS N0 KoXkaTta (oAK0XHO). B Hayanoro Ha Barero jeuenue,
Stelara Mo>xe 1a ce MHKEKTHpa OT JeKap WM MEIUIHCKA CECTpa.

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

. 3a yka3zaHus Kak Jia MHKeKkTupare Stelara BuxTe ,,YKazaHus 3a PUIOKEHWE” B Kpasi Ha Ta3u
JIMCTOBKA.

FOBOpeTe ¢ Bamus JICKAap, aKO UMATC BBIIPOCHU OTHOCHO TOBA KaK CaMH [1a MOCTABATC MHKCKIUATA.
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AKO cTe H3M0/I3BAJIH NI0BeYe 0T HeoGXoauMaTa 103a Stelara

AKO cTe M3MOoJI3BajIM WK ca By mpuioxuny moseye or HeoOxoaumara no3a Stelara, HezabaBHO ce
NOCHBETBANTE C Jiekap WK (apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa OnakoBKa Ha
JIEKapCTBOTO, ZIOPH U J1a € Tpa3Ha.

AKO cTe NpoImycHAJM 1a u3nojsBare Stelara
AKO cTe TIpoITyCHAJH /1032, CBhpKeTe ce ¢ Bamms nekap mm ¢apmarnieBT. He mpumnaraiite noitHa
J103a, 3a ]a KOMIIEHCUpATe MPOITyCHATaTa /103a.

AKo cTe cripesu ynorpebara Ha Stelara
He e omacHo ma ciipere ymotpebara Ha Stelara. Ako obade 51 cripete, Bammire cumnToMu Moxe 1a ce
BBH30OHOBSIT.

AKO UMaTe HIKAKBU JIOIBIHUTEIHN BBIIPOCH, CBBP3aHU € YIOTpebara Ha TOBa JICKAPCTBO, MOMHUTANTE
Bammis mekap i gpapmareBT.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BUKA HEXKCIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKIuu
Hsxoun manmeHTn MOKe J1a IMaT CEpHO3HH HEXKEeTaHH PEeakIiy, IPU KOUTO Ja Ce Hajara CIiernHo
JeYCHHE.

AJlepru4Hy peakunu — MOKe J1a U3UCKBAT cnemHo jJeyenue. Uudopmupaiite Bamus Jexkap win
He320aBHO NOThpCeTe CHELHA MeIMIMHCKA NIOMOLLI, aKo 3a0e/ieskuTe HAKOM 0T cieHuTe
NMPU3HALN.
. CepHo3HHTE aIEPTUIHA peakinu (,,aHaduaakcus’) ca peAKu MpHu xopa, npruemantu Stelara
(moxe ma 3acernar g0 1 va 1 000 gymm). [Ipu3HanuTe BKIIOYBAT:
o) 3aTpyIHEHO AMIIAHE UM MPeTTbIlaHe
o) HUCKO KPBBHO HAaJSITaHE, KOETO MOJKE JIa IPUYMHH 3aMasiHOCT WIJIH CBETOBBPTEK
o) MOIyBaHE Ha JINIIETO, YCTHUTE, YCTaTa WIH I'bPIIOTO.
° YecTuTe MpU3HAIM HA aJICPrUYHA PEAKIIMsl BKIIIOUBAT KOXKEH O0PUB U YpTHKapus (MOXE Ja
3acerHat jo 1 a 100 mymm).

B penxu ciydau ce cb00IaBAT aJIePrU4HH 0€J10APOOHH peaKnuu H 6eJI0ApPo0HO Bb3NAJICHHE
NP NAHEHTH, KONTO MOJIy4YaBaT ycTeKMHYyMa0. YBegomeTe BeqHara Bammus iekap, ako
NoJIy4YHMTe CHMITOMH KaTO KallUIMIA, 3a1yX U BUCOKa TeMIlepaTypa.

AKO TIOITyYuTe CEprO3Ha aJlepTuiHa peakiys, Bamust nekap Moxe n1a pemu, 4ye Bue He TpsiOBa na
ynotpebsaBare Stelara oTHOBO.

Nudexunu — MoKe 1a M3UCKBAT cHelIHO JevyeHue. UHopmupaiite Bamusa jekap, ako
3a0eJiesKUTe HAKOM OT CJIeJHUTE MPU3HALIN.

