ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/L4R Avo@ilomoinpévo vAKO Kot EVOLmPTUO Y10, EVEGLLO EVOIDPTLLOL Y10,

GKOAOVG

2.  TTOIOTIKH KAI MIOXOTIKH XYNOGEXH
Kabe 06om 1 ml mepiéyst:
ApaoTIKEG Ovoies:

Avoorhomompévo Tuipe (Covravé eEacBevnuévo):

16¢ g vooov tov Carre, otédeyog CDV Bio 11/A

Adevoidc Tomov 2, otéreyog CAV2-Bio 13

IMopPoidc, THmov 2b, otéleyoc CPV-2b Biol2/B

16¢ g mapaiverovévilog THmov 2, atéheyoc CPiV-2 Bio 15

Evar@pnuo (adpavemomuévo):

Leptospira interrogans opoopdda Icterohaemorrhagiae,
opotumog Icterohaemorrhagiae otéheyoc MSLB 1089
Leptospira interrogans opoopdoa Canicola,

opotvmog Canicola, otéheyog MSLB 1090

Leptospira kirschneri opoopdda Grippotyphosa,
opotvmog Grippotyphosa, otédeyoc MSLB 1091
Leptospira interrogans opoouddo. Australis

opotunog Bratislava, otéleyog MSLB 1088

16¢ g AMocac, otéheyog SAD Vnukovo-32

* Molvopoarikr 60om 1otokeAMEpyelog SO Y.

koK MikpoovyKOAANON VTICOUATOG — AVTIKY] 0VTIOpOoT).
% AeBveic povadec.

AV0GOEVIGYVTIKI] 0VGiA:

Aluminium hydroxide

"Exdoya:

IHoroTiKi) 60vOeoN KOO OV Kol AAA®V
GUGTUTIKAV

Avo@riomomnuévo Tupa:
Trometamol

Edetic Acid

Sucrose

Dextran 70

Evaiopnpa:

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate
Disodium phosphate dodecahydrate
Water for injections

H mapovoiaon eivar  akdiovdn:

Avo@ILOTOMUEVO VAIKO: GTOYYMOES VAIKO AELKOD YPDUOTOG.

Evawopnua: pol ypodpo pe Aentod ilnuao.

Méywoto

10*! TCIDso* ~ 10>! TCIDso*
10*¢ TCIDso* ~ 10%* TCIDso*
10%* TCIDso* 106 TCIDso*
10*! TCIDso*  10%! TCIDso*

ALR** tithoc > 1:51
ALR** tithog > 1:51
ALR** tithog > 1:40

ALR** tithog > 1:51

1,8 —2,2 mg.



3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eion {oov

XK0OAOL.

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

Evepyntikn avocomoinon okOimv arnd v nikia tov 8-9 gfdopddmv:

—  wPOANYM TG OVNOIUOTNTOG KOl TOV KAVIK®Y GUUTTOUATOV TOL TPOKOAODVTOL OO TOV 10 TNG
vooov tov Carre,

— Yo TNV TPOANYN TS BvnodTTaG KOl TOV KAVIKOV GUUTTOUATOV TOL TPOKOAOLVTAL 0O TOV
0devoid THmov 1 Tov oKdAOD,

— Y10 TNV TPOANYN TOV KAVIKOV GUUTTOUATOV Kot TN UEIMOT TNG ATEKKPLOTG TOV 10V TOV
TPOKOAOVVTAL 0td TOV 0dEVOIO TOTOL 2 TOL GKOAOVL,

— Y10 TNV TPOANYN TOV KAVIKOY GUUTTOUATOV, T AEVKOTEVIO, KOL TNV OTEKKPIOT) TOV 100, TOL
TPOKOAOLVTAL 0td TOV TapPoid Tov GKVAOV

— Yo TNV TPOANYN TOV KAVIKOV GUUTTOUATOV (PtviKd Kot o@BoAIKO EKKplpLa) Kot TN peimon
NG AMEKKPIGTG TOL 10V TOL TPOKAAOVVTUL At TOV 10 TNG TAPUIVEAOVEVTLOC TOV GKOAOL

— Y10 TN TPOANYN TOV KAVIK®V GUUTTOUATOV, TNG HOADVOTG KOl TNG OTEKKPLONG LECH TMV
00pmV OV TTpoKaAOVVTOL amd TNV L. interrogans opooudda Australis ko opotumo Bratislava,

— Y10 TNV TPOANYN TOV KAVIKOV GUUTTOUATOV KoL TNV ATEKKPIoN LEGH TOV 0VP®V KoL TN
peimon g poAvveNg mov mpokalovvtal and v L. interrogans opoopdda Canicola kot
opotumo Canicola kou v L. interrogans opoopdda Icterohaemorrhagiae, kol opdtuTo
Icterohaemorrhagiae,

— Yo TNV TPOANYT TOV KAVIKOV GUUTTOUATOV Kol TN LEIMON TG LOAVVONG KOl TNG OMEKKPLONG
LEG® TV 0VP®V OV TPoKaAovvtal and L. kirschneri opoopdda Grippotyphosa kot opdtumo
Grippotyphosa kot

— Yo N TPOANYN TS BVNoUOTNTAG, TOV KAVIK®V GUUTTOUATOV Kot TG LOAVVGTC TOV
TPOKOAOVVTOL aTO TOV 10 TG ADGGOG.

Eykatdotaon avooiog:
- 2 gPoopddeg petd tov epdmos epfoiacud and v nhkio Tov 12 gfdouddmv yio T Aboca
- 3 gPoopddeg petd tov mpdto epuforacud yio CDV, CAV, CPV
- 3 gfdopadec petd TNV OAOKANP®GST TOL apytkob uforiacuov yuo CPiV.
- 4 gBoopddeg petd TNV OAOKAP®GN TOL apytkov eUPOAOGLOD Y10 TOLG TUTTOVG TNG Leptospira.

