IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zenrelia 4,8 mg diokia emtkoAvppEVo Le AETTO DUEVIO Y10 GKDAOVG
Zenrelia 6,4 mg diokio emtkoAVUPEVO UE AETTO DUEVIO Y10 GKDAOVG
Zenrelia 8,5 mg diokia emikaAvppévo. e AETTO DPEVIO Y100 GKOAOVG
Zenrelia 15 mg dwokia emtkoAlvppéva pe Aentd VUEVIO Y10, GKOAOLG

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe emcadoppévo pe Aemtd vpuévio d1okio Tepléyet:

ApPUGTIKO GVGTUTIKO:
4,8 mg ilunocitinib
6,4 mg ilunocitinib
8,5 mg ilunocitinib
15 mg ilunocitinib

"Exdoya:

IoroTiK1] 60v0E6T EKOGY MV Kol GAAOV GUGTUTIKAOV

Mvpivag Tov diokiov:

Cellulose, microcrystalline 302
Calcium hydrogen phosphate dihydrate
Starch, pregelatinized

Povidone K30

Magnesium stearate

Emkaloyn tov dekiov (Opadry QX321A220011 yellow):

Macrogol poly(vinyl alcohol) grafted copolymer (E1209)
Talc (E553b)

Titanium dioxide (E171)

Glycerol monocaprylocaprate (E471)

Poly(vinyl alcohol) (E1203)

Iron oxide yellow (E172)

Iron oxide red (E172)

Iron oxide black (E172)

Kitpwo, empunkn diokio emkaAvppéva e AETTO LUEVIO, e YKo Kol oTlg dVo TAevpéc. Ta diokia
UTOpovV Vo, YmP1oToLV e 600 ioa pép.

3. KAINIKEX ITIAHPO®OPIEXZ

3.1 Eiom {oov

2KUAOL.

3.2  OgpamevTiKEG EVOEiEELS Yo KAOE gid0g (Dov

IMao v avTyeT®mon Tov Kvnopov mov oyeTiletal pe allepykn deppaTiTidn 6€ GKOAOVG.
Mo v ovIETOTION TOV KMVIKOV CUUTTOUATOV TNG ATOTIKNG OEPUATITIONS GE GKDAOVC.

3.3  Avrevositag
Na pn ypnoiponoteital 6e GKOAOVC e EVOEIEELS KOTAGTOANG TOV GLVOGOTONTIKOV.
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Na punv YpNCILOTOLEITAL GE TEPUTTMOELS LIEPELOLGONGING GTO dPACTIKO GVOTATIKO 1) OE KATO
£€KO0Y0L.

3.4 Edwkég mpoctdomoncelg
Kopio.
3.5 Idwitepeg TPo@ULAAEELS KaTA TN Yp1oN

Idwaitepeg TPOQLAGEELS Yo TNV 0.oQaAN ypron oto. £idn (owv:

H aocpdiea ool ToL KTNVIATPIKOL GApUOKELTIKOD TPoidvTog dev £xel diepeuvnBel oe GKHAOLG
nAwiog pikpotepng tov 12 unvev 1 Bapovg pikpdtepov tv 3 kg. Eropévac, n xprion tov oe autég
TIg TepuTT®oElS Oa mpémel va Paciletal o€ ekTipNom TG 6YXE0MNG 0PEAOVG-KIVOUVOD atd ToV LITEVBLVO
KTNviatpo.

H ilunocitinib pvBuilel to avocomomtikd cOoTNUA Kol Uropel vo avénoet Ty evaistnecio o
EVKAPLOKEG AOTUADEELS. XKVAOL TOV ACLPAVOLY TO KINVIATPIKO QAPUAKEVTIKO TPoidV Ba mpémet va
mapoKoAovfovvral yio TNV avanTuén AotudEemy Kol VEOTANGTOG.

Mnv 1o ypnoonoleite oe GKOAOLG pe EvOelEn kakonBovg veomhaciog, SeUodKMONG 1) KOTOGTOANG
TOV OlVOGOTOMTIKOD OTTMG 1) PAOLOEMIVEPPLOLHKT) DITEPAELITOVPYIQ, EXEWON 1) SPAUCTIKY| OLGIO OEV EXEL
a&lohoynOel o€ aVTEG TIC TEPIMTAOCELS.

Kotd v avtipetdmion tov kvnopov, Tov oyetileton e aAlepykn| deppotitida, pe ilunocitinib, Tpémnet
va OlepeuvnBovv Kol VO OVTILETOTIGTOVV TUYXOV LTOKEIHEVA aitia (.. oAAEPYIKY] omd YOAAOVG
depuotitida, depuatitida €€ enaEnc, TPoeikn vrepevaictneia). EmimAéov, o mepmtdoelg aAAePYIKNG
OEPLOTITIONG KOl ATOTIKNG OEPUOTITIONG, CUVIGTATAL 1 dlepedvnor Kol Bepaneion mapaydvioy mTov
TPOKAAOVV EMITAOKES, OTWG AOUMEEIG/TPOSPOLEG amd PoKkTnplo, HOKNTES 1| Topactta (.. YOAROLG
KOl Ydpa).

Idwaitepec mpo@uAGEeic Tov wpémer va AauBavovol amd To GTOLO TOL YOPNYEL TO KTNVINTPLKO
oopurakeLtikd Tpoidv ce oo

[TAévete ta yépra petd tn yopnynon.

H xotdroon amd AdBog pumopel vo sivor emiPAafnc.

