B. DYAAO OAHI'TQN XPHXHX
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DOYAAO OAHT'TQN XPHXHX:
Versican Plus DHPPi Avo@iiomoimnpuévo vAlké Kot S1aA0TNG Y10 EVEGLIHO EVULOPTILA Y10, CKVAOLG

1. ONOMA KAI AIEYOGYNXZH TOY KATOXOY THX AAETAYXY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX ITAPAT'QI'HX T1OY EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZXZH ITAPTIAQN, E@OXON EINAI AIA®@OPETIKOI

Kdtoyog tng ddstog KukAoQopiog:

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEATI'TO

TTopaymyodc vevBovvoc yio TNV ameAeLOEPOoTN TOV TOPTIOMV:

Bioveta, a.s.,

Komenského 212/12,

683 23 Ivanovice na Hané,

AHMOKPATIA THE TZEXIAX

23 ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPi Avo@iAiomompévo vAko kot S1oADTNG Y10l EVEGTUO EVOLMPTUO Y10 GKDAOVG

3. XYNGOEXIH XE APAXTIKH(EX) OYXIA(EXY) KAI AAAA YYXTATIKA
Kda0e 060on 1 ml mepiéyet:

ApooTIKEG OVOIES:

Avoorhomompévo Tuipa (Covravé eEacBevnuévo): EA\éyroto Méywoto
I6¢ tng vosov tov Carré, otéheyoc CDV Bio 11/A 103! TCIDso* 10>! TCIDso
Adevoioc THmov 2, otédeyog CAV-2 Bio 13 10%¢ TCIDso* 1053 TCIDso
IMapPoiog THmov 2b, otéleyog CPV-2b Bio 12/B 10%* TCIDso* 1056 TCIDso
[6¢ ¢ mapaiverovévilag tomov 2, otéheyog CPiV-2 Bio 15 10*! TCIDso* 10%! TCIDso
Awoivtne:

Evéoo 0owp (Aqua ad iniectabilia) I ml

* MoAvcpartikr 66on worokoAlEpyelag 50%.

Avo@ILOTOMUEVO VAIKO: 6ToYYMOES VAIKO AELKOD YPDUOTOG.
AoAbTG: dtdpavo, dypopo vypo.

4. ENAEIZH(ELY)

Evepyntikn avocomroinon okOAmv and v nAkio Tov 6 Boopddmv:
— Yo TNV TPOANYN TG OVNOUOTNTOG KOL TOV KAIVIKOV GUUTTOUATOV TOV TPOKAAOVVTOL OO TOV
10 g vocov tov Carré,
— Yo TV TPOANYN NG BVNoUOTNTOG KOt TOV KAVIKOV CUUTTOHAT®V TOV TPOKAAOVVTOL OO TOV
0devoid tomov 1 Tov okdAov,
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— Y10 TNV TPOANYN TOV KAVIKOV GUUTTOUATOV Kol TN HEIDOT] TG amEKKPIONG TOV 100 OV
TPOKAALOVVTOL A0 TOV AOEVOIO TUTOV 2 TOL GKVAOV,

— Y10 TNV TPOANYN TOV KAVIKOV GUUTTOUATOV, T AEVKOTEVIOL KOl TNG OMEKKPLONG TOV 100 TOV
TPOKAAOVVTOL Ao TOV TaPPoid Tov GKHAOV,

— Y10, TNV TPOANYN TOV KAVIKOV COUTTOUATOV (pvViKd Kot 0@BaAKO EKKPpLLa) Kot TN peiwon
NG OMEKKPIGNG TOL 100 TTOL TPOKAAOVVTOL OO TOV 10 TNG TOPOIVOAOVEVTLOG TOV GKOAOUL.

"Evapén g avooiagc:
— 3 gfdoudoeg petd tov mpwrto guPortacud yuo CDV, CAV, CPV kot
— 3 gfdoudoeg petd TNV OAOKANP®GT TOV apykol epfoitaciov yia tov 10 CPiV.