Aupkela ovoosiog:

TovAdyiotov tpia £Tn peTd Tov apykd eufoiiacud yio Tov Tov 16 TG vocou tov Carre, Tov adevoilo
OOV 1 ToL GKHAOV, TOV AOEVOIO TOTOL 2 TOL GKVLAOV, TOV TAPPOid TOL GKOLAOV, KOl TOV 10 TNG
Abooag. H didpketa tng avooiog kotd Tov CAV-2 dev enainfedtnke omd tpoxinon. Exet deybel 611 3
xpovio petd tov epportacud pe CAV-2 1o aviicopoto eivar axopa tapoévta. H tpocstatentikn
0vocoA0YIKY amokpion Katd tov CAV-2 mov oyetiletal e vOGO TOV aVATVELGTIKOD GLGTATOC,
Bempeiton 0T dropkel TovAdyIGTOV 3 YPOVIOL.

TovAdyiotov €va £T0¢ PeTd ToV apyIkd EUPOAAGUS Yo TOV 10 TNG TAPATVOAOLEVTLAG KO TOVG TOTOVG
g Leptospira. H 014pketo, TG avooiag yio T Aooa omodelytnke uetd omd Evav eppoilacud otnv
nAkio tov 12 gfdopdadmv.

3.3  Avrevositeg
Koapia.
3.4 E0kéc mpoEtdomoncELS

H wavonomrikn avosoandkpion egoptdror amd v HIapén TANP®S AVATTUYUEVOL GVOGOAOYLKOD
ocvotipatog. H avocogndpieia tov {dov propei va eaptdtar ond Stipopous TapayovTes
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GUUTEPIAAUPAVOLEV®Y TNE KAKNG KATAGTAOTNG VYELOG, TG OPENTIKNG KATAGTOONC, YEVETIKAOV
TOPAYOVTOV, TNG TOPAAANANG ANWYNC POPULOKEVTIKNG Oy®YNS KOl TNV KATOTOVN oM.

Avoocoloyikég avtdpdoelg ota CDV, CAV kot CPV cvuctatikd tov gpfoliov uropel kabvuatepnoovy
AOY® NG TOPEUPOANC UNTPIKAOV OVTIGOUATOV. Q0T000, TO ERPOAI0 £xel amoderyBel OTL mapéyet
TPOGTACIA EVOVTL TNG LOYEVOVE TELPOUATIKNG LOAVVOTG, TOPOLGIN UNTPIKAOV avTIcOUdT®VY Yioa CDV,
CAYV xat CPV o¢ enineda ica 1 vynAdTEPA 0O AVTA TOV EVOEXETOL VO, VITAPYOVY VIO TPOLYLOTIKEG
oLVONKEG. L€ TEPMTOGELG OOV AVOUEVOVTOL TO ETITESC TOV UNTPIKDY OVTICOUATOV VoL EIvat TOAD
VYNAL, TO TPOTOKOAAO EUPOAACUOV TPETEL VA, TPOYPOUUATIOTEL AVAAOYCL.

Na epfordlovior povo vy {oa.
3.5 Idwitepeg mpopuiaters Katd TN yp1ion

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

Na un ypnoiponoteital o€ {da TOL £(0VV GLUTTOUATO ADGGOS 1| €ivot VIOt Yo LOALVGT) amd TOV 10
™G AVoGOC.

Ta {ovtava eEacBevnuéva gpPortaxd oteréyn tov 100 CAV-2, CPiV ka1 CPV-2b pnopovv va
amofANBovv amd tovg epPoracuévoug okdAovs Petd Tov epfoltacpd. ‘Exet amoderybel anékkpion tov
CPV ywo dtdotnua uéxpt kot 10 nuepdv. Qo1660, AOY® TG YOUNANE TAH0YOVIKOTNTOC QVTOV TOV
OTEAEYDV, OEV EIVOL OTTOPALTNTO VO KPATIOVVTOL Ol EUPOAAGHEVOL GKOAOL YWOPLIOTA OO TOVG
aveufoAiactoug oKOAOLS Kot TiG KoTotkidieg yatec. To euporiaxd otéheyog CPV-2b tov 100, dev €xel
dokipootel og Ao copkoeaya (e e&aipeoT TOVG GKOAOVE Kot TIG KOTOKIOIE YATES) OV ivat
YVOoTO 0TL givan evad”| o€ TaPPoiohe TOV KUVOEIBMY KOl ETOUEVMS, Ol EUPOALOcUEVOL GKVAOL O
npénet va, Staympilovial amd avutd HeTd ToV EUPOAACHO.

Idwaitepec Tpo@LAGEELS TOL TTpémel vo. Aapavovial amd To GTOLO TOV YOPNYEL TO KINVIOTPKO
QOPULOKEVTIKO TTPOoidV oe LMo

e mepinton mov kot AdBog Kavete ovToéveon, va avalntioete auéomg aTpikni Pondeta Kot va
emOeiEete 6TOV 10TPO TO EGOKAEIGTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO TOL POPUOKEVTIKOD
TPOIOVTOC.

[dwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPPAAAOVTOC:

Agv 16y0EL.

3.6 AvemOvpnta coppavra

XKolot:
Xuyvé oidnua oto onueio g éveonc!
(1 émg 10 oo / 100 vd Bepameia
Loa):
Xravia avtidpaon vrepevorsdnocioc? (avapuiatio, ayyeooidnua,
(1 éog 10 oa / 10.000 vrd Bepaneia | kKuklopopikn Kataminéio, katdppevor, didppoia,
{oa): dvomvola, EUETOC)
ovope&io, petopévn dpactnploTnTa,
[ToAv ondvia vrepBeppio, AMBapyoc, ducpopia
(<1 Lo / 10.000 vrod Bepaneio (Do, | 0VOGOSOUEGOLOPOVUEVT] OUUOAVTIKT GVOLLio,
GUUTEPIAAUPAVOLEVDV TOV avooodiapesorafoipevn Bpoppornevia,
LUELOVOUEVOVY OVAPOPDV): ovocodiapesorafodevn moivopOpitida

"Eva mapodiko oidnuo (éog 5 cm) to onoio pumopei va eivar endduvo, Oepuod 1 epvbpod. Tétowa
owdnuarta gite e€apaviCovral avtdpoTa 1§ EAXYIOTOTOI0VVTOL LETA amtd 14 nuépeg amd Tov eufoilacud.



