ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Apoquel 3,6 mg diokio emkoAVUUEVA e AETTO DUEVIO Y10, GKOAOVG

Apoquel 5,4 mg diokio emkoAVUpUEVA e AETTO DUEVIO Y10 GKOAOVG

Apoquel 16 mg Siokia emicoivppéva pe AETTO VUEVIO Y10, GKOAOVG

2. HOIOTIKH KAI ITOXOTIKH XYNGEXH

Ka0e diokio emkaivppévo pe Aemtd vpévio Tepléyet:

ApPUOTIKO GVGTATIKO:

3,6 mg oclacitinib (wg oclacitinib maleate).

5,4 mg oclacitinib (wg oclacitinib maleate).

16 mg oclacitinib (g oclacitinib maleate).

"Exdoya:

owotki] 60vOEGT EKOOYMV KOl GAL®V
GUGTUTIKAV

vp1vag Tov dieKiov:
Cellulose, microcrystalline
Lactose monohydrate
Magnesium stearate
Sodium starch glycolate
Emkédivyn Tov diokiov:
Lactose monohydrate
Hypromellose (E464)
Titanium dioxide (E171)
Macrogol 400 (E1521)

Agvkd £mg VTOAELKA, EMUNKN SIOKIO EMKOAVUUEVO LE AETTO DUEVIO LE EYKOT KO OTIG dVO TAEVPEG
Kot pEpovv ta ypappota "AQ" kot "'S", "M" 1 "L" kat otig 600 mAevpés. Ta ypdppata "S", "M" kot
"L" avagépovtal oTIC SLopOPETIKEG TEPIEKTIKOTNTEC TV dokiwv: To "S" gival endvm ota diokia TV
3,6 mg, 10 "M" ota diokia tov 5,4 mg, kot to "L" ota diokio tov 16 mg.

Ta dokio propodv va yoprotovy og 600 ica péEp.

3. KAINIKEYX IAHPO®OPIEX
3.1 Eion {oov
2KOAOL

3.2  OgpomevTikéc gvoeielg Yo ka0g gidog Lmov

TMa ™V avTETOMION TOV KVNGLOV oL GYETILETOL e QALEPYIKT dEPLATITION GE TKOAOVG.
Mo mv avTeTdnion Tov KMVIKGV CUUTTOUATOV TG ATOTIKNG OEPLATITIONG € GKOAOVG.

3.3 Avrevosigaig

No un ypnoyonoleiton o nePInT®OT VIEPELAIGONGING GTO FPACTIKO GLOTATIKO 1) GE KATOL0 EKSOYLL.
Na pn ypnoonoteitan 6€ GKOAOVG NAKING HkpOTEPNS TV 12 punvdv 1 Atydtepo amd 3 kg copatucon
Bépovc.

Na un ypnoyLonoleital 6€ GKOAOVG Ue EVOEIEEIC KATAGTOANG TOV OLVOGOTOWTIKOD, OTTMG
VIEPPAOIOETIVEPPIOICLLOC 1 e EVIEIEELS avamTuENg KakonBovg veomhaoiog Kabmg 1 dpacTikn ovsia
dev €xet a&oroyn el oe aLTEG TIG TEPUTTAOGELS.



3.4 Ew01kég TPOELOOTOMGELS
Koapia.
3.5 Iowitepeg TPpoPUAGEELS KATA TN Yp1oN

Idwaitepec TPOPLAGEELS Y10 TNV 0.o@aAN ypriomn ot £idn Lowv:

H oclacitinib diopopomotel to avosomointikd chotnue avéavovtog v evatcincio oe AomEELS Kot
EMOEWVDOVOVTOG KaTaoTAcES veomlaoiag. Enopévaog oxdlotl mov Aapfdvouy 1o KTviaTpiko
QOPLOKEVTIKO TTPOTIdV B TpémeL, va TapokoAovBovvtal yio TNV avarTuén AoUOEE®MV Kol VEOTANGIDV.

Kotd v avtipetdnion tov kvnopob, mov oyetiCeton pe adiepykn deppartitida, pe oclacitinib, Tpémet
va dtepguvnBohv Kot va aVTIETOTIGTOLY TUYOV VITOKEIEVO autiat (.. AALEPYIKT Omd WYOAAOVG
deppatitioa, depuatitido €€ enagnc, Tpoeikn aArepyia). EmumAiéov, o mepmtdoelg aAlepyIKng
JEPLOTITIONG KO ATOTIKNG depuatitidoc, cuviatdral 1 diepedvnon kat Oepaneio eumiekopévaoy
TaPayOVIOV, OTMG LOADVOELS artd Paktipla, LOKNTEG 1 Tapdotta (.Y, WOAAOVG Kol Yhpa).

Aoappdavovrag vrdyn v TBovotnta enidpacng o opIouEVeS KAvikoraBoloykég mapapétpoug (PA.
Tapdypoeo 3.6 "AvemBdunto copPdvta') cuVIoTATOL TEPLOIKOC EAEYYOC LE YEVIKT €£ETAGT QUILOITOC
Kot PLoynpUik®v SEIKT®V 6ToV 0pd 0TV Ta 6KLALA BpickovTal og pokpoypdvia Bepameia.

Idwaitepec Tpo@LAGEEIC TOoL Tpémel vo Aaufdvoviol ard To GTOLO TOV YOPNYEL TO KINVINTPIKO
OOPUOKEVTIKO TTPoidV oe Lda:

ITAévete ta xépla petd ) xopnynon.

X mepinton mov katd Adbog vdpéel katdmoon, vo, avalntioete apécms wTptkn fondeta kot va
eMOeIEETE GTOV 1UTPO TO ECOKAEIGTO PVAAO 001 YLDV YPOEWMS T} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

[Swaitepec mpo@LAGEELC Yo TV TPOGSTAGio TOL TEPPEGAAOVTOC:

Agv 1oyvet.

3.6 AvemOounrta copfavra

YxovAoL:
[ToAb cuyva mddepua, depUaTIKE OyKido, ONAmpLa
(>1 Lo / 10 vrd Bepoameio (da):
Suyvd ABapyog, Mrmpo, ToAvduyio, avénuévn opeén
(1 éog 10 Loa / 100 vrd Bepaneio vavtio, EUeTog, didppota, avopeéio
{oa): IOTIOKVTTOUO, LUKNTIOKES LOADVGELS TOV OEPLLTOG,
T000dEPHOTITION
otitda
Aeppadevomddeio
KLOTITION
embeTcoOTNTO
[ToAV ondvia avoipio, AELPOLN, CTOGHOG
(<1 {wo / 10.000 v Bepamncio Coa,
CLUTEPIAUUPOAVOUEVOV TOV
LUELLOVOLEVMVY OVOPOPDV):

Ot petaporég oty kKhvikn mtaboroyia wov oyetilovral pe ) Oepameio meplopionKay e o avénon
NG WEGTG YOANGTEPOANG TOV OPOV Kol LEIDOT) TOV PHEGOV aPOD AEVKOKLTTAP®Y, ®GTOGO, OAEG O1
UECEG TIUEG TAPEUEIVALY EVTOS TOL EDPOVG AvaPOpag Tov gpyaotrnpiov. H peimwon oto péco apfuod



AEVKOKVTTAPOV TTOL TTapaTnPNONKe oe oKOAOLG oL EAafav oclacitinib dev Tav TPOOSELTIKN KO
EMNPEACE TOV PO OA®V TOV AEVKOV apoc@alpiov (Tov apliud Tov ovdetepdpiiny, TV
NOGVOPIL®VY KOl TOV LOVOKLTTAPWV), EKTOC amd Tov aplfud tov Aeppokuttdpmv. Kapio and avtég
T1G petaforég atnv KAMvikn mafoAoyio 0ev ELPAVIGTIKE KAVIKE GTIUAVTIKY.

I"a 611 apopd oty evansOnoio oe AoudEelc katl veomhaoies, PA. mapdypoeo 3.5 "[dwaitepeg
TPOoPLAGEELS KaTd T Xprion".

H avaeopd avemBountov coppdviov eivor onpavtikn. Emtpénet mn cvveyn mapakorobonon g
OOQAAELOG EVOC KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG. Ol avapopEc TPEMEL VO OTOGTEALOVTAL, KATA
TPOTIUNOT HECH KTNVIATPOV, EITE OTOV KATOYO TNG AdEL0G KukAopopiag gite oty eBvikn appoddia
apyn LECO TOV €BVIKOV GUGTNUATOG AVOPOPAS. AVATPEETE GTO PUAAD 0O YLDV YPNONG Y1 TO
avtioctoya otolyeio emkotvaviog.

3.7 Xpnon katd v KON 61, TN Yorovyia 1| TNV ®OTOKiA

H ac@dieia Tov KINVIATPIKOD QOPLOKEVTIKOD TPOIOVTOG OV £XEL AmodelyDel KOTd TN SIPKELN TG
KONONG KOl TNG YOAOLYIOG, 1] TNG AVOTAPOYMYNG TV APCEVIKOV GKOAMVY, ETOUEVMG OE GLUVIGTATOL )
YPNOM KOTA TN SLdpKELR TNG KONOTG, TNG YoAOVYi0G, | 6€ GKOAOLS oV TpoopilovTat Yio

ovVOTOPOy @Y.

3.8 Alniremdpdosig pe GAra QUPUOUKEVTIKG TPOTOVTO KOl GALES popPEg alinieniopaong

Agv mapatnpndnkay aAlniemidpdosig petad eapudkov oe pekéteg mediov, 6mov 1 oclacitinib
YopNYNONKE TOVTOYPOVA [LE KTNVIOTPIKE QOPLOKEVTIKE TPOTOVTA, OTMG EVOO-KaL EEMTOPAGITOKTOVA,
OVTLKPOPLOKE KoL OVTIPAEYLLOVAOOT).

"Exel perem0ei ) enintwon tng yopnynong oclacitinib otov gpfortacud pe (oviovd Tpomonompéva
gupora, mapPoid tov okvAov (CPV), 16 ¢ vocov tov Carre (CDV) kot 16 g parainfluenza (CPI)
Kot adpavorompévo gpforio Katd g Aooag (RV), og veapd kovtdfro nikiog 16 fdopddwv.
Emtevynke pio emopkng avocoloyikn amdvinon (opoioywkd) petd tov eppoitacud yioo CDV kot
CPV, 6tav ota kovtdfia yopnyninke oclacitinib oe 06on 1,8 mg/kg copatikov apovg (6.5.) 600
Qopéc nuepnoing eni 84 nuépeg. QoT0C60, TO EVPNUATA AVTNG TNG HEAETNG €de1&av pia pelmor otV
oporoYIKY| avtamokpion otov epfoitacud yia CPI kot RV og kovtdpia mov vrofdriovtal og
Oepamneia pe oclacitinib e cUYKplon pe Tovg papTVpeS Tov dev EAafav. H kKAvikn onuoacio tov
TOPOTNPOVUEVOV avTIOpace®V Yia ta {dha mov eppfoAtdotniay eved Aapupavay oclacitinib (cOpeova pe
TO GUVIGTAOUEVO S0GOAOYIKO GYNUA) EivOl AGOENG.

3.9 Oodoi yopnynong kot 60coroyia
I"a xopfynon and to otopa.

H ocvvietopevn apykn doon givar 0,4 £émg 0,6 mg oclacitinib/kg copotikod fapovg, yopnyovuevn amod
T0 0TOUA, dVO POPEG NUEPNGImG Yo Léypt 14 nuépeg.

INo ™ Oepamneio cuvtipnong, N d1a doom (0,4 £mg 0,6 mg oclacitinib/kg copatikov Bapovg), Oa
TPEMEL OTN GLVEYELD VO yopnyeitan povo pia eopd v nuépa. H andeaon yio paxponpodecun
Oepamneio cuvtpnong mpénetl va Paciletal otny eXTiUnoT TG oYEoNG 0PELOVG — KIVOUVOL KOTE
nepinTmon.

Avtd ta diokio pmropov va yopnynbovv ue 1 yopig Tpoen.

