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NMavTta nio Kovta oTIC
PUrevax avdaykecg Tnc yarac

Always closer to cat needs

Xdpn oTn Kalvotopa TexvoAoyia Ttou, To PUREVAX® gival n povn nAnpng
o€1pd EMPBOAIWV VIa YATEC XWPIC AVOCOEVIOXUTIKA, MOU cuvOUudAlel Th BEATIOTN
AO0PAAEIQ JE TNV AMNOTEAECUATIKOTNTA.

Topa To PUREVAX® npoxwpd ToVv €MPOAIACHO TWV YATWV OTO
eNOUeVO £Ninedo, €1I0AYOVTAC ThV NPWTN CEIPA EMPROAIOV XWPEIC
AVOOCOEVIOXUTIKA o€ Oyko 0.5 mL*.
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‘Eva TepdoTio AApa via
Pure €va nio PIAIKO eufBSAIo
Vid TIC YATEG

KaivoTouia otov AIEUKOAUVEI TOUG Mo PIAIKO
EMPBOAIOCNO TNG YATAG KTNVIATOPOUC nEog TIC YATEGQ

To PUREVAX® 0.5 mL npoopEpel Tnv id1a eupeia KAl eUEAIKTN OE1pd,
MAPEXOVTAG, OTA METPA KABE yATAC, AUCEIC nou TaIpIAlouv EUKOAO OTOV
TPONo {WNG TOUG, ME MIA BEATIWMEVN, PIAIKN NPOC TIC YATEC €yXUon

Tou 0,5 ml**,
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** To PUREVAX® rabies napapével oto 1 mL



MIKPOTEPOC OYKOG,

Purevox isia e€alpeTIKN

Always closer to cat needs

ANMOTEAECHATIKOTNTA

JUYKPITIKA avoooyoVvIKOoTnTa Tou PUREVAX® TmL o€ oxéon ue To PUREVAX® 0.5mL*

MNpwToKOAMO:
* OpoapVvNTIKES YATEGQ

* AUO XOPNYNOEIC TOU APXIKOU
eMBoAlacuoU

* MeocodidoTnua 4 eBoouddwyv

" V1 PUREVAX® RCPCh + Rabies

" V2 PUREVAX® RCPCh + FelV
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*Boehringer Ingelheim data on file
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Feline calicivirus

* ‘IS1a ggnicTooUvn
oTa eEAIPETIKA TOU
XOPAKTNPIOTIKA
OMNOTEAECHATIKOTNTAG



‘OAa Ta oPpEAn TOU MPOAIOU

FelLV pe Tnv TEXVOAOYia TOU
AVAGUVOUAGCMEVOU 10U TNG EVUAOVYIAG
KAavapIvioU o< SIUEVO OVKO

Purevaox

Always closer to cat needs

TexvoAoyia avacuvOUAoNEVOU 10U eUAOYIAC KavapivioU: unXaviopog dpdong

XUMIKA avooia
16¢ FeLV Ta evepyonoinuéva B-kuTTapa napdyouv
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Pure

910 acPAAEIa XWPEIC
oUMBIBaocuouc

ANoucia aVOCOEVIOXUTIKWY YIa OAd Ta cUOTATIKA, n og1pd PUREVAX®
NEOOPEPEI NON ACUYKPITN ACPAAEIQ, TOMIKA, OTA OCNUEIA TWV EVECEWV'™.
H aopdAeia Tou PUREVAX® 0.5 mL gival TouAdxioTov TO id10 KOAN, av

OxI KaAUTepnN!