2Av ovpPet avtidpoon vrepevarcOnoiog 0o mpémet vo yopnyeitar 1 kordAANAn Oepomeia ympic
kaBvotépnon. Tétoleg avtidpaoelc pmopei va egdyfoiv oe o coPaprn KaTaoTOo™, 1) 0OTTOi0 UTOPET
va glvar amentiky yo ) Lon.

H avapopd averBountov cuoppdviov sivor onpovtikni. Emttpénet ) cvveyn topakolovdnomn g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTog. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUN O HECH KTNVIATPOV, E(TE GTOV KATOYO TNG GOELNG KUKAOPOPING T} GTOV TOTIKO AVTITPOCMTTO
TOV gite oV €Bvikn apuddio apyn LEC® TOL EBVIKOD GLGTAKATOC OVOPOPAC. Avatpiéte emiong otV
TEAEVTAIO TTOPAYPOPO TOV PVALOL OO YLDV YPNONG Y10 TA AVTIGTOLY O OTOLXEID ETKOIVOVING.

3.7  Xpnion katd v KON 061, TN Yorovyio | TNV @OTOKiN

Kinon kot T'odovyio:

Mmopei va, ypnoiporon el Katd tn dtdpKeLn Tov dEVTEPOL Kol TPITOL 6Tadiov TN eykvposvvne. H
UCQAAELD TOV TPOTOVTOG KATA TO OPYLKO GTASI0 TNG EYKLUOGHVNG Kol KATE T S1APKELN TNG YOAOLYIOG
dev €yet dtepevvnbet.

3.8 Alinliemopdaosig pe GALO QUPUOKEVTIKA TPOIOVTA KoL GAAEG HOPPES aAIAETIOPAGG

Agv VIApYOVV TANPOPOPIES GYETIKA [LE TNV OCQAAELN KOl TNV OMOTEAEGLLATIKOTITO AtO TNV YP1|OT| TOV
&v AOY® epfoliov pe omol0dnNToTe GALO KTNVINTPIKO Pdppoko. H ardpaon yio T xopiynomn tov gv
AOY® epfoliov Tpiv N HETE TN YOPTYNON OTOOVINTOTE AAAOD KTNVIOTPLIKOD (OPUAKOV, TPETEL VO
Aappdvetar katd mepinToo.

3.9 Oodoi yopriynong ko d0coroyio

Y7moddpia yopRynonm.

Aocoloyio Kot TpOTOC YOPRYNoNC:

AvaciotacT vtd donmreg cuvOnNKeg VO PLOAIIOV AVOPIAOTOINEVOL VALKOD LE TO EVOIMPT L.

Avakivinote koAl Kot apEowg eyyvoete vIToddplo GAO TO TEPIEXOLEVO TOV PLOALSIOV TTOV TTEPLEYEL TO
avacvotadéy dtdivpa (1 ml).

Eueavion tov avacvotabévrog euforiov: podl/ kdkkivo, 1 Kitpvemod e e, Bolepdmra.

Boowkd epforaxod mpdypappo:
Avo d6celg tov Versican Plus DHPPi/L4R pe pecodidotnua 3-4 gfdopndadec petd amd v nAkio tov
8-9 efdopddwv. H devtepn d6om dev mpémet va, yopnyeital Tpv omd v nAkio tov 12 fdouddmv.

Avooa

H 6pootikdtnTa Tov TUALITOS TOL 10V TG AVooag £xetl amodelyBel petd amd pia epdanaf 06on omd v
nAwio tov 12 efdopddmv og epyactnplakég perétes. Emouévog, pmopel va yopnyn0el og mpotn d6om
to Versican Plus DHPPi/L4. e avth v mepintwon 1 dgvtepn yopnynon tov Versican Plus
DHPPi/L4R dev mpénet va, yiveton Tptv amd T1g 12 gfoouddec.

Q61600, 68 PLEAETEG IOV £yvalV GE TTPAYLLATIKEG cuvOnkeg To 10% TV opoapyNTIKGOV GKOA®V dgv
eupavicayv opopetatponn (> 0,1 IU / ml) 3-4 gfdopddeg petd and epdmas apyikd euPolacud Kotd
g Aococ. Mepikd (ma propet eniong va unv epeavicovy titho >0,5 IU/ml petd tov apyikd
euPfortacud. Ot TiThol AVTICOUATOV TEPTOVY GTO SLACTNHO TOV 3 ETMV OV JUPKEL 1) 0vOsia, TOPOTL
01 GKUAOL )TAV TPOGTATEVIEVOL OTOV LOADVON KOV TEPAUOTIKG. Xe TePITTOoT TaSld100 GE TEPLOYES
Kwdvvou 1 ektog ¢ EE, o1 ktnviatpotl evdéyetot va entBopodv ) dievépyela emmpocdeTmv
gufolacucdv petd v nikia tov 12 efdouddmv yia vo eEac@oiicovy 0Tt ot EUPoALNGHEVOL GKOAOL
&yovv titho avticopdtov > 0,5 IU / ml, ) oroia Bewpeitan yeviKd 0¢ ETOPKOG TPOSTUTEVTIKT Kot OTL
TANPOVV TIG TPOOLOYPAPES TOV aanTovVTaL Yia vo Ta&déyet o {do (tithol avticoudtov > 0,5 TU /
mL).



e mepinton avdykne, pmopov vo eioAlacstodv oKOAOL TOL gival HkpdTepot TV 8 efdouddwv
KaBmg éxel amoderyBel  acPAAELD ALTOV TOL TPOIOVTOG G€ GKOAOVG NAKiaG 6 fdopdowy.

Hpdypoppo enavepufoMacion:

Mio pévo 66om tov Versican Plus DHPPi/L4R mpémet vo yopryeiton kabe 3 ypovia. Etioilog
enavepportacpog aratteiton yia tov 16 g Hapaiverovévilag, katl Tovg TOmovg ¢ Leptospira. Q¢ ek
TOVTOVL pia omAn 6601 Tov cvpPatov gufolriov Versican Plus PilL4 pumopel va ypnoponombei o
emota Bdon, OTm¢ omotteiTon

3.10 ZoprTOROTo VTEPIOGOA0YINS (KOl KATH TEPITTOGT, RETPU UVTIHETMOTIONG KOL AVTIOOTA)

Agv €ovv mapatnpndel aAlo avemBOunta cvopPdvio €KTO¢ amd ekelva TOL AVOPEPOVIOL GTNV

Tapdypoeo 3.6 petd amd ™ yopnynon 10-mrdciag 06ong tov gufoiiov. Qot0G60, Ge pia pEOYNeio

{owv Topatnpndnke mOvog 610 onueio g éveong apéowmg petd tn yopnynon 10midciog d6ong Tov

guporiov.

