ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Apoquel 3,6 mg Siokio eTUKOAVUUEVO e AETTO VIEVIO Y10, GKOAOVG

Apoquel 5,4 mg Siokio emuOAVUPEVO e AETTO VIEVIO Y10, GKOAOVG

Apoquel 16 mg diokio emkalvpupéva e AETTO LUEVIO Y10l GKOAOVG

2. IMOIOTIKH KAI IIOXOTIKH XYNOEXH

Kdabe diokio emikoAvppéVo e AETTO VUEVIO TTEPLEYEL:

ApPUGSTIKO CVOTUTIKO:

3,6 mg oclacitinib (wg oclacitinib maleate).

5,4 mg oclacitinib (wg oclacitinib maleate).

16 mg oclacitinib (g oclacitinib maleate).

"Exdoya:

IHoroTiKi) 60vOeoN KOO OV Kol AAA®V
GUGTUTIKAV

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

Agvkd €0 VTOAEVKA, ENUNKT 10K ETIKOAVUUEVO e AETTTO VUEVIO LE EYKOTT KOl OTIG OVO TAEVPEC
Kot épovv ta ypaupota "AQ" kot "S", "M" 1 "L" ka1 otig 600 mAevpéc. Ta ypdpupota "S", "M" kot
"L" avapépovTal oTIC SL0pOPETIKEG TEPLEKTIKOTNTES TV dlokiwv: To "S" eival endvm ota diokia TV
3,6 mg, 10 "M" ota diokia TV 5,4 mg, kot 1o "L" ota diokia twv 16 mg.

Ta diokio propodv va yoploTovy 6g dVOo ica PéPT.

3. KAINIKEX ITAHPO®OPIEX
3.1 Eion {oov
ZkOAoL

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

Mo v avtetdmon tov kvnopov tov oyetiletan pe aAlepyikn deppotitido oe GKOAOLG.
Mo Vv ovTETOMION TOV KMVIKOV GCUUTTOUATOV TG ATOTIKNG SEpUATITIONG GE GKUAOVG.

3.3  Avrevositeg

Na un ypnoIUoTOLEITAL GE TEPITTMON VIEPELOUICONGING GTO SPAGTIKO GLGTATIKO 1 O€ KATO10 EKOOY L.
Na un ypnoiponoteital 6 GkOAOVE NAKING HKpOTEPNC TV 12 unvdv ) Atydtepo amd 3 kg copatikon
Bépovc.

Na pn ypnoiponoteital 68 GKOAOVGS Le EVOEIEEIS KATAGTOANG TOV (VOGOTOMTIKOV, OIS
VIEPPAOIOETVEPPIOIOUOG N peE EVOEiEeElS avamTuéNg KakonBovg veomlaciag Kabmg 1 dpacTikn ovoia
dev &yxel a&loroynBel e AVTEG TIG TEPUTTMGELS.



3.4 E101kéC mpoELdOTONGELS
Koapia.
3.5 Iowitepeg mPoPUAAEELS KATA TN Y P1oN

Idwaitepec TPOQLAGEELS Yo TNV ac@aAn ypron ota £idn Lowv:

H oclacitinib diapopomolel To avosomoinTikd cOoTne. avEAVOVTaS TV eVoictncio 6€ AoMEEIS Kot
EMOEWVDOVOVTOG KATAGTAGEIS veomlooiag. Enopévac oxdrotl mov Aapfdvouy 1o KTVioTptko
QOPUOKEVTIKO TPOidV Ba TpEmet, vo TapakolovBohvTal yio TV avaTTLEN AOIUDEEDV KOl VEOTAUGIDV.

Kotd v avtipetdnion tov kvnopov, mov oyetileton pe aAlepyikn depuatitida, pe oclacitinib, mpémet
va d1epguvnBovV Kol VoL AVTLUETOTLGTOVY TUYOV VITOKEInEVA atia (.Y, aAAEPYIKN 0d YOAAOVC
depuoritida, deppatitidn e& emapnc, Tpoeikn aAlepyia). EmmAéov, e mepurtdoseic oAAEPYIKNC
dePLOTITIONG Ko OTOTIKNG OgpUaTITIONG, GLUVIGTATOL 1 dlepeLvNoT Ko Bepamein euTAEKOUEVDV
TAPUYOVTOV, OTMG LOADIVEELS amd Paktipia, LWOKNTEG 1| TaPAcITo (7). YOALOVE Kol WYdP).

Aoppavovtog vroyn v mBavotnTo ENIdPAoNS G€ OPIGUEVEG KAVIKOTOOO0AOYIKEG TapapéTpoug (BA.
Tapdypoeo 3.6 "AvemBounta coppdvra) cuviotdton TEPLOdIKOG EAEYYOG HE YEVIKN eEETAON ALOTOG
Kot Boynukov SEIKT®V 6ToV 0pd OTOV T, GKLALL Ppickovtal o€ pokpoypovia Bepomeio.

Idwitepec mpouAdéeic mov wpémel vo AouBdvovtal ostd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOidV o {ma:

ITAévete to xEpla peTd TN YOPNYNO.

Xe mepinton mov KoTd Aabog vdpéel katdmoon, vo avalntioete apuécmg 1oTpikn fondeia kot va
emoei&ete 6TOV 10TPO TO EGOKAEIGTO GUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

[d1aitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPPAAAOVTOC:

Agv 16y0eL.

3.6 AvemOountao copfavra

XKoAoL:
[ToAb cuyva mdOepa, dEpUATIKA oYKidla, ONAmua
(>1 {mo / 10 vrd Bepancio Lma):
Suyvd ABapyog, Mropo, moAvduyia, avEnuévn opeén
(1 ém¢ 10 Loda / 100 vid Oepameia vauTtia, EUETOC, dtdppota, avopesio
{oa): LOTIOKOTTOO, LUKNTIONKEG LOAVVGELS TOL OEPLLOTOC,
T000dEPLOTITION
otitda
Aeppoadevomadeia
KLGTiTION
emOeTIKOTNTA
[ToAb omdvia avopio, AEUeopa, oTacuog
(<1 o / 10.000 vro6 Bepancia {oa,
CUUTEPILAUPAVOUEVOV TOV
UELOVOUEVOVY OVAPOPDV):

Ot petaforég oty kKhvikn taboroyio mov oyetifovral pe ) Bepaneio meplopicTnKay G€ pio adENCT
NG LEGTG YOANGTEPOATG TOV OPOV KOl LEIMGT TOV HEGOV AP0V AEVKOKLTTAP®VY, ®GTOGO, OAEG Ol
UECEG TIHEC TAPEUEVAY EVTOG TOL EVPOLS AVAPOPAS Tov epyactnpiov. H peiwon oto péso apBud



AEVKOKVTTAP@V TTOL TTapaTnPNONKe og cKOAOVG oL EAafav oclacitinib dev NTav TPOOSELTIKN Ko
emmpéace tov aplipd dAoV TV AEVKOV capoc@opieV (Tov aptipud Twv 0VdETEPOPIADY, TMV
NOGWOPIA®Y Kol TOV LOVOKVLTTAP®V), EKTOG 0td Tov aplfud Tov Aeppokuttdpmv. Kapio amd autég
T1G peTaforég otnv KAMvikn wafoAroyio eV ELPAVIOTNKE KAIVIKO OMLOVTIKT.

T 6t agopd oty evanstnoia oe Aoluméelg kot veomhaciec, PA. mapdypapo 3.5 "Idwaitepeg
TPOPLAAEELS KaTd TN Xpron'".

H avagopd avembountov coppdviav eivar onpavtikh. Exttpénet tn cuveyn mopokorlovdnoen e
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUN O HECH KTNVIATPOV, E(TE GTOV KATOYXO TNG GOELNG KUKAOQOPING €ite otV 0VIKT appodta
apyn LEC® TOV €BVIKOV GUGTNUATOG OVUPOPAS. AVaTPEETE GTO PUALD 0ONYIOV XPNONG Yol TO
ovticTor o oTotyEln EMKOVOVING.

3.7 Xpion katd TNV KONG61), TN YoAOVYi 1] TNV MOTOKIM

H acpdleia Tov kviaTpikod QopROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd t SiapKela TG
KONONG Kot TNG Yolovyiag, 1 TNG aVOTOpay®YNS TOV APCEVIKMOV CKOAMV, ETOUEVMG O GLUVICTATOL M
¥PNoN KaTd TN SLapKELR TNG KONGNG, TNG YoAovyiag, 1 o€ 6KOAOVG oL TTpoopilovtal Yo
OVOTTOPOLY Y],

3.8 Alinlemopdaosig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAEG HOPPES aAMAETIOPAGG

Agv mopatnpionkay aAAnAemidpaoelc petald eapuakmy e peAéteg mediov, 0mov 1 oclacitinib
YOPNYNONKE TAVTOYXPOVA HE KTNVIXTPIKA PAPLAKEVTIKA TPOIOVTO, OTWS EVO0-KAL EEOTOPACITOKTOVA,
AVTYUIKPOPBLOKE KO OVTLPAEYLOVAOOT).

"Eyel pelemBei n emintwon g yopnynong oclacitinib otov epforiacud pe Lovravd tporomotnpéva
eupoma, mapPoid Tov oxdrov (CPV), 16 g vocov tov Carre (CDV) kot 10 g parainfluenza (CPI)
Kot adpavomomuévo epPoro kot e Avooag (RV), og veapd kovtafia niwkiag 16 fdopdadmv.
EmtevyOnke o emopkng avosoloyikn andvrnon (oporoyikd) petd tov eppforlacud yioo CDV kot
CPV, 6tav ota xovtdfio yopnynonke oclacitinib ce d6on 1,8 mg/kg copatucod Bapovg (o.B.) dvo
@opéc nuepnoing et 84 nuépec. QoT000, TO EVPNUATO AVTAC TNG LEAETNG £de1&av pia PEiOT oTNV
oporoyikn avtamdkpion otov gpfoitacud yro CPI kot RV og kovtdfia mov vrofdAilovtol e
Bepamneia pe oclacitinib og chykpion pe Tovg paptopeg mov dev Elafav. H khvikn onpacio tov
TOPUTNPOVUEVOV avTIOPacE®V Yia Ta (dha mov epfoAtdotniay eved Aaupavay oclacitinib (cOppova pe
TO GUVIGTAOUEVO BOGOAOYIKO GYNUW) EIVOL AGAPTS.

3.9 Oodoi yopriynong ko docoroyio
I'a yopnynon omod to otoua.

H ocvvietdpevn apykn doon givar 0,4 émg 0,6 mg oclacitinib/kg copaticod Bapovg, yopnyovuevn amod
TO GTOUA, dVO QOPEC NUEPNGIMG Yo péPt 14 nuépec.

IMa ) Begpaneia cuvtipnong, N d1a 6601 (0,4 €mg 0,6 mg oclacitinib/kg copoatikov Bapovg), Ba
TPENEL OTN GLVEYELD VO yopnYeitar povo pia eopd v nuépa. H amdeacn yio pokpomrpdbeoun
Bepaneia cuvtnpnong mpénet va faciletor oTNV EKTIPNOT TNG GYECGNG 0PEAOVS — KvOHVOL KaTd
mEPIMTOOT).

Avtd to dokio umopodv va yopnynbovv pe 1 yopic Tpoen.

O mivakag pe Tig 600€1g TOPOKATO TaPoVslalel Tov aptBpd Tov diokiov mov amaitovvtat. Ot
TapmAETEG KOPOVTOL EDKOAN GTN HEST] KOTE UKOG TNG EYKOTNC.



Lo eprekTikOTNTA Kol aprtOpog TV dtokimv wov Oa yopnynOsi:
2oOpoTiko fapog - - ,
(kg) T0V GKHAOV Awkia Apoquel 3,6 mg | Awkia Apoquel 5,4 mg | Avokia Apoquel 16 mg
3,044 Y
4,5-59 Ya
6,0-8.9 1
9,0-13,4 1
13,5-19,9 Y
20,0-26,9 2
27,0-39,9 1
40,0-54,9 1%
55,0-80,0 2

3.10 ZopmrtOpaTe VTEPIOGOA0YINS (KOl KATA TEPITTMGT, PETPU UVTIHETMOTLONG KOL AVTIOOTA)

Ta diokia oclacitinib yopnyndnkav oe vyieic oxdrovg Beagle evaoc £tovg, dVo @opéc v nuépa yia 6
gBoopddes, mov akolovBNnONKe amd yopnynon pio eopd v nuépa yio 20 efdopddsg, oe doom
0,6 mg/kg o.B., 1,8 mg/kg o.B. xan 3,0 mg/kg o.B. yio cuvorikd 26 gfdopddec.

211¢ KMvikég mapatnpoelg Tov Bewpeitarl mhavo vo oyetilovran pe ) Oepameia pe oclacitinib
nwepthapfavovtal admnekia (Tomkn), MMAopa, depuatitida, epvdnua, ekdopég Kot ePeAkides /
KPOVOTEG, LEGOSUKTVUALEG "KOGTELS", Kol O1ONLO TV TOSIDV.

O1 aALO1DGOELS depUATITIONGS TTOV KVPIMG SEVTEPOYEVEIC oTNV avdmTLEN d0bMVOEN G TV
UEGOSUKTOMMV TTVYDV, GE EVA | TEPICCOTEPO, AKPO, KOTA TN SIAPKELX TNG LEAETNG, ME TOV aplOuo Kot
TNV GLYVOTNTA TOVG va av&dvetal pe Tnv avénon g doong. [apatnpnOnke Aeppadevonddeio Tmv
TEPLPEPIKDOV AEUPOYUYYAI®V GE OAEC TIG OUAOES, TOV AVEAVATOV GE GLYVOTNTA UE TNV oOENGT TNG
d00og, Kl oVyva oyetilovol ue S001MVOoT TOV LEGOJAKTOM®MY TTVYDV.

To Onhopa Bewpndnke oxetilouevo pe ) Bepancia, oAl Ol SocoegapTdpLEVO.

Agv VITapyEL E101KO OVTIO0TO KOl G TEPITTMOT GCLUTTOUATOV VIEPSOGOAOYING, 0 GKVAOG 00, Tpémet val
OVTILETOTIOTEL GUUTTO LT,

3.11 Eiwdwoi wepropiopoi yproneg Ko E01KES ovvONKeg (pioNs, COPUTEPLAGUPAVOREVOY
TEPLOPLOUAV GT1] YP1GT] GVTLUIKPOPLOKAOV KUl UVTITUPUGLTIKAOV KTNVINTPIKOV
POUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG AVTOYNS

Agv 1oyvet.

3.12 Xpodvor avapovig

Agv 1oydet.

4. DOAPMAKOAOIIKEX IAHPO®OPIEX
4.1 Kodwkoc ATCvet: QD11AH90.
4.2 @appoKoSLVOULKI)

H oclacitinib givan £vag avacstodéag Tov Tpoteivik®v Kivacov Janus (JAK). Mropei va avaotéldel T
Aertovpyio vog A 0ovg KuToKIV@V oL e€apTmdvTal and TV dpactnprotnta tov evibpov JAK. Ta
v oclacitinib ot Kvtoxiveg 6TOYOL €ival 01 TPOPAEYLOVDOELS 1| EYOVV KATOLO POAO OTIS OAAEPYIKES
avTdpdoeig/kvnoud. Qot1o6c0, 1 oclacitinib pmopel eniong vo acknoel enidpacn oe GAAES KVTOKIVES
(Y10 Tapadety L, EKEIVEG TOL EUTAEKOVTOL GTNV GULVE, TOV EEVIGTI 1) TNV QUOTOINGT) E TNV
TOAVOTNTO AVETBOUNT®V EVEPYELDV.



4.3 @oppoKOKIVITIKN

Metd amd Tov 6TOHOTOS YOP1YNOT 68 GKOAOLG, 1) oclacitinib maleate amoppo@dtat ypriyopa Kot KoAd,
HE XPOVO £mG TN UEYIOTI CLYKEVIPWOGT TAACUATOC (tmax) AydTEPO 0O 1 dpa. H amdivn
Brodiabeoipotnto g oclacitinib maleate fjtav 89%. H yeupotikn katdotaon tov oxdA0L dev
ennpedlel onuavtiKd o pubuod M TV €KTaon NG AmToppoOPNoNG TNG.

H ovvolikn kéBapon g oclacitinib amd to mAdoua fTav yaunin — 316 ml/ h/kg copaticod Bapovg
(5,3 ml / min/kg copaticod Bapovg), Kot 0 GAIVOUEVIKOG OYKOG KATAVOUNG O KATAGTUOT) LlGOPPOTING
ntav 942 ml/kg copatikod Bapovc. Metd and evioeAEPia kot amd TOL GTOUATOG XOPNYNOT|, 0L YPOVOL
nuicerog {ong tiz rav mapdpotot o 3,5 ko 4,1 dpeg avtiotorya. H oclacitinib €yetl yaunAn covdeon
LE TIG TPOTEIVEG, LE TO 66,3% £wg 69,7% va decueveTal 6€ EUTAOVTIGUEVO TAAGLLO GKOAOV, GE
OVOUOIOTIKEG GUYKEVIPAOGELS OV Kupaivovtal amd 10 éog 1.000 ng / ml.

210 okVOAo M oclacitinib petaforiletarl oe moAlomAolg petafoirites. ‘Evag K0plog 0&edmTikdg
peTafoAitng TavTomoOnKke 6To TAUCUA Kol GTo 0VPa.

SUVOAIKA, 1) KOPLoL 080G ATEKKPIONG EIVOL O LETAPOMGUOG, LLE LIKPT] GUVEICQOPA TNG OTEKKPLONG
HEC® TV VEPP®V Kat TNg xoAne. H avactodn tov kutoypmpatog P450 tov cxvlov gival eAdylotn pe
ICso, 50 popég peyorvtepn amd v mopotnpoOpevn Héon T Cmax (333 ng / ml 1 0,997 uM), petd
amo yopnynon and 1o otopa 0,6 mg/kg 6.5. o peléteg acpdreiag ota (Ha-cTtOO0LE. ¢ €K TOVTOV, O
Kivouvog oAANAETIOPAGEDY HETAED HETAPOAITI PAPUAKOV -PAPUAKOV AOY® TNG OVAGTOANG TNG
oclacitinib givar woAd yapnAidoc. Aev mapotnpnonKe GLGGMOPELGT GTO Al TV CKOVA®V TOV EAaPay
oclacitinib ywo 6 pnvec.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

Agv 1oyveL.

52 Awpkewo {ong

Avdgprkela {OnNG TOL KTNVIATPIKOD QUPUAKEVTIKOD TPOIOVTOC GOLPMVA LLE T1 GVCKELOGIO TOANONG GE
ocvokevaoia blister: 2 €.

Augpxela {ong TOL KTNVIOTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPMVA LIE T1 GUCKELAGIO TOANONG GE
Quahec: 18 pnveg.

Toyov vdoroma picd Siokio TPEmeL va amoppintovran HETA amd 3 NUEPEC.

5.3 Iowitepeg mpo@uAa&erls katd Tt POAAEN TOV TPOiIdVTOG

dvidcoete oe Beppokpoacio pkpotepn Tov 25 °C.

Toyov vdrono oo diokio mpénet va tomobeteiton micw oto avorypévo blister kot vo amodnicedeTon
oTNV apyIKn ¥apTivn cvckevacia 1| ot eréAn HDPE (yia péyieto ypovikod didotnua 3 nuépeg).

5.4 ®von kKo 6OUVOEGT TNG GTOLYELDOOVS CVGKEVUGIOGS

Ta diokio. OA®V TOV TEPLEKTIKOTNTOV glval cuckevoaouéva oe blister gite amd ahovpivio / PVC / Aclar
gite and alovpivio PVC/PVDC (kéOe oepd mepiéyet 10 diokia emkalvppéva e AEmtd LUEVIO),
oLoKELOCUEVA OE Eva eEDTEPKO YapTivo Kovuti, | Agvkr] HDPE mhaotikn ouodn pe tdpo aceoieiog

v Todud. vokevacieg tov 20, 50 1 100 diokimv.

Mmropei va, unv KuKAOPOpoLV OLEG 0L GUGKEVAGIES.



5.5 E10wég mpo@uAaEels amdppryng vog Ui yPGLHOTOIN0EVTOg KTVIATPLKOD QUPIOKEVTIKOD
TTPOIOVTOG 1] GALOV VAMKAOV TOV TPOEPYOVTOL 0O T1) Y PIGT TOV TPOIOGVTOS, AV VAP OVY

Ta eapuaKo dev TPENEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKMOV OTOPANTOV.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCHOTOMNOEVTOV
KTNVIOTPIKOV QUPLOKEVTIK®V TPOIOVIOV 1) GAL®Y DMK®V OV TPOEPYOVTOL OTd T YP1OT) TOVG
GOV, LLE TIG TOTIKEG OTOITNOELG KOl LE TUYOV EBVIKA CLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

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

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopnvia 1 éyxpiong: 12/09/2013.

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX



10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeitar HOVoV e KINVIOTPIKT GUVTAYT).

Aentopepeic TANpo@opiec Yo 10 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoioV eivan dtabéaipeg ot
Béon dedopévav g EE yia ta ktnviatpikd tpoidvra.



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Apoquel 3,6 mg pocopeva diokia Yo GKOAOVS

Apoquel 5,4 mg pocopeva diokia Yo, GKOAOVS

Apoquel 16 mg pocodpeva d1okia Yo GKOAOVE

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH

Kd&be pacopevo diokio mepiéyet:

ApPUGTIKO CVOTUTIKO:

3,6 mg oclacitinib (wg oclacitinib maleate).

5,4 mg oclacitinib (wg oclacitinib maleate).

16 mg oclacitinib (g oclacitinib maleate).

"Exdoya:

IHoroTiKi) 60vOeoN KOO OV Kol AAA®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

Avoytd €mg oKovpa KapE SIACTIKTO LOCMUEVO S1OKI0 OYNIATOS TEVTOYDVOL [LE EYKOTES KOl OTIS 000
mievpég. Ta dioxio PEPOLY avAYALEES EVOEIEEIC LUE TNV OVTIGTOLYT TEPIEKTIKOTNTA («S S» Y10 Tl

3,6 mg, «M M» y1a 10 5,4 mg kot «L L» ywo ta 16 mg).

Ta dtokia propovv va yopiotovy og 000 ioa pép.

3. KAINIKEX ITAHPO®OPIEX
3.1 Eion {oov
XOAoL

3.2  OgpamevTikég gvocitelg Yo kG0e gidog {@ov

[No v avtetdmon tov kvnopov tov oyetiletan pe aAlepyikn deppotitido oe GKOAOLG.
Mo v avTpetdmon Tov KAVIKGOV CUUTTOUATOV TNG ATOTIKNG OEPULATITIONS GE GKOAOVC.

3.3 Avrevoeileg

Noa un ypnoiponoteital 6€ mepinTmon VIEPELUICONGING GTO dPAGTIKO GLGTUTIKO 1| O€ KATO10 EKOOY L.
Na un ypnoiponoteital 6 GkOAOVE NAKING HKpOTEPNC TV 12 unvdv ) Atydtepo amd 3 kg copaticon
Bapovc.

Na pn ypnoiponoteital 6 GKOAOVGS Le EVOEIEEIS KATAGTOANG TOV VOCOTOMTIKOV, OGS
VIEPPAOOETIVEPPIOIOUOG N pE EVOEiEelC avamTuEng KakonBovg veomlaoiag Kabmg 1 dpacTikn ovcia
dev &yxel a&loroynOel g AVTEG TIG TEPUTTMGELC.



3.4 E101kéC mpoELdOTONGELS
Koapia.
3.5 Iowitepeg mPoPUAAEELS KATA TN Y P1oN

Idwaitepec TPOQLAGEELS Yo TNV ac@aAn ypron ota £idn Lowv:

H oclacitinib diapopomolel To avosomoinTikd cOoTne. avEAVOVTaS TV eVoictncio 6€ AoMEEIS Kot
EMOEWVDOVOVTOG KATAGTAGEIS veomlooiag. Enopévac oxdrotl mov Aapfdvouy 1o KTVioTptko
QOPUOKEVTIKO TPOidV Ba TpEmet, vo TapakolovBohvTal yio TV avaTTLEN AOIUDEEDV KOl VEOTAUGIDV.

Kotd v avtipetdnion tov kvnopov, mov oyetileton pe aAlepyikn depuatitida, pe oclacitinib, mpémet
va d1epguvnBovV Kol VoL AVTLUETOTLGTOVY TUYOV VITOKEInEVA atia (.Y, aAAEPYIKN 0d YOAAOVC
depuoritida, deppatitidn e& emapnc, Tpoeikn aAlepyia). EmmAéov, e mepurtdoseic oAAEPYIKNC
dePLOTITIONG Ko OTOTIKNG OgpUaTITIONG, GLUVIGTATOL 1 dlepeLvNoT Ko Bepamein euTAEKOUEVDV
TAPUYOVTOV, OTMG LOADIVEELS amd Paktipia, LWOKNTEG 1| TaPAcITo (7). YOALOVE Kol WYdP).

Aoppavovtog vroyn v mBavotnTo ENIdPAoNS G€ OPIGUEVEG KAVIKOTOOO0AOYIKEG TapapéTpoug (BA.
Tapdypoeo 3.6 “AvemBounto copPdvta’’) cuvioTATol TEPLOIKOC EAEYYOG LE YEVIKT €EETAOT OULOTOG
Kol Bloynukov SEIKT®V 6ToV 0pd OTOV T, GKLALL Ppickovtal o€ pokpoypovia Bepomeio.

Ta dwokia eivar apopaticpéva. o v amoguyn katdroong katd Adbog, purdcoete ta diokia o
aoQOAEC UEPOG IOV dev mpooeyyilovy ta (do.

[dwaitepec mpo@uAdEeic Tov wpémet va Aaudvovtol amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPULOKEVTIKO TTPOidV oe LMo

ITAévete ta xEpla peTd TN YOPNYNON.

Xe mepinton mov KoTd Aabog vdpéel katdmoon, vo avalntnoete apuécmg 1oTpikn fondeia kot va
emOei&ete 6TOV 10TPO TO EGOKAEIGTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

H xoatdmoon awtod tov mpoidvtog pumopel vo eivar emtPAafnic yio ta wodid. o v amogpuyn
Katdmoong kot Aabog, yopnyeite to(a) dickio(o) 6TOV GKOAO AUECMG UETE TV OpOipesT) o TN

ovokevooio TOmov blister.

Idwaitepec TPOQULAGEELS Y10 TNV TPOSTAGI TOL TEPPAAAOVTOC:

Agv 16y0eL.
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3.6 AvemOounta copfavra

XKkolot:
[ToAb cuyva mdOepa, dEpUATIKA OYKidla, ONAmua
(>1 Lo / 10 vrd Bepomeio (oa):
Suyvd ABapyog, Mrwpo, moAvduyia, avEnuévn opeén
(1 émg 10 oo / 100 vrd Bepameia vavrtia, Eetog, didppota, avopetia
{oa): IOTIOKVTTOMO, LUKNTIONKEG LOADVGELS TOV OEPLLOTOG,
T0000EPLATITION
otitdn
Aeppoadevomadeia
KLGTiTION
emBeTIKOTNTO
[ToAv ondvia avapio, AEUPOL0, CTUGHOG
(<1 Lo / 10.000 vmo Oepameia {oa,
GUUTEPIAAUPAVOLEVDV TOV
LUELOVOUEVOV AVAPOPDV):

Ot petaforéc oty KhMviki mabBoAoyio mov oyetilovtal pe tn Oeponeia mepropiotnKay 6€ pia avEnon
NG LEGTG YOANGTEPOANG TOV OPOV KOl LEIDMGT TOV HEGOV AP0V AEVKOKLTTAP®Y, ®GTOGO, OAEG Ol
UEGEC TIEC TTAPEUEIVAY EVTOG TOL EDPOVG AVAPOPAG Tov gpyaotrpiov. H peimwon 610 péco apfuod
AEVKOKVTTAP@V TTOL TTapaTnPNONKe o€ 6KOAOVG oL EAafav oclacitinib dev NTav TPOOSELTIKN Kot
emmpéace tov aplipo dAwv TV AeVKOV apoc@upieV (Tov aplipud Twv 0VOETEPOPIADY, TMV
NOGWOPIA®Y Kol TOV LOVOKVLTTAP®V), EKTOG 0td Tov aplfud Tov Aeppokuttdpmv. Kapio amd autég
TIG petaforéc oty KMvikn mafoAoyio 0ev EUQAVIOTNKE KAIVIKG GNLOVTIKTY.

IMa 011 agpopd oty evactncio oe AopumEelg kot veomhaciesg, PA. mapdypapo 3.5 ““Idwaitepeg
TPOPLAAEELS KaTd TN XpNon’ .

H avagopd avemBountov coppdviov eivar onuavtikn. Emitpénet tn cuveyn mopokoriovdnon g
OOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, E(TE GTOV KATOYXO TNG GOELNG KUKAOQOPING €ite TNV BVIKT 0ppodta
apyn UEC® TOV €BVIKOV GLGTAUATOG AVOPOPAC. AvaTpEETe GTO PUALO 0ONYIDV Y¥PNONC Yo TO.
avtioTtorya otoyyEin EmKoveVviag.

3.7 Xpnon koatd v kKO161, TN Yorovyio ] TNV @oTOKiw

H acpdieta Tov kTviaTpikoh QopRaKeDTIKOD TPoidvTog dev £xel amoderyfel Katd T didpkela g
KONONG Kot TNG yolovyiag, 1] TNG aVOTopay®YNS TOV APCGEVIKMOV CKOAMY, ETOUEVMG O GLUVIGTATOL M
yPNON KaTd TN SLdpKELD TNG KONON G, TNG YoAov)iaG, 1 o€ 6KOAOLG oL TTpoopilovtal yio
OVOATOPOY®YN.

3.8 Alniemdpdosig pe GALa QUPROKEVTIKG TPOIOVTO KUl GALES pOpPEg alinieniopaocng

Agv mopatnpnOnioy aArniemdpdoeis peTtasd papudkov oe peréteg mediov, 6nov 1 oclacitinib
YOPNYRONKE TOVTOYPOVE, LUE KTNVINTPIKA QOPUAKEVTIKG TPOTOVTA, OTMS EVOO-KaL EEOMTAPACITOKTOVA,
OVTYUKPOPLOKE KO OVTLPAEYLOVAOOT).

"Eyel pelemOei n emintoon g yopnynong oclacitinib otov epPforiacud pe {ovtavd tporomotnpuéva
gupoia, mapPoio tov okviov (CPV), 16 g vocov tov Carre (CDV) kot 16 tng parainfluenza (CPI)
Kot adpavomompévo gpPoio kot e Avooag (RV), og veapd kovtdfia niwiog 16 fdopddmv.
EmitevyOnke pio emopkng avosoloyikn omdvtnon (oporoyikd) petd tov eppforiacud yioo CDV kot
CPV, 6tav ota xovtapia yopnynonke oclacitinib cg d6on 1,8 mg/kg cmpaticod Bapovg (o.5.) dvo
Qopéc nuepnoing ent 84 nuépec. Qo1d00, TO EVPNUATO AVTNG TNG LEAETNG £de1Eav pia pelwon otV
oporoyikn avtandkpion otov gpfoitacyd yro CPI kot RV og kovtdfia mov vrofdAirovion og
Oepamneia pe oclacitinib 6g chyKpion pe Tovg péptupeg o dev Elafav. H khvikn onuacio tov
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TOPUTNPOVUEVOV avTIOpdoemv yia ta (dha mov eppfortdotniay eved Adupavay oclacitinib (cOppova pe
TO GUVIGTAOUEVO OOGOLOYIKO GYNUa) EIVOL ACAPNC.

3.9 Oodoi yopiynong ko d0coroyio
T yopiynomn amd to 6ToOUA.

H ocvvietdpevn apykn d6on givar 0,4 émg 0,6 mg oclacitinib/kg cmpaticod Bapovg, yopnyoduevn amod
TO 6TOUA, OVO QOPEC NUEPNGIMG Yo péypt 14 nuépec.

