B. ®’YAAO OAHI'TQN XPHXHX



®OYAAO OAHT'TQN XPHXHX
VANGUARD-7, Avo@IA0monIéEVO DAIKO Kot O10ADTIG Y10 EVEGILLO EVOLDPTLLAL.

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHX IIOY EINAI YIIEYOYNOX I'lA THN
AIIOAEXMEYXH IMAPTIAQN, E@OXON EINAI AIA®OPETIKOI

Kdaroyog g ddstog kukiopopiag:
ZOETIS HELLAS S.A
Ddpaykokkinouds 7, Mapovot
15125, Abnva, EALGSQ

TnA: +302106791900

Fax.: +30 210 6748010

E-mail: infogr@zoetis.com
AMK:

Iapackevaoth VTEVOBVYOC Yo TNV OTEAEVOEPOON TOV TOPTIO®V:
Zoetis Belgium s.a.,

Rue Laid Burniat 1,

B-1348 Louvain-la-Neuve,

BEAT'IO

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
VANGUARD-7, Avo@thomompévo vAKO Kot StaA)TNG Yo EVEGLLLO EVOLDPTLLOL.

3. YNOEXH XE APAXTIKH(EX) OYXZIA(EX) KAI AAAA XYXTATIKA
Ka0e pia 8601 1 mL tov gpPolriov mepiéyet:

ApaoTIKO(G) cvoTaTIKO(G):

1. Avogrromompévo Tpipo

Name Quantity/dose References

Canine Distemper virus (CDV) otéleyog

3.0 5.5 ) .
N-CDV, s€acBevnuévo 10°Y to 10°~ CCIDso Doc. No.: 521
Apacru((:)((?) Ca’nine Adenovirus Type 2 (CA YZ) 10°2 t0 1052 CCIDgy Doc. No.: 526
GLOTATIKO(GL): otéleyoc Manhattan, eacOsvnpévo
Canine Parainfluenza Type 5 virus 1059 to 1080 CCIDsy ¥ Doc. No.: 524

(CPIS), eEacBevnuévo

2. Yyp6é Tpfqpa,

Canine Parvovirus (CPV) otéheyog NL-

1070 to 1085 CCIDso (V Doc. No.: 527
35-D, low passage, e£ac0evnuévo © % ¢ N0
ApaoTiRd() LePtospira canicola’(L. canicola) At leasF 40 hamst;:r Doc. No.: 731
> otédeyoc C51, vekpd protective doses @
oVoTOTIKO((): — :
Leptospira icterohaemorrhagiae (L. At least 40 hamster
icterohaemorrhagiae) otéheyoc NADL Doc. No.: 730

protective doses @

11403, vexpd

(1) Cell Culture Infectious Dose
(2) As described in the Ph. Eur. 447 potency test.

"Exdoyo(a): L2 freeze-drying stabilizer, Modified Eagle's medium, Modified Eagle's medium
Tyevn amod ™ dwwdikacio mopaymyng: Gentamicin sulphate, Neomycin sulphate




4. ENAEIZH (EIX)

IMa v evepyntikn avocomoinen Tov GKOA®MY Kot TV TPOANYT| TN OVNGILOTNTOS Kot TOV KAVIKGV
CUUTATOUATOV TTOV 0PEIAOVTOL GTOV 10 TNG VOGOV Tov Carre, TV TpOANYN TG OvynodTToC Kot TV
KAVIKOV GUUTTOUATOV, COUTEPIAAUPOVOUEVNG TG AEVKOTTEVING, Kol TN Helmon TG dlaemopdg Tov
100, TOV TpokaAsital amd Tov mapPoid Tov okvAoL (THmot 2a, 2b kot 2¢), T peiwon g BvnooTnTog
KO TOV KAMVIKGV COUTTOUATOV IOV TPOKAAOVVTAL Ao Tn AOIU®EN amd Tov adevold Tomov 1 tov
OKOAOV, TN Pel®OoN T®V KAVIKOV GCUURTOUATOV Kot TNG AOIU®ENG ) TNV armofoAr] amd Tov thmo 2
a0EVOTO TOV GKLAOV, T HEIMOT TOV KAVIKGOV CUUTTOUATOV Kl TG Bapdtag Tng Aoipnméng mov
ogpeilovtal oto Pfaktipla Leptospira canicola ko Leptospira icterohaemorragiae kot ot peioon g
Bapumntog @V CLUTTORATOV TG VOGO TOL TPOKAAEITAL OO LOAVVOELS 100 TNG TOPAiVOAOVEVLOC.