O mivakog pe T 000ELg TUPUKATO TOPOVSLALEL TOV aplBud TV diokimv mov amaitovvat. Ot
TOUTAETEG KOPOVTOL EDKOAN 0T LEGT KOTA KOG TNG EYKOTMNG.



Lopatiké papog eprextikoTnro Ko apOpdg Tov diokiov mov Oa yopnynOsi:
(kg) Tov okvrov | Awokia Apoquel 3,6 mg | Awokio Apoquel 5,4 mg | Avokia Apoquel 16 mg
3,044 Y
4,5-59 Vs
6,0-8,9 1
9,0-13,4 1
13,5-19.9 Y
20,0-22,7* Y Va
22,8-26,7* Vs Va
26,8-39,9 1
40,0-54,9 1%
55,0-80,0 2

*EvoAlakTikd, pmopotv va yopnyndotdv dvo diokia tov 5,4 mg.
3.10 ZoprtOpaTe VIEPI0GOA0YINS (KOl KATE TEPITTOGT, PETPA AVTIHETMOTLONS KOL AVTIOOTA)

Ta diokia oclacitinib yopnynOnkav og vyieic okdAovg Beagle evog étovg, 600 popég TNy nuépa yia 6
gBdoudoeg, mov axoAovdndnke and yopnynon pia eopd v nuépa yio 20 efdopddeg, og d6oM
0,6 mg/kg 6.8, 1,8 mg/kg o.p. xkau 3,0 mg/kg o.B. yio cuvorikd 26 efdopnddes.

211c KAMviKEG Tapatnproelg Tov Bewpeitan mbavo va oyetilovton pe tn Oepaneio pe oclacitinib
weptropfavovrol: adonekio (Tomikn), Mropa, depuatitida, ephnpo, ekdopég kot epeikideg /
KPOVOTEC, LECOOAKTOALEG "KVOTELS", KO O1OTLOL TV TOSIDV.

Ot aAAoldoelg deppatitidag NToV Kupiwg 0evTEPOYEVEIC GTNV aVATTLEN doB VLGNS TOV
HUEGOSAKTOM®MY TTVYDV, GE £VOL 1] TEPLOCOTEPA AKPO, KOTO T SAPKELD TNG LEAETNG, LE TOV aplOud Kot
TNV cLYVOTNTA TOLS VA ovEAveTal e TV awénon g doone. Iapatnpndnke Aeppadevoradeia Twv
TEPLPEPIKADV AepPOoyayyMwv o OAES TIC OUAOES, TOV EAVOTAY GE GLYVOTNTA LE TNV AvENCN TG
d00omg, Kot cVyva oxetilovtal pe d00VOOT TOV HEGOSAKTOAMY TTVYDOV.

To NLopa BewpnOnke oyetildpevo pe ) Bepaneia, aAld oyl docoe&apTdEVO.

Agv vTapyeL 101KO aVTIOOTO KOl G TEPIMTOOT) CVUTTOUATOV VITEPSOGOA0YING, 0 oKVAOG Oa Tpémel va
OVTULETOTIOTEL CUUTTOUATIKA.

3.11 Ewwkoi wepropiopoi ypriong Kou e101KES ovvONKES prions, cvpmepriapfavouévov
TEPLOPLOUAV GT1] YP1GT] GVTHKPOPLEKAOV KUl UVTITUPUGLTIKAV KTNVILTPIKOV
PUPLUKEVTIKAOV TPOIGVTOV TPOKEREVOL VO TEPLOPLOTEL 0 KivOUVeg avamTuEng avroyng

Agv 1oy0et.

3.12 Xpdvor avapovic

Agv 1oy0et.

4. OAPMAKOAOI'IKEX ITAHPO®OPIEX

4.1 Kodwkog ATCvet: QD11AH90.

4.2 ®@OoppoKodvVOPIKN

H oclacitinib givot évag avactoréoc v TpmTeivikay Kivacav Janus (JAK). Mropel va avaotéArel T
Aettovpyia evog TAnBovg Kutokvav Tov e€aptmvtal and v dpactnptotnta Tov evidvpov JAK. Ta

v oclacitinib ot Kvtokiveg aTOYOL Eival 01 TPOPAEYLOVAIELG 1) £(OVV KATO10 POAO OTIG OAAEPYIKEG
avTpacelc/kvnopnd. Qotdco, n oclacitinib pmopel eniong va aoknoet Enidpacn o€ GALEC KOTOKIVES



(Y10 Tapdderypa, EKEiVEG TOL EUTAEKOVTOL GTNV GpLVA TOV EEVIGTNA 1 TNV OLUOTTOINGT)) UE TNV
mOavOTNTA AVETIBOUNTOV EVEPYELDV.

4.3 @appoKoKIVTIKY

Metd amd Tov GTOUATOC YOPNYNOT O GKVLAOLG, N oclacitinib maleate amoppopdtat ypryopa Kot KoAd,
He xpOvo €m¢ TN HEYIOTH GLYKEVTIPWOOT] TAAGUATOS (tmax) AyOTEPO 0 1 dpa. H amdAlvtn
BrodraBecipuotnta g oclacitinib maleate tav 89%. H yeupotikn katdoToom TOV GKOAOD OEV
emmpedlel onpavtikd to puoud N TV €KTOGN NG AmoppdPNoNG NG,

H ovvolikn kdBapon tng oclacitinib ard to TAdoua nTav xaunin — 316 ml/ h/kg copotikod Bapovg
(5,3 ml / min/kg copaticod Bapovg), Kot 0 GavoUEVIKOG OYKOG KATAVOUNG GE KATACTAGT 100PPOTIOG
nrav 942 ml/kg copatikov Bapovec. Metd amd evooPAEPLA KOl AITO TOV GTOLATOG YOPYNOT|, Ol YPOVOL
nuioglog {ong tin frav mapopotot o€ 3,5 kot 4,1 dpeg avtiotorya. H oclacitinib &xet yaunin cbvdeon
LLE TIC TPOTEIVEC, LE T0 66,3% Emg 69,7% va deougdetol o€ EUTAOVTIGUEVO TAAGLO GKUAOL, GE
OVOLLOOTIKEG GLYKEVTPMOGCELG TOV Kupaivovtatl amd 10 émg 1.000 ng / ml.

%10 okVOA0 1 oclacitinib petaforiletor og moAAamAovg petaPorites. 'Evag kiplog 0&edmtinog
UeTaPOAITNG TOLTOTOONKE GTO TAAGLO KOl 5T OVPOL.

ZUVOAIKA, 1 KOPLoL 000G OMEKKPLOTG EIVOL O PETABOMGUOG, [LE LIKPT] GUVEICQOPA TNG ATEKKPLIONG
HEC® TV VEPPOV Kot TNG YoAns. H avaotoln tov kutoypdpatog P450 tov oxdrov givar eddyiotn pe
ICso, 50 @opég peyardtepn amd v mapoatnpoduevn néon T Crax (333 ng / ml 1 0,997 uM), petd
amo yopnynon omd 1o otope 0,6 mg/kg 6.J. o peréteg acpdirelog ota (Ha-otdYoLE. ¢ EK TOVTOV, O
Kivouvog aAANAETIOpAcE®V HeTAED LETAPOAITN QAPUAKOL -PAPUAKOV AOY® TNG AVOGTOANG TNG
oclacitinib givol ToA0 yapunAog. Agv mopatnpiOnKe CLGGOPEVOT GTO AUl TOV CKOAW®Y TOV EAUPOY
oclacitinib ywo 6 prvec.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aovoppatoétnteg

Agv 1oyvet.

5.2 Awdpkero {ong

Atdpkelo {o1Mg TOL KTIVINTPIKOD POPUOKEVTIKOD TPOIOVTOG COUPMVA LE TI GUOKELOGIN TOANGNC GE
cvokevaoia blister: 2 étn.

Aldpreto CONG TOV KTNVIOTPIKOD PUPLOKEVTIKOD TPOTOVTOC GOUPMVA LIE TN GCVOKEVAGIN TOANONG O
Quodec: 18 pnvec.

Toyov vdrowa Picd diokio mTpémel vo amoppintovror HeTd and 3 Nuépes.

5.3 Iowitepeg Tpo@uAGEELS KOTE TN OVAAEN TOV TPOIGVTOG

dvldocoete og Beppokpacio pikpodtepn tav 25 °C.

Toyov volomo Lo diokio Tpémet vo Tonobeteitol Tiow 6To avorypévo blister kot va amodnkeveTon
oV apyKn xéptivn cvokevacio | otn edAn HDPE (yuo péyioto ypovikd didotnua 3 nuépeg).

5.4 ®von km 6OVOEST TG GTOLYELDOOVS CVCKEVUGING

Ta diokio OA®V TV TEPIEKTIKOTHTOV £lval cuokevacuéva o€ blister eite amd arovpivio / PVC / Aclar
gite and adovpivio PVC/PVDC (kO oeipd mepiéyet 10 diokia emtkaivppuévo pe AeTTd LUEVIO),
GLOKEVAGHEVE GE Eva eEDTEPIKO YapTIvOo KovTi, | Aevkr] HDPE mhaotik) gioAn pe topa acpoleiog

yio wandd. Zvokevaocieg twv 20, 50 1 100 diokimv.

Mmropei va unv KokKAOQOPOLY OAEG Ol GUGKEVAGIEC.



5.5 Edwkég mpo@uiaters améppuyng evog pi yprctiorton04vros KTNvVIaTPiKoy QUupLIKEVTIKOD
TPOIOVTOG 1] AALOV VAIKAV TOV TPOEPYOVTUL GTO TN Y P11 TOL TPOIOVTOCS, OV VITAPYOVY

Ta edppoka dev TPETEL VO, ATOPPITTOVIOL LECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

XP1OYLOTO|OTE TPOYPALLOTH ETGTPOPTG GUPULAKOV Y10 TNV ATOPPIYN LN YPTOILOTOMOEVTOV
KTNVIOTPIK®OV QUPHOKEVTIKAOV TPOIOVTOV 1] GAADY DAIK®V OV TPOEPYOVTOL 0Td T YP1OT TOVG
GOLPOVA LLE TIC TOTIKEG AUITNOELG KO ILE TUYXOV €0VIKA CUGTHOTO GLAAOYNC TOV IGYVOVV Y10, TO,
GYETIKA KTNVITPIKA QOPULOKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Zoetis Belgium

7. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/13/154/001 (2 x 10 dwokia, 3,6 mg)
EU/2/13/154/007 (5 x 10 doxia, 3,6 mg)
EU/2/13/154/002 (10 x 10 diokia, 3,6 mg)
EU/2/13/154/010 (20 doxia, 3,6 mg)
EU/2/13/154/011 (50 doxia, 3,6 mg)
EU/2/13/154/012 (100 éiwokia, 3,6 mg)
EU/2/13/154/003 (2 x 10 doxkia, 5,4 mg)
EU/2/13/154/008 (5 x 10 dwokia, 5,4 mg)
EU/2/13/154/004 (10 x 10 diokia, 5,4 mg)
EU/2/13/154/013 (20 doxia, 5,4 mg)
EU/2/13/154/014 (50 dokia, 5,4 mg)
EU/2/13/154/015 (100 éiokia, 5,4 mg)
EU/2/13/154/005 (2 x 10 dwokia, 16 mg)
EU/2/13/154/009 (5 x 10 dwokia, 16 mg)
EU/2/13/154/006 (10 x 10 dwokia, 16 mg)
EU/2/13/154/016 (20 doxia, 16 mg)
EU/2/13/154/017 (50 dwoxia, 16 mg)
EU/2/13/154/018 (100 Swokia, 16 mg)
EU/2/13/154/019 (2 x 10 doxkia, 3.6 mg)
EU/2/13/154/020 (5 x 10 dwoxkia, 3.6 mg)
EU/2/13/154/021 (10 x 10 d1okia, 3.6 mg)
EU/2/13/154/022 (2 x 10 doxkia, 5.4 mg)
EU/2/13/154/023 (5 x 10 doxia, 5.4 mg)
EU/2/13/154/024 (10 x 10 dokia, 5.4 mg)
EU/2/13/154/025 (2 x 10 dwokia, 16 mg)
EU/2/13/154/026 (5 x 10 dwokia, 16 mg)
EU/2/13/154/027 (10 x 10 dwokia, 16 mg)

8. HMEPOMHNIA MPQTHY E'KPIXHX

Huepounvia 1™ éykprong: 12/09/2013.