TonoBeTNONKAV
otnv oudda PUREVAX®
0.5 mL pe mIg va
AduBdAvouv Tov apxiko
eMPBOAIACUS KAl TIG
va enavepBoAidlovTal
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(Boehringer Ingelheim data on file)

398 vATeg

OUMMETEIXaQV and
19 dlapopeTIKOUG
oTaBuoug €peuvag

PUREVAX® 0.5 mL (n=297 cats)

Bl PUREVAX® 1.0 mL (n=101 cats)

Alapopd Kivduvou*

107 ydrec TonoBeThBNKAV

ceenl otnv opdda PUREVAX®

1.0 mL ye 11€ 62 va
AduBAvouv Tov apXIKo
eUPBoAIacud Kal TIC 39 va
enavedPBoAidlovTal

Aueon TonikA
avTidpaon

KabBuoTepnuévn
TOMNIKN avTidpaon

*Alapopd KIVOUvVou = d1agopd NOCOOTWY eNINTWoNG METAEU Twv opddwyv PUREVAX® 0.5 kai 1.0 mL



| MIKOOTEPOC OVKOC,
EUf et O>d< ANoOdEKTAC and
WCIySCOSGI’ O CAt neeas »
KThVIATPOUC

“H €veon yiveTal nio ypnyopaq,
KeEPOiICOUNE XPOVO OTIC YATEC

ME OTPEC ” ) )
-Dr.R. M. “ MIKPOTEPOG OYKOG,
nio ypnyopn n gyxuon ”
- Dr. V. M.

“'HOeAa €va gy OSAio ue
MIKPO OYKO VYId YATEG Kal
TWEA TO EXW. ”

-Dr.C.S.

“ AeV AMOUV NENEICUEVOC
and Thv apxn, aAAd ivai

KATANANKTIKO ”’
- Dr. R. M.

“ AIYOTEPEG
avTidopAocelg anod TIG

VATEC uETO 0.5 ML!”
- Dr. C. J.

H ogipd epBoAiwv

\ PUREVAX® 0.5 mL
UETATOENEI TO MEYAAO

o€ TEPAGCTIO!




- MIKpOTEPOC OYKOC,
Purevax id1a opEAN

Always closer to cat needs

* Taip1dlel eUKOAA e ToVv TPOMO CwNS KABe yATAC ENITPENOVTAC TN
CUMMOPPWON OTIC KATEUBUVTAPIEC odNnyieC EPBOAIACHOU TWV YATWV

* BEATIOTO NPO®PiN AGPAAEIAG PUE NPOCTACIA XWPIC AVOOOEVIOXUTIKA
yia OAa Ta cuoTaTIKA!

* ZUVEPYIKN KAl EUpUTEPN NpooTacia e Ta dUo nio ocuyxpova
adpavonoinueva oteAexn FCV2+4

* [pAyopn npooTacia e evapén Tng avooiag 1 eBdopdda yetd via Ta
Baoikd cuoTaTikd RCP®

* MapaTeTapgévn NPOCTACIA VIA €WC KAl 3 XPOVIA VIO TA CUOTATIKA
RCP ka1 AUcoca®8

* loXxupn avoooAOYIKN anoKpPIonN Anouciad AVOCOEVIOXUTIKWY, XApn
OTNV KAIVOTOMO TEXVOAOYIA TOU aVAOUVOUAGCUEVOU 10U EUAOYIAG TOU
kavapliviou via FelLV/Aucoad™