Aupkela ovociog:

TovAdyiotov tpia €11 HeTd TOV 0pYIKO eUPOAAGO Yo TOV 10 TG VOcoL Tov Carre, Tov 0dgvoid THTOV
1 Tov 6KOAOV, TOV AdEVOIO TUTOL 2 TOL GKLAOVL Kot Tov TaPPoid Tov okvAoL. H didpkeia TG avosiog
katd tov CAV-2 dev enainfevtnke amod v npokAnon. Exel deybel 611 3 xpovia petd tov
euporacud pe CAV-2 ta aviioopota givarl okopa mopovto. H Tpoctateutiky] avocoAoyIK omoKplon
katd Tov CAV-2 oyetileTon pe vOGO TOL AVOTVELGTIKOD GUOTHATOG Bewpeitatl ot dapkel
TovAdyiotov 3 xpovia. TovAdyiotov éva £T0g HETA TOV apyLko EUPOAAGHO Y10 TOV 10 TNG
TAPOIVOAOVEVTLOC TOL GKOAOVL.

S. ANTENAEIZEIX

Koapdia.

6. ANEINNIOYMHTEX ENEPI'EIEX

"Eva mopodikd oidnua (€wg 5 cm), umopel va ToapovclacTtel Guyva 6To onueio ™G £veong, LETA amd
VTOdOPLOL YOPNYNOT € OKOAOVC. AvTo pmopet va etvar encddvvo, Bepud 1 epvBpo. TEtota oot
glte eEapavilovtal avtdpaTa, €T EANYICTOTOOVVTOL LEGH GE StAoTNa 14 Nuep®V amd Tov
guforacuo.

Xrdvia mapovcidloviot ovopesio Ko LELWUEVT OpaGTNPLOTNTO.

AvTidpacelg vrepevaicinciog (T.y. CUUTTOUOTO A0 TO YAGTPEVIEPIKO OTMG JAPPOLL KOl EHETOG,
avaeuiaéio, ayyelooidnuo, dOeTvola, KukAo@opikn KatamAinéio, KaTappevon) UTopel va, ELEOVIGTOHY
ondvia. Av vrapéel Té€tola avtidpaon, Ba Tpémet va yopnyeitol 1 KatdAAnAn Beponeio yopig
kaBvotépnon. Tétoleg avtidpdoelc pnopei va eghyBoiv og o coPapn KaTAoTOC, 1) OTTOi0 UTOPEl
va glvar omentikn yio ™ o).

ZVOTNKEG avTIOPAcELS Owc ABapyoc, vepBeppia Kot Yevikn adiabecio Umopel va EPPavIGTOOV
TOAD GTLAVLaL.

H ocvyvomta tov avemBountov evepyeidv kabopiletor og axorovbwng:
— oAV ovyvn (Tepiecotepo and 1 ota 10 vd Oepaneia {da mapovsialovy averBvunTeg
EVEPYELEQ)
— ovyvn (mepiocdtepo amd 1 arld Aydtepo omd 10 {da ota 100 vd Bepaneio {dar)
— un ocvvnBopévn (tepiocdtepo amd 1 aAld Arydtepo amd 10 {da ota 1000 vo Bepaneia {dor)
— ondvia (mepiocdtepo amd 1 aAld Arydtepo and 10 (da ota 10.000 vid Beponeio (ha)
— moAV ondvia (Ayotepo amd 1 ota 10.000 vrd Bepaneia {da).

Edv mapotnpricete omoladnmote avemBount evEPYELn, OKOLO KOL 0V OEV OVAPEPETOL GTO EGCMKAEIGTO

DVuAro Odnyudv Xpriong 1 AUEPALETE Y10 TV OTOTEAECUATIKOTITO TOL POapLUAKov, TapoKkaAeiches va
EVNUEPDGETE GYETIKMG TOV KTNVIOTPO GO,
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7. EIAH ZQQN

YO 0L

8. AOZOAOI'TA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(0OI) XOPHI'HXZHX
Ymodopia yopnynon.
Baowd npdypappo epfortacpon:

Avo docelg tov Versican Plus DHPPi pe pecodidotpa 3-4 fdopddwov petd tnv nikio tov 6
ePoonddwmv.

Aerrooneipa:
Av amotteiton TPooTAGio 0o T AETTOCTEPQ, 01 GKOAOL UTOPOovV Vo EUPOAAGTODV te dV0 dOGELS

Versican Plus DHPPi avapeperypévo pe Versican Plus L4 pe pecodidotnua 3-4 efoopnddmv petd v
nAKia Tov 6 gfoopddwv:

®a tpémet va YIvETOL avacVOTAOT) TOL TEPIEXOLEVOL VOGS Praldiov Versican Plus DHPPi pe to
meplEXOpevo evog erodiov Versican Plus L4 (avti tov S1addt). Metd v avaueiln, 1o meplexopevo
oV PloAdiov Ba mpémet va eival LTOAELKOV 1] KITPIVOTOD ¥POUATOG LE pa uikpn Boiepdtnra. Ta
avapepetypéva, epfoia Bo tpémet va xopnyohvtal aUES®G e LITOdOPL YOPIYNON.

Avooa:

Av amotteiton Tpootacia and T AVood:

IIpcdt d60m: Versican Plus DHPPi and v nlkia tov 8-9 efdouddwv.

Agbtepm 660om: Avaueitn tov Versican Plus DHPPi pe Versiguard Rabies 3-4 gfdopddec apyotepa,
0AAG OxL TPV amd TV nAikia Tov 12 gfdopddmy.

®a Tpénet va YIVETOL avacVGTACT) TOL TEPLEXOLEVOL VOGS Proldiov Versican Plus DHPPi pe 1o
meplexOpevo evag pradiov Versiguard Rabies (avti tov dtodvn). Metd v avapeién, to
TEPLEXOLEVO TOL PLoAdiov Ba mpémet va etvar pol/kKOKKIVOL 1| KITPV®TOD YPDOUOTOS LE [0l PKPY|
Boleponta. Ta avapeperypéva epfoiio Bo Tpémet vo xopnyodvial apES®S e LTOSOPLL YOPTIYNCT.

H dpaotikdTnTa T0U TUMHATOG TOL 100 TG AVoGag £xel 0modelyDel LeTd amo pio epdmal 666m amd TV
niwio tov 12 efdopddmv o epyaotnplakéc LeAETES. 26TOGO, GE UEAETEC TOV £YIVAY GE TTPOLYLOTIKEG
cuvinkeg 10 10% twv opoapyntik®v 6KOA®VY dev eppdvicav opopetatpony (> 0,1 IU/ml) 3-4
ePoopddeg petd and epdmal apyud epfoiiocpd katd g Avococ. Opiopéva {da evdéyetar emiong va
unv gpeaviCovv tithovg > 0,5 TU/ml petd tov apyikd gpfoilacpod. Ot TitAotl ovIIcOUATOY TEPTOVLV
KaTO TNV TOPEILD TNG TPIETOVG S1APKELNG TNG OVOGING, OV Kol 0l GKDAOL TPOGTATEDOVTOL GE TEPIMTMOT
TPOKANONG VOoOL. Xg Tepinton talldlov 6€ mePLoyES Kivouvou 1 ektog EE, ot ktnviatpol evdéyetan
va emBupovy emimhéov uPfoAlacons Katd tng Abecog petd and v nitkio tov 12 efdouddwny yia vo
eEacparicovv 4Tt ot gpfoliaciévol okvAoL £xovv Titho avticouatog > 0,5 IU/ml, o omoiog yevikd
Bewpeitan ETaPKNG Yo TNV TPOSTOGIN KO YOl TIG OTOLTHGELS TOV TAENOTIKAOV EAEYY®V (TiTAOL
aviicoudtov > 0,5 IU/ml).

Av ko1 1 OpOCTIKOTNTO TOV TUAIOTOG TOV 10V TNG AVGcag £xel amoderydel petd tn yopnynon o€ nikia
12 gfdouddmv, katd TNV Kpion TOL KTNVIATPOL, GE TEPITTOOT OVAYKNC, UTOPOLV Va, ELBOAMAGTOOV
oKOAOL IOV etvan pikpoTEPOL TV 8 gfdopddmv pe Versican Plus DHPPi avapepetypévo pe Versiguard
Rabies kafa¢ &xet amoderyBel | acpdieio avTod TOL GLVOLAGHOV 68 GKVAOLS NAkiag 6 efdouddwy.

Hpdypaupo eravepfoiacpov:

Mia povo 66com tov Versican Plus DHPPi mpénet va yopnyeiton ka0e 3 ypdvia. Etnoiog
EMOVEUPOMACUOC OTOLTELTOL Y10, TOV 10 TNG TOPUYPITANG, MG EK TOVTOL pia oA 6661 Tov cvpPatov
guPoriov Versican Plus Pi umopei va ypnoiponomdei o etoto fdomn, 0nmg amatteitot.
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9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

Avoobvotaon vd AonITeG GUVONKES TOL AVOPIAOTOMUEVOD VAIKOV LIE TO OLADTN.
Avakiveiote KaAd Kot eyyOote apéows 6Ao 1o epieydpevo (1 ml) Tov avacvotadéviog TpoidvTog.

Epedvion avacvotafévrog epforiov: YroAevko 1 Kitpvond pe fmio Boiepdtnra.

10. XPONOX ANAMONHZX

Agv amortteitot.

11. EIAIKEX LYNOHKEX ATATHPHXHXZ
Na puidooetal o€ BEom, TNV onoia dev PAETOLY Kot dgv Tpooeyyilovy Ta TALddL.

dvidcoete kKo petapépete og yoyeio (2 °C — 8 °C).

Mnv katoyoyeTe.

DVAAGGETE TPOGTATEVIEVO OO TO YOG,

Noa pn ypnotponmoteital antd 10 KTNVIATPIKO QOPUOKEVTIKO TPOIdV LETA amd TNV Nuepounvia ANENG
oL avaypaeetor oty Tkéta petd o EXP.

Noa ypnoiponoteitol apuécme LETA TV AVOGVCTGT.

12. EIAIKH(EX) TPOEIAONIOIHXH(EIYX)

Ewdikég mpoerdomomoelg ya ke £i6og Ldov:

H wavoromtikh| avocoamdkpion e&aptdtol amd Ty VIoapén TANP®G AVUTTUYUEVOD OVOGOAOYIKOD
ovotipatoc. H avocoendpreio tov {dov pmopei va peiwbel amd d1dpopovg mopdyovteg
GUUTEPIAAUPAVOLEVIC TG KOKNG KATAGTACTG LYEIOG, TNG OPEMTIKNG KATAGTACTG, YEVETIKMY
TOPAYOVTOV, TNG TOPAAANANG ANYNC POPLOKEVTIKNG Oy®YNS KOl TNG KOTATOVONG.

Avoocoloyikéc avtdpdoelg ota CDV, CAV kot CPV cvotatikd tov gpufoiiov umopel va
KaBvoTEPGOVY AOY® TNG TOPEUPOANG UNTPIKAOV AVTICOUAT®V. Q6TO00, TO UPOAo Exel amoderyOel
OTL TOPEYEL TPOTTAGTO EVOVTL TNG LOYEVODS TEPAUATIKAG LOAVDVGTC TOPOVGIO UNTPIKMV OVTICOUATOV
v CDV, CAV xot CPV og enineda ico 1] vymAdtepa amd auTd Tov EVOEXETAUL VAL VITAPYOLV VIO
TPAYUATIKES GUVONKES. LE MEPUTTMGELG OOV TOL EMIMESD TOV UNTPIKOV OVIICOUATOV OVOULEVETOL VO,
glvar oA LYNMAQ, T0 TPOTOKOALO EUPOAOCLOD TPETEL VAL TPOYPAUUATIOTEL AVAROYCL.

Na epporalovron pdvo vy {da.

Ewikég mpopuAddéels yia ) yopriynon ota {ho:

Ta Covtava eEacBevnuéva epPortaxd oteAéyn tov 100 CAV-2, CPiV xoaw CPV-2b umopoiv va
omofAnBovv amd Tovg epforlacEVoug GKOAOLS LeTd Tov epPoitacud. ‘Exetl amoderybel anékkpion tov
CPV ywo ddotnpa péxpt kot 10 nuepmv. Qo1600, AOY® TG YoUNANG TAHOYEVETIKOTNTOS OVTOV TOV
oTEAEXDV, OV lvarl amapaitnTo VO KPATIOVVTOL Ol EUPOAOGUEVOL GKUAOL YOPLIGTA Atd TOVG
avePoAiacToVg GKOAOLE Kot TIG Kortotkioleg yatec. To euporiaxd otéheyog CPV-2b tov 100, dev €xel
doxpootel og A o capkoeaya (e e&aipeom Toug OKOAOLS Kot TIG KOTOIKIOES YATES), TTOV Eival
YVOGTO 0T givol evtadn og TapPoioNE TOV KUVOEWSDV KOl ETOUEVAOC, O ELPOAIOCHEVOL GKVAOL Bal
npénel va, Staympiloviol amd oavTd HETd TOV EUPOAAGHO.