Xe mepintwon mov KoTd Aabog vdpéel katdmoon, vo avalntioete apécms tptkn fondeia kot va
emdei&ete 6TOV 10TPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMS N} TNV ETIKETO TOL QPOPLOKEVTIKOD
TPOIOVTOC.

Awnpeite Ta d1oKio Kot TO PN YPNOHOTOINUEVO UG SIOKI0 OTNV apyIKN] CLCKEVAGIO PEYXPL TNV
EMOUEVT OPTYNOT, TPOKEWEVOL VO, ATOTPOTEL 1) AUEST] TPOGPUCT] TOV TAUSLDY GTO KTNVIATPIKO

POPLOKEVTIKO TPOTOV.

Idwaitepec TPOQULAGEELC Y10 TNV TPOSTAGIO TOL TEPBAALOVTOC:

Agv 1oy0eL.
3.6 AvemOOunra cvppavra

Yxorou

2oyva "Epetoc, Awdppora, AnBapyoc
(1 ém¢ 10 Loa / 100 vid Oepameio {dar):




Oy ovyva Oniopo, Mesodaktola KOG
(1 émg 10 {da / 1 000 vrd Bepomeio Loa):

H avagopd avemBountov coppdviov eivar onpoavtiky. Exitpénetl t cuveyn mopakolobonon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TTPOoidvTog. Ot avapopEg TPETEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT UECH KTNVIATPOV, €iTE GTOV KATOYO TNG GO0 KuKAOQOpiog gite otV £Bvikn appdda
apyn LEC® TOL EBVIKOV GLGTALATOG OVaPOPAS. AVaTPEETE GTO GVUAAO 00T YLDV YPTIONG Y10 TO
avtioTo o GTotYEln EMKOWVMVING.

3.7  Xpnion katd TV KONG1, TN YoroV)iO 1] TNV MOTOKIM,

H aocodieia Tov kTnviaTpicod QoppakenTikoy mTpoidvtog dev Exel amoderyfel Katd m duipketa g
KONONG, TNG YOAOVYING 1] TNG OVATOPAYMYNG TOV GKOAMV.

Kinon kot yarovyio:
Agv GuVIoTATOL 1] YPTON KATA TN SLEPKELR TNG KONONG KOLTNG YOAOLYIOG. ATO TIC EpYOCTNPLOKEG
UEAETEG GE apovpaiovg dlamicT@ONKay eVOEielC TepaToyEveoNC Kot EUPPLOTOEIKOTNTOC.

TovpétnTo:
Agv cuvioTdTon 1) ¥pHon o€ GKOAOVG TOL TPOOPILOVTAL Y10l VOTAPOYOYT|.

3.8  AlMiemiopacn pe GArho QOPLAKEVTIKE TPOIOVTA KoL GALES HOPQOEG dAANAETIOpaONG

Agv mopatnpionkov aAANAemdpaoelg HeTa&d papudkov oe peréteg tediov émov 1 ilunocitinib
YOPNYNONKE TALTOHYPOVE LE KTNVINTPIKA QOPLOKEVTIKE TPOTOVTHL, OTMG EVOO-KOL EEMMAPAUCITOKTOVO,
avTUIKPOPLoKd, epPOAa Kot Un 6TEPOEIDT AVTIQAEYUOVMOT GAPUAKA.

"Eyel pelemBei n emidpaon g yopnynong tg ilunocitinib otov gpforiacuod pe mopPoié tov oxdAov
(CPV), 16 g vocsov Tov Carre tov okvAov (CDV), adevoid tomov 2 tov okdrov (CAV-2), 16 g
TapaiveAovEvTLog Tov okviov (CPiV) kot adpavomomuévo epupoiio katd g Avocag (RV) og
oKkOAoVg nhkiag 10 unvav, ywpig Tponyovuevo gpfoiacuod, ot onoiot Edafoyv 2.4 mg/kg (3X
HEYLOTN GUVIGTAOUEVT 00T ETIKETAG) Yol 89 nuépeg. Me Baom v a&loldynor tov TitAov
AVTICOUAT®V TOV 0p0D, TOPATNPNONKE ETAPKTNG 0VOCOAOYIKT OVTOTOKPLOT G€ fOCTKA
Tpomomompévo Zavta Epporia tov okdrov (CAV-2, CDV kot CPV) petd tov apyikd gppoilacpo,
v Hpépa 28. H avtandkpion otov apyucd eppforacud yio CPiV (un Pacikod euforio) og vd aywyn
o Mtav 4 £mg 6 popég Tavm omd T0 6plo EvavTl 6 £m¢ 8 Popég TAve Ao TO OPLO GTOVG LAPTVPES
petd tov apykd epportacuod. [opatnpndnke kabvotepnuévn N uetwuévn avtomdkpion oto RV. H
KAWVIKY] onpacio Tov emdpdcemv mov topatnpiinkay oe {da mov gpfoldotnray v Aapupoavoy
ilunocitinib cOpE®va pe T0 cLVIGTOPEVO 50G0A0YIKO oynua eivar acagng. Exel peletn0el n enidpaon
¢ ilunocitinib 6TV AVTOTOKPIOT GE AVAUVIOTIKOVG ELPOMAGHOVE GE TPOTYOVUEVDS
guPfolacuévovg okdAovg nhikiag 10 unvav, ot oroiot Eafov 1X 1 3X ) cvvictoduevn 66on (0,6-0,8
N 1,8-2,4 mg/kg, avtictowya) yio 56 nuépeg Kot o Ppébnke kapio dStapopd otV avIomdKpion o
avapvnotikd epfortacud petald g opdadog poptdipv Kot T vd Oepaneio opadoc pe 1X 13X
ilunocitinib.

3.9 0Odoi yopiynong Ko 6060r0Yi
Ao otONaTOC YPNOT.

H ocvvietdpevn d6on eivar 0,6 émg 0,8 mg ilunocitinib/kg cmpaticod Bapovg, yopnyovuevn pia eopa
nuepnoing.

H omoaitmon yia poaxpoypdvia Oepameio cuvinpnong o mpénet vo Boaciletan og a&loidynon g oyéong
0PEAOVG-KIVOUVOL ad TOV VITEVBVVO KTNVINTPO.

Ta d1okio pwopovv va yopnynovv pe 1 xwpig Tpoen.
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O mivakag docoloyiog mapaxkdTo mapovstdlel Tov apfud Tov diokinv mov arartovvtal. Ta diokia
KOPovTal edKOAN GTY PHECT] KOTE PNKOC TNG EYKOTNG,.

Xopatikd fapog IeprekTikOTNTO KO aprOpdg TOV TPOS YOP1 Y01 OLOKIMV:

(kg) Tov okvLov Awokia 4,8 mg Awokia 6,4 mg Awkia 8,5 mg Awkia 15 mg
3,0-4,0 0,5
41-53 0,5
54-6,5 0,5
6,6 -8,0 1
8,1-10,6 1

10,7-141 1
14,2-16,0 15
16,1-195 15
19,6 -249 1
25,0 - 28,3 2
28,4 - 37,4 1,5
37,5-499 2
50,0-62,4 2,5
62,5-74,9 3
> 75 Xopnynote ToV KATAAANAO GUVILOGUO TEPIEKTIKOTHTOV SIGKIWMV

3.10 XZvpntoOpertoe vrEPO0coroyias (Kol KATE TEPITTOON, PETPO AVTIHETAMIGCNG KOl OVTIO0TO)

Ta dwokia ilunocitinib yopnynOnkav omd To otoua o€ vylelg okbvAoVg Beagle 11-12 unvav pia popd tv
nuépa v 6 unveg og doon 0,8 mg/kg copatikov Bapovg (o.p.), 1,6 mg/kg o.p., 2,4 mg/kg o.p. ko
4,0 mg/kg o.p.. Z11g KAvikég mapatnpnoelg mov gival mbavod va oyetiCovion pe ) Ogpameio pe
ilunocitinib weptiappdavovrol: pecodakTOAEG KOOTELS, LE 1) YOPIG EKKPLUO, OO UL Ko EPEAKIOES OTIC
TATOVGEG KOl TAYVVOT KAV OTOYPMUATIGUOC GTIG TOTOVGEC. ZVYVOTEPA GE APGEVIKA OTUEIDONKE [io
nmo peimon ot pala tov pudpdv apoceaipiov og optopéva (oa pe 3X 06on petd amod 8 efdopddeg
xpnons. Avt mn pelwon Mrav ovtomeplopllOUeEVN, LE OTAOIOKN ETAVOQOPA OTIG TPo-Oepameiog
UETPNOELG.

Agv vrdpyet €101KO 0VTIOOTO KOl GE TEPINTMOT) CLUTTOUATOV VIEPSOGOAOYING, 0 GKVAOG Bl Tpémet va
OVTIUETOTIOTEL CUUTTOHOTUKCA.

3.11 Eidwkoi mepropiopoli yp1)ong Kot £101kEG 6uvONKeS yprions, copmepriopfavopévev
TEPLOPLOLAV GTI| YP1IOT] AVTIHIKPOPLOKAY KU AVTITOPUCLTIKAV KTVIITPIKAOV
PUPUOKEVTIKOV TPOIOVTMV TPOKELREVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oyVeL.

3.12 Xpovor avapovig

Agv 1oy0eL.

4. DOAPMAKOAOI'IKEX IAHPO®OPIEX

41 Kaoowkog ATCvet: QD11AHI2.

4.2 @®appoKodvVOUIKY

H ilunocitinib givat évag avacstoréog Tov TpoTeivik®dv Kivacmv Janus (JAK). Avactédiel T

Aertovpyia vog TANO0LE KVIGUOYOV®VY Kol TPOPAEYUOVMIDV KVTOKIVAOV KAO®DE Kol KVTOKIVAOVY TOV

gumAEKOVTOL 6€ OAAEPYia, 01 0Toleg e&apTadvVTOL Amd TNV dpacTnproTnTa Tov evivpov JAK. H
ilunocitinib £ygl EAAYI0TEC EMNTOCELG 0 AAAEG TPMOTEIVIKEG KIVAGEG KOl KIVAGEG MTdiV Kot



EMOUEVMG TTOPOVGLALEL TEPLOPIGLEVO KIVOLVO EMOPACE®VY £KTOG 6TOY0L. H ilunocitinib umopei eniong
Vo 0oKNoEL ENidpaoT o€ GALES KUTOKIVES (Y10 TapadetyLLaL, EKEIVEG TOV EUTAEKOVTOL GTNV
OVOGOAOYIKT] ALV 1) TV OUOTTOINGM), 1) 0Toio pwopel va £yl mBavEg avemBounteg evépyetec.

4.3 DuppoKoKIVNTIKI|

H ilunocitinib amoppopdtot ypriyopa Kot KaAd HETA 0O TOV GTOLOTOC YOPNYNON 6 oKOAOLS. Metd
oo TOV GTOUATOG YopnyNon diokiov ilunocitinib ce d6on 0,8 mg/kg 6e orvAOVS TOL glyav AdPet
TpoON, N amoivtn Prodabesotnta frav 80%. O xpodvoc nuicelog {ong amékkpiong nrov 5,0 dpeg. Xe
oKOAOVG VIO VMoTei, 1 ProdiabeoiudtnTa and To oTopa fTav 58% Jdeiyvovtog Tapdolo xpovo
nuicelog {ong amékkpiong Le ekeivov mov mopatnpnonike o okvAovg mov giyav Aapel tpoen (5,4
mpeg). O xpovos £0¢ TN PEYLOTY GLUYKEVTPMOT] TAACLATOS (tmax) NTOV HETAED 1 Kol 4 pdV.

Agv vIpYE CNUAVTIKT] CLGCMOPEVCT] HETH OO ETAVULOUPAVOLEVT] GO TOV GTOUOTOG XOPTYNOT.

H 066¢ anékkpiong tng ilunocitinib e&icoppomneitor peta&d TV KOTPAvov Kot Tov 00pov.

Koatomv evdopréPrag yopnynong 0,8 mg/kg, n ilunocitinib giye younin kdbapon TAdcpatog ion pe
437 mL/h/kg. O 6yKkog katavoung frav 1,58 L/kg kot o tehkog xpovoc nuicelog {ong frav 4,4 dpeg.
5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppoatotnteg

Agv 1oy0et.

5.2  Awipkewo {ong

Avdpreta (NG TOL KTNVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG COUP®VA LE TI GVOKEVOGIN TOANONG: 2
£€m.

Toyov vorona picd diokia Ba Tpémel va puAdocovtal 6T cuckevacio blister kot va
YPNOLOTOLOVVTAL GTNV EMOLEVT] YOPNYNON.

5.3 Idwirepeg mpourdiers katd T @OLAEN TOV TPOIOVTOG
Agv vapyovv €181KEG 0dMYieg d10TPNOMG Y10 GVTO TO KTNVINTPIKO QUPUAKEVTIKO TPOTOV.
54  ®von ka1 6HVOES TNG GTOLYELDOOVS CVOKEVU.GILOG

PA-alu-PVC/alu-PET-paper unit-dose blisters Kabe blister mepiéyet 10 dioxia emkoloppéva pe Aemtd
vuévio. Xaptvo kovuti mov mepiéyetl 10, 30 1 90 diokio emkaAVUUEVA LE AETTO DUEVIO.

Mmropei va, v KuKAOQPOpPOUV OLEG Ol GLOKEVAGIES.

5.5  E10wkég mpo@uAagels amdppryng vog ui yPGLHOTOIN0EVTOG KTVIOTPIKOD QUPUOKEVTIKOD
TTPOIOVTOG 1] GALOV VAMKAOV TOV TPOEPYOVTUL O.TO T1] Y P61 TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TV ADUATOV ) TOV OIKIUK®V OTOPANTOV.

XpP1GILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| [UT] XPTOULOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PO TOVG
GUUPMOVO, LLE TIG TOTIKEG ATOITNOELS KOt UE TUYOV EOVIKA GLUGTALOTO GLAAOYNC TOV 1GYVOVV Y1d TA
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTOL.



6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Elanco GmbH

7. APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/2/25/349/001-012

8. HMEPOMHNIA IMTPQTHXE EI'KPIXHX
Huepounvia 1ng éykpiong: 24/07/2025

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

10. TAZEINOMHZH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYTY].

Aentopepeic TANPoeopieg Yo 1o v AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv givon dtabéoieg otn Bdon
dedouévav e EE v to ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).
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AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

EIAIKEXZ ATTAITHXEIYX: ®PAPMAKOEITATPYIINHXHX:

O K. A K. 8o kataywpel ot Bdon dedopévav yio tn PappokoemoypOTyNnon OAo To ATOTEAEG AT KOt
TOL GUUTEPACUATO TG dadKaGioG dtayelplong ONUATOG, CLUTEPIAAUPOVOUEVOD TOV CUUTEPAGLLOTOC
GYETIKA UE TN 6YECN 0PEAOVG-KIVODVOV, GOUP®VO, LE TNV aKOAOVON cuyvoTnTa: €TNGimg.



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH
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IHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

XépTivo kovTi

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zenrelia 4,8 mg diokia emtkolvppévo pe AEmTd LUEVIO
Zenrelia 6,4 mg d1okio emKOADUUEVE LE AETTO DUEVIO
Zenrelia 8,5 mg d1okia emkolvppéva pe AETTO LUEVIO
Zenrelia 15 mg dwokia emkoAvppéva pe AETTd LUEVIO

2. YYNGOEXH XE APAXTIKEX OYXIEX

4,8 mg ilunocitinib/diokio
6,4 mg ilunocitinib/é1cKkio
8,5 mg ilunocitinib/é1ckio
15 mg ilunocitinib/d1okio

3. YYXKEYAXIA

10 dwokia
30 diokia
90 doxkia

| 4. EIAOX(H) ZQOY(QN)

2K0AOL

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Amo6 otONaTOC YpNOT.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uw/eeee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Toydv vroloma Lced diokio Bo TPETEL VOL YPNGILOTOLOVVTOL GTNV EXOLEVT] YOPNYNON).
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‘ 10. OI AEEEIX «<-AIABAXTE TO ®YAAO OAHI'TQN XPHXHX MIPIN AITO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV O TN XPTION.

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

ATOKAEIGTIKA Y10 KTNVIOTPIKNY (P1oM.

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

Na purdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Elanco Aoyotumo

14. APIOMOI AAEIAX KYKAO®OPIAX

EU/2/25/349/001 (10 Siokia, 4,8 mg)
EU/2/25/349/002 (30 Siokia, 4,8 mg)
EU/2/25/349/003 (90 Siokia, 4,8 mg)
EU/2/25/349/004 (10 Siokia, 6,4 mg)
EU/2/25/349/005 (30 Siokia, 6,4 mg)
EU/2/25/349/006 (90 Siokia, 6,4 mg)
EU/2/25/349/007 (10 Siokia, 8,5 mg)
EU/2/25/349/008 (30 Siokia, 8,5 mg)
EU/2/25/349/009 (90 Siokia, 8,5 mg)
EU/2/25/349/010 (10 diokia, 15 mg)
EU/2/25/349/011 (30 Siokia, 15 mg)
EU/2/25/349/012 (90 Siokia, 15 mg)

| 15.  APIOMOZX MAPTIAAY

Lot {ap1Buoc}
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EAAXIXTEX ENAEIZEIX ITOY ITPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Yvokevooicg koyéing (blisters)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Zenrelia

¢

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

4,8 mg ilunocitinib
6,4 mg ilunocitinib
8,5 mg ilunocitinib
15 mg ilunocitinib

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {pw/eeee}
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
Zenrelia 4,8 mg diokio emkaAvppévo, pue AETTO VEEVIO Y100 GKOAOVG
Zenrelia 6,4 mg diokio emtkoAlvppEVO Le AETTO DUEVIO Y10 GKOAOVG
Zenrelia 8,5 mg diokia emkaivppévo pe AEmTod VEEVIO Y100 GKOAOVG
Zenrelia 15 mg dwokia emkoAvppéEVOL Le AETTO DUEVIO Y10 GKOAOLG
2. XovOeon

Kabe emkaioppévo pe Aemtd vpévio diokio mepiéyet:

ApOOTIKO CVGTATIKO:
4,8 mg, 6,4 mg, 8,5 mg 1} 15 mg ilunocitinib.

Kitpwva, empmkn dwokia emucoloppéva pe Aemtd vUEVIO, LE EYKOTN Kot oTiS 600 mAgvpés. Ta diokian
UTopovV Vo, YmPloTobV 6€ 600 ioa uép.

3. Eion {oov

ZKOAOL. ( (

4, OepoamevTiKég evosielg

Mo v avtyetd@nion tov kvnopob mov oyetiletan pe aAAepyikn depUATITION GE GKOAOVG.

Mo ™My avTeTdnIon TV KAMVIKOV CUUTTOUATOV TNG ATOTIKNG dEpLATITIONC 08 GKOAOVG.

5. Avtevoeigeag

Na pn ypnoiponoteital 6 GKOAOVG He EVIEIEEIS KATAGTOANG TOL (LVOGOTOMTLKOD.

Na pnv ypnowponoteital o€ mepintmon vaepevaichnciog 6To dPASTIKO GLGTUTIKO 1| 08 KATOLo EKO0Y L.
6. E1dwkéc mpogidomonijosig

Ewikéc mposdomoncelc:
Koapia.

Idwaitepec TPOQLAGEELS Y0 TNV 0.cQaAN ypron oto. £idn Lowv:

Agv &yel diepeuvnBei 1 acpAielo dVTOD TOL KTNVIATPIKOD QUPHOKEVTIKOD TPOIOVTOC GE GKOAOVG
nAkiog K&to tov 12 unvov 1 ue Papog Arydtepo tmv 3 kg. Erouévmg, n yprion tov og avTtég Tig
nepmtdocelg Oo mpénet vo faciletar o a&loAdynomn TG 6Y£0MG 0QELOVS-KIVOUVOL 0td TOV VITELHLVO
KInviaTpo.

H ilunocitinib pvOuilet to avocomomntikd choT e Kol uropel va avénoet v evaicincia ce

EVKAPIOKEG AOTUMDEELG. ZKVAOL TOV ACUPAVOVV TO KTNVIOTPIKO POPUAKEVTIKO TPOIdV Bo Tpémet va
TapoKolovfovvtal Yo TNV avanTuén AoUDEEDV.
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Mnv to gpnoiponoteite 6e oKOAOVG pE EvOelgn KakonBovg veomhaciog, SELOONKMOONG 1| KATAGTOANG
TOV OVOGOTOMTIKOV OIS 1) PAOLOEMIVEPPLOLHKT) DITEPAELITOVPYIQ, ETEWON 1) OPACTIKY| OLGIO dEV EXEL
a&lohoynbel o€ aVTEG TIC TEPIMTAOCELS.

Kozd v avripet@nion tov kvnopov, mov oyetiletat pe adhepykn depuatitida, pe ilunocitinib,
TpENEL va, SepeuVNBOVV Kol VO AVTILETOTIGTOVV TUYOV VROKEiLEVA aiTia (TT.). CAAEPYIKT ad YOALOLG
depuotitida, deppatitida €& emapnc, Tpoeikn vrepevaictnecia). Emumiéov, oe mepmtdocelg aAlepykng
depuaritidog Kot aTomikng depuatitidag, cuviotdrtal n diepgvivinon kot Bepaneio mapaydviov mov
TPOKAAOVV EMITAOKES, OGS AOUDEELY/TPOGPOAES amd PakTrpia, LOKNTEG ) TAPAGLTO (TT.). YOAALOVG
KOl YDpaL).

Idwitepec mpouAGEeic mov pémet va Aoufdvovtol oo To ATOUO TOV YOPNYEL TO KTNVINTPIKO
QOPULOKEVTIKO TTPOoidV oe LMo

[TAévete ta y€pra PeTA TN YOpPNYNON.

H xotdroon amd AdBog pumopel vo eivor emPAafnc.

Xe mepintwon mov Kotd AaBog vdpéel katdmoon, vo avalntioete apécms tpkn fondeta kot va
emdei&eTe 6TOV 10TPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMS T} TNV ETIKETO TOL QPOPLOKEVTIKOD
TPOIOVTOC.

Awnpeite Ta dtokio Kot TO PN YPNOYOTOINUEVO GO SIGKI0 GTNV apyIK] CLCKEVAGIO LEXPL TNV
EMOUEVT XOPTYNOT, TPOKEWEVOL VO AMOTPATEL 1) AUECT] TPOGPAGCT] TV TAOLUDY GTO KTNVIATPIKO
POPUOKEVTIKO TPOTOV.

Eyxvuoocvn kot yolovyio:

H ac@diela Tov KTviaTpikod QopLOKEVTIKOD TPOTOVTOG 6ev £xel amodelybel Katd T didprela g
KONoNG, TNG YaAovyiag.

Agv cuvioTaTo 1) XPHON KATA TN SLEPKELR TNG KONGONG Kot TG YOAoLyiog. Ao TIC EpYOOTNPLOKES
UEAETEG GE apovpaiovg dlamicTd@OnKay evOEielc Tepatoyéveonc Kot UPPLoToIKOTNTOC.

Tovipdtro

H aopddieta Tov kTnviaTpicoh QopROKEVTIKOD TPOTOVTOog dev £xel amoderyfel Katd T didprela
AVOTAPOYOYNG TOV CKOAMV.
Agv cuvioTdTon 1) ¥pHom o€ GKOAOLG OV TPooPilovTal Y10, AVOTaPAymYT.

AMNAETIOpOooN UE GAAD QOPUOKEVTIKG TPOTOVTO Kol GAAEC LOPOEC OAANAETIOpaGC:

Agv mopatnpronkov aAANAemdpaoelg HeTa&d papudkmv og peréteg tediov émov 1 ilunocitinib
YOPNYNONKE TALTOHYPOVA [LE KTNVINTPIKA QOPLOKEVTIKE TPOTOVTA, OTMG EVOO-KOL EEMMTAPACITOKTOVO,
avTyuKpofrokd, epPoia Kot Un-oTePOELdN OVTIPAEYUOVMIT PAPLLOKAL.

"Eyetl peremBei n enidpaon g yopnynong g ilunocitinib otov guPoracud pe mopPoié tov ckdAov
(CPV), 16 g vocov tov Carre tov okvAov (CDV), adevoio tomov 2 Tov okdrov (CAV-2), 16 g
mapaiveAovévtCoc Tov okdrov (CPiV) kot adpavomomuévo epupoiio katd g Avecog (RV) og
oKOA0VG Nhkiag 10 unvav, yopic Tponyovuevo suporiocud, ot oroiot Elafov 2,4 mg/kg (3X ™
HEYLOTN GUVIGTAOUEVT 00T ETIKETAG) Yo 89 Nuépeg. Me Baomn v a&loAdynon Tov TiTAov
AVTICOUAT®V TOV 0pov, TOPATNPNONKE EMAPKNG 0VOCOAOYIKT OVTOTOKPIOT G BOCIKA
Tpomomompévo Zavta Eppoiia tov okdrov (CAV-2, CDV kot CPV) petd tov apyikd eupoiacio,
v Huépa 28. H avrondkpion otov apyikd epporitacuod yio CPiV (un Bacikd epufoio) o vmod aymyn
oo Mtav 4 £mg 6 popég Tavm 0md T0 Op1o EvavTl 6 £m¢ 8 Popég TAvM Ao TO OPLO GTOVG UAPTVPEG
uetd tov apykd epPfortacuod. [opatnpndnke kabvotepnuévn N petwuévn avtomdkpion oto RV. H
KAk onpacio tov emdpdcemv mov mapoatnphiinkay g (da mov gufoitdotnkay eved Adupfovay
ilunocitinib cOpE®va pe T0 cLVIGTOPEVO 60G0A0YIKO oynua eivar acapng. 'Eyel pelem el n enidpaon
¢ ilunocitinib 6TV AVTOTOKPIOT GE AVOUVNOTIKOVG EULPOMAGHOVEC GE TPOTYOVUEVDS
guPfolacuévovg okdAovg nhikiag 10 unvav, ot oroiot Eafov 1X i 3X ) cvvictoduevn 66om (0,6-0,8
N 1,8-2,4 mg/kg, avtictowa) yio 56 nuépeg kot o Ppébnke kapio dtapopd 6TV ovTamdKplon o
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AVaUVNOTIKO EUPOALACUO HETAED TNG OUAOOC HLOPTOP®VY Kot TNG Lo Bepameio opddag pe 1X 1 3X
ilunacitinib.

Yrepdocoroyia:

Ta dwokia ilunocitinib yopnyfinkav and to 6top0 08 VYLEiG oKVAOLG Beagle 11-12 unvov pio popd v
nuépa v 6 unveg og doon 0,8 mg/kg copotikov Bapovg (o.p.), 1,6 mg/kg o.p., 2,4 mg/kg o.p. ko
4,0 mg/kg 6.p.. tig KAvikég mapatnpfoelg mov eivol mbavo va oxetilovior pe ™ Oepansion pe
ilunocitinib weptiappdvovrorl: pecodakTOAES KUGTELS, LE 1) YOPIG EKKPLULA, OidN U Ko EPEAKIOES OTIC
TATOVGEG KOl TAYVVOT KAV OTOYPMUATIGUOC GTIG TOTOVGEC. ZVYVOTEPA GE APGEVIKA OTUEIDONKE pio
Nmo peimon ot pala tov pudpav aposeapiny oe opiopévo (oo pe 3X 06om petd amod 8 efSopddeg
xpnons. Avt n pelwon Mrav ovtomeplopllOpevn, UE OTAOOKN ETAVOQOPA OTlG Tpo-Bepameiog
LETPNOELG.

Agv vtdpyet €101K6 avTid0To Kot 6€ TEPITTOOT oNUEiY LTEPdOGOLOYing, 0 GKVUAOG Ba Tpémel va
OVTILETOTIOTE GUUMTOUATIKA.
7. Avem@dpunra cvppavra

2KOAOL:

2uyva (1 éwg 10 {oa / 100 vrd Bepaneio (ha):

"Epetog, Awgppora, AfBapyog

Oyt ovyvad (1 éwg 10 {owa / 1 000 vro Ogpomeio (Da):

OMAopo, MecodaktoAlo, KOGTN

H avagopd avemBountov coppdviov etvar onpoavtikny. Emitpénetl tn cuveyn mopakorlovOnon g
aGPAAELNG EVOG TTPoiovToG. Edv mapatnpnoete omoladnmote avemiBountn evépyelo, koo Kol oV Ogv
AVOPEPETOL GTO ECOKAELGTO GUALO 0INYIDV ¥PNOTG 1 OUPIPAALETE Y10 TNV CTOTEAEGUATIKOTITO TOL
Qopuarov, TopoKaAeichs va eTKoVOVAGETE, KaTupYAC, LE TOV KTNviatpd cog. Mmopeite emiong va
AVOQPEPETE OTOLAONTTOTE AVETLOVUNTO GLUPAVTO GTOV KATOYO TNG AOELNG KUKAO(POPLOg
YPTOLOTOIDVTOG T GTOLYELN EMKOVMVING 6TO TEAOG AVTOD TOL PVAAOL 0dNYIDV ¥PYoNG, N LEG® TOV
€Bvikoy 560G cuoTaTOC avapopds: {oToryela EBviKob GLGTHATOG AVAPOPHS)

8. Aocolroyia Yo kKG0g €i00g, TPOTOS Kol 0001 Yopnynong

Ao otONaTOC YPNOT.

H ocvvietdpevn d6on eivar 0,6 émg 0,8 mg ilunocitinib/kg cmpaticod Bapovg, yopnyovuevn pio eopa
nuepnoing.

H omaitmon yio paxpoypdvio Oepaneio cuvinpnong o npénet va fociletor oty agloldoynon e
oxéomng 0pELOLC-KIVOHVOL amd Tov Vevbvvo KTnviatpo.

O mivakag 6060A0Yiog TapaKdT® mopovstalel Tov aplfud Tmv diokimv Tov arartovvtal. Ta diokiao
KOPovtar ebKoAN 6T HEGT KOTA UAKOG TNG EYKOTNC.

Yopatikd fapog MegprekTIKOTNTO KoL ap1Opdg TOV TPOS YOP1]Y01 OICKIMV:

(kg) Tov ckvAov Awokia 4,8 mg Awokia 6,4 mg Awkia 8,5 mg Awokia 15 mg
3,0-4,0 0,5
41-53 0,5
54-65 0,5
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6,6 - 8,0 1

8,1-10,6 1

10,7-141 1

14,2 - 16,0 15

16,1-19,5 15

19,6-24,9 1

25,0 - 28,3 2

28,4-374 15

37,5-499 2

50,0-62,4 2,5

62,5-74,9 3
>175 Xopnynote tov KATAAANAO GUVIVOGUO TEPIEKTIKOTHTMV JIoKimV

9. Odnyieg Yo ™) c®GTI) YOpRYNON

To kTviaTpIKd QapraKeLTIKO TPOTOV popet va yopnyeitot pe 1 yopic Tpoen.

10. Xpoévor avapoviig

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetal o€ 0éom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

Agv vtdpyovv €101KEG 0dNYieg S1aTPNONG Y10 AVTO TO KTNVITPIKO PUPUAKEVTIKO TPOTOV.

Noa un xpnoionoteital avtd To0 KTNVINTPIKO QUPUOKEVTIKO TPOTdV UeTd TV nuepounvio Anéng mwov
avaypdeetal oto Kovti Kot oto blister petd to Exp. H nuepounvia Anéemg cvpmintet pe tnv tedevtaio

NUEPO TOV GLYKEKPUEVOL LN VAL.

Toyov vrdoloina PIch S1oKio TPETEL VAL YPTGUYLOTOLOVVTOL GTNV EXOUEVT] YOPNYNOT.

12.  Ew0wkég mpo@uracels amoppryng

Ta edppoxo dev TPENEL VoL OTOPPITTOVTOL HECH TMOV AVUATOV 1) TOV OIKLUK®OV OTOPANTOV.
XpNGILOTOGTE TPOYPAUUATO, EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| 1] XPTOLOTON0EVTDV
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL OO TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG ATOITNOELS Kot Ue TUYOV 1oybovta efvikd cuotiuate cvAloyns. Ta uétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPBAAAOVTOC.

13. Toa&vounon TOV KTNVIOTPIKOV QUPUIKEVTIKOV TPOTOVTOV

Na yopryeitar povov pe KINVIOTPIKE GLUVTAYT).

14. Ap1Opoi G105 KUKAOQPOPINS KU GUGKEVUGIESG

EU/2/25/349/001-012
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PA-alu-PVC/alu-PET-paper unit-dose blisters. Kabe blister pack nepiéyet 10 emkolvpuéva pe Aentd
vpévio drokia. Xdaptvo kovti mov mepiéyet 10, 30 1§ 90 emkadvppéva pe Aemtd vpévio Siokio.

Mmropei va, unv KuKAOQPOpPOUV OAEG Ol GLOKEVAGIEC.

15. Hpepopnvia tedevtaiog avade®pnong Tov QUALOV 03NYLAOV YP1oNG

Agntopepeic TANPoeopieg Yo 10 v AOY® KTNVIATPIKO QOPLOKEVTIKO TTPoidy givol dtabéaieg ot
Bdon dedouévav g EE yio ta ktnviatpikd mpoidvro (hitps://medicines.health.europa.eu/veterinary).

16. Xroyeia emxovoviog

Kdtoyog tng ddstog KuKAOQOPIoS KoL GTOLYEI0 ETKOWMVIOS Y10 TNV 0VOQOopa TH0VOAOYOVLEVOV
oveETBOUNTOV EVEPYELDV:

Elanco GmbH, Heinz-Lohmann-Str. 4, 27472 Cuxhaven, I'eppavia

Belgié/Belgique/Belgien
Tél/Tel: +32 33000338
PV.BEL @elancoah.com

Peny6smka bbarapus
Ten: +48 221047815
PV.BGR@elancoah.com

Ceska republika
Tel: +420 228880231
PV.CZE@elancoah.com

Danmark
TIf: +45 78775477
PV.DNK@elancoah.com

Deutschland
Tel: +49 32221852372
PV.DEU@elancoah.com

Eesti
Tel: +372 8807513
PV.EST@elancoah.com

E\\Gda
TnA: +386 82880137
PV.GRC@elancoah.com

Espafia
Tel: +34 518890402
PV.ESP@elancoah.com

France
Tél: +33 975180507
PV.FRA@elancoah.com

Lietuva
Tel: +372 8840389
PV.LTU@elancoah.com

Luxembourg/Luxemburg
Tél/Tel: +352 20881943
PV.LUX@elancoah.com

Magyarorszag
Tel.: +36 18506968
PV.HUN@elancoah.com

Malta
Tel: +36 18088530
PV.MLT@elancoah.com

Nederland
Tel: +31 852084939
PV.NLD@elancoah.com

Norge
TIf: +47 81503047
PV.NOR@elancoah.com

Osterreich
Tel: +43 720116570
PV.AUT@elancoah.com

Polska
Tel.: +48 221047306
PV.POL@elancoah.com

Portugal
Tel: +351 308801355
PV.PRT@elancoah.com
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Hrvatska
Tel: +36 18088411
PV.HRV@elancoah.com

Ireland
Tel: +44 3308221732
PV.IRL@elancoah.com

island
Simi: +45 89875379
PV.ISL@elancoah.com

Italia
Tel: +39 0282944231
PV.ITA@elancoah.com

Kvnpog
TnA: +386 82880095
PV.CYP@elancoah.com

Latvija
Tel: +372 8840390
PV.LVA@elancoah.com

Romania
Tel: +40 376300400
PV.ROU@elancoah.com

Slovenija
Tel: +386 82880093
PV.SVN@elancoah.com

Slovenska republika
Tel: +420 228880231
PV.SVK@elancoah.com

Suomi/Finland
Puh/Tel: +358 753252088
PV.FIN@elancoah.com

Sverige
Tel: +46 108989397
PV.SWE@elancoah.com

United Kingdom (Northern Ireland)
Tel: +44 3308221732
PV.XXI@elancoah.com

[Mapackevaotic LIEVOLVVOC Yo THY ATEAELOEPMGT TOV TAPTIOWV:

Elanco France S.A.S., 26 Rue de la Chapelle, 68330 Huningue, T'oAlio

17. Alheg minpo@opisg

H ilunocitinib givar évag avactodéng Tov Tpoteivik@v Kivacov Janus (JAK). Avactéldel
Aertovpyia evog TAB0VG KVIIGLOYOVOV KOl TPOPAEYHOVAOIMYV KVTOKIV®V KBNS Kol KUTOKIVAOV OV
gumhékovtal 6€ ahdepyia ol omoieg e€optdvtal amd tnv dpactnpotta tov evivuov JAK. H
ilunocitinib £ygl EAAYIOTEC EMATMOGELS G€ AAAEG TPMTEIVIKEG KIVAGEG KO KIVAGEG MOV Kot
EMOUEVMG TTOPOVCLALEL TEPLOPIGUEVO KIVOLVO EMOPAcE®Y £kTOG 6TOY0oL. H Tlunocitinib pmopei emiong
VO 00KNOEL EMOPACELS G€ AALES KVTOKIVES (Y10 TAPASELY L0, EKEIVEG TOV EUTAEKOVTOL GTNV GLLLLVO, TOV
AVOGOTOMTIKOD 1 TNV apomoinen) pe v mhoavotnto avemfountmv cuufavioy.
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