9.  HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXIHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

12/2025



10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeiton LOVOV [e KINVIOTPIKT GLVTAYT.

Aentopepeic mAnpo@opieg Yo 10 eV AOY® KTNVIATPIKO QUPUAKEVTIKO TPOToV eivan dtabéoieg ot
Baon dedopévav g EE yia ta ktnviatpucd mtpoiovra.



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Apoquel 3,6 mg pocopeva diokia 1o, GKOAOVG

Apoquel 5,4 mg pocopeva diokio 1o GKOAOVG

Apoquel 16 mg pocopeva diokia Yo GKOAOVG

2. MOIOTIKH KAI TOXOTIKH XYNOEXH

Ka0e pocopevo diokio mepiéyet:

ApPUOTIKO GVGTATIKO:

3,6 mg oclacitinib (wg oclacitinib maleate).

5,4 mg oclacitinib (wg oclacitinib maleate).

16 mg oclacitinib (g oclacitinib maleate).

"Exdoya:

owotki] 60vOEGT EKOOYMV KOl GAL®V
GUGTUTIKAV

Pork liver powder

Crospovidone (type A)

Sodium starch glycolate (type A)
Glycerol monostearate 40-55 (type 1I)
Macrogol 3350

Glycerol

Sodium chloride

Xanthan gum

Brewer’s yeast dried

Silica colloidal anhydrous
Magnesium stearate

Avorytd g oKovpo KapE S1A0TIKTO LOCOEVO JIOKI0 GYMLLOTOG TEVTAYDVOL LLE EYKOTEC KAl OTIC OVO0
mhevpéc. Ta diokia PEpovV avayAveeg evoei&elg ue v avtiotoryn meplektikoTnTo («S S» Y1 TaL

3,6 mg, «M M» yw ta 5,4 mg kot «L Ly ya ta 16 mg).

Ta diokia pmopovv va y@plotodv 6g dVo ica Pép.

3. KAINIKEYX IAHPO®OPIEX
3.1 Eion {oov
2KOAOL

3.2  OgpomevTikéc gvoeitelg Yo ka0g gidog Lmov

IMa ™V avTETOMTION TOV KVNGLOV oL OYETICETOL LE OALEPYIKT SEPLOTITION GE TKOAOVG.
Mo mv avIeTdnion TV KMVIKGV CUUTTOUATOV TG ATOTIKNG OEpLATITIONG 6€ GKOAOVG.

3.3 Avrtevosigaig

Noa un ypnoyLonoleital 6€ mePinT®ON LIEPELAIGHNGING GTO dPUGTIKO GVOTUTIKO 1) GE KATOLH EKJ0YO.
Na pn gpnoyLonoteital 6€ GKOAOVG NAKING PKPOTEPNG TV 12 pnvav 1 Ayotepo and 3 kg copoticon
Bapovc.

Na pn ypnoyLonoleital 6€ GKOAOVG UE EVOEIEEIC KATAGTOANG TOV OLVOGOTOUTIKOD, OTTMG
VIEPPAOIOEMIVEPPIOICLLOC 1 e EVOEIEELS avamTuENS KakonBovg veomhaoiog Kabmg 1 dpacTikn ovsia
dev €xet a&loloyn0el og OVTEG TIG TEPITTDOCELC.



3.4 Ew01kég TPOELOOTOMGELS
Koapia.
3.5 Iowitepeg TPpoPUAGEELS KATA TN Yp1oN

Idwaitepec TPOPLAGEELS Y10 TNV 0.o@aAN ypriomn ot £idn Lowv:

H oclacitinib diopopomotel to avosomointikd chotnue avéavovtog v evatcincio oe AomEELS Kot
EMOEWVDOVOVTOG KaTaoTAcES veomlaoiag. Enopévaog oxdlotl mov Aapfdvouy 1o KTviaTpiko
QOPLOKEVTIKO TTPOTIdV B TpémeL, va TapokoAovBovvtal yio TNV avarTuén AoUOEE®MV Kol VEOTANGIDV.

Kotd v avtipetdnion tov kvnopob, mov oyetiCeton pe adiepykn deppartitida, pe oclacitinib, Tpémet
va dtepguvnBohv Kot va aVTIETOTIGTOLY TUYOV VITOKEIEVO autiat (.. AALEPYIKT Omd WYOAAOVG
deppatitioa, depuatitido €€ enagnc, Tpoeikn aArepyia). EmumAiéov, o mepmtdoelg aAlepyIKng
JEPLOTITIONG KO ATOTIKNG depuatitidoc, cuviatdral 1 diepedvnon kat Oepaneio eumiekopévaoy
TaPayOVIOV, OTMG LOADVOELS artd Paktipla, LOKNTEG 1 Tapdotta (.Y, WOAAOVG Kol Yhpa).

Aoappdavovrag vrdyn v TBovotnta enidpacng o opIouEVeS KAvikoraBoloykég mapapétpoug (PA.
Tapdypoeo 3.6 “AvemBdunto copPavta’’) cuvicTdTol TEPLOdIKOG EAEYYOG Ue YeEVIKT e&€TOoT QipaTOg
Kot PLoynpUik®v SEIKT®V 6ToV 0pd 0TV Ta oKL BpickovTal og pokpoypdvia Bepameia.

Ta dokia eivon apopaticpéva. o v aropuyn Katdroong katd AaBog, puAdooete To dioKia o
aoQUAEG LEPOG OV dev mpooeyyilovv ta {da.

Idwaitepec Tpo@LAGEEIC TOoV TTpémel vo Aaudvoviol amd To GTOLO TOV YOPNYEL TO KINVIOTPIKO
QOPUAKEVTIKO TTPOioV og {da:

ITAévete ta xépla petd ) xopnynon.

X mepinton mov katd Adbog vdpéel katdmoon, vo, avalnTioeTe apécms wTptkn fondeta kot va
eMOEIEETE OTOV 1UTPO TO ECOKAEIGTO PVAAO 001 YLDV YPHOEMS T} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

H xotdmoon avtov tov mpoidvtog pumopel va eivar emiPrafng yio ta wodid. o tnv amopuyn
KaTamoong Katd AdBog, yopnyeite to(a) diokio(a) 6ToV OKOAO GUECHOC LETA TNV QPAipEST Ao TN

ovokevooio TOmov blister.

[Swaitepec mpo@LAGEELC Yo TV TPOSTAGio TOL TEPPEGAAOVTOC:

Agv 1oy0et.
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3.6 AvemOopunrto coppavra

Xxolot:
[ToAd cuyva TLOdEPLLD, OEPUATIKA OYKIdl, ONAmua
(>1 Lwo / 10 vwo Bepameio {ha):
Svuyvd MBapyogc, Ainopa, molvdyia, avénpévn opetn
(1 éog 10 {oo. / 100 vrd Oepaneio vavrtia, ELETOC, dtdppota, avopesia
{oa): IOTIOKOTTOLO, LUKNTIOKES LOADVGELG TOL SEPHOTOC,
TOO0OEPLOTITION
Tt
Aeppodevomddela
KUGTITION
gmbeTikOTNTO
Mo\ ondvia avoipio, AELPOUN, CTOGHOG
(<1 Lo / 10.000 vrd Oepancia Lma,
CUUTEPIAAUPAVOUEVDV TWV
LELOVOUEVMV OVOPOPDV):

O petaforég oty kKhvikr| taboroyia mov oyetilovral pe ) Bepaneia meplopionKayv oe o avénon
™G HEOTG YOANOTEPOANG TOL 0POV KOl LEIOT TOL HEGOL PO AEVKOKVTTAP®OV, OGTOGO, OAES Ot
UECEG TYEG TOPEUEVAY EVTOG TOL EDPOVG AVAPOPAG TOV epyactnpiov. H peimon oto péco apbud
AELKOKVTTAP®OV TTOL TTapatnpNOnKe oe oKOHAOLG ToL EAafav oclacitinib dev Tav TPoodevTiKy KO
empéace Tov aplud OAMV TMV AEVKOV OHOCPUPinV (TOV aplBpd TV 0VOETEPOPIAMY, TOV
NOGVOPIL®V KOl TOV LOVOKLTTAPWV), EKTOC amd Tov aplfud tov Aeppokuttdpmnv. Kapio and avtég
T1G petaforég atnv KAMvikn mafoAoyio 0ev ELPAVIGTIKE KAIVIKE GTIUAVTIKY.

T"a 611 apopd otnv evansOnoio oe AoudEelc katl veomhacieg, PA. mapdypapo 3.5 “Idwaitepeg
TPOPLAGEELS KaTd TN YpNom’’.

H avaeopd avemiBountov coppdviov sivor onuavtikn. Extpénet mn cvveyn mapakorobonon g
AOPUAELNG EVOG KTVIOTPIKOV QOPUAKEVTIKOD TPoidvTog. Ot ovapopég TPEMEL Vo amocTEALOVTOL, KATH
TPOTIUNOT HECH KTNVIATPOV, EITE OTOV KATOYO TNG GO0 KukKAopopiag gite oty eBvikn appoddia
apyN HEC® TOV €BVIKOV GLGTNLATOG AVAPOPAS. AVATPEETE GTO PUAAO 0ONYIDV YPNONG Yid TO
avtiototya otolyeio emkovaviog.

3.7 Xpion katd v KONo1, T Yorlovyia 1 TNV ®OTOKIM

H acpdeio Tov kviaTpikod QopUOKEVTIKOD TPOTOVTOG dev £xel amodelybel Katd T dtapkela g
KOMOMG Kot TNG YOAOLYIOG, 1 TNG OVATAPAYMYNG TV APCEVIKOV CKOAW®Y, ETOUEVAOS OE GUVIGTATOL 1|
¥PNOM KOTA TN S1dpKeLla TG KONONC, TNG YoAOLYING, 1| 6€ GKOAOLE oL TTpoopilovtal Yio

OVOTOPOY @Y.

3.8 Aliniemodpdosig pe AL QUPUOKEVTIKA TPOIOVTA Ko GAAeg popPEis ailnleniopacng

Agv mapotnpnOniay aAAniemidpdoeic petasd eapuakov oe peréteg tediov, 6mov 1 oclacitinib
YOPNYNOMNKE TAVTOYPOVA LUE KTNVIOTPIKA POPLAKEVTIKE TPOTOVTO, OTMG EVOO-KaL EEOTOPACITOKTOVA,
OVTIUKPOPLOKE KO AVTUPAEYLOVAOIT.

"Exer pedetnfel n emintwon g yoprynong oclacitinib otov gpforacud pe {ovtavd Tpomomompéva
eupora, mapPoio tov okvAov (CPV), 16 g vocov tov Carre (CDV) ko 16 g parainfluenza (CPI)
Kol adpavomompévo pPorto katd g Aooag (RV), oe veapd kovtafio nikiog 16 efoopddmv.
EmtevyOnke pio emopkng avocoroyikn omdvinon (oporoyikd) puetd tov eppfoiacud yioo CDV kot
CPV, 6tav ota kovtdfia yopnyndnke oclacitinib oe 06on 1,8 mg/kg copatikov Papovg (c.5.) b0
©opég uepnoing enl 84 nuépes. Qo1d00, TO EVPNLATA AVTAG TNE LEAETNG €010V ol peiwon oty
opoAroyikt avtandkpion otov eufoitacud yio CPI kol RV 6g kovtdfia mov vropditovral o
Oepaneio pe oclacitinib og cOyKpiom pe Tovg papTLPES OV dev EAafav. H kKivikn onpacio tov
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TOPOTNPOVUEVOV avTIdpace®v i ta {dha mov eppfortdotniay eved Aapupavay oclacitinib (cOpeova pe
TO GUVIGTAOUEVO S0GOAOYIKO GYNUA) EIVOL AGOENG.

