ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Prolevare 3,6 mg diokio emtkalvppéva pe AETTO LUEVIO Y100 GKOAOVG

Prolevare 5,4 mg dickio emikoAvppévo pe AETTO VIEVIO Y10 GKOAOVG

Prolevare 16 mg diokio emkaivppéva pe AeTTO DUEVIO Y10 GKOAOLG

2. MOIOTIKH KAI TOXOTIKH XYNOEXH

Ka0e diokio emkaivppévo pe Aemtd vpévio Tepléyet:

APUOTIKO 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)

Agukd £mg VTOLEVK, EMUNKN SIOKIO EMKOAVUUEVO LE AETTTO VUEVIO, LUE EYKOTY| KO GTLG 000 TAEVLPEG
Ko avaypaen Tov ypappatov "AQ" kal "S", "M" 1 "L" ka1 otig 600 mhevpéc. Ta ypaupota "S", "M"
Kot "L" avopépovtal 6TIg SapopeTIKEG TEPLEKTIKOTNTEG TV dtoKimv: To "S" elvan endve ota diokio
v 3,6 mg, 10 "M" ot0 diokio TV 5,4 mg, kot to "L" ota diokia tov 16 mg.

Ta dokio propodv va yopltotovy og 600 ica péEPN.

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

3.2  OgpoamevTikég gvositelg Yo ka0g €idog Coov

IMa ™V avTETOMOT TOV KVNGLOV oL GYETILETOL e TNV aAAEPYIKT dEPUATITION GE GKDAOVC.
Mo v avTeTdnion Tov KMVIKGOV EKONADCEDV TNG OTOTIKNG dEPUATITIONG GE GKOAOVG.

3.3 Avrevosigag

No un ypnoyonoteiton o€ TEPINTM®OT VIEPELAIGTONGING GTO FPACTIKO GLOTATIKO 1) G€ KO0 EKSOYQ.
Na pn ypnoiponoteitan 6€ GKOAOVG NAKING HkpOTEPNS TV 12 unvdv 1 Atydtepo amd 3 kg copatucon
Bapovc.

No un ypnoyLonoleital 6€ GKOAOVG UE EVOEIEEIC KATAGTOANG TOV OLVOGOTOMTIKOD, OTTMG
(QAo0EMVEPPIOOKT VITEPAELITOVPYiD 1| e EVOEIEELS TPoToVGOG Kakonfovg veomiaoiog, kabdg 1
OpaocTikn ovcia dev £yl a&loAoynOel 6€ AVTEG TIC TEPUTTAOCELG.
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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 d1000pomotel T0 avoGoToINTIKO GUGTNUE Kol UTopel vo avénaet TNy evaitctncia o
AOWMEELG KO VO ETOEWVMDGEL KOTAGTAGELG veomAaciag. Emopévmg, okviotl mov Aapupdvouv to
KTNVIOTPIKO QUPUAKEVTIKO TPOToV Ba Tpémel va mapakoiovBodvtat yio Ty ovATTuEN AodEE®V Kat
VEOTAOGLDV.

Kotd v avtipetdnion tov kvnopob mov oyetiletot pe v oAlepyikn depuatitida pe oclacitinib,
TPEMEL vaL O1epeLVNOOVY KO VO, AVTILETOTIGTOOV TUYOV LITOKEIEVA attial (.Y, OAAEPYIKN amd YOALOLG
deppotitioa, deppotitida €& emapnc, Tpoeikn aArepyia). EmmAéov, oe mepuntdoelg ahAepyIkng
OEPLOTITIONG KO ATOTIKNG OEPUATITIONG, GLVIGTATAL 1] dlepedivnon Kot Bepaneio emmAEKOVI®V
TOPAYOVIOV, OTWC LOAOVGEI/TOPACITIKEG TPOGPOAES amd PoKThpLa, LOKNTEG 1) TOPAcLTo, (TT.Y.
YOAAOVG KOl YADPOL).

AopPavovrog voyn v TlavoTnTa ENidpaons o€ 0plopéveg Khvikomaforoyikég mapapéTpoug (PA.
opaypaeo 3.6 "AvemBounta copfdvia’) cuVIGTATOL TEPLOSIKOC EAEYYOG LE YEVIKN eEE€TAOT OULOITOC
Kol BLoynpiKav SeKT®V otov 0pd, 6tav T oKLALE Bpiokoviol o€ pakpoypovia Bepameia.

Idwitepec TpoLAGEel mov mpémet va. Aoufdvovial oo To ATOUO TOL YOPNYEL TO KTNVITPIKO
QOPUAKEVTIKO TTPOoioV og {da:

[TAévete ta xépra petd tn yopnynon.

Xe mepinton mov katd AdBog vrdpéel Katdmoon, va avalntoete apéoms wTpikn fondeta Kot vo
emdeiEeTe GTOV 1UTPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMC 1} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAALOVTOC:

Agv 1oyvet.

3.6 AvemOopunrto copfavro

Xolot:
[ToAd cuyva TLOdEPILD, OEPUATIKG OYKId10, ONAmua
(>1 Lwo / 10 vwo Bepoameio {ha):
Zoyva MBapyoc, Mropa, ToAvdyia, ovEnuévn 6peén
(1 éog 10 {oo. / 100 vrd Oepaneio vavrtia, ELETOC, dtdppota, avopesia
{oa): IOTIOKOTTOMO, LUKNTIOKT LOAVVGT) TOV SEPUATOG,
TOO0OEPLOTITION
Tt
Aeppadevomadeio
KUGTITION
gmbeTikodTNTO
Mo\ ondvia avapio, AU
(<1 Lo / 10.000 vrd Oepancia Lma,
CUUTEPIAAUPAVOUEVDV TWV
LUELOVOUEVOV OVOPOPDV):




Ot petaporég oty kKhvikn mtaboroyia wov oyetilovtal pe ) Oepaneia neplopionkay e o avénon
NG WEGNG YOANGTEPOANG TOV OPOV Kol [io. Lei®on Tov HEGOL 0plBoD AEVKOKVTTAP®OY, MGTOGO, OAEG
01 péceg TIEG Tapépevay evidg Tov Hpovg avapopdg Tov epyactnpiov. H peimon otov péco appo
AEVKOKVTTAP®OV TTOL TapaTNPNONKE o oKOAOLG oL EAaPav oclacitinib dev NTav TPOOSELTIKN KOl
EMNPEACE TOV PO OA®V TOV AEVKOV apoc@alpiev (Tov aplipud Tov ovdeTepdPIAmyY, TV
NOSVOPIL®VY KOl TOV LOVOKLTTAP®OV), EKTOC amd Tov 0plfud tov Aepgokuttdpmv. Kapio arnd avtég
TIG HETAPOAEG TNV KAMVIKT TaBoAoyia dev ELPOVIGTNKE KAVIKA GNUOVTIKY.

INa 6,11 apopd otV gvocOncio o€ AOOEELS Kot veomAaoies, PA. mapdypapo 3.5 "[dwitepeg
TPOoPLAGEELS KoTd T Xpron'.

H avaeopd avemBountov coppdviov sivor onpavtikn. Extpénet mn cvveyn mapakorobonon g
UCQAAELNG EVOC KTNVIOTPIKOD QOPUUKEVTIKOD TPOTOVTOG. Ot avapopEc TPETEL VO OTOGTEALOVTAL, KATA
TPOTIUNOT HECH KTNVIATPOV, EITE OTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVIUTPOC®OTO
ToV gite otV €bvikn appodio apyn HEc Tov OVIKOD CLGTALNTOC avapopds. Avatpééte emiong oty
TAPAYPOPO «ETOLYElN EMKOVMOVING TOL EVAAOL 03NYIOV YPNONG.

3.7 Xpnion katd v kO 61, TN Yorovyia 1] TNV ®oTOoKia

H acpdlela tov ktnviaTpikod QopUOKEVTIKOD TPOTovVTOog dev £xel amodelyfel Katd T didpkela TG
KONONG KoL TG YaAovyiag, 1 TNG OVATOPAYMYNG TOV APCEVIKOV GKOA®Y, ETOUEVOC OEV GUVIGTATOL 1)
YPNON KOTA TN dLdpKeELn TNG KONOTNG, TNG YOAOVYIG, 1) 6€ GKOAOVS TOV TpoopilovTat yio

OVOTOPOY @Y.

3.8 Alniemidopaon pe ALY QUPUUKEVTIKA TPOIOVTO KOl AAAEG HOPYES OAMAETIOPAOTG

Agv mopatnpndnkay aAnAemidpdoelg petad eapudkov og peléteg mediov, 6mov 1 oclacitinib
YOPNYNONKE TOVTOYPOVA LE KTNVIATPIKG QOPHAKEVTIKE TPOIOVTO, OTMG EVOO- Kol EEMTAPACITOKTOVA,
OVTYIKPOBLOKE KOl AVTIQAEYUOVAOT).

"Eyel peret0ei ) enintwon tng yopnynong oclacitinib otov gpfoitacud pe {oviovd Tpomomotmuéva
eupora, mapPoid tov okvAov (CPV), 16 ¢ vocov tov Carre (CDV) kot 16 g parainfluenza (CPI)
Kot adpavorotnpévo gpfoito katd g Avooag (RV), og veapd kovtdfia niikiog 16 efdopddwmv.
Emitevynke pio emapkng avocoloyikn amdvrnomn (opohoyikd) petd tov epportacud yio CDV kat
CPV, 6tav ota kovtafio yopnynnke oclacitinib og 06om 1,8 mg/kg copatikov Bapovg (6.5.) 600
Qopéc nuepnoing eni 84 nuépeg. QoT0G60, TO, EVPNUATA AVTNG TNG HEAETNG €de1&ov pia peimon otV
oporoyiK avtamokpion otov epfoitacd yia CPI kot RV og kovtdpia mov vrofdAiovrtal o
Bepamneio pe oclacitinib e cVyKplon pe Tovg papTLPES TOV dev EAafav. H KAvikn onpacio tov
TOPOTNPOVUEVOV avTIOPAcE®V Yia Ta (Do, mov eupfoAtdotniay eved Aaupavay oclacitinib (cOpemva pe
TO GUVICTAOUEVO SOGOAOYIKO GYNUA) ival ACAPNC.

3.9 Oodoi yopnynong kot docoroyia
IMa yoprynon omd 1o oTé.

H ocvvietouevn apyiknm do6on givar 0,4 émg 0,6 mg oclacitinib/kg copotikod fapovg, yopnyovuevn amd
TO OTOUO, dVO POPEG NUEPNGIMS Yo LéEYPL 14 nuépeg.

INo ™ Bepameio cuvtipnong, N 1d1a doom (0,4 £mg 0,6 mg oclacitinib/kg copatikov Bapoug), Oa
TPETEL GTN GLVEXELD VO yopmyeitan Hovo pia eopd v nuépa. H andpaon yio paxponpodecun
Bepancio cuvtipnong mpénet va PacileTor otnv ekTipnon g ox€omng 0PEAOLS — KIvOOVOL KaTd
nepinTmon.

Avtd ta diokia pmopovv va yopnynBovv pe 1 yopig Tpoen.

O mivakog pe TIC 000ELS TUPUKATO ToPoLGtalel ToV aplud tov diokimv mov amattovvrot. Ot
TOUTAETEG KOPOVTOL EDKOAN KOTE PKOG TNG EYKOTNG,.



L HeprexTik6TnTo KO 0PLOPég TOV SoKIMV TPOS Yop1yNoN:
YoOpRoTKO Papog - r -
(kg) Tov 6KGAoV Awkia Prolevare Awkia Prolevare 5,4 mg Awkia Prolevare
3,6 mg 16 mg
3,044 )
4,5-5.9 )
6,0-8,9 1
9,0-13,4 1
13,5-19,9 Y2
20,0-26,9 2
27,0-39,9 1
40,0-54,9 1%
55,0-80,0 2

3.10 XvoprtOpote vIEPOOGOA0YINS (KUl KATH TEPITTMON, HETPU AVTIUETOTICNS KOl AVTIO0TOH)

Ta dwokia oclacitinib yopnynOnkav og vyieic okdAovg Beagle evog étovg, 000 popég v nuépa yia 6
gBdopadeg, mov akohovONONKE amd yoprynon pic popd v nuépa yro 20 efdopddec, oe do6om
0,6 mg/kg o.B., 1,8 mg/kg 6.p. kau 3,0 mg/kg o.B. yio. cuvoAikd 26 efdopdded.

2116 KAMviKEG Tapatnpnoelg Tov Bewpeiton mbavo va oyetilovton pe tn Bepaneia pe oclacitinib
neptropfavovrol: adomekio (tomikn), MNroua, depuatitida, eplOnua, ekdopég Kol ePeEAKideS /
KpoOGOTES, LEGODUKTOALES "KVOTEL" Kol OO0 TOV TOSIDV.

O1 aAhodoels deppatitidag fTav Kuping devtepoyeveic oty avamtvén dobmvwong tov
UEGOOAKTOMMV TTVYDV, GE £VOL 1] TEPLGGATEPA. AKPA KAUTA T d1dpKeLn TG LEAETNG, LLE TOV aptOpd Kot
TN oLYVOTNTA TOVG Vo avEdvetal pe TV avénon g doong. Iapatnpndnke Aeppadevoradeia Twv
TEPLPEPIKDOV AEUPOYUYYAM®V GE OAEC TIG OUAOES, TOV AVEAVOTAV GE GLYVOTNTO UE TNV oENGT TNG
d0om¢, Kat ovuyva oyetilovtal e d00MvVmoT TV HECOSAKTOAIDV TTUYMV.

To Mhopa Bempndnke oxetilopevo pe ) Bepameio, oAl Oyt 60G0eEaPTOUEVO.

Agv vtdpyet €101K6 0vTIS0TO KA, GE TEPIMTMOT CUUTTOUATOV LTEPSOGOAOYING, 0 OKVAOG Ba Tpémel va
OVTILETOTIOTEL CUUTTOUOTIKA.

3.11 Ewwkoi wepropiopoi xpiong Ko e181kég ovvOnKeg yprong, oopmepriapfavopévav
TEPLOPIGUAV GTI] YPGT UVTIUIKPOPLOKAV KUl OVTITOPUGLTIKAV KTNVILTPIK®OV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLETEL 0 KIVOUVOG avATTVENS VIO S

Agv 1oyvet.

3.12 Xpoévor avopovig

Agv 1oyvet.

4. DOAPMAKOAOTI'TKEX ITIAHPO®OPIEXZ
4.1 Kodwkoc ATCvet: QD11AH90.
4.2 @oppoKodVVOUIKI

H oclacitinib givar évag avactoréog Tov Tpoteivikdv Kivacmv Janus (JAK). Mropei vo, avacstéAAiel T
Aertovpyia evog mhnBovg kutokvav mov eEaptdvtal and T dpactnprotnta tov evidpov JAK. Ta v
oclacitinib o1 KvToKiveG-0TOYOL €IVl O1 TPOPAEYLOVMIELG 1) OGEC £YOVV KATO10 POAO GTIC OAAEPYIKES
avtdpdoeic/tov kvnopod. Qotdco, N oclacitinib uropel exiong va aoknoel EnidpaoT o€ GALEG
KUTOKIVES (Y10l TOPASELY LD, EKEIVES TOV EUTAEKOVTOL GTIV ALV TOV EEVIOTY 1] TNV QUOTOINoN) He
™V TOaVOTNTO AVETIBOUNTOV EVEPYELDV.



4.3 @oppoKoKIVNTIKI)

Metd amd Tov GTOHNTOG YOPTYNOT G€ OKVAOVG, 1 oclacitinib maleate amoppo@dTol Ypyopo Kot KOAd,
LE YPOVO £1C TN PEYLOTT GUYKEVTIPMOOT] TAACUATOS (tmax) LUKPOTEPO a6 1 dpa. H amdivtn
BrodraBecipdtnra g oclacitinib maleate jtav 89%. H yevpotikn katdotoon Tov GkOAoL dev
emnpedlel onuovTiKd Tov pulud M v éktacn g amoppOdPNoNE TG,

H ovvolikn kdBapon ¢ oclacitinib and to TAdopa nTav younin — 316 ml/ h/kg copatikod Bdpovg
(5,3 ml / min/kg copoticod Bapovg), Kot 0 QaIVOUEVIKOG OYKOC KATAVOUNG G KATAGTAGT 100PPOTILOG
ntav 942 ml/kg copatikod Pdpove. Metd amd evoo@AEPLa Kot 0md TOL GTOUATOG XOPNYNOT], Ol YPOVOL
nuioglog {ong tin Nrav mapopotol, otig 3,5 kot 4,1 dpeg avtiotorya. H oclacitinib éyet yaunin
oLVOEDT UE TIG TPMTEIVES, Le TO 66,3% £€m¢ 69,7% va decueveTaL GE EUTAOVTICUEVO TAAGLO GKUAOV,
G€ OVOLOOTIKEG GUYKEVIPAOGELG TTOL Kupaivovtol amd 10 éwg 1.000 ng / ml.

Xtov okOAo M oclacitinib petaforiletar o moramAovg petaforites. 'Evag k0ploc 0Ee10mTikog
petaoAitng tavtomofnke 6To TAAGHO Kol 6T OVPO.

2UVOMKA, 1) KOPLoL 000G AmEKKPLONG €lval 0 LETOPOAICUOG, e LIKPT GUVEIGPOPA TNG ATEKKPLONG
HEG® TV VEPPOV Kol TNG XOANS. H avaostoAn tov kutoypdpatog P450 tov okdAov eivar eAdyiot pe
ICso, 50 popég peyardtepn and v mopatnpovpevn péon T Cmax (333 ng / ml 1 0,997 uM), petd
amo yopnynon ond 1o otopa 0,6 mg/kg 6.. o peréreg acpdirelog ota {Ha-otdyoLS. g €K TOVTOV, O
Kivduvog aAAnAemdpacewv LETAED LETABOAMTN QUPUAKOV-QPOPUAKOD AOY® TNG OVOGTOANG TNG
oclacitinib givar ToAD yaunAdc. Aev mapatnprdnke GLGGMPELOT GTO iU TOV GKVA®Y TOL EAafov
oclacitinib ywo 6 prvec.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

Agv 1oyvet.

5.2 Awdpkewo ong

Aldpreto CONG TOV KTNVINTPIKOD PAPLOKEVTIKOD TPOTOVTOC GOUPMVA LLE TN GVOKEVAGIO TOANONG O
ocvokevaoia blister: 2 étn.

Toyov vorowna ol diokio TPEMEL Vo amoppintovTon HETH amd 3 NUEPES.

5.3 Iowitepeg mpo@uAdEels kKatd ™) @OAaEN TOV TPOiIdVTOG

Noa puAdooetal og Oepuokpacio pukpdtepn tov 25 °C.

Toydv vrdorowro 166 Siokio mpémet va Tomobeteiton micw 6to avorypévo blister kot va amobnkeveTot
oTNV apyIKN ¥&pTivn cuokevacia (Yo HEYLoTo Ypovikd didotnua 3 NUEPES).

5.4 ®Yon ka1 6HVOEGT TG OTOLYELDOO0VS CVOKEVUGING

Ta diokio OA®V TV TEPIEKTIKOTHTMOV £lval cuoKevacuéva o€ blister eite amd arovpivio / PVC / Aclar
gite and adovuivio PVC/PVDC (ke oeipd mepiéyet 10 diokia emkaivppuévo pe Aemtod LUEVIO),

GLOKEVACHEVE O Eva eEDTEPIKO YAPTIVO KOoLTi. Xvokevacieg Tov 100 diokimv.

5.5 Ewwkég Tpo@uAGEELS amOppLYNG EVOS U1 AP CLROTOOEVTOS KTNVINTPLKOV PUPUUKEVTIKOV
TPOIOVTOG 1 AAL@OV VAIKAV TTOV TPOEPYOVTOL OTO TN YP1)OT] TOL TPOIOVTOS, OV VITAPYOVY

Ta papuake dev TPETEL VO OTOPPITTOVTAL HECH TOV AVUATOV 1) TOV OIKIOKOV OTOPANTOV.



XP1OYOTOOTE TPOYPALOATO ETGTPOPTC PUPUAKOV Y10 TNV OTOPPIYN U XPTCILOTOOEVTOV
KTNVIOTPIKOV QOPUOKEVTIKAOV TPOIOVI®V 1] BAADV VAIK®V TOV TPOEPYOVTAL O TN XPTOT| TOVG
GUUO®VA L€ TIG TOTIKEG OTOLTOELS KOt [LE TUYOV €8VIKA GLGTIUATO GVALOYNC TOV LOYVLOVY YO TO.
GYETIKA KTNVITPIKA POPUOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/23/295/001-006

8. HMEPOMHNIA [IPQTHX EI'KPIXHX

Hpepopnvia Ing éyxpiong: 24/04/2023

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHIH TON KTHNIATPIKQON ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeitonr HOVOV [E KINVIOTPIKT GLVTAYY.

Aemtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoiov gival dtabéoyeg otn fdaon
dedopévav g EE yuo ta ktnviotpikd tpoiovta (https://medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary
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AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévoc.



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH
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IHAHPO®OPIEX I10OY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI I'TA KYYEAEX

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Prolevare 3,6 mg d1okia EXUKOAVUUEVE, LU AETTO VUEVIO.
Prolevare 5,4 mg dickio exucOAVUUEVE L AETTO DUEVIO.
Prolevare 16 mg diokio emKOAVUUEVA LE AETTO VUEVIO.

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

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

3. XYXKEYAXIA

100 dwoxia

4.  EIAOX(H) ZQOY(QN)

Yx0AoL.

| 5. ENAEIEEIX

‘ 6. OAOI XOPHI'HXHX

Xoprynon omd 1o oTop.

‘ 7. XPONOI ANAMONHX

| 8. HMEPOMHNIA AHEHZ

Exp. {pweeee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetal og Bepuokpacia pukpdtepn tov 25 °C.
Touyov volowna ol diokia Tpémnel va TonobeTovvtan 6to blister Kot vo, amoppinTovrot av de
ypnopomoinBodv evioc 3 nuepov.
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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 «KATIOKAEIXTIKA I'lA 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/2/23/295/001 (10 x 10 diokia, 3,6 mg)
EU/2/23/295/002 (10 x 10 diokia, 3,6 mg)
EU/2/23/295/003 (10 x 10 dokia, 5,4 mg)
EU/2/23/295/004 (10 x 10 dwokia, 5,4 mg)
EU/2/23/295/005 (10 x 10 diokia, 16 mg)
EU/2/23/295/006 (10 x 10 diokia, 16 mg)

15. APIOMOZX ITAPTIAAX

Lot {apBudc}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

KYYEAH

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Prolevare diokio emikaAvppéva e AETTO VUEVIO.

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

Prolevare 3,6 mg diokio emikoAvppévo pe AETTO VUEVIO Y10 GKOAOVG
Prolevare 5,4 mg diokio emMKAAVUUEVA LE AETTO DUEVIO Y100 GKOAOVG
Prolevare 16 mg diokio emtkalvpupévo pe AeTTO DUEVIO Y10L GKOAOVC

2. YovOeon
Ka0e dioxio emucodlvppévo pe Aemtd VUEVIO TTEPLEYEL:

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

Agukd £0¢ VITOAEVKO, ETUNIKT SIOKIO ETIKOAVUUEVO LE AETTO VUEVIO, LE EYKOTI KOl OTLG dVO TAEVPEG
Kot ovaypaen Tev ypopudtov "TAQ" kot "S", "M" i "L" kot otig 600 mhevpéc. Ta ypdupota "S", "M"
Kot "L" avoapépovtal 6TIg S10pOopETIKEG TEPLEKTIKOTNTEG TV dtoKimv: To "S" elvan endve ota diokio
tov 3,6 mg, 10 "M" ota diokia Twv 5,4 mg, kot to "L" ota diokia twv 16 mg.

Ta dokio propodv va yopiotovv og 600 ica pépN.

3. Eion {owv

Y00l

4. OepamevTiKég evoeifelg

T"a ™V avTETOMIOT TOV KVNGLOV oL GYETICETON LE TNV AAAEPYIKT dEPLATITION GE GKOAOVC.
Mo v avTeTdnion Tov KMVIKGV EKONADCEDV TNG OTOTIKNG OEPUOTITIONG GE GKOAOVG,.

5. Avtevoeileilg

Na pn ypnoiponoieital o€ TEPITTOOT VIEPEVALOONGING GTO SPUCTIKO CLGTAUTIKO 1 G€ KATO10(a,)
£€kdoyo(a).

Na pn ypnoonoteital 6€ GkOAOVG NAKING PKPOTEPNG TV 12 unvav 1 Ayotepo and 3 kg copoticon
Bépovg.

Noa pn ypnoiponoteital 6e GKOAOVS e EVOEIEELS KOTAGTOANG TOV GVOGOTOWTIKOV, OTTMG
QAOLOETVEPPIOLOKT VITEPAELTOVPYiD 1} UE EVOEiIEEIC TpolovGag Kako0ovg veomAaciog, Kabmg 1
dpaotikn ovoia dev £yl a&loloynbel og aLTEG TIG TEPITTAOCELS.

6. Ewwkéc mpogidomonoeis

Ewikéc mposldomocElc:
Koapia.

Idwaitepeg TPOELAGEELS Yo TNV acQaAn ¥prion ota £idn Chwmv:

H oclacitinib diapopomotel To avosomonTikd cOGTNU Kol umopel vo avéncet Tnv evaichnocia o
AOWUMEELG KO VO ETOEWVMDOEL KOTAOTAGELS veomAaoiag. Emopévmg, okoiol mov Aapupdvovv to
KTNVIOTPIKO POPLOKEVTIKO TPoidV Ba mpémel va mapakoAiovBovvTat yio TNV avamtuén AodEemy Kot
VEOTAQCUDV.

Kot v avIyeTdmion tov Kvnepov, mov oxetiletor v pe aAlepyikn deppatitida, pe oclacitinib,
TPETEL vaL S1EpELYN OOV KoL VO AVTILETOTIGTOVV TUYOV VITOKEILEVA oTia (7). AAAEPYIKT ad YOAALOLG
deppotitida, deppatitida €& emapng, TpoPkn aAlepyia). EmmAéov, oe mepumtdoelg ahAepyIKng
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OEPHOTITIONG KOl ATOTIKNG OEPUATITIONG, GLVIGTATAL 1] dlepedivnon kot Bepaneio emmTAEKOVI®V
TAPAyOVIOV, OTMG LOADVOELY/TOPACITIKEG TPOSPOAES amd PakTnpia, pOKNTEG 1| Tapdoita (T.).
YOALOLG KOl YdPOL).

Aoufavovtog vwoyn v TavoTNTO ETIOPACNC G€ OPIGUEVES KAVIKOoTaHoAoYIKES TapauETPovs (PA.
wapdypoeo 7 "AvemBounto cuuPavta’) cuVIGTATOL TEPLOSIKOC EAEYYOG UE YEVIKN eE€TOON QUpOTOG
Kol BLOyNUIKOV SEKTMOV 6TOV 0pd OTOV To GKLALA PBploKovTal 6 LoKpoypovia Bepameio.

Idwaitepeg Tpo@LAGEELC TOL TPEmeL va AapuBdvovTal amd To GATOUO TOL YOPNYEL TO KTNVINTPIKO
OoPpULOKEVTIKO TTPoidv oe Lda:

ITAévete ta yépla petd tn xopnynon.

Y mepintwon mov kotd Adbog vrdpéel katdmoon, vo, avalnTioeTe apécms wTptkn fondeta kot va
emdeiEETE GTOV 1UTPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMC 1} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

[dwaitepec TPOPLAGEELC Y10 TNV TPOCTAGIO TOV TEPPAALOVTOC:
Agv 1oyvet.

Eyrxvpocivvn kot yoiovyio:

H acpddeia tov ktviaTpicod popUOKEVTIKOD TPOoTioVTOog dev £xel amoderyfel Katd tn didpkela TG
KONONG KOl TNG YOAOLYIOG, 1) TNG AVOTUPOYMYNS TOV APCEVIKMOV GKOAMVY, ETOUEVMG OE GUVIGTATOL )
YPNOM KOTA TN SLdpKELR TNG KONONG, TG YaAoVYiag, | 68 GKOAOLS oV Tpoopilovtat Yl
OVOTTOPOY Y.

AlMnenidpaon pe GAAL QOPUOKEVTIKE TPOTOVTA Kol GAAES HOPPES aAANAETIOpaONC:

Agv mapotnpnOniay aAAnAemdpdoeic peTadd eapuakov oe peréteg tediov, 6mov i oclacitinib
YOPNYNOMNKE TAVTOYPOVA LE KTNVIOTPIKA QOPLAKEVTIKE TPOTOVTA, OTMG EVOO-KaL EEMTAPAGITOKTOV,
OVTIUKPOPLOKE, KOl OVTIQAEYLOVMOT QAPLLOKOL.

"Exetr peretn0el n enimtwon g yoprynong oclacitinib otov epfoilacud pe {ovtava Tpomomomuéva
eupora, mapPoio tov okvAov (CPV), 16 ¢ vocov tov Carre (CDV) kot 16 g parainfluenza (CPI)
Ko adpavomomuévo pPorto katd g Aooag (RV), og veapd kovtafio nikiog 16 eféopddmy.
EmitedyOnie pia emapkig ovocoroyikn andvtnor (oporoyikd) petd tov epfoiacud yio CDV ko
CPV, 6tav ota kovtafia yopnynnke oclacitinib og 66on 1,8 mg/kg copotikov Bapovg (c.5.) dvo
@opéc nuepnoing eni 84 nuépeg. QoT0C0, TO EVLPNUATA AVTNG TNG HEAETNG £de1&av tio pelmor otV
oporoYIKY| avtamokpion otov epforacud v CPI kot RV og kovtdfia mov vrofdiiovtal og
Oepameio pe oclacitinib og cOyKpiom pe Tovg paptupeg mov dev Eafoav. H kAvikn onpocio tov
TOPOTNPOVUEVOV avTIdpace®v i ta {da mov eupfortdotniay eved Aappavay oclacitinib (cOppova pe
TO GUVIGTAOUEVO SOGOAOYIKO GYNILAL) EIVAL AGAPTG.

Ynepdoooroyia:

Ta dwokia oclacitinib yopnynOnkav og vyieic okdAoLg Beagle evog étovg, d0o popég v nuépa yia 6
gBoopadeg, mov akohovBNONKE amd yoprynon pia eopd v nuépa yro 20 efdopddec, oe d6oM

0,6 mg/kg .B., 1,8 mg/kg 6.p. ko 3,0 mg/kg o.B. yio. cuvorikd 26 efoopddes. TTig KMVIKEG
TopaTNPNoELG Tov Bewpeitan mBavo va oyetilovtan pe tn Oepamneio pe oclacitinib tepthappdvovat:
oAonekia (Tomkn), ONAopa, deppotitida, epuONUA, EKOOPEC KoL EPEAKIOES / KPOVOTEG, LEGOSUKTOAES
"kooTel", Kot oldnpo Twv Todihv.

O1 aAhodoets deppatitidag ftav Kuping devtepoyeveic otnv avamtvén dobmvwong tov
UEGOOAKTOMMV TTVYDV OE £VOL 1] TEPLGGOTEPO GIKPA, KOTA TN OdpKELN TNG LEAETNG, LE TOV aplOud Kot
TN oLYVOTNTAE TOLG Vo avEdvetal e TV avénon g doong. Iapatnpndnke Aeppadevoradeia Twv
TEPLPEPIKDOV AEUPOYUYYAM®V GE OAEC TIG OUAOES, TOV AVEAVOTAV GE GLYVOTNTO UE TNV oOENGT TNG
300G, Kot Guyva oyetiCovtat pe o VOoT TV HEGOSAKTOAM®MY TTUYOV.

To Mhopa Bempndnke oyetilouevo pe ™ Bepameio, oAl Oyt S0G0eEaPTOUEVO.

Agv vtapyet €101K6 0vTIS0TO KA, GE TEPIMTMOOT CUUTTOUATOV LIEPSOGOAOYING, 0 OKVAOG Ba Tpémel va
OVTILETOTIOTEL CUUTTOUOTIKA.

Ewwoi mepropiopoi ypriione kot edikéc ouvinkee ypnonc:
Agv 1oyvet.
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Kopiec acvuPatdotnrec:
Agv 1oyvet.