Eyxotdotaon avooiag: [lepimov dvo efdonddec petd tv terevtaio 6061 T0L PUGIKOV EUPOALOKOD
npoypaupatog. H eykatdotoon tng avooiag yio Tov toapPoio (timog 2b) eppaviletarl 7 nuépeg petd
amd yoprynon piog doong otav ta {oa gufoitalovar amod v nikia tov 9 efdouddwv.

Awpkelo avooiog: ' Tov 10 g vosov tov Carre, Tov mapPoid Tov GkvAoV, TOV adeVOTd TOHTTOV 1 Kot
2 Kol T AENTOCTEIP®ON, AT €lvat TOLAGYLoTOV 12 punves. 201000, 1) SLAPKELL TNG 0VOTIag KOTA TOV
100 NG TapaiveAoVEVENG TOL GKOAOD OV EYEL TPOGOIOPLOTEL.

5. ANTENAEIZEIX

Na unv epporirdloviar acBevi 1 Eykva (oo
Noa pnv yopnyeitor vrepEvocog 0pdg 1 VOGOKATUCTOATIKA OAPLAKE, £M®G KOt EVa Liva amd Ty nuépa
TOV EUPOAMAGHOD.

6. ANEINIOYMHTEXZ ENEPI'EIEX
Yrdpyer mbavotnta EUEAVIoNG TOPOSIKOD OONUATOS GTO GNUEID TG EVEOT|G.

H ocvyvomta tov avemBountov evepysidv kabopiletor g akolobbmg:

- TOAD ovyvn (Ttepiocdtepo amd 1 ota 10 vd Bepancio Cda mapovotdlovy avemBounTeC EVEPYELES)
- ovyvn (Teplocotepo amd 1 aAld Aryotepo amd 10 {da ota 100 vrd Beponeio (da)

- un ovvnBopévn ((meprocodtepo amd 1 oA Ayotepo and 10 {da ota 1000 vrd Bepancio {ma)

- omavia (meplocdtepo amd 1 addd Aryotepo amd 10 {da oto 10.000 vid Bepancio (o)

- oAb omavio (Aydtepo amd 1 ota 10.000 vd Oepoameio (Do, cvumepAapuPavouévaoy Kot Tov
LELOVOLEVAOV OVAPOPDV)

Edv mapatnprioete onoladnmote avemBountn evEPyELa, AKOUO KoL OV 08V OVAPEPETUL GTO
ec6kAeloTo DVOALO Odnyidv Xpnong 1 apEBAIAETE Y10 TNV ATOTEAEGLOTIKOTITO TOV QUPUAKOL |,
TopoKaAeicOe va EVUEPDOETE GYETIKMG TOV KTNVINTPO GOG.

EvaAloxtikd kavte yprion tov 0vikod GLGTNUATOS AVOPOPAs:
EBvikoc Opyaviopog Gappdkav (EOD)

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQQN

2KkOAoL amd TV nAkio Tov 6 BSoUAdmV.

8. AOZOAOTITA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX
Ymodopa yopniynon.

"Eyxetl amoderyOel 6t1 To Vanguard 7 eivar acarés yio tov euPoAlacpd veap®mv oKOAOY omd TNV nAKio
TV 6 efdouddwv.



Oroav ot okvrot wov gpPoirdlovtan £xovv nhikia pikpotepn Tov 12 efdouddwv, mpénet va
emavepportdlovtar kdbe 3-4 gfdouddeg £wg v nAkia twv 16-18 gfdopadwv. Me avtd Tov TpdTO
amo@evyeTol 1 TOAVOTNTA £E0VIETEPMONC TV EUPOAOKADV 1OV OO VITAPYOVTH, UINTPIKE OVTICMLOTA.
Mo povo 5601 Tov avacLoTafEVTOg TPOTOVTOG Elval OPKETT Y1 TNV TANPT AVOGOTOINOT| TOV
eviiMkwv okOAwV. Otav opuwmg spportalovtal {ma ylo TpMTN POPA KATA TNG AETTOGMTEIPMOONG,
amorteiton Ko pia 0e0tepn d6om epPoriov katd TG Aemtooneipwong petd omd 14 nuépec.
ZUVIGTATOL O ETAVOANTTIKOG EUPOAIOCUOC KAOE YpoOVO.