I"a ) Begpaneia cuvtipnong, N 101 660om (0,4 €mg 0,6 mg oclacitinib/kg copoatikov Bapovg), Ba
TPETEL OTN GLVEYELD VaL Yopnyeitatl povo pia eopd v nuépa. H amdeacn yio pokporpddeoun
Bepaneio cuvtipnong mpénet vo foacileton oTNV EKTIUNOT TNG OYXEC0NG 0PEAOVG — KIvODVOL KOTA
TEPIMTOOT).

Ta diokio. Apoquel gival pocoueva, E0YEVGTO KOl KOTAVOADVOVTOL EDKOAN GT0 TV TAELOVOTITU T®V
GKOAMV.

Av1d t0 dlokio umopohv va, yopnynbovv pe N yopic Tpoon.

O mivakxag pe Tig 000e1g mapakdte Tapovotdletl Tov aptdpd tov diokimv Tov amartovvtot. Ot
TopmAETEC KOPOoVTOL EDKOAN GTN HEGT KOTA UWAKOG TNG EYKOTNC.

L MeprekTikoTnTo KO aprOpog Tov dekioy wov Oa yopnynosi:
YoOpaTiko papog - - .
(kg) 0V GKOLOV Awkio Apoquel 3,6 mg | Awskia Apoquel 5,4 mg | Aiokia Apoquel 16 mg
3,044 %
4,5-5,9 Ya
6,0-8,9 1
9,0-13,4 1
13,5-19,9 %
20,0-26.,9 2
27,0-39,9 1
40,0-54.,9 17
55,0-80,0 2

3.10 ZvprtOpotoe VIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTIGNS KOL AVTIOOTH)

Ta diokia oclacitinib yopnynOnkav oe vyieic oxdrovg Beagle evog étovg, dvo popég tnv nuépa yio 6
gPdoudoeg, mov akoAovdndnie and yopnynon pio eopd v nuépa yro 20 efdopdoeg, og d6oM
0,6 mg/kg o.p., 1,8 mg/kg 6.p. kot 3,0 mg/kg o.B. yio cuvorika 26 gfdopddec.

2115 KMvikéG apaTnpioelg Tov Bewpeitarl mbavo va oyetilovron pe ) Oepamneia pe oclacitinib
nepthappavovrorl: adonekio (Tomikn), ONouo, depuatitida, epdnuo, EK0opEg Kal
EQEAKIOEG/KPOVOTEG, HEGOOUKTOAIEG “ ‘KOOTELS ®, KOl OO TV TOJIDV.

Ot aALO1DOELG dEPUATITIONG TTAV KVPI®MG SEVTEPOYEVEIC GTNV OvATTLEN S0BMVEOONG TV
HLEGOJUKTOAMMV TTUYADV, GE £VA 1) TEPICCOTEPT. AKPO. KOTA TN SIAPKELR TNG HEAETNG, IE TOV aplOuod Kot
TNV GUYVOTNTA TOVG Vo av&dvetal pe v avénon g doong. [apatnpndnke Aeppadevonddeio tmv
TEPLPEPIKDOV AEPQOYUYYAI®V GE OAEC TIG OUAOES, TOV AVEAVATAV GE GLYVOTNTA UE TNV oOENGT TNG
doomng, ka1 ovuyva oyetiloval pe 001VOoT TV LEGOIAKTOM®MY TTUYAOV.

To hopa Bewpndnke oyetilduevo pe ) Oepameia, aArd Oyl 30G0EEUPTMOUEVO.

Agv vTapyeL £101KO 0VTIO0TO KOl GE TEPIMTWOT CLURTOUATOV VIEPSOCOAOYING, 0 GKVAOG Ba Tpémet val
OVTIHETOTIOTEL GUUTTOHOTUKA.

12



3.11 Edwoi wepropiopoi ypriong Kot E01KES 6vvONKeg (prions, copureprtiopufavopéveov
TEPLOPLOUAOV GTI] YPGT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Agv 1oyVet.
3.12 Xpévor avapoviig

Agv 1oyveL.

4. DOAPMAKOAOI'IKEX IAHPO®OPIEX
4.1 Koodowkog ATCvet: QD11AH90.
4.2 ©@oppokodvvopky

H oclacitinib givar évag avacstodéag Tov Tpoteivikdv Kivacmv Janus (JAK). Mropei va, avaoté el T
Aettovpyio evog TA0ovg KuToKvV@V oL e€apTdvTal and TV dpactnprotnta tov evibpov JAK. Ta
TNV oclacitinib ot Kvtokiveg 6TOYOL EIVaL OL TPOPAEYLOVDIELS 1] EYOVV KATOLO POAO OTIG OAAEPYIKES
avtpdoeig/kvnoud. Qot10600, 1 oclacitinib pmopel eniong va ook oel enidpacn og dALeS KLTOKIVES
(Y10 Tapadety Lo, EKEIVEG TOL EUTAEKOVTOL GTNV GULVE, TOV EEVIGTI 1) TV QUOTOINGT) LE TNV
mOovOTNTO AVETIOOUNTOV EVEPYELDV.

4.3 @appoKoKvTIKI

Metd amd Tov GTOHOTOS YOPTYNOT 6 GKOAOLS 6€ 006 oL Kupowvotay amod 0,55 éwg 0,9 mg
oclacitinib/kg copaticod Papovg, n mapatnpodpevn péom T Crax Tov 352 ng/ml (kopowvodtav and
207 ¢w¢ 860 ng/ml) 1 omoia Tapovoidotnke mepimov 1,7 dPeS (tmax) UETE TN 6001, H nuiceio (on (ti2)
glvan 4,8 dpec 610 TAAGLO.

H ocvvolkr kéBapon g oclacitinib oo to mAdoua fToav yoaunAn - 316 ml/h/kg couatikod Bdpovg
(5,3 ml/min/kg copotikov Bépovg), Kot 0 QUIVOUEVIKOC OYKOG KOTOVOUNG GE KOTAGTUGT] 1GOPPOTIOG
ntav 942 ml/kg copatikod Bapovc. H oclacitinib £yl younin cdvdeon pe Tic Tpwteives, pe 10 66,3%
£m0¢ 69,7% Vo deGUEDETUL O EUTAOVTIOUEVO TAAGLO, GKDAOD, GE OVOLUGTIKEG GUYKEVTPMGEL TTOL
Kopoivovral and 10 émg 1.000 ng/ml.

210 okVA0 M oclacitinib petafoArileTar o moAAamAovg petaPorites. 'Evog koplog 0&e1dmTikog
petafoAritng tavtomoOnke 6To TAUCUA Kol 6T 0VPaL.

ZUVOMKA, 1) KOPLA 000G OMEKKPIONG EVOL O HETAPOMGUOG, [LE LKPT] GUVEIC(POPA TNG ATEKKPLONG
UEC® TOV veEPP®V Kat TG xoAne. H avaotoin tov kutoyxpdpotoc P450s tov oviov givorl ehdyiot, pe
ICsos, 60 popéc peyorvtepn amd v mapatnpoduevn péorn T Cmax (281 ng/ml 1 0,833 uM), petd
amo yopnynomn and 1o otopa 0,6 mg/kg 6.5. o peléteg acpdirelag ota (Ha-cToOY0LS. ¢ EK TOVTOV, O
KIvouvog aAANAETIOPACEDV PETOED HETABOATN QOPUAKOV-QAPUAKOV AOY® TNG AVOGTOANG TNG
oclacitinib givot o0 younAoG.

5. DAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatotnTeg

Agv 1oyvet.
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5.2 Awpkera Lomg

Avdgpxela (NG TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLPMVA LE TT GVCKELAGIO TTOATONG GE
ovokevaoia blister: 3 .

5.3 Iowitepeg Tpo@uAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

DVAAGGETE GTNV OPYIKT] GUOKEVAGIA Y10 VO, TO TPOGTUTEVCETE A0 TNV LYPOCia.

Ta vrorowma TUUATA TOV S10KI0L TPETEL VO amoBnKeboVTaL 6T GLoKEVAGio TVTTOVL blister kot va
dtvovtol KoTd TNV EmOUEVT YOPNYNOT.

5.4 ®von kKo 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGIOG

Kvoyéheg (Blister) amd alovpivio/PVC/Aclar (kdbs ceipd mepiéyet 10 pocopeva diokia),
GLCKEVOCUEVA GE Eva eEMTEPIKO YAPTIVO KOLTi. Xvokevaocies tov 20, 50 1 100 diokiwv.

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIEC.

5.5 Ewdwég mpo@uiaters améppuyng evog pn APNoIRoTo0£vToc KTNVIATPIKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GALOV VAMKAOV TOV TPOEPYOVTOL 0.0 T1) Y PIGT TOV TPOIOGVTOS, AV VAP OVY

Ta eappoxa dev TPENEL v ATOPPITTOVTOL LECH TOV AVUATOV 1] TV OIKLOK®OV OTOBANT®V.
XPNOLOTOMGTE TPOYPALLUOTO ETLGTPOPTS PAPUAKMOV Y1t TNV AmOPPIYT| LN YPNOLHLOTOMmOEVTDV
KINVIOTPIKOV QOPUUKEVTIKOV TPOIOVI®V 1 GAL®V VAIK®V OV TPOEPYOVTUL OTd TN PN O TOVC
GUUPMOVO, [LE TIG TOTIKES ATOLTNOEL KOl LE TUYOV EBVIKA CLUGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKG QUPUAKEVTIKA TPOIOVTO.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/13/154/028-036

8. HMEPOMHNIA ITPQTHX Er'KPIXHX

Hpepopnvia 1 éyxpiong: 12/09/2013.

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOVoV e KTNVIOTPIKE GLVTAYY.

Agntouepeic TANPOQOpieg Y10 TO €V AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoidv eivar dtbfécies ot
Baon dedopévav g EE yio ta ktmviotpikd Tpoidva.
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ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag.
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ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIITXHMANXH
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INAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTOKIBQTIO I'TA KYYEAEX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel 3,6 mg diokia emucoloppéva, pe AETTO VUEVIO.
Apoquel 5,4 mg dioxia emkalvppéva Pe AETTO LUEVIO.
Apoquel 16 mg dioxio emtkoAlvupéEVe. pe AETTO VUEVIO.

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

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

3. YXYXKEYAXIA

20 dokio
50 dwoxkia
100 dwokia

4.  EIAOX(H) ZQOY(QN)

YKkOA 0L

| 5. ENAEIEEIZ

| 6. OAOI XOPHTHIHX

Xopnynon ond 1o oTOA.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

dvidocoete og Beppokpacio pkpotepn tov 25 °C.
Toyov vdoloma picd diokia Tpémel va tomobetovvtan 6to blister kot va amoppinTovTol av o
ypMNoLoTonBovy evidg 3 nuepmv.
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‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/13/154/001 (2 x 10 diokia, 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 diokia, 5,4 mg)
EU/2/13/154/008 (5 x 10 diokia, 5,4 mg)
EU/2/13/154/004 (10 x 10 dwokia, 5,4 mg)
EU/2/13/154/005 (2 x 10 diokia, 16 mg)
EU/2/13/154/009 (5 x 10 diokia, 16 mg)
EU/2/13/154/006 (10 x 10 diokio, 16 mg)
EU/2/13/154/019 (2 x 10 dwokia, 3.6 mg)
EU/2/13/154/020 (5 x 10 diokia, 3.6 mg)
EU/2/13/154/021 (10 x 10 dwokia, 3.6 mg)
EU/2/13/154/022 (2 x 10 dwokia, 5.4 mg)
EU/2/13/154/023 (5 x 10 diokia, 5.4 mg)
EU/2/13/154/024 (10 x 10 dwokia, 5.4 mg)
EU/2/13/154/025 (2 x 10 diokia, 16 mg)
EU/2/13/154/026 (5 x 10 diokia, 16 mg)
EU/2/13/154/027 (10 x 10 diokio, 16 mg)

‘ 15. APIOMOX ITAPTIAAX

Lot {apOuoc}

19



IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTOKIBQTIO I'TA KYYEAEX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel 3,6 mg pocopeva diokia.
Apoquel 5,4 mg pocopeva d16Kia.
Apoquel 16 mg pocopeva d1oKia.

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

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

3. YXYXKEYAXIA

20 dokio
50 dwoxkia
100 dwokia

4.  EIAOX(H) ZQOY(QN)

YKkOA 0L

| 5. ENAEIEEIZ

| 6. OAOI XOPHTHIHX

Xopnynon ond 1o oTOA.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

Dduldcoete 6NV APYIKN] CLOKEVAGIN Y10, VO TO TTPOGTATEVCETE OO TNV LYPOGia.
Ta vrorowma TUNUATA TOV d10KI0L TPETEL Vo amoBnKebovTal 6T GLoKEVAGio TVTTOVL blister kot va
dtvovtol KoTd TNV EmOUEVT YOPNYNOT.
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‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAY KYKAO®OPIAX

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

15. APIOMOZX ITAPTIAAX

Lot {apBuog}
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

(AMEXH) ETIKETA T'TA ®IAAH

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel 3,6 mg diokia emucolvppéva, pe AEmTO VUEVIO
Apoquel 5,4 mg dioxio emkaivppéva pe AETTO VUEVIO
Apoquel 16 mg diokio eXKOAVUUEVO, e AETTO DUEVIO

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

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

3. YXYXKEYAXIA

20 dokio
50 dwoxkia
100 dwokia

| 4. EIAOX(H) ZQOY(QN)

Za ™™

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Xopnynon ond 1o 6TOHA.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Ddvrdocete o€ Beppokpoacio pikpotepn tov 25 °C.
Toydv volowma [ued diokio TpEmel vo ToToBeTOVVTOL GTH PLOAN Kot VO otoppintovTal av o€
ypnoporomBodv evidc 3 nuepav.
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‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX IIPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNoM.

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

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/13/154/010 (20 dwokia, 3,6 mg)
EU/2/13/154/011 (50 dwokio, 3,6 mg)
EU/2/13/154/012 (100 diokia, 3,6 mg)
EU/2/13/154/013 (20 dwkic, 5,4 mg)
EU/2/13/154/014 (50 dwoxioa, 5,4 mg)
EU/2/13/154/015 (100 diokia, 5,4 mg)
EU/2/13/154/016 (20 dwkic, 16 mg)
EU/2/13/154/017 (50 dwkic, 16 mg)
EU/2/13/154/018 (100 diokia, 16 mg)

15. APIOMOX ITAPTIAAX

Lot {apOuoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KYYEAH

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Apoquel diokio ETKAAVUUEVA [LE AETTO VUEVIO.

‘ad

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

3,6 mg
5,4 mg
16 mg
oclacitinib

| 3. APIOMOZX IAPTIAAL

Lot {apOuoc}

‘ 4. HMEPOMHNIA AHZHX

Exp. {up/ecee}

24



EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

KYYEAH

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Apoquel pocopeva dtokia.

‘ad

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

3,6 mg
5,4 mg
16 mg
oclacitinib

| 3. APIOMOZX IAPTIAAL

Lot {apOuoc}

‘ 4. HMEPOMHNIA AHZHX

Exp. {up/ecee}
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B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Apoquel 3,6 mg diokio emKaAVIPEVO LE AETTO VUEVIO Y100 CKOAOVG
Apoquel 5,4 mg diokio emKaAVIPEVO LE AETTO VUEVIO Y10l TKOAOVG
Apoquel 16 mg diokio emKoOAVUUEVO e AETTO DUEVIO Y10, GKOAOVG

2. 2ovleon
Kda0e diokio emkoAvppévo e AemTd VUEVIO TEPLEYEL:

ApPOOTIKO GVGTATIKO:
3,6 mg, 5,4 mg or 16 mg oclacitinib (g oclacitinib maleate).

AgvKd £ VTOAEVKA, ETUNKT OLOKIO EMIKOAVUUEVO LE AETTTO DUEVIO WUE EYKOTN KOl OTIC SO TAEVPEC
Kot @épovv ta ypappata "AQ" ko "S", "M" 1 "L" ko otig 600 mhevpéc. Ta ypappoata "'S", "M" ko
"L" avapépovial oTIC SIOpOPETIKES TEPIEKTIKOTNTEC T®V dlokimv: To "S" gival endvm ota diokia TV
3,6 mg, t0 "M" ota diokia tov 5,4 mg, kot o "L" ota diokio tov 16 mg.

Ta diokio pmwopovv va y®p1oTovV 6g dVOo ica PEPT.

3. Eion Loov

KO 0L

4. OepamevTIKég EVOEIEEIQ

Mo v ovTYETOTIOT TOV KVNGHOL TOV GYETILETAL UE TNV AAAEPYIKT dEPUATITION GTOVG GKVAOVG.
Mo v ovTETOMION TOV KMVIKGV CUUTTOUATOV TOV GYETIOVTOL LLE TNV OTOTIKT dEPUATITION GTOVG
GKOAOVC.

5. Avtevoeigeig

Na pn ypnoponoleital o€ TEPITT®ON LAEPELOICONGING GTO dPAGTIKO GLGTATIKO 1| O KATO10 £KOOY L.
Na un ypnoiponoteital 6 GKOAOVE NAKING LKpOTEPNS TV 12 unvdv 1 Atydtepo amod 3 kg copatikod
Bépovg.

Na pn ypnoiponoteital 6 GKOAOVS Le EVOEIEEIS KATAGTOANG TOV (VOCOTOMTIKOD, OTMG
VIEPPAOIOETIVEPPIOIGUOG 1] He eVOEIEELS Tapovaing KakonBovg veomhaciog KabmG 1 dpacTikn ovoia
dev éyxel a&loroynOei oe AVTEC TIC TEPUTTMGELC.

6. E101kéc mpoE1domonoels

Ewwéc tposidonomosic:
Koapia.

ISwaitepec TPoELAGEELC Yo TNV ao@OA ypron o1a gidn (dwv:

H oclacitinib diapopomotel To avosomoinTikd cOoTne. avEAVOVTOS TV EV01cONcio 6€ AoUMEEIS Kot
EMOEWVDOVOVTOG KATAGTAGEIS veomlooiag. Emopévac oxdrotl mov Aapufdvouy 1o KTnviaTpiko
QOPUOKEVTIKO TTPOidV Ba Tpémet, vo TapakolovBohvtal yio TV avaTTLEN AOIUDEEDV KOl VEOTANCIMV.
Kotd v avIipetdnion tov Kvnepov tov oyetiletat e aalepyikn deppatitioa pe oclacitinib, mpémet
va d1epeuvNn oV Kot VoL AVTILETOTIGTOOV TVUYOV LIOKEILEVA antiol (7., AAAEPYIKT Ad YOALOLG
depuotitida, deppatitidn €& emapnc, TpoPikn aAlepyia). EmmAéov, oe Tepmtdoelg oAAEPYIKNG
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OepUaTITIONE KOl OTOTIKNG OEPLATITIONG, CLUVIGTATOL 1) SIEPEVYN O Kol BEpameia. EUTAEKOUEVDV
TAPAYOVTOV, OTMG LOADVGELG amd PakTipia, LOKNTEG 1 TAPASITA (TT.). WOALOVS Kol YdP).
Aoppavovtog voyn v mlavotnTo ENidPAcNS € OPIGUEVEG KAIVIKOTOO0A0YIKEG TapapéTpovg (BA.
Tapdypoeo 7 "AvemBOunTo cupPdvta') cuVioTaToL TEPLOSIKOG EAEYYOG LE YEVIKT €EETOCT OULOTOC
Ko BLoynUKaV SEIKT®V 6ToV 0pd 0TV T GKLALY PBpickovtal og pakpoypdvia Bepamneio.

Idwitepec TpouAdEeic oL wpémet va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPKO
QopuakeLTKd Tpoidv oe {dau:

ITAévete ta yEpila PeTd TN YOPNYNON.

Xe mepinton mov Kotd Aabog vdpéel katdmoon, vo avalntioete apuécmg 1oTpikn fondeia kot va
emOei&ete 6TOV 10TPO TO EGOKAEIGTO GUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO TOL POPUOKEVTIKOD
TPOIOVTOC.

[dwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPPAAAOVTOC:
Agv 1oyvet.

Eyxopocivn ko yohovyio:

H aoc@dieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvTog dev £xel amoderydel Katd T dlapKeLo TNG
KONONG Kot TNG Yolovyiag, 1 TNG aVOTopay®YNS TOV APCEVIKMOV CKOAMY, ETOUEVMG O GLUVICTATOL M
¥PNOM KT TN SLAPKELD TNG KONONG, TNG YoAoV)iaG, | € GKOAOLG OV TTpoopilovtal yio
OVOTTOPOLY Y],

AMNAETOPAEOELC e GAAD QOPUAKEVTIKA TPOTOVTO KO GALEG HOPPEG AAANAETIOpAOC:

Agv mopatnprnonkoy aAAniemdpdosic petald papudkav o peréteg mediov, dmov to oclacitinib
YOPNYNONKE TOVTOYPOVO LE KTNVIATPIKA QOPUAKEVTIKE TPOIOVTA TOV YopnyovvTal cuyvd, OTwg evOo-
Kol EE@TAPUCITOKTOVE, OVTIUIKPOPLOKE, KOl AVTIQAEYHOVAOIT QAPUAKO.

"Eyel pelemBei n enintwon g yopnynong oclacitinib otov epfoitacud pe Lovtavd tporomotnpuéva
gupora, mapPoio tov okvAov (CPV), 16 g vocov tov Carre (CDV) kot 16 tng parainfluenza (CPI)
Kot adpavomompévo epPoro kotd g Avcoag (RV), og veapd kovtdfia niwkiag 16 foopddmv.
EmitevyOnke pio emapkng avosoloyikn andvtnon (oporoyikd) petd tov epfolacud yioo CDV kot
CPV, 6tav ota kovtapia yopnynhonke oclacitinib cg d6on 1,8 mg/kg cmpatikod Bapovg (o.p.) dvo
@opéc nuepnoing et 84 nuépec. QoT000, TO EVPNUATO AVTNE TG LEAETNC £de1&av pia Peimon oty
oporoyikn avtandkpion otov gpfoitacud yro CPI kot RV og kovtdfia mov vrofdAirovtol oe
Bepamneia pe oclacitinib 6g chyKpion pe Tovg paptupeg mov dev Elafav. H khvikn onuacio tov
TOPUTNPOVUEVOV avTIOpaoemV Yia ta (dha mov eupfoAtdotniay eved Adupavay oclacitinib (cOppova pe
TO GUVICTAOUEVO BOGOLOYIKO GYNHUW) EIVOL AGOPTS.

Yrepdocoroyia:

Ta diokia oclacitinib yopnyndnkav oe vyieic oxdrovg Beagle evaoc £tovg, d0o @opéc v nuépa yia 6
gPdoudoeg, mov akoAovdndnie and yopnynon pio eopd v nuépa yro 20 efdopdoeg, og d6oM

0,6 mg/kg o.p., 1,8 mg/kg 6.B. kot 3,0 mg/kg o.B. yio cuvoAikd 26 efdopadec. TTig KMVIKEG
TapaTNPNoEl; Tov Bempeitar Thavo va oyetilovtar pe ) Oepameia pe oclacitinib Teplapfdavovrar:
olonekio (tomikn), Moo, deppotition, puONUa, EKd0PEC Kot EPEAKIOES / KPODOTES, LEGOOOKTOALEG
"KOOTELS", KOl 010N TV TOdIDV.

Ot aALO1DOELS depUATITIONC NTOV KVPIMG dEVTEPOYEVEIC 6TV avdmTLEN d0bMVmENG TV
HUEGOJOKTOMMVY TTUYADV GE £V 1] TEPLGGOTEPO GKPO KOTA T SLAPKELD TNG LEAETNG, LE TOV aplOpd Kot
TNV GLYVOTNTA TOVG Vo av&dvetal pe Ty avénon g doong. [lapatnpndnke Aeppadevonddeio tmv
TEPLPEPIKDOV AEUQOYUYYAI®V GE OAEC TIG OUAOES, WOV AVEAVITOV GE GLYVOTNTA UE TNV oOENGT TG
d00o1g, Kl oVyva oyetilovol ue S00MVOoTN TOV LEGOSAKTOAM®MY TTVYDV.

To Ndopa Bewpnnie oyetilopevo pe tn Bepaneia, aAld oyl d0G0eEUPTMOUEVO.

Agv VITapyEL E101KO OVTIOOTO KOl G TEPITTM®OT CLUTTOUAT®V VTEPOOCOAOYING 0 GKOAOC Bo Tpémel va
OVTLLETOMIOTEL CUUTTOUOTIKA.

Ewwkoi mepropiopoi ypionce ko e1dkéc cuvinkes ypriong:
Agv 16y0eL.
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Kvpiec ocvufortotnrec:
Agv 1oyVet.

7. AvemOounta coppavra

YKxoAou

IToAd cuyva (>1 {do / 10 vrd Bepameio {ba):

mvodepua, depUaTIK OYKidLo, ONAmua

Yuyva (1 éwg 10 {ma. / 100 vid Bepomeio (da):

MBapyoc, Mrwpo, ToAvdunyio, avénuévn opetn

vavtia, EUETOC, dtappota, avopesia

IOTIOKOTTOMO, HUKNTIOKES LOAVVGELS TOL OEPLLOTOC, TOO0dEPUATITION
0Tt

Aeppadevomadeio

KvoTtitda

embeTikOTNTO

Mo ondvia (<1 o / 10.000 vrd Bepaneia (Do, COUTEPIAAUPAVOUEVOVY TOV LEUOVOUEVOV
oVOPOPAOV):

avopio, AEpeoua, oTacudc

Ot petaforég oty kKhvikn taboroyio mov oyetifovral pe ) Bepaneio meplopicTnKoy G€ (o adENCT
™G HEONG YOANGTEPOANG TOV OPOD KOt PEIDMGT TOV HEGOL aplBLOD AEVKOKLTTAP®WYV, WGTOGO, OAEG Ol
UECEC TIEC TTAPEUEIVAY EVTOG TOL EDPOVG AVAPOPAG Tov gpyaotrnpiov. H peimwon 610 péco apfuod
AEVKOKVTTAP®V TTOL TTapaTnPNONKe oe oKOHAOLG oL EAafav oclacitinib dev NTav TPoOdELTIKN KO
emmpéace tov aplipo dAov TV AEVKOV apoc@opieV (Tov aplipud Twv 0VOETEPOPIADY, TMV
NOGIVOPIA®MY KOl TOV LOVOKLTTAP®OV), EKTOC amd Tov apldud tov Aepgokuttdpmv. Kapio and avtég
T1G peTaforég otnv KAMvikn mafoAroyio eV ELPOVIOTNKE KAIVIKA OMLOVTIKT.

IMa 011 agopd oty evauctnoio og Aouméelg kat veomhaoieg, PA. mapdypapo 6 "Eidukég
TPOELOOTONGCELS".

H avagopd avembountov coppdviov eivar onpavtikn. Exttpénet tn cuveyn mopoakoiovdnon e
acQAAEWNG EVOC TTPOIOVTOC. Edv Tapatnproete omotadnmote ovemOOunTn evEPYELD, AKOWUO KOL OV OV
OVAQPEPETOL GTO ECAOKAEIGTO GVALO 0ONYIDV ¥pNoNG N AUPPAALETE VIO TNV OTOTELEGUATIKOTITO TOV
QUPUAKOV, TAPOKUAEIGOE VO ETIKOVOVINGETE, KATOPYOC, IE TOV KTNVIaTpd coc. Mmopeite emiong va
aVAQPEPETE OTTOLOONTOTE AVETLOOUNTO GLUBAVTA GTOV KATOYXO TNG AOEWG KUKAOPOPING
YPTOLLOTOIDVTOG T GTOLYELN EMKOWVMVING 6TO TELOG AVTOD TOL PVAAOD 0dNYIDV XPNOTG, N LEG® TOV
€Bvikob 6og cuoTraTog avapopds {oTotyeia eBviKoh CLGTLATOC).

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOPIYNONS

T yopiynomn amd to 6ToOU.

H ocvvietdpevn apyikr d6om tov diokiov tov Apoquel mov mpénel va AaPel 0 GKOAOG TPETEL V.
avtiotoryel o 0,4 éoc 0,6 mg oclacitinib/kg couatikod Bdpove, xopnyoduevn omd 1o oToOo, 000
Popég nuepnoing yio uéxpt 14 nuépec.

IMa ) Ogpaneia cuvthpnong (uetd Tic Tpdteg 14 nuépeg g Bepansiog), 1 idwa 66on (0,4 £mg 0,6 mg
oclacitinib/kg copatucod Bapovg), o mpémel ot cuvéyela va yopryeitar povo pio popd v nuépa. H
amOQOoT Yo Lokpoypovia Bepameia cuvtipnong o mpénet va faciletar oe a&loAdynoT TG oYEoNg

0PEALOVC-KIVOUVOL atd ToV LITEVOVVO KTNVINTPO KOTA TEPITTOON.

Avtd to diokio umopodv va yopnynbovv pe 1 yopic Tpoen.
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TTapakaAeiote va dgite TOV TOPAKATO dOCOAOYIKO TivaKa OV TAPOoLGLALEL TOV aplBud TV diokiwv
OV OTOLTOVVTAL OOTE VO EMTEVYOEL 1 GLVIGTAONEVT dOGT|. Ot TapmAETEG KOPOVTAL EDKOAN KOTA UQKOG

NG EYKOTNG.

Lo [eprekTikOTNTA Kol aprtOpdg TV d1okimv wov Oa yopnyn0Osi:
YoORoTIKO Papog - - .
(kg) T0V GKHAOV Awkia Apoquel 3,6 mg | Awkia Apoquel 5,4 mg | Avokia Apoquel 16 mg
3,044 Y
4,5-5,9 Y
6,0-8.9 1
9,0-13,4 1
13,5-19,9 Y
20,0-26,9 2
27,0-39,9 1
40,0-54,9 1%
55,0-80,0 2

9. Oonyieg Yo ™) c®GTI) YOpRyNoN

Ot 6KOA0L TPETEL VO TOPAKOAOVOOVVTUL LIE TPOGOYN UETA TN YOPTYNON DOGTE VO SIOCPAAGTEL M)
Katdmoon tov kdbe diokiov.

10. Xpdvor avapoviig

Agv 1oyvet.

11. EIAIKEX YYNOHKEX ATATHPHXHXZ

Na pvrdcoetal o€ Béom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

DdvAdocete og Beppokpoacio pikpotepn tv 25 °C.

Toyov vdorono oo diokio mpénel va tomobeteiton Ticw oto avorypévo blister kot vo amodniedeTon
oTNV apyIKn xaptivr cvckevacia 1| otn eréAn HDPE (yio péyioto ypovikod sidotnua 3 nuépeg).
Na pn xpnoiponoteital avutd To KTNVINTPIKO QOPUOKEVTIKO TPOTOV LETE TV nuepounvia ANEng mov
avaypdeetol ato blister | T erdAn petd to Exp.

12. Ewwkég mpo@uracers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCOTONOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV VAIKOV TOV TPOEPYOVTAL OO T XPNON TOVG
GULPMOVE, LLE TIG TOTIKEG OTOITNOELG KOt e TUYOV 1oybovTa eBvikd cvotiuato cvAloyne. Ta pétpa

OVTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

Svppovievdeite Tov knviaTpd 60OG Yo TOV TPOTO ATOPPLYNG TOV YPNCIUOTOMOEVTOV QapUAK®Y.

13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMOV

Na yopryeitar HOVoV e KTNVIOTPIKT GUVTAYT).
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14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVHGIEG
EU/2/13/154/001-27

Ta diokio. OA®V TOV TEPLEKTIKOTNTOV Eival cuokevoouéva og blister gite amd ahovuivio / PVC / Aclar
gite and alovpivio PVC/PVDC (kdBe oepd mepiéyet 10 diokia emkalvppéva e AETTO DUEVIO),
GLOKEVAGUEVA GE Eva EEMTEPIKO YAPTVO KoLTi, 1] Aevk] HDPE mhactikn giéAn pe modpo acpaieiog

v Toudid. Lvokevaoieg tov 20, 50 1 100 diokimv.