................ @ O5mL

BiBAiloypagia: 1. Day M, et alVaccine 2007;25:4073-84. 2. Poulet H, et al. Vaccine 2008;26:3647-54. 3.
Addie D, et al. Vet Rec 2008;163:355-7. 4. Poulet H, et al. Vet Microbiol 2005;106:17-31. 5. Jas D, et al. Vet J
2009;182:86-93. 6. PUREVAX® registration file. 7. Jas D, et al. Vet Microbiol 2015;177:123-31. 8. Jas D, et al.
Vaccine 2012;30:6991-6. 9. Hofmann-Lehmann R, et al. Vaccine 2006;24:1087-94.10. El Garch H, et al. Intern
J Appl Res Vet Med 2006;4:100-8. 11. Poulet H, et al. Vaccine 2007;25:5606-12.
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®YAAO OAHTION XPHIHE: Purevax RCPCh Auogihonoinpévo uliké Kat S1aAtng yia evéatpo evaiopnpa 1.
ONOMA KAI AIEYOYNEIH TOY KATOXOY THE AAEIAZ KYKAO®OPIAL KAI TOY KATOXO0Y THE AAEIAL NA-
PATQrHE NMOY EINAI YNEYOYNOX I'IA THN AMOAEIMEYXH MAPTIAON ETON EOX, EQOZON EINAI AlA-
®OPETIKOI Kdtoxoc tng dbetag kukhogopiac: Boehringer Ingelheim Vetmedica GmbH 55216 Ingelheim/Rhein
TEPMANIA Napaokeuaotic unetBuvog yia v anobéapeuan twv naptidwv: Boehringer Ingelheim Animal Health
France SCS Laboratoire Porte des Alpes Rue de ['Aviation 69800 Saint Priest TAAAIA 2. ONOMAEZIA TOY KTHNI-
ATPIKOY ®APMAKEYTIKOY MPOIONTOL Purevax RCPCh AuogiAonoinpévo uhikd Kat SiahiTng yia evéaipio
evaiwpnpa. 3. ZYNGEEH LE APALTIKH(EX) OYEIA(EE) KAl AAAA EYETATIKA Ava 66on tou 1 ml1itou 0,5 ml:
Avogthononpévo uhikd: Apaotikéc ouoies: E§aoBevnpévog epnntoi6g pvotpaxeliudag g yarag (otéhexog FHV
F2) = 10’ CCIDs,', Abpavonoinpéva avuyéva kaAukoiou g ydtag (oteAéxn FCV 431 kai G1) = 2,0 ELISA U. ESa-
aBevnyévn Chlamydophila felis (atéhexog 905) = 10°0 EID,;2, E§aoBevnpévog 16 navAeukoneviag g yarag (PLI
IV)= 103 CCIDs,'."ExBoxo: Gentamicin, To péyiato 28 pg. AraAdng: Yowp yia evéaipa g.s. 1 mln 0,5 ml. ' pohu-
opaukn doon kuttapokalhiépyetag 50%. 2 poluopatikn 86on auywv 50%. Auogihonoinpévo UNIKO: opoloyEVES
pned oparpibio. Alautng: Siauyég dxpwpio uypd. 4. ENAEIZH(EIE) Evepyntki avooonoinon oe ydteg nAikiag 8
€Bdopaduwy Kat Gvw: - Katd TG 1OYEVOUG PIVOTPaXENTISAG TNG YATAG YIa TN HEILON TwV KAWVIKWV GUHMTWHATWY, -
Katd tng Aoipwgng and KaAukoid yia tn peiwon Twv KAVIKWOV oUPNTWpdtwy, - Katd g Aoipwgng and
Chlamydophila felis yia tn peiwon Twv KAIVIKGOV SUPNTWHATWY, - KATd Tng navAeukoneviag g ydtag ya v
npoéAngn tng Bvntdtntag kat twv KAWIKWV cupntwpdtwy. Evapén tng avooiag: 1 efopdda petd tov apxikd
epBolaopd yia ta ouatatikd g pivotpaxelitdag, Tou kahukoiol, tng Chlamydophila felis kat ing navAeukoneviag
g ydrag. Aidpkela g avooiag: - la Ta ouetatikd g pvotpaxelitdag, g KaAuKoiwaong Kal g navAeukoneviag:
1 xp6vo peTd and tov apxiké epPoliacpo Kat 3 xpévia petd tov teleutaio enavepBohacd. - Ma to ouotatikd g
Chlamydophila felis: 1 xpovo petd and tov teleutaio enavepfoliacyo. 5. ANTENAEIZEIE Kapia. 6. ANEMIOYMH-