9. OAHT'IEX I'TA XQYXTH XOPHI'HXH

Na tpoactifetol To vYpo TUALE TOL EUPOAIOV GTO AVOPIAOTOMUEVO TUN A, VO, OVOKIVEITOL KOAG Kot
AUESMG VO YopMYEiTaL OAO TO TEPLEYOLEVO VTTOSOPLCL.

10. XPONOX ANAMONHZX

Aev amatteitan.

11. EIAIKEXZ ZYNOHKEX AIATHPHXZHX

Na puidooetar o€ 0éom, Vv ool o PAETOVY Kot dev Tpooeyyilovy Ta Tadid.

No puAhdocetor Kot va petoeépetal o€ yoyeio (2 - 8°C).

Mnv KatoyoyeTe.

Na pn ¥pNooToLEiTaL AVTO TO KTNVINTPIKO QOPUAKEVTIKO TPOIOV LETE Ao TNV npepopunvia Anéng
OV AVOYPAPETOL OTNV ETIKETO KO 6TO KOUTL petd ) "AHEH’..

Awgpketo LONG LETA TV AVOGVGTOGCT GILEST] YPT|ON.

12. EIAIKH(EX ) IPOEIAOIIOIHXH(EIX )

Ewwn mposidomoinon(eic) yia ka0e £idog {mov:

Ta gpPortaxd oteléyn tov adevoiod THmov 2 Tov 6KHAOL Kl TOL TaPPoioD TOL GKHAOV HTopEl Va
amekkpivovtal oo ta gpforacuéva (do yuo kamotleg pépeg Hetd Tov euforiacud. Qotdco, eéattiog
NG LELOUEVNC TAOOYEVELG OVTOV TV GTEAEXDV, gV gival amapaitnTo va puidocovial Eexmplotd omd
Ta avepPoraota (da.

Abdy® TG TOPOLGING UNTPIKDV AVIICOUATOV, EVO LIKPO TOGOGTO TMV VEOYVAV UTOPEL VAL ATOTOYEL VO
EMTOYEL EMAPKT|] OVOGOAOYIKT ATOKPLOT 6TOV EUPOAMAGUO Kot VoL S1oTpEYEL Kivouvo amd Tnv achévein
OTOL 1M TPOKANGT TNE VOCOV GE TOTIKO eMinedo givar apketd vynAn. To mM0c0oTd TV KOLTARLDY TOV
OTOTLYYAVOLV VO, AVOTTOEOVY ETOPKT OVOGOAOYIKT| OTTOKPIoT] 6TOV EUPOAAGHO gival peyadvTepn dtav
0 TeMK6G epuPforacpog yopnyeitan og nikio 10 Bdopddwv amd 0, Tt 6Tav givar 0 TEMKOG EUPOAIOCHOG
yopmyeitor og nhkio 12 Bdopddwv Kot dvw, 4Tav 1 TOGOTNTO T®V AVTICOUAT®Y TOV TPOEPYOVTAL 0
™ untépa ivor yopmAdtepn. g ek T0HTOV, OTOL 01 TEPIGTAGELS P0G LELOVOUEVIC TEPITTMONG TO
empémovv, Oa Tpénel va eEeTaoTel 1) TEPIMTOON YOPYNOTG TOV TEMKOD EUPOAOGHOD GTNV NAKiK TV
12 gfdopddmv, akdun Kol 6€ KouTapio Tov EPYOVIOL Yio TPATN Popd o€ nhkia €61 £ OKTM
gfdopadmv.

Edv yuo omolodnmote Adyo gupavicbei avtidopaon vrepevaicinciog, cuviotdrol 1 xop1ynon
adpEVAAIYNG N AVAAOYOL CVTNG.

Yrdpyet mBavoTTa EPEAVIONE TAPOSTKOD OONUATOS 6TO onpeio TG veonc.

Ewun mpo@draén yio ) yopnynon ota Lo

Kopio



[Swaitepec mpoovAdéelc mov mpémet va, AouBdvoviar omd To ATOUO TOL YOPNYEL TO (QUPUOKELTIKO

poidv oe {ha

e mepinton Tuyaiog avtd-£VESTG, 1 TEPLOYTN VO EKTAVVETAL [IE VEPO ALEGO. L€ TEPITTWOT TOV
exdNAmoNg cvUTTOUATOV, Vo {nTeitol apécms TPk GLUUPOVAN, emdeikviovtag To DHAR0 OdnyidV
Xpnong.

Eyxvpocvvn:
Agv cuvieTdTol 1 ¥pNHon Katd TN SLdpKeLn TG KONONG.

AlMniemdpdoeic e GAAL QOPUAKEVTIKA TPOTOVTA Ko AALES HOPPEC aAANAETIOpaOTC:

Ta dedopéva aoPAAELNG KOl OTOTEAEGHOTIKOTNTAG, OTOdEKVHOLV OTL AVTO TO EUPOAL0 UTOpEl va
xopnyNOel VLOdOPIO GTOVG GKVAOVG TNV 1d1a NPT, Le To euPoito Versiguard Rabies (6mov givan
eyKeKpIUEVa) gite pe avapelln ite oe dopopetikd onueio. H didpreia tng avooiag yio to eppoiio
Vanguard 7 6tav ypnowomnoteitan pe Versiguard Rabies dev €yet axopa texunpiobet.

Metd and tavtdypovn yopnynon M avauelEn tov Versiguard Rabies ot pfoAitacuévorl okdAoL pmopel
Vo TaPoVCIAcovV Eva Tapodiko oidnpa (Léxpt 6 cm) 6To onueio NG £yxvong Kot Eva Tapodkod

010N L0l TV VTOYVAOIOVY /KL TOV TPOMUOTAATINIOV AEUPASEV®Y 6TO oNpEio TNg Eyyvong 4 dpeg
UETE TOV EUPOALAGHO. AVTA TO. GUUTTOUATO VTOY®POVY HECH G 24 MPEG.

Yrepdoooroyio (cuUmTOUOTA, LETPO AVTIUETDTICNC, OVIIO0TA):

Evoéyeton mepiotaciakd vo TapouclacTtel Tapodikd oidnua 6To onueio e £veong LETH ToV
guPolacud pe vrepdocoroyia.

Agv anarteitan Oepaneio 0TI TEPIGCOTEPEG TEPITTMGELS VIEPOOCOAOYING. L20TOGO, OV TPOKVYEL
GLOTNUOTIKY avTidpaoT) vepevarcOnoiog (.. £1eTog), va xopnynel adpevarivn i avtictoryo.

AcvuBatotntec:

No unv avoperyvoetot pe GAAO KTNVINTPIKO PAPUOKO EKTOC TOV VYPOD eforiov To omoio dtatifeton
Yl (PO LE GVTO TO KINVIATPIKO POPUAKEVTIKO TPOioV 1 pe To epPfolo Versiguard Rabies..

13. IATIAITEPEX INPOPYAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON KTHNIATPIKON ®APMAKEYTIKQN MPOIONTQN 'H TQN
YIHHOAEIMMATOQN IIOY TPOEPXONTAI AIIO AYTA, EAN YITAPXOYN

Ta @dppoka dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
YvpPovievbeite tov KTVioTpO GOC 1 TOV QUPUOKOTOL0 O0G Yo TOV TPOTO OTOPPYNG TOV
ypnowonronféviav eappakoy. Ta HéTpa avTd amrocKomody 6TV TPOcTUGia Tov TEPIPIALoVTOG.

14. HMEPOMHNIA THX TEAEYTAIAY EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

15. AAAEX IAHPO®OPIEX

2VOKEVACIEG:
Kovrti pe 25 védiwva @roAidw 1 d6omg Avdeilov gpfoiiov kat 25 vaAiva elaiidio 1 666G vypov

guPolriov.