Mmropei va, unv KuKAOPOPOLV OAEG Ol GLOKEVAGIES.

15. Hpepopnvia tedevtaiog avade®pnong Tov QUALOL 03NYIAV YP1ONG

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHOKEVLTIKO TPoioV eivan dabéaipeg ot

Baon dedopévav g EE yio ta ktnviotpikd Tpoidovia.

16. Xroyeio emkovoviog

Kdtoyog tng ddstog KUKAOQOPIOS KoL GTOLYEIN EXKOWVMOVIOS Y10, TNV 0voopd THavoAoyYoU LEVOV

OVETOOUNTOV EVEPYELDV:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béhyo

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

Peny6auka bunarapus
Temn: +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

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

EALGoa
TnA: +30 210 6791900
infogr@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

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

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

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

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

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

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

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

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

Romania
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

ITapaockevootng vrevhuvoc yia TV areAevdEpwon TV TopTidwWV:

Pfizer Italia S.r.1.

Viale Del Commercio 25/27
Ascoli Piceno

63100

Italia

il
Zoetis Belgium
Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béhyo

17. Alheg minpo@opisg

H oclacitinib givar évag avactoléag TV Tpoteivikdv Kivacov Janus (JAK). Mropei va avactélhel T
Aertovpyia evoc TANB0oVG KuTOoKIVMV oL e€apTdvTal ad TV dpactnprotnta Tov evivuov JAK. IMa
v oclacitinib ot KVTOKIVEG GTOYOL EIVOL OL TPOPAEYLOVDIEIC 1| EXOVV KATOLO POAO OTIG AAAEPYIKEC
avTpdoeig/kvnoud. Qot10600, 1 oclacitinib pmwopel eniong vo aoknoel enidpacn og GAAES KLTOKIVES
(Y10 Topadety Lo, EKEIVEG TOL EUTAEKOVTOL GTNV GULVE, TOV EEVIGTH 1] TNV QUOTOINGCT)) UE TNV
mOavOTNTO AVETIOOUNTOV EVEPYELDV.
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OYAAO OAHT'IQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg
Apoquel 3,6 mg pacopeva diokia yioo GKOAOVG
Apoquel 5,4 mg pacopeva dokia yioo GKOAOVS
Apoquel 16 mg pacopeva diokio Yoo GKOAOLS
A YvvOeon

Ka0e pocopevo diokio meptéyet:

APOOTIKO GVGTATIKO:
3,6 mg, 5,4 mg or 16 mg oclacitinib (og oclacitinib maleate).

Avorytd émg oKoVpa KOPE SIACTIKTO LOCMUEVO OI0KI0 GYLOTOC TEVIOYMVOL e EYKOTES KOl GTLG 000
mhevpéc. Ta dloKio PEPOVY aVAYAVQEC EVOEIEEIC UE TNV OVTIGTOLYN TEPLEKTIKOTNTA («S S» Y100 TOL

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

Ta d1okio pmwopovv va y®ploTovV 6g dVOo ica PEPT.

3. Eion Loov

KO 0L

4. OepamevTIKég EVOEIEEIQ

Mo v ovTYETOTIOT TOV KVNGHOL TOV GYETILETAL UE TNV AAAEPYIKT dEPUATITION GTOVG GKVAOVG.
Mo v ovTETOMION TOV KMVIKGV CUUTTOUATOV TOV GYETIOVTOL LLE TNV OTOTIKT dEPUATITION GTOVG
GKOAOVC.

5. Avtevoeigeig

Na pn ypnoiponoteital o€ TEPInTT®ON LAEPELOICONGING GTO dPACTIKO GLGTATIKO 1| O KATO10 £KO0Y L.
Na pn ypnoiponoteital 6 GKOAOVS NAKING LKpOTEPNS TV 12 unvdv 1 Atydtepo amod 3 kg copatikod
Bépovg.

Na pn ypnoiponoteital 6 GKOAOVS Le EVOEIEEIS KATAGTOANG TOV (VOCOTOMTIKOD, O
VIEPPAOIOETIVEPPIOIGUOG 1] He EVIEIEELS Tapovaing KakonBovg veomhaciog Kabmg 1 dpacTikn ovoia
dev &xel a&loroynOei oe AVTEC TIC TEPUTTMGELC.

6. E101kéc mpoE1domonoels

Ewwéc tposidonomosic:
Koapia.

ISwaitepec TPoELAGEELC Yo TNV ao@OA ypron o1a gidn (dwv:

H oclacitinib diapopomotel To avosomoinTikd cOoTne. avEAVOVTOS TV EV01cONcio 6€ AoUMEEIS Kot
EMOEWVDOVOVTOG KATAGTAGEIS veomlooiag. Emopévac oxdrotl mov Aapufdvouy 1o KTnviaTpiko
QOPUOKEVTIKO TTPOidV Ba Tpémet, vo TapakolovBohvtal yio TV avaTTLEN AOIUDEEDV KOl VEOTANCIMV.
Kotd v avIipetdnion tov Kvnepov tov oyetiletat e aalepyikn deppatitioa pe oclacitinib, mpémet
va d1epeuvNn oV Kot VoL AVTILETOTIGTOOV TVUYOV LIOKEILEVA antiol (7., AAAEPYIKT Ad YOALOLG
depuotitida, deppatitidn €& emapnc, TpoPikn aAlepyia). EmmAéov, oe Tepmtdoelg oAAEPYIKNG
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OepUaTITIONE KOl OTOTIKNG OEPLATITIONG, CLUVIGTATOL 1) SIEPEVYN O Kol BEpameia. EUTAEKOUEVDV
TAPAYOVTOV, OTMG LOADVGELG amd PakTipia, LOKNTEG 1 TAPASITA (TT.). WOALOVS Kol YdP).
Aoppavovtog voyn v mlavotnTo ENidPAcNS € OPIGUEVEG KAIVIKOTOO0A0YIKEG TapapéTpovg (BA.
Tapdypo@o 7 < AvemBounto cuuPavta’’) GUVIGTATAL TEPLOOKOG EAEYYOG LE YEVIKT £EETOOT OHUATOG
Ko BLOynUKaV SEIKT®V 6ToV 0pd 0TV T GKLALY PBpickovtal og pakpoypdvia Bepamneio.

Ta dokia eivon apopaticpéva. I'io v amoeuyn Katdroong katd AaBog, puAdcoste To dloKia 6
aoQOAEC LEPOG TTOL deV Tpooeyyilovv ta (da.

Idwitepec TpoLAGEELC TOL TPEmEL va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUAKEVTIKO TPOTOV og (D

ITAévete ta yépro petd T yopnynon.

e mepinton mov kotd AdBog vrdpéel Katdmoon, va avalntnoete auécms wtpikn fondeta Kot vo
eMOEiEETE OTOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOV PUPLOKEVTIKOV
TPOIOVTOC.

H xoatdmoon avtov tov mpoidvtog pumopel va etvar emPAafng yo ta mwodid. [a v amopuyn
Katdmoong Kot Aabog, yopnyeite to (ta) diokio(0) 6TOV OKOAO AUESMOG LETE TNV 0QAIPEST) OO TN
ovoKeLOoio TOToV blister.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGL TOV TEPPAAAOVTOC:
Agv 1oyVeL.

Eyxopocivn ko yohovyio:

H acpddeia Tov kTviaTpikod QOpROKEVTIKOD TPOTOVTOG dev £xel amoderydel Katd t didpkela g
KONO™G KOt TNG YOAOLYIOG, 1| TNG OVOTOPAYMYNG TOV OPCGEVIKOV OKOAMV, EMOUEVMOE OE GUVICTATOL |
¥PNOM KT TN SLAPKELD TNG KONONG, TNG YoAoV)iaG, | € GKOAOLG OV TTpoopilovtal yio
OVOTOPOLY®YT].

AMndemdpdoelg pe ALY QOPUOKEVTIKE TPOTIOVTA Kot GALEG HOPQEG AAAAETIOPAONC:

Agv mopatnpnnikoy aAAniemdpdoeig HeTa&d papudkmv o peréteg mediov, 6mov to oclacitinib
YOPNYNONKE TOVTOYPOVO LE KTNVIATPIKA QOPUUKEVTIKE TPOIOVTA TOV YopnyovvTal Guyvd, OTwg evOo-
Kol eEMTOPACITOKTOVA, OVTLLIKPOPLOKE, KOl AVTUPAEYUOVAOOT QAP LAKAL.

"Eyetl pelemBei n emintwon g yopnynong oclacitinib otov epfoitacud pe Lovravd tporomotnpuéva
gupoia, mapPoio tov oxviov (CPV), 16 g vocov tov Carre (CDV) kot 16 tng parainfluenza (CPI)
Kot adpavomotnpévo euforto katd g Avocag (RV), og veapd kovtafia nikiog 16 efdoudowmv.
EmitevyOnke pio emopkng avocoroyikn omdvtnon (oporoyikd) petd tov epporacud yio CDV kot
CPV, 6tav ota xovtapio yopnynonke oclacitinib cg d6on 1,8 mg/kg copaticod Bapovg (c.5.) dvo
@opéc nuepnoing et 84 nuépec. QoT000, TO EVPNUATO AVTNE TG LEAETNC £de1&av pia peion oty
oporoyikn avtamdkpion otov gufoitacud yioo CPI kat RV o€ kovtdfio mov vrofdAloviol ce
Oepaneia pe oclacitinib og chyKpion pe Tovg paptupeg mov dev Elafav. H khvikn onuacio tov
TOPUTNPOVUEVOV OvTIOPAceE®V Yo Ta (Do mov epfortdotnioy eved Adpupavay oclacitinib (cOppova pe
TO GUVIGTAOUEVO BOGOAOYIKO GYNUW) EIVOL AGAPTC.

Yrepdocoroyia:

Ta diokia oclacitinib yopnyndnkav oe vyieic oxdrovg Beagle evaoc £tovg, d0o @opéc v nuépa yia 6
gBoopddes, mov akolovONONKe amd yopnynon o eopd v nuépa yio 20 efoopnddsg, oe d6om

0,6 mg/kg .B., 1,8 mg/kg 6.B. kan 3,0 mg/kg o.B. yio cuvorikd 26 efdopadec. TTig KMVIKEG
TopaTNPNCEIS TOL Bempeiton TBuvO va oyetilovion pe ) Bepameia pe oclacitinib meptapfavovor:
olomekio (tomikn), MMAoua, deppotitioan, pVONUA, EKGOPEC KoL EPEAKIOES/KPOVGTES, LEGCOOUKTOAIEG
“‘k00TELG’’, KOl 01010l TV TOSUDV.