TEX ENEPTEIEE Katd tn Sidpketa pehetwv aopdhelag kat nediou, éxouv napatnpnBei auxva napodikn andbeta
Kkat avopegia, kaBuwg kat unepBeppia (nou diapkei auvnBwg 11 2 nuépeg). Katd t Sidpkela peletv aopaietag
Kat nediou, éxel napatnpnBei cuxva pia Toniki avtibpaon (eAagpug N6vog katd v YnAdenan, KVnapog, i nept-
oplopévo oibnpa) nou unoxwpei péoa oe 1 1 1o NoAd 2 ePbopadec. Ie pehéteg nediou, éxel napatnpnBei pia
avtibpaon unepeuataBnaiag pe ouxvotnta pn ouvnBiopévn, yia Ty onoia eival mBavé va anaitnBei kataMnAn
oupntwpatki Bepaneia. Epetog (Kupiwg evidg 24 wg 48 wpdv) éxel napatnpnBei ae NoAU ondvieg NEPINTWOELS
and v epnetpia petd tv KukAogopia oe 6, apopd v aopdlela. Le NoAU andvieg NepINTWOeLg, ot didotnpa 1
£w¢ 3 efdopadbuwv and tov avapvnotikd epBohiacpd éxouv napatnpnBei oe evnikeg yareg, unepBeppia kat AnBap-
YOG Mou PEPIKEG popég ouvodeovtal and xwAdtnta, Bdoel g epnelpiag oe 61 apopd v acdela petd v
KukAogopia Tou npoidvtog. H ouxvotnta twv aveniBupntwy evepyeiidv kaBopiletat wg akohoUBuw: - noAU guxvi
(nepioadtepo and 1 ata 10 {wa napouatafouv avemBOpNTES evépyeteg) - ouxvn (neptaadtepo and 1 ald hiydtepo
and 10 Zwa ota 100 und Bepaneia {wa) - pn cuvnBiopévn (neploadtepo and 1 ahhd Aiydtepo and 10 {wa ota 1000
und Bepaneia wa) - ondvia (neploadtepo and 1 ahhd Aiydtepo and 10 Zwa ota 10.000 und Bepaneia Jwa) - noAy
ondvia (\ydtepo ané 1 ota 10.000 und Bepaneia Jwa, oupnepihapBavopévwy pepovwpévwy avagopwv). Edv
napatnpiaete onotadnnote avemBupnn evépyela, akdpa kat av dev avapépetal ato eawkAetato OUAo 06nylwv
Xpnong n apgiBalete yia v anoteAeopatikdtnta 10U pappdkou, napakaleioBe va evnPEPWOETE OXETIKWG TOV
Ktnviatpoé oag. 7. EIAH ZOON [dte. 8. AOEOAOFIA A KAGE EIAOY, TPONOE KAI 0AOL(01) XOPHIHEHE
Ynobopta xopriynan: Metd tv avacUotaon tou Auogihonotnpévou ulikou pe 0,5 ml i 1 ml tou Stahdtn (avdhoya
pe 1o entheypévo péyeBog ouakeuaaiag) xopnynate pia H6an epfohiou alppuwva pe To akdAouBo oxnpa epfohia-
GpoU: Apxikdg epBohiaopdg: - nptn évean: and v nAikia twv 8 eRSopdduwy, - Seltepn évean: 3 éwg 4 eBdopadeg
apydtepa. Onou avapévetal napousia ugnAwv eNNESwY aVIIGWHATWY PNTPIKNG NPOEAEUTNG EvAVTIA TwV oUTTa-
KWV plvotpaxetitdag, kahukoiol, navAeukoneviag i Chlamydophila (n.x o yatdkia nhikiag 9 €wg 12 Bbopddbuv
Yevvnpéva and ydteg nou eixav epBohiactel nptv T KUNGN Kal/ gixav nponyoUpEVN yvwoth i evbexdpevn ékBean
ato(a) naBoydvo(a)), 1o apxiko epBohiakd oxnpa npénel va kaBuatepei péxpt tv nhikia twv 12 eBSopddewv. Ena-
vepBoliaopdg: - o npwtog epBolacpds npénet va npaypatonoinBei yia 6Aa ta cuotatkd, éva xpovo HETd Tov
apxiko epPolacpo, - enakdlouBot enavepBohiaapioi npénet va npaypatonoinBolv: - lia 1o custatkd g XAapu-
biwaong: kaBe xpdvo. - Mo ta ouoTaTIKA TNG PIVOTPAXELTