ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Cerenia 16 mg diokia Yo 6KOAOLG

Cerenia 24 mg diokia Yo GKOAOLG

Cerenia 60 mg diokia Yo GKOAOLG

Cerenia 160 mg diokia ylo. GKOAOVC

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

ApOOTIKO CVGTATIKO:

KdaBe dwokio mepiéyet 16 mg, 24 mg, 60 mg 1 160 mg maropitant wg maropitant citrate monohydrate.

"Exdoya:

Moocotuki cvvOesn av o1 TANPOPOPisg AVTEG
givan oNUOVTIKEG Y10 TN 6OGTI (0PI Y161 TOV
KTIVIITPIKOU QUPUOKEVTIKOD TPOIGVTOG

IMowoTikn oVUvOeoT EKOOY OV KO GAALDV
GUGTUTIKOV

Croscarmellose sodium

Lactose monohydrate

Magnesium stearate

Microcrystalline cellulose

Sunset Yellow (E110) 0,075% wiw

AloKio YpOUOTOG AVOIKTOV TOPTOKOAL.

Ta dtokia €yovv Lo €YKo, 1) omoia eMTPENEL 0TO J10Ki0 Vo KOPETOL 0TN PEOT). XTNV Lo TAEVPE.
VIAPYEL EMTONOOT TOV Ypoupdtov “MPT” kot voduepa mov SNAGVOLV TNV TocoTNTA TG
papomitaving. H avtiBetn migvupd etvar kevn.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

YKkOA0L.

3.2  OgpamevTikég gvocifelg Yo kG0e gidog {@ov

. Mo v mpdAnym tng vavtiog mov Tpoépyetar amd ynuetodepansio.
. Mo v TpoAnyn Tov gpéETon AGY® UETAPOPES.
o Mo v IpoAnyn Kot oVTILETOTIOT TOL EUETOV, 6€ GuVOVASHO e To Cerenia evEGLO StdAvpa

KaODC Kal [LE TO GUVOLOCUO UE AAAL VTTOCTNPIKTIKG HETPOL.
3.3  Avrevositeg
Koapia.
3.4 E10kéc mpoEldoomonoeLs
O éuetog pmopel va GUVOEETAL e GNUAVTIKES, EvTova eE0V0EVOTIKES KATAGTACELS,

GUUTEPTAAUPOVOUEV®Y ATOPPAEEDY TOV YOGTPEVTEPIKOD COANVA, OG EK TOVLTOV, Ba TPEmeL va
VILAPYOVV Ol KUTAAANAESG S0y VOGTIKEC OEIOAOYNGELC,



Ta dokia Cerenia £yetl amodetytel, OTL €IVOL AMOTEAEGLATIKGE GTNV OVTILETMRTION TOV EUETOV, MOTOCO
oTOV 1 ovYVOTNTO TOV EPETMVY eivar peydin, To Cerenia ov yopnyeitol amd T0 GTOUA LITOPEL VoL UV
amoppoen el pv 10 endpeVo cupuPdv gpetov. Enopévmg cuvietdrar vo EEKIVIGEL 1] OVTILETOTIGT TOV
€UETOV e TO gvéaipo ddAvpa Cerenia.

H op61 kxtnviaTpikn TPOKTIKT CUVIGTH TO OVTIEUETIKA VO, XPNCLOTOI0VVTAL GE GUVOVAGLO LE GALDL
KTNVIOTPIKA KO DVTOGTNPIKTIKA LETPA, OTMG eivat 0 EAeyyoc TG Sratpopng Kot 1) Oepameio
OTOKATAGTACTG TOV DYPAOV TOVTOYPOVA LE TNV AVIILETOTIOT TV VIOKEILEVOV oUTIdV TOov gpétov. H
QOQAAELD, TG LOPOTLITAVING Y10 OldpKeLo Oepameiog ueyoldTEPNC TOV 5 UePDV, Ogv éxel pehetOel
oToV TANBLGUO-GTOYO (T.). VEAPOl GKOAOL TOL TAGYOLV OO 10YEVN EVIEPITION). TNV TEPITTMGT TOV
Bewpeitan amapaitnn 1 Oepaneia yio ypovikd dSrdoTne HEYUADTEPO TOV 5 NuepdV, B Tpémel va
YIVETOL TTPOGEKTIKN TOPAKOAOVONGT TV TOOVAV aveTIOOUNTOY EVEPYEIDV.

3.5 Idwitepeg mpopuiaters Katd TN yp1on

Idwaitepec TPOQLAGEELS VoL TNV ac@aAn ypron oto £idn Lowv:

H aoc@dAieia Tov KTNVIOTptko QopUaKeLTIKOD TPoidvTog, 0V £xEl amodeyBel oe GrOAOLG NALKiOG
uikpotepng Tov 16 gfdouddmv yio doon 8 mg/kg 6.p. (vavtio petapopdc) Kot 6€ GKOAOVS NATKING
pkpotepng Tov 8 efdopddmv Yo 66om 2 mg/kg o.B. (épetog) Kabmg Kot og £ykvovg 1 Onialovteg
OnAvkovg okKOAOLG. Na ¥PNGILOTOIEITOL HOVO COUPMVA LLE TNV EKTIUNOT 0PEAOVG/KIVOLVOL ATtO TOV
vrevvvo KTviaTpo.

H papomitdvrn petafolriletal oto Nmop kol ETOUEVOG o TPETEL VAL XPTCLLOTTOIEITAL LLE TPOGOYT GE
acBeveic pe nratomddeia. Kabdg n paponttdvin cuecmpedetar 6Tov opyovioud Kotd 1 SLapKeELL
uiog Oepameiog 14 nuepd@v A0Y® Tov peTafoAtkod KopesUo, O TPEMEL va YIVETOL TPOGEKTIKN

o paKolovONon NS NTOTIKNAG AetTovpying emmpdcdeta TV TBAvOV avemBOUNTOV EvepyEL®Y OV Oal
UTOPovGOY VO ELPUVICTOVV KOTA TN SLdpKELn TNG HoKpoypoviog Bepaneiag.

To Cerenia Qo Tpémel va ypnoiponoteital pe TPpocoyn o€ {da Tov TAGYOLY 1 TAPOVGIALOVY Ui
podifeon yo kapdlomddeieg, KabmG N LAPOTLTAVTY £XEL U0 GUYYEVELD LE TOVG dlahAOVG 10vImy Ca
ka1 K. Avénoeig katd mepimov 10% oto QT tov HKI mapatnpndnkoy ce pio LeAEtn vyudv okOA®mY
evAng Beagle, otovg omoiovg yopnynonkav and to otopo 8 mg/kg, wotdco pia tétolo avénon gival
amifovo va £xel KAVIKY onpocia..

[dwaitepec mpo@uAdEeic Tov wpémel va AauavovTol amd To GTOLO TOL YOPNYEL TO KTNVIOTPIKO
QOPULOKEVTIKO TTPOoidV oe LMo

Atopo e YVoOoT VIEPELUIcHNGio 6T LOPOTLTAVTY TPETEL VO, YOPTYODV TO KTNVITPIKO
QOPUOKEVTIKO TPOIOV LE TPOCOYT).

No TAévete Ta 1€pLa oG LETE TN XPNom. e TepinTtwon Katd AdBovg Katdmoong, va avalntioete
apéomg 1otpikn fonbdeia kot va emdeiEeTe 6TO Y10TPO TO ECOKAEIGTO PVALO OONYIDV YPNCEWMG 1 TNV

ETIKETO TOV POPLLOKEVTIKOV TPOIOVTOC,.

Idwaitepec mpo@LAGEELS YO TNV TPOoTOGCiN TOV TEPIBdALOVTOC:

Agv 1oyvet.
3.6 AvemOvpnta coppavra

YxoroL

Toyva ‘Eperog!




(1 éog 10 oo / 100 vid Bepameia

{oa):

[ToAV omavia Nevporoykég dratapoyés (m.y ataéio, OTAGUOS, EMANTTIKN
(<1 Lo / 10.000 vr6 Oepamsia Coa, | PO WVIKOS TPOROG)

CLUTEPILAUPAVOUEVOV TOV AnBopyog

LELOVOUEVOV AVAPOPDV):

Tapatnpnonke mpv and 1o Taéidt, cuvhbwg evidg d0o wpdV petd T xopfynon g ddong twv 8 mg /
kg.

H avapopd avemBountov coppdviov eivar onuavtikn. Emtpénet tn cuveyn mopoakolovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOTIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £ITE GTOV KATOYO TNG AOELNG KVKAOQOPIG 1) GTOV TOMIKO OVTITPOCSHTO
ToV €lte 0NV €BVIKN apuOdLa. Py HESH TOL £8VIKOD GLGTALOTOC VaPOPAS . AvaTpéEte 6TO PUALO
001 YLDV YPNONG YO TC, OVTIGTOL(O OTOLXEID ETKOVOVING.

3.7  Xpnion katd v KO 61, TN Yorovyia ] TNV @OoTOoKix

Kdnon kot yorovyio:

H acpddeia Tov kTviaTpicod QOpROKEDTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KONONG Kot TNG YOAOLYiOG.

To mpoidv va yopnyeital Lévov cOLE®VA LE TNV EKTIUNGT 0QELOVG-KIVOUVOL atd TOV VITEVBVVO
Ktnviatpo.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOIOVTO KAl AALEG HOPPES UAMAETTIOPACTG

To Cerenia dgv O TPEMEL VAL YPTCLLOTOIEITAL TAVTOYPOVA [LE OVTAYMVIOTEG TOV SIWOAWDY
Ca, kabmdg 1 popomtdvn £yl GLYYeVH Opdom pe Toug dtaviovg Ca.

H papomitdvtn cuvdéetar oe YNAO TOGOGTO LIE TIG TPOTEIVEG TOL TAAGIATOG TOV OHOTOG KO UTOPET
va ovToyeviletal GAA0 GKEVAGLOTA TOL TAPOVSIALOLY VYNAT GOVOEST) LE TIC TPOTEIVEG.

3.9 Odoi yop1ynong kot docoroyia
T yopiynom amd to oToua.

IMa v voutio Ay petaopds, CLVICTATAL EVa EAAPPD YEVUA 1) GVOK TPV TV ANy, V6 Bo Tpémet
VO OTOQEVYETAL 1) TAPOTETOUEVT dloTa TPV T YopNyNon. o1600, edv BELOVLE VO EXOVLE Eval
YP1YOpo amotélecio, ta. diokio Cerenia dev 0o mpémel va yopnyobvtar poli pe Tpoen, 610Tt ovtd
umopel va kaBuoTePNGEL TNV ATOPPOPNOT) TOV JICKIMV Kol ETOUEVMG KOl TNV OTOTEAEGLOTIKOTITA.

O1 okvAo1 Ba Tpémetl va TapakoAovBohvTol TPOGEKTIKA UETE, TN XOPNYNON, £T01 MOTE Vo Pefardvetan
0T1 KaOg dioKio Exel koTomobei.