O1 aALO1DOELG dEpUATITIONG TTAV KVPIMG dEVTEPOYEVEIC GTNV OvATTLEN S00MVEmONG TV
UEGOSUKTOMMVY TTVYDV GE EVa 1| TEPLGGOTEPO, AP KATA T1 SLAPKELN TNG LEAETNG, UE TOV aptOuo Kot
TNV oLYVOTNTA TOVG va ov&dvetal pe v avénon g 6oong. [lapatnpndnke Aeppadevonddeio tmv
TEPLPEPIKDOV AEPQOYAYYAI®V GE OAEC TIG OUAOES, TTOV AVEAVATAV GE GLYVOTNTA UE TNV 0OENGT TNG
d0omg, Kal ovyva oyetiloviol ue S00MVOOT TOV LEGOSAKTOAM®MY TTVYDV.

To lhopa Bewpndnie oyetilduevo pe tn Oepameia, aAld Oyl 30G0EEUPTMOUEVO.
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Agv vrapyet €101KO avTid0TO KOl G TEPIMTTOGT CLUTTOUATOV VTEPOOGOLOYING 0 GKVAOG Ba Tpémel va
OVTILETOTIOTEL GUUTTOUOTUCA.

Edwkoi mepropiopol ypnonc Kot e0kéc cuvONKee ypNong:
Agv 1oyveL.

Kvpiec ocvufototnrec:
Agv 1oyVet.

7. AvemOounta coppavra

YKxoroL

IToAd cuyva (>1 {do / 10 vrd Bepameio {ba):

TLOdEPLO, OEPUATIKA OYKidl, ONAmua

Suyvd (1 éwg 10 {oa. / 100 vid Bepomeio (da):

MBapyoc, Mrwpo, ToAvdunyio, avénuévn opetn

vavtia, EUETOC, dtappota, avopesia

IOTIOKOTTOMO, HUKNTIOKES LOAVVGELS TOL OEPLOTOC, TOO0dEPUATITION
0Tt

Aeppadevomadeio

Kvotitda

embeTikodTNTO

Mo ondvia (<1 o / 10.000 vrd Bepaneia (Do, COUTEPIAAUPAVOUEVOVY TOV LEHOVOUEVOV
oVaPOPAOV):

ovopio, AEpeoua, omacudc

Ot petaforéc otnv kKhMviki mabBoAoyio mov oyetilovtal pe tn Oeponeia mepropiotnKay 6€ pia avEnon
™G HEONG YOANGTEPOANG TOV OPOD KAt LEIDMGT TOV HEGOL aplBLOD AEVKOKLTTAP®WYV, WGTOGO, OAEG Ol
UECEC TIEC TTAPEUEIVAY EVTOG TOL EDPOVG AVAPOPAg Tov gpyaotrpiov. H peimwon 610 péco apfuod
AEVKOKVTTAP®V TTOL TTapaTPNONKe oe oKOAOLG oL EAafav oclacitinib dev Tav TPoodevTIKN KO
emmpéace tov aplipo dAwv TV AeVKOV apoc@opieV (Tov aplipud Twv 0VOETEPOPIADY, TMV
NOGIVOPIA®MY KOl TOV LOVOKLTTAPWOV), EKTOC amd Tov apldud tov Aepgokuttdpmnv. Kapio and avtég
T1G petaforég otnv KAMvikn mafoAroyio eV ELPOVIOTNKE KAIVIKO OMLOVTIKT.

IMa 611 agopd oty evauctnoio og Aouméelg kot veomhaoies, PA. mapdypago 6 ‘Eidukég
TPOEBONOMNoELS .

H avagopd avembountov coppdviev eivar onuavtikh. Exttpénet tn cuveyn mopoakoiovdnen e
AoQUAELNG EVOG TPOTOVTOC. EAV Tapatnprioete 0moldnmote avemBOUNT EVEPYELD, AKOLLO KOL OV OEV
OVOPEPETOL OTO ECAOKAEIGTO GVALO 0ONYIDV ¥pNoNG N AUEIPAALETE VIO TNV ATOTELEGUATIKOTITO TOV
QUPUAKOV, TAPOKUAEIGOE VO ETIKOIVOVIGETE, KATAPYOC, LE TOV KTNViaTpd coc. Mmopeite emiong va
AVAQPEPETE OTTOLOONTOTE AVETLOOUNTO GUUBAVTA GTOV KATOYXO TNG AOEWNG KUKAOPOPING
YPTOLLOTOIDVTOG T GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOV 0dNYIDV XPNOTG, | LEG® TOV
€0vIKoO 60 CLOTHATOC avaPOopPds {oTotKEln EOVIKOD GLGTAOTOC).

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOPIYNONG
T xopnynom and to otdua.
H ocvvietdpevn apyikr d6om tov diokiov tov Apoquel mov mpénel va AaPel 0 GKOAOC TPETEL V.

avtiotoryel o 0,4 éo¢ 0,6 mg oclacitinib/kg couatikod Bdpove, xopnyoduevn omd 10 6ToO0, 000
Popég nuepnoing yio puéxpt 14 nuépec.
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T ™ Bepamneia cuvtipnong (petd Tig Tpdteg 14 nuépeg g Bepaneiag), n idwa d6om (0,4 £wg 0,6 mg
oclacitinib/kg copatikod Bapovg), o mpénel otn cuvérela vo yopnyeitor udvo pio popd v nuépa. H
amoOQOoT Yo Lokpoypovia Bepaneia cuvtinpnong o mpénet va faciletar oe a&lohdynor g oy€ong
0PEALOVC-KIVOOVOL amd TOV LTEVOBVVO KTNVINTPO KOTA TEPITTOON.

Ta dtokia Apoquel gival pacdpeva, £0YELGTO KOl KATAVOADVOVTOL EOKOAQ OO TNV TAELOVOTNTO TOV
OKOA®V.

Av1d to dlokio umopohv va, yopnynbodv pe N yopic Tpoon.

IMopakadeiote va deite Tov TapaKdT® 6060A0YIKO Tivaka Tov Tapovctdlet Tov aplfud Tov diokiov
OV ATALTOVVTOL MGTE Va. EMLTeVyDel n cuvieTduevn d6on. Ot Tapmiétec kKOPovtal EDKOAN KOTE UNKOC

NG EYKOTNG.

Lo MeprekTikOTNTA Kol aprtOpodg TV dtokimv wov Oa yopnynOsi:
YoORaTKo papog - - ,
(kg) 70V GKOAOV Awkia Apoquel 3,6 mg | Awkia Apoquel 5,4 mg | Avokia Apoquel 16 mg
3,044 Y
4,5-5.9 Y
6,0-8.,9 1
9,0-13,4 1
13,5-19,9 Vs
20,0-26,9 2
27,0-39,9 1
40,0-54.9 1%
55,0-80,0 2

9. Oonyieg Yo ™) 6®GTI) YOpRYNON

Ot 6KOA0L TPETEL VO TOPAKOAOVOOVVTAL LIE TPOGOYN UETA TN YOPTYNON DOGTE VO SIUCPAAIGTEL M
Katdmoon Tov kdbe diokiov.

10. Xpdvor avapoviig

Agv 1oyvet.

11. EIAIKEX YYNOHKEX ATATHPHXHXZ

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALOA.

DVAGGGETE GTNV OPYLKT] GUCKEVAGIN Y10 VO TO TPOGTUTEVCETE GO TNV LYPOCia.

Ta vrorowa TUUATE TOV d10KI0L TPETEL VO amoBnKebOVTUL 6T GLOKEVAGIO TUTTOVL blister kot va
divovtol KoTd TNV EmOUEVT XOPNYNO.

Na pn xpnoIponoteital avtd To KTNVINTPIKO QOPUOKEVTIKO TPOTOV LETE TNV nuepounvia ANEng mov
avaypdeetol oto blister petd to Exp.

12. Ewwkég mpo@uraéers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOBANTOV.

Xp1NGILOTOMGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V Y0 TV OTOPPIYT U1 XPNOOTONOEVT®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®V OV TPOEPYOVTOL Amd TN P11 TOVG
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GOUQ®VA, LLE TIG TOTIKEC OMOLTNOELS KAl LLE TUYOV 1oYbovTa £8ViIKA cuoTiato cvALoYNG. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

Svppovievbeite Tov kNviaTpd G0OG Y10 TOV TPOTO ATOPPLYTG TOV YPNCILOTOMOEVIOV QapUAK®Y.

13. Ta&vépnon TOV KTNVIATPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yoprnyeital LOvVov e KTNVIOTPIKT GUVTAYY.

14. ApwOpoi doc1og KUKLOQOPIOG KOl GVGKEVHGIEG
EU/2/13/154/028-036

Kvowyéheg (Blister) amd ailovpivio/PVC/Aclar (kdbs cepd mepiéyet 10 pocopeva diokia),
GLOKEVOCUEVA GE Eva EEMTEPIKO YAPTIVO KOLTi. Xvokevacieg Tov 20, 50 1 100 Siokiwv.

Mmopei va, unv KukAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS

Aentopepeic TANPOQOPIEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Béon dedopévav g EE yia ta ktnviatpikd tpoidvra.

16. Xtoyycio emkolvoviag

Kdrtoyoc e 4detag KuKAOQOPING TapUoKEVOGTNE VITEVOVLVOC Y10, TNV OTOdEGUEVOT TOV TOPTIOWV KO
OTOUYELD EMKOVOVIOE Y10 TNV 0VOPOPA TOOVOAOYODUEVMV OVETIOVUNTOV EVEPYEIDV:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

Béiyo

Belgié/Belgique/Belgien Lietuva

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

Peny0smka boarapus
Tein: +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

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

EA\Goa
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

Island
Simi: +354 540 8000
icepharma(@jicepharma.is

Ttalia
Tel: +39 06 3366 8111

farmacovigilanza.italia(@zoetis.com

Kvmpog
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

17. Alheg minpo@opisg

H oclacitinib givan évag avacstodéag TV Tpoteivikdv Kivacov Janus (JAK). Mropet va avactélhel T
Aertovpyia evog TAB0VG KVTOKIVAV TToL eEapTM@VTOL amd TNV dpactnprotnta Tov evidvpov JAK. Ta
TNV oclacitinib ot KVTOKIVEG GTOYOL EIVOL OL TPOPAEYUOVDOEIC 1| EXOVV KATOLO POAO OTIG AAAEPYIKEC
avTdpdoeig/kvnoud. Qot6c0, 1 oclacitinib pmopei eniong vo acknoel enidpacn e GAAEC KLTOKIVEG
(Y10 Tapadety Lo, EKEIVEG TOL EUTAEKOVTOL GTNV AULVE, TOV EEVIGT 1 TNV QUOTOINGT)) E TNV
mOavOTNTO AVETIOOUNTOV EVEPYELDV.
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