ITAPAPTHMA 1

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPI/LAR A0o@thomotmuévo DAIKO Kot EVOIDPTUE Y10 EVEGUO EVOLDPTLO Y10

GKOAOLG

2. MHOIOTIKH KAI IOXOTIKH XYNGEXH
Ka0e 660on 1 ml mepiéyet:
ApuoTikég ovoieg:

Avoguromtompévo Tunnae (Covravé eacBevnuévo):

I6¢ ¢ vooov tov Carre, otéheyoc CDV Bio 11/A

Adevoiog Tomov 2, otéreyog CAV2-Bio 13

IapPoidc, Tomov 2b, otéheyog CPV-2b Biol2/B

I6¢ ¢ TapaiverovéviCag Tomov 2, otéleyog CPiV-2 Bio 15

Evaigpnpo (adpovomrompévo):

Leptospira interrogans opoopddo. Icterohaemorrhagiae,
opotumog Icterohaemorrhagiae otéheyog MSLB 1089
Leptospira interrogans opoopdda Canicola,

opdrtumog Canicola, otéleyoc MSLB 1090

Leptospira kirschneri opoouddo Grippotyphosa,
opotunog Grippotyphosa, otéheyog MSLB 1091
Leptospira interrogans opoopdda Australis

opotuTog Bratislava, otéieyog MSLB 1088

16¢ ¢ Mooag, otédeyog SAD Vnukovo-32

* Molvoparikh d6om 1otokodépyetog S0 %o.

** MikpoGvYKOAAN G OVTICOUATOG — AVTIKT avTidpaon.
**E - Aebveic povadec.

AvV060EVIGYLTIKY] OVGid:

Aluminium hydroxide

"Exodoyo.:

IMowoTtiKi] 60vVOEGT EKIOYOV KAl GAL®V
GVGTUTIKAOV

Avo@riomomuévo Tufqua.:
Trometamol

Edetic Acid

Sucrose

Dextran 70

Evaiopnpao:

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate
Disodium phosphate dodecahydrate
Water for injections

H napovciaon givat i akdAovdn:

AVOPILOTOMUEVO VAIKO: GTTOYYDOEC VAIKO AEVKOD YPOUATOG.

Evoidpnua: pol ypodpo pe Aemtod ilnpa.

Méyoto

10> TCIDso*  10°! TCIDsp*
10*8 TCIDsg*  10>° TCIDso*
10*3 TCIDsg*  10%¢ TCIDso*
103! TCIDso*  10°! TCIDso*

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

ALR** tithoc > 1:51
2 5 IU***

1,8-2,2mg.



3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eiom {owv

XKOAoL.

3.2  OgpamevTikég evoEi&elg Yo kKaOg gidog {Mov

Evepynrtikf| avocomoinor okvAmv ond v nAkia tov 8-9 féopddmv:

—  TPOANYN NG BVNGIUOTNTOC KOl TOV KAVIK®OV GUUTTOUATOV TOV TPOKAAOVVTOL 0Td TOV 10 TNG
vooov tov Carre,

— ywo TNV TPOANYT TG BVNOIUOTNTOG KOl TOV KAVIKOV GUUTTOUATOV TOV TPOKAAODVTOL OTO TOV
0dgvoid TOmov 1 Tov oKvAOD,

— Y10 TNV TPOANYN TOV KAVIKOV CUUTTOUATOV Kot TN PLEI®oT) TNG OmEKKPIoNS TOL 100 OV
TPOKAALOVVTAL OO TOV AOEVOTO TUTOL 2 TOL GKOAOV,

— Y10 TV TPOANYT] TOV KAMVIKOV GOUTTOUAT®V, T AEVKOTEVIO KAl TV ATEKKPIGT TOV 10V, TOV
TPOKaAOLVTAL 0Td TOV ToPPoid TOL GKVAOV

- yuo TNV TPOANYT TOV KAIVIKOV COURTOUATOV (PIVIKO Kol 0QOaApIKO EKKPLLO) KoL T HElDO
NG OMEKKPIOTS TOV 100 OV TPOKAAOVVTOL OTTO TOV 10 TNG TAPAiveAoVEVTLaS TOV GKOAOV

— Y10 TN TPOANYN TGOV KMVIKOV GUUTTOUATOV, TNG LOAVVONG KOl TNG OTEKKPLONG LECW® TMV
00pmV 1oL TpokorovvTol amtd tnv L. interrogans opoopdda Australis kot opotono Bratislava,

— Y10 TV TPOANYT TOV KAVIKGOV COUTTOUATOV KoL TNV ATEKKPLOT LEGH TV 0VP®V KoL TN
ueiwomn g poAvveng mov Tpokaiovvtal and v L. interrogans opoopdda Canicola kat
opdturo Canicola kot v L. interrogans opooudda Icterohaemorrhagiae, kot opdtomo
Icterohaemorrhagiae,

— YL TNV TPOANYT] TOV KAVIKOV GUUTTOUATOV KoL T Hel@on TG LOAVVONG KOt TNG OMEKKPIONS
UECH TV 0VPOV OV Tpokaiovvtar amd L. Kirschneri opoopdda Grippotyphosa kot opdtumo
Grippotyphosa ka1

— yw T TPOANYM TG OVNOUOTNTAS, TOV KMVIKGV CUUTTOUATOV Kl TG LOADVOTG TOV
TPOKOAOVVTAL 0TO TOV 10 TG AVCOG,

Eyxotdotoon avooiag:
- 2 efdopddeg petd tov epdmal epfolacud omd v niio tov 12 fdopddov yio ™ Avcca
- 3 efdopddeg petd tov mpdto epPortacud ywu CDV, CAV, CPV
- 3 gPdopddec petd v ohokAfpmaon tov apytkod epporiacuod yioa CPiV.
- 4 gBfdopddeg petd TV oAOKANP®GN TOV apyikol epforiacuod yia Tovg THTOLE TG Leptospira.

Awipkelo avoociog:

TovAdyiotov tpia £Tn PETE TOV 0PYIKO EUPOAIOGUO Yo TOV TOV 10 TG VOGoL Tov Carre, Tov adevoid
TOHmov 1 Tov oKVAOV, TOV AdEVOTO THTTOV 2 TOL GKVAOV, TOV TAPPOTO TOV GKHAOL, Kot TOV 10 TNG
Abooag. H didpreia g avooiog kotd Tov CAV-2 dev enainfedtnke omd mpdxkinon. Exet deybel 6t 3
xPOVIo, puetd tov epportacpd pe CAV-2 1o avticopato sivol akdpo tapdvia. H mpootatentikni
avocoloyikn andkpion kotd Tov CAV-2 mov oyetiletal e vOGO TOV OVOTVEVGTIKOD GUGTHILOTOG,
Bewpeitor 6T1 drapkel TOLAGYIGTOV 3 YPOVIA.