3.11 Ewwkoi mepropiopoi yp1)ong Kot E01KEG cuvONKeS ypfones, copmepriapfavopévey
TEPLOPLOUAV GTT] YP16T] GVTIUIKPOPLOKAOV KUl UVTITUPUGLTIKAOV KTNVINTPIKOV
QUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATVUENS UVTOYNS

To mpoidv avtd amoutel emionpo EAeYY0 anodEGUELOTS TAPTIOWV.

3.12 Xpodvor avapovig

Agv 1oyvet.

4. ANOXZOAOI'IKEX TAHPO®OPIEX
4.1 Kaoowog ATCvet: QI07AJ06

To euPorio mpoopileTar yio TNV EVEPYNTIKN AVOGOTOINGT VYDV KOLTUPI®V Kol GKOAMVY £VavTl
acfevelmv oV TPoKaAovVTaL ard ToV 10 TG vocov tov Carre, Tov TapPoid Tov GKOAOL, TOV AdEVOTO
tomov 1 ko 2 Tov 6KOAOVL, TOV 10 TG Tapaivelovévtiag, Tnv Leptospira interrogans opoopdda
Australis opotonov Bratislava, Leptospira interrogans opooudda Canicola opétomov Canicola,
Leptospira kirschneri opoopdado Grippotyphosa opotvmov Grippotyphosa kot Leptospira interrogans
opoopdda Icterohaemorrhagiae opotumov Icterohaemorrhagiae kot Tov 16 g AVocac.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopparotnreg

AOY® EAAEYNG HELETMV OoLUPATOTNTOG, TO TAPOV KINVIATPIKO QUPUOKEVTIKO TPOTOV OEV TPEMEL VOl
OVOLETYVOETOL E OANO KTNVIOTPIKG QOPUAKEVTIKA TPOTOVTA.

5.2 Awpkera Comg

Atdprera {ong TOL KTNVINTPIKOD POPUUKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUGKELOCTN TOANGNG: 2
SAtlngsm NG HETE TNV 0VOGVOTOCT] COUP®VA LLE TIG 0ONYIES: ALEST XPNoN

5.3 Iowitepeg mpo@urdéers kata T OLAEN TOV TPOIOVTOG

Noa puAdooetal Kot vo petapépetol og Yyoyeio (2°C - 8°C).

No punv Katoyvyetol.
No puAGcoETOL TPOSTATEVUEVO OO TO POC.



54 ®@Yon kol 6HVOES TGS GTOLYELDOOVS GVOKEVUGIUG

Tvédiwvo eraAidto Tomov I mov mepiéyet 1 8661 AvoPILOTOMUEVOD DAIKOD KAEICUEVO LIE EAAGTIKO
ToOpo omd BpoUofovTOALO Kot KOTEKL GAOVLVIOV.

Tvaiwvo elaAidto tomov I mov mepiéyet 1 ml evalmpnpuatog KAEIGUEVO e EAUCTIKO TN OO
YA®POPOLTOALO KOt KOTAKL 0AOVUIVIOV.

Meyébn cvokevaociog:

IMhaotikd Kovti mov mepi€yet 25 praida (1 66om) Avopilomotnpévon LAKOD Kot 25 @laAidwe (1 ml)
EVOLOPTLOTOC.

IMhaotikd kovti mov mepiéyet SO praida (1 66om) Avoeilomoinuévon vALKoD Kot 50 elaAiote (1 ml)
EVOLOPTLOTOC.

Mmropei va, unv KuKAOQOPOUV OAEC 0L GLOKEVAGIES.

5.5 Ewwéc npo@uratels amdppryng evog pn ypnoIponotf£viog KTNVIUTPLKOD QUPRIKEVTIKOD
TPOIOVTOG 1] GALOV VAMKAV TOV TPOEPYOVTOL 0O T1) P61 TOL TPOIOGVTOS, AV LTAPYOVY

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL LECH TOV ADUATOV 1] TV OIKIHK®OV OTOPANTOV.
XPNGILOTOIGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Y10 TV OTOPPIYT U1 XPNOOTOMOEVT®DV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®OV OV TPOEPYOVTOL amd TN YP1ON TOVG
GUUPMOVO, [LE TIG TOTIKES OMOTOELG KOt e TUYOV EBVIKA CLGTALATO GLALOYNG TTOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/2/14/163/001

EU/2/14/163/002

8. HMEPOMHNIA NPQTHXE EI'KPIXHX

Hpepopnvia 1 éykprong: 07/05/2014.

9.  HMEPOMHNIA TEAEYTAIAX ANAOEQPHEIHE THX IEPIAHYHZ TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

TBD

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOVoV e KTNVIOTPIKE GLVTAYY.

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivan dtabéoipeg otn faon
dedopévov g EE yia o ktnviatpikd mpoidvra.



ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

Koavévag



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIITXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/L4AR, Avo@lomoinuévo DAIKO Kol EVOUMPTLOL Y10, EVEGILO EVOLDPT|LLOL.

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

Kda0e 060om 1 ml mepiéyet:

ApuoTIKEG OVOiES:

Avogrromompévo Tupe (Covravo eEacevnuévo): EAlaypoto Méywoto
I6¢ TG vooov tov Carre 10%! TCIDs 103! TCIDsy
Adevoiog THmov 2 10%® TCIDso 1033 TCIDsy
IMapPoiog, Tomov 2b 10%* TCIDso 10%¢ TCIDso
I6¢ ¢ Hapaiverovévilag THmov 2 10%! TCIDs 10>! TCIDso
Evaiopnpo (adpavomompévo):

L.interrogans opdtomoc Icterohaemorrhagiae ALR tithog> 1:51
L.interrogans opdtomoc Canicola ALR tithog> 1:51
L.kirschneri opotumog Grippotyphosa ALR titAog > 1:40
L.interrogans opoétomog Bratislava ALR tithoc> 1:51
16¢ ¢ AMvooag >510

3. YYXKEYAXIA

25x 1 860m
50 x 1 660m

4.  EIAOX(H) ZQOY(QN)

YKOA 0L

| 5. ENAEIEEIZ

| 6. OAOI XOPHTHIHX

Ymodopla yopryynon.