I v Tpdinyn TG VOUTIOG TOV TPOKAAEITAL AT YNRELOOEPATELX KAL TNV AVIIUETATLCT KoL
™V TPy Tov gPETOL (EKTOS TOV ENETOV AOY® NeETAPOPEc) (LOVO Yo oKVAOVG NAKiog 8
efoopnadmv 1 peyarldTeEp®V).

IMao v avTyetomion N v TpdANYN T0V EUETOL, Ta dtokio Cerenia TpEmetl va xoprnyndovv pio gopd
nuepnoing, o 6601 tv 2 mg maropitant/kg copaTiKoD BAPOLS, YPNCYLOTOIDOVTOS TOV APIOUO TOV
dwokiov mov divovtal otov Tivaka mapokdate. Ta diokio omdve edKOAN KATO UNKOG TNG £YKOTNG OV
VIAPYEL.

IMa v TpoAnyn tov gpétov, ta diokia Ba TPémel va yopnyoLVTaL, TOLAGYLIGTOV Lic MPO TPLV.



H avtiepetikn dpdon dwopkel mepimov 24 mpec, emopuévag ta dtokia pmopel va divovtorl to Bpadv mpv
TN YOpPNYNOoN VOGS Tapdyovto Tov Ba Propovoe va TPpoKaAEsel EPETO (.. ynue0bepameia).

To Cerenia pmopei va yp1GULOTOLEITAL Y10, TNV TPOANYT N AVTIUETMOTIOT TOV EUETOV EITE UE TN HOPON
dtokiov N pe ) popen evésipov daAvpatog dnaé nuepnoimg. To evéoo didhvpa Cerenia pmopei vo
yopnynBel ém¢ kan mévte Muépeg kat ta. dtokio Cerenia £m¢ Kot SEKATEGGEPLS NUEPEC.

INa ™ Tpéinyn ¢ vavTiog Tov Tpokaieitor amd ynuelodepaneia.
Oepameio TPOANYN TOV EPETOV (EKTOS TOV ERETOV AOYM pETAPOPAC)

ApOnog o diokia

YoORoTIKO Papog
okvrov (kg)

3,04,0*
4,1-8,0
8,1-12,0
12,1-24,0

24,1-30,0 \\\\\\\\\\\\\\\\\\\\\\\\\\\\\\§&\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
30,1-60,0 .

*akpipng 0061 LoP1YNONGS YLO GKOAOVS PIKPOTEPOLVS TMV 3 Kg dEV pwopei va, 600l pe
akpipea.

0

I Apoinyn Tov ERETOV AOY® PETAPOPAS (LOVO Y10 6KOAOVS NAKiag 16 gfdopdadmv 1
REYOAOTEPOVG)

IMa poAnyn tov guétov Adoym petoeopdc. Ta diokia Cerenia Oa wpémel va yopmnyovvTol pio popd
nuepnoimg, otn d60om TV 8§ mg popomTdving avd kg copatikov Bapovs, ¥pnoYLoToIOVING TOV
apBpd Tev diokimv Tov divovtal otov TapakdTo wivaka. Tao diokio ordve dkoAo 0KOAN KATA
KOG TNG EYKOTNG TTOL VILAPYEL.

Ta diokia Oa TpEmEL va yop1nyouVTOL TOLAGYIGTOV pia dpa Tpv TNV Evapén tov ta&dov. H
VTIEUETIKN dpdon dapkel Tepimov 12 dpec, To 0T0i0 SIEVKOAVVEL, POV EMTPETEL T YOPNYNOT TO
Bpddv mpwv To Tpovod ta&idl. H Oepamneio prnopei vo emavolappdvetot To HEYIGTO Yio SV0 GUVEXOUEVES

NUEPES.

Hpoinyn Tov gnéTov AOY® PETOPOPAS

Yopotiké papog Ap1Opog o< diokia

okvrov (kg)

160 mg
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16 mg 24 mg

1,0-1,5
1,6-2,0
2,1-3,0
3,1-4,0
4,1-6,0
6,1-7,5
7,6-10,0
10,1-15,0
15,1-20,0
20,1-30,0
30,1-40,0
40,1-60,0
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KoaBdg 1 @oploKoKvTIKT omOKALT Eivol HEYEAN Kot 1) LOPOTLTAVTY) GUCCMPEVETOL GTOV OPYOVIGLO
UETA aTO EMOVOAALPOVOLEVT YOPYNON LIO GOPA NUEPNGIMG, YOUNAOTEPEC OOGELS OO ALTEC TOV
GLVICTAOVTOL UTOPEL VO ElvaL ETAPKEIG OE OPIGUEVO OTOUKE TTEPLOTATIKA KO OTAV 1) 060N
enOvVOLOUPAavETOL.

3.10 Zvprtdpote vIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTIGNS KOL AVTIOOTH)

Ta diokio Cerenia givotl KoAd avektd otav yoprnyobvtat yio 15 nuépeg oe dooelg £mg 10 mg/ kg
COUOTIKOD BAPOvg TV NUéPal.

KMvikd copntdpoto mov TeptAapfavouy UeTd KOTA TNV TPAOTN XOPNYNOT, VIEPPOAIKN GlLHAdppOLL
Ko vdapn KOTpava £xovy mapatnpndei 6tav to TPoidv Exel xopnynoel og d6GEIC TOL VIEEPPaivouy TaL
20 mg/kg.

3.11 Ewdwoi wepropiopoi ypriones Kot E0IKES 6VVONKeg (pfions, copmePLAapufavopévov
TEPLOPLOUAOV GT1] YP1NGT] OVTLKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVILTPLKOV
PUPRAKEVTIKAV TPOTOVTOV TPOKEPUEVOD VO TEPLOPLOTEL 0 KIVOVVOS BVATTVENS GVTOYNS

Agv 1oyvet.

3.12 Xpodvor avapovis

Agv 1oy0et.

4. OAPMAKOAOTI'TIKEXZ TIAHPO®OPIEX
4.1 Kaodikog ATCvet: QA04ADI0

4.2 ©@oppokodvvopikl

O éuetog etvar pia ovvBe dradikacio mov cuvTovileTal KEVIPIKA 0o TO KEVTPO TOV EUETOV. AVTO TO
KEVTPO QmOTEAEITAL OTO SLAPOPOVE EYKEPOAKOVG TUPNVEG (£0)ATN TTEPLYA, LOVIPTG OEGUIdO TVPN VO,
VOTLOH0G KIVITIKOG TUPTVOS TOV TVELHOVOYAGTPIKOD VEVPOL) TOL AaUPAvouy Kot KaioTtovy eviaia o
oo TIKd epebiopoto amd KeEVIPIKES KO TEPLUPEPIKES TTNYEG KAt TO XM kd epebiopato amd v
KUKAOQOPIiQ KOl TO EYKEQOAO-VOTLOLO VYPO.

H popomtdvn givor aviayoviotg tov vrodoyémv g vevpokvivng 1 (NK-1), o omoiog dpa
avactéAlovtog T déopevon g ovaiog P, evog vevpomentidiov g oukoyEvelng Towv Tayvkivivav. H
ovcia P Bpébnie og peydleg GUYKEVTPMGELS GTOVG TVPNVES TTOV OTOTEAOVY TO KEVTPO TOL EUETOV KOl
Bewpeitar og To KAEWT TV vEVPOSOPPOUCTOV TOV EUTAEKOVTAL GTOV EUETO. AVOCTEALOVTOG TN
déopevon g ovciag P evtog Tov KEVIPOV TOV EUETOL, 1 LOPOTLTAVTY EIVOL OTOTEAEGUATIKY EVAVTL
TOV VELPIKAV Kol YVUIKOV (KEVTIPIKMV KOl TEPLPEPIKMV) OITIOV TOL EUETOL. Mia Totkidia in vitro
dokaoidv Exovv deilet 6TL 1 popomitdvtn decpedeTon ekhektikd otov (NK;) vmodoyéa pe
3000eEAPTMUEVO AEITOVPYIKO avTayVioud TG dpdong tng ovaiag P. MeAéteg in vivo o 6khAOLG,
£0€1E0V TNV OVTIEUETIKY ATOTEAEGLATIKOTITO TNG LOPOTITAVTING EVOVTL KEVIPIKAOV KO TEPUPEPTIKAOV
EUETIKAOV OVGLDV TEPIAOUPOVOUEVOV TNG ATOLOPPIVIG, TNG GIGTANTIVIG KOl TOL GlPOTLOD
UEKAKOVAVOC.

H papomtdvn dev eivan KataotaATikd Kot dgv O TPETEL VA, YPTCILOTOLEITOL MG KOTOGTAATIKO Y10t TNV
LETOPOPEL.

H papomttdvn eivar omotehecUOTIKT EVAVTIOV TOV EUETOV. ZVUTTOUOTO VOVTIOG TOV GUVIEOVTOL UE
TOV EUETO AOY® LETAPOPAS, TOV TEPLaUPavouV oladdppota kot Afapyo, uropel va mapapeivooy
Katd tn ddpkewn g Oepameiog.



4.3 @oppoKOKIVITIKN

To @upHaKOKIVITIKO TPOPIA TNG HAPOTLTAVTNG OTAV YOPMYEITOL WG EQATAE OO TOL GTOUATOG OOCT
v 2 mg/kg copatikov Apovg 6ToVg GKOAOVG, XopaKTNPILOTaV amd o HEYIOTN CLYKEVTP®ON
(Cmax) 070 TAGo U0 TOV aipatog tepimov Towv 81 ng/ml. Avtd enetedydn evtog 1,9 wpdv puetd tn 66om
(Tmax). O1 pé€y1oTEG GLYKEVTIPOGELC 0KOAOVONONKAY Ao i pelmon 6T GLGTNHATIKY £kBeom pe
gppavn ypovo nuicetag Long (to,s) 4,03 mpec.

Me pia 66om tov 8 mg/kg, enetenyn Cmax TV 776 ng/ml o€ 1,7 dpeg puetd tn d6om. O ypdvog
nuicelog Long ota 8 mg/kg Nrov 5,47 dpec.

H e&artopikevon tng cuoodpeuong TNV KIvnTikn Uropel va eivar peydin, taveo omd 70 CV %
vy v AUC.

Koatd ™ dibpreto KAvik®v HELET®V Ta Mimeda TNG LOPOTLTAVING GTO TAAGHO KOTESEEOV
OmoTEAECUATIKOTNTA 1 dpa PLETA TN XOPYNON.

Extiunoeic yio v and tov otépatog frodiabdecipuotnta g papomitdveng nrav 23,7 % pe 2 mg/kg
kot 37,0 % pe 8 mg/kg. O d6ykog katavounc o€ otabfepomomuévn katdotoon (Vss) kabopiotnke
énerta amo evooeAEPLa yopnynon 1-2 mg/kg, kouavouevog katd tpocéyyion and 4,4 émg 7,0 1/kg. H
HOpOTLTAVTY Topovotdlel un ypoppikn eoppakokivntiki (AUC av&dvel TeplocoTEPO aVOAOYIKA LE
Vv av&avopevn d66M) OTav YopnYETAL A0 TOV GTOUOTOS EVTOG EVPOVG ddcemg 1-16 mg/kg.