TovAdyiotov €va £10¢ LETA TOV apYIKO EUPOALACUO Y10 TOV 10 TG TAPAIVOEAOVEVTLOC KOl TOVG TUTOVG
¢ Leptospira. H didpkeia g avooiag yio t Avoco anodeiymke uetd amd Evov epufolacud oty
nAwia tov 12 gfoopddmv.

3.3  Avrevositeg
Koapia.
3.4 Edwkég mposidomonioelg

H wavomointikn avocoandkpion e€aptdtat amd Ty Vopén TANPOE AVITTUYUEVOD AVOGOAOYIKOD
ovotiuatoc. H avocoemdpkeia tov {dov umopei va eEaptatat amd d1dpopovg TopayovTeg
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GUUTEPTLOUPAVOUEV®V TNG KOKNG KATAGTAONG VYELNS, TNG OPETTIKNG KATAGTAONC, YEVETIKMV
TAPAYOVIOV, TNG TOPAAANANG ANWYNG PAPUOKEVTIKNG OY®YNG KOl TNV KOTATOVNOT).

Avocoloyikéc avtdpdoeic ota CDV, CAV kot CPV cvotatikd tov epporiov propei kabvotepricovv
AOY® TG TapEUPOANG UNTPIKAOV AVTICOUAT®V. 26T060, TO EPPOA0 Exel amoderybel OTL mapEyet
TPOGTAGIN EVOVTL TNG LOYEVOVG TTEPALATIKNG LOAVVOTG, TOPOVCIH, UNTPIK®Y avTIoOUATOV Yo CDV,
CAYV xot CPV og ernineda ioa 1 vynAotepa amd 0T TOV EVOEYETOL VOL VITAPYOVY VIO TPOLYLLOTIKES
oLVONKEG. Te TEPIMTAOCELS OOV AVOUUEVOVTOL TO EXITEDC TOV UNTPIKDOV AVTICOUATMV VO, EIVOL TOAD
VYNAQ, TO TPOTOKOAAO EUPOALAGILOV TPETMEL VO TPOYPULUUATIOTEL AVAAOYQL.

Na epportdlovratl povo vym Loa.
3.5 Iowitepeg mpo@uAaiels Katd ™ (prion

Idwitepec TPoUAGEELS Yo TNV ac@OAN Ypnon oto £ion omv:

Noa pn ypnoponoteiton oe {da mov £x0VV CVUTTONOTO AVGGOG 1 lval VomTa Yo LOAVVGT| omd TOV 10
g ADGGOC.

Ta Lovtava eacOevnuéva epporokd otedéyn tov 100 CAV-2, CPiV kat CPV-2b umopoiv va
amoPfAnBovv and Tovg epPforlacuévong okvAoVg uetd Tov epuforiacud. ‘Exet anoderydel anékkpion tov
CPV yuw sdotpa péxpt kot 10 nuepdv. Q61600, AdYm TG XOUNANS TefoyoviKOTNTAG QVTMV TV
OTEAEXDV, OEV €lVOL ATOPAITNTO VO KPOTIOVVTOL Ol EUPOALACHUEVOL GKOAOL Y®PLOTE 0O TOVG
avepfoMactovg okvAoLG Kot TG Kotokidteg yates. To gppoitokd otéhexoc CPV-2b tov 100, dev €xel
dokipaotel og GAAa capko@dya (pe eEaipeoT) TOVG GKOAOVG Kot TIG KOTOWKIOES YATES) TOL Etvot
YVOoT6 0Tt etvar evadn oe mapPoiove TV KUVOEDY Kol EMOUEVWMGS, Ol ERPoAlocLEVOL GKVUAOL Bal
pémel va dtaympilovtol amd avtd petd tov epforlacd.

Idwaitepec TpoeLAGEEIC TOV TTPEmel vo AauBdvovtor amd To GTOUo TOV YOPNYEL TO KINVIOTPIKO
QOPUAKEVTIKO TTPOioV og Lda:

X mepinton mov kaTd AdBog KAVETE AVTOEVEST], Va ovalNTNOETE AUECHS 1 TPIKT Pfonbeta Kot va
emdei&ete 0TOV 10TPO TO ECAOKAEIGTO PVAAO OONYUDV YPNOEWDS 1] TNV ETIKETO TOL POPLOKEVTIKOV
TPOIOVTOC.

[Swaitepec mPo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPAAAOVTOC:

Agv 1oyvet.

3.6 AvemOdunrta cvppavra

YxovAoL
Zoyva oidnpo oo onusio g éveonc
(1 émg 10 Lo/ 100 vrd Oepomeio
{oa):
Erivio avtidpaon vrepsvoicOnciog? (avapoiatio, ayyelooidonpuo,
(1 éw¢ 10 Cwa / 10.000 vrd Bepomeion | KukAo@opiky KatamAn&io, Katdppevon, diappola,
{oa): dvomvola, EUETOC)
avopeia, petmpuévn dpactnploTnTo
[ToAd ondvia vrepBeppio, ANBapyog, duspopia
(<1 Lo / 10.000 vad Oepaneio {da, | 0VOGOSIOUEGCOAUPOVUEVT] OUUOAVTIKY CVOLLLia,
CLUTEPILAUPOVOUEVOV TOV avocodtlapecorafoipevn Opopponevia,
UELLOVOLEVMY OVOPOPDV): avocodlapesorafovuevn moAvapOpitida.

YEva mapoducéd oidnpa (o¢ 5 cm) to omoio pmopel va givar enddvvo, Beppd 1 epvdpd. Tétota
ownuota gite eapaviCovrol avtopata 1 eraylotonolobvtot PeTd and 14 nuépeg omd Tov euPolacuo.



2Av ovppei avtidpaocn vrepevarcOnoiog Ba Tpémet va yopnyeitar 1 KatdAAnAn Oepameio yopic
kabvotépnon. Tétoleg avtidpaocelg umopei va e€elybovv o€ mo cofapn Katdotaon, 1 oroia propet
va givot amenTikn yuo T Con.

H avaeopd avemiBountov couBdviov sivor onuavtikn. Emtpénet  cvveyn mapakoiovbnon g
0oQAAELNG EVOC KTNVIATPIKOD QOPUAKEVTIKOD TPOTdvToG. Ot avapopés TPENEL VO ATOGTEALOVTOL, KATA
TPOTIUNOT HECH KTNVIATPOV, €T OTOV KATOYO TNG GdEL0G KuKAopopiag gite oty €0vikn appodia
apyn LEC® TOV €BVIKOV GLOTNLOTOG AVOPOPAS. AVATPEETE GTO PUAAD 0O YLDV YPNONG Yo TO
avtictolya ototyeio emkovaviog.

3.7  Xpnion Katd TV Kuom, TN yorovyio 1 TNV ©OTOKiN

Kdnon ko 'olovyio:

Mrmnopet va ypnoiponon et katd tn didprela Tov devTEPOL Kot Tpitov oTadiov TG eykvpoovving. H
0CQAAELD TOV TTPOIOVTOG KOTA TO 0PYLKO GTAOL0 TNG EYKLLOGVVNG Kol KATA TN S1APKELD TNG YoAoLyioG
dev €yel depevvnet.

3.8  Almiemopdosic pe GAAo QUPPUOKEVTIKG TPOIOVTU Ko GAAES pop@Eéc arrnAemiopaocng

Agv vépyovv TANPOPOPIES GYETIKA LE TV ACPAAELD KOL TNV ATOTEAECUOTIKOTNTO OO TNV PO TOV
€V AOY® gUPolriov e omolodnmote dALO KTNVIaTPIkd apuako. H amdeaon yia T xopiynon tov v
AOY® guPoriov TPy 1 LETA TN YOPTYNOT OTOLOVINTOTE AAAOV KTNVIATPLKOV PUPUAKOL, TPETEL VOl
AopBavetor Katd mepintoon.

3.9  0Odoi yop1ynong Kot d0c0royia

Yrodopia yoprynon.

Aocoloyia Kot TPOTOG YO YNoNG:

Avoobvotaon vd donmteg GUVONIKEG EVOS PLOASIOVD AVOPIAOTOINUEVOD DAKOD LE TO EVOLDPTLLOL.

AVOKIVIOTE KOAQ Kol OUESMG EYYVOETE LTOOOPLA OAO TO TEPLEYOUEVO TOV PLOALIIOV OV TEPIEXEL TO
avaocvotadéy ddivpa (1 ml).

Epgdvion tov avacvotadéviog gpfoiiov: pol/ kékkvo, 1| Kitpvend pe nrio BorepdtnTa.

Baowod gufotad mpdypappas
Avo d6celg tov Versican Plus DHPPi/L4AR pe pecodidotnua 3-4 efoopddeg petd and v nikio tov
8-9 efdopdadmv. H devtepn d6om dev mpénet va yopnyeitan wpv amd v nAikio tov 12 gfdopddmv.

Avocca

H dpaotikdtnTo Tov TUHaTOG TOV 100 TG Abocag Exel amoderydel petd and pia epdmas d6on amod tnv
niikio tov 12 gfdopddmv oe epyaoctnplokés peaétec. Emopuévac, pmopel va yopnynbet og mpotn 06om
1o Versican Plus DHPPi/L4. ¢ avtf Vv mepintoon 1 dedtepn yopnynon tov Versican Plus
DHPPi/LA4R dev mpémet va yivetot mpv omd T1g 12 fdopddec.

Qo1600, 08 PLEAETEC TOL EYIVAV GE TPOYLOTIKEG cLVONKEG TO 10% TWV 0POAPVNTIKOV GKOAMY dEV
gpupavicav opopetatpony (> 0,1 IU / ml) 3-4 efoopddeg petd amd epdmal apykd ufoitacud Kotd
g AMococ. Mepikd {ma pmopei eniong va pnv gppavicovy titho >0,5 IU/ml petd tov apyikd
euporacpd. Ot titAol avTICOUATOV TEQTOVY GTO SACTNUO TV 3 ETMV TOV SlapKel 1 avocio, TapoOTL
01 GKVAOL )TOV TPOGTOTEVUEVOL OTOV LOAVVON KOV TEPAUOTIKA. XE TEPITTO®ON TALLO100 OE TEPLOYEG
Kwvovvou 1 ektog ¢ EE, ol ktnviatpot evoéyetal va emBopovy T dievépyela emmpochetmv
guporacudv petd TV nAkia Tov 12 gfdopddwv yia va eEacpalicovv 6Tt o1 elPoAlacpéVol GKOAOL
&xovv titho avticopdtov > 0,5 IU / ml, n omoia Bewpeiton yevikd oG emapKdG TPOGTATEVTIKY KOl OTL
TANPOVV TIG TPOSLOYPOPES TOV amattovvToL Yia vo, Taldéyel To (dho (tithol aviicopdtoy > 0,5 U /
mL).



Ye mepinton ovaykng, Uropohy va UPoAacTobV GKOAOL TOV ivol pikpoTePOL TV 8 EfdoUAdmV
KkaBdg €xel amodelyBel  acPAAELD AVTOL TOL TPOIOVTOG GE GKLAOVG NAKING 6 EBSOUAd®V.

Hpdypappo eravepfoMacuov:

Mia pévo 66om tov Versican Plus DHPPI/LAR mpémet va yopnyeitot kébe 3 ypovia. Etmotog
emavepufolacpog anatteiton yio tov 16 g Hapaiverovévtlog, kot tovg thnovg g Leptospira. Q¢ ek
TovTOL pia oA d6on Tov cupuPatod guPoriov Versican Plus Pil4 pmopei va ypnoipomomOei o
gtota faon, 6mwg omatteiton

3.10 ZopntdOpoto vTEPO0GOL0YiNS (KUl KOTA TEPIATWOON, HETPO UVTIUETOMTICNG KAl OVTIO0TA)

Aev €xouv moapatnpndel dAAa avemBOunto cupPdavia ekTOG amd EKEVOL TOL CVOQEPOVIOL GTNV

Topaypaeo 3.6 petd amd t yopnynon 10-mtidciog 66ong tov epfoiriov. Q6T6GO, € Lo peEOYNQio

{owv mopatnpnonke T6vog 610 onueio g éveong apéomg petd ™ yoprynon 10midciag 666ng Tov

gupoiiov.

3.11 Edwkoi wepropiopoi yp1ong Kat s101kéEG VO KES Yprions, sopmeprioppfavopiveov
TEPLOPLOUAV GT1] YP16T UVTLKPOPLEKAOV KUl UVTITUPUGLTIKAV KTNVILTPIKOV
QUPULIKEVTIK®V TPOIOVTOV TPOKELUEVOV VU TEPLOPLGTEL 0 KiVOLVOS avATTUENG avVTOYNS

To mpoidv avtd amaitel ETioNUo EAEYYO ATOOEGUEVCTG TAPTIO®V.