7. XPONOI ANAMONHX
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‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd v avachotacn GUeST XpNon.

9. EIAIKEY XYNOHKEX AIATHPHXHX

Noa puAdcoeTal Kol VO LETAPEPETOL GE YLYELO.
Noa punv katoyvyetol.
Noa @UAACCETOL TPOSTATEVUEVO OTTO TO PMC.

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

AwPaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.

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

Na pvrdooetal o€ 0éom, TNV onoia de PAETOLY Kot dgv TPoceYYilovy Ta TOLdId.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/14/163/001
EU/2/14/163/002

‘ 15. APIOMOZX ITAPTIAAX

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

OIAAIAIA (1 AOXH AYO®PIAOIIOIHMENOY YAIKO)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/ L4R

tal

‘ 2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

DHPPi
1 8601

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd v avacvotaon GuecT Xpnon.
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 ML ENAIQPHMATOY)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/ L4R

tal

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

L4R
1 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}
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B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHT'IQN XPHXHX
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg
Versican Plus DHPPi/ L4R, Avo@ilomomuévo vAIKO Kol EVOLDPT L0 Y10 EVEGILO EVULMPTILA YLl
GKOLAOLG
2. 2ovleon
Kda0e 060on 1 ml mepiéyet:

ApOoTIKEG OVOiES:

Avoorromompévo Tunpa (Covrave e€aocdevnuévo): Erayioto Méyeto

I6¢ tng vosov tov Carre, otéheyoc CDV Bio 11/A 10>! TCIDso*  10>! TCIDso*
Adevoiog THmov 2, otéreyoc CAV-2- Bio 13 10*® TCIDso*  10°3 TCIDso*
IMopPoide, Tomov 2b, otéleyog CPV-2b- Bio 12/B 10%* TCIDso*  10%¢ TCIDso*

16¢ ¢ mapoiverovévilog Tomov 2, otéheyoc CPiV-2- Bio 15 10*! TCIDsp* 103! TCIDso*

Evaiopnpo (adpavomompévo):
Leptospira interrogans opooudoa. Icterohaemorrhagiae,

opotumog Icterohaemorrhagiae otéheyoc MSLB 1089 ALR** tithog > 1:51
Leptospira interrogans opoopddo Canicola,

opotvmog Canicola, otéheyog MSLB 1090 ALR** tithog > 1:51
Leptospira kirschneri opoopddo Grippotyphosa,

opotvmog Grippotyphosa, otéieyoc MSLB 1091 ALR** tithog > 1:40
Leptospira interrogans opoopddo. Australis

opotumog Bratislava, otéleyoc MSLB 1088 ALR** 1ithog > 1:51
16¢ g AMooac, otéheyog SAD Vnukovo-32 > 5 [UH**

* Molvoportikr 60on 1otokeAMEpyELag 50 %.
*k MikpoGLYKOAANGN GVTICOUATOS — AVTIKT OVTIOPOoT).
AteBveig povadeg.

seksk
Av0060eVIGYLTIKY] OVGiQ:

Aluminium hydroxide 1,8 - 2,2 mg.
H mapovoiaon etvar n akdérovdn:

Avo@LoTOMPUEVO VAIKO: 6oyymdAeg VAIKO AELKOD YPDUOTOG.

Evaiopnua: pol ypodpo pe Aemtod ilnua.

3. Eion Loov

YOOl

4. OepamevTIKég EVOEIEEIG

Evepynrtikn avocomoinomn okvlmv amd v nitkia tov 8-9 efdopddwv:
—  WPOANYM TG BVNOUOTNTOG KOl TOV KAVIK®V GUUTTOUATOV TOL TPOKOAODVTOL OO TOV 10 TNG
vocov tov Carre,
— Yo TNV TPOANYN TG OVNGIUOTNTOC KO TOV KAVIKOV GUUTTOUATOV TOL TPOKAUAOHVTOL OO TOV
00evoio TOmov 1 Tov oKVAOL,
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— Y0 TNV TPOATYN TOV KAVIKOV GCUUTTOUATOV Kot TN UEIMOT] TN OTEKKPIONG TOV 100 TOV
TPOKAALOVVTOL A0 TOV AOEVOIO TUTOV 2 TOL GKVAOV,

— Yo TNV TPOATYN TOV KAVIKOV GCUUTTOUATOV, T AEVKOTEVIO, KO TNV OTEKKPICT) TOV 100, TOL
TPOoKAAOVVTOL Ao TOV TaPPoid ToLv GKHAOL

— Y10 TNV TPOANY TOV KMVIK®OV CUUTTOUATOV (PVIKO Kot 0QBaAKO EKKPLLA) KO TN Peiwon
NG OMEKKPIGTG TOL 100 TOL TPOKAAOVVTOL OO TOV 10 TNG TOPOIVOAOVEVTLOS TOV GKOAOL

— Y10, TN TPOANYT TOV KMVIK®V GUUTTOUATOV, TNG HOAVVOTG KOl TNG ATEKKPIONC HECH TOV
00pOV OV TPOKAAOVVTOL Ao TNV L. interrogans opoouddo Australis kot opdtuno Bratislava,

— Y10 TNV TPOANYN TOV KAVIKOV GUUTTOUATOV KoL TNV OTEKKPLON LECH TOV OVP®V KoL TN
peimon ¢ LoAvVeNg mov Tpokalovvtal and v L. interrogans opoopdda Canicola kot
opotvmo Canicola kot v L. interrogans opoopudda Icterohaemorrhagiae, kot opdtumo
Icterohaemorrhagiae,

— oL TV TPOANYT TV KAWVIKOV GCUUTTOHATOV KOL Tr HEl®MON TNG LOAVVONG KAl TG OTEKKPLOTG
UEG® TV 0VP®V TTOV TPOoKahovvTal and L. kirschneri opooudda Grippotyphosa kot opdtumo
Grippotyphosa kot

— Yo TN TPOANYN TS BVNoUdTNTOG, TOV KAVIKOV GUUTTOUATOV Kot TS LOAVVGNC TO
TPOKAAOVVTAL atd TOV 10 TNG AVCCNG.

