MEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

RABISIN, evéoipo evarmpnua yio GAoya, foogdn, Tpoato, GKOAOVG, YOTES, KOLVAPLL

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Mia 660m tov gppoiriov (1 ml) mepiéyet:
APUGTIKO GUGTOTIKO:

Adpavomompévog 10g Aocag, otédexoc G52.....innn.... > 2,09 logio ODso* kou >1 L.U.**
AV0GOEVIGYVTIKT] 0VGi0:

Aluminium hydroxide 1,7 mg

"Exdoya:

[Mocotikn 6vvBeon av ov TAnpoPopisg aVTES
givanl oNPavTIKES Y10 T 6OGTI LOP1Y1|61 TOV
KTV TPLKOV QOPUUKEVTIKOD TPOIOVTOG

[owotiki} ov0vOeon €kdOXYOV KOu  GAAAOV
GUGTUTIKAV

Medium Gmem*** q.s. 1 ml

H ovokevacia «1 ¢uadn tov 10 d6cemv» mePIE)EL EKTOC TOV TOPOUTAV® KAl TO 0KOLOVOO:
Thiomersal (oG cuvtnpntikd)  péyioto 0,1 mg

* Otav mpaypoatomoleital EAeyyoc maptidog e in vitro doxkiur ELISA.

** Otav wpaypatomoteiton EAeyy0g TapTidog cOUEVa 1e T povoypapia 451 g Evp.appl.

k- Aparopévn avoroyio 1:4000 (og 0dpavomonTikd): 1 TOGOTNTO avi S00T deV avaypdpeTal, d10TL
VOPOAVETAL, YOPIG VAL ATOOIOEL AVIYVEDSILO YN LKA TOEIKE KOTAAOUTO.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion loov

Ahoya, Booeldn, TpdPata, okOAOL, YaTEC, KOVVEPLo

3.2  Ogpoamevtikéc gvdsielg Yo kaOg gidog Lmov

Evepynrtuc avocomoinon tov aldywv, foogddv, tpofdtmv, oKOA®V, YUT®V Kot KOuvapidyv, KTl TG
Abooag.

Eyxotdctoon avooiag:

Booedn, mpdfata kot kovvaPio: 4 efdopdoeg HeTd ToV apyikod ELPOAOGHO
Aloya: 2 gfdopades petd Tov apyko epfoitocuod

2KOAOL Kot yateg: 2 efoopnadeg (14 nuépeg) HeTd TOV 0pyIKO EUPOAACHLO

Awpkelo avooiog:
XKOAoL, ydtec: 1 étog uetd tov apykd epPortacud kat 3 £In PETH TOV EMOVUANTTIKO EUPOAUCUO
Kovvapia, droya, foogidn kot TpoPata: 1 £T0¢

3.3  Avrevosieg

Kopia



3.4 E101kéc mpog1domon|oELS

Kopia

3.5 Idwitepeg mpopuraters katd T ypion

ISaitepec TPOELAGEELS Y0 TNV 0oQaAn Ypriom oTa gidn (hwv:

Na eppordlovtor povo vym Loa.
[péner va AapPavovtal ot cuvielg TpoPLAGEELS aonyiog.

[Swaitepec mpoouAdésic mov mpémet va AoufBdvoviar omd To GTOUO TOL YOPNYEL TO KINVIOTPWKO
QopuaKeLTIKO TPOldV oe (da:

e mepintmon mov koTd AdOog KAveTe avtoéveon, va avalntnoete apéocmg aTpikn Bondela Kot va
emdeiEete oTOV 10TPO TO E0CAKAEIGTO PUAAO OOMNYIDV YPNOEWS 1N TNV ETIKETOL TOL QPOPUAUKEVTIKOD
TPOIOVTOC.

[dwaitepeg TPOPLAGEELC Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 1oyvet.

3.6 AvemOopnto copfavra

Ahoya, Booedn, TpdPata, okOAOL, YaTEC, KOVVEPLa

Oy cvyva Mikpd, Tapodikéd olidio 6to onpusio TG éveonc'
(1 émg 10 {wa / 1.000 vrd Oepameio

{oa):

Yrivia Avtidpéoeig vrepevoicnoiog

(1 éog 10 {oa / 10.000 vrd Bepameio
{oa):

' Loym g mapovsiog Tov V3PoLe1diov Tov aAovuviov
2 acoAovBsitol cupumTOpATIKY Oepansio

H avagopd avembBountov coppdavrov eivar onuovtikr. Emtpénel t cvveyn mapaxorovdnon g
UOQUAELNG EVOC KTNVIOTPIKOD QOPUAKEVTIKOD TPoiovTog. Ol avapopEs TPENEL VO OMOCTEALOVTAL, KOTA
TPOTIUNOT HEG® KTNVIATPOV, EITE GTOV KATOYO TNG GOEL0G KVKAOPOPING 1) GTOV TOTIKO AVTIITPOCHOTO TOV
glte oty €Bvikn appddia apyn HESC® TOL €BVIKOD GUOTNUOTOC avaEopdc. Avatpééte emiong oty
TapAypaeo 16 Tov POALOL 0NV YPNOTG Y10 TO AVTICTOLYO GTOLYEIN EMKOVMOVING.