3.9 Oodoi yopnynong kot 60coroyia
T'a xoprynon omd to 6Toa.

H ocvvietdpevn apykn doon givar 0,4 émg 0,6 mg oclacitinib/kg copotikod fapovg, yopnyovuevn amod
TO oTOU, dVO POPEG NUEPNTIMS Yo puéypL 14 nuépeg.

INa ™ Bepaneio cuvtipnong, N id1a d6om (0,4 £mg 0,6 mg oclacitinib/kg copatikov fapovg), Oa
TPEMEL 0T GLVEYELN VoL yopnyeitat povo pia eopd v nuépa. H andpaon yio paxporpodecun
Oepameio cuvtnpnong mpénetl va Paciletol ony eXTIUNOT TG GYEONG 0PELOVS — KIVOUVOL KOTE
nepinTmon.

Ta dokio Apoquel eival pocmpeva, €HYELGTO KOl KATOVUADYVOVTOL EOKOA OO TV TAELOVOTNTO TOV
OKOA®V.

Av1d ta diokia pmopovv va yopnynbodv Le 1 yopic Tpoon.

O mivakog pe TIc 000ELg TUPOUKATO TOPOVSLALEL TOV aplBud TV diokimv mov amaitovvat. Ot
TOUTAETES KOPovTal €DKOAD 0T LEGT KATE KOG TNG EYKOTMNG.

Yopatiké Bapog Heprextik6TNTO KoL 0prOpnoc TV diokiov wov Oa yopnynOsi:
(kg) Tov 6kVAov | Arokia Apoquel 3,6 mg | Awokia Apoquel 5,4 mg | Awokio Apoquel 16 mg
3,044 Y
4,5-5.9 Vo
6,0-8,9 1
9,0-13,4 1
13,5-19,9 A
20,0-22,7* Va A
22,8-26,7* A A
26,8-39,9 1
40,0-54,9 1%
55,0-80,0 2

*EvaAlokTiKa, pmopolv va yopnynbovv 6o diokia tov 5,4 mg.
3.10 ZoprtOpaTe VIEPIOGOA0YINS (KOl KATE TEPITTOGT, PETPA AVTIHETMOTLONG KOL AVTIOOTA)

Ta dwokia oclacitinib yopnynOnkav og vyieic okdAovg Beagle evog étoug, 600 popég Tnv nuépa Yo 6
gBdopdoeg, mov axorovdndnke and yopnynon pio eopd v nuépa yo 20 efdopddeg, oe d6oM
0,6 mg/kg 6.B., 1,8 mg/kg o.p. kot 3,0 mg/kg o.p. yio cuvolikd 26 gfdopdoes.

211c KAMviKEG TapaTnpnoelg Tov Bewpeitan mbavo va oyetiCovtan pe tn Oepaneio pe oclacitinib
weptropfavovrol: aiomekia (Tomikn), Mroua, depuatitida, epbOnpo, ekdopég Kot
EPEAKIOEC/KPOVOTEG, LEGOOAKTOAIEG “ “KVOTEIS™, KoL 010 TV TOJDV.

Ot aALo100ELg depUaTITIONG NNTAV KUPI®MG 0EVTEPOYEVEIC oTNV avarTLEN doB VoG TMV
LEGOJAKTOM®Y TTVYDV, GE £V 1] TEPIOCOTEPA AKPO KATA TN OAPKELD TNG LEAETNG, e TOV aplOud Kot
TV cLYVOTNTA TOLG VO ovEAveTal e TV avénon g doong. Iapatnpndnke Aeppadevoradeia Twv
TEPLPEPIKADV AepPOyayyMwv o€ OAES TIC OUAOES, TOV aEAVOTAY GE GLYVOTNTA e TNV AvENCN TG
d00omg, Kot cuyva oyetiCovtal pe S0 VMOoT TOV HEGOSUKTOAMMY TTUYOV.

To Mhopa Bempndnke oyetilouevo pe ™ Bepameio, aALd Oyt 60G0eEAPTOUEVO.

Agv vTapyeL €101KO aVTIOOTO KOl G TEPIMTOOT) CVUTTOUATOV VITEPSOGOAOYING, 0 oKVAOG Oa Tpémel va
OVTIULETOTIOTEL GUUTTOUOTIKA.
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3.11 Ewwkoi wepropiopoi ypronc kon £101KES ovvONKeg prions, cvpmepriapfavousvov
TEPLOPIOUAY OTI| YP1IOT] AVTIHIKPOPLOKAY KU AVIITOPUCLTIKAV KTVIATPIKAV
QOPULIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KivOLVOS avaTTLENS OvTOYNS

Agv 1oyvet.
3.12 Xpoévor avopovig

Agv 1oyvet.

4. OPAPMAKOAOTI'IKEX IIAHPO®OPIEX
4.1 Kodwkoc ATCvet: QD11AH90.
4.2 @oppoKodVVOUIKI

H oclacitinib givar évag avacstoréng Tov Tpoteivikdv Kivacmv Janus (JAK). Mropei vo, avacstéAAdel T
Aettovpyia evog TANO0VG KLTOKIVDV OV e€apTdvTaL omd TV dpactnprotnta Tov evivuov JAK. I'a
v oclacitinib ot kvtoxivec 6TOYOL €lvar o1 TPOPAEYHOVDIELS 1 £Y0VV KATO10 POAO GTIC OAAEPYIKEG
avtdpdoeic/kvnoud. Qoto6c0, 1 oclacitinib pmopei eniong vo acknoel exidpacn e GAAEC KLTOKIVES
(Yo Tapaidety Lo, EKEIVEG TOV EUTAEKOVTOL GTNV GLUVO TOV EEVIOTI 1) TNV OLLOTOINGT)) LE TNV
TOAVOTNTA, AVETIOVUNT®V EVEPYELDV.

4.3 DoppokoKviTIKI

Metd amd Tov GTOUATOS YOPNYNON 0 GKLAOLS G€ SO0 ToL Kupouvdtay and 0,55 g 0,9 mg
oclacitinib/kg copaticov Bapovg, n mapatnpodpevn pnéon T Cmax Tav 352 ng/ml (kopowvotav and
207 ¢wg 860 ng/ml) 1 omoia mapovoidotnke mepinov 1,7 dpeg (tmax) pHeTd T d601. H nuiceia {on (ti2)
glvan 4,8 dpeg 6T0 TAGGLLOL.

H ovvolikn| kdBapon tng oclacitinib amd to mAdopa nTov xounin - 316 ml/h/kg copatucod Bapovg
(5,3 ml/min/kg copatikod BApovc), Kot 0 pUIVOUEVIKOG OYKOC KATOVOUNG O€ KOTAGTAOT 100PPOTIaG
ntav 942 ml/kg copatikod Papove. H oclacitinib £yl younin cdvdeon Ue TIG TPOTEIVES, pe 10 66,3%
£10¢ 69,7% Vo 0eGUEDETOL OE EUTAOVTIOUEVO TAAGLO, GKDAOD, GE OVOLOGTIKEG GUYKEVIPOGELG TOV
Kopaivovtat and 10 €mg 1.000 ng/ml.

%10 okVOA0 M oclacitinib petaforiletor og moAAamAovg petaPoirites. 'Evag kdplog 0&edmtinog
petafoAritng tavtomodnie 6To TAGCUA Kol 6T 0P,

ZUVOAIKA, 1 KOPLoL 000G OMEKKPLOTG EIvOL O PETABOMGUOG, [LE LIKPT] GUVEICPOPA TNG ATEKKPLIONC
HEC® TV VEPP®V Kot TNG ¥oAns. H avaotoln tov kutoypdpatog P450s tov okvlov givar eAdylot, pe
ICsps, 60 @opéc peyarvtepn omd v mapatnpovpevn péomn Tiu Cmax (281 ng/ml 1 0,833 uM), petd
amo yopnynon omd 1o otope 0,6 mg/kg 6., o peréteg acpdirelog ota (Ha-otdYoLE. ¢ €K TOVTOV, O
Kivouvog 0AANAETIOPAcEDY HETAED LETOPOAITN QAPUAKOV-QUPHAKOD AOY® TNG OVAGTOANG TNG
oclacitinib givon ToAD yopmAdc.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

Agv 1oyvet.
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5.2 Awpkewa omg

Algpxeto LONG TOL KTNVIOTPIKOL PAPHOKEVTIKOD TPOTOVTOS GCOUPMVA LLE TN GLOKEVAGIO TOANONG O
ovokevaoia blister: 3 .

5.3 Iowitepeg mpo@uAaEels KaTd T @OAAEN TOV TPOiIGVTOG

DVAAGGETE GTNV OPYLKT] CUCKEVAGIN Y10l VO TO TPOCTOTEVCETE OO TNV VYPOGia.

Ta vorowma Tufpate Tov dickiov Tpémel vo amobnikebovial ot cuokevacio Tomov blister Kot va
dtvovrtan kaTd TNV EXOUEVT YOPNYNON.

5.4 ®Yon ka1 6HVOEGT TG OTOLYELDOO0VS CVOKEVUGING

Kowyéleg (Blister) and alovpivio/PVC/Aclar (ka0e cepd mepiéyet 10 paocopeva dtokia),
GLOKEVAGHEVA GE Eva eEmTEPIKS YapTIVO KOoLTi. Zuokevacieg Twv 20, 50 1| 100 diokimv.

Mmropel va v KukAo@opoOV OAEG 01 GUCKEVAGIES.

5.5 Ewwkég Tpo@uAaEels amdppyng VoS un yP1oLHoTot)0£vTog KTNVINTPLKOV QUPUUEKEVTIKOV
TPOIOGVTOG 1] GALMV VAMKAV TTOV TPOEPYOVTUL UTTO T1) YP1]O1] TOV TPOIGVTOG, UV VTAPYOLY

Ta eappaxa dev mpénel vo amoppinToviol HECH TOV AVUATOV 1] TV OIKIOK®V OToBANT®V.
XpNOYOTOOTE TPOYPALIOTO ETIGTPOPTC POPUAK®OV Y10 TNV ATOPPLYN U YPTCILOTOOEVTOV
KINVILTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1] GAAMV DAIK®V TOV TPOEPYOVTAL OO TH XPTOT] TOVG
CUUP®VA LE TIG TOTIKEG OMOLTIOELS KOt [LE TUYXOV €BVIKA GLGTAUATO GLALOYNG TTOV 1oYHLOVV YU TO.
GYETIKE KTNVINTPIKA QOPUOKEVTIKA TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/13/154/028-036

8. HMEPOMHNIA NPQTHX EI'KPIXHX

Hpepounvia 1" éyxprong: 12/09/2013.

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY TPOIONTOX

12/2025

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitotl LOVOV LEe KINVIOTPIKT GLVTOYT.
Agmtopepeic TANPoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TTPoiov gival Stabéoiueg ot

Baon dedopévav g EE yuo ta ktnviotpikd mpoidvra.
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ITAPAPTHMA 11
AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévoc.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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INAHPO®OPIEX I1OY HHPEITEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

XAPTOKIBQTIO I'TA KYYEAEX

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Apoquel 3,6 mg diokio ETKAAVUUEVE LE AETTO VUEVIO.
Apoquel 5,4 mg diokio ETKAAVUUEVE [LE AETTO VUEVIO.
Apoquel 16 mg dtokio EMKOAVPUEVO LE AETTO VUEVIO.

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

3,6 mg oclacitinib avd diokio (w¢ oclacitinib maleate).
5,4 mg oclacitinib avd diokio (wg oclacitinib maleate).
16 mg oclacitinib avd diokio (g oclacitinib maleate).