Idwitepec TpouAaelc mov mpémel va AapuBdvoviol amd To GTOUO TOL YOPNYEL TO QUPUOKEVTIKO
mPoidv oe (ha

Xe mepinton mov kKot AdBog Kavete 0vToéveon, va avalnTioete aUEéowms TPk Bordeta Kot va
emdeiEeTE GTOV 10TPO TO ECMOKAEIGTO PVAAO 00N YLDV YPNONG 1] TNV ETIKETO TOV QUPHOKEVTIKOD
TPOIOVTOC.

21



Eyxvpoctvn kot yorovyio:

Mmropei va ypnoiporomn et katd tn S1dpKele. Tov deVTEPOL Kot TPiTov oTadiov g eykvpocvvne. H
UOQAAELD TOV TPOTOVTOG KATA TO OPYLKO GTASI0 TNG EYKLUOGUVNG Kol KATE T S1APKELN TNG YOAOLYIOG
dev €yel dtepevvnbet.

AMNAETOPAOELC e GAAD QOPUAKEVTIKA TPOTOVTH KOl GALEG HLOPPEG OAANAETIOpAOTC:

Agv VIAPYOVY TANPOPOPIES GYETIKA LLE TNV OCQAAELO KOl TNV ATOTEAEGLATIKOTNTO 0O TN YPNON TOV
gv AOY® gufolriov pe 0mol0dNTOTE GALO KTNVINTPIKO Phpuoko ektog amd to Versiguard Rabies kot to
Versican Plus L4. H andpacn yio m yopriynon tov ev Adyw euPoAiov mpv 1] HETE ad T XOpNynon
0TO10ONTTOTE GALOL KTNVIATPIKOD QApPUAKOL Oo Tpémel va AapUPAaveTol KOTA TEPINTMOT).

Ynepdoocoroyia (GUURTOUATA, LETPO OVILETOTIONG, OVTIOOTA):

Agv &govv mapatnpnel dAieg avemBOUNTEG EVEPYEIEG EKTOC OO EKEIVEC TOL OVAPEPOVTOL OTIC
«AvemBOunteg evépyetey petd amd  yopnynon 10-mhdoiag doomg Tov gpporiov. Qotdc0, 68 o
peoymoeio (oov Tapatnpndnke T6vog 6to onpeio g £veong apécme LETA T yopnynon 10-tAdoiog
d00o|g Tov gpupoiriov.

Aocvpufatdnrec:
No unv avoperyvoetal e GAAO KTNVIATPIKO PAPUAKO EKTOG Od QLTA TOV OVOPEPOVTOL TOPATAVE®.

13. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY MPOIONTOX 'H AAAQN YAIKQN ITIOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Kda0e un ypnoyomoinfév knviatpikd eoprokeLTIKO TPOIOV 1 Un XPNOIHoTom0EvTo VTOAEIUIATA TOV

TPENEL VO, ATOPPITTOVTIOL COUPOVO LE TIG IGYVOVOEG EOVIKEG QAT OELS.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHY TOY ®YAAOY OAHI'IQN
XPHXIEQX

Aemtopepeic TANPoQopieg Yo TO0 TaPOY KTNVIATPIKO QOPUOKEVTIKO TPOIOV JlaTiBEVTOL GTOV OIKTVAKO

610 T0v Evponaikod Opyavicpov @appdkov http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

IMhaoTikd kovti mov mepi€yel 25 raida (1 666m) Avopilomonuévng okovng Kot 25 elaAidwe (1 ml)

ST,

IMhaotiko kovti mov mepiéyet SO praAida (1 d6on) Avogilomoinuévng okovng kot 50 elaAiow (1 ml)

ST,

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.
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