. HHGEKIUUTE Ha HOCA WIIK T'BPJIOTO M MIPOCTY/IaTa ca YecTH (MOJKe J1a 3acerHar ao 1 Ha
10 mymm)

. WH(EKIUUTE Ha JOJIHUTE AUXATEITHY IbTHUINA (TPhIHU HHPEKIINN) ca HeuecTH (MOXe Jia
3acerHat o 1 va 100 mymm)

o BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJIUT) € HedecTo (MOXKe J1a 3acerse 70 1 Ha
100 mymm)

. xepriecute (Buj 0oJie3HEH 0OpUB ¢ MEXypH) ca HeuecTH (Moxke J1a 3acerHart a0 1 Ha 100 myin)

Stelara Mmosxe 1a Hamanu criocoOHocTTa Bu na ce 6opure ¢ undekiuu. Hiakon undeximm Moxe aa
CTaHAT CEPUO3HU M MOXKE [1a BKIFOUBAT HHPEKIINH, IPHYHNHEHH OT BUPYCH, MbOUYKH, OaKTepUn
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(BKJIFOUUTETHO TyOEpKYJI03a) WK MTapa3uTH, BKIFOYUTEIHO UH(EKIINN, KOUTO Bh3HUKBAT MPETUMHO
TIPH XOpa ¢ OTCIIa0eHa IMYHHA crcTeMa (OTOPTIOHUCTHYHH HH(EKIHH). [Ipu marueHTH, moryJaBanti
yCTeKHHYMab, ce cboOIIaBaT ONOPTIOHUCTUYHN HH()EKIUHN Ha MO3bKa (eHLIe(aIuT, MCHUHTHUT),
Oenute TPOOOBE U OUHTE.

Hoxato ymotpebssare Stelara, TpsiOBa ma ciequte 3a mpu3Hany Ha wH(eKws. Te BKIFoYBar:
BHCOKAa TEMIIEPATypa, TPUIIONOI00HN CHMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

yMOpa WK 3a]1yX, YIIOpUTA KalUTHIa

TOTIIIA, 3a4epBeHa U OOJIe3HeHa KOXKa WiIH 00JIe3HEH KOXKEeH OOpUB C MEXypH

napeHe Mpu ypUHUpaHe

Japust

3pUTEITHO CMYIICHHUE WITH 3ary0a Ha 3peHue

r1aBo0omKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, T'aJIeHe UK 00BPKAaHOCT.

Hudopmupaiite Bamms mekap BemHara, ako 3a0eIekuTe HAKOW OT Te3W Mpu3HaIy Ha nHekims. Te
MoraT 1a OpIaT Mpu3Hay Ha HHPEKINH KaTo TPhIHN WH(EKINN, KOXKHU HH(EKINN, XEePIIeC 30CTep
WJIH OTIOPTIOHUCTUYHUA UH(EKIIUH, KOUTO MOTAT JIa JIOBEAAT JI0 CEPUO3HH YCIOKHEHMSI.
HNudopmupaiite Bamms nexap, ako vMaTe HIKaKBa YIIOPUTA WM MOBTapsIIa ce HHeKusa. Bammsat
JeKap MOXKe Jia Pellid, 4e He TpsgOBa Aa ynoTpedsBaTe Stelara, mokaTo nHpeKusATa HE OBIC
u3JIeKyBaHa. YBegoMeTe Bamms jiekap, 1 ako UMaTe OTBOPEHU paHH WM HapaHSIBaHUS, Thi KaTo
MOJe J1a ce MH(EKTHpaT.

JliouieHe Ha KOKaTa — MHTEH3UBHOTO 3a4YepBsiBaHe U JIIOLIEHE HA KOXKATa HA M0-roJisiMa 1oL
10 TAJIOTO MO’Ke 1a ca CHMITOMH HA ePUTPOJePMHUYEH NMCOPUAZUC MIIN eKc(oInaTHBeH
AEPMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHusl. AKO 3a0e/1eskuTe HAKOI 0T Te3u MPU3HALM,
TpsidBa 1a nHgopmuparte Bamus Jiekap He3a0aBHO.

Ilpyl"l/l HEKEJIAaHU pCaKIIUU

YecTn HexenaHu peakum (Moxke Aa 3acerrar Ao 1 Ha 10 gymm):
JHapus

rajeHe

HOBpPBILAHE

ymopa

3aMastHOCT

ri1aBoOoIme

CchpOex (IpypuUTyC)

Ooika B r'bpOa, MyCKYJIUTE HIIH CTaBUTE
BB3IIAJIEHO I'bPIIO

3a4yepBsBaHe U 00JIKA Ha MSICTOTO HA MH)KEKTHPaHE
UH(EKIUs Ha CHHYCUTE

HeuecTu Hesxenann peakuuu (Moxe aa 3acersar a0 1 va 100 gymm):

MH(EKIUN Ha 3501Te

BarvHaJIHa MHQEKIUS, TPUINHEHA OT THONYKH

Jenpecus

3aIyIeH HOC WK XpeMa

KbPBEHE, IOCUHIBAHE, BIBbP/SIBAHE, IOyBaHE M ChbPOEXK HA MSICTOTO HA HHKEKTUPAHE

ycellaHe 3a ci1adocT

craJiaHe Ha KJernaya U U3KpUBsBaHE HAa MyCKYJIMTE Ha eHaTa NOJIOBHUHA Ha JIMLETO (,,JJUILIEeBa

napanmsa’” Wil ,,napannsa Ha beir’”), KosTo 00MKHOBEHO € BpeMeHHa

o NPOMSIHA Ha TICOPHA3UCca ChC 3a4epBsIBaHE U HOBH MAJIKH, JKBJITH WX O€IHM MEXypH IO KOXKaTa,
MTOHSAKOTA MPUAPYKEHH C TeMIiepaTypa (IIyCTyJIO3€H IICOPHUA3HC)

. OeieHe Ha KokaTa (eKCQoralus Ha Ko)KaTa)

o aKHe
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Penxu Hexes1aHM JeKapcTBeHN peakunu (Moxke na 3acertat 1o 1 Ha 1 000 gymmm)

o 3auepBsiBaHE U JIOIICHE HA KOXKATa HA TO-TOJIsIMA TUIOII 110 TSJIOTO, KOUTO MOXKE Jia ChpOST HITH
nia ca bonesneHu (excoymaTuBeH aepMatuT). [1o100HN CHMITTOMM TIOHSKOTA CE Pa3BUBAT KaTo
€CTECTBCHA MPOMSHA Ha BU/Ia HA CUMIITOMHTE Ha IICOPUA3UC (EPUTPOICPMUUECH IICOPUA3HC)

o Bb3nanenue Ha MaJIKUTE KPHBOHOCHHU CHIIOBE, KOETO MOXKE J1a JIOBEC JI0 KOXKCH OOPHB ¢ MaJIKH
YepBEHH WY JINJIABU TIOYyTUHH, TEMIIEpaTypa WK O0IIKa B CTaBUTE (BACKYJIUT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 1o 1 Ha 10 000 xymm)

o O0pa3yBaHe Ha MEXypH IO KoXkKaTta, KOsATO MOXe Aa Obje 3auepBeHa, chbpOsma 1 6ose3HeHa
(6ymnozen nemduromnn)

o KOXCH JIYITyC EPUTEMATO/IEC U JIYIyC-110100€H CHHIPOM (YEPBEH, HaIUTHAT, JIFOIICI Ce 0OPUB
B M3JIOKECHHUTE Ha CIIBHIIC YIACTHIIN HA KOXKaTa, KOWTO MOXE Ja € MPHIPYKEH OT OOJIKH B
CTaBUTE).

Cpo011aBaHe HA HeKeJIaHU PeaKl U

AKO TIOITyunTe HIKAKBU HEXEJIaHH JICKApPCTBEHU peakiny, yBeaomere Bamms nekap winm hapManesr.
ToBa BKJIFOUBA BCHYKHM B3MOYKHH HEOITMCAHU B Ta3H JIMCTOBKA HEXENaHU peakiuu. Moxere chlIo 1a
CHOOLINTE HEXETAHU PEAKLMH AUPEKTHO Ype3 HAlMOHAIHATA CUCTEMa 33 ChOOIIIaBaHe B:
W3nbaHUTENHA areHuus 1o JeKapcTBara

yi. ,,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaitt: www.bda.bg

Kato cpoOmaBare HexxenaHU peakiuy, MOXKeTe a 1a/ieTe CBOsI IPUHOC 3a T0JIydaBaHe Ha IOBeue
nH(pOpMAIUS OTHOCHO O€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Stelara

o [a ce cpxpaHsBa Ha MSCTO, HEIOCTBITHO 32 JIeLa.

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

o CoxpansBaiiTe IpeABapUTEIHO HAITbJIHEHATA MHCalIKa B KAPTOHEHATa OIIaKOBKa, 3a J1a ce
Ipeffas3y OT CBETJINHA.

o Axo e He0OX0AUMO, OTIETHUTE MPEBAPUTEIIHO HAITBJIHEHN NMHUCAJKK Stelara Moxe ChINo aa ce

ChXpaHsABaT npu craiiHa Temiepatypa A0 30°C 3a MakcumyM equH nepuof 10 30 gHu B
OpUrMHaHAaTa KApTOHEHA OIIAKOBKA, 3a /1a CE MPEAMNa3AT OT CBETJIMHA. 3allUILeTe AaTaTa, Ha
KOSITO MpeIBapUTEIHO HAITbJIHEHATA MHCAJIKa € U3Ba/IeHa 3a ITbPBU BT OT XJIaJAWIHUKA U
JaTtara Ha H3XBBPJIsIHE Ha 0003HAYEHUTE Ha BHHIIHATA KapTOHEHA OMaKOBKa MecTa. JlaTara Ha
M3XBBPIISIHE HE TPsIOBa J1a € clieZ] OPUTMHAIIHUSA CPOK Ha TOIHOCT, OTIIEYaTaH BbPXY
KapTOHeHaTa onakoBka. Cie/ KaTo BeJHBXK MMUcalikaTa € OWia chbXpaHsBaHa MPH CTaliHa
temmneparypa (10 30°C), Ts1 He TpsOBa 1a ce Bpbla B XJIaAUIHUKA. VI3XBBpiieTe nucajikara, ako
HE ce M3I0JI3Ba CJIe]] ChXpaHeHHeE TIPH CTaiHa TeMiepaTypa B pamkute Ha 30 THU Win clies
M3THYaHE Ha OPUTHHAIIHUS CPOK Ha TOAHOCT, B 3aBUCUMOCT OT TOBa, KOE OT ABETE HACTHIIH T10-
paHo.