3. XYXKEYAXIA

20 dokia
50 dokia
100 dokia

4.  EIAOX(H) ZQOY(QN)

YKkOA0L.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHE

Xop1ynon ond 10 6TOHa.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

dvidooete oe Beppokpacio pkpotepn tov 25 °C.
Toyov voloina ol dtokia Tpémel va TomobeTovvtar 6to blister kot vo, amoppinToviol av o
ypNoyomoinfovv eviog 3 nuepmv.
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‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHZX IIPIN AIIO TH XPHXH»

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).

‘ 11. OI AEEEIX «KAHOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTOT).

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovy Ta Toudid.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/13/154/001 (2 x 10 doxia, 3,6 mg)
EU/2/13/154/007 (5 x 10 dwoxkia, 3,6 mg)
EU/2/13/154/002 (10 x 10 dokia, 3,6 mg)
EU/2/13/154/003 (2 x 10 dwokia, 5,4 mg)
EU/2/13/154/008 (5 x 10 dwokia, 5,4 mg)
EU/2/13/154/004 (10 x 10 dokia, 5,4 mg)
EU/2/13/154/005 (2 x 10 dwokia, 16 mg)
EU/2/13/154/009 (5 x 10 dwokia, 16 mg)
EU/2/13/154/006 (10 x 10 diokia, 16 mg)
EU/2/13/154/019 (2 x 10 doxkia, 3.6 mg)
EU/2/13/154/020 (5 x 10 dwokia, 3.6 mg)
EU/2/13/154/021 (10 x 10 d1okia, 3.6 mg)
EU/2/13/154/022 (2 x 10 dokia, 5.4 mg)
EU/2/13/154/023 (5 x 10 dwokia, 5.4 mg)
EU/2/13/154/024 (10 x 10 d1okia, 5.4 mg)
EU/2/13/154/025 (2 x 10 dwokia, 16 mg)
EU/2/13/154/026 (5 x 10 dwokia, 16 mg)
EU/2/13/154/027 (10 x 10 diokia, 16 mg)

15. APIOMOX ITAPTIAAX

Lot {apBudc}
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INAHPO®OPIEX IIOY ITPEITEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTOKIBQTIO I'TA KYYEAEX

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Apoquel 3,6 mg pocoueva diokia.
Apoquel 5,4 mg pocopeva diokia.
Apoquel 16 mg poacopevo dioKia.

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

3,6 mg oclacitinib avd diokio (w¢ oclacitinib maleate).
5,4 mg oclacitinib avd diokio (wg oclacitinib maleate).
16 mg oclacitinib avd diokio (g oclacitinib maleate).

3. XYXKEYAXIA

20 dokia
50 dokia
100 dokia

4.  EIAOX(H) ZQOY(QN)

YKkOA0L.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHE

Xop1ynon ond 10 GTOHa.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

DuAdooeTe 6NV APYIKN CLCKEVAGIN Y10l VO TO TPOGTUTEVGETE GO TNV VYPOCiaL.
Ta voloumo TURpTe TOV d1okiov Tpémel vo. amodnikebovial ot cvokevacio TOmov blister Kot va,
dtvovtan koTd TNV EXOUEVT YOPNYTON.
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‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHZX IIPIN AIIO TH XPHXH»

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).

‘ 11. OI AEEEIX «KAHOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTNVIOTPIKT XPTOT).

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev Tpooeyyilovy Ta Toudid.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAYX KYKAO®OPIAX

EU/2/13/154/028 (2 x 10 pacopeva diokia, 3,6 mg)
EU/2/13/154/034 (5 x 10 poocopeva diokia, 3,6 mg)
EU/2/13/154/029 (10 x 10 pacopeva diokia, 3,6 mg)
EU/2/13/154/030 (2 x 10 pooopeva dwokia, 5,4 mg)
EU/2/13/154/035 (5 x 10 pacoueva diokia, 5,4 mg)
EU/2/13/154/031 (10 x 10 pacopeva diokia, 5,4 mg)
EU/2/13/154/032 (2 x 10 pooodpeva dwokia, 16 mg)
EU/2/13/154/036 (5 x 10 pacoueva diokia, 16 mg)
EU/2/13/154/033 (10 x 10 pacodpeva dtokio, 16 mg)

15. APIOMOX ITAPTIAAX

Lot {ap1Buédc}
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IHAHPO®OPIEX I10OY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

(AMEXH) ETIKETA I'TA ®IAAH

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel 3,6 mg diokio emKAAVUUEVE e AETTO VUEVIO
Apoquel 5,4 mg dioKio ETKAAVUUEVE [LE AETTO VUEVIO
Apoquel 16 mg dtokio EMKAAVPUEVO LE AETTO VUEVIO

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

3,6 mg oclacitinib avd diokio (w¢ oclacitinib maleate).
5,4 mg oclacitinib avd diokio (@g oclacitinib maleate).
16 mg oclacitinib avd diokio (g oclacitinib maleate).

3. XYXKEYAXIA

20 dokia
50 dokia
100 dokia

| 4. EIAOX(H) ZQOY(QN)

Za ™

| 5. ENAEIEEIX

‘ 6. OAOI XOPHI'HXHX

Xopfiynon omd 1o oToHa.

‘ 7. XPONOI ANAMONHX

| 8.  HMEPOMHNIA AHEHZ

Exp. {pweeee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

dvrdooete o€ Beppokpacio pikpotepn twv 25 °C.
Toyov vorowna ol diokio TPEMEL Vo TOTOOETOVVTOL GTN PLAAN KOl VO OTOPPITTOVTOL OV OE
ypnopomoinBodv evioc 3 nuepov.
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‘ 10. OI AEEEIX «<AITABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

AWPacTe T0 PUALO 0INYIOV ¥PNONG TPV OO TN XPNOT).

‘ 11. OI AEEEIX «KAIIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1 o).

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXETTIZOYN TA ITAIATIA»

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOddL.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/13/154/010 (20 doxcia, 3,6 mg)
EU/2/13/154/011 (50 dwokia, 3,6 mg)
EU/2/13/154/012 (100 dwokia, 3,6 mg)
EU/2/13/154/013 (20 dwokia, 5,4 mg)
EU/2/13/154/014 (50 dwokia, 5,4 mg)
EU/2/13/154/015 (100 dwokia, 5,4 mg)
EU/2/13/154/016 (20 dwokia, 16 mg)
EU/2/13/154/017 (50 dwoxia, 16 mg)
EU/2/13/154/018 (100 Swokia, 16 mg)

| 15. APIOMOX IAPTIAAL

Lot {apBuoc}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KYYEAH

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel diokio EMKOAVUUEVD LE AETTO DUEVIO.

‘al

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

3,6 mg
5,4 mg
16 mg
oclacitinib

| 3. APIOMOX ITAPTIAAL

Lot {apOuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KYYEAH

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel pacopeva dioxia.

‘al

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

3,6 mg
5,4 mg
16 mg
oclacitinib

| 3. APIOMOX ITAPTIAAL

Lot {apOuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/eeee}

25



B. ®YAAO OAHI'TQN XPHXHX
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DOYAAO OAHT'IQN XPHXHXE
1. Ovopocio T0V KTNVIOTPIKOD QUPUIKEVTIKOU TPOTOVTOG

Apoquel 3,6 mg diokio emukoloppéva pe AETTO VUEVIO Y10 GKOAOVG
Apoquel 5,4 mg d1oKio EMKOAVUUEVO PE AETTO DUEVIO Y10, GKOAOVG
Apoquel 16 mg dickio EXKOAVUUEVO, e AETTO VUEVIO Y10, GKOAOVG

2. YovOeon
Ka0e dioxio emucodlvppévo pe Aemtd VUEVIO TTEPLEYEL:

APUGTIKO GUGTOUTIKO:
3,6 mg, 5,4 mg or 16 mg oclacitinib (®g oclacitinib maleate).

Agvkd £0¢ VTOAEVKO, ETUNIKT SIOKIO ETIKOAAVUUEVO LE AETTTO VUEVIO LE EYKOTT KOl OTIG OVO0 TAEVPEG
Kol eépovv ta ypappoto "AQ" ko "'S", "M" 1 "L" kat otig 000 mAevpés. Ta ypdppata "S", "M" kot
"L" avapépovtal oTIC SLopOPETIKEG TEPIEKTIKOTNTES TV dlokiwv: To "S" gival endvm ota diokia TV
3,6 mg, 10 "M" ota dwokia TV 5,4 mg, katl to "L" ota diokia tov 16 mg.

Ta dokio propodv va yopiotovv og 600 ica pépN.

3. Eion {owv

Y00l

4. OepamevTiKég evoeifelg

T"a ™V avTLETOTIOT TOV KVNGLOV oL GYETILETOL L TNV AAAEPYIKT dEPUATITION GTOVG GKOAOVG.
Mo v avTeTdOnTIoN TOV KMVIKGV GUUTTOUATOV TOV GXETILOVTOL LIE TNV ATOTIKT dEPUATITION GTOVG
GKOAOVG.

5. Avtevoeilelg

Na un ypnoyLonoleital 6€ mePinT®CT LEEPELAIGHNGING GTO dPAGTIKO GVOTUTIKO 1) GE KATOL0 EKJ0Y 0.
Na pn ypnoionoteital 6 GKOAOVG NAKING KpOTEPNS TV 12 punvav 1 Atydtepo amod 3 kg copaticon
Bépovg.

Noa pn ypnoiponoteital 6e GKOAOVS e EVOEIEELS KOTAGTOANG TOV GLVOGOTOWTIKOV, OTTMG
VIEPPAOIOETIVEPPIOIOUOG 1] LE EVOEiEElS Tapovaiag kakonBovg veomiaciog kabdg 1 dpacTiky ovcia
dev €yxel a&roroynBel g AVTES TIG TEPMTMOELC.

6. Ewwkéc mpogidomonoeis

Ewikéc mposldomocElc:
Koapia.

Idwritepeg Tpo@LABGEELS Yo TV 0cQOAN ¥pTon ota £idn Lhmv:

H oclacitinib diapopomoiel to avosomointikd choTnUe avEavovtog Ty evaicincio ce AomEeELg Kat
EMOEWVDOVOVTOG KaTaoTAGES veomlaoiag. Enopévog oxdrotl mov Aapfdvouy 1o KTviaTpiko
QOPUOKEVTIKO TPOidV Ba Tpémet, va TopakoiovBohvtal yio TV avATTLEN AOTUDEEDV Kl VEOTAUCIDV.
Kotd v avtipetdnion tov kvnopob mov oyetiletar pe aliepyikn depuatitida pe oclacitinib, wpénet
va d1epeuvnBovVY KoL VO, AVTILETOTLGTOVV TUYOV LITOKEIEVA otTia (.Y, OAAEPYIKN OO YOAAOLG
deppotitida, deppatitida €& emapng, TpoPikn aAlepyia). EmmAéov, oe mepuntdoelg ahAepyIkng
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OEPHOTITIONG KO ATOTIKNG OePUATITIONG, GLVioTATaL 1] dlepedivnon kat Bepaneio eumhekopévaov
TapayOvVIoOV, OTMG LOAOVOELS arnd Paktnpla, LOKNTEG 1 Tapdotta (T.y. WOAAOVG Kol ydpa).
Aopfavovrog vwoyn v TavoTNT ETIOPACTC G€ OPIGUEVEG KAVIKOTAHOoAOYIKES TapaUETPOLS (PA.
wapdypoeo 7 "AvemBdunto copPavta') cuVIcTATOL TEPLOSIKOC EAEYYOC UE YEVIKT €EETOGT QUOTOG
Kot roynuUik®@v SeIKT®V 6ToV 0pd OTAV To. GKLALG BpickovTal oe pakpoypdvia Oepameia.

ISwaitepeg Tpo@LAGEEIS TOV Tpémet va Aapufdvovtol 0md To GToo TOL YOPNYEL TO KINVIOTPIKO
OoPpUOKEVTIKO TTPoidV oe Lda:

ITAévete ta xépla petd ) xopnynon.

X mepinton mov katd Adbog vrdpéel katdmoon, vo, avalnTioete apécms wTptkn fondeta kot va
emdeiEETE OTOV 1UTPO TO ECOKAEIGTO PVAAO 001 YLDV YPOEWMS T} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

[dwaitepec TPOPLAGEEIC YO TNV TPOCTAGIO TOV TEPPAALOVTOC:
Agv 1oyvet.

Eyxopocivn kot yohovyio.:

H aocpdeia tov ktviaTpicod popUOKEVTIKOD TPOTioVTOg dev £xel amoderyfel Katd tn didpkela g
KONONG KOl TNG YOAOLYIOG, 1) TNG AVOTUPOYMYNS TOV APCEVIKMOV GKOAMVY, ETOUEVMG OE CUVIGTATOL )
YAPNOM KOTA TN SLpKELR TNG KONOTG, TNG YaAOVYiaG, | 6& GKOAOLS oV Tpoopilovtat yio
ovoTopoy Y.

AMNAemdpaoelg pue GAAD QOPUOKEVTIKE TPOTOVTA Kot GALEC HOPQEG OAANAETIOpAONC:

Agv mapotnpnniay aAAnAemidpdoeic peTabd eapuakoy oe peréteg tediov, 6mov to oclacitinib
YOPNYNONKE TOVTOYPOVA LE KTNVIATPIKA QOPUUKEVTIKE TPOIOVTO TOV YopnyoHvTal Guyvd, OTWS EVO0-
Kol eEMTOPACITOKTOVO, OVTIUIKPOPLOKE, KOl AVTIPAEYHOVAOIN OEPUAKOL.

"Exetr pedetn0el n emintwon g yoprynong oclacitinib otov gpfoitacpod pe {oVTava Tpomomomuéva
gupoioa, mapPoid tov oxdrov (CPV), 16 g vocov tov Carre (CDV) kot 10 g parainfluenza (CPI)
Ko adpavomompévo pPorto katd g Aooag (RV), oe veapd kovtafio nikiog 16 eféopddmy.
Emtevynke o emopkng avocoloyikn amdvinon (opoAoyukd) petd tov epfoitacud yioo CDV kot
CPV, 6tav ota kovtdfra xopnynnke oclacitinib og d6on 1,8 mg/kg copatucov Bapovg (c.B.) dvo
@opég Nuepnoing enl 84 nuépes. Qo1dG0, TO EVPNLATA AVTAG TN LEAETNG €010V Lol peiwon oty
oporoyikY| avtamokpion otov epfoiacud yia CPI kot RV og kovtdfia mov vrofdAriovtal oe
Oepameio pe oclacitinib og cOyKpiom pe Tovg paptupeg mov dev Eafov. H kAvikn onpocio tov
TOPOTNPOVUEVOV avTIdpace®v i ta {da mov eupfoAitdotniay eved Aappavav oclacitinib (cOpeova pe
TO GUVIGTAOUEVO HOGOAOYIKO GYNLLAL) EIVAL AGAPTG.

Yrepdocoroyio:

Ta dokia oclacitinib yopnynOnkav ce vyieic ckdAovg Beagle evog étovg, 600 popéc Tnv nuépa yuo 6
gfdoudoeg, mov axoAovdndnke amd yopnynon pia eopd v nuépa yio. 20 efdopddeg, og d6oM

0,6 mg/kg .B., 1,8 mg/kg 6.p. ko 3,0 mg/kg o.B. yio. cuvorikd 26 efdopades. TTig KMVIKEG
TopATNPNOELS TOL Bewpeitor mbavo va oyetilovion e ) Bepamneia pe oclacitinib mepthappfdvovrat:
olorexio (tomikn), MMAopa, deppatitida, epvinua, exdopés Kot eQeAKIde / KPOVOTEC, LEGOOAUKTOMES
"KOoTES", KOl OION U TOV TOJDV.

Ot aAhodoels deppatitidag fTav Kuping devtepoyeveic otnv avamtvén dobmvwong tov
UEGOOAKTOAMMV TTVYDV OE £VOL 1] TEPLGSOTEPO GIKPA, KOTA TN OApKELN TNG LEAETNG, LE TOV aplOud Kot
TNV GUYVOTNTA TOVG Vo av&avetal pe v avénon g doong. [apatnpndnke Aeppadevonddeio Tmv
TEPLPEPIKDOV AEUPOYUYYAM®V GE OAES TIG OUAOES, TOV AVEAVOTAV GE GLYVOTNTO LE TNV oOENGT TNG
doomc, Kat ovyvd oxetilovral pe S00MvmoT TV LECOOAKTUAI®V TTUYMV.

To MAopa Bewpidnke oxetilduevo pe  Bepameio, oAl Oyt 60G0eEAPTOUEVO.

Agv vtapyet €181KO aVTIO0TO KOl G TEPIMTOOT) CLUNTOUATOV VITEPSOGOA0YING 0 GKOAOG B Tpémet val
OVTILETOTIOTEL GUUTTOUOTIKA.

E1d1koi mepropiouoi ypronc kot e1dikéc cLVONKES YpNoNc:
Agv 1oyvet.
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Kopiec oocvupatotntec:
Agv 1oyvet.

7. AvemO@opnro coppavra

2KOAoL

IToAb cuyva (>1 Lwo / 10 vrd Beponeia {ha):

TLOdEPUA, dEPUATIKG OYKidLo, ONAmu

Suyvd (1 éwc 10 Loa / 100 vro Bepameio (Hay):

MBapyoc, Arwpa, ToAvduyio, avénuévn opeén

vavtia, £UeTog, didppota, avopesio

IOTIOKVTTOMO, LUKNTIOKEG LOADVGELS TOV OEPLLOTOG, TOOOJEPLATITION
oTitda

Aeppadevomddelo

KLGTITION

embeTikdTNTO

Mo onavia (<1 {mo / 10.000 vad OBepancio {da, COUTEPILAUPOVOUEVOV TOV LEUOVOUEVOV
avaQOPMOV):

ovorpio, AELQOLLN, OTOGUOC

Ot petaporég oty kKhvikn mtaboroyia wov oyetilovral pe ) Oepaneio neplopioTnKay e o avénon
NG WEGNG YOANCTEPOANG TOV OPOV Kol LEIDOT) TOV PHEGOL apLoD AEVKOKLTTAP®Y, ®GTOGO, OAEG O1
UEGES TYEG TAPEUELVAY EVTOG TOL EDPOVS AVOPOPAS Tov gpyactnpiov. H peimon oto péso apbpd
AEVKOKVTTAP®OV TTOL TTapatnpNOnKe oe okOAOVG oL EAafav oclacitinib dev Tav TPOOSELTIKY KoL
EMNPEACE TOV PO OA®V TOV AEVKOV apoc@alpiov (Tov apliud Tov ovdetepdpiiny, TV
NOSIVOPIL®V KOl TOV LOVOKLTTAP®OV), EKTOC amd Tov 0plfud Tov Aepgokuttdpmy. Kapio arnd avtég
TIG HETaPOAEG TNV KAMVIKY TaBoAoyio dev ELPOVIGTNKE KAVIKE GNUOVTIKY.

[Moa 6t agopd oty gvaicOncia oe Aoyméelg Kot veomhaoies, PA. mapdypapo 6 "Eiducég
TPOEOOTONGELS".

H avagopd avembountov coppdviav etvar onpavtiky. Emitpénet  cvuveyn mapakorlovbnon g
aoQAAELnG EVOC TPOidvTOoC. Edv mopatnproete 0moladnmote avemBounTn evEPYEL, OKOLO Kol oV OgV
OVOQEPETAL GTO EGOKAEIGTO GUAAO 0ONYIDV ¥PoNG 1] GUEPAAAETE Y10 TNV ATOTEAEGLATIKOTITO TOV
QOPUAKOV, TAPUKOAEICOE VO ETIKOVOVIGETE, KATOPYAC, LE TOV KTNviaTpd coc. Mropeite emiong va
OVOQEPETE OTOLUONTOTE AVETBVUNTU GUUPAVTA GTOV KATOYO TNG AOEL0S KUKAOPOPTLOG
YPNOOTOIDVTAG TO GTOLYEID EMKOWMVING GTO TEAOG AVTOV TOL PVAAOL 001 YLDV ¥P1IoNG, 1| HEGH TOV
€0vikod 60G cLGTAATOC avapopdg {oTotein eBVIKOD CLGTAUOTOC).

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yop1ynong

T'a xoprynon omd to oToa.

H ocvvietdpevn apyikn d6om tov dickiov tov Apoquel Tov npénet va AaPel 0 GkOAOG TPETEL VAL
avtiotolyel o€ 0,4 ém¢ 0,6 mg oclacitinib/kg copatikod Bdpovg, xopnyovpevn omd 1o otda, VO
Popég nuepnoing yia péxpt 14 nuépeg.

IMo ) Bepaneio cuvtipnong (petd tig Tpdteg 14 nuépeg g Bepameiag), n idwa 66om (0,4 £mg 0,6 mg
oclacitinib/kg copoatucod Bdpovg), Oa mpémel ot cuvEKELd va yopnyeital povo pia eopd v nuépa. H
andeaoct Yo pakpoypovia Bepaneio cuvtipnong Ba npénet va Pacileton o€ a&loAdynon g oxéong

0PEAOVG-KIVOUVOL amd ToV LTEVOVVO KTNVINTPO KATH TEPITTOOT.

Av1d ta diokia pmopohv va yopnynbovv pe 1 xopig Tpoon.
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[MopakaAeiote vo deite TOV TOPAKAT® SOCOAOYIKO TIVOKO TOV TAPOLGIALEL TOV 0plBUd T®V dioKimv
OV ATALTOVVTOL DGTE Vo eMtevyBel n cvuvieTdpevn 060n. Ot TourAéTeg KOPovTal EDKOAN KOTA PKOG

NG EYKOTNG.

Topatiko Bapog eprekTikoTnTa kKo aplOpog Tov diokicv Tov Oa yopnynoOei:
(kg) Tov okAOV | Alokia Apoquel 3,6 mg | Awokia Apoquel 5,4 mg | Avokia Apoquel 16 mg
3,044 )
4,5-5,9 72
6,0-8,9 1
9,0-13,4 1
13,5-19,9 s
20,0-22,7* ) Vs
22,8-26,7* 72 Vs
26,8-39,9 1
40,0-54,9 1%
55,0-80,0 2

*EvaAlokTiKd, pmopovv va yopnynbovv 6o diokia tov 5,4 mg.

9. Odnyieg 7o ™) o611 YOp1 YN OGN

Ot oKOAOL TPEMEL VO TAPOKOAOVOOVVTOL LE TPOGOYN KETE TN XOPTYNOT DOOTE VO SIUCPUAICTEL 1)
Katdmoon tov kdbe diokiov.

10. Xpdvor avapoviig

Agv 1oyvet.

11. EIAIKEX XYNOHKEZX AIATHPHXHX

Na puidooetal o€ 0éom, TV onoia dev PAETOVY Kot dev TPOoceYYilovy Ta, TOLOA.

dvAdocete og Beppokpaocio pkpotepn tov 25 °C.

Toyov vtolomo Hicod diokio Tpémet vo Tonobeteitol Tiow oTo avorypévo blister kot va, amodnkeveTon
oV apyKn xéptvn cvokevacio | otn eéAn HDPE (yio péyioto ypovicd didotnua 3 nuépeg).
Na pun ypnoonoteital 0vTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PETA TNV NUepopnvia AENG mov
avaypdaeetat oto blister ™ eudAn petd to Exp.

12. Ewwkég mpo@uragers amoppryng

Ta eapuoke dev TPEMEL VO OTOPPITTOVTAL HECH TOV ADUATOV | TOV OIKIUK®OV OTOPANTOV.
XPMOYLOTO|OTE TPOYPALLOTE ETGTPOPTS GUPULAKOV Y10 TNV OTOPPIYN U XPTCLLOTOOEVTOV
KTNVIOTPIK®OV QUPHOKEVTIKMOVY TPOIOVTMOV 1] GALDY DAIK®V OV TPOEPYOVTOL OO T ¥P1OT) TOVG
GOLPOVA [LE TIC TOTIKEG AOLTNOELS KO e TUYOV 1oyvovTo, eBvikd cvotiuate cvAlloyng. To puétpa

OVTA OTOCKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

Yuppovievbeite Tov KTNVIOTPO GaG Y10 TOV TPOTO ATOPPIYNG TOV YPNCUYLOTONOEVTOV PUPUAK®V.
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13. Ta&wvopnon TOV KTNVIOTPIKAV QUPUIKEVTIKOV TPOIOVTOV

Noa yopnyeitotr LOVOV LEe KTNVIOTPIKT GLVTAYT.