7. AvemOounto coppfavro

YxoAoL

IToAd cuyva (>1 Lo / 10 vrd Bepameio (oa):

TLOdEPUD, OEPUATIKG OYKidle, ONAmua

Yuyvd (1 ¢wc 10 Loa / 100 vro Bepamneio (Ha):

MBapyoc, AMrwpa, ToAvduyio, avEnuévn opeén

vauTtio, EUETOC, dtdppota, avopesio

IGTIOKVTTOMUA, HVKNTIOKT LOAVVGT) TOV OEPUATOS, TOOOJEPLOTITION
otitda

Aeppadevomadeio

KLGTIiTION

embeTikOTN T

[ToAd ondvia (<1 o / 10.000 vrd Bepancio Lda, COUTEPILAUPOVOUEVOV TOV LELOVOUEVOV
oVaQOPOV):

ovopio, AELQopLo

O petaforég otnv kKhvikr| taforoyia mov oyetifovral pe tn Oepaneio meplopiocnKay e o avénon
™G HEOTG YOANOTEPOANG TOL 0POV KoL Ui LElmoT TOL HEGOV aPlBOV AEVKOKVTTAP®Y, ®GTOCO, OAEG
01 HECEC TIUEG TOPEUEIVOY EVTOG TOV EVPOVE OvaPopdG Tov epyactnpiov. H peiwon otov péco apbuod
AEVKOKVTTAPWOV TTOVL TTapaTnPHONKe oe oKOAOLG oL EAafav oclacitinib dev NTav TPOOSELTIKN KO
emmpéace Tov aplpud OAMV T®V AEVKOV OHOSPUIPinV (TOV aplBpd TV 0VOETEPOPIA®Y, TOV
NOGIVOPIL®VY KOl TOV LOVOKLTTAPWV), EKTOC amd Tov aplfud tov Aeppokuttdpmnv. Kapio and avtég
T1G petaforég atnv KAvikn mafoAoyio 0ev EPQPAVIGTIKE KAIVIKE GTIUAVTIKY.

T'a 6,11 apopd otV evocOncio 6e AOUDEELS Kot VEOTTAAGTIES, PA. mapdypapo 6 "Eidikég
Tpoeonomoels".

H avaeopd avemiBountov coppdviov sivor onpavtikn. Extpénet mn cvveyn mapakorobonon g
acQaAelag evoc mpoiovtoc. Edv mapatnprioete onoladnmote avemBountn evépyeld, KO Kot oV OgV
OVOPEPETUL OTO ECAOKAEIGTO PVAAO OONYIDV YPNoNG 1 OUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOL
QOPUAKOV, TOPUKUAEIGOE VO ETIKOVOVIGETE, KOTAPYAC, LE TOV KTnviaTpd coc. Mropeite emiong va
OVOQEPETE OTOLUONTOTE AVETBOUNTO GUUPAVTA GTOV KATOYO AdEL0g KUKAOPOPIOG 1 GTOV TOTIKO
AVTITPOGMOTO TOV KOTOYOV TNG GOEL0C KUKAOPOPING YPTOLOTOIDVTOS TO, GTOLYEIN ETKOIVMVING GTO
TEAOG OLLTOV TOV PVALOL OOMNYLDV ¥PNONG, N LECH TOL €OVIKOD GOG GLGTAOTOG AVAPOPAS:

EBvikdc Opyoviopuog Gapuakamv
Mecoyeiov 284

GR-15562 Xohapyodg, AbBnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
Iototomog: http://www.eof.gr

8. Aocoroyia yia kKGO €idog, TPOTOS KAl 0001 Yop1YNONG

T xoprynon and to oTéHa.

H ovvietdpevn apytkn d6om tmv diokinv Tov Prolevare mov mpémet va AaPel 0 okOAOG mTpémel va.
avtiotoryel o€ 0,4 £w¢ 0,6 mg oclacitinib/kg coupatikod Bapovg, xopnyoduevn omd to otdpa, 600

Popég nuepnoing yia péxpt 14 nuépeg.
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IMa ) Bepaneio cuvtipnong (petd tig Tpdteg 14 nuépeg g Bepameiag), n idwa 66om (0,4 £mg 0,6 mg
oclacitinib/kg copoticod Bapovg), O Tpémel ot cuvérEla va yopnyeitol uovo pio opd tnv nuépa. H
amoOQOoT Yo Lokpoypovia Bepaneio cuvtipnong Oa mpénel va Paciletol oe a&loddynon g oxéong
0PEALOVG-KIVOUVOL amd ToV LTEVOVLVO KTNVINTPO KATH TEPITTOOT.

Av1d ta diokia pmopoHv va yopnynbodv pe 1 yopig Tpoon.

ITapaxkaieiote va dgite TOV TOPAKATO 00GOAOYIKO TIVOKO TOL TAPOLGLALEL TOV aplOpd TV dioKinv
OV ATOLTOVVTAL MOTE Vo, EMTEVYDEL 1| GLVIGTAONEVT 060N, Ot TOUTAETEG KOPOVTAL EDKOAN KATH UKOC

NG EYKOTNG.

L, MeprekTikOTNTO KOl aprtOpods TOV S16KI®V TPOS YopP1YNoN:
2oOpoTko Bapog - - -
(kg) T0V KGR0V Awkia Prolevare Awkia Prolevare 5,4 mg Awskia Prolevare
3,6 mg 16 mg
3,044 Y2
4,5-5,9 iz
6,0-8,9 1
9,0-13.4 1
13,5-19,9 2
20,0-26,9 2
27,0-39.,9 1
40,0-54,9 1%
55,0-80,0 2

9. Odnyieg 7o ™) cGTI] YOP1YNON

O1 oxVA0L TPETEL VA TOPAKOAOVOOVVTAL LE TPOGOYN UETE TN YOPNYNON DGTE VA, S10GPAAGTEL 1)
Katdmoon tov kdbe diokiov.

10. Xpovor avapovig

Agv 1oyvet.

11. EIAIKEX YYNOHKEX ATATHPHXHX

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TOLdIA.

Na puidooetar o€ Oepuokpoacio pikpotepn tov 25 °C.

Toyov voloimo oo diokio Tpémel va tomobeteiton Tiom oto avoryuévo blister kot vo, amobnkeveTon
OTNV aPYLKN YAPTIVI] CLOKELAGIN (Y10, LEYIGTO YPOVIKO SAoTNHA 3 NUEPES).

Na pn ypnoonoteital 0vTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PETA TNV Nepopnvia ANENG mov
avaypdaeetot oto blister petd o Exp.

12. Ewwkég mpo@uragers amoppryng

Ta pappoxo dev TPETEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1 TOV OIKIOKOV OTOPANTOV.

XPMOYOTO|OTE TPOYPALLOTE ETGTPOPTS GUPULAKOV Y10 TNV OTOPPIYN U XPTCILOTOMOEVTOV
KTNVIOTPIK®OV QUPLOKEVTIKMOVY TPOIOVTOV 1] GALDY DAIK®V OV TPOEPYOVTOL OO T YPOT TOVG
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GOLPOVA LLE TIC TOTIKEG ATULTIOELG KO PLe TUYOV 1oybovTa, eBvikd cvotipate cvAdloyng. Ta pétpa
OVTA OTOGKOTOVV GTNV TPOGTAGIO TOL TEPPAAAOVTOC.

SvpPovievbeite Tov KTNVIATPO GOG Y0 TOV TPOTO ATOPPLYNE TOV XPTCLLOTOINOEVTOV PUPUAKOV.

13. Ta&vépnon TOV KTNVOTPIKAV QUPUIKEVTIK®OV TPOTIOVTMV

Noa yopnyeitotl LOVoV Le KINVIOTPIKT GUVTAYT.

14. Ap1Opoi Gog10g KUKAOPOPINS KUl GVCKEVUGIES

EU/2/23/295/001-006

Ta dokia OA@V TV TEPEKTIKOTNTMV etvan cuokevacpéva og blister gite and aiovpivio / PVC / Aclar
glte amd alovpivio PVC/PVDC (kéBe oelpd mepiéyet 10 diokio emkalvppéva e AenTO LUEVIO),
GLOKEVAGHEVA G Eva eE®TEPIKS YApTIVO KOoLTI. Zuokevaoieg Twv 100 diokiwv.

15. Hpepopnvio teievtaiog avade®@pnong Tov GUALOV 00NYIAV YPNGNG

Agntopepeic TANpoPopieg Yo T0 €V AOY® KINVIOTPIKO QOPLOKEVTIKO TTpoiov gival Sabéoiueg ot
Baon dedopévav g EE yuo ta ktnviatpukd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoyyeio emkovoviag

Kdrtoyoc ¢ ddsiog KukAopopiog:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

Béiyo

Iopackevaotng LVITEVOLVOC Y10 TNV ATEAEVOEPMGN TV TOPTIOWV:
Pfizer Italia S.r.l.

Viale Del Commercio 25/27

Ascoli Piceno

63100

Italio

Ul
Zoetis Belgium
Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Tomikol ovTITPOCMTOL KOl GTOVYEIN ETMKOVAOVIOC YL TNV ava@opd THoVOAOYODUEVOV aVETIOVUNTOV
EVEPYELDV:

Belgié/Belgique/Belgien Lietuva

Zoetis Belgium Zoetis Belgium
Mercuriusstraat 20 Mercuriusstraat 20
BE-1930 Zaventem 1930 Zaventem
Tél/Tel: +32 (0) 800 99 189 Belgija

Tel: +370 610 05088
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Peny0auka Bearapus
Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-la-Neuve
benrus

Ten: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.o.
namésti 14. fijna 642/17

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kebenhavn

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

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

Kvnpog

Zoetis Hellas S.A.
DpayrokkAnoiag 7, Mapovot
15125, Attucn

EAMGda

TnA: +30 210 6791900

Espaiia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°1,
¢/ Quintanavides n°13

ES-28050 Madrid

Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tél/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200

Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den 1Jssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmark

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

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Vienna

Tel: +43 (0)1 2701100 100

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00
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Hrvatska
Zoetis B.V.

Podruznica Zagreb za promidzbu

Petra Hektorovica 2
HR-10000 Zagreb
Tel: +385 1 6441 462

Ireland

Zoetis Belgium S.A (Irish Branch)

2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kebenhavn
Danmorku

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

Italia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

E)Lado

Zoetis Hellas S.A.
DpayrokkAnoiag 7, Mapovot
EL-15125 Attn

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. Ahkeg minpogopieg

Romaénia

Zoetis Roméania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,
Cladirea 2, Etaj 1-3, Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvaska

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
namesti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
FI-00180 Helsinki/Helsingfors
Suomi/Finland

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

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 K&penhamn
Danmark

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

United Kingdom (Northern Ireland)
Zoetis UK Limited

1st Floor, Birchwood Building
Springfield Drive

Leatherhead

Surrey, KT22 7LP

UK

Tel: +44 (0) 345 300 8034

H oclacitinib givar évag avactoréng TV Tpoteivikdv Kivacmv Janus (JAK). Mropei va ovacté el T
Aertovpyia vog TAnBovg Kutokvav Tov e€aptmvtal and T dpactnpiotnta tov evidpov JAK. T'a v
oclacitinib o1 kvtokiveg-oTOYO1 €ival 01 TPOPAEYLOVAOIELG 1) OGEG EYOVV KATO0 POAO OTIG OAAEPYUKEG
avtdpdoeic/tov kvnopod. Qotdco, N oclacitinib uropel exiong va aoknoel EnidpaoT o€ GALEG
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KUTOKIVES (Y10l TOPADELY LA, EKEIVEC TOV EUTAEKOVTOL GTIV ALV TOVL EEVIOTN 1} TNV QLOTTOINoM) e
v BavOTNTA AVETIBOUNTOV EVEPYELDV.
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