. He pasknamaiite nmpeBapuTeIHO HabJIHEHUTE Trcaiku Stelara. IIpoabmKUTEIHOTO
E€HEPruYHO pa3KilalllaHe MOXKe J1a IIOBPEIHN JIEKAPCTBOTO.

He n3non3BaiiTe ToBa JIEKaApCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATAa OMAaKOBKa CIIe]
»EXP*/,,Tonen no:“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCJIEAHMS JCH OT TOCOYCHHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIM B Hesl ce 3a0esI3BaT IUTyBalU YyKIH YaCTHIIN
(BmkTe Touka 6 ,,Kak n3riexaa Stelara u kakBO ChIBbpIKa OMAKOBKaTa“);

. aKo 3HAETE WM CMsATATe, Ye MOXKe J1a € Onia N3JI0KeHa Ha eKCTPEMHHU TeMIieparypu (KaTo
WHITAJECHTHO 3aMpPB3BaHE WM 3arpsiBaHe);

° aKO TPOJYKTHT € OWJI €eHEPrUYHO Pa3KIIATeH.
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Stelara e camo 3a enHoKpaTHa yroTpeba. Hensnon3BaHUAT MPOAYKT, OCTAHAJ B TIHCATIKATa, TPOBa J1a
ce u3xBhpin. He u3xBhpiidiiTe JeKkapcTBaTa B KaHATU3AIMATA WIM B KOHTEHHEpa 3a JOMAIHU
ormapiy. [lonuraiite Bamus gapmarieBT kak 1a U3XBBPIISTE JIEKApCTBaTa, KOUTO BeUe HE
u3roisBare. Te3n MepKy 1Ie CIOMOTHAT 3a ONa3BaHe Ha OKOJTHATA Cpefa.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kaxkso cpabp:ka Stelara

. AKTHBHO BEILIIECTBO: YCTeKHHYMa0. Besika mpeiBapuTeIHO HaTbJIHEHA MHECcaIKa Chabpka 90 mg
ycrekuHyMa0 B 1 ml.
o Hpyru ceeraBku: L-xuctuauH, L-XUCTHAMHOB MOHOXUIPOXJIOPUIT MOHOXHIPAT, Tosucopoat 80

(E433), 3axapo3a 1 BOAA 33 MHXKEKIIHH.

Kak u3riie:kna Stelara u kakBo cbIbp:ka 0NAKOBKATA

Stelara e GucTbp 70 JICKO OMAJIECIEHTEH (C MepieH OJICHK), OE31BETEH 0 OJICT0KBIAT HHKEKIIHOHEH
pastBop. Toil Moke 1a chaABbpKa HAKOJIKO APEOHU MOIYNIPO3PauHH WIK O€IH YaCTHLN IPOTEHH.
HocraBs ce B KapTOHEHA ONAaKOBKa, ChIIbprKallla elHa CThKJICHA NMPEIBAPUTETHO HATbJIHEHA MHCaIKa
ot 1 ml ¢ emuaNYHA 103a. Besika mpeaBapuTETHO HAITBJIHEHA MHCajKa chappka 90 mg ycreknaymad B
1 ml uHXeKIMOHEH pa3TBOP.

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

B-2340 Beerse

benrus

IIpousBoauren
Janssen Biologics B.V.
Einsteinweg 101
2333 CB Leiden

Hunepnannus

3a JONMBIHKUTENIHA HHPOPMAITUS] OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NpPEICTABUTEN HAa MPUTEKATENS HA Pa3pelIeHHEeTOo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"

Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88

janssen@jacbe.jnj.com It@its.jnj.com

Bouarapus Luxembourg/Luxemburg

»JlKOHCBH & JxoHCchH boarapus” EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tél/Tel: +3214 64 94 11

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

Ceska republika Magyarorszag

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

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

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD

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

jacdk@its.jnj.com
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Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

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

ee@its.jnj.com

EAlrGoo

Janssen-Cilag ®apuaxevtiky Movorpdowmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 2550 75/ +33 1 55 00 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@INJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island