3.12 Xpovor avopovig

Agv 1oyvet.

4. ANOXOAOI'IKEX IAHPO®OPIEX
41 Kaodwog ATCvet: QI07AJ06

To euPorio mpoopileTal yio TNV EVEPYNTIKY 0lVOCOTOINGT) VYLDV KOLTAPRIDY Kot GKOA®V EVavTl
acfeveldv Tov TPoKaAoLVTAL 0Td TOV 10 NG vOcov Tov Carre, tov TapPoid Tov 6KOAOL, TOV 0deVoid
tomov 1 ko 2 Tov okdrov, Tov 16 NG mapaiverovévilag, Tnv Leptospira interrogans opoouddo
Australis opdtumov Bratislava, Leptospira interrogans opoouddo Canicola opdtomov Canicola,
Leptospira kirschneri opoopdda Grippotyphosa opoturov Grippotyphosa ko Leptospira interrogans
opoopdda Icterohaemorrhagiae opdtumov Icterohaemorrhagiae ko tov 16 g Adooag.

5. PAPMAKEYTIKA XTOIXEIA

51 Kopieg aovoppatotnteg

AOY® EMhenymg LeAETOV 0GVUPOTOHTNTOC, TO TAPOV KTNVIATPIKO QOPHAKEVTIKO TPOTOV OV TPEMEL VO
OVOUETYVOETOL UE GAND KTNVIOTPIKE POPUAKEVTIKY TPOTOVTA.

5.2  Awpkero {ong

Atdprero {oNg TOL KTNVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG COUPMVO. LE TN GCUCKELACIN TOANCNG: 2
ngKSLa NG HETA TNV OVOGVOTOCT COLLP®VO LE TIC 00NYIES: AUEST) XPIoN

5.3 Iowirepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

No purhdoocetat Kot vo petopépetal o€ yoyeio (2°C - 8°C).

No punv xatoyivyetat.
No uAGCCETAL TPOGTUTEVUEVO OO TO PG,



54  ®von ko 6OVOEST TNS GTOLYELDO0VS GVCKEVUGING

TMvédwvo erarido Tomov I mov mepiéyet 1 661 AwoPILOTOIMUEVOD DAKOD KAEIGUEVO LE EAAGTIKO
TONO and PpoHoBouTHAO Kol KOTAKL GAOVIVIOU.

T'vaivo eloAidto tomov I mov mepiéyet 1 ml evolmpLaTog KAEIGUEVO |LE ELUGTIKO T OO
YA®POPOVLTOALO Kol KOTTAKL GAOVLLVIOV.

Meyé0n cvokevosiog:

IMiootikd kovti mov mepiéyet 25 eraridia (1 d6om) Avoeilomomuévon vAKoH kot 25 erolidio (1 ml)
EVALOPTNLLOTOG.

Maotkd kovti mov mepiéyet S0 prarida (1 d6om) Avoprhomompévov vAKoL kat 50 eroAidw (1 ml)
EVALOPTNLLOTOG.

Mrmopet va. pmv KukAoQOopoOV OAEG Ol GUCKEVAGIEG.

55  E10wkég Tpo@uAa&els amdppyng vog pun yp1notomo)0£vTog KTNVIATPLKOD QUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL BTO T YP1)OT] TOV TPOIOVTOC, OV VITAPYOVY

Ta @appoxo dev TPEMEL VA, AmOPPITTOVTIOL HECH TOV AVUATOV 1] TOV OIKIOKAOV AToPANTOV.
XPNOLUOTOGTE TPOYPAULOTO ETGTPOPNS POPHAKDV YL TNV OTOPPLYT UN XPTCLOTONOEVTOV
KTNVIOTPIKOV QAPLOKEVTIKMY TPOIOVIMOV 1] GALDY VAIK®OV TOL TPOEPYOVTAL OO T YPHOT TOVG
GUUO®VO LLE TIG TOTIKEG OMOLTIOELG KOt [LE TUYXOV €6VIKA CLGTAUATO GVALOYNC TTOV 1oYVLOVV YO TO.
GYETIKA KTNVLIOTPIKE POPLOKEVTIKE TPOTOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/14/163/001

EU/2/14/163/002

8. HMEPOMHNIA ITPQTHE ET'KPIXHX

Huepounvia 1" éykpiong: 07/05/2014.

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHYX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

TBD

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor LOvVoV e KINVIOTPIKT GUVTOYT].

Agmtouepeic TANpoPopies Yo To eV AOY® KINVIATPIKO PUPLOKELTIKO TPoidv givar dtabéoieg ot fdon
dedopévav g EE yuo to ktnviotpikd Tpoiova.



ITAPAPTHMA 11
AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévag



ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIIXHMANXH
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IHAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEZQTEPIKH XYXKEYAZXIA

KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/L4AR, Avo@ilomotnuévo DAIKO Kol EVOLMPTILO Y10 EVEGLLO EVOLDPT L.

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

KaBe doon 1 ml mepiéyet:

ApuoTIKEG 0VGIES:

Avogriomompévo Tpqpe (Covravo e£acBevnuévo): ELayoto Méywoto
16¢ g vooov tov Carre 10%! TCIDso 10°! TCIDso
Adevoioc Tomov 2 10%¢ TCIDsp 105* TCIDsp
[apPoidc, Tomov 2b 10** TCIDsp 105¢ TCIDsp
16¢ ¢ Hapaiverovévilag THmov 2 10%! TCIDso 10°* TCIDso
Evaiopnpue (adpavemompévo):

L.interrogans opdtumog Icterohaemorrhagiae ALR tithog > 1:51
L.interrogans opdtvmog Canicola ALR tithog > 1:51
L.kirschneri opotumog Grippotyphosa ALR tithog > 1:40
L.interrogans opdtumog Bratislava ALR tithog > 1:51
16¢ g Mooag >51U

3. YXYXKEYAXIA

25 x 1 860m
50 x 1 d6om

4. EIAOX(H) ZQOY(QN)

YkOAOL.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Yrodopia yoprynon.

7. XPONOI ANAMONHX

11



‘ 8. HMEPOMHNIA AHEHX

Exp. {pp/ecee}

Metd v avacioTacn GUEST) XpIon.

9. EIAIKEX XYNOHKEX ATATHPHXHX

Noa @uAGCoETOL Kot VO LETOQEPETAL GE YVYELD.
Noa punv KatoyvyeTol.
No pUAGCCETOL TPOCTATEVUEVO OO TO PAG.

10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHTI'IQN XPHXHX [TPIN AITO TH XPHXH»

AwPaote T0 PUALO 0INYIDOV XPNONG, TPV ATO T PN ON.

11. OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH>»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPIOM.

12.  OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOZETTIZOYN TA ITAIAIA»

Na puAdooetatl og Béomn, TV omoia o€ PAEmOLV Kal dev mpooeyyilovy Ta moudid.

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. APIOMOX ITAPTIAAX

Lot {apOuog}
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

OIAAIATIA (1 AOXH AYO®IAOIIOIHMENOY YAIKO)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/ L4AR

tal

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

DHPPI
1 d6om

| 3. APIOMOX MAPTIAAY

Lot {op1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {up/eeee}

Metd v avacicTtocn QUeEST XpNon.
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 ML ENAIQPHMATOY)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi/ L4R

tal

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

L4R
1ml

| 3. APIOMOX MAPTIAAY

Lot {op1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {up/eeee}
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B. ®YAAO OAHI'TQN XPHXHX
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1.

OYAAO OAHI'TQN XPHXHX

Ovopocio T0V KTNVIOTPIKOD QUPUIKEVTIKOD TPOIGVTOG

Versican Plus DHPPi/ L4R, Avo@Aomompévo DATKO Ko EVOLMPT L. Y10, EVEGILO EVOLDPTLLOL Y10
GKOAOVC

2.

YovOeon

Kabe 060om 1 ml mepiéyet:

ApuoTIKEG 0VGIES:

Avoorhomompéve Tunpa (Covrové eEacBevnuévo): E\éyroto Méyoto

16¢ g vocov tov Carre, otéheyog CDV Bio 11/A 10** TCIDsp*  10°! TCIDso*
Adevoiog Tomov 2, otéheyog CAV-2- Bio 13 10%¢ TCIDso*  10°2 TCIDsp*
[apPoidc, Tomov 2b, otékexoc CPV-2b- Bio 12/B 10** TCIDso*  10°° TCIDsp*

16¢ TG mapaivorovéviiag Tomov 2, otédeyoc CPiV-2- Bio 15 103! TCIDse* 105! TCIDso*

Evouopnuo (adépoavomomuévo):

Leptospira interrogans opoopada Icterohaemorrhagiae,

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

opotunog Canicola, otéhexyog MSLB 1090 ALR** tithog > 1:51
Leptospira kirschneri opoouddo Grippotyphosa,

opdrtumog Grippotyphosa, otéleyog MSLB 1091 ALR** tithoc > 1:40
Leptospira interrogans opoopdda Australis

opoOtumog Bratislava, atéleyoc MSLB 1088 ALR** tithog > 1:51
I6¢ tng Mooag, otéleyoc SAD Vnukovo-32 > 5 |U***

*

**

*k*k

MoMvoparikr 66on wotokeAMEpyelog S0 %.
MiKpoGLYKOAANGT OVTICOUATOG — AVTIKT avTidpaon.
Atebveic povadec.

AV0GOEVIGYVTIKI] 0VGiA:

Aluminium hydroxide 1,8-2,2 mg.

H mopovciaon givor n akdiovdn:
AVOPILOTOMUEVO VAIKO: GTTOYYDOEC VAIKO AEVKOD YPDOUATOG.
Evaiopnua: pol ypopo pe Aemtod inuo.

3. Eion {owv
XKOAoL.
4. OepoamevTikég gvositelg

Evepyntikn avocsonoinon okvilmv omd v nAkio tov 8-9 gfdopddmv:

TPOANYT TNG OVNOIUOTNTOG KAl TOV KAVIKGOV GUUTTOUATOV OV TPOKAAOVVTOL OO TOV 10 TG
vocov tov Carre,

Yo TNV TPOANYN TG BVNOUATNTOG KOL TOV KAIVIKOV GUUTTOUATOV TOL TPOKAAODVTOL OO TOV
0devoid Tomov 1 Tov oKOAOL,
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— Yo TV TPOANYT TOV KAMVIKGOV GOUTTOUATOV Kol T1 HElOoT TS 0méKKPIoNS TOL 100 TOV
TPOKOAOVVTAL 0TO TOV adEVOTIO TOTTOV 2 TOL GKOAOVL,

—  yuo TNV TPOANYT] TOV KAIVIKOV GUUTTOUATOV, T1 AEVKOTEVIN Kl TV OTEKKPICT] TOV 100, TOL
TPOKAAOVVTAL 0O TOV TopPoid ToL GKOAOL

— YuoL TNV TPOANYT] TOV KAIVIKOV COUTTOUATOV (PIVIKO Kol 0@OaApKO EKKPLLO) KoL T HElDo
NG OMEKKPIONG TOV 100 TOV TPOKAAOVVTAL At TOV 10 TNG TaPAIVEAOVEVTLAG TOV GKUAOL

— Y10 T TPOANYT TOV KAWVIKGOV GCUUTTOUATOV, TNG LOADVONG KOl TG OMEKKPLONG LEGH TOV
o0pwV 1oL TTpokarovvTal ard tnv L. interrogans opoopdda Australis kot opotvmo Bratislava,

—  Yuo TNV TPOANYT] TOV KAIVIKOV GUUTTOUATOV KOL TNV OTEKKPIOT LECH T®V 0VPOV KoL TN
peioon g poéAvveng mov tpokaAovvtol oo TV L. interrogans opoopdda Canicola kot
opdrtumo Canicola kat tv L. interrogans opooudda Icterohaemorrhagiae, kot opdtomo
Icterohaemorrhagiae,

— Y10 TV TPOANYT] TOV KAVIKOV COUTTOUATOV Kol T Lelmor TG HOAVVONG KoL TNG ATEKKPIONG
HEC® TV 0VpmV TTov Tpokarovvtat ard L. Kirschneri opoopdda Grippotyphosa kot opdtumo
Grippotyphosa kat

— yw T TPOANYT TG BVNOIUOTNTAS, TOV KMVIKOV CUUTTOUATOV Kol TG LOAVVOTG OV
mpokalovvTal amd Tov 16 TG AVCoaG.

Eykatdotaon avooiag:
- 2 gfoopddec petd tov epanal eppfortacud amd Ty nAkio tov 12 eféopddwv yia t Avcoa
- 3 gfdopddeg petd tov Tpdto epPortacud yiuo CDV, CAV, CPV
- 3 gBdopddeg petd TV 0OAOKAPp®GT TOL apytkoV gpupoitacuov yio CPiV.
- 4 gfdopddeg HETA TV OLOKAP®GT TOL apyIKoD eRoAlocpo Yo Tovg TOTOVG TG Leptospira.