14. ApwOpoi Go€10C KUKLOPOPIOG KO GUGKEVUGIES
EU/2/13/154/001-27
Ta diokio OA®V TOV TEPIEKTIKOTNTMV Eival cuckevaouéva og blister gite amd ahovpivio / PVC / Aclar

gite and adovpivio PVC/PVDC (kB cepd mepiéyet 10 diokio emkaivppéva e AETTO LUEVIO),
GLOKELACUEVE O Eva eEDTEPIKO YapTIvo Kovti, | Aevkr] HDPE mhaotikn guodn pe topa aopoleiog

yio add. Zvokevaocieg tov 20, 50 1§ 100 diokimv.

Mmropei va unv KuKAOPOPOLV OAEG Ol GUOKEVAGIEC.

15. Hpepopnvia televtaiog avade@pnong Tov GUALOV 00YIAV YPNONS

12/2025

Agntopepeic TANPoPopieg Yo TO €V AOY® KINVIOTPIKO QOPUOKEVTIKO TTPoiov gival Sabéoiueg ot

Baon dedopévav g EE yuo ta ktnviotpikd mpoidvra.

16. Xtoyyeio emkovoviag

Kéiroyog tne Gos10¢ KUKAOQOPINC KO GTOLYELN ETKOWVMVIOS YO TV 0va@opd THovoAoyoOLEV®V

avemOUNTOV EVEPYELDV:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny6auka buarapus
Ten: +359 888 51 30 30
zoetisromania(@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com
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mailto:pharmvig-nl@zoetis.com

Eesti
Tel: +370 610 05088
zoetis.estonia@zoetis.com

El\Gda
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain(@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

sland
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvnpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia(@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal@zoetis.com

Romaénia
Tel: +40785019479
zoetisromania(@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

Tapackevaotic vTevduvoc Yo TV arelevdépmwon TV TaPTIdWV:

Pfizer Italia S.r.l.

Viale Del Commercio 25/27
Ascoli Piceno

63100

Italia

1
Zoetis Belgium
Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo
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17. Alheg mAnpo@opisg

H oclacitinib givar évag avactoréag TV Tpoteivikdv Kivacmv Janus (JAK). Mropei va avaoctélhel T
Aertovpyia evog TAnBovg Kutokvav Tov eEaptmvtal and TV dpactnptotnta Tov evivpov JAK. Ta
v oclacitinib ot Kvtokiveg aTOYOL €ival 01 TPOPAEYLOVAIELG 1) £XOVV KATO10 POAO OTIG OAAEPYIKEG
avTopacelc/kvnopnd. Qotdco, n oclacitinib pmwopel enione va 0oknoel EXIOPACT 6€ GALEC KOTOKIVES
(Y10 Tapdderypa, EKEIVEG TOL EUTAEKOVTOL GTNV GpLVE TOV EEVIGTN 1 TNV OLUOTOINGT)) UE TNV
TOAVOTNTA AVETIOOUNTOV EVEPYEILDV.
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®YAAO OAHTTQN XPHXHX
1. Ovopocio T0V KTNVIOTPIKOD QUPUIKEVTIKOU TPOTOVTOG
Apoquel 3,6 mg pocopeva diokio Yo GKOAOVG
Apoquel 5,4 mg pacopeva diokio Yoo oKOAOVG
Apoquel 16 mg pocodpeva diokia Yoo GKOAOVS
2% YovOeon

Kd&0e pacmpevo diokio mepiéyet:

APUOTIKO GVGTOUTIKO:
3,6 mg, 5,4 mg or 16 mg oclacitinib (¢ oclacitinib maleate).

Avoyth £m¢ oK0VPO. KOPE SIACTIKTO, LUGCMEVE O10KI0 GYNUATOG TEVIOYMVOL UE EYKOTEG Kl OTIS 000
mhevpéc. Ta diokia @Epovv avayAveeg evoei&elg pe v avtiotoyn meplekTikoTnTo («S S» Y1 T

3,6 mg, «M M» yia ta 5,4 mg kot «L Ly yuo ta 16 mg).

Ta dokio propovv va yopiotovy og 600 ica pépN.

3. Eion {owv

YO0l

4. OepamevTiKég evoeifelg

T"a ™V avTILETOMTIOT TOV KVNGLOV oL GYETILETOL L TNV AAAEPYIKT OEPUATITION GTOVG GKOAOVG.
Mo v avIeT®dOnTIoN TOV KMVIKGV GUUTTOUATOV TOV GXETILOVTOL LIE TNV ATOTIKT dEPUATITION GTOVG
GKOAOVG.

5. Avtevoeilelg

Na un ypnoyLonoleital 6€ mePinT®CT LEEPELAIGHNGING GTO dPAGTIKO GVOTUTIKO 1) GE KATOL0 EKJ0Y 0.
Na pn ypnoonoteitarl 6 GkOAOVG NAKING PKPOTEPNG TV 12 unvav 1 Ayotepo and 3 kg copoticon
Bépovg.

No pn ypnoiponoteital 6e GKOAOVS e EVOEIEELS KOTAGTOANG TOV GLVOGOTOWTIKOV, OTTMG
VIEPPAOIOETIVEPPIOIOUOG 1] LE EVOEIEEIS Tapovaiag kakonBovg veomiaciog kabdg 1 dpacTiky ovcia
dev €yel a&roroynBel og AVTEG TIG TEPTTMOELC.

6. Ewwkéc mpogidomonoeis

Ewikéc mposldomocElc:
Koapia.

Idwritepeg Tpo@LABGEELS Yo TV 0cQOAN ¥pTon ota £idn Lhmv:

H oclacitinib diapopomoiel to avosomointikd choTnUe avEavovtog Ty evaicincio ce AomEeELg Kat
EMOEWVDOVOVTOG KaTaoTAGES veomlaoiag. Enopévog oxdrotl mov Aapfdvouy 1o KTviaTpiko
QOPUOKEVTIKO TPOidV Ba Tpémet, va TopakoiovBohvtal yio TV avATTLEN AOTUDEEDV Kl VEOTAUCIDV.
Kotd v avtipetdnion tov kvnopob mov oyetiletar pe aliepyikn depuatitida pe oclacitinib, wpénet
va d1epeuvnBovVY KoL VO, AVTILETOTLGTOVV TUYOV LITOKEIEVA otTia (.Y, OAAEPYIKN OO YOAAOLG
deppotitida, deppatitida €& emapng, TpoPikn aAlepyia). EmmAéov, oe mepuntdoelg ahAepyIkng
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OEPHOTITIONG KO ATOTIKNG OePUATITIONG, GLVioTATaL 1] dlepedivnon kat Bepaneio eumhekopévaov
TapayOvVIoOV, OTMG LOAOVOELS arnd Paktnpla, LOKNTEG 1 Tapdotta (T.y. WOAAOVG Kol ydpa).
Aopfavovrog vwoyn v TavoTNT ETIOPACTC G€ OPIGUEVEG KAVIKOTAHOoAOYIKES TapaUETPOLS (PA.
Tapdypoo 7 < AvemBounta cvuPavia’’) cuvieTatal TEPLodIKOg EAEYYOG LE YEVIKT EEETAOT QIOTOC
Kot LoynuUik®@v SeIKT®V 6ToV 0pd OTAV Ta GKLAA BpickovTol oe pakpoypdvia Oepameia.

Ta dwokia gival apopaticpéva. o v anoevyn katdroong Kotd Aabog, PLAAGGETE To d1oKio o8
acQUAEG LEPOG TOL dev mpooeyyilovv ta {da.

Idwitepeg Tpo@uAdEeic Tov mpémet va AapuPdvoviol amd To GTOUOo TOL YyOPNYEL TO KTNVINTPLKO
QopuokevTKd Tpoidv oe {dau:

[TAévete ta xépla petd tn yopnynon.

e mepinTon Tov KaTd AdBog vdpéel Katdmoon, va avalntmoete apécmc wTpikn fondeta Kot vo
emOEiEeTE GTOV 1UTPO TO ECMOKAEIGTO PVALO 00T YLDV YPNOEMC T} TNV ETIKETO TOL POPLOKEVTIKOD
TPOIOVTOC.

H xatdmroon awtod tov mpoidvtog pumopei va eivon emPAafng yio ta wodd. o v amopuyn
Katdmoong Kotd Aabog, yopnyeite to (t0) dickio(a) 6TOV OKOAO AUECMOG LETE TNV OLQAIPEST) OO TN
GVOKELAGIN TOTOVL blister.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAAAOVTOC:
Agv 1oy0et.

Eyrxvpocivvn kot yoiovyio:

H acpddeio 1o kviaTpikod QopLOKEVTIKOD TPOTOVTOG Oev £xel amodelybel Katd Tn didpkela g
KONONG KAt TG Yolouyiag, 1 TNG OVATAPAY®YNS TOV OPCEVIKOV CKOAMV, EMOUEVMG O GUVIGTATOL 1)
¥PNOM KOTA TN d1dpKela TG KONONC, TNG YoAoLYioG, 1| 6€ GKOAOLE oL TTpoopilovTal yio
OVOTTOPOY Y.

AlMniemdpdoelc e GAAL QOPUOKEVTIKA TPOTOVTA Kol AALES HOPPEC aAANAeTidpaonc:

Agv mapompnOnkay aAAnAemdpdoeic petald eapudkoy oe peréteg mediov, 6mov to oclacitinib
YOPNYNOMNKE TAVTOYPOVA LLE KTNVIOTPIKA QOPLOKEVTIKE TPOTOVTO TOV YOPNYOVVTOL GLYVE, OTMG EVOO-
Kol EEOTOPAGITOKTOVE, OVTIKPOPLOKA, KOl OVTIQAEYLOVAOT] PAPLLOK.

"Exel pedetn0el n exintwon g yoprynong oclacitinib otov gpfoitacud pe (ovtava Tpomomomuéva
gupora, mapPoio tov okvAov (CPV), 16 ¢ vocov tov Carre (CDV) kot 16 g parainfluenza (CPI)
Kot adpavomotnpévo epfoito katd e Avooag (RV), og veapd xovtdfia nhikiog 16 efdopddwmv.
Emtevynke o emopkng avocoloytkn amdvinon (opoAoywkd) petd tov epPoitacud yioo CDV kot
CPV, 6tav ota kovtafio yopnyninke oclacitinib oe 06on 1,8 mg/kg copatikod fapovg (6.5.) 600
@opéc nuepnoing eni 84 nuépeg. QoT060, TO EVLPNUATA AVTNG TNG HEAETNG £de1&av pia pelmor otV
oporoYIKY| avtamokpion otov epfoitacud yia CPI kot RV og kovtdfia mov vrofdiiovtal og
Bepamneio pe oclacitinib e cUyKplon pe Tovg papTupes mov dev EAafav. H kKAvikn onupoacio tov
TOPOTNPOVUEVOV avTIdpace®V i ta {da mov eupfortdotniay eved Aapupavay oclacitinib (cOpeova pe
TO GUVIGTAOUEVO S0GOAOYIKO GYNUA) EIvVOl ACOENG.