Janssen-Cilag AB

c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
Bapvapoc Xoatinmavaynig Ato
TmA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Lat-
vija

Tel: +371 678 93561

Iv@its.jnj.com

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

Romania
Johnson & Johnson Romaéania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00
Janssen_safety_slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.0.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)

Janssen Sciences Ireland UC
Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTa Ha MOCJIEAHO Mpepasriie;kaane Ha JucroBkara 03/2025
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IToapoOHa uHOpMaILIKs 3a TOBA JICKAPCTBO € IIpeJoCTaBeHa Ha yeOcaiita Ha EBporeiickata areHIus
1o JiekapcTBaTa https://www.ema.europa.eu.
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Yka3zaHus 3a ynorpeda
Stelara
(ycTeknnymao)

HH)KeKIHA 32 NMOJKOKHO MPUJIOKEHHE
NpeABAPUTE]HO HAITbJIHEHA MUCAJIKA

Hacrosimure "Ykazanus 3a ynorpe6a" chIbpkaT HHPOPMAIH 32 TOBA KakK /1a CH HHXKEKTHpaTe
Stelara.

Baxno
Stelara ce mpeaara B mpeABapUTEIHO HATBJIHEHA MHCAIKA 32 eJHOKpaTHA yIoTpeba, ChabpxKaia
enHa 103a 45 mg unu egna go3a 90 mg.

Ilo Bpeme HA HHKEKTUPAHETO HATHCHETE APbKKATA I0KPail HA/10J1y, I0KATO IPecTaHe Ja ce
BMIK/IA JIWJIABOTO TS0, 32 1a MH/KEeKTHPaTe bjaHaTa 103a. HE BI[I/IFAI?'ITE
HPEABAPUTEJHO HAITBJIHEHATA IINCAJIKA no BpeMe Ha HH:KeKTHPaHeTo! AKo 1o
HANPaBUTe, MPeIBAPUTEIHO HAITbJIHEHATA MUCAJIKA LIe ce 3aKJIYU U HAMA /1A MOJIy4YuTe
n'bJIHATA 1034.

Axo Bammsat nekap pemu, ue Bue wiu oOrprmkBamoTo Bu muiie Moke Ja MOCTaBITe WHKEKIHMUTE CH
Stelara y moma, TpsOBa a moayyuTe 00yUCHHUE 3a MPABUIIHUAS HAUYMH 32 TIOJIrOTOBKA U WHKCKTHPaHE
Ha Stelara ¢ moMoIITa Ha IpeIBAPUTEITHO HAIThIHEeHATa rucanka. He ce omuTBaiite 1a ce
HHKEKTHPAaTe CaMHU, J0KATO He ObjeTe 00yyeHH oT Bamus nexap.

Bcesika npeaBapHuTeHO HAaTbJIHEHA MUCAIKa MOJXKE J1a CE U3I0JI3Ba caMo BeIHBXK. V3xBbpieTe s
(Bmwxre Crbnka 3) ciex ynorpeda, JOpH ako B Hesl € OCTaHAJIO JIEKapCTBO.

He n3noJi3BaiiTe NOBTOPHO NMpeIBAPUTEIHO HANTBJIHEHATA MMHCAJIKA.

IMpouereTe Te3m "YKa3aHus 3a ynorpeda' npeau Aa U3noJi3Bare npeIBapuTeTHO HATbJIHEHATA
nucajka Stelara u BceKd 'bT, KOraTo MOJIy4aBaTe HOBA MPeABAPUTEIHO HANTbJIHEHA MUCAJIKA.
Bb3MoxHO € J1a iMa HOBa WH(popMaIus. Ta3u JUCTOBKA HE 3aMECTBa pasroBopa ¢ Barims iexap

O0THOCHO Baiireto 3a001s1BaHe WM JICUCHHE.

Axo0 HEe MOXKeTe Ja CH IIOCTaBUTC CaMW MHXXCKIMATA:

° momoJieTe Bamus exap v MeAUITMHCKA cecTpa a By moMorHat wim
° MIOMOJIETE HAKOM, KOHTO € 00yYeH OT JieKap WM MEAMIIMHCKA cecTpa, 1a Bu mocraps
HHKEKITUHATE.

3a ;a ce HaMalli PUCKBT OT CITydaifHO yOOoKJaHe ¢ Urja, BCAKa IpeIBApUTETHO HAITbITHEHA MTHUCATKa
¥Ma IMpeAna3uTel 3a Uriara, KOUTo aBTOMAaTUYHO MOKPUBA UIJIATa U CE 3aKIII0UBA, CJIE/ KaTo CTe
MTOCTaBWJIM MHDKEKITUATA M MHXKEKTOPHT € BAuTHAT. He moBauraiiTe mpeaBapruTeIHO HAITBITHEHATA
MHCajIKa Mo BpeMe Ha WHKEKTHUPAHE, TOKATO WHKEKIIHSITA HE TPUKITIOYH.
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Hpez[nasmenm Ha urjiata B JOJIHATa Kalla4dka Ha IPEABAPUTCIIHO HAITbJIHCHATA IIHMCAJIKA ChAbpiKa
narekc. He nunaiire NpeaAnasuTe/s Ha urjiara, ako €cre ajJeprudHi KbM JaTeKC.

MOJ'I}I, MpoOYC€TCTC BHUMATCIIHO U JIMCTOBKATA MPCAU a 3alIOYHETC MHIKCKTUPAHCTO U O6C’I>I[€TC
BCUYKHU BBIIPOCHU, KOUTO MOXKE Ja UMATE, C Bammus JICKap Wi MCAUIIMHCKA CeCTpa.

m Nndopmanus 3a cbxpaHenue
CoxpansBaiiTe B XJaJUIHUK Ha TeMiepaTypa ot 2° 1o 8°C. Ako € Heo0X0IUMO, ChXpaHsBalUTe Ha
craifna Temnepatypa 1o 30°C 3a nepuon 1o 30 1HU B OpUrMHAIHATa KapTOHEHa onakoBka. He
BPBIIAiiTE B XJIAAMJIHUKA, CIIE]] KATO CT€ ChbXPAHSIBAIN HA CTAaliHA TEMIIEPaTypa.

He 33Mpﬂ3ﬂBaﬁTe NpeABAPUTCIIHO HAITBJIHCHATA MM CAJIKA.

CbxpaHsBaiiTe NpeBAPUTETHO HATBJIHEHATA MUCAJIKA U BCHYKH JIeKapPCTBa HA MACTO,
HeJOCTBITHO 32 Jena.

He pasknamaiiTe npeaBapuTeaHo HaITbJIHEHATa OUcalKa. Pa3kiamaneTo Moxe aa moBpeau
nekapcTBoTO Stelara. Ako mpeBapUTETHO HATBJIHEHATA McaliKa € Ouia pasKiareHa, He s
U3IM0a3BalTe. BieMere HOBA IPEBAPUTEIIHO HAIBJIHEHA IIUCAJIKA.

ChbxpaHsiBaiiTe NpeABAPUTE]HO HAITbJIHEHATA NUCAJKA B OPUTHHAIHATA KAPTOHEHA ONAKOBKA,
3a 1a s MpeaNa3suTe 0T CBEeTJIMHA U (PH3HYECKO YBPEKIaHe.

Hmate HyKIa OT OMOII?

Obanere ce Ha Bamms nekap, 3a 1a 00CHIuTe BCHYKH BBIIPOCH, KOUTO MOXKE J]a IMaTe. 3a
JOIIBJIHUTCIIHA ITIOMOII MJIM 3a Ja CIIOACIIMTEC MHCHHUECTO CH, BHMXKTC JINCTOBKAaTa 3a HH(i)OpMaHI/ISI 3a
KOHTAKT C JIOKQJTHUS MPEICTaBUTEIL.
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YacTu Ha IpeIBapuTe/THO HAllb/IHEHATa MMHCAJIKA
HH/KEKTOP

IIpean ynorpeba Caen ynorpeba

JApBKRKa =

JPpBKKATA ce HATHCKA
HaJ0J1y JOKpai

JIHIaBO TAJIO

ITpo3opue L JIH/IaBOTO TSIO

HE€ Cce BHIKIAa
Hpennagu're;] - Ciiea moBIHraHe

npeana3suTe/siT HA HIJIATA
Ha HIJaTa { Kamauka PER
i | ce 3aKJIIYBA U Ce NoABABA
‘ HA HIJ1aTa =
JI0/IHA KAA4K KBJITA JICHTA.

He mumaiite He BaHraiitTe mo Bpeme Ha
BBTPE. HHKeKTHpAHe.

[MpuroTseTe cnegHUTe MaTepuan.

Mpepocrasety B onakoskara:

- [pepsapuTenHo HambnHeHaTa nucanka
WHKEKTOp

He ca npepocrasetin B onakoskara;

- TamnoH che cnupt

- MNapyeTa namyk unu mapns

- AxeauBHa npespb3aka

- KoHTeiiHep 3a ocTtpu npeameTy (Buxte

| CTbnka 3)

1. IToaroroBka Ha Stelara 3a HH:KeKTHpaHe

B3emere kapToneHaTa(uTe) onaKkoBKa(u)

Axo e(ca) cpxpaHsBaHa(1) B XJIQMIHUK, N3BaJIETEe KAPTOHEHATa(UTE) OMaKOBKA(¥) C IPEIBAPUTEITHO
HarbJIHEHATA MMUCAJIKA OT XJIQJMWIHKKA U 51(/TH) TIOCTaBeTe HA paBHA MOBBPXHOCT.

OcraBete Ha cTaliHa TemnepaTypa 3a Hali-mMaako 30 MUHYTH NIpeau yrnorpeoa.

He 3aroruisiiiTe 10 HUKaKbB APYT HAYHH.

Axo Bamara n103a e 45 mg, mie mosiy4uTe eiHa NpeABAPUTEIHO HATbJIHEHA NTHCAJIKa OT 45 mg.

Axko gozara Bu e 90 mg, me noxyuure exra ot 90 mg uiu 1Be ot 45 mg npeaBapuTeIHO HATBJIHEHU
MUCAJIKU. AKO MOJIyYHUTE IBE€ IPEABAPUTEIHO HAITBIHEHU NMHCANKU oT 45 mg, ciaensaite CTeiku 1-3 u
3a IBETE MHXKEKIINH.

I/I36epeTe PA3JIUYHO MACTO 324 HHKCKTHUPAHE HA BTOpaTa HHKCKIIUS.
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IIpoBepeTe 1aTaTa HA U3THYAHE HA CPOKA HA TOAHOCT (,,I'01eH 10:“) U 3ame4YaTBaAHETO HA
KapToHeHaTa(uTe) ONaKoBKa(M)

He u3non3Baiite npenBapuTeIHO HAITbJIHEHATA IMCAJIKA, AKO 3aIlIeYaTBAaHETO HA KapTOHEHATa
OIIaKOBKa € HapyIIEHO WM aKO CPOKHT HA TOJHOCT € U3TEKBII.

He n3non3BaiiTe npenBapuTeIHO HAITBIHEHATA TIHCAJKA, aKO € OWila ChXpaHsBaHa Ha cTaliHa
TeMreparypa 3a nosede oT 30 JHU WK aKko e OWia ChXpaHsBaHa Ha Temiieparypa Hag 30°C. Obanete
ce Ha Bamms nexap winu apManeBT 3a HOBa MPEIBAPUTENTHO HAITBJIHEHA MTHCANIKA.

N36epeTe MACTO 32 MHKEKTHPaHe

N36epere eUH OT CIICTHATE YYaCThIH 32 HHKEKTHPaHE:

o [Mpeanara yact Ha GeapaTa

. JlonHaTa yacT Ha KOpeMa, ¢ U3KIIOYEHHE Ha 5-CaHTUMETPOBaTa 30Ha TOYHO OKOJIO ITbI1a

AKo HAKOI Ipyr Bu moctaBs MHXKEKIHITA, MOXeE J1a U3M0JI3Ba CHIIIO:
o 3aJ{HaTa 4acT Ha MUIIHUIUTE

He HHH(CKTHpaﬁTe B KOXKa, KOATO € YYBCTBUTCIJIHA, HACUHCHA, 3a4YCPBCHA WX BTBBPACHA.

HM3noa3Baiite PA3JINYIHO MACTO 324 THIKCKTHPAHE MIPU BCAKO HMHKEKTHPaHE.
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WN3muiiTe pbuere cu
W3muiitTe 100pe phIETE CH ChC CallyH M TOILIA BOJA.

IMoyuncTeTe MIACTOTO HA HHXKEKTHPAHE

N36bpirere n30paHoTo OT Bac MsACTO 32 HHXKEKTUpAHE € TAMIIOH ChC CITUPT M TO OCTABETE Ja
U3CHXHE.

He noxocBaiiTe, He BelTe U HE AyXaiiTe BbPXY MACTOTO HA HEDKEKTHPAHE, CJIE KaTo CTe ro
MOYHCTHIIH.

IIpoBepeTe TeYHOCTTA B MPO30PUYETO

N36epete nobpe ocBeTeHa, YMCTa M paBHa pabOTHA TIOBBPXHOCT.

M3BazneTe npeaBapUTEIIHO HAMTBIHEHATA MUCAJIKA OT KAPTOHEHATa ONAKOBKA U IIPOBEpETe 3a IMOBPEAa.
Iposepere TeunocTTa B mpo3opueto. Ts TpssOBa qa Obe MPo3payHa 10 JIeKO ONaJecCleHTHA 1
0e31BeTHA /10 §JI€J0XKbJITA K MOXKE J1a ChbPIKa MAJIKH (eJIM WU MPO3PAYHH YACTHIH U €IHO WU
noBeyYe BL3AYLIHU MexypueTa. ToBa ¢ HOpMaJHO.

He I/IH)KGKTI/IpaI\/'ITC, AKO TCYHOCTTa € 3aMpb3Haja, MbTHA, C IPOMCHCH IBAT WKW CbAbpPKa roJieMu
gactuiu. Obanere ce Ha Barust iekap ni papMaieBT 3a HOBa IPEIBAPUTEITHO HAITbJIHEHA THCANIKA.