AldpKelo ovooiog :

TovAdyiotov tpia £Tn peTd Tov apykod epufoiiacud ya tov 16 T vocov tov Carre, tov adgvoio tomov
1 Tov 6KOAOV, TOV AdEVOTO TOTTOL 2 TOL GKVLAOV, TOV TOPPoT6 ToL oKOAOL, Kot TOV 10 TG Avocac. H
duapkela g avooiog katd tov CAV-2 dev emainfevtnke amd tpokAnon. ‘Eyet deiydei 611 3 ypovia
petd tov epPortacuod pe CAV-2 1o aviiodpoto eivor axopa mopdvte. H Tpoostatentikn ovosoroyiky
anokpion katd tov CAV-2 mov oyetileTan Le VOGO TOL AVATVELGTIKOD GUGTHUATOS, Oempeitor OTL
dwapkel tovAdyiotov 3 ypdvia. TovAayloTov Eva £T0G LETA TOV apy KO EUPOAOGUO Y10, TOV 10 TG
napaiverovévilog Kot Tovg Tumovg tng Leptospira. H dudpketa tng ovosiag yio tn Aoco amodeiytnke
petd omd évav epPfoilacud oty nhkio tov 12 gfdopddmv.

5. Avtevoeiteg

Koapdia.

6. Ewkég mposidomon)oels

Ewdwéc mposidomomoelic:

H wavomointikn avocoandkpion e€aptdtat amd Ty Vopén TANPOS AVITTUYUEVOD AVOGOAOYIKOD
ovotiuatoc. H avocoemdpieia tov {dov uropei va eEaptatat amd S1dpopovg TopayovTeg
GUUTEPTLOUPOAVOUEV®V TNG KOKNG KATAGTAONG VYELONS, TNG OPETTIKNG KATAGTAONG, YEVETIKOV
TOPAYOVIOV, TNG TAPAAANANG AYNG QOPUAKEVTIKNG OYWYNE KAl TNV KATATOVI o).

Avocoloyikéc avtdpdoeic ota CDV, CAV kot CPV cvotatikd tov epporiov propei kabvotepricovv
AOY® TG TapePPOANG UNTPIKAV AVTICOUAT®V. 26T060, To EUPOMO Exel amoderybel OTL mapéyet
TPOGTAGIO EVOVTL TNG 10YEVOVG TEPALATIKNG LOAVVOTG, TOPOVCIH, UNTPIK®Y avTIoOUATOV Yo CDV,
CAV xat CPV o¢ enineda ica 1 vynAdTEP 0O AVTA TOL EVIEXETAL VA, VITAPYOVY VIO TPOLYUOTIKEG
ouVOTKeG. Ze MEPIMTAOCELS OOV AVOUEVOVTOL TO. EMITEDD TOV UNTPIKDOV AVTICOUATMV VO EIVOL TTOAD
VYNAQ, TO TPOTOKOAAO EUPOALAGIOD TPEMEL VO TPOYPULUUATIOTEL AVAAOYQL.

Na epporrdlovral povo vym Loa.
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[Switepec TPoQLAGEELS Yo TNV 0GQaAN Yprion ota £idn (hav:
Na pn ypnoonoteitat 6€ {do TOL £XOVV GUUTTOUATE AVCCAG 1| ElvaL VTOTTA Y10, LOAVVGT| OO TOV 10
™¢ AOGGoC.

Ta Lovtava e&acBevnpuéva epporokd oteréyn tov 100 CAV-2, CPiV ka1 CPV-2b propodv va
oamofAn0ovv amd Tovg epporlacuévong okOAOVE HETA ToV epPoilacud. ‘Exetl amodeiybel anékkpion tov
CPV yia oo péypt ko 10 nuepdv. Qot660, AOY® TS YOUNANS TaB0YOVIKOTNTOS OVTMV TWV
oTEAEYMDV, OEV EIVOL OTOPOLTITO VO KPATIOVVTOL Ol EUPOAGHEVOL GKOAOL YMPIGTA OTTO TOVG
avepuPpoAlactoug okOAOLS Kat TG Kototkidieg yartes. To epPorakd otédeyog CPV-2b tov 100, dev €xet
dokipaotel oe GAAa capko@drya (pe eEaipecT) TOLS GKVAOLE KOl TIG KOTOIKISIES YATES), TOL €lval
YVOGoTo OTL givarl euadn oe TapPolovg TV KUVOEWDMV Kl ETOUEVMG, Ol EUPOALOGHEVOL GKOAOL Oa
npémet va droyopilovror and avtd petd tov epforacpo.

Idwaitepeg TpoeuAaéelc Tov wpémet va AapuBdvovol amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUAKEVTIKO TTPOoioV oe Lo

€ MEPIMTMOOT TOL KATA AABOG KAVETE ALTOEVEST), VA 0Vl NTNOETE AUESMG 1 TPIKT| Porbeta kot va
EMOEIEETE GTOV WTPO TO ECMKAEIGTO PUAAO 0ONYLDV ¥PHGEMG 1) TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

Idwitepec TPOoPUAGEELS Yo TNV TPOoTaCic TOL TepBdilovToc:
Agv 1oy0et.

Eyixvpocivvn kot yoiovyio:

Mmnopel va ypnoporom0el Kotd tn d1dpKele TOL dELTEPOL KAl TPITOL GTAGIOL TNG eyKLHOSVVNG. H
ac@AAELD TOV TPOTOVTOG KATA TO OPYIKO GTASI0 TG EYKVHOGUVNG Kot KOTA T S1dpKewd TG yolovyiog
dev €yt diepevvnbet.

AMNAemdpdoelc e GAAL QOPUAKEVTIKG TPOTOVTO. KoL GALEG LOPPEG OAANAETIOpAONC:

Agv vTapyovV TANPOPOPIEG GYETIKA e TNV AGPAAELN KOL TNV ATOTEAEGUOATIKOTTO OO TIV YP1|OT] TOL
&v AOY® efolriov e omolodfmote dALO KTnviaTpikd edapuako. H amdeaon yia T xopnynon tov v
AOY® epPoriov mpv M| HETE TN YOPNYNOT OTOLOLONTOTE GALOL KTNVIATPIKOD QUPUAKOV, TPETEL VAL
Aappdveton kKatd wepintwon.

Yrepdocoroyia:

Agv &govv mopatnpnOel GAAa ovemBounta cuUPAVTO EKTOC OO EKEIVA TTOL OVAPEPOVTAL GTNV
nopdypaeo 7 (AvemBounta cvppdavta) petd and tn yopnynon 10-tAdoiog d6ong tov guforiov.
Qo1600, o€ Lo peloymeia (oov Tapatnpndnke Té6voc 6to onueio g Eveong apécmg LETH TN
yopnynon 10mAdoiog 66omg Tov gppoiriov.