3.7 Xpion kata v Kinon, T yorlovyia 1 TNV ®OTOKIA

Mropei vo ypnoyomombel katd ) Sldpkeln TG KONONG GE GKVAOVG, YATEG, GAoya, Pooedn Kot
npoéPata. H acpdieio Tov KINVIOTPIKOD QAPLOKEVTIKOD TPOidvTog dev £yl omodeyfel Katd T didprela
NG KUMNONE 6€ Kovvdfia.

3.8 Alinienidopaon pe GAAO QUPUOKEVTIKA TPOIOVTA KoL GAAES HOPPES AAMNAETIOPOONG

Eivar d100éc1peg peréteg ao@AAELng Kol OmTOTEAEGLOTIKOTNTOG, Ol OTTOIEG ATOSEIKVDOVV OTL TO €V AOY®
euPoro duvatar va yopnyeitor v idw Muépa, Yopic va avaperyvoetal, pe To gUPOAla Tov dev
TEPLEYOLV avOc0eVIGYVLTIKA TG Boehringer Ingelheim yia ydteg (Sidipopot cuvdvasol tov {oviavoo
100 Yo TNV TOVAEVKOTEVIDL TNG YATaS, TOV (@VTavod 100 Yo TN PVOTPayETIdn TE YATOC, TOL
adPOVOTONUEVOD  KoAKoTov 1Tng ydtag, Tov {oviovod OTEAEYOVG NG YAOUDO KOlL  TOL
OVOGLVOVAGHEVOD GTEAEXOVG TOL {MVTAVOL 100 TNG AEVYOUIOG TNG YOTOS) KOl LE TO AVO.CVVOLOCUEVA
gupora g Boehringer Ingelheim yia ta dGAoya, yio T ypinn T@v aldY®OV Kal Tn yYpian Tov aAdymv
padi pe tov té€tovo.



2NV TEPIMTMOOT TPOIOVTWOV TOV YOPTYOVVTOL TAPEVIEPIKA, 1) YOPTYNOT TPEMEL VO, YIVEL GE dLOPOPETIKA
onpeia.

Agv VTapYOVV TANPOPOPIES GYETIKA LLE TNV OCPAAELN KOL TNV ATOTEAEGUATIKOTITA OO TIV TAVTOYPOVN
ypnon Ttov guPoAiov pe OMOOOMMOTE GAAO KINVIOTPIKO QAPLOKO, €KTOC TOV TPOIOVIOV 7OV
avapépovtal mapondve. H andeacn yio tn xoprynon tov ev Aoy uforiov Tpv 1 LETA TN YOpNyNon
OTO10VONTOTE GAAOD KTNVINTPIKOD (opurdakov Oa mpémet va Aappdvetot Katd mepintwon.

3.9 Oodoi yop1ynong Kot d0coroyia
- AvOoKIviioTe KOAG TPV amd T ypnon.

- Aocoloyio: Mia 0601 1 ml voddpia (e€apovvtat Ta GAoY) 1 EVOOUVIKA COLPOVA LE TO aKOAOVOO
TPOYPOLLLLLOL:

Eion {owv paTog epfoiracpnoc Enravoinntikoi gpfolacpoi
Aloya, Booegdn, [Ipdpata ‘Evoc  epPoriacudg amd v | Emiolot
nlkio Tov 4 unvav***
Yoo, [Ndteg ‘Evag epPorocudg omd  tnv | Epporacpog 1 €toc petd tov
nAikio tov 12 gfdopddov* | mpmdto gufoitacuo.
Long Meta epPoMacpog ue
pecodlaotipote  €0g kot 3
gIn**
Kouvvéapa ‘Evoc  epPoriacudcg amd v | Etioiot
nAKia Tov 3 pnvev

*¥InV mepintmon mov €vag okOA0G 1 YaTa £xel epPforactel mpwv and v nhkia tov 12 gfdopddmv, o
TPAOTOC EPPOALACUOG OAOKAN pDVETOL [E Evav gpPoAtacid og nhkia 12 gfdouddmv 1 peyaAvTepn.
**¥e KGbe mepinT®ON TO HECOSACTNUO TOV ETOVOANTTIKOV eUPoAacU®V TPEMEL Vo gival
EVOPUOVIGUEVO LE TNV 1obovsa vopobesio otn ydpa.

*EXT MV Tepintmon mov éva dhoyo, Pooeldég N TpoPato £xel epPorlactel mpv and Ty nAkio Tov 4
UNVOV, 0 TPMOTOG EUPOAIAGIOG OAOKANp@VETAL UE EVay EUPoAlocUd 6€ NAkio 4 unvav 1 LeyoAvTEPN.
3.10 Xvprtopote vaEPdOcoA0Ying (KU KOTA TEPITTMO, HETPA AVTIUETOTICNG KOL AVTIOOTO)
H vrepdocoroyia pe to gufforio dev dnpovpyel TpoPAnUa.

3.11 Ewwkoi mepropicpoi ypiong ko €0KéEg ovvOnkeg ypnions, ovumeprrioppfoavopiveov
TEPLOPIGUAV GTY| YP1ON UVTIHIKPOPLOKOV KOl UVTITUPUGITIKAOV KTIVIOTPIKAV (PUPRIKEVTIKOV
TPOIOVTOV TPOKEPUEVOL VO TEPLOPLGTEL 0 KiVOLVOg avamTuéng avtoyng

Agv 1oyvet.

3.12 Xpévor avopovig

Mndév nuépeg

4. ANOXOAOI'TKEX IAHPO®OPIEX

4.1 Kmowdég ATCvet: QI07AA02 (gpPoiio adpavomoinpévou 10V, 10¢ TG AVCCAG)

5. DOAPMAKEYTIKA XTOIXEIA
5.1 Kopeg acopporotnreg

Agv glval yvoot Kopio.



5.2 Awpkewa ong

Atdpxelo {oNG TOL KTVINTPIKOV POPUUKEVTIKOD TPOIOVTOG COLPMVA LLE TI GUCKELOGIN TOANONC:
3 &

Aldpketo {ONG LETA TO TPMTO AVOLYLLO TNG GTOLYELDOOVS GVOKEVAGING: GUEST] YPNOM

5.3 Iowitepeg Tpo@uAGEELS KOTA TN QOAAEN TOV TPOidVTOG

Na puAdooetat og yoyeio (2 °C — 8 °C).

Na euAdooetal TPosTUTEVUEVO OO TO PG,

Na punv katoyvyetol.

5.4 ®von ka1 6HVOEST TG GTOLYELDO0VS CVOKEVUCIOG

Tomov I (yvdAwva eloAidio piag d0omg) Tov KAEIVOLV e EAUCTIKO MO BOVTLAIOV.

Kovrti pe 100 proridwa 1 660mg
Kovrti pe 1 @udAn twv 10 d6cewv

Mmropei va. unv KoKAOPOPOUV OAEG Ol GUOKEVAGIEC.

5.5 Ewwkég mpo@ura&els amdppiyng evog un yp1noomot)0£EvTos KTNVIeTPIKOD GUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] YPIGT TOL TPOIOVTOGS, UV VITAPYOVY

Ta pdppoka dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
XPNOYOTOOTE TPOYPAUUNTO ETOTPOPNG PAPUAK®Y Yol TNV OTOPPWYTN UN XPNOLOTOmBEvVImV
KTNVILTPIKOV (POPUOKEVTIKOV TPOIOVIOV 1] GAA®V VAIK®V 7OV TPOEPYOVIOL OO TN YPNOT TOLG
COUP®VO UE TIC TOTIKEG OMOLTHOELS KOL UE TUYOV €0VIKA CLUGTAUATO GLAAOYNG TOL 1GYVOVY YU TO
GYETIKA KTNVITPIKA QOPUOKEVTIKH TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Animal Health France SCS

7. APIGMOZXZ(OI) AAEIAYX KYKAO®OPIAX

57429/02-06-2020/K-0013001

8. HMEPOMHNIA IIPQTHE EI'KPIXHX

Hpepounvia Ing éyxpiong: 28/01/1987

9. HMEPOMHNIA TEAEYTAIAXL ANAGEQPHXHX THX [EPIAHYHEX TON
XAPAKTHPIZTIKQN TOY ITPOIONTOX

11/2023

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITIPOIONTOQN

Na yopryeitor HOVOV [e KINVIOTPIKT GLVTAYT].

Aemtopepeic TANPOQPOPIES Y10l TO €V AOY® KINVIOTPIKO QUPUUKEVLTIKO TTpoiov gival dwabéoiueg ot Pdon
dedopévav ¢ EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).
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