2. UnxkexTupane Ha Stelara

227h

MzabpnaiiTe 1o1HATA Kanmavka

JlpBbiKTe pbLeTe CH Aajied OT NpeAna3suTess Ha uIJaTa, clie]] KaTo cBaJuTe Karnaykara. HopmanHo
€ Jla BUAUTE HSKOJIKO KaIlKH TEYHOCT.

HNnskexTupaiite Stelara B paMKuTe HA S MUHYTH cJiel OTCTPaHsAABAHE HA Kama4yKaTa.

He nocrassiite kanaukara oopaTHo. ToBa Moske J1a 10BeJie 1O YBPEKAaHe Ha UIJIaTa.

He u3non3paiite npenBapuTeIHO HAITBJIHEHATA MMHCAJIKA, aKO T ObJE U3IyCHATa Clie/l OTCTPaHsIBaHEe
Ha Kanaukara. O0azere ce Ha Bamms siekap win apMalieBT 3a HOBa IIPEABAPUTETHO HAITbJIHEHA
MUCAJIKA.
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IlocTaBeTe HanmpaBo BLPXY KoxkaTa. HaTHCHeTe ApbiKKaTa JOKPail HAaJ0J1y, JOKATO NMpecTaHe Aa
ce BIK/A JWJIABOTO TSIO.

HE BJIUTAUTE HAITbJIHEHATA NPEJIBAPUTEJIHO ITUCAJIKA 1o Bpeme Ha
MHKEKTUPaHeTO!

Axo ro HarpaBUTe, NPCAITA3UTCIIAT Ha UIJlaTa € CC€ 3aKJII04YH, KaTO CC MMOSABU KXbJITA JICHTA, U HAMaA J1a
MOJTyYUTE IThJTHATA J1034.

Mosxe fa gyeTe MpaKBaHe, KOraTo HHXEKTUpaHeTo 3arnouHe. [IpoabinkeTe 1a HATHCKATE.
AKO yceTuTe ChIPOTHBJIEHHE, MPOIABJIKETE 1a HaTHCKaTe. ToBa € HOpMAaJIHO.
JlexkapcTBOTO Ce MHXKEKTHUPA, TI0KaTO HaTHUCKaTe. [IpaBeTe TOBa ChC CKOPOCT, KOSTO € yA00Ha 3a Bac.

7
T WIPAK

YBepere ce, 4e HHKEKTHPAHETO € 3aBbPLIEHO
WHKeKTHpaHETO € 3aBbPILIEHO, KOraTo:

° JINJ1aBOTO TAJIO HE ce BUIKAA.
° Beue He MoXkeTe a HATHCKATE APBKKATa HAZIOIMY.
. Mo:xe J1a gyere IpaKkBaHe.

[\

|
|

Baurnere npaso Harope
JKbpnTaTa neHTa oka3Ba, 4e Npeana3uTesaT Ha UIIaTa € 3aKIFYEeH Ha MACTO.
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3. Ciieq MHKEKTHPAHETO

H3xBBpJieTe NpeIBAPUTETHO HATbJIHEHATA MHCATIKA

Bennara cien ynorpe6a noctaBeTe M3M0JI3BaHaTa IPEABAPUTEIHO HATBIHEHA [TUCAJIKa B KOHTEHHEP
3a UBXBBPJIAHEC HA OCTPU NPECAMCTHU.

He u3xBbprsiiTe npeBapUTEIIHO HAITBIHEHUTE TIUCAIKYA B KOHTEHHEpa 3a OUTOBHU OTIAIbIIH.

He peuuknupaiiTe U3Moi3BaHus KOHTEHHED 3a U3XBBPISIHE HA OCTPU IPEIMETH.

IIpoBepere MSICTOTO HA MH KEKTHPaHe

BB3M0OKHO € Ha MACTOTO Ha WH)KEKTUPAHE Jla MMa MAJIKO KOJIMYECTBO KPBB MIIM TEYHOCT. ToBa e
HopMaiHo. [IpuTHCHeTe Mapye mamyK WU Mapiisi KbM MSCTOTO HA HHXXEKTHPAHE, JOKATO KbPBEHETO
crpe.

He pastpuBaiiTe MACTOTO Ha HH)KEKTHPAHE.

AKO € He0OXO0IMO, TOKPUITE MACTOTO HA MHXKEKTUPAHE C TIPEBPH3KA.

AKO TIOJTyYHuTe JBE MPEABAPUTENHO HATBIIHEHH MUCANKH OT 45 mg 3a 1032 90 mg, moBTopere CThIKH
1-3 ¢ BTOpara npenBapuTEHO HaTbIHEHa ucajika. 30epeTe Apyro MsicTo 3a HH:KEKTHPaHe Ha
BTOPATa MHKEKIMS.
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