E1d1koi tepropiopot yprone kot Edkéc cuVONKES YpNonc:
To mpoidv avtd amaitel ETioNUo EAEYYO ATOOEGUEVLCNG TAPTIOMV.

Kopiec acvupatdotnrec:
AOY® EMhenymg LeAETOV 0GVUPOTOHTNTOC, TO TAPOV KTNVIATPIKO QOPHAKEVTIKO TPOTOV OV TPEMEL VO
OVOUETYVOETOL UE GAND KTNVIOTPIKE POPUAKEVTIKY TPOTOVTA.
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7. Avem@opunrta coppavro

YKkOAOL

2uyva (1 €wg 10 Cowa / 100 vad Bepomeio {da):

oidnua oto onueio g éveong’

Xravia (1 €éwg 10 {ma / 10.000 vid Bepomeio Lha):

avtidpacn vrepevaictnciac? (avapuiaio, ayyslooidnpa, Kukhopopikh kataminéio, Katdppevon,
dppota, dHoTVOLN, EUETOG)
avopetia, peltmpévn dpactnploTnTa

[ToAb oravia (<1 Lwo / 10.000 vrd Bepameio {ha, CLUTEPIAAUPOVOUEVOV TOV LELOVOLEV®Y OVOPOPDV):

vrepBeppia, ABapyoc, Suceopia
0VOGOOLOUEGOANBOVUEVT ALLOAVTIKT ovaipia, avocodiapecorafovpevn Opopponevia,
avocodtapesorofovuevn moAvapOpitida

YEva mapoducéd oidnua (o¢ 5 cm) 1o omoio pmopet va givar enddvvo, Beppod 1 epuBpod. Tétota
ownuata gite eEapaviovron avtopata 1 gAayloTonoovVTUL LET and 14 nuépec amd tov epPoAaco.

Av coppei avtidpaon vrepevarcdnoiog Ha Tpémet va yopnyeitar 1 KatdAAnAn Bepameio yopic
kaBvotépnon. Tétoleg avtidpaoelg pmopei va e&elybovv 6 mo cofapn Katdotacn, 1 oroia propei
va glvat amenTikn yuo ) Con.

H avagopd avemBduntov coppdvrov sivar onpovrikn. Emrpénet tn cvveyn mapakoiovdnon g
acirelng evog TPpoiovtog. Edv mopatnproete omoladnmote avemiBountr evEPYELD, KOO KOL OV OEV
OVOPEPETOL OTO ECAOKAEIGTO PVARO OONYIDV YPNONG 1 OUPIPAALETE VIO TNV ATOTELECUATIKOTITO TOL
QOPUAKOV, TOPOKAAEIGOE VO EMIKOVOVICETE, KOTAPYAC, Le TOV KTnviatpd coc. Mropeite emniong va
OVOPEPETE OTOLAONTOTE AVEMIOVUNTO GLUUPAVTO GTOV KATOYO TNG ASELNG KUKAOQOPIOG
YPNOUYLOTOIDVTAS TO GTOLYEL EMKOVMVIOG 6TO TEAOG aVTOD TOL PUALOL 00N YLDV YPNONG, 1| LECH TOV
€0vikod 560G CLGTHHOTOC avaPopds: {oTotyein eBviKoD GLGTHOTOC AVaPOPEG}

8. Aocoloyia yio k@0 £id0g, TPOTOS KA1 0501 YoP1YNONS
Yrodopia yoprynon.
Booiwkd sufoiokd tpdypoppo:

Avo d6celc tov Versican Plus DHPPi/ L4R pe pecodidompa 3-4 efdopddeg petd omd v nikio tov
8-9 efoopadmv. H devtepn do6om dev mpémnel va yopnyeitarl Tpv amd tnv nAkio tov 12 gfdopddmv.

Avooa:

H dpactikotnta Tov TURUATOG TOV 100 TNg AVeG0g £xel amodelydel petd and pia epdanas doon amd v
nAwia tov 12 efoopddmv o epyactnplokég perétes. Emopuévmg, pmopet va xopnyn0el og tpdt do6om
10 Versican Plus DHPPi/L4. Z¢ ot tnv nepintoon 1 dedtepn yoprynon tov Versican Plus
DHPPi/LA4R dev npémel va yivetat mpv omd T1¢ 12 efdouddec.

Q61600, 68 PHEAETEG TTOL £YVaV GE TPOYUOTIKEG cLVONKES TO 10% T®V 0POaPVNTIKOV GKOAWDV OV
eppdvicav opopetatponn (> 0,1 TU / ml) 3-4 efdopddeg petd and epdmos apyikd sppfolacpd Kotd
™G Avoocac. Mepikd Cma pmopel eniong va punv epgavicovv titho >0,5 IU/ml petd tov apyikod
guporacpd. Ot TitTAol avTICOUATOV TEQTOVY GTO SIACTNUO TV 3 €TV TOV SlopKel 1 avocio, TapoOTL
01 GKUAOL 1TAV TPOCTOTELUEVOL OTOV LOADVON KOV TTEPOAUATIKG. X TEPITTMON TAEWO100 08 TEPLOYES
Kwvdovov 1 ektd¢ G EE, ot ktnviatpot evdéyetat va emBoupodv 1 devépysia emumpdobetwv
guforacu®@Y HeTd TV NAKio TV 12 gfdouddwv yia va eEacparicovv 0Tt ot ELPOAOGUEVOL GKDAOL
&yovv titho avticoudtov > 0,5 IU / ml, n omoia Bewpeiton yevikd oG ETAPKOG TPOSTATEVTIKY KOl OTL
TANPOVV TIG TPOSLOYPOPES TOV ATALTOVVTOL Yia Vo, TaE0EYEL To (Mo (Tithol avticopdtov > 0,5 TU /
ml).

e mepinton ovaykng, uropodv va uPoAlactobv 6KOAOL oV givol pikpoTepol TV 8 efdopddmv
KaBmg Exel amoderybel  acedielo LTOV TOL TPOIOVTOC 6 CKVAOVG NAKiaG 6 efdopddwy.
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Ipdypoupa eravepfoilacuov:

Mia pévo 66om tov Versican Plus DHPPI/LAR mpénet vo, yopnysitot kéOe 3 ypovia. Etioiog
emavepufolacpog anatteitol yo, tov 16 g Iapaiverovévilog, kot tovg thmovg ¢ Leptospira . Qg ex
ToUToL pia oA 866m Tov cupPatod epPolriov Versican Plus PiL4 pmopei va ypnoiporombei o
gmoto Bdon, 6Tmg amoatteitol.