Ynepdoooroyia:

Ta dwokia oclacitinib yopnynOnkav og vyieic okdAoLg Beagle evog étovg, d0o popég v nuépa yia 6
gBdopadeg, mov akohovBNONKe amd yoprynon pic popd v nuépa yro 20 efdopddec, oe do6oM

0,6 mg/kg o.p., 1,8 mg/kg 6.p. ko 3,0 mg/kg 6.B. yio. cuvorikd 26 efoopndades. TTig KMVIKEG
TopaTNPNCELG TOL Bempeitan mBavo va oyetilovtan pe ) Oepamneio pe oclacitinib tepthappdvovta:
odomekia (Tomkn), NAopa, deppotitida, epuONUA, EKOOPEC KoL EPEAKIOES/ KPOVOTEC, LECOOUKTVALEG
““k0oTEg’’, Kot oldN o TV TOdUDYV.

Ot aALo10oELg depraTiTIdng NTAV Kupimg d0eVTEPOYEVEIG oTNV avarTLEN doB VoG TV
LEGOJAKTOM®Y TTVYDV G £VA 1) TEPICCOTEPA. AKPO. KOTA TN SIAPKELN TNG HEAETNG, LE TOV aplBud Kot
TNV cLYVOTNTA TOLS VO ovEAveTaL e TNV avénon g doong. Iapatnpndnke Aeppadevoradeia Twv
TEPLPEPIKADV AePPOYoyyMwV o€ OAES TIC OUAOES, TOV aEAVOTAY GE GLYVOTNTA e TNV avENCN TG
d00Mg, Ko GuYVA oyetiCovTol pe o VmOoT TOV HEGOSAKTOAMY TTUYOV.

To Mhopa Bempndnke oyetilopevo pe ™ Bepameio, aAld Oyl 60G0eEAPTOUEVO.
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Agv vtapyet €181K0 avTIS0TO KOl G TEPIMTOOT) CLUNTOUATOV VITEPSOGOAOYING 0 GKOAOG B Tpémet val
OVTILETOTIOTEL GUUTTOUOTIKA.

E1d1koi mepropiouoi ypronc kot e1dikéc cLVONKES YpNoNc:
Agv 1oyvet.

Kopiec oocvupatotntec:
Agv 1oyvet.

7. AvemOopnto coppavra

YxOAoL

[ToAb cuyva (>1 Lwo / 10 vid Bepomeio {ha):

TLOdEPUA, dEPUATIKG OYKidLo, ONAmuU

Suyvd (1 éwc 10 Loa / 100 vro Bepameio (Hay):

MBapyoc, AMrwpa, ToAvduyio, avénuévn opeén

vavtia, £UeTog, d1dppota, avopesio

IOTIOKVTTOMO, LUKNTIOKEG LOADVGELS TOV OEPLLITOG, TOOOIEPLATITION
oTitda

Aeppadevomddelo

KUGTITION

embeTikdTNTO

Mo omavia (<1 {mo / 10.000 vrd Bepancio (DA, CLUTEPIAAUPOVOUEVOV TOV LELOVOUEVDV
oVaQOPMOV):

ovorpio, AELQOLLN, OTOGUOC

Ot petaporég oty kKhvikn mtaboroyia wov oyetilovtal pe ) Oepaneio meplopionKay e o avénon
NG HEGNG YOANGTEPOANG TOV OPOV Kol LEIDOT) TOV PHEGOL apBLOD AEVKOKLTTAP®Y, ®GTOHGO, OAEG O
HECEG TYEC TAPEPEIVAY EVTOG TOL EDPOLG OVAPOPAS Tov gpyactnpiov. H peimon oto péso apbud
AEVKOKVTTAPOV TTOL TTapaTnPNONKe oe okOAOLG oL EAafav oclacitinib dev Tav TPOOdELTIKY KO
EMNPEACE TOV PO OA®V TOV AEVKOV apoc@alpiov (Tov aplipud Tov ovdetepdpiioy, TV
NOGIVOPIL®V KOl TOV LOVOKLTTAP®V), EKTOC amd ToV aplfud tov Aeppokuttdpmny. Kapia and avtég
TI¢ peETaPoréG oty KMvikY Taboroyia dev ELOOVIGTNKE KAVIKE GNUOVTIKY.

T"a 611 apopd oty evancOncio oe LoudEelc katl veomhacies, PA. mapdypoo 6 “Eidikég
TPOEWOTONGELS .

H avagopd avembountov coppdviav etvar onpoavtiky. Emitpénet n ocvuveyn mapakorlovbnon g
ao@AaAELag eVOC mPoidvToc. Edv mapatnproete omoladnmote avemBountn evEPYEL, OKOLO Kol oV OgV
OVOPEPETUL GTO ECAOKAEIGTO PVAAO 0ONYIDV YPNoNG 1 OUPPAALETE VIO TNV OTOTELECUATIKOTITO TOV
QOpUAKOV, TAPOKOAEICOE VO EMIKOVOVIACETE, KATOPYAS, LE TOV KTNviaTpd coc. Mropeite eniong va
OVOQEPETE OTOLUONTOTE AVETBVUNTA GUUPAVTA GTOV KATOYO TNG AOEL0C KUKAOPOPLOG
YPNOLOTOIDVTAG TO GTOLYEID EMKOWMVING GTO TEAOG AVTOV TOL PVAAOV 001 YLDV ¥P1IoNG, 1| HEGH TOV
€0vikod 60 cLGTAATOC avapopdg {oTotein eBVIKOD CLGTAUOTOC).

8. Aocoloyia Yo kKGO €id0g, TPOTOS KA 0001 Yop1ynong
T xoprynon omd to oToa.
H ocvvietdpevn apyikn d6om tov dickiov Tov Apoquel Tov npénet va AaPel 0 GKOAOG TPETEL VAL

avtiotolyel o€ 0,4 ém¢ 0,6 mg oclacitinib/kg copatikod Bdpovg, xopnyovpevn omd 1o otda, VO
Popég nuepnoing yia péxpt 14 nuépeg.
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IMa ™ Bepancio cuvtipnong (uetd Tig Tpdteg 14 nuépeg g Bepameiag), n idwa 66om (0,4 £mg 0,6 mg
oclacitinib/kg copaticod Bapovg), Ba Tpémel ot cuvérEla va xopnyeitol povo pio popd v nuépa. H
andeaoct Yo pakpoypovia Bepaneio cuvtipnong Ba npénet va Pacileton o€ a&loAdynon g oxéong
0PEALOVG-KIVOUVOV amtd TOV LTEVOVVO KTNVINTPO KATH TEPITTOOT.

Ta dwokio Apoquel eivar pocmpeva, €HYELGTO KOl KATOVOADYVOVTOL EOKOAMN OO TV TAELOVOTNTO TOV
OKOA®V.

Av1d ta diokia pmopoHv va yopnynbodv LE 1 xopig Tpoon.
Mopakareiote vo deite TOV TOPAKAT® SOCOAOYIKO TIVOKN TOV TAPOLGIALEL TOV 0plBUd T®V diokKimv

OV OTOLTOVVTOL MOTE Vo MTeEVYOel 1 cvvicTdpevn d0om. Ot ToUTAETEG KOPOVTOL EDKOAN KOTA KOG
NG EYKOTNG.

Yopotiké papog MeprekTikotTnTo Kon aprBpidg Tov dickimv mov 0a yopnynoei:
(kg) Tov okbAOV | Awokia Apoquel 3,6 mg | Awkio Apoquel 5,4 mg | Avokia Apoquel 16 mg
3,044 Ya
4,5-59 )
6,0-8,9 1
9,0-13.4 1
13,5-19,9 A
20,0-22,7* Ya Vs
22,8-26,7* Ya Ya
26,8-39,9 1
40,0-54,9 1%
55,0-80,0 2

*EvaAlokTiKd, pmopovv va yopnynbovv 6o diokia tov 5,4 mg.

9. Odnyieg 7o ™) cOTI| YOP1YN OGN

Ot oKkOAOL TPEMEL VO TAPOKOAOVOOVVTOL LE TPOGOYN KETE TN XOPTYNOT DOOTE VO SIUCPUAICTEL 1)
Katdmoon tov kdbe diokiov.

10. Xpdvor avapoviig

Agv 1oyvet.

11. EIAIKEX YYNOHKEX ATATHPHXHX

Na pvidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPOceYYiLovy Ta. TOLOA.

DVAAGGETE GTIV APYIKT] GLOKEVAGIN Y10 VO TO TPOCTOTEVGETE OO TNV VYPOGiaL.

Ta vréAoUTe TUNHOTA TOV JIOKIOV TPEMEL VO ATOONKEVOVTUL GTN GLOKEVAGIN TOTOL blister Kot va
dtvovrton kaTd TNV EXOUEVT YOPNYNON.

No pn ypnoiponoteital avtd 10 KTNVINTPIKO QOPUAKEVTIKO TPOIOV LETE TNV UepOoUNnVia ANENG OV
avaypdaeetot oto blister petd To Exp.

12. Ewwkég mpo@uragers amoppryng

Ta pappoxo dev TPETEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1| TOV OIKIOKOV OTOPANTOV.
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XP1OYLOTO|OTE TPOYPALLOTE ETGTPOPTS PUPULAK®OV Y10 TNV OTOPPIYN U XPTCILOTOMOEVTOV
KTNVIOTPIKOV QOPUOKEVTIKDV TPOIOVI®V 1] GAAMV VAIK®V TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG AOLTIOELG KO e TUYOV 1oybovTa, Bvikd cvotipate cvAloyng. To pétpa
OUTA OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

Yopupovievbeite Tov KTNVIOTPO GO Y10 TOV TPOTO ATOPPIYNG TOV YPNCUYLOTONOEVTOV PUPUAK®V.

13. Toa&vépnon TOV KTVIOTPIKAOV QUPLIKEVTIK®OV TPOTIOVTMV

Na yopnyeiton LOVOV [e KINVIOTPIKY GLVTAYY.

14. ApwOpoi 4og10g KUKLOQOPIOGg KO GVGKEVUGIES
EU/2/13/154/028-036

Kvowyéheg (Blister) and alovpivio/PVC/Aclar (kdbe oepd mepiéyet 10 pacmpeva diokia),
GUOKEVAGIEVA G Eva EMTEPIKS YApTIVO KOoLTI. Zuokevacieg towv 20, 50 1§ 100 diokimv.

Mmropei va unv KuKAOQPOPOLY OAEG Ol CUGKEVAGIEC.

15. Hpepopnvia televtaiog avade@pnong Tov GUALOV 00OV YPNONS
12/2025

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVINTPIKO QOPLOKEVTIKO TPoiov gival Sabéoieg ot
Baon dedopévav g EE yuo ta ktnviotpikd mpoidvra.

16. Xtoyyeio emkovoviag

Kdrtoyoc tne 4de10g KukAOQOPpiog TapacKEVAOTNE VIEVOVVOC Yo TNV OTOSEGUEVCT) TOV TAPTIOWMV Kol
GTOLYELD ETIKOWV@VIOG Y10 TNV ava@opd TOavoAOYOOUEVOV oVETIOOUNTWOV EVEPYELDV:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

Béiyo

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny6auka boarapus
Ten: +359 888 51 30 30
zoetisromania(@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com
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Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti
Tel: +370 610 05088
zoetis.estonia@zoetis.com

EALGoa
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

sland
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvnpog
TnA: +30 210 6791900
infogr(@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

17. Ahheg minpogopieg

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia(@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal(@zoetis.com

Roménia
Tel: +40785019479
zoetisromania(@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

H oclacitinib givat évag avactoréng TV Tpoteivikdv Kivacmv Janus (JAK). Mropei va avactélhel T
Aertovpyia evog TAnBovg Kutokvav Tov eEaptmvtal and TV dpactnptotnta tov evivpov JAK. Ta
v oclacitinib ot kvtokivec 6TOYOL Elvar 01 TPOPAEYLOVDIELS 1 £YOVV KATOL0 POAO GTIC OAAEPYIKEG
avtdpdoeic/kvnoud. Qotoc0, 1 oclacitinib pmopei eniong vo acknoel exidpacn e GAAEC KLTOKIVEG
(Y10 Tapdderypa, EKeiveg TOL EUTAEKOVTOL GTNV GpLVE TOV EEVIGTA 1 TNV OLUOTTOINGT)) UE TNV

mOavOTNTA AVETIBOUNTOV EVEPYELDV.
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