Eykatdotaon avooioc:
- 2 gfdopadec petd tov epAmas epPorlacud and v nikia tov 12 efSopuddmv yio t Avooa
- 3 gfdopadec petd tov mpwto epPforacud yio CDV, CAV, CPV
- 3 gBoopddeg petd v oAokApwon Tov apykov gppfoitacpod yio CPiV.
- 4 gBoopddeg petd TNV OAOKANP®GN TOL apytkov EUPOAOGHOD Y10 TOLG TUTOVG TNG Leptospira.

Aupkela ovooiog :

TovAdyiotov Tpia £11 HET TOV 0pYIKO eUPOAOGO Yo TOV 10 TG VOcoL Tov Carre, Tov 0dgvoid THTOV
1 Tov GKVAOV, TOV ABEVOTO TOHTTOV 2 TOV GKVAOV, TOV TAPPOT6 TOV GKOHAOL, Kot ToV 10 TG Avooag. H
duapkela g avooiag katd tov CAV-2 dev enainfevtnke amd mpokAnon. ‘Exet deyybei 6t1 3 ypovia
petd tov epfortacpd pe CAV-2 ta avticodpota sivor axopo topodvto. H mpoctatentiky avocoroyikn
amokpion katd tov CAV-2 mov oyetiletol Le VOGO TOL AVATVELGTIKOD GUGTHUOTOG, Oempeitor OTL
dwapkel TovAdyiotov 3 xpovia. Tovhdyiotov Eva £T0g LETA TOV apyKO EUPOALAGUO Y10 TOV 10 TG

TP iveAOLEVTLOC Kot TOVG TOOVG TG Leprospira. H dudpkeia tng avociog yio T ADGGO amodsiy ke
uetd omd Evav epPfortacud otny niikio tov 12 gfdouddmv.

5. Avtevoeigeig

Koapia.

6. Ewwkég mposidomomjoelg

Ewdwéc mpoerdomomoeis:

H wavoromtikh| avocoamdkpion eEaptdtol amd Ty VIapén TANP®G AVUTTUYUEVOD OVOGOAOYIKOD
ovotnuotog. H avocoemdpkeia tov {dov pmopet va e€aptdtol amd diapopous mapayovies
GUUTEPILAUPAVOLEV®V TNE KAKNG KOTAGTAONG VYELOG, TNG OPENTIKNG KOTAGTOONC, YEVETIKAOV
TAPAYOVTOV, TNG TOPAAANANG ANYNG POPLOKEVTIKTG 0ly®YNG KoL TNV KATATOVNOT).

Avocoloyikéc avtdpdoelg ota CDV, CAV kot CPV cvctatikd tov gufoliov umopei kabvotepncovy
AOY® ™G TaPEUPOANG UNTPIKOV OVTICOUATOV. 261060, TO UPOAI0 £xel amodelydei OTL mapEyet
TPOCTOGIO EVAVTL TNG 10YEVOVS TEPAUATIKIG LOAVVOTG, TOPOVGIN UNTPIKAOV avTic®udTov Yoo CDV,
CAV xat CPV o¢ enineda ica | vynAdTEpa od qLTA TOV EVOEXETOL VO, VITAPYOVY VIO TPOLY LOTIKEG
oLVONKEG. € TEPMTOGELG OOV AVOUEVOVTOL TO ETITESC TOV UNTPIKDY OVIICOUATOV VoL Elval TOAD
VYNAL, TO TPOTOKOAAO EUPOAAGUOV TPETEL VAL TPOYPOLLOTIOTEL OVAAOYOL.

Na epportalovior udévo vy {oa.
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[Switepeg TPOELAGEELS Y10 TV OGQAAT ¥pTIoN oTa €101 LOMV:
Na pn ypnoiponoteital o {dHo TOV £YOVV GUURTOWATO AVGCAG ) Eivat DTTOTTA V1o LOAVVGT OTd TOV 10
g ADGGOC.

Ta Covtava eEacBevnuéva epPortaxd oteAéyn tov 100 CAV-2, CPiV koaw CPV-2b umopoiv va
omoPAnBovv amd Tovg epPforlacEVoug GKOAOLS LeTd Tov epPoitacud. ‘Exetl amoderybel anékkpion tov
CPV ywo ddotnpa péxpt kot 10 nuepmdv. Qo1600, LOYm TG XOUNANG TAH0YOVIKOTNTOS CLUTOV TMV
OTEAEYMV, OEV EIVAL OTTOPALITNTO VO KPATIOVVTOL 0L EUPOAIAGHEVOL GKOAOL YOPLOTA OO TOVE
avePoAiacTovg GKOAOLE Kot TIG Kortotkioleg yatec. To euporiaxd otéheyog CPV-2b tov 100, dev €xel
doxpootel og Ao capkoeaya (pe e&aipeoT TOVG CKOAOVS Kot TIG KOTOKIOES YATEG), OV givat
YVOOTO 0Tl tvan el 6€ TaPPoiohe TV KUVOEIMY KOl ETOUEVMS, 01 ELPOALOCHEVOL GKVAOL Oal
npénel va, Staympilovial amd oavTd HETd TOV EUPOAAGHO.

Idwitepec TpouAGEELC TOL TPémel va AauBdvovTal amd To ATOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TPOidV oe (ha:

Xe mepinton mov koTd AdBog Kavete 0vToéveon, va avalnTioete aUEéowm TPk Pordeta Kot va
emdei&eTe OTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGIO TOV TEPPAAAOVTOC:
Agv 1oy0eL.

Eyxopocivn ko yohovyio:

Mmropei va ypnoiporon el katd tn S1dpKeLe. Tov deVTEPOL Kot TPiTov oTadiov TG eykvpocvvne. H
0o@AAELD TOV TPOIOVTOG KT TO apyIKO GTAOI0 TNG EYKVUOGUVNG Kal KOTd T dldpKeLa TG Yolovyiog
dev €xel dtepevvnbet.

AMNAETOPAEOELC e GAAD QOPUAKEVTIKG TTPOTOVTO KO AALEG HOPPEG OAANAETIOpAOC:

Agv VIAPYOVV TANPOPOPIES GYETIKA [LE TNV OCPAAELN KL TNV OMOTEAEGILATIKOTITO OtO TNV YP1OT| TOV
&v AOY® gpfoliov pe 0mo10dNToTE GALO KTNVINTPIKO Pdppoko. H ardeaon yio T xopiynomn tov gv
AOY® epfoliov Ttpiv N LETE TN YOPTYNON OTOLOVINTOTE AAAOD KTNVIOTPIKOD (POPUAKOV, TPETEL VAL
AapPavetal kotd mepinTmon.

Ynepdocoroyia:

Agv &yovv mapatnpnBel dAla avemBOuNTa cupuPdvia eKTdS amd EKEIVA TOL OVOPEPOVTAL CTNV
mapdypaeo 7 (AvemBdunta cuoppdvia) petd amd  yopnynon 10-tidcioag 066G Tov epforiov.
Qo16060, o€ Lo petoynoia (dov Tapatnpndnke T6vog 6To onueio g £veong apEC®G LETA TN
yopnynon 10mAdoiag 666mg Tov epforiov.

Ewdwoi mepropiopoi ypnong kot edikég ouvOnkeg ypnong:
To mpoidv avtd amartel emionpo Ay 0 OmTOIEGUEVONG TAPTIOWV.

Kopiec aovpfatdres:
AOY® EAAEIYNG LELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV OgV TPEMEL VAl
OVOUELYVOETOL [1E GAAD KTVIOTPIKA QOPLUAKEVTIKE TPOIOVTAL.
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7. AvemOounta coppavra

Yxorou

Soyva (1 €wg 10 {ma./ 100 vd Bepomeio (da):

oidnua oto onueio e éveonc!

Yrdvia (1 éwg 10 {oa / 10.000 vro Oepaneio {hay):

avtidpoon vrepevarsinoiac? (avapuratio, ayystooidnuo, kKukhopopiky katamAinéio, katdppevon,
dlappota, dOLGTVOLd, EUETOC)
avopetio, Letmuévn paoTnplOTNTO

[ToA omdvia (<1 {mo / 10.000 vrd Bepameio (Do, cLUTEPIAAUPBOVOUEVOV TOV UEUOVOUEVOV OVOPOPDYV):

vepBeppia, AMBapyoc, ducpopia
0vOGOaUEGOAUPOVLEVT] OLUOAVLTIKNY OvoLpic, avocodtapecolafoduevn Bpopfonevia,
avocodlapesorafoiuevn molvapOpitidn

"Eva mapodiko oidnuo (éog 5 cm) to onoio pumopei va ivar endduvo, Oepuod 1 epvbpd. Tétowa
owdnuata gite e€apavifovral avtdpoTa 1§ EAXYICTOTOI0VVTOL LETA amtd 14 nuépeg amd Tov euPoiacud.

2Av ovpet avtidpaon vrepevaicOnciog Oo mpémet va yopnyeitan N kotdAnin Oepameio ywpig
kaBvotépnon. Téroleg avtdpaocelc pmopel va eEglyBovv og mo cofapn KatdoTaon, 1 ool propel
va givar ametAntikn yo ) {on.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
acQALELNG EVOC TTPOIOVTOC. EdvV Tapatnprioete omotadnmote avemOOunTn evEPYELQ, AKOWO KoL OV OV
OVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNoNG N AUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOV
QopuaKov, mapoKaAeichs vo ETKOIVOVICETE, KATApPYAS, LE TOV KTNViaTpd coc. Mmopeite emiong va
avaQEPETE OTTOLUONTOTE AVETIOOUNTO GLUPAVTE GTOV TOTIKO AVTITPOCHOTO TOV KOTOYOV TNG GdE1g
KLUKAOQOPIOG YPNOIUOTOLDVTAG TO GTOLYEIN EXIKOVAOVING GTO TEAOG OLTOV TOL GUALOL 0OMNYLDV
YPNONG, 1 LECH® TOL EBVIKOV GOC GLOTNHIATOG OVOPOPAS .

EBvikdc Opyaviopuog @apudrmv
Meocoyeimv 284

GR-15562 Xolapyog, Adnva

TnAk: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
Iototomog: http://www.eof.gr

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOPIYNONG
Ymodopla yopriynon.
Boowd epfolaxd mpdypappio:

Avo docelg tov Versican Plus DHPPi/ L4R pe pecodidotnuo 3-4 eBSopddes netd amd tny nAikio tov
8-9 gfdopddmv. H devtepn 66on dev mpémel va yopnyeital mptv omd v nhkio tov 12 fdopddmv.

Avooa:

H 6pootikdtnTa Tov TUALITOS TOL 10V TG AVooag £xel amodetyBel petd amd pia epdanaf 06omn omd v
nAwio tov 12 efdopddmv oe epyactnplaxég perétes. Emouévog, pmopel va yopnyn0el og mpdtn d6om
to Versican Plus DHPPi/L4. e avth v mepintwon 1 dgvtepn yopriynon tov Versican Plus
DHPPi/L4R dev mpénet va, yiveton Tptv amd T1g 12 gBoouddes.

Qo61660, 68 HELETEC TTOV £yvay G€ Tpaypatikég cuvOinkeg To 10% TV 0poapPVNTIKAOV GKOA®V dEV
eupavicay opopetatponn (> 0,1 IU / ml) 3-4 efdopddeg petd and epdmas apyikd euPolMacpd Kotd
g Aococ. Mepikd (ma propet eniong va unv epeavicovy titho >0,5 IU/ml petd tov apyikd
gupforacud. Ot Tithol avTICOUATOV TEPTOVY GTO SLACTNUN TOV 3 ETMV TOV JLOPKEL 1) 0vOGia, TOPOTL
01 GKUAOL )TAV TPOGTATEVIEVOL OTOV LOADVON KOV TEPAUOTIKG. Xe TEPITTOOoT TaSld100 GE TEPLOYES
Kwdvvou 1 ektog ¢ EE, o1 ktnviatpot evdéyetat va emtbupodv ) dievépyela emmpocdeTmv
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guPoiacuayv petd v nlkio tov 12 gfdouddmv yia va eEacaricovy 0Tt ot epoAacEVoL GKOAOL
&yovv Titho avticopdtav > 0,5 TU / ml, ) onoia Bempeitar yevikd o¢ ETAPKMG TPOSTATEVTIKT KO OTL
TANPOVV TIG TPOJLOYPAPES TTOV ATOLTOVVTAL Yo VoL TaEWEYEL To Mo (TitAot avticopdtmy > 0,5 TU /
ml).

e mepinton avdykne, pmopov vo epolacstodv oKOAOL ToL ival pkpdtepot TV 8 efdouddwv
KkaBdg €xel amodelyel  acPAAELN AVTOD TOV TPOTOVTOC G€ GKLAOVG NAKING 6 EBSOUAd®V.

Hpdypoppo exavepfoiacon:

Mia povo 66com tov Versican Plus DHPPi/L4R mpémet va yopryeitor kabe 3 ypovia. Etiotog
enovepforacuodc amatteitot yro tov 10 g Hapaiverovévilag, kai Tovg TTovg g Leptospira . Qg ex
To0UTOL pia amAn 6601 Tov cupPatov epforiov Versican Plus PilL4 umopei va ypnoyonombei oe
gtnota faon, OTwG amotteital.

9. Oonyieg Yo T 6T Lopiynon
Avaciotact vtd donmreg cuvOnKeg VO PLOAIIOVL AVOPIAOTOINEVOL VALKOD LE TO EVOIDPT L.
Avakivnote koAl Kot apéowg eyyvoete vToddplo GAO TO TEPIEXOLEVO TOV PLOALSTIOV TTOV TTEPLEYEL TO

avacvotadéy dtdivpa (1 ml).

Eugdvion tov avacvetadévioc eufoiriov: pol/kokkivo, N KItpvemod pe fmio, Ooiepdtnra.

10. Xpdvor avapoviig

Agv 1oy0eL.

11. EIAIKEX YXYNOHKEX AIATHPHXHX

Na euAdooetol o 06om, TV omoia de PAETOLV Kal dev mTposeyyilovy Ta Tondd.

Na pvidooetar kot va petapépetal o€ yoyeio (2°C - 8°C).

Na punv katoyvyetot. No pUAGGCETOL TPOGTUTEVUEVO AT TO PG,

Na pn ypnotpomoteital antd 10 KINVIATPIKO QOPUOKEVTIKO TPOIOV LETA amd TNV Nuepounvio ANENG
OV avaypapetal otV eTikéTa petd to Exp. H nuepounvia Aféewg ovumintel pe v televtaio nuépa
TOL GUYKEKPYEVOL U VOL.

Avgpxera {ong uetd v ovacDoTooT COUP®VO UE TIG 00N YiES: dueon ypnon.

12. Ewwkég mpo@urdiers amoppryng

Ta papuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIOKMOV OTOPANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GUUPMOVE, [LE TIG TOTIKEG ATOITNOELG KOt e TUYOV 1oybovTa eBvikd cvotiuate cuAloyne. Ta pétpa
VTE OTOGKOTTOVY GTIV TPOGTAGI TOL TEPIPAAAOVTOC,.

Svppovievbeite Tov kTNvioTpd GOG 1 TOV POPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPNOLLOTTONOEVTOV QUPUAK®V.

13. Ta&vépnon TOV KTNVIATPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yopryeitar HOvVov e KTNVIOTPIKT GUVTAYT).
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14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

EU/2/14/163/001-002

[MhaoTikd Kovti mov mepi€yet 25 raida (1 366m) AvoPilomonpévon LAKOD Kot 25 elaAide (1 ml)

EVOIOPNUOTOC.

[Mhaotikd kovti mov mepiéyet SO praAida (1 66om) Avoeilomotnuévon vAKoD Kot 50 elaAiota (1 ml)

EVOLOPTLOTOC.

Mmropei va, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIEC.

15. Hpepounvia tedevtaiog avabe@pnong Tov GUALOV 00NYIAOV YPNGNS

Aentopepeic TANPOQOPiEg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabféciues ot

Béon dedopévav g EE yia ta ktnviatpikd tpoidvra.

16. Xroyegio emxovoviog

Kéroyog tne ddstog KukAoQopiac:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béhyo

TMopackevaotnc LTevLHVVOC Yo TNV aTEAELOEP®ON TOV TOPTIOWV:

Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane
Togyia

Tomkol ovTITpPOoMTOL KO GTOLYELN EMKOWVMVINC Y10 TNV ova@opd tidavoroyoduevay avemfountov

EVEPYELDV:

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

Peny6auka bunarapus

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

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
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tel:+370

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

EALGoo

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

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
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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
tierarzneimittelsicherheit@zoetis.com

Polska

Zoetis Polska Sp. z o.0.
ul. Postgpu 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 Romania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,
Cladirea 2, Etaj 1-3, Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479
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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
Danmoérku

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

Kvmpog

Zoetis Hellas S.A.
DOpaykokkAnoids 7, Mopovot
15125, Attikn

EAMGOQ

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. Alheg minpo@opisg

To euPoiio mpoopileTar yio TNV EVEPYNTIKN AVOGOTOINGT VYDV KOVTUPLDV Kol GKOA®MV £VOVTL
aoBevel®dv mov TpokaAovvTol ard Tov 10 TG vocov tov Carre, Tov TapPoid Tov GKOAOL, TOV 0dEVOTIO
Tomov 1 kot 2 Tov 6KOAOL, TOV 10 TG Tapaivelovévtlag, Tnv Leptospira interrogans opoopada
Australis opétvnov Bratislava, Leptospira interrogans opoopdda Canicola opotomov Canicola,
Leptospira kirschneri opoopddo Grippotyphosa opotvnov Grippotyphosa kot Leptospira interrogans

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvasgka

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
namésti 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

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

opooudda Icterohaemorrhagiae opotvmov Icterohaemorrhagiae kot Tov 16 TG AVGGOC.
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