9. Oonyisg Yo ™) 6OGTI| YOP1YNON
Avoobvotaon vid donmTeg GUVONKEG EVOG PLOALOIOL AVOPILOTONUEVOD DAIKOD LIE TO EVOLDP A,
AVOKIVAOTE KOAG KoL OUECHS EYYVOETE DLTTOOOPLO OXO TO TEPIEXOUEVO TOV PLAALIIOV TTOV TEPIEXEL TO

avaovotadéy didivpa (1 ml).

Epgdvion tov avacvotabévtog gpforiov: pol/ioxkivo, 1 Kitpvond pe o Boiepdtno.

10. Xpovor avapoviig

Agv 1oyvet.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa purdooetar og Béom, v onoia de PAEmovV Kot dgv mpooeyyilovy Ta TodId.

No puidooetat Kot vo petopépetal o€ yoyeio (2°C - 8°C).

Noa unv katoydyetat. No pUAGGGETOL TPOSTATELUEVO GO TO POG.

Na pn ypnoonoteital 0vTd TO KTNVINTPIKO QUPUOKEVTIKO TPOIOV HETA amd TNV nuepounvio AnéENg
OV AVAYPAPETAL oTNV €TIKETO LeTd To Exp. H nuepounvia AnEewe ovumintet e v teAevtoio nuépa
TOV GLYKEKPIUEVOL UNVAL.

Avdprero {ong HeTA TNV 0VOGVOTOCT] GOUPMOVO, LLE TIG 0dNYies: aueon ypnon.

12. Ewwkég mpo@uraiers amoppryng

Ta @appoka dev TPEMEL VA, ATOPPITTOVTIOL HECH TOV AVUATOV 1 TOV OIKIOKOV AToPANTOV.
XP1OYLOTO|OTE TPOYPALOTH ETGTPOPTS POPULAK®OV Y10 TNV ATOPPIYN U1 XPTCILOTO0EVTOV
KTNVIOTPIKOV QOPUOKEVTIKOV TPOIOVIMV 1] GAAMV DAIKMV TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTKEG OTOLTIOELS KOl LLE TVYOV 1oyvovTa g0ViKd cuathpata cuALoYNS. Ta pétpa
OUTE OTOGKOTOVY GTNV TPOGTAGIO TOV TEPPAAAOVTOG,.

YoppovAevbeite Tov KINVIOTPO GOG 1) TOV PAPLOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TWV
APNOWOTOMOEVTOV PAPUAK®V.

13. Ta&wvopnon TOV KTNVWTPIKAOV QUPPIKEVTIKAOV TPOIOVTOV

Na yopnyeitor povov pe KINVIOTPIKT GUVTOYT).
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14. ApOpoi Gd£10g KUKALOPOPIOG KUl GVGKEVUGIEG

EU/2/14/163/001-002

IMiootikd kovti mov mepiéyet 25 praridia (1 66om) Avoerlomompévon vAKoD Kot 25 erorido (1 ml)

EVALOPNLLOTOG.

IMiootikd kovti mov mepiéyet 50 praridia (1 d6om) Avogilomomuévon vAKoH kot 50 erolidio (1 ml)

EVALOPNLLOTOG.

Mmropel va v KukAo@opodV OAEG 01 GLOKEVAGIES.

15. Hpepopnvia terevtaiog avade®@pnons Tov GUALOV 00NYIOV YPNGNS

Agntopepeic TANPOQOpPIES Y1t TO €V AOY® KTNVIATPIKO QOPUAKEVTIKO TPoldv eivar drabéoieg ot

Baon dedopévav g EE yia ta ktnviatpkd mtpoidvra.

16. XrtoysEia emkowvoviog

Kéiroyog tne 60£10¢ KUKAOQOPING KO GTOLYELN EMKOWVOVIOC Y10 TNV 0vaQopQ TavoLOYOOUEV®V

OVETOO UNTOV EVEPYELDV.
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Belgié/Belgique/Belgien
Teél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny0auka Bearapus
Ten: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti
Tel: +370 610 05088
zoetis.estonia@zoetis.com

EALGOO
TnA: +30 210 6791900
infogr@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@aqrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com
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Espaia Polska

Tel: +34 91 4191900 Tel.: +48 22 2234800
requlatory.spain@zoetis.com pv.poland@zoetis.com
France Portugal

Tél: +33 (0)800 73 00 65 Tel: +351 21 042 72 00
contacteznous@zoetis.com zoetis.portugal @zoetis.com
Hrvatska Romania

Tel: +385 1 6441 462 Tel: +40785019479
pv.westernbalkans@zoetis.com zoetisromania@zoetis.com
Ireland Slovenija

Tel: +353 (0) 1 256 9800 Tel: +385 1 6441 462
pvsupportireland@zoetis.com pv.westernbalkans@zoetis.com
island Slovenska republika

Simi: +354 540 8000 Tel: 4420 257 101 111
icepharma@icepharma.is infovet.cz@zoetis.com

Italia Suomi/Finland

Tel: +39 06 3366 8111 Puh/Tel: +358 10 336 7000
farmacovigilanza.italia@zoetis.com laaketurva@zoetis.com
Kompog Sverige

TnA: +30 210 6791900 Tel: +46 (0) 76 760 0677
infogr@zoetis.com adr.scandinavia@zoetis.com
Latvija United Kingdom (Northern Ireland)
Tel: +370 610 05088 Tel: +353 (0) 1 256 9800
zoetis.latvia@zoetis.com pvsupportireland@zoetis.com

[Mopackevoctic VEeLHLVOC Yo THV OTEAELOEPOOT TOV TAPTIOWV:
Bioveta a.s.

Komenskeho 212/12

683 23 lvanovice Na Hane

Togyla

17. Aldeg winpo@opisg

To euPorio mpoopileTal yio TV EVEPYNTIKT AVOGOTOINGT VYDV KOLTARIOV Kol GKOAMVY £VavTl
acfeveldv Tov TpokakovvTal amd ToV 10 TG vOcoL tov Carre, tov TapPoid Tov GKOAOL, TOV adEVOio
tomov 1 ko 2 tov okbAov, ToV 10 TG mapaiverovévtiag, tnv Leptospira interrogans opoopdda
Australis opdtomov Bratislava, Leptospira interrogans opoouado Canicola opétvumov Canicola,
Leptospira kirschneri opooudda Grippotyphosa opdtumov Grippotyphosa kot Leptospira interrogans
opoopdda Icterohaemorrhagiae opoétvmov Icterohaemorrhagiae kot tov 16 g AVGoag.
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