ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus Pi Avo@iiomoinpévo vAKS Kot S10ADTNG Y10 EVEGILO EVOLDPN O Y10, GKOAOVG

2. MOIOTIKH KAI MOXOTIKH XYNGEXH
Ka0e 660om 1 ml mepiéyet:
APUGTIKO GVGTOTIKO:

Avoguromompuévo Tunna (Covravé eEacBevnuévo): EAraypoto Méywoto
16¢ ¢ mapaiverovévta Tomov 2, otéheyoc CPiV-2-Bio 15 10*! TCIDso* 103! TCIDso*

*  Moivouariki 660 wrokaAMépyetog S0 Y.

"Exodoyo:

owotki] 60vOEGT EKOOYMV KOl GAL®V
GUGTUTIKAV

Avo@riomompévo Tunqpe:

Trometamol

Edetic acid

Sucrose

Dextran 70

AwAvTne:

Water for injections (Evéoiuo vowp)

H epedvion givail n akdAovdn:

AVOPILOTOMUEVO VAIKO: GTTOYYDOES VAIKO AEVKOD YPOUATOG.
AwAog: Ardpavo dypopo vypo.

3. KAINIKEX ITAHPO®OPIEX

3.1 Eion {oov

YKovAOL.

3.2  OgpomevTikég evoeielg Yo ka0e €i6og Lmov

Evepyntiki| avoconoinon okOA®mv omd v nAkio tov 6 eBoopddmv:

— Yo TNV TPOANYT] TOV KAVIK®V GCUUTTOUATOV (PIVIKO Kot 0OaAUIKO EKKPIUa) Kol T peimon
TNG OMEKKPIONC TOV 100 TOV TPOKAAOVVTL Ao TOV 10 TNG TaPAiveAOVEVTLOG TOV GKOAOL

Eyxatdotaon avoociog:
3 efdopddeg LETA TV OAOKANP®OCT] TOV 0PYLKOD EUPOALOGHOD.

Adpkeia avociag:
TovAdyiotov €vav ypdvo LETA TOV apyIKo eUPOMAGUO.

3.3 Avrevoeiteg

Koapia.



3.4 E101kéc mpog1tdomonoels

H wavomointikn avocoandkpion e€aptdrol amd tnv VIopsn TANPOS AVOTTLVYHEVOD AVOGOAOYIKOD
ocvotipatoc. H avocoendpreia tov {dov umopei va e€aptdtot amd d1dpopoug TapdyovTeg
GUUTEPILOUPOVOUEV®V TG KOKNG KATAGTOOTG VYELNS, TNG OPENTIKNG KATAGTAOTG, YEVETIKMV
TOPAYOVIOV, TNG TAPAAANANG QUPLOKEVTIKNG Oly®YNG KoL TV KOTOTOVOT).

Na epporidlovror povo vym Loa.

3.5 Iowitepeg mPpoUAAEELS KATA TN (P ON

Idwaitepec mpo@LAGEELC Yo TNV 0lc@oAN ¥prion oto €10 (hwv:

To Lovtavo eEacBevnuévo epporioxd otéheyog Tov 100 CPiV pmopei va amofAndei and
euPoracUEVOLS GKOAOVG LETA TOV EUPOMACHO. 26TOG0, AOY® TNG YXAUUNANG TABOYEVETIKOTNTOG TOV
GUYKEKPEVOL GTEAEXOVG, OV elvarl amapaitnto ta epfoitacuéva (da vo KpaTIoNVToL YOPLoTa omd To
avepfoMaocta.

Idwitepec TpouAGEeic mov mpémet va Aoufdvovtol ord To ATOUO TOV YOPNYEL TO KTNVITPIKO
QOPUAKEVTIKO TTPOoioV og {da:

Xe mepinton mov KTl AaB0g KAVETE AVTOEVEST], Vo, avalNToeTe ApEc®mS WTptkn Bondela kot va
eMOEIEETE GTOV 1UTPO TO EGOKAEIGTO PUAAO 0OONYIDV YPGEMG 1) TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

Idwitepec TPpoPLAGEELS Y0 TV TPOoTAGia TOL TeEpBdilovtoc:

Agv 1oy0et.

3.6 AvemOopunto copfavro

Yolot:
Xoyva oidnua 6to onueio g éveong'
(1 é0g 10 Lma / 100 v Bepameio Lda):
Erdvio avTidpdion vrepsvaictnacioc’ (avapuiatia, ayyslooidnpa,
(1 £w¢ 10 Lwa / 10.000 vrd Bepameio {oar): KukAoQOpIKN kKatomAnéio, Kotdppevon, didppota,

dvomvola, EUETOC)
avopetia, Let®UEVN dpaoTnploTnTa

[ToAV ondvia vrepBeppuia, Anbapyog, duspopia
(<1 Lo / 10.000 vrd Oepancio {ma,
CLUTEPIAOLUPAVOUEVOV TV HELOVOUEVDV
aVaQOPMOV):

"Evo mapodikoé oidnua (g 5 cm) 1o omoio pmopel va sivon emddvvo, Ogpuod 1 epvdpd. Tétota
ownuota gite eapaviCovtol avtopata 1 erayiotomolovvtot HeETd and 14 nuépeg amd Tov epuPolacuo.

?Av cvpPet avtidpaon vrepsvarcOnciag Oa mpémet va yopnyeiton 1 KatdAnin Ospameio yopic
kaBvotépnon. Tétoleg avtidpdcelg pmopei va eEehybovv o€ mo coPapr| KatdoTao, 1 0noio propel
va glvat amenTikn yuo tn Con.

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  cuveyn mapakorlovnon g
AOPUAELNG EVOG KTIVIOTPIKOD QOPUAKEVTIKOD TTPoidvTog. Ot ovapopég TPEMEL VO AmOGTEALOVTOL, KATH
TPOTIUNOT LEC® KTNVIATPOL, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1 OTOV TOMIKO OVTITPOGHOTO
Tov gite otV €BVIKN appodIa apyn LEGH TOL £BVIKOD GLGTHNOTOC avaPopds. AvatpéEte eniong otnv
TOPAYPOPO « LTOLYEln EMKOWVMVINS » TOV OAAOD 0ONYIDV XPHOTG.



3.7 Xpnon katd v KON 61, TN Yorovyia 1| TNV ®OTOKIA

Kvnon kot yolovyio:

Mmnopet va ypnolporon el katd tn SidpKele Tov de0TEPOL Kat TPiTov 6Tadiov TS eykvpocvvne. H
0oQAAELD TOV TPOIOVTOG KT TO apyIKO GTAI0 TNG EYKVIOGUVIG Kol KOTA T d1dpKela TG YaAlovyiog
dev &yel diepevvnOet.

3.8 Alniemiopaon pe ALY QUPUUKEVTIKA TPOIOVTO KOl AAAEG HOPPES UAMAETIOpAGNG

Agv VLapYovVV TANPOPOPIEG TYETIKA LE TNV ACPAAELN KOL TNV OTOTELEGUATIKOTITO AT TV YPTON TOL
ev Aoy euforiov pe omolodNToTE GALO KTNVIATPIKO PApLaKo eKTOg amd to Versiguard Rabies kot to
Versican Plus L4. H andé@aocn yio 1t yopfynon Tov v Ady® eufoiiov mpv 1 pHetd tn yopnynon
OTO10VONTOTE GAAOD KTNVINTPIKOD QOPUAKOV, TPETEL Vo AapuPdveTol Katd mepintwon.

Aertooreipa.:
Av amorteiton Tpootacio and Leptospira, oL GKOAOL Lropovv va epfoilactolv pe dvo docelg Versican

Plus Pi avapeperypévo pe Versican Plus L4 pe pecodidotnua 3-4 gfdopddov pHetd v nikio tov 6
eBOOLAdWV:

®a pémel va yivetol avacHoTaoT ToL TEPLEXOUEVOL evdg proidiov Versican Plus Pi pe to
TePLEXOUEVO €VOG ploAdiov Versican Plus L4 (ovti tov dtodvtn). Metd v avaueién, to mepleyopevo
oV PlaAdiov Ba mpémet va gival VTOAELKOV 1 KITPIVOTOD YPM®UATOC PE Ehappd Boiepotnta. Ta
ovopeREyHEVO ePora Ba Tpémel va yopnyoHvTal AUECMS LE VTOSOPLO YOPNYNON.

Avooo:

Av amaiteiton Tpootacio and T AVCo:

[Ipd d6on: Versican Plus Pi and v niikia tov 8-9 efdouddnv

Agbtepn 60om: Avaueign tov Versican Plus Pi pe Versiguard Rabies 3-4 gBoopadeg apydtepa ardd
oL TP amo TV nAkia tov 12 gfoopddmv.

®a pémel va yivetol avacHoTaoT ToL TEPLEXOUEVOL evdg praidiov Versican Plus Pi pe to
TEPLEXOUEVO VOGS ploAdiov Versiguard Rabies (avti Tov dtodvtn). Metd tnv avdaueién, to
TEPLEYOUEVO TOV PLoAdiov Ba Tpémet va gival pol/KOKKIVOL 1] KITPIVOTOV YPOUATOSG LE EAAPPA
Bolepotta. Ta avapeperypéva epfoia Ba Tpémetl va yopnyovvToLl apésmg Le VIToddpLa YOpTYNoN.

H 6poaoticotnta Tov TUHaTog Tov 100 TG Avooag £xetl amoderyfel petd and pia epdna 66on and v
nAwia tov 12 efoopddmv o epyactnplokég LEAETES. 20TOGO, GE LEAETEG TTOV EYIVOV GE TPAYLLOTIKEG
cuvOnkeg 10 10% tv opoapvnTikdVv oKOA®V dev gppdavicay opopetatpont (> 0,1 IU / ml) 3-4
eBOopAde petd amd epdmas apykd epfortacud katd g Avooag. .Optopéva (ha evoéyeTon emiong va
unv epeaviCouv tithovg > 0,5 TU/ml petd tov apyikd gpfoitacpod. Ot TitAotl ovIIcOUATOY TEPTOVLY
KaTd TNV TopEia TNG TPLETONS S1APKELNG TNG OVOGTOG, oV Kol 01 GKDAOL TPOGTATEDOVTUL GE TEPITTMON
TPOKANONC VOGOVL. X Tepintwon Talldlo0 g mePLoyég Kivovvou 1| €ktog EE, ot ktnviatpot evdéyeton
va emtBvpovy emmAéov UPoAlocovg KoTd TG Abooag Hetd amd Ty nAkio tov 12 gfdouddnv yio va
eEaopalicovv 0Tt 01 glfoAilacévol okOAoL £xovv Titho avticapatog > 0,5 IU/ml, o orolog yevika
Bempeltor ETOPKNG YI0L TNV TPOGTOGIO KOL Y10 TIG OMULTNOEIS TV TASIIOTIKOV EAEYY®V (TITAOL
avticopdtov > 0,5 [U/ml).

Av Kot 1 SpaoTIKOTNTA TOV TUALOTOG TOV 100 TNG AVooag £yl amoderyOel LeTd T Yop1yNon o€ nAkia
12 gfdopddmv, Katd tnv Kpion Tov KINVIATPOL, GE TEPIMTOCT AvAYKNS, Hmopodv va epfoAlactodv
oKVOAOL OV givor pikpdtepol Tmv 8 efdonddmv pe Versican Plus Pi avapeperypévo pe Versiguard
Rabies kafng &yetl amoderyBel  acedrelo avTol ToV GVVOVAGHOV 68 GKOAOLS NAKiaG 6 BJopAdV.



3.9 Oodoi yopnynong kot 60coroyia
Ymodopla yoprynon.
Aocoloyio Kol TpOTOC YOPHYNGNC:

Avacotaon Vo donmteg cLVONKES EVOG PLOALIIOL AVOPIAOTOINUEVOL DAIKOD LE TOV O10ADTY).
Avoxiviote Kahd Kot eyyvoete apécsmg 6A0 To mepiexdpevo (1 ml) Tov avacvotadivioc Tpoidvroc.

Epeavion avacvotabévtog epfoiiov: vTOAELKO 1 KITPVOTO Le EAa@Pa BodepdTnTa.

Boowd gufoiokd npdypappo:
Avo d6ce1c Tov Versican Plus Pi pe pecodidotnua 3-4 gfdopddeg petd and v nikia tov 6
eBOOLLAd V.

Ipdypoupa eravepufoilacuov:
M epdnag 66omn tov Versican Plus Pi, yopnyovuevn o€ etiota fdon.

3.10 Xvprtopote vaIEPIOGOA0YiNG (KUl KATA TEPITTMON, HETPA AVTINETOTLGNG KOL AVTIO0TO)
Agv &yovv Tapatnpnbel GAla avemBOunTo cvpufdvto ektdg amd eketva TOL AVAPEPOVTAL GTNV
Tapdypopo 3.6 petd amd ™ yopnynon 10-Trhdaciag d6ong tov gufoiriov. Qot600, GE PIKPO aplOpd
{owv Tapatnpndnke TOVog oTo oNuEio TG éveong apécws HETA T xoprynon 10-tAdoiag 666ng Tov
guporiov.

3.11 Ewkoi meplopiopoi (p1)ong Kot E101KEG cuvONKeS ypfione, copreprrapfavopévev
TEPLOPLOUAV GTI] YP1GT] UVTIUIKPOPLEKAV KUl OVTITUPUGITIKAV KTNVINTPIK®OV
QOPULIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KivOLVOS avATTUENS OvTOYNS

Agv 1oyvet.

3.12 Xpdvor avapoviig

Agv 1oyvet.

4. ANOXOAOTI'IKEX TAHPO®OPIEX

4.1 Kmowdég ATCvet: QI07ADOS

To gpporio mpoopiletor yio TV EVEPYNTIKN VOGOTOINGT VYLDV KOLTAPIHV Kol GKOAWDV £VOVTL

000eVELDV TOVL TPOKAAOVVTOL 0Td TOV 10 TNE TAPUivVEAOLEVIAG TOV GKVAOV.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopPorotnreg

No punv avopetyvhgTon pe KaveEvo GAAO KTNVIOTPIKO QOPUOKEVTIKO TPoidV ekTdG amd ekelva mov
aVOPEPOVTOL TAPUTAV® GTO KEQAALo 3.8.

5.2 Awpkero Long
Avdpkero {o1g TOL KTIVIOTPIKOD POPUOKEVTIKOD TPOIOVTOG COUG®VA LE TI GVCKEVACIN TOANCNG: 2

£m.
Algpreto oG LETA TV OVOGVOTOCT] COLPOVO LLE TIC 00N YIEC: ALEST XPNON.



5.3 Iowitepeg mpouraers katd T @OLaEN TOV TPOIOVTOG

Na puAdooetat Kot vo petapépetal og Yyoyeio (2°C - 8°C).

No unv xatoyvyetat.

Noa puAdooeTOL TPOGTATELUEVO OO TO POG.

5.4 ®Yon ka1 6HVOEGT TG OTOLYELDOO0VS CVCKEVUGING

TIvaivo elaiidio Tomov I wov mepiéyet 1 0661 AVOPIAOTOINUEVOL DAIKOD, KAEIGUEVO LE EAMAGTIKO
TR amd BpopofoutiAlo Kot KamdKl aAovpviov.

Tvédvo @loAiolo tomov I mov mepiéyet 1 ml S1aAvTH, KAEIGUEVO PE EAAGTIKO TOUO, OO
YAOPOPOVTOALO KOl KOTAKL 0AOVUIVIOL.

Meyébn cvokevaciog:

[Maotikd kovti Tov mepiéyet 25 eraridw (1 566m) Avoprlomoinuévon vAKoD Kot 25 elaAide (1 ml)
SLoATY.

[MAaotikd kovti mov wepi€yxetl 50 praridia (1 06om) Avopriomompuévon vVAkov Kot 50 elaAidwo (1 ml)
dtodo.

Mmropel va unv KukAo@opoOv OAEG 01 GLCKEVAGIES.

5.5 Ewwéc mpo@uiaiers amdppryng evog pn xpnotporon)0£vtog KTNVINTPIKOD QUPRIKEVTIKOD
TPOIOGVTOG 1] GALMV VKAV TOV TPOEPYOVTOL UTO TN YP1)6T TOL TPOIOVTOS, OV VITAPYOVY

Ta pappoke dev TPETEL VO OTOPPITTOVTOL HEGHD TOV AVUATOV 1) TOV OIKIOK®OV OTOPANTOV.
XPNOOTOGTE TPOYPAUUOTO ETGTPOPNG PAPUAKMV Y10 TNV ATOPPLYT U1 YPTOLHLOTOMNOEVT®OV
KTNVILTPIKOV QOPUUKEVTIKOV TPOIOVIMV 1) GAADV VAIK®V TOV TPOEPYOVTAL OO T XPTOT| TOVG
COLPOVA [LE TIG TOTKEG OTOTIOELS KO LLE TUYOV €0VIKA GLUGTNUATO. GLAAOYNG TTOV LGYVOLV Y10, TO,
GYETIKG KTNVIATPIKA QOPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/2/14/168/001
EU/2/14/168/002

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopnvia 1ng éyxpiong: 04/07/2014.

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX



10. TAZEINOMHIH TON KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Noa yopnyeiton LOVOV LEe KTNVIOTPIKT GLVTAYT.

Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv givar dtabéoieg otn faon
dedopévav ¢ EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

ITAPAPTHMA 11
AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévoc.



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH

10



INAHPO®OPIEX I1IOY HHPEITEI NA ANATI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Versican Plus Pi, Avo@ilomotnpévo vAkd Kot S1oA0TNG Y10 EVEGILO EVOLDPM L.

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

Kdabe 06om 1 ml mepiéyet:

ApPUoTIKN ovoia:

Avogriomompévo Tpnipe (Covravo e€acBevnuéve):  Elaypoto Méywoto
16¢ g Mapaivorovéviia THmov 2 10*' TCIDsp  10>' TCIDs
AwivTne:

Evéowo vowp (Aqua ad iniectabilia)

3. YXYXKEYAXIA

25 x 1 d60n
50 x 1 d60m

4. EIAOX(H) ZQOY(QN)

YKkOAOL.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHE

Y7modopia yoprynon.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd v avachoToon GUEST] XPNOT).
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9. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puAdooetal Kot vo, LETAPEPETAL GE YVYELD.
No punv Katonyvyetot.
No puALCCETOL TPOGTATEVLEVO ATTO TO PG,

10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

AWPAcTe T0 PUALO 0INYIOV ¥PNONG TPV OO TN XPNOT).

11. OI AEEEIX «KAIIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTI o).

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

Na pvidooetar o€ 0éom, v onoia o PAETOLY Kot dev TPpooeyyilovv Ta TAd1d.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/14/168/001 25x 1 660om
EU/2/14/168/002 50x 1 660m

‘ 15. APIOMOX ITAPTIAAX

Lot {apBuodc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 AOXH AYO®IAOIIOIHMENO YAIKO)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus Pi

tal

‘ 2. HHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Pi
1 d6om

| 3. APIOMOX IAPTIAAY

Lot {apBuodc}

|4 HMEPOMHNIA AHEHZ

Exp. {u/ceee}

Metd v avachoTocn GUEST] XPNoT).
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 ML ATAAYTH)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus Pi

tal

‘ 2. HHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Aqua ad iniectabilia
I ml

| 3. APIOMOX IAPTIAAY

Lot {apBuodc}

|4 HMEPOMHNIA AHEHZ

Exp. {u/ceee}
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B. ®YAAO OAHI'TQN XPHXHX

15



DOYAAO OAHT'IQN XPHXHXE
1. Ovopocio T0V KTNVIOTPIKOD QUPUIKEVTIKOU TPOTOVTOG

Versican Plus Pi, Avogihomompévo vAko kot StoAdTng Yo EVEGILO EVOLDPT L Y10 GKOAOVG

2% 2vvleon
Kabe 06om 1 ml mepiéyet:
ApUOTIKO GVGTATIKO:

Avogriomompévo Tpnipe (Covravo e£acBevnuévo): Eraproto Méyeto
16¢ g mapaiverovéviia Tomov 2, otédeyog CPiV-2 Bio 15 10*! TCIDsp* 10> TCIDsp*

AwgvTng:
Evéowo 0owp (Aqua ad iniectabilia) 1 ml

*  Molvopartiky d6om iotokoAépyetog S0 Yo.

H epodvion eivar n akdéAiovdn:

Avo@homompEVO LAKO: OToYYMOES LAIKO AELKOD YPDOUUTOC.
AloAOTNG: Stapavo dypwio vypo.

3. Eion {omv

YO0l

4. OepamevTiKég evoeifelg

Evepynrtic avocomoinon okvAwy amd tnv niikia tov 8-9 efdouddwmv:
— Yo TNV TPOAMNYT TOV KAVIKOV GCUUTTOUATOV (PVIKO Kot 0pOaAUIKO EKKPLUN) KoL TN Leimon
NG OMEKKPIOTG TOL 100 TTOL TPOKAAOVVTUL AtO TOV 10 TG TOPUiVEAOVEVTLOC TOV GKOAOV

Eykatdotaon avociag:
3 efdopadeg LETE TNV OAOKATP®OGT] TOV 0PYIKOD EUPOALAGHOD.

Awipkelo avociog:
TovAdyiotov Evav ypdvo LETA TOV apyIKo UPOMAGUO.

5. Avtevoeileilg

Koapia.

6. Ewwég mpocrdomonjocig

Ewwéc mposdomomoeic:

H wavomomrtikn avocoamdkpion e&aptdrol amd tnv vmapén TAPOS OVATTUYUEVOL 0VOGOAOYLKOD
ovotnuotoc. H avocoendpkela tov {mov umopet vo eEaptdrot amd d1dpopovg TopiyoVTEG
oLUTEPLOUPAVOUEV®Y TNG KOKNG KATAGTOUOTG VYELNG, TNG OPEnTIKNG KATAGTAOTG, YEVETIKMDV
TAPAYOVTOV, TNG TOPAAANANG POPLOKEVTIKNG Oy®YNG KoL TNV KOTATOVNOT.

16



Na epporidlovror povo vym oa.

Idwitepeg Tpo@LABEELC Y10 TV 0cQOAN ¥pTon ota £idn Lhmv:

To Lovtoavo eEacBevnuévo epporiaxd otéreyog Tov 100 CPiV umopel va amofAndel and
euPoracrEVOLS GKOAOVG LETA TOV EUPOAMACO. 26TOG0, AOY® TNG YAUNANG TABOYEVETIKOTNTOS TOV
GUYKEKPUYEVOL GTEAEXOVG, OV eivat amapaitnto ta epfoitacuéva (da vo KpaTIovvToL YOPLoTa omd To
avepupoAriaorta.

Idwritepeg Tpo@uAGEeic Tov wpémet va Aapufdvoviot amd To GTOUOo TOL YyoPNYEL TO KTNVINTPLKO
QopuokeLTKd Tpoidv oe {dau:

X mepinton mov KTl AdB0g KAVETE AVTOEVEST], VO, ava{NTHOETE AUECHS W0TPIKN Bondela kot va
eMOeIEETE OTOV 1UTPO TO ECOKAEIGTO PVAAO 001 YLDV YPOEMS 1} TNV ETIKETO TOL POPLAKEVTIKOD
TPOIOVTOC.

[Swaitepec mpo@LAGEELC V1oL TNV TPOSTAGIO TOL TEPPEGAAOVTOC:
Agv 1oyvet.

Eyxvpocvvn kot yorovyio:

Mmnopel va ypnoporomn el Katd tn StdpKeLd ToL dEVTEPOL Kol TPITOV GTadiov TG eykvposvvng. H
AoQUAELD TOV TPOTOVTOG KATA TO 0PYIKO GTASLO TNG EYKLUOGHVNG Kot KOTd T S1dpKeL TG YoAovyiog
dev &yel diepevvnOet.

AlMnenidpaon pe GAAL QOPUOKEVTIKG TPOTOVTA Kol GAAES HOPPES aAANAETIOpAOTC:

Agv VIAPYOVV TANPOPOPIES GYETIKA LLE TNV ACPAAELN KOL TNV OMTOTEAEGUOTIKOTNTO, OITO TV YPNON TOV
ev MY glPoiiov e omotodMmote GALO KTNVIATPIKO pdppako ektog and to Versiguard Rabies kot to
Versican Plus L4. H andé@aocn yio tn yopfynon Tov v Ady® eufoiiov mpv 1 pHetd Tt yopnynon
OTOLOLONTOTE AAAOV KTNVIATPIKOD POPUAKOV, TPEMEL VO AUUPAVETOL KATA TEPITTOON.

Aertooreipa:
Av amorteiton Tpootacio and Leptospira, oL GKOLOL Lropovy va epfoilactolv pe dvo docelg Versican

Plus Pi avapeperypévo pe Versican Plus L4 pe pecodidotnua 3-4 efdopddov pHetd v nikio tov 6
epdopdOwV:

®a Tpémel va YiveTol avacHOTACT) TOL TEPLEXOUEVOL VO Praidiov Versican Plus Pi pe to
TEPLEXOUEVO €VOG pLoAdiov Versican Plus L4 (ovti tov Stodvn). Metd v avaueién, to mepleyopuevo
ToV QloAdiov Oa wpémel va gival VTOAELKOV 1 KITPIVOTOD YPDUOTOC PE EAappd BoAepotnta. Ta
ovopeReypEvo euPora Ba mpémel va yopnyohvTal AUESMS LE VTOSOPL YOPYNON.

Avcoa:

Av amoiteiton Tpootacio amd T Ao

IIpwtn 060m: Versican Plus Pi and v nAikia tov 8-9 fdopddmv

Agbtepn 600om: Avauein tov Versican Plus Pi pe Versiguard Rabies 3-4 gBoopddeg apydtepa arid
oL TP amod v nAkia v 12 gfoopddmv.

®a Tpémel va YiveTol avacHOTACT) TOL TEPLEXOUEVOL VO praidiov Versican Plus Pi pe to
TEPLEXOUEVO €VOG pLoldiov Versiguard Rabies (avti Tov dtodvtn). Metd tnv avdaueién, to
TEPLEYOUEVO TOV PLoAdiov Ba Ttpémet va gival pol/KOKKIVOL 1] KITPIVOTOV YPOUATOSG LE EAAPPA
Bolepotnta. Ta avapeperypéva epfoiio o mpEmet va xopnyoOVIal AUECHS LLE LTOSOPLO XOPTYNOT.

H 6poacticotnta tov TULaTog Tov 100 TG Avooag £xetl amoderydel petd and pia epdna 66on and v
NAwia tov 12 efoopddmv o epyactnplokés LEAETES. Q6TOGO, GE LEAETEG TTOV EYIVOV GE TPAYLLOTIKEG
ouvOnkeg 10 10% TV opoapvnTik®v okVA®VY dev ppavicay opopetatponn (> 0,1 TU / ml) 3-4
gBdopadeg petd amd epdmas apykd spfortacud katd g Avooag. .Optopéva (ma evogyeTon emiong va
unv epgaviCouvv tithovg > 0,5 IU/ml petd tov apyikd gpfoitaco. Ot TitAot ovilcOUATOY TEQTOUY
KaTd TNV TopEia TNG TPLETOVE S1APKELNG TNG OVOGTOG, oV Kol 01 GKDAOL TPOSTATEDOVTUL GE TEPITTMON
TPOKANGNC VOGOVL. g Tepintmon Ta&ldto0 og mePLoyés Kivovvou 1| €ktog EE, ot ktnviatpot evdéyeton
va emBopovv emmAéov pfoitacois kot TG Avooag petd amd v nAkio tov 12 gfdopddmv yio va
eEacparicovv 0Tt ot gufoliacuévol okvAOL Exovv TitAo avticopatog > 0,5 [U/ml, o omoiog yevikd
Oe@peitor ETOPKNG Yo TV TPOCTOGIN KOl Y10, TIC 0TI OELS TOV TASIIOTIKOV EAEYY®V (TiTAOL
aviioopdtov > 0,5 IU/ml).
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Av Kot 1 SpaoTIKOTNTA TOV TUALOTOG TOV 100 TNG AVooag £yl amoderyOel Letd T Yopnynon o€ nikia
12 gfdopddwv, Katd tnv Kpion Tov KINVIATPOL, G€ TEPIMTOGT AvAyKNS, Hmopodv va epffoAactodv
oKVOAOL OV givar pikpdtepol TV 8 efdondadmv pe Versican Plus Pi avapeperypévo pe Versiguard
Rabies kaBag £xet amoderybei n acedieln avToh TOL GLVOVAGHOV GE GKLAOVG NAKING 6 EBSOHAd®V.

Ynepdocoroyia:

Agv &govv mopatnpnoel GAAa ovemBounta cuUPAVTO EKTOC OO EKEIVA TTOL OVAPEPOVTOL GTNV
Topaypaeo “AvemBounta coufdavta ” petd and ) yoprynon 10-rtidsciog 66ong tov epfforiov.
Qo1600, o€ LuKpd apdud (omv Tapatnpndnke Tévoc oto onpeio g Eveong apésmg LETA TN
yopnynon 10-mhdciog doomg Tov gpPoiriov.

Edwol mepropiopot ypnone kot edikéc cuvOnkes ypnong:
Agv 1oy0et.

Kvpieg acvpPatdmrec:

No punv avopetyvOgTon pe KaveEve GALO KTNVINTPIKO POPUOKEVTIKO TPOIOV eKTOG Ao EKEIVA TOV
avaPEPOVTAL OTIV TAPAYPUPO “AAANAETIOpAc He AAAL POPUOKEVTIKE TPOTOVTA KOl AAAEG LOPPEG
oAANAemidopaons”.

7. AvemO@opnro coppavra

2KOAoL

2oyva (1 €wg 10 Cma / 100 vd Bepomeia (da):

oidnua 6to onueio e éveonc'

Yrévia (1 éoc 10 {oa / 10.000 vio Oepameio (hay):

avTidpdion vrepsvarctncioc” (avapuiaio, ayysooidnpa, Kukho@opikh katamAnéio, KoTdppevon,
duppota, dHoTVoL, EUETOG)
avopetia, pLetouévn dpaotnploTnTa

[To\ omdvio (<1 {mo / 10.000 vad Oepancio (Do, CLUTEPIAAUBOVOUEVOV TOV LEUOVOUEVOV OVAPOPHYV):

vrephepuia, Anbapyog, ducpopia

"Eva mapodikd oidnpa (g 5 cm) to omoio pmopel va sivar enddvvo, Oeppod 1 epbpd. Tétota
ownuota gite eapaviCovtol avtopata 1 erayiotomolobvtot Letd and 14 nuépeg omd Tov epPolacud.

2Av ovppel avtidpoon vrepevoisdnciog o Tpémet vo yopnysitor n KoTdAANAY Bepomeia xopic
kabvotépnon. Tétoleg avtidpacelg umopei va eEehybovv o€ o coPapr| Katdotao, 1 0noio propel
va givol amenTikn yuo T Con.

H avaeopd avemiBountov coppdviov sivor onpaviikn. Extpénet mn cvveyn mapakorobonon g
aoc@drelng VoG TPoiovTog. Edv mopatnpioete omoladmote avemBounTn vEPYELD, KOO KOl OV OgV
OVOPEPETOL OTO ECAOKAEIGTO PVAAO OONYIDV ¥PNONG N AUEIPAAAETE Y10 TNV OMOTELECUATIKOTITO TOL
QOPUAKOV, TOPUKOAEIGOE VO ETIKOVOVIGETE, KOTAPYAC, LE TOV KTnVviaTpd coc. Mropeite emiong va
OVOPEPETE OTTOLAONTOTE AVETLOVUNTO GUUPBAVTO GTOV KOTOYO TNG ASEING KUKAOPOPING 1) GTOV TOTIKO
AVTITPOGMOTO TOV KOTOYOV TNG (OEL0G KUKAOPOPIG XPTOUOTOIDVTAG TO, GTOLYEIN ETKOVMVING GTO
TEAOG 0LTOV TOL PVALOL OINYIBV YPNONG, N LEC® TOV €BVIKOD GG CLGTHUATOC OVOPOPAG: {oTotysia
€Bviko cLGTANATOC OVOPOPAG}
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8. Aocoloyia Yo kG0 €id0g, TPOTOS KAl 0001 Yopnynong
Ymodopia yoprynon.
Booiko sufoiiaxd Tpdyporpo:

Avo b66c¢e1c tov Versican Plus Pi pe pecodidompa 3-4 fdopddec pHetd amd tnv nAkia tov 6
gBdouGO®V.

Hpdypappo eravepfoMacov:
Muo gpana 66om tov Versican Plus Pi, yopnyoduevn o emoia Baon.

9. Oonyieg Yo ™) 6OGTI| YOP1YNGN

Avoobvotaon vrd donmreg cuVONKEG EVOC PLOASIOV AVOPILOTONUEVOD DAKOD LE TOV S1o0ADT.
Avoakivinote KaAd Kot eyyvoete apéowc 0Ao To mepleyxopevo (1 ml) Tov avacvotadévrog Tpoidvtog.

Epedavion tov avacvotafévrog epfoiiov: VTOAELKO 1 KITPIVOTO pe AP BolepoTnTa.

10. Xpévor avapoviic

Agv 1oyvet.