Metd omd emavarapPavOopeves omd Tov GTOUATOC SOGELS Y10 TEVTE GUVEYOLLEVEG NUEPES LLE MUEPT|OLOL
doon 2 mg/kg, n cvsodpevon Nrav 151 %. Axorovddvtag o eravolapfavopevn yopnynon oro to
oTOMO Y10 dVO cuVEXOUEVES LEPEC ue nuepnota door 8 mg/kg ,  cuecmpevon frav 218%.H
papomrtaver petoforiletal péow tov kutoypmdpatoc P450 (CYP) oto fmap. Ot CYP2DI15 ko
CYP3A12 avayvopiomnKov oG 160L0pPO KUVOEWDMY OV EUTAEKOVTIOV GTNV NATIKY BLOHETATPOTN
™G HOPOTLTAVING.

H veppum xdBapon givor pia 086¢ amofoing puikpng onpaciog, pe Atydtepo amd to 1% piog amod tov
otopatog 06ong 8 mg/kg va eppaviletal oto 00po gite WG LOPOTITAVTN EiTe G 0 KOPLOG UETAPOAITNG
g. H ouvdeon ue tig mpoteiveg Tov TAAGHOTOC GTOVG GKOAOVG ival TEPLoGoTEPO amd 99 %.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kibpieg aocvppardtnTeg

Agv 1oy0et.

52 Awpkero {ong

Avgpxela {ONG TOL KTNVINTPIKOD QAPUAKELTIKOD TPOIOVTOC GOLPMOVA LLE TT) GLOKELOGIN TOANONG: 3
xpdvIoL

Augpxela {ong Tov Picov diokiov: 2 NUEPEC.

5.3 Iowitepec mpo@urdters katd T @OAAEN TOV TPoidVTOg

Agv vapyovv 101kEG 00N Yieg d10TPNOTG Y10 CVTO TO KTNVINTPIKO PAPUOKEVTIKO TPOIOV.

"Eva aypnoponointo (oo diokio Ba mpémetl va tomobeteitan 6to avorypévo blister ko vo kpoteitan
eKel péoa 0To KoLTi.

54 ®von km cHVOEST TNG GTOLYELDOOVS CVCKEVUGING

XapTIvo KOVTi GLOKEVAGING TTOV TEPIEXEL Eva aAovUVEVIO blister, Tov 10 Kabéva mepiéyel Técoepa
dtokia ava maxéTo.



Ta dwokia Cerenia dwatiBevion oTic TeplekTikdtTTeG TOV 16 mg, 24 mg, 60 mg kot 160 mg.

5.5 Edwég mpo@uiagers amoppuyng vog pn APNSIROTo]0£vToc KTNVIATPIKOD QUPRUKEVTIKOV
TPOIOVTOG 1] GAA®V VAKAOV TTOV TPOEPYOVTUL OO T1) Y P1)G1) TOL TPOIOGVTOS, AV VTAPYOLVY

Ta eappokoe dev TPEMEL VO, ATOPPITTOVTOL HECH TOV AVUATOV <1 TV OIKIOK®OV OTOBANTOV>.
Xp1NGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V Y10 TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®MV 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GUUPMOVE, LE TIG TOTIKEG OTOLTNOELS KOt UE TUYOV EBVIKA GLGTHLOTO GLAAOYNG TOV 1GYVOVV Y1X TO
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/06/062/001-004

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

Hpepopnvia 1" éyxpiong: 29/09/2006.

9.  HMEPOMHNIA TEAEYTAIAX ANAOEQPHEIHE THX IEPIAHYHZ TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeital LOVoV pe KTNVIOTPIKT GLVTAYY.

Aentopepeic TANPoQOopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivan dabéoieg otn faon
dedopévev g EE yia ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cerenia 10 mg/ml gvéoipo S1dAvpa Yo KOOGS Kol YOTEC.

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH

"Eva. ml dtodvpatog mepiéyst:

ApOOTIKOGVGTATIKG:

Maropitant (¢ maropitant citrate monohydrate) 10 mg

"Exooya:

IMocoTikn 6vvOeon av oL TANpoPopies aVTES
givan oNUOVTIKESG Y10 TI) 6OGTI] L0P1]Y1|61 TOV
KTNVIOTPIKOU QUPUOKEVTIKOD TPOIOGVTOG

IowoTiKi) 60vOgoN EKOOY OV KOl GAL®V
GUGTUTIKAOV

Metacresol (as preservative) 3.3mg

Sulphobutyl ether B-cyclodextrin (SBECD)

AwrAdtg:

Water for injections

"Eva dtowyég dypopo £oc ovolkto Kitptvo dStdAvpa.

3. KAINIKEX IIAHPO®OPIEXZ
3.1 Eiom {oov
2k0OAOL, Kot YOTEG,

3.2  OgpamevTikég gvocicelg Yo ka0e gidog Laov

YK0A01

. Mo v ovTET®OTIoN Kol TPOANYT TG VADTIOG TOL TPoKaAsital amd ynuelodepameia.

. Mo v TpoAnyY”N 1oL EUETOV EKTOG 0Td OV TOV TOV TPOKOAEITOL A0 TN VOuTio AdY®
LETOPOPALG.

o Mo Vv ovIETOTION TOL EUETOV, GE GLVIVAGUO LE GALD VTOGTNPIKTIKA UETPO.

. IMa v TpoANY”N TG TEPIEYYEIPNTIKNG VOUTIOG KOl TOV EUETOV Kot BEATIOON TNG AvavNYNG oo

Yevik| avaricncio PeTd Tn gp1on AyOVIGTAV L-0TLOVY®Y VTOJ0YXEMV HOPPIvNG.

Idteg

. Mo v TpodANYN TOL EUETOL Kot TN HEIOT TNG VaVTIOG, EKTOC QLTS TOV TPOKUAELTAL otd TN
HETAPOPAL.

o IMo v avTpeT®mon Tov gRéTov, 68 GLVIVAGUO e GALO VTOGTNPIKTIKA LETPA.

3.3  Avrevoeileig
Koapia.

3.4 Ewwkég TPOELOOTOU|GELS



O éuetog umopet vo GuVOEETAL e ONUOVTIKEC, EvToVa eE0V0EVOTIKEC KATAGTACEL,
oLUTEPILAUPAVOLEV®Y amoPPAEe®mV TOV YUOTPEVIEPIKOD CMANVA, OC EK TOVTOV, O TPEMEL va.
VILAPYOVV Ol KOTAAANAEG S10yVOOTIKEG OEIOAOYNGELS,

H opBn kTtnviatpikn| TpOaKTIK GUVIGTA TO OVTIEUETIKA VO YPTCLOTOI0VVTOL GE CUVOVAGHO e GAAN
KTNVIOTPIKA KO VTOCTNPLKTIKE PLETPA, OT™G eivar 0 EAeyyog TG Sautpoeng ko ) Oepoameio
OTOKATAGTACT|G TOV VYPAV TOVTOHYPOVA LLE TNV AVTILETOTIOT TOV VTOKEIEV®OVY OLTIDV TOV EUETOV.
H ypnion tov Cerenia evécijlo SIGAVHA Y10 TV OVTILETMOTIOT) TOV EUETOV AOY® LETOPOPAS OEV
GUVICTATOL.

XKkOAOL

[Taporo mov To Cerenia €yel amoderyel, OTL vl ATOTELEGUATIKO GTIV OVIILETMICT KOL TNV
TPOANYT TNG vauTiog Tov mpoépyetal omd ynuetobepamneia, Ppédnke OTL €ival O OTOTEAECUATIKO EQV
ypMNOolLoTotlEitan TpoAnTtikd. Emopévac, cuvietdton va yopnysiton Tptv T YOpnynor tov
ANUEL0OEPUTEVTIKOV TAPAYOVTAL.

TIéreg
H anoteleopaticomra tov Cerenia ot peiwon g vavtiog €xet amoderyel pe perétec,
YPNOLOTOLOVTOG HovTéELo (VavTia Tpokalobuevn amd Euvhalivn- xylazine-induced nausea).

3.5 Iowitepeg mpo@uiaters Katd TN yp1on

Idwaitepec TPOQLAGEELS VoL TNV 0c@aAn ypnon oto. £idn Lowv:

H aocpddeia Tov ktviaTpikod Tpoidvioc, dev £xel amodelyel o€ oKOAOVG NAKIOG LKPOTEPNC TV 8
gBoopnddwv N og yateg NALKiog pKpotepng tov 16 gfdopddwv kat oe £ykva 1 OnAdlovta (da. Na
YPTOULOTOLELTAL LOVO COUPOVA, LLE TNV EKTIUNGT 0PEAOVC/KIVOUVOL 0td ToV VITELOLVO KTNVioTPO.

H papomitdvrn petaforiletal oto Nmop Kot eTOUEVOG Ba TPETEL VoL YPTCLLOTOIEITAL LLE TTPOGOYT|, OE
oo0eveic e nratomddea.

Kabmg 1 popomitdven cuccwmpevetal 6Tov opyaviopd katd tn didpketo pog Oepaneiog 14 nuepov
AOY® TOL PETOPOAIKOD KOPEGHOV, Ba TPETEL VO YIVETOL TPOGEKTIKT] TAPAKOAOVONGT TNG NTOTIKNAG
Aertovpyiag emmpodcbeta TV TOAVOVY averBOUNTOVY EVEPYEIDV TTIOL o UTOPODGOY VO EUPAVIGTODV
Katd TN S1apKeLn pLokpoypoviag Oepameiog

To Cerenia Oa Tpénetl va ypnopomoleital pe Tpocoyn o€ {da Tov TAGYKOLY 1| TUPOLGLALOVV LIt
podiifeon yio kapdlomadeleg, KabmG 1 LAPOTLTAVTY £)XEL U0, GVYYEVELD LE TOVG SlabA0VG 10vTmY Ca
rat K. Avénoeis katd nepinov 10% oto QT tov HKI mapatmpribnkav o o perétn vyidv okoiwv
QMg Beagle, otoug onoiovg yopnyndnkav and 1o otopa 8 mg/kg, wotdco pa tétota avénon etvor
anifavo va €xel KAVIKY onuocia..

AdYO TOV GLYVOV ELEOVICEMV TAPOSTKOD TOVOL KOTA T SIAPKELN TNG VTTOJOPLAG £veans, Oa Tpémet
va gpopuolovtol To KaTaAANAe pétpa cuykpdtnons. Epapuoloviag to mpoidv oe Beppokpacia
yoyeiov pmopel va petmbel o movog katd Ty Eveon.

Idwaitepec Tpo@LAGEELS TOL TTPémel vo. Aapdvovial amd To GTOLO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:

Atopo pe YVOOoT VIEPELUIGHN i T HOPOTLTAVTH TPETEL VO YOPTYOUV TO TPOIOV LLE TPOGOYN].

No TAévete Ta ¥EpLa GOG PETE TN XPNON. LE MEPIMTM®ON AVTOEVESTG VA VL NTOETE OUECHS LOTPIKN
BonBela kot va emidei&ete 6TO Y1OTPO TO ECOKAEIGTO POLAAO 0INYIDOV YPNOEMG 1 TNV ETIKET TOL
QOPUOKEVTIKOD TTPOTOVTOG. L TepinT®on Katd AaBovg EkBeong tov opBaiumv, Eemivvete pe dpbovo
vepo kot avalnreiote watpikn Pondeta.

Idwaitepec mpo@LAGEELS Y10 TNV TPOoTOGin TOV TEPIBdALOVTOC:

Agv 16y0eL.
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3.6 AvemOvunta coppavra

20Ol Kol YATEG:

TToAD cuyvé I16vog oto onueio g éveonc!?

(>1 Lo / 10 vrd Bepancio (oa):

[ToAv ondvia AVaQULOKTIKOD TOTTOV avTdpAceLS (.Y, aAhepyLKd oldnpa,
(<1 Lo / 10.000 vr6 Oepanmsia Lol Kkvidwon, epvbnua, katdppevor, SVGTVola, WyPOTNTA
. | Prevvoyovev
GUUTEPIAOUPAVOLEVDV TWV
LUELOVOLEVOVY OVAPOPDV): AnBopyog

Nevporoyikég dratapoyés (m.y ataéio, OTAGUOC, EMANTTIKN
Kkpiom, poikdg TpdHoC)

log yareg - pétpilog £wg coPapdc (repimov oto £va Tpito TV YhTmV) dtav evietol vrodopia
26& oKOAOVG - OTaV evieton VITOdopLa,

H avapopd averiBountov coppdviov sivar onuavtiky. Exttpénet ) cvveyn mopoakoiobinon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUUKEVLTIKOD TPoiovTog. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYXO TNG AOELNG KUKAOPOPING 1) GTOV TOTIKO AVTITPOGMITO
ToV gite oV €Bvikn apudda apyn LEGH TOL EBVIKOV GUGTAUATOG AVOPOPAS . AvatpéETe 6To PUAAO
001 YLDV YPNONG Yo TOL OVTIGTOL( O GTOLXElD ETLKOVOVING.

3.7 Xpion katd TNV KON61), TN YoAov)ia 1] TNV MOTOKIM

Kvnon kot yolovyio:

H acpddeia Tov kTviaTpikod QopROKEDTIKOD TPOTOVTOG dev £xel amoderydel Katd T didpkela TG
KOMONG KO TNG YOAOLYIOG.

To mpoidv va yopnyeital Lévov cOLP®VO LE TNV EKTIUNGT] 0QELOVG-KIVOUVOL atd TOV VITEVBVVO
KTnviatpo.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETTIOPAGTG

To Cerenia dgv O TpEMEL VAL YPTCLLOTOIEITAL TAVTOYPOVA [E AVTAY®VIOTEG TV dtovAwv Ca, kabdg n
UopOTLITAVTY £)XEL CLYYEVT Opdon pe Tovg dtaviovg Ca.

H papomitdvtn cuvoéetan og YYNAd TOG0GTO E TIG TPOTEIVEG TOL TAAGLLOTOC TOV OUATOG KOl Topel
va ovtayeviletal pe GAAo OKEVAGIOATA TOV TAPOLGLALOLY VYNAT GUVOEST LE TIG TPMTEIVEG.

3.9 Odoi yop1ynong kot docoroyia

Mo vodopia 1) evdoPAEPia yoprynon oe oKOAOVG Kot YATES.

To evéoyo didAivpo Cerenia, Oo Tpémel va yopnyeitat vwoddpia 1| evOoEAEPLa, pUia Popd TV Nuépa,
ot 8001 tov 1 mg/kg copatucod Bapovg (1 ml/10 kg copatikod Bdpovc) Emg S cuveyeig nuépec. H
gvoopAEPLa yoprynom tov Cerenia mpénet va, yiveton epdma ympic v avauén pe dAda vypa.

Y& oxOAovg to Cerenia Qo TPEMEL VAL YPNGILOTOLEITAL Y10 TV GVTILETMOMTIOT| KoL TV TPOANYT| TOV
EUETOL €lTE UE TNV LOPOT TOUUTAETAOV E1TE MG EVESIUO LAV Pl POopd UEPOILOG.

To evéoyo didAivpo Cerenia pmopel va yopnynOel émg mévte nuépeg Ko Ta dtokio Cerenia £m¢ Kot
OEKUTEGTEPELG NUEPES,.
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T v TpoAnym Tov guétov to Cerenia evécsipo dtddvpa Ba tpémel va yopnyeital 1 opo tpv. H
dapkela TG dpdiong sivau mepimov 24 dpeg, emopévmg 1 Bepaneio pmopel va yivel 1o Bpadv Tpv
YOpNYNo™ VOGS TAPAYOVTO TOV UTOPEL VO TPOKAAEGEL ELETO T.Y. YNHE0DepaTEiaL.

KoaBdg 1 @oploKoKiviTIKT ommOKALoT eivol HEYEAN Kot 1) LOPOTITAVTY) GUCCMPEVETOL GTOV OPYOVIGLO
UETA Ao EMOVOAQLPOVOLLEVT YOPNYNON LIO OPA NUEPNGIMG, YOUNAOTEPES OOGELS OO ALTEC TOV
GLVICTAOVTOL UTOPEL VoL Elval ETOPKEIG € OPIGUEVO OTOUIKA TEPIGTATIKA KOl OTOV EXOVOAAUPAVETOL M
doon.

IMa v yopRynon pe vroddpia Eveon, PAéne emiong ’Idwitepeg TpopuAdéelg katd tn ypnon’
(mapdypapog 3.5).

3.10 ZopmtOpaTe VTEPIOGOA0YINS (KOl KATH TEPITTMGT, PETPA UVTIHETMOTLONG KOL AVTIOOTA)

Extoc amd Tapodikég avtidpacelg 6To oNUEio TG £veong LETA TV LTTOdOPLN YopTYNoT, To Cerenia
EVEGIILO O1AALUO, YIVETOL KOAR AVEKTO OO TOLG GKVAOVG KO TIG VEUPES YATES TTOL YopTyNONKay £m¢ 5
mg/kg nuepnoing (5-mAdoia TG GUVIGTOHEVTS O0oNC), Yo 15 cvveyoueves nuépes (3-mAaota ™G
GUVIGTOUEVNG O1APKELNG XOPYNONG). AgV LILAPYOVY HELETEC VTTEPOOCOAOYIOG GE EVIIAIKEG YATEG.

3.11 Ewwoi nepropiopoi (p1ong Ko e101Kkég cuvOkes ypfionec, copmepriapfavopévov
TEPLOPLOLAV GTI| YP1]OT] UVTIHIKPOPLOKAV KL AVTITOPUCLTIKAV KTIVIOTPLKAV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oy0et.
3.12 Xpoévor avopovig

Agv 1oy0et.

4. DOAPMAKOAOTI'IKEX TIAHPO®OPIEXZ
4.1 Kaoowkog ATCvet: QA04ADI0
4.2 ©@appokodvvopiky

O guetog etvar pia oOvBe dradkacio mov cuvTovileTal KEVIPIKA 0o TO KEVTPO TOL EUETOV. AVTO TO
KEVTPO amoteAEital amd SLAPOPOVS EYKEPOAKOVG TUPNVES (£C)ATN TTEPLYA, LOVIPTG OEGUIdN TVPN VO,
VOTIOH0G KIVITIKOG TUPTVOS TOV TVELHOVOYAGTPIKOD VEVPOL) TOL AauPavouy Kot Kafiotovy eviaia ta
oo Tkd epebicpata amd KeEVIPIKES Ko TEPLPEPIKES TTNYEG Kot TO XM kd epebiopato amd v
KUKAOQOpPIO KOt TO EYKEPAAO-VOTLALO VYPO.

H papomitdvn givar aviayoviotig tov vrodoyémv g vevpokwviving 1 (NK-), o omoiog dpa
avaotéAlovtog T déopevon g ovaiog P, evog vevpomentidiov g okoyEvelng Tov Tayvkivivayv. H
ovcia P Bpébnie oe peydleg GUYKEVTPMGELS GTOVG TVPNVES TTOV OTOTEAOVV TO KEVTPO TOV EUETOV KOl
Bempeiton oG 10 KAEW TV VeELPOoSPIBacT®OV TOL EUTAEKOVTOL GTOV EUETO. AVAGTEALOVTAG TN
déopevon g ovoiag P evtog Tov KEVIPOV Tov EUETOL, 1 LOPOTLTAVTY EIVOL OTOTEAEGUATIKY] EVAVTL
TOV VEVPIKAOV KO YUUKOV (KEVIPIKAOV KOl TEPLPEPIKMV) AITIDV TOV EUETOV.

Mio oMo in vitro SOKIHAGIOV £Y0VV Oei&el OTL 1] LOPOTITAVTN dECUEVETAL EKAEKTIKA 6TOV NK;
VTOJ0YEN LE SOCOEEUPTMUEVO AELTOVPYIKO OVTAY®OVIGUO TG dpdong Tng ovaiag P.

H popomitdvin etvon amotelecpatikn Katd tov epéton. H avtieeTikn amoTteAecUaTIKOTNT TG
LOPOTITAVTIG EVOVTL KEVIPIK®V KOl TEPUPEPIKDV EUETIKDOV TEPTAUUPOVOUEVOV TNG ATOUOPPIVIG, TNG
GLOTAATIVIG KOl TOV GLpOTIoV tmekakovdvag (oxbAo) katl Euialivng (yarteg) amodeiydnke ot
TMEPALOTIKEG LEAETEG.

12



ZOUTTOLOTO VOV TIOG GTOVS GKVAOLE TTOL TEPIAAUPAVOLY vVITEpPoKT craldppota kot ANBapyo pmopet
va mopapeivoov petd t Oeponeia.

4.3 @appoKoKIVTIKY

YKvAoL

To eappokokvnTiKd TPoPiA TG papomitdvtng étav yopnyeitar pdmas vwoddpia otn d66M ToUL 1
mg/kg copotikod Bapovg atovg okOAoLE, yapoaktnPlotay amd pia péyiotn cuykEvipmon (Cmax) 6TO
TAGo U TOV aipoTog Tepimov Tov 92 ng/ml kot avtd enetedydn eviog 0,75wpdv uetd ™ 6061 (Tmax).
O1 péy1oTEG GLYKEVTPMGELS 0KoAOLON OO amd pio peiwon otn cvoTnuatikn Exbeomn e eppavn
xpovo nuicelag Cong (tir) 8,84 mpeg. Metd amd epanal evoopréBio d6om 1 mg/kg n apyiky
oLYKEVTP®OT 670 TAGGHo fitay 363 ng / ml. O dykog katavoung o€ otabepn katdotaon (Vss) nToav
9,3 I/kg kot n ovotnpatiky kdBapon frav 1,5 1/h/kg. O xpovog muicetog Long (tiz)petd and
evOoPAEPRLa Yoprynomn Ntav mepinov 5,8 mpe..

Koatd ) didprelo KAVIKOV LEAET®V T, EMITMESA TG LOPOTITAVTNG GTO TAACHO TOL OiLOTOC KATESEIENY
OTOTEAECUATIKOTNTO £ELTO 0O 1 dpal PETA TN yopnyNnon.

H Brodiabeotptdmta tng LOpOomTAVING LETA TNV DTTOSOPLO. XOPNYNCT 6TOVG 6KOAoVG fTtav 90,7%. H
LOPOTITAVTY] TAPOVGIACEL YPOLUIKT KIVITIKT OTAV YOopnYEiTal vTodopla evidg bpovg d6cemg 0,52
mg/kg.

Metd amd emavolapPavoreves VTodOPIeES YOPNYNOELS LE NUEPNOEG €’ dmaé d6oelg Tov 1 mg/kg
COUOTIKOV BAPOVG Y10 TEVTE CLVEXOUEVES NUEPES, | cuocmpevon Ntav 146%. H papomitdvn
petaforileton péom tov kutoxpdpatog P450 (CYP) oto rap. Ot CYP2D15 kot CYP3A12
avayVOPIGTNKAY MG 1IGOUOPPO. KUVOEWIMV TOL EUTAEKOVTOV GTNV NIOTIKY FLOUETOTPOTN TG
LOPOTLTAVTNG.

H veppun kédBapon eivor pia 006¢ amofoAng pikpng onuaciog, pe Atydtepo amod to 1% piog
vrodoprag doong 1 mg/kg va eppavileTor oto 00Po ite MG LOPOTTAVIN 1TE MG 0 KVPLOG PeTaforitng
mgc. H o0vdeon pe tig mpmteiveg Tov TAAGHOTOG 6TOVG OKOAOLS etvan meptocdTepo amd 99 %.

I'dreg

To eappokokivnTikd TPoPil TG papomitdvtng dtav yopnyeitar epdmas vwoddpia otn d66M ToUL 1
mg/kg 2B ot yateg, yopakmpilotoay amd pio péyot cuyKEVIP®GON (Crax) 6TO TAAGLO TOV GILOTOC
nepinov tov 165 ng/ml kat oavtd enetevydn eviog 0,32 wpav (19 Aentd) petd ) 066M (Tmax). Ot
UEYIOTEG GUYKEVTIPMOOELS akoAovOnOnicay amd pio peiwon otn cvotnuatikn £kbeon pe eppavn xpovo
nuicelog {ong (tiz) 16,8 dpeg. Metd and epdmas evoopiéfia 06omn 1 mg / kg n apyikn cuykévipmon
o710 mAdopo fitav 1040 ng / ml. O dyko¢ katavoung oe otabepn| katdotaon (Vss) firav 2,3 1/ kg ko n
ovotnpatikn kabapon nrav 0,51 1/h/kg. O ypévo nuicelag (ong (tiz) HeETd amd evooeAEPLa yoprynomn
ntav nepinov 4,9 dpeg. Paivetor vo DTAPYEL UK GUGYETION UE TNV NAKIO GTNV QOPLOKOKIVITIKN TNG
HUOPOTUTAVTNG OTIS YATEG, LE TA YOTAKLN VO £X0VV LEYOADTEPT KABUPGT I TOLG EVAAIKEG,.

Kotd m didprela KAviK®V HEAET®V Ta EMIMES TNG LOPOTLTAVTNG GTO TAAGLO, TOV OUHOTOC KATESEIEAY
omoteleopaTikOTNTO EMetta omd 1 dpa petd ) yopnynon.

H Broduobeoipdtnra tng Lopomitdving HETA TNV VITOdOPLo. Yopynon otig yateg tav 91,3%. H
LOPOTITAVTY] TAPOVGIALEL YPOUUIKT KIVITIKT OTAV YopnyEiTan vtodopla vidg ebpovg d6cemg 0,253
mg/kg.

Metd amd emavolapPavoreves VTodOpLeg YOPNYNOELS L NUEPNOLEG €’ dmaé d6oelg Tov 1 mg/kg
oOUATIKOV BApovg Yia TEVTE GUVEXOUEVEG NUEPES, 1| cuacmpevon Ntav 250%. H papomitévn
petaforiletan péom tov kutoxpdpatog P450 (CYP) oto frap. Ot CYP2D15 kot CYP3A12
avayvVoOPIoTNKAY MG IGOLOPQO. AAOVPOEOMOV TTOV EUTAEKOVTOY GTIV NTATIKN PIOUETATPOT| TNG
HOPOTTLTAVTING.
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H veppw kdBapon etvar pa 006 amofoing pkpng onpaciog, pe Atydtepo amod to 1% piog
vrodoprog doomng 1 mg/kg va eppavifetor 6to 00Opo N ot KOTPAVE O¢ popomitdver. I'a Tov Kuplo
petaforitn, o 10,4% tng d6oMG NG LOPOTITAVING avakTOnke 6To 0vpo kot T0 9,3% ota kompava. H
GUVOEDT] LUE TIG TPMOTEIVEG TOV TAAGHATOG GTOVG GKOAOLG gival TeptosoTEPO amd 99 %.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acvppatotnreg

Ady® EAAEYNG HELETMV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV Ogv TPEMEL VoL
OVOUELYVOETOL PE OAAC KTNVITPIKG QAPUOKEVTIKO TPOIOVTO.UEGO GTNV 1010 GOPIYYCL.

52 Awpkewo {ong

Atdprkela (NG TOL KTNVIATPIKOD QUPUAKEVTIKOD TPOIOVTOG COLPMVA LIE T1 GVOKELOGTN TOANGNC: 3
YPOVIQL.

Aldpketa {ONE TOL KTNVIATPIKOD QUPHOKEVTIKOD TPOIOVTOC HETA TO dvoryua: 60 nuépes.

5.3 Iowirepeg mpo@urders katd T @OLAEN TOV TPOIOVTOG

Agv vapyovv €181KEG 0dNYieg S10THPNONG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

5.4 ®von ko 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGIOGS

Tomov 1 yuvdhwva proridio orobpa keypumopoypouo Tov 20 ml, pe gAaotikd TOHo amd
YA®POPOLTOHALO KOl ATOCTIMUEVO ETUTOLO OO OAOVUIVIO.

Kdabe ydptivo xovti mepiéyetl 1 proridro.

5.5 E10wkég mpo@uiatels améppuyng evog pn ApNoLRomo0£vTog KITNVIATPLKOD QUPRIKEVTIKOV
TPOIOVTOG 1] GAAOV VAKAV TTOV TPOEPYOVTUL OTT6 T1) Y P1]C1) TOL TPOIGVTOS, AV VTLEAPYOVY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TV ADUATOV <1) TOV OIKIOK®V OT0PANTOV>.
XP1NGLUOTOMGTE TPOYPALLATO ETLGTPOPNS POPUAKDV YL TV OTOPPLYT Un XPNOLoTomBEvimy
KTNVIOTPIK®V QOPUOKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®OV OV TPOEPYOVTOL amd TN P11 TOVG
GUUPMOVE, LLE TIG TOTIKEG OOITNOELG KO UE TUYOV EBVIKA GLGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/06/062/005

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopnvia 1M éykprong: 29/09/2006
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9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital LOvVov e KTNVIOTPIKT GLVTAYY.

Aemtopepeic TANPOPOPIES Yi TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO Tpoiov gival dtabéaiueg otn fdon
dedopévav g EE yuo to ktnviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).
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ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIITXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI / Awokia

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cerenia 16 mg diokia
Cerenia 24 mg diokio
Cerenia 60 mg diokio
Cerenia 160 mg diokia

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

KdaBe diokio mepiéyer 16 mg maropitant g maropitant citrate monohydrate
Kabe diokio mepiéyel 24 mg maropitant wg maropitant citrate monohydrate
Kabe diokio mepiéyel 60 mg maropitant wg maropitant citrate monohydrate
Ka0e diokio mepiéyxer 160 mg maropitant g maropitant citrate monohydrate

3. YYXKEYAXIA

4 doxia

4.  EIAOX(H) ZQOY(QN)

YKxOA 0L

| 5. ENAEIEEIZ

| 6. OAOI XOPHTHIHX

Amo t0 oTOUA.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX
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‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote T0 GUAAO 0INYIDV YPNOTG TPV TN YPNOM

‘ 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/2/06/062/001 (16 mg diokior)
EU/2/06/062/002 (24 mg diokia)
EU/2/06/062/003 (60 mg diokia)
EU/2/06/062/004 (160 mg diokin)

‘ 15. APIOMOX ITAPTIAAX

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

Blister / Avokia

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cerenia

¢ U

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

16 mg dokia
24 mg dwokio
60 mg dwokio
160 mg diokia
maropitant

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}
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INAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI / Evéowypo draiopa.

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cerenia 10 mg / ml evéciuo dtdivpa

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

10 mg maropitant/ml (g maropitant citrate monohydrate).

3. YXYXKEYAXIA

20 ml

4.  EIAOX(H) ZQOY(QN)

2KOAOL KoL YOTEG

| 5. ENAEIEEIZ

| 6.  OAOI XOPHTHZHX

Ymodopia 1 evOoPAEPLa xproN.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}
Metd to mpadTo dvorypa xprion evidg 60 nuepav.

‘ 9. EIAIKEY YYNOHKEX AIATHPHXHX

‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT).
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11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEICTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/06/062/005

‘ 15. APIOMOX ITAPTIAAX

Lot {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

T'véivo @rarioro / Evéoipo d1divpa

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cerenia

all.

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

10 mg / ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
Metd to mpadTo dvorypa xprion evidg 60 nuepav.
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B. PYAAO OAHI'TQN XPHXHX
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®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Cerenia 16 mg diokia Yo GKOAOLG
Cerenia 24 mg diokia Yo GKOAOLG
Cerenia 60 mg diokio Yo GKOAOLG
Cerenia 160 mg diokia yloo GKOAOVC

A YvvOeon

Kda0e diokio mepiéyet 16 mg, 24 mg, 60 mg 1 160 mg popomitdving wg maropitant citrate
monohydrate.

Ta dokia eniong mepiéyovv 0,075% w/w Sunset Yellow (E 110) og xpmotik.

Ta diokio ¥pOUOTOS amalod TOPTOKAAL, EYOVV L0 EYKOTT, 1] OTTOi0 EMLTPENEL GTO S1oKI0 va, KOBeTOL
ot HEOMN. ZTNV [0 TAELPA VIAPYEL EMTUTOON TOV Ypoupdtev “MPT” kot voduepa mov dSnAdvovv
NV TocoTNTO TG Moportitdveng. H avtiBetn mhevpd etvon kevi.

3. Eion Loov

2KOAOL.

4. OepamevTiKég evosielg

. IMa v TpodAnyn g vawtiog Tov Tpoépyetal omd ynuetobepaneia.

. IMao v TpoAny” TV EUETOV AOY® LETAPOPAG.

o Mo v TpOANYN Kot aVTIHETOTIOT TOL ERETOV, GE GLVOVAGHO L To Cerenia vEGIUO SLdAL L

KaODC Kot PE TO GLVOVACUO UE GAAN VITTOGTNPIKTIKA UETPOL.

5. Avtevoeigeag

Koapdia.

6. E101kéc mpoE1domonoeLs

Ewikég mpoetdomomoerc:

O éuetog pmopet va cuvoéetal e 6oPapéc KataoTdoels Kot To aitio Oa mpEmel va epevvaTaL.

[poidvta 6nwc 1o Cerenia O TPEMEL VOL YPTOLULOTOIOVVTIOL GE GUVOVOCUO UE GAAL VITTOGTIPIKTIKG
UETPA OTTG EAEYYOG TNG OLTPOPNG Kol Bepameiot VTOKATAGTACNG VYPDV OTMG CLVIGTATOL OO TOV
ktnviatpo. H acepdieia g popomitdving yia didpkeia Bepameiog LeyaAdTEPNG TOV 5 NUEPDV, OEV £)EL
peretn et ota €idn otdy0 (.Y, vEOpOoi KOHAOL TOV VIOPEPOVV OO 1OYEVT EVTEPITION). TNV
nepintoon g Oepameiog Yo HEYAADTEPO YPOVIKO SAGTNA TOV 5 Nuepodv Bempeital amapaitn M
TPOCEKTIKT TOPOKOAOVON OGN Yo TNV EUPEVioN TOAV®OY GoPapdv aveETIOOUNTOV EVEPYELDV.

[Swaitepec TPOELAGEELC Yo TNV aoQOA ypron oTa gidn (dwv:

H aoc@edieia tov Cerenia, dev €xel amoderybel oe oKOAOLE NALKIG HKPOTEPNS TV 16 EfdOUAdWV Yo
doom 8 mg/kg 6.B. (vavtio petapopdc) kot 6 oKOAOVE NAKING HikpoTEPNC TV 8 gfdouddmv yio doon
2 mg/kg o.B.(€petog) kabmg Kot og £ykvovg 1 Onidalovteg OnAvkovg okdrovg. O vevhuvog
KTNviaTpog Oo TPEMEL VAL KAVEL Lol EKTIUNGT 0QEAOVC/KIVODVOD TPty Vo ypnotponomoetl Cerenia 6
oKVLAOVG KAT® TV 8 1 16 efdouddowv, avticTolya, 1| o £ykva Kol (o mTov Ppickovtal 6E KOTAGTACT)
yorovyiog.
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H popomitdvn petaforileton 6to Nrap Kot emopévag Ba Tpémel va xpNOULOTOLEITAL LLE TTPOGOYT, O
aoBeveic pe nratonddero. Kabdg n Lopomitdvt) cLGGMPEVETAL GTOV OPYAVICUO KATA TN SLAPKELN TOV
14 nuepav Bepoameiog Aoyw Tov peTafoAitkod Kopespov, Oa Tpénet va yiveTol TPOGEKTIKN
TOPOKOAOVONGN TNE NTOTIKNAG AEITOLPYING Kol TOV TOOVOY OVETIBOUNTOV EVEPYEIDY TTOL THAVOV Vo
EUQAVIGTOVV KATA TN SLAPKELD LaKPOYPOVIHG Bepameiog.

To Cerenia Qo Tpémel va ypnoponoteiTal Le TPOGOYN 6€ (MO TOV TAGYOLV 1 TAPOLGIALOLY Uid
podiifeom yio kapdlomadeleg, Kabmg 1 LAPOTLTAVTY £)EL U0, GVYYEVELX LE TOVG SlabA0VG 10vTmy Ca
o K.

ISwnitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviot amd To GTopo TOL YOPNYEL TO KINVINTPIKO
QOPLOKEVTIKO TTPOidV og {ma:

Atopa pe YVOOTH vIEPELAGONGIN GTN LAPOTTAVTY TPENEL VAL YOPTYOUV TO TPOIOV LE TPOGOYN.

No TAévete Ta ¥EpPLa GOG PETE TN XPNOT. L& TEPITT®ON KOTd AAOOVG KOTATOGNG VA avo{nTioETe
apéomg 1atpikn fondeia kot va emdei&ete GTOV 10TPO TO ECHOKAEIGTO PVALO 001 YIDV ¥PNCEWMS 1| TNV
ETIKETA TOV QUPLLOKEVTIKOD TTPOTOVTOC.

Kvnon kot yorovyio:

H aoc@dieia Tov KTNVIOTPtkoD QopUaKeLTIKOD TPoidvtog dev £xel amodelydel Katd T dlapKeLo TNG
KoNoNg Kot TG yarovyioc. To mpoidv va yopnyeital poévov cOLP®VO e TNV EKTIUNGT 0QEAOVG-
Kvduvou omd Tov vevbuvo KTnviatpo.

AlMnenidpaon pe GAAL QOPUOKEVTIKA TPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

To Cerenia dgv 0o TPEMEL VAL YPTCLLOTOIEITAL TAVTOYPOVA LLE OVTAYMVIGTEG TOV SIOOAWDY

Ca, kabmdg 1 popomtdvn £yl GLYYEVH Opdom Le Toug dtoviovg Ca.

H popomitdvn cvuvdéetarl 6e vYNAO TOGOGTO LLE TIG TPOTEIVES TOL TAUGHOTOC TOV CULLOTOG Ko UTopEl
va avtay@viletor GAAN GKEVAGLOTA TTOV TAPOLGLALOVY VYNAT cHVOIESN LIE TIC TPWOTEIVEC.

Yrepdocoroyia:

Ta diokio Cerenia givot KoAd avektd otav yoprnyobvtat yio 15 nuépeg oe dooelg £mg 10 mg/ kg
COUOTIKOD BApOovg TNV NUEP.

KMvikd copntdpoto mov TeptAapfavouy UeTO KOTA TNV TPAOTN XOPNYNOT, VIEPPOAIKN GlaAdppOLL
Kot Voapy KOTpava £xovv mapatnpndel dtav to Tpoidv Exel xopnynOel oe d6GEIg TOL VIEPPaiivouy Ta
20 mg/kg.

7. AvemOounta coppavra

Yxorou

Xuyvé
(1 éog 10 Cmwa / 100 vrod Bepaneio {dar):

"Epetog!

[To\V omdvia

(<1 oo / 10.000 vrod Bepaneio {da, CLUTEPILAUPBAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):

Nevporoyuég dratapayéc (m.y ataéio, onacrdc, ETMANTTIKY Kpiot, HUTKOg
TPOHOG)
AnBapyog

Tapatnpnonke mpv and 1o Taéidt, cuvhwg evidg dHo wpdV petd T xopfynon g ddong twv 8 mg /
kg.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
AoQUAELNG EVOG TTPOTOVTOC. EQV Topatnprioete 0moladnmote aveEmBOUNTI EVEPYELD, KOO KOL OV OEV
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OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNVIaTpd cog. Mropeite eniong va
aVAQPEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTA GTOV KATOYO TG AdEL0G KUKAOPOPIG 1] GTOV TOTIKO
AVTITPOCHOTO TOV KATHYOV TNG GOE10G KLUKAOPOPIaG YPTCILOTODVTAG TO GTOLXEIN EMKOIVOVING GTO
TEAOG ALTOV TOL PVALOL 0NV YPNONG, N LEG® TOL €BVIKOD GG CLGTHUATOC OvVaPOPAS: {oTotyein
€6viKoH CLGTANATOC AVOPOPAGC}

8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yopnynong
T xopnynom and to otoua.

Mo ™y Tpéinyn g vovTiog mov Tpokaieitor amd ynueodepancia kon 1 Ospancia ko TV
PO Y TOVL EPETOV (EKTOS TOV ERETOV AOYM PETAPOPAS), LOVO VLU CKVAOVS NAkiag 8
efoopad®V 1] peYOAdTEP®V.

IMo v avTeT®mon Koy TV TPOANYT| EKTOG TOV EUETOV AOY® LETOPOPAS, Ta dtokio Cerenia Tpémel
va yopnynBovv pio popd nuepnoing, oe 66om TV 2 mg maropitant/’kg copaticod Bapovg,
YPNOULOTOIDOVTOG TOV aplOd TV SIoKimY oL divovtal 6T0 Tivaka Tapakdto. Ta diokio omdve
€UKOAO KOTA PNKOG TNG EYKOTNG TOV VILAPYEL.

IMa v 7poAnyn tov guétov, ta diokia Oo TPEmEL va yopnyoLVTaL, TOVAGYIGTOV Uio dPO TPLV.
H avtiepetikn dpdon dapkel nepimov 24 dpeg, enopévag ta diokia propei va divovral to Bpddv mpv
™ xop1ynon evog mapdyovta mov fo Lropovce va TpoKarécet Epeto (my ynuetofepansutiKs).

To Cerenia pmopei va ypnoyomoindet yio, tn Oepameio | Tnv TpdAnymn tov guétov &ite wg diokio | ®¢
gvéoo d1dAvpa yopnyovpevo dmag nuepnoioc. To evéosipo didAvpa Cerenia propel va yopnyn et
€m¢ Ko wévte Nuépeg kat ta dokio Cerenia €m¢ Kot SEKATEGTEPLS TUEPEG.

I ™y Tpéinyn TS vavtiog Tov Tpokaieitar oo ynuerodepansio kKo
™ TPOIYI] KOl OVTIPETAOMLGT] TOV ERETOV (EKTOG TOV EPRETOV AOY®

HETUPOPAC)
Topatiké papog Ap10pdg o drokio,
okvlov (kg) 16 mg

3,0-4,0* A .

4,1-8,0 e
8,1-12,0 \\\\\\\\\\\\\\\\\\\\\\\\\\\\\\&\\\\\\\\\\\\\\\\\\\\\\\\\\&
12,1-240 | _ 2 S
ggai—zgag &\\\\\\\\\\\\\\\\\\\\\\\\\\\\§&\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\; ;

*3001 LopPNYNONS Y10, GKOVAOVG PIKPOTEPOVS TV 3 kg d€v pmopei va 000¢i pe axpifera

Mo Tpéinyn Tov EPETOV TOL TPOEPYETUL AOY® PETAPOPAS, LO6VO Yo okOA0VG 16 efdopdowv 1
REYOAVTEPOLG

IMa v TpoAnyn oL gpéton AdY® peTapopdc, To diokio Cerenia Tpémet va xopryndodv pia popd
nuepnoing, otn d60omn T@v 8§ mg maropitant avd kg copatikod Bdpovc, xpnopuonoldvtag Tov apliud
TV O1oKi®mV oL divovtal otov mopakdTe tivaka. Ta diokio omdve dKoAN KOTE UNKOG TNG EYKOTNG
OV VTLAPYEL.

Ta diokia Oa Tpémer va yopnyovvTol, TOVALYIGTOV i dpa TPV TV Evapén Tov Ta&dto0.
H avtiepetikn dpaon dtapkei yio TovAdyiotov 12 dpeg, T0 0moio S1EVKOAVVEL, GPOV EXITPETEL TV
yopnynon 1o Ppdov mpv o tpmvo ta&idl. H Bepancia propei va emavoropfaveral to péyioto yuo 600

GUVEYONEVEG NUEPEC.
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€ KATO10vG OKOAOVG Kot LETA omd emavarapfoavouevn Bepomeia, younAotepeg 00GE1C amd TIG
GUVICTOUEVEG UTOPEL VOL VAL IKOVOTTOUNTIKEG.

Mpoinyn T0V ERETOV AOY® NETOPOPAS

ZopoTiké papog ApBpog oc diokia

okvrov (kg)

16 mg

1,0-1,5
1,6-2,0
2,1-3,0
3,1-4,0
4,1-6,0
6,1-7,5
7,6-10,0
10,1-15,0
15,1-20,0
20,1-30,0
30,1-40,0
40,1-60,0

\\\\\\\\\\\\\\\\\\_\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
_\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
22 59
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\_
e .
\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
-0

\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\
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e
%
[
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//
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9. Oonyieg Yo ™) 66T YopRyNoN

INao va apapéoete 10 diokio and To blister, axoiovdeicTte Ta TOPAKATO:

. IIpota, dSitmAdoTte 1 KOYTE KATA PUNKOG TG dtdtpnong petald kdbe diokiov, OTmC deiyvel Kot To
ovpporo pe to yoridt <.
Bpeite v £yKom mov cOPETAL TPOG T oW OTWE delyvel To cOUPorO .
Kpateiote ) o mhevpd otabepd, tpafnéte v dAAn mhevpd mpog to KEVTPO Tov blister puéypt
va eavel To dlokio.
Apapéote 10 dtokio amd to blister kot yopnyeiote 6TWOC avaPEPETOL.

2nucioon: Kopnd tpoomdfeia dev Ba mpémet vo yiveTat, yio va apolpéGETE TO O10KI0 GTPMYVOVTOG
v dapécov tov blister, 6101t O Tpoxaréoete {nuid Kot oo blister kot 6to diokio.

v acBévela Ady® PETAPOPAG CUVIGTATAL £va EAAEPD YEVUO ] GVAK TPV TNV ANYN, EVD
TOPUTETAUEVT] VIOTELD TPV TNV Yopnynon Ba mpénet va anopevyetat. Ta diokia Cerenia dev Oa mpémet
va yopnyovvtol poli pe Tpoen, 00Tl avTd Uropel vo KaBuoTePNoEL TNV amoppOPNeN TOL SIGKIOV Kot
EMOUEVMG KOL TO OTTOTEAEGLAL.

Ot okvA01 Oa TPETEL va TaPATNPOVVTOL TPOGEKTIKE LETH T XOP1YNOT, £T61 OGTE va PefatdveTatl 0Tt
k@0 diokio €xel katamobel.

10. Xpodvor avapoviig

Agv 1oy0eL.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na euAdooetol o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.
Agv vtapyovv €1d1kEG 0dMYieg dlaTpnomNg Y1 oVTO TO KTNVINTPLKO TPOioV .
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Ta piod diokia wpémetl va amobnevovTal yio 600 NUEPES TO TEPIGCOTEPO LETE OO TNV APOiPEST TOVG
amo 1o blister. To pod diokianpénel va exavotonobeTobvtal 610 avoryuévo blister kot va
(QLAACCOVTAL EVTOG TOL EEMTEPIKOV YAPTIVOV KOLTIOV.

Noa pn ypnoipomoteital antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOIOV LETA amd TNV NUepounvia ANENG
oL avaypaoeetotl oto blister petd to Exp. H nuepounvia Anéewe svumintet pe v teAevtaio nuépa
TOL GUYKEKPYEVOL LT VL.

12. Ewwkég mpo@urdacers amoppryng

Ta eappoko dev TPEMEL VO, ATOPPITTOVTOL HECH TOV AVUATOV 1 <T®V OIKIOK®OV OTOBANTOV>.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTOL OO T XPNON TOVG
COUQ®VA, LLE TIG TOTKEC OTOLTNHOELS KOl LLE TUYOV 16Y00VTA EBVIKG GLGTALATO GLAAOYTG.
XopPovievbeite Tov KTNViaTPOd GOC 1} TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPLYNG TV
YPNOUOTOMOEVTOV QupUAK®Y.

13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMOV

Noa yopryeitar HOVoV e KTNVIOTPIKE GUVTAYT).

14. ApwOpoi doc1og KOKAOQOPIOG KOl GVGKEVUGIEG
EU/2/06/062/001-004

Ta dwokia Cerenia Siatifevtal og blister pe t€éocepa diokio ava TaKETO.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOL 03NYIAOV YP1oNG
{HH/MM/EEEE}

Aentopepeic TANPoQopieg Yio TO v AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéaipeg otn faon
dedopévav g EE yuo to ktnviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc Gdsioc kvkhogopiog:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

TTopaockevootng vrevhuvoc yia TV areAevdEpmon TV TopTidwV:

FAREVA AMBOISE
Zone Industrielle,

29 route des Industries
37530 Pocé-sur-Cisse
ToAAia
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Tomkol ovTITPOoMTOL KO GTOLYEI0 EMKOIWVOVINC Y10 TNV avVa@Opa TavoAoyoduevey avemfountwv

EVEPYELDV:

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

Peny0suka boarapus

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.
nameésti 14. fijna 642/17

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

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.
DpayrkoxkAinoidg 7, Mapovot
15125, Attikn

EMéda

TnA: +30 210 6791900

Lietuva

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

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 IJssel
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 Wien

Tel: +43 (0)1 2701100 100
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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

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 Kgbenhavn
Danmorku

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

Italia

Zoetis Italia S.r.l.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

EA0LGoa

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
EL-15125 Attikn

TnA: +30 210 6791900

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

Roménia

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,

Hrvagka

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
nameésti 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
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Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088
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United Kingdom (Northern 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



®YAAO OAHTIQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Cerenia 10 mg/ml gvécipio S1GALLO VIOt GKOAOVE Kot YOTEG

2. 2ovleon

To gvéowpo ddivpa mepiéyetl 10 mg maropitant avé ml og maropitant citrate monohydrate, wg dtovyég
Ap®UO EMG aVOIKTO Kitptvo S1dAvpa.

Eniong mepiéyer metacresol (wg cuvinpntikd) 3.3 mg/ml.

3. Eion loov

2KOAOL KoL YOTEC.

4. OepamevTiKég EVOEIEEIQ

YKvAoL

. T ™V avTIHETOTIoT Kol TPOANYT TNE VOUTIOG TOL TPOKAAEITOL amd ynueobepamneio.

. T v TpoANYM T0L EUETOL EKTOG O ALTOV TOL TPOKAAEITOL Atd TN vavuTio AOY®
LETOPOPALG.

. Mo v ovTHETOTION TOV EUETOV, GE GLVOVAGHO UE GALD VTOGTNPIKTIKA UETPO.

. Mo v TpOANYN TNE TEPLEYYEPNTIKNG VOVTIOG Kot TOV EUETOV Kot BeEXTioT Tng avavnyng and

YeviKn avaisOnocio HeTd T pNoN Ay®VIGTOV U-0TLOUY®V VITOS0YEWDV LOPPIVIG.

I'dreg

. Mo v TpOANYN TOL EUETOL Kat TN HEIOT TG VAVTIOG, EKTOC QVTHG OV TPOKAAELTOL aTd
petagopd.

. ['o v avTIHETOTIOT TOL ERETOV, GE GLUVOVLAGHO LE GALD VTTOCTNPIKTIKE LETPOL.

5. Avtevoeigeag

Koapia.

6. E101kéc mpoE1domonceLs

Ewikég mpoetdomomoelc:

O éuetog umopei va GUVOEETAL e CIUAVTIKES, EvTova eE0V0EVOTIKEC KATAGTACELS,
SLUTEPILAUPAVOLEV®VY amOPPAEE®mY TOV YUSTPEVIEPIKOD CMANVA, OC EK TOVTOV, O TPEMEL Vo
VILAPYOVV Ol KOTAAANAESG dlayvmaTikéG a&lohoynoeis. H opOn kTnviatpikn| TpoKTikn cuvieTtd Ta
OVTIEUETIKA VO YPT|GLLOTOLOVVTOL GE GLUVOVAGHO UE GAAD KTNVIOTPIKE Kol VTOCTNPIKTIKE PETPO, OTMG
glvo o éleyyog g dlaTpoPng Kot 1 Bepameio amoKaTdoTaoNS TV VYPMY TOVTOYPOVA, LE TNV
OVTILETOTION T®V VITOKEILEVOV AITUDY TOVL EUETOV.

H ypnion tov Cerenia evEcov S10ADUOTOG EVAVTIOV TOV EUETOL AOY® UETAPOPES dEV GUVIGTATOL.

Ykvhiot:

IMapdro mov To Cerenia €yel anoderyBel, OTL ilval ATOTELEGUATIKO GTNV OVIILETMMICT KOL TNV
TPOANYT TNG vauTiog Tov mpoépyetal amd ynuetobepamneia, Ppiédnke OTL €ival O OTOTEAECUATIKO EGV
YPMNOLoTOEITAL TPOANTTIKA. EMopévac, cuvietdtol va yopnysitol Tptv Tn YOpNyno” tov
ANHEL0OEPATEVTIKOD TAPAYOVTAL.
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Iérec:
H amotereopatikomta tov Cerenia 61N peimon tng vavtiog Exel amoderydei ue peréteg,
YPNOLOTOIDOVTOG HoVTELD (VauTia Tpokadobpevn and Euialivn- induced nausea).

Idwitepec mpoLAGEELC Yo TV oA yprion ota gidn Lomv:

H aocpdieia tov Cerenia dev éxel amoderytel 6€ oKOAOLG NAKiog KdTo TV 8 efdouddwy Kol oe YaTES
niwiog pikpotepng twv 16 gfdopdadov kot eykvpovovvta 1 Inialovia {ma. O vrevduvog KTnviatpog
Oo Tpémetl va Kavel ekTipnor 0pELoVg/KivduvoL Tpty amd Ty xpnon tov Cerenia, & GKOAOLG NAKIOG
Kéto Tov 8 gfdopddmv Kot og Yateg NAKiag pikpotepng TV 16 gfdouddwmv, ykvpovoiva i
OnAdlovta (da.

