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OYAAO OAHI'TQN XPHXHX

1. Ovopooio ToV KTNVINTPLKOD QUPLUKEVTIKOD TPOIOVTOg
Ketink 100 mg/ml evéoipo dtdlopa yio foogldn, xoipovg Kot dAoya
2. 2ovlheon

Ka0e ml mepiéyet:

ApPUOTIKO GVGTATIKO:
Ketompogaivn, 100 mg

"Exooya:
Bevlulkn aikooin (E1519), 10 mg.

Awwyég, vrokitpvo ddAvpa. Xopig opatd copatid.
3. Eion {owv

Booegdn, yoipot kat dAoya.

4. OepamevTIKég EVOEilelg

Boog1dn: Avtipieypovadn kot avodyntikn Oepaneio Tadncemv TOV PUOGKEAETIKOD GLGTILATOG KOt
TOV LOGTAOV.

Xoipot: AvtipAeypovmdng kot avTimupetikn Bepaneia Tov cuvopouov g Emlodyeiag Avoyora&iog —
PDS- (X0vdpopo pootitidag, untpitidag, ayodla&iog) Kol TmV aVamvVELSTIKOV TadcEmV.

Ahoya: AvTpAeyHOVAOING Kot avaAynTikn Bepomeio Tov TaHGEDV TOL LVOCKEALETIKOD GUOTNUATOG
Kol TV apOpdoemv. ZOUTTOUATIKY ovaAynTikn Oepaneia yio Tov KoAkd. Meteyyelpntikoc Tdvog Kot
oilonua.

5. Avtevoeilelg

Noa unv ypnoytonoteitar o€ {0 TOL TAGKOVV GO YUSTPEVTIEPIKES OAAOLDGELS, ALLOPPAYIKT O1d0eom,
dvuoKpacio TOL AIPATOC, NTOTIKY, KAPSIOKN 1) VEQEPIKN ducAettovpyia.

Na pnv ypnowonoteitoan o€ mepintmon vrepevaictnciog otny dpacTiKy ovcic 1 o€ KATO10 Ao TaL
£kdoyo.

Mn ypnolponoleite 6€ TOLAAPLO GTOV TPMOTO U va TG LONG TOVG.

Na pn ypnoonoteitatl 6€ GLVOVAGHO e GALD U1 6TEPOELST| avTIPAEYLOVAOON pdppoka (NSAIDs) 1
€VTOC 24 mpmdV amd TN ANYn auTdV.

6. Ewdkég mpogidomon)oels

Idwitepeg TpoLAGEELS Yo TV ac@aAn ¥prion ota £idn (omv:

H ypfion g keTompoaivng dev cuvicTatol 6€ TovAdpilo nAkiog kdto tov 1 unvog. Xpnon oe {da
nAiog pikpdtepng v 6 efdouddwv 1 o€ veprAKe {ma propel va cuvendyetat Tpdcheto Kivovvo.
Y€ MEPIMTOOT TOL M ¥PNON OVTH eV UTopel vo amoeevyBel, evoéyetar va amatteitor yio to (oo auTd
UEL®UEVT] O0GOA0YIO KOl TPOGEKTIKT dlayEipion.

Amo@iyete v gvdo-aptnplokn Eveot). No unv vrepPaivetal 1 cuvicTd®pevn 600m N 1 S1GpKELD TNG
Oepamncioc.

XPNGUYLOTOGTE TO UE TPOGOYN GE APLOATOUEVO LML, VITOOYKAWIKA {da Kl 6€ (Do Pe YOUNAN
opTNPLOKY TiEDT.

2V mepinT®mon KOMKOV [ GOUTANPOUATIKT d60M Uropel va d00el Lovo PETH amd evoereyn KAIVIKY
g&étaon.

Emapkéc mdc1o vepd mpEnel va TapEXETAL 0V TAoO GTIYUN KOTa TN dtdpkela TG Bepaneiog.




Idwitepeg TpouAd&eig mov wpénet va Aapufdvovior amd To GTOUOo TOL YyOPNYEL TO KTNVINTPKO
QOPUAKEVTIKO TPOTOV oe (da::

Ta dtopa pe yvoot) vrepevaicOnoio otny KeTompoeaivn 1 oty PeviuAikn aAKoOAN TpENEL vaL
OTOPEVYOLV TNV EXAPT LE TO KTNVINTPIKO POUPLOKEVTIKO TPOTOV.

®povrtiote vo amo@hyeTe TNV kaTd AAB0g avToéveoT).

Y mepintwon toyaiag avtoéveong, (NToTe ApESOS WTPIKN GLUPOVAN Kot dei&Te TO PUALO 0ONYIDV 1
TNV ETIKETA TOL PAPUAKOV GTO YLOTPO.

e mePImTon TUYainG dLoPPOoNG 0TO dEPLA Kal oTo LdTio, EemAOveTE KaAd e vepd. Edv o epebiopoc
empével {ntnote opécmg 1aTpikn cuuPovin Kot deiETe To PVAAO 0ONYIDV ¥PNONG 1 TV ETIKETA GTO
yotpo.

Noa TAévete T0 XEPLo LETA TNV YPHOT| TOV.

Eyxopocivn:
Epyoomnplokég pedéteg oe apovpaiovg, movrikia Kot Kovvéra, kabmg kol og Boogidn, dev Exovv

dmoet evdei&elc Yo tepatoyova 1 ePpuoToéikd amoteAéouaTa.

Mropet va ypnoiponoindel o€ ayeAddeg KOTA TN SIGPKELD TN EYKVUOGVVNG.

H aocpddeio tov knviaTpikod opUoKEDTIKOD TPoidvTog dev Exel TeKunplobel katd tn didpKela Tng
gYKupooHVNG o€ yolpountépec. Na ypnoiponoteital povo cOHppova pe tnv alohdynon oeéAovc-
KvdOvoL amd Tov vevduvo ktnviaTpo.

H aopdeio Tov ktnviaTpikod QopUOKEVTIKOD TPOTOVTOG OeV £XEL TEKUNPLOOEL OGOV apopd. Tn
yovipdtnTa, TNV YKLHOcHVI 1 TNV vYeio Tov EUPpvov ota GAoya. My To ¥pNCUOTOLEITE GE £YKVEG
@opPadeg.

TaAovyio:
Mmropel va ypnooron el oe ayelddeg Kot YolpounTEPES KATA TN OLAPKELN TNG YOAOLYIOGC.

AMNAETIOpOoN e QAAL QOPUOKEVTIKA TTPOTOVTIO KOl GAAEC LOPOEC AAANAETIOpaoNC:

To mpoidv dev mpémel va, yopnyeital oe cuVIVAGHO 1| EVTOG 24 wpdV amd TN yoprynon dAiwv NSAIDs
KoL YAVKOKOPTIKOEWDV. H Tantdypovn yopnynon sloupnTik®v, veppoTto&ik®V (popUaKOY Kot
OVTUTNKTIKOV QAPUAKOV TPETEL VO ATOPEVYETOL.

H ketonpopaivn £xel vYNAO TOGOGTO FEGUEVONG LE TIG TPOTEIVEG TOL TAAGHOTOG, Kol UTOPEL Vol
€KTOTIOEL 1) VO EKTOTIGOEL 0O AALO QAPLLAKO LE VYNAT TPOTEIVIKT OEGLEVOT|, OTTMOC T AVTITNKTIKA.
AOY® TOV YEYOVOTOC OTL 1] KETOTPOPOIVI UTOPEL VO AVOGTEIAAEL TN GLGGMPEVGCT] AUOTETOAI®Y KoL Vol
TPOKUAEGEL YOOTPEVTEPIKA EAKT), OEV TPEMEL VO YPNCUYLOTOLEITOL e AAAL PAPLLOKE TTOV EXOVV TO 1010
TPOPIA avETBOUNTOV EVEPYELDV.

Ynepdocoroyia:

Agv TapoatnpnONKay KMVIKE COUTTOUOTO OTAV TO TPOToV Yopnynonke o ahoya 5 popég (11 mg/kg)
TN cuvicTtdpevn doom Yo 15 nuépeg, ota foogtdn 5 popég (15 mg/kg/muépa) tn cuvietduevn SO0
v S Nuépeg, 1 6Tovg Yoipous 3 popég (9 mg/kg/muépa) T cvvicTd®pevn 660M Yo 3 NUEPES.

H ketonpopaivn propei va TpoKaiécel avTidpacelg brepevatcOnoiog Kot emmALoV UTopel va £xel
dvopevn emidpaot 6To YOoTpkd PAeVvoyOvo. AVTO UTOPEL VO ATOLTOEL TV O1KOTY| TG Bepameiog
NG KETOMPOPAivNG Kot TV EvapEn CLUUTTOUATIKYG Bepameiag.

Kopieg acvpfatdmrec:
AOY®D EMAEIYNC HEAETDV OoLUPATOTNTOG, TO TAPOV KTNVIATPIKO POPUAKEVTIKO TPOTOV dEV TPEMEL VOl
OVOULETYVOETOL LE GAAD KTNVIOTPIKG QOPUAKEVTIKA TPOTIOVTA.

7. AvemOopunta coppavra

Boogdn kot dhoya:

[ToAd oravia Epediopdc oto onueio g éveong'

(1 Lmo / 10.000 vrd Bepomeio Loa, Tootpevteptkdg epediopnoc
CUUTEPILOUPAVOUEVOV TOV Taotpeviepkd €rkog
LELOVOUEVOV OVAPOPDV): Alepykn avtidpacn
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Xoipot:

Mo\ ondvia Epediopdg oto onueio mg éveonc'
(1 {do / 10.000 vrd Bepamneio Cma, TooTpevieptkds epedIopoc?
CUUTEPILOUPAVOUEVOV TOV laotpevtepkd €Akog
UELOVOUEVDV OVOPOPDV): Alepycn avtidpaon
Avopséia’

'Tpocmpviy PeTd omd eTavEIAIIEVES EVEOLVTKES EVECELS

MOy TOL PINYOVIGHOD SPACNG THE KETOTPOPAIVIC TTOV TTEPIAAUPBAVEL TNV 0VAGTOAY TNG GVVOEGTG
TPOCTUYAAVIVOV

SAVOCTPEYIUN HETE OO ETAVEIANLLIEVT YOPTYNON

H avaeopd avemiBountov coppdviov sivor onpavtikn. Exttpénet mn cvveyn mapakorlobonon g
ac@iAelag evog TPoiovtog. Edv mopatnpnoste omoladmote avemBountn vEPYELd, KOO KoL OV O&V
OVOPEPETAL GTO ECAOKAEIGTO PVALO OONYIDV ¥PNoNG 1 OUPIPAALETE Y10 TNV ATOTEAEGLLATIKOTITO TOV
QOPUAKOV, TOPUKOAEIGOE VO EMKOVWOVICETE, KOTAPYIC, LE TOV KTnViaTpd coc. Mropeite emiong va
AVOPEPETE OTTOLAONTTOTE AVETLOVUNTO GUUPBAVTO GTOV KOATOYO TNG ASEWNG KVKAOPOPING 1) GTOV TOTIKO
AVTITPOGHOTO TOV KOTOYOV TNG AOE10C KUKAOPOPING XPTOLOTOIDVTAS TO, GTOLYEIN ETKOWVOVING 6TO
TEAOG OLLTOV TOV PVALOL OOMNYIDV ¥PNONG, N HECH TOL €BVIKOD 0OG GLGTNATOG AVOPOPAS:

EBvikdc Opyoviouog Gapudkmv

Meooysimv 284

GR-15562 Xolapyog, Abnva

TnA: + 3021 32040213

e-mail: vetpharmacovigilance@eof.gr

8. Aocolroyia yio kG0 €id0g, TPOTOS KU1 0501 YOP1YNONG

Boozg1o1): Evdopikn yprion 1 evooeréfia xpnon.

3 mg ketonpoeaivn/kg copatikod Bdpovg, mov 1oduvapet pe 3 ml Tov KTNVINTPIKOD EOPUAKEVTIKOD
poidvtog/100 kg o.p./muépa, Emg kot yio 3 nuepes.

Xoipou: Evdopvikn yprion.

3 mg ketonpopaivr/kg copatikod fapovg, mov 1sodvuvapel pe 3 ml Tov KITNVIKTPIKOD EOPUOKEVTIKOD
npoidvtoc/100 kg o.p./muépa, yopryoopevn pio ¢opd.

Aloya: Evoopiéfia ypnon.

2,2 mg ketompopaivn/kg copatikod Bapovg, mov 1oodvvapei pe 1 ml Tov KTnviaTpkoy
QOPUOKEVTIKOD TTPoToVTOoG/45 kg o.B./muépa, yia 3 ¢ 5 nuépsg.

Y mepintwon koAkov, n Oepancio dev Oa mpémel va emavoinedei Eng 6tov €yel Tpayuatomombei pio
€K véov KAvikn| €étaon.

9. Oonyisg Yo ™) 60GTI LOP1 YNNG

Agv Ba mpémel va yopnyovvrol mive amd 5 ml pe evdopvikn éveon oto 1610 onpeio.

T ™ dtwoeaiion g opOng docoroyiag, To coUATIKO Bdpoc mpémel va Tpocsdlopiletat e 6GO 1O
dvvatdv peyaAvtepn akpipela.

Ta ndpato dev Tpénet va tpumnBodv teplocdTePo amd 166 popéc.

10. Xpévor avapoviig

Kpéag kot edmdpot wotoi (fooetdn, yoipot kot dAoya): 4 nuépeg.

o (Booegidn): Mndév mpec.

Agv gmitpénetan 1| pNoT 6€ POPAIEG TOL TAPAYOLV YAAX Y10 AVOPDOTIVY KOTOVAA®GT).

11. EIAIKEX XYNOHKEX ATATHPHXHX

Na pvidooetar o€ Béon, v omoia dev PAETOLY Kot dev mpooeyyilovy Ta Tandid.
Na @uAdooeTal 0 TEPIEKTNE 6TO EEMTEPIKO KOVTL Y10l VO TPOCTOTEVETOL ATO TO PG,
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Noa punv yoyeta 1 KaToyOyeTol.

Noa pn ¥pnoonoteital avTd T0 KTNVINTPIKO QOPUAKEVTIKO TPOIOV UETE TNV NUEPOUNViD ANENG TOV
avaypdaeetatl oty eTikéta petd Exp. H nuepounvia AMéewc coumintet pe tnv tedevtoio nuépa Tov
GLYKEKPYLEVOL U VaL.

Aldpketo {oNG LETA TO TPMTO AVOLYLLO TNG GTOLYELMOOVS GLOKEVACTAG: 28 MUEPEC.

12. Ewwkéc npo@urdierg amoppryng
Ta eapuake dev TPETEL VO OTOPPITTOVTOL LEGH TV AVUATOV ) TOV OIKIUK®OV OTOPANTOV.

XPNOYLOTOMOTE TPOYPALLOTH ETGTPOPTS POPULAKOV Y10 TNV ATOPPIYN U XPTCILOTOOEVTOV
KTNVILTPIKOV QUPUOKEVTIKOV TPOIOVI®V 1] GAA®V DVAIK®V TOV TPOEPYOVTAL amd T (P1OT) TOVG
GOLPOVA LLE TIC TOTKEG AMUITNOELG KO e TuOV 1oybovta, eBvikd cvotipata cvAloyng. Ta pétpa
OUTA OTOGKOTOVY GTNV TPOSTAGIN TOL TEPPBAAAOVTOC.

SvpPovievdeite Tov kKTNVIATPO 0O 1 TOV PUPLOKOTOLO GOG Y10, TOV TPOTO ATOPPIYNG TOV
YPNOOTOMNOEVTOV PAPUAK®V.

13. Ta&vépnon TOV KTNVIOTPIKAOV QUPRIKEVTIKOV TPOTOVTMV
Na yopryeitor HOVOV [e KINVIOTPIKT GLVTAYT].
14. ApwOpoi 4o€10g KUKLOQOPIOG KOL GVGKEVAGIESG

A AKKYITPOY: CY00399V
A A K EAAAAAX: 43226/10-05-2017/K-0193801

Meyébn cvokevaciac:

Xaptwvo kovti mov meptéyel 1 eroridio twv 100 ml.
Xaptvo kovti mov mepiéyetl 1 proridio towv 250 ml.
Xdaptivo kovuti mov meptéyel 6, 10 1§ 12 prokidwo tov 100 ml.
Xdaptvo kovti Tov meptéyel 6, 10 1 12 groidwo towv 250 ml.
Mmropei va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.

15. Hpsepopnvia 1elevtaiog avade®pnong Tov gUALOV 0N IOV (P1)oNG
01/2025

Agmtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO QOPUOKEVTIKO TPoidv gival dtebéoieg ot
Baon dedopévarv g EE yuo ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).

16. ZXtoyyeio emkolvoviag

Kdartoyoc g ddeiag kukloopiog:

Industrial Veterinaria, SA

Esmeralda, 19

E-08950 Esplugues de Llobregat (Barcelona), lomavia

Hopackevaotg VEeEVBVVOC Yio TV ameEAEVOEPMOTN TOV TAPTIOMV:
Industrial Veterinaria, S.A.

Esmeralda, 19

08950 Esplugues de Llobregat (Barcelona) lonavia

aniMedica GmbH
Im Siidfeld 9
48308 Senden-Bosensell I'eppovio



Tomikol ovTITPOCMTOL KOl GTOLYEIN ETMKOVAOVINC YL TNV ava@opd THoVOAOYOLUEVOV AVETIOVUNTOV
EVEPYELDV:

A. KOKKOPHZX & ZIA O.E. “PHARMAQUA”A. Zoiwpo? 28, Metapudppmwon Attikng, 14451

TnA: 0030 210 2826678, 0030 210 2811282

Email: info@pharmaqua.gr, pharmacovigilance@pharmaqua.gr

INo omoladnmote TANPOoPOpic. GYETIKA LE TO TAPOV KINVIOTPIKO PAPUOKEVTIKO TPOIOV, TapaKOAEicOE
va anevbuvieite 6TOV TOMIKO AVTITPOSHOTO TOV KATOYOL TNG GOELNG KVKAOPOPINg.

17. AMheg mAnpo@opisg

H xetonpoaivn givat pio ovcsio ToL aViKEL GTIV OUASN TOV [UN-CTEPOEIOMY OVTIPAEYLOVOIDV
oappaxkav (NSAIDs). H ketompopaivn £xel ovIipAEYLOVOOT, OVOAYNTIKH KOl CVTUTUPETIKN 1O10TNTO.
Agv gival yvootég OAeg 01 TTVYEG TOV PUNYOVICHOD dPAoTG TNG.

Ta 0TOTEAEGUATO EXTVYYAVOVTAL EV UEPEL OTTO TNV AVUGTOAN TN GUVOEGNC TOV TPOGTAYAAVIIVDY Ko
TOV AEVKOTPIEVIOV amd TNV KETOTPOPaivn, 1 omoia dpa oty kukAoo&vyevaon kal ot AMmo&uyevaon
avtiotorya. O oYNUOTIoHOG TNG Ppadukivivig avaoTEALETAL ETiONG.

H ketompopaivn avacTéAAEL T GLGCOUATMOCN TOV ALLOTETUAIWDV.