11. EIAIKEX XYNOHKEX AIATHPHXHX
Na pvidooetar o€ 0éom, Vv ozmoia o PAETOLV Kot dev TPpooeyyilovv Ta TAd1d.

Na puAdooetat Kot vo petapépetal og yoyeio (2°C - 8°C).

No unv xatoyvyeTat.

Na puAdcoeToL TPOGTATELUEVO OO TO POG.

No pn ¥pNoIHOTOLEITAL GVTO TO KTNVINTPIKO QOPHAKEVTIKO TPOTOV LETE ammd TNV nuepounvia AEng
IOV AVAYPAPETAL GTNV ETIKETO LETA TO Exp.

H npepounvia A&emc copmintel pe tnv tEAELTOIN NUEPO TOV GLYKEKPUYUEVOD UNVA.

Aldpxeto (oG LETA TV OVOCVGTOGCT) COLLP®VO LE TIC 00N YIES: AUEST XPNOT.

12. Ewwkég mpo@uracers amoppryng

Ta papuake dev TPETEL VO OTOPPITTOVTAL HECH TOV AVUATOV 1) TOV OIKIUK®OV OTOPANTOV.
XPpNOLOTOOTE TPOYPAULOTO ETIGTPOPNG GOPUAKMOV VIO TNV ATOPPLYT] LT YPNOLLOTOINOEVT®OV
KTNVIOTPIK®OV QUPHOKEVTIKAOV TPOIOVTOV 1] GALDY DAIK®V OV TPOEPYOVTOL OTd T YP1OT TOVG
GOLPOVA LLE TIC TOTIKEG ATULTIOELG KO PLe TuYOV 1oybovTa eBvikd cvotiuate cvAlloyng. Ta pétpa
OVTA OTOCKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YvpPovievdeite Tov kTNViaTpd 00 1 TOV POUPLOKOTOLO GOS Y10 TOV TPOTO ATOPPIYNG TOV
APNOWOTONOEVTOV PAPUAK®YV.

13. Ta&vopnon TV KTNVWWTPIKAY QUPRIKEVTIKAOV TPOIGVTOV

Noa yopnyeiton LOVOV LEe KTNVIOTPIKY GLVTAYT.
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14. ApwOpoi 4og10g KUKLOQOPIOGg KOL GVGKEVUGIES

EU/2/14/168/001-002

[Mhaotikd kovti mov mepiéyet 25 eraridwa (1 36om) Avoprlomoinpévon vAkoD Kot 25 eraAidwe (1 ml)

LAY,

IThaotikd kovti mov wepiEyetl 50 praridia (1 06om) Avoprhomompévon vAkov Kot 50 eloAidw (1 ml)

oo,

Mmropel va unv Kukho@opoOv OAEG 01 GLCKEVAGIES.

15. Hpepounvia tedevtaiog avade®@pnong Tov GUALOV 00NYIAOV YPNGNS

{HH/MM/EEEE}

Aentopepeic mAnpo@opieg Yo 10 v AOY® KTNVIATPIKO QOPUAKELTIKO TPoioV ival dtabéoec otn faon
dedopévav g EE yu ta ktnviotpikd mpoiovta (https://medicines.health.europa.cu/veterinary).

16. ZXtoyyeia emkovoviag

Kdrtoyoc tne ddsog kvkho@opiog:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Tapackevaoctic vTevduvoc Yo tnv arelevdépmwon TV TaPTIdWV:

Bioveta a.s.

Komenskeho 212/12

683 23 Ivanovice Na Hane
Togyia

Tomkol ovTIrpOoMTOL KOl OTOUYEI0 ETKOVMVINGS Y10 TNV avoQOopd THovoA0YOVUEV®V OVETIOD UNT®V

EVEPYELDV:

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

Peny0auka Bearapus
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.

namésti 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

Kvnpog

Zoetis Hellas S.A.
Ddpaykokkinouis 7, Mapovot
15125, Attuci

EALGda

TnA: +30 210 6791900

Espaiia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°l,
¢/ 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 [Jssel
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

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 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

Romania

Zoetis Romania S.R.L.

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

Bucuresti, 012095 - RO

Tel: +40785019479


mailto:adr.scandinavia@zoetis.com
mailto:tierarzneimittelsicherheit@zoetis.com
mailto:adr.scandinavia@zoetis.com

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
Danmorku

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

Ttalia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

E)\LGoa

Zoetis Hellas S.A.
DpayrokkAnoiag 7, Mapovot
EL-15125 Attw

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. Alheg mAnpo@opisg

To guPodAiio mpoopileTat yio TV EVEPYNTIKT OLVOGOTOINGT VYLDV KOLTAPLOV Kol GKOA®V EVAVTL

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvaska

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

ac0evEL®V TOV TPOKAAOLVTAL 0TO TOV 10 TNG TAPAIVEAOLEVEOC TOL GKOAOL.
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