H papomtdven petoforiletarl 6to Nmop Kot EToUEVMG O TPETEL VO, XPTCLULOTOIEITAL [LE TTPOGOYT|, OE
OKVAOVG KoL YOTEG |1E Nratomdfela.

To Cerenia Qo Tpémel va ypnoIUOTTOLEITAL UE TPOGOYN G€ {MO TOV TAGYOLV 1] TAPOVGIALOLV [
podifeon yio kapdlomadeleg, Kabmg 1 LAPOTLTAVT £)XEL U0, GVYYEVELN LE TOVG SlabAOVG 10vTmy Ca
won K.

[Swaitepec Tpo@LAGEEIC ToV Tpémel va Aopfdvoviol omd To GTOUO TOL YOPNYEL TO KINVIATPIKO
QopuokeLTKd Tpoidv oe {daou:

Atopo pe YVooTi vepevalctnoio 6T HOpOTLTAVT TPETEL VO YOPT YOOV TO TPOIOV LE TPOGOYN].
Noa mAévete Ta y€pia cog petd and kdbe ypnon. Le mepintwon Katd AABovg avToévesnC va
avalntinoete apécme Tpikt fondela kot va emideiEete oTOV 1ATPO TO ECHOKAEIGTO PVAAO 0ONYIDV
YPNOEDG N TNV ETIKETO TOV POPLOKEVTIKOV TPolovtog. H papomitdvin Exet amoderybei 6Tt givorn
mOovG £peBIOTIKN YO TO HATL, G TEPINT®OT £kBEOT|G TV 0PBUAUDY AOY® aTuynuaTog, EeMADVETE
Ta, pe aebovo vepd kot avalnreiote waTpikn| forOeta.

Kvnon kot yorovyio:

H aoc@dieia Tov KTNVIOTPIkoD QopUaKeLTIKOD TPoidvTog dev £xel amoderydel Katd T dLapKeEL TNG
KONO™NG KAt TNG YoAoLYioGC.

To mpoidv va yopnyeitar HOVOV COLPMVA LE TNV EKTIUNGTN 0PEAOVG-KIVOUVOD amtd ToV LITevBuvo
KTNvioTpo.

AlMnAenidpaon pe GAAL KTNVIOTPUKY TPOiOVTa Kot GALEG HOPQEG aAANAETIOpaoNG:
To Cerenia dgv 0o TPEMEL VAL YPTCLLOTOIEITAL TAVTOYPOVA LLE AVTAYMVIOTEG TV dtovAwv Ca, kabdg n
UOPOTUTAVTY £XEL GLYYEVH OpAcN LE TOVG dtavAovg Ca.

H papomitdvtn cuvoéetar og YNnAd TOGOGTO LIE TIG TPOTEIVEG TOL TAAGHOTOS TOV OHOTOG KO UTOPET
va avtay@viletor GAAN GKEVAGLOTA TOV TAPOLGLALOLY VYNAT cHVOESN LIE TIC TPWOTEIVEC.

Ynepdocoroyia:

Ext6g and mapodikég avtidpdoelc 6To onueio g £veong HETA TNV LTodopLa Yopnynomn, to Cerenia
€VESUO O1dAL L YIVETOL KAAQ aveKTO Omd TOVG OKOAOVG KOt TIG VEAPES YATES, TTOL Yopnynonkay ém¢ 5
mg/kg nuepnoing (5-tAdcio TG cuvieTOpeVTg 0001G), Yo 15 cuveydueves nuépeg (3-TAdota tng
GUVICTAOUEVG O1APKELNG XOPTYNONG). Agv LITAPYOLV HEAETEG LTEPGOCOAOYING GE EVIIAIKEG YATEG.

Kopiec aovpPatdmrec:
A6y EAAEIYNG LELET®DV OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VoL
OVOUELYVOETAL [LE GAAD KTIVIOTPIKA QOPUAKEVTIKG TPOoidVTa.oTnY 1010 cOpLyYa.

7. AvemOdpunta cvppavra

2KOAOL KOl YOTEC:
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[ToAb cuyva

(>1 Lo / 10 vrd Bepoaneio (oa):

TOVOG 610 onpeto g éveong'?

IToA0 onavio

(<1 Lwo / 10.000 vrd Bepameio {d0, GLUTEPIAAUPOVOLEVOY TOV LELOVOUEVOV
ovVaPOPOV):

AVOQUAOKTIKOD TOTOV avTOpaoelg (T.y, oAhepykd oidnua, kvidmon, epvonua,
KaTAppELOT), OVGTVOLa, WYPOTNTA PAEVVOYOVOV

AnBapyoc

Nevporoyikég dratapoyég (m.y atasio, OTAGHOG, EMANTTIKN KpioT, Hoikog TPOUOG)

! 6& orOAOVG - OTav evietotl vITOdOpLa
2 o¢ yateg - p€Tplog £mc coPapdc (mepimov 670 £va Tpito TOV YaTmV) dTav evieton vVITodopia

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
ao@dAelag evog mpoidvtoc. Edv mapatnpnoete omoladmote avemBOunt evEPYEL, KOO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUAKoV, TaPOKaAEIcOE Vo ETIKOIVOVICGETE, KATAPYAGS, LE TOV KTVIiaTpd coc. Mmopeite emiong va
aVAPEPETE OTOLOONTOTE AVETIOOUNTO CLUPAVTA GTOV KATOYO TG AdEL0G KUKAOPOPIOG 1 GTOV TOTIKO
AVTITPOCHOTO TOL KATOYOV TNG GOE10g KUKAOPOPING YPTCIUOTOUDVTAG TO GTOLYEIN EXKOVOVING GTO
TEAOG VTOV TOV PVALOL OO YLDV YPNONG, N LECH TOL €OVIKOD GOG CLGTILATOS AvaPOopds: {oTotKEln
€0VIKOL GLGTAUATOG AVOPOPAC}

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOP1YNONG

T'a vTodHp1aL 1] EVOOPAEPLO YOPNYNOT G GKLAOVS KOl YATEC.

To evéoyo ddivpa Cerenia, Bo Tpémel va yopnysitar vwodopia 1 evOOEAEPLa, pia popd TV NUEPA,
ot 6001 tov 1 mg ava kg couatikod Papovc.(1 ml/10 kg copatikod Bapovg). H Oepaneia O mpémet
va emavolopPavetol yio 5 cuveyoueveg nuépes. EvoopiéBia to Cerenia mpénet va yopnyeital og pio
eamaé éveon ympic TV avauén Tov Tpoidovtog He omoladmote AAAL VYPA.

210V¢ 6KOAOVG, To Cerenia eVEGIUO SLAAVUO UTOPEL VO, YPTCLULOTOIELTAL Y10, TV OVTLUETOTION | TNV
TPOANYT TOV EUETOV IO POPA TNV NUEPD EOC S5 NUEPES.

9. Oonyieg Yo ™) c®GTI) YOpRyYNON

T v TpoAnyn tov guétov to Cerenia evésipo dtddvpa Ba tpémel va yopnyeitar 1 opo tpv. H
dudpkela g dpdong etvor mepimov 24 mpeg, emopévag 1 Bepaneio prnopet va yivel To fpadv mpv
yopnynon evog mapdyovia Tov UTopel va TPOKAAEGEL EUETO, .Y, XNHUEOOEpaTEiaL.

AOY®D TOV GLYVOV EUPOVICEMY TAPOSTKOD TOVOV KOTA T SIAPKELN TN VITOdOPLAG Eveong, Oa Tpémet
va epapprofovtal To KaTaAANAa HETpa cuykpdtnongs. Eviovtag to mpoidv oe Bepuokpacio yoéng
umopel va peliwbel o TOVOG KaTd TNV EVEDT).

10. Xpovor avapoviig

Agv 1oyvet.
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11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidocoete og BEon mov dev PAEmovv kai dev Tpoceyyilovv Toudid.

Agv vtapyovv 101KEG 0dNYieg S10THPNOTG Y10 GVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV.

Noa punv xpnotpomoteital avtd 10 KTNVINTPIKO PUPUOKEVTIKO TPoidV PETA TV ANEN, 1| omoia
ovoypdeeTol Tave oty €TKETO TOL PLaAdiov petd to Exp. H nuepounvia Anem¢ copmintet pe v
TEAEVTAIO NUEPO TOV CUYKEKPUUEVOD LNV,

Avdpxela {ong petd to TpdTo dvoryua tov eraAdiov: 60 nuépsc.

12. Ewwkég mpo@uracers amoppryng

Ta eapuaio dev TPEMEL VL OTOPPITTOVTOL HECH TV ADUATOV 1] <TOV OIKIOK®V OT0PANTOV>.
Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V YL TV OTOPPIYT U1 PN OLOTONOEVT®V
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV IOV TPOEPYOVTOL Amd TN YP1ON TOVG
COUQ®VA, LLE TIG TOTIKEC OOLTNOELS KOl LLE TUYOV 16Y00VTA EBVIKG GLGTALATO GLAAOYTG.
2opPovievbeite Tov KTNViaTPOd GOC 1} TOV POPLAKOTOLO GAG Y10, TOV TPOTO ATOPPLYNG TV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yopryeital LOvov e KTNVIOTPIKT GUVTAYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KOl GUGKEVUGIEG

EU/2/06/062/005

To Cerenia 10 mg/ml gvéoyo didAvpa yiow oKOAOVG Ko YaTEG, sivat dlabféoio o€ yudivo, QraAidia
tov 20 ml. KaBe yaptivo kovti mepiéyet 1 prarioio.

15. Hpepopnvia teievtaiog avade®pnong Tov UALOV 03NYIAOV YP1ONG

{HH/MM/EEEE}

Agmntopepeic TANPoQopieg Y10 TO &V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéciues ot
Baon dedopévav g EE yio ta ktmviotpikd tpoiovta (https://medicines.health.curopa.cu/veterinary)

16. Xroyeio emxovoviog

Kéroyoc ddeioc kvkhogopiog:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

TToapaockevootng vrevhuvoc yia TV areAevdEpwon TV TopTidWV:

Zoetis Manufacturing & Research
Spain, S.L.
Ctra. de Camprodoén, s/n®
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Finca La Riba
Vall de Bianya
Gerona 17813
Iomavia

Tomkol ovIUITPOGMTOL KOl GTOYEIN EMKOWVAOVIAC Yo, TNV 0vopopd TOavoloyoOLEVOV avETIOOUNTWOV
EVEPYELDV:

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

Peny6auka boarapus

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Bbenrus

Ten: +359 888 51 30 30

Ceska republika

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

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

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

Lietuva

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

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 IJssel
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
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Kvmpog

Zoetis Hellas S.A.
Dpayrkoxkinoidg 7, Mapovot
15125, Atticn

EMéda

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

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 Kgbenhavn
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
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Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

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

Roménia

Zoctis 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,

Hrvagka

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
nameésti 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
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EALGoo

Zoetis Hellas S.A.
DpayrkoxkAinoidg 7, Mapovot
EL-15125 Attikn

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088
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Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Képenhamn
Danmark

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

United Kingdom (Northern 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
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