DOYAAO OAHT'IQN XPHXHX:
INMEVA, evéoylo evoumpnpo

1. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAYX KYKAO®OPIAX
KAITOY KATOXOY THX AAEIAYX ITAPAXKEYHZX I1IOY EINAI
YIHHEYOYNOX I'TA THN AITIOAEXMEYXH ITAPTIAQN, E@OXON EINAI
ATA®OPETIKOI

Kdatoyog g ddstog KukAoQopiog Kot TopaoKeLUoTHE VIELHVVOC Y10 TV ATOSEGLEVLON TOV
TOPTIOWV:

Laboratorios Hipra, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

2 ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

INMEVA, gvéoyio evoudpnuo

3. XYNOEXH XE APAXTIKH(EX) OYXZIA(EX) KAI AAAA XYXTATIKA
Kd&be 660om tov 2 ml mepiéyet:

ApUoSTIKE GVGTOTIKG:
Inactivated Chlamydia abortus strain

Inactivated Salmonella enterica subsp. enterica serovar Abortusovis strain Sao....................
RP*>1

*H oyetkn dpaoctikétnta (Relative Potency) kaBopiletar péow ELISA, ypnoylonoidvtog
éva gPOAL0 avopopds Tov Exel amodelyBel ATOTEAEGLLOTIKO.

AVO0GOEVIGYVTIKEG OVOIES:

Aluminium hydroxide (ATUMINIUM).......coviiriititirt et et e e e reere e
5,29 mg

DEAE Dextran

Ynolevko gvaidpno

4. ENAEIZH(ELY)

IMa v evepyntikn avoconoinon tv {OoV yia ) Lel®or TV KAVIKOV GOUTTOUATOV
(amoPoin, Bvnoryévela, Tpmun Bvnopudtra Kot vrodeppio) TOV TPOKAAOVVTAL OO
Chlamydia abortus, tov arofoidv mov mpokaiovvtal amd Salmonella Abortusovis kot yio
ueimon g éxkpiong Kot TV 600 maboyovav amd poivouéva (ha.

O gpPoMacpog KOADTTEL OAOKAT PN TNV TTEPL0dO KLUNGNG, OTAV YopnYEiTOL GOUPOVA LE TO
GUVICTMUEVO TPOYPALLATE EUPOALACHOD.

S. ANTENAEIZEIX



Na punv ypnotponoleital oe mepinTmon vrepeLUGONGIag 6T dPACTIKA CLOTATIKA, GTIC
OVOGOEVIGYVTIKEG OVGIEG 1 G€ KATO10 A0 TA, EKOO0YO.

6. ANEIIIOYMHTEX ENEPT'EIEX

Mo ynAoenTr| TOTIKY OVTIOPOUGCT) GTO GNUELD TNG EVECTG, TTOL UTOPEL VO ELPAVICTEL TEPITOV
1 eBdopdda petd Tov ELPOMACHO, TPOEKVYE TOAD GLUYVA OTIG LEAETEG. ZTIG TEPLOCOTEPES
TEPUTTMOELS, 1] AVTIOpaoT ivol Lo £0C LETPLOL Kol VITOY®PEL EVTOG 2 €fOOUAdwV Ywpic
Oepomeio. e 0pIoUEVES LEUOVMUEVES TTEPITTMGELS, OL AVTIOPAGEIC OVTEG UTopovV va pOAGovV
Ta 6 cm 0AAG 1] SIAUETPOC TOVG PELDVETOL TOYVTATA EVTOG 2 UEPDV YWOPIG TNV AVAYKN
Bepamneiog.

Y1ic peréteg, o avénon ot Beppokpacio Tov codpatog £g 1,0 °C Tpoékuye moAD cuyva
1 nuépa petd Tov gpPoiaco. Avtni 1 eraPpLd aHENCT] VTOYDPNCE AVTOUATO EVTOG 24 OpDV.

H ocvyvomto tov avemBountov evepyeidv kabopiletal og akolovbwmg:

- ToAD ouyvn (mepiocdtepo amd 1 ota 10 vd Bepaneio (Do Tapovclalovy avemBounTeg
EVEPYELEQ)

- ovyv1 (Tteplocotepo amd 1 aidd Aydtepo amd 10 {da ota 100 vid Bepameio (da)

- un ovvnBopévn (tepiocotepo and 1 adAdd Atydtepo amd 10 {da ota 1000 vd Oepaneia
&)

- ondvia (tep1ocotePo and 1 ahdd Atydtepo amd 10 {oa ota 10.000 vid Oepameio {ha)

- oAb omavia (Ayotepo amd 1 ota 10.000 vrd Bepaneia (do, cvumeptiappfavouévov
LELOVOLEV®V OVOPOPDV)

Edv mapotnpnoete omolodnmote avemiBount evépyela, kO KOl 0V OEV AVOPEPETOL GTO
e00KAETO DOALO Odnyidv Xpnong 1 apEPAAETE Y10 TNV ATOTEAEGLOTIKOTITO TOV
PUPUAKOV , TOPUKOAEIGOE VO EVILLEPDTETE GYETIKMG TOV KTNVIATPO GOC.

Evalloktikd kdvte yprion tov Bvikod cuGTAHOTOC AvaQOopdg:
EBvikdc Opyaviopog @apudkwv (EOD)

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQQN

[Ipo6Bata (mpoPartiveg)

8. AOXOAOITA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

INo ypron o TpoPativeg amd Ty NAKia TOV 5 UNvov Kot LETA.
Aodon: 2 ml pécm VTodOPLUG EVESTG, TOW® GO TOV MO GTNV TEPLOYN TV TAELPOV (TAELPIKY
Bmpakikn TepLoyn).

Boaoucog spfoacpoc:

Ta (oo Ba mpénet va Aapfdvovy 2 d6celg Tov eufolriov pe pecodidotnpa 3 gfdopddmv. H
TPMOTN 066N Ba TpémeL va, xopnyeital TOLVAGYIGTOV 5 BSOUASES TPV TNV TEXVITY
OTEPLUTEYYLON NTNV O)ElD, EVD 1 devTEPT dOOT TTPETEL va yopnyeitar 3 eBoopdadeg petd tnv
TPAOTN 0OG.




Enavepfoloaopog: pio povov evioyvtikn 66on (2 ml) npénet va yoprnyesitar 2 efdopddec mpv
amd KaOe texvN T Yoviporoinon 1 tnv oxeia, aAAd oyt apyodtepa omd 1 xpovo PETA TOV 0pyIKO
Baockd eppforlacuo.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

AVoKIVoTE KOAG TPV amtd TN (P1oN Kol TEPIGTUCIUKA KATA TN SLApKELO TNG XOPNYNONG.
Aopnote 1o euPorio va pbdoel o Bepuokpacio dopatiov (15 - 25 °C) apwv amd ) yopnynon.
Xopnyeite vd donmnreg cuvONKes. Ba TPEMEL VO, XPTGLULOTOIOVVTAL LOVO OTOGTEPMOUEVES
oVPLyYEG Kat BELOVEG.

10. XPONOX ANAMONHX

Mnodév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puAdooetal oe Béon, Tnv omoia dev PAETOLV Kal dev mpoceyyilovv To Tod1d

dvldocoete Ko petapépete o yoyeio (2°C - 8°C)

Mnyv KoatayOyeTe.

DVAACGETOL TPOCTATEVUEVO OTTO TO POC.

No un ypnoonoteitonr oo T0 KTNVILTPIKO QOPUAKEVTIKO TPOTOV UETE amd TNV MUepoUnvia
AMENG Tov avaypdeetoal oty eTkéTa petd T AHEH.

Avdpxeta {ong Petd to TPMTO GvOryUa TNG GTOYEIDMOOVS Guckevaciag: 10 dpeg.

12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)

F1dwn mposdonoinon(eic) yia kabe gidoc Loov:
Noa gppoitdlovtar povo vym Loa

g eKTPOPEG LLE EMAVUAUUPOVOLEVES OVOTOPAYMYIKEG ATAPOYES TTOV TPOKOAOVVTOL OO
Chlamydia abortus 1/xat Salmonella Abortusovis, 8o fjtav oxomo va dtatnpnOet Eva vynAd
eminedo avooing 6To KOmAot.

ISwitepec TpoLAGEELC TOL TPEmeL va AauBdvovTol amd To GTOUO TOV YOPTYEL TO KTNVINTPIKO
OOPUOKEVTIKO TtpoidV e Loas

Y& mepintmon Tuyaiog avtoéveong, va avalnTnoete auécmc Tpikn fondeta Kot va
emdei&ete 6TOV 10TPO TO ECAOKAEIGTO PVAAO OONYIDV ¥PNCEWDS 1) TNV ETIKETO, TOV
QOPULOKEVTIKOV TPOIOVTOG.

Eyxvpocvvn ko yarovyio:
H acpdiela tov gpfoliacpon £yel amodeyel katd tnv S1GpKea TNG EYKLHOGVVNG KO TNG
yoAovyiog, KoOMG KOl 1] OTOTEAECUATIKOTNTO KATA TO d€HTEPO TPITO TNG KVUTONG.

Alniemdpdoeig pe GALa QOPUOKEVTIKE TPOTOVTA Kot GALEG HOPOEC AAANAETISpOOTC:

AgV VITAPYOVV TANPOPOPIEC GYETIKA LE TNV ACPAAELD KOL TIV OTOTEAECUOTIKOTNTO OO TNV
YPNON TOL €V AOY® eUPOAIOV LE OTOLOONTOTE AALO KTNVINTPIKO (papuako. H amdeaon yia
XOPNYNON TOL €V AdY® ePoriov mpv N} LETE 0 TN XOP1YNOT OTOL0dNTOTE GAAOV
KTNVITPKOD QOpUAKoL, Bo tpémet vo AapPaveTol KTl TepinTmaon.




AcvufatotnTec:
No unv avoperyvoetot e GALO KTNVIOTPIKO pAPLLOKO.

13. EIAIKEX ITIPO®YAAEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN
IIOY NPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

To @appoko dev TPEMEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1] TV OIKIOKMOV OTOBANTOV.
YvuPovievbeite Tov KTNVIKTPO GOG TOV PUPIOKOTOLO GOG Y10 TOV TPOTO AIOPPIYNG TOV
ypnoyomombéviov eappudkmy. Ta HETpa avTd 0mOGKOTOVY GTIV TPOCTAUCiK TOV TEPPAALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'IQN
XPHXEQX

10/2024

15. AAAEX ITAHPO®OPIEX

Xaptovévio kovuti pe 1 gaAido PET twv 5 d6cemv (10 ml).
Xaptovévio kovuti pe 1 grarido PET twv 25 d6cemv (50 ml).
Xaptovévio kovuti pe 1 @aAidto PET twv 50 d6cewv (100 ml).
Xaptovévio kouti pe 1 graAido PET twv 125 66cewv (250 ml).

Mmropel va unv KukAo@opoOV OAEG 01 GUCKEVAGIES.

IMa omoladmote TANPOPOPin GYETIKA LE TO TOPOV KTNVIOTPIKO PUPUOKEVTIKO TPOidV,
nmopokaAeiche va anevBuvheite 6TOV TOTIKO AVTITPOGMITO TOV KATOYOV TNG AOEL0G
KuKAoQopiag.

TOITIKOX ANTHIPOZQIIOX:
HIPRA EAAAX AE.

A. Abnvov 80 & Mnpidvou 2-4
10441, Abnva

TnA: 210 4978660



