B. ®YAAO OAHTI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1. Ovopooio TV KTNVIOTPLKOD QUPULUKEVTIKOD TPOIOVTOg

RABISIN, evéoiuo evarmpnua yio dAoya, foogldn, Tpodpato, GKOAOVG, YOTEC, KOUVAPLL

2. YovOeon

Mia 860m tov gupoiriov (1 ml) mepiéyet:
ApPUOTIKO GVGTATIKO:

Adpavomompuévog 10g Avoecag, otédexoc G52.....ivnn.a... > 2,09 logio ODso* kou >1 LLU.**
AV0GOEVIGYVTIKT] 0VGi0:

Aluminium hydroxide 1,7 mg

"Exodo0yo0:

MMocotikn 6vvBeon av ov TAnpoPopicg aVTES
givarl onNpavTikéS Y10 T 6OGTI LOP1Y1|61 TOV
KTV TPLKOV QOPUUKEVTIKOD TPOIOVTOG

Howtiki] ©0vOec £KOOYOV KOl GAA®V
GUGTUTIKAOV

Medium Gmem*** q.s. 1 ml

H ovokevacia «1 @uain tov 10 d0cemvy» mePIEYEL EKTOC TV TAPUTAVED Ko TO aK6Aov0o0:
Thiomersal (oG cuvtnpntikd)  péyioto 0,1 mg

* Otav mpaypoatomoleital EAeyyoc maptidog e in vitro doxkiu ELISA.

** Otav wpoyuatomoteital EAeyy0g TopTidog cOUPOVE, 1e TN povoypapia 451 g Evp.®app.

*E% Aparopévn avoroyio 1:4000 (og 0dpavomonTikd): 1 TOGOTNTO ovi S00T deV avaypipeTal, S10TL
VOPOAVETAL, YMPIG VO ATOOIOEL AVIYVEDSILO YN LKA TOEIKE KOTAAOUTO.

3. Eion {owv

Aloya, fooedn], TpdPata, GKOAOL YATES, KOVVAPL0.

4. OepamevTiKég evoEilelg

Evepynrtici avoconoinon tev oldywv, Boogd®v, Tpofdtmv, GKOA®MY, YOTOV Kot KOUvAPidv, Katd TG
AvGGOg.

Eykotdotaon avoocioc:

2KkOAoL Kot yateg: 2 efoopadeg (14 nuépeg) HLeTd TOV 0pyIKO EUPOAMAGHLO
Booedn, mpdfata kot kovvaPio: 4 efSoUGoeg LETA TOV apyIKO EUPOAAGUO
Aloya: 2 gfdopdadeg PeTd TOV apykd eUPorlocuod

Awpkela avoocioc:
Yoot yarteg: 1 £10og Hetd Tov apyikd eUPoAlacHO Kot 3 £Tn LETA TOV EXAVOANTTIKO EUPOAAGLO
Kovvapua, droya, fooeldn kot TpoPata: 1 £1og

5. Avtevositeg



Kopia

6. Ewwkég mpogidomon)oeis
Kopia
ISwaitepec mpo@LAGEELC Yo TV 0c@OAN Yprion ota gion (dwv:

Na epportdlovror povo vym Loa.
[péner va Aapfavovtal ot cuvielg TpoPLAGEELS aonyiog.

Idwitepeg mpouAdEels mov mpémer vo AauPdvovior amd 1o GTOPO TOL YOpNYEl TO KTNVIATPKO
QopuaKeLTKd TPotdv oe (da:

e mepintmon mov kaTd AdOog KAveTe avTOEvEST, Vo avalntioete apécms 1aTpikn Pondela Kot va
emMOeilete OTOV 10TPO TO EGOKAEIGTO PUALO OONYIDV YPNOEWS 1N TNV ETIKETO TOV QPUPHOKEVTIKOV
TPOIOVTOC.

Eyxvpoosvn kot yolovyio:

Mmropei vo ypnowomombel katd ™ Sldpkeld TG KONONG 0€ GKVAOVG, YGTEG, GAoya, Poocdn Kot
npoPata. H acpdieio Tov KTNVIATPIKOD QOPLOKEVTIKOD TPOiOVTOG deV £)El 0modetyDel Katd T didprela
Mg KUNoNG 6€ Kovvdfia.

AMnAenidpaon pe GAAN QOPUAKEVTIKA TPOTOVTA KOl GAAES LOPPES OAANAETIOPAOTG:

Eivan d100éoyeg peréteg aopAAELOG KOl OTOTELEGUATIKOTITOC, Ol OTTOIEG ATOJEIKVVOVY OTL TO EV AOY®
guPoMo dvvatar va yopnysitar v 0o nuépa, yopic vo avaperyvoetal, Ue ta euPoiia mov dgv
ePIEYOLV avocoevioyvtikd tng Boehringer Ingelheim yio ydteg (51dpopot cuvdvacuoi Tov (ovTavon
100 Yo TNV TOVAEVKOTEVIDL TNG YATAS, TOV (@VTavod 100 Yo TN PVOTPOYEUTION NG YATOS, TOL
adPOVOTONUEVOD  KoAkoiov 1Tng ydtag, Tov {oviovod OTEAEYOVG NG YAOUDOW KOlL TOL
OVOGLVOLAGEVOL GTEAEYOVC TOL (MVTOVOD 100 TNG ASVYOLIOG TNG YATOG) KOl LE TO OVOGVVOVAGHEV
eupora g Boehringer Ingelheim yio ta dAoya, yio T ypinn T@v oAdY®OV Kal Tr Ypinn TV aAdymV
podi pe tov Té€tovo.

2V mepinTmon TPoidvImV oV YOpNYOHVTOL TAPEVTIEPIKA, 1| YOPTYNON TPETEL VA YIVEL GE JLUPOPETIKA
onpeia.

Agv vréipyovv TANPOoPOpleg GYETIKA LE TNV OCOAAELN KOL TV OMOTEAEGUATIKOTNTO OO TV TALTOYPOVT
ypfon tov euPfoiiov pe omolodNmoTE GAAO KTINVIOTPIKO QUPUOKO, €KTOC TOV TPOIOVI®OV TOL
avapépovtal mapandve. H andeacn yio tn yopnynon tov ev Aoy eufoiriov mpiv 1 LETA TN YOpNYNoN
OTOLOLONTOTE AALOV KTNVIATPIKOD QapUdKov Ba tpémel va AapBdvetal Kotd mepintmon).

Yrepdocoroyia:
H vrepdocoroyia pe to gpPforto dev dnpuovpyel TpofAnLa.

Kopiec oocvupatotntec:
Agv glval yvoot kapio.

7. AvemOopunrta coppavra

Oyt ouyva (1 émg 10 oo / 1.000 vio Oepameio (Hay):

Mikpd, Tapodikod olidio 6To onpeio g Eveonc™

Erivia (1 éog 10 {oa / 10.000 vo Oepameio {da):

Avtidpacelg vrepevaicOnoiog**

*AOY® NG TOPOVGiag ToV VOPOEELGIOV TOV AAOVUIVIOL
**arolovbeitor copntopaTiky Oepaneio



H avagopd avembBountov coppdvtov eivar onuoviikr. Emtpénet t ovveyn mapaxorovBnon g
ao@AAELag evOog Tpoidvtog. Edv moapatnproete omotadnmote avemBOuntn evEPYELD, OKOLO Kot av Ogv
OVOPEPETOL OTO EGOKAEIGTO PUALO 0dNYIOV ¥PNONG N AUPIPAAAETE Y10 TNV OTOTEAECUATIKOTITO TOV
Qoppaxov, mopokaAeiche vo emkovovioete, Katapyds, Le ToV KTnviatpd cag. Mmopeite eniong va
avapEPETE OTOLOdNTOTE AveMBOUNTO GVUPAVTO GTOV KATOYO TNG GdE10g KUKAOPOPIG 1| GTOV TOTKO
QVTITPOCHOTO TOV KATOYOL TNG AOEWG KUKAOQOPIOG YPNOUOTOLDVTAG TO GTOXEID EXIKOVOVING GTO
TEAOG 0LLTOV TOV PVALOL OOMNYIDV ¥PNONE N LECH TOL EBVIKOD GOG GLGTILOTOC OVAPOPAG:

EBvikoc Opyaviopog Gappdkwmv

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

8. Aocoloyia Yo kG0g €id0g, TPOTOS KAl 0001 Yopnynong

- Avaxiviote KoAd Tpv omd T xpnon.
- Aocoloyia: Mia 66on 1 ml vwoddpia (e€apovvtal To GAoya) 1 EVOOULIKA GOUP®VO Le TO akdAovbo
TPOYPOLLLLLOL:

Eion Loav HpoTog spforacpoc Enavainntikoi spforracpoi

Aloya, Boogidn, Ipoparta

‘Evag euPoiocudg omd v

nAkia tov 4 unvav***

Etmioiot

Yoo, Idteg

‘Evag epPoiocpdg omd v

nikio tov 12 gfdopddov*
Cong

EpPolooudg 1 étrog petd tov
TPAOTO EUPOMAGO.

Meta guPoiacpdc pe
pecodotnuate.  £0¢ Kot 3
gTn**

Kovvéfuo

‘Evag euPoioocudg omd v

Etmioiot

nAia tov 3 unvov
*¥InV mepinTmon mov £vag okOAOG 1 YaTa £xel epforactel mpwv and v nhikia tov 12 gfdopddmv, o
TPAOTOC EPPOALACUOG OAOKAN pDVETAL [E Evav gpPoAtacid og nhkia 12 gfdouddmv 1 peyaAvtepn.
**¥e KGbe mepimTOON TO UEGOSIAOTNUO TMOV ETOVOANTTIKOV EUPOAACU®DY TPEMEL VO gival
EVOPUOVIGUEVO LE TNV tobovsa vopuobeaio otn ydpa.

XTIV mepintoon mov €va dhoyo, Pooeldég | mpdPato Exel epPoractel mpwv amd v Nikia Tev 4
UNVOV, 0 TPMOTOG EUPOALAGIOG OAOKANp@VETOL UE EVay EUPOAOcUO 6 NAKio 4 unvav 1 ueyoAvTEPN.

9. Oodnyies Yo T c®GTI| YopRYNON

Na eppordlovror povo vym Loa.

IIpéner va Aappdvovtat ot cuvnBelg TpoPvAGEEIC aonyiog.
Avoxivinote KaAd Tpv amd T (pnon.

10. Xpévor avapoviig

Mndév nuépeg

11. Ewwkéc ouvOnkeg dwatipnong
Na pvidooetal o€ 0éom, v omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taidid.
Na puAdooetat og yoyeio (2 °C — 8 °C).

Na euAdooetal TPOGTUTEVUEVO OO TO POG.
No punv katoyvyetot.



Na pn xpnoyomoteitar qvuTd To KINVINTPIKO QOPUOKEVTIKO TPOIOV PETA TNV Muepounvia ANEng mov
ovoypAPETOL GTNV ETIKETO Kot 6TO KoLTi petd to Exp.

Atdprelo {ong HETE TO TPDTO AVOTYUa TNG OTOLEIDOOVE GLGKEVAGING: AUEST] YPTION

12. Ewwkéc mpogurderg amoppryng

Ta eapuoke dev TPETEL VO OTOPPITTOVTOL LEGH TOV AVUATOV | TOV OIKIUK®OV OTOPANTOV.
XPpNOOTOMOTE TPOYPALULATO ETOTPOPNC QUPUAK®OV YloL TNV amOppyn HUNn  XPNOHOTOOEVTOV
KTNVIOTPIKOV QOPUAKEVTIKOV TPOIOVTOV 1 GAADV DAIK®V TOV TPOEPYOVTAL AT TN YPNOT TOVG COLPOVOL
LLE TIG TOTIKEG OMOLTNOELG Kot LE TV OV 1oybovTa eBvikd cuothuata cuALoYNS. Ta HETpa 0TE 0TOGKOTOVY
GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

13. Ta&vopnon TOV KTNVIOTPIKAV QUPUIKEVTIKOV TPOTOVTMV

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYY.

14. ApwOpoi ao€10¢ KUKLOQOPIOG KOL GVGKEVUGIES

A.AK.: 57429/02-06-2020/K-0013001

2VoKEVAOTES
Kovrti pe 10 groAidwe 1 86ong

Kovrti pe 100 @roAidwn 1 6ong
Kovrti pe 1 udn tov 10 d6cemv

Mmropei va. unv KuKAOPOPOUV OAEG Ol GLUOKEVAGIEC.

15. Hpepopnvia televtaiog avade@pnong Tov QUALOV 00YIAV YPNONS

11/2023
Aemtopepeic TANPoPopieg Yo TO €V AOY® KTNVINTPIKO PAPUOKELTIKO TPOTOV eivar dabéoeg otn Pdon
dedopévarv ¢ EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. ZXtoyyeio emkovoviag

Kédrroyog g ddetac kukAogopiag:
Boehringer Ingelheim Animal Health France SCS
29 Avenue Tony Garnier, 69007 Lyon, I'aA\io

TTopaockevaotic vevhuvoc yio TNV areAevOEpOoN TV TOPTIOWV:
Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes, Saint-Priest, 'aAlio

Tomkol ovTITpOoMTOL KOl GTOUYEI0. EMKOVAOVIOS Y10 TNV 0vopopd mbavoroyoduevay avembountwyv
EVEPYELDV:

[Mo omowadnmote TANpoPopio GYETIKA Ue TO TAPOV KTNVIOTPIKO QOPUOKEVLTIKO TPOidV, Topakaieiche
va anevbuvieite 6TOV TOMIKO AVTITPOSHOTO TOV KATOYOL TNG GOENG KVKAOPOPING.



17.  Alheg minpo@opisg

Eppoiio adpavomompévou 100, 16¢ g ADGGOGC

AMMOKAEIZTIKA I'TA KTHNIATPIKH XPHXH

* yopryeitonr e GUVTOYN KTNVIATPOL *

NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN NPOXETIZOYN TA
IMAIAIA

THA. KENTPOY AHAHTHPIAXEQN: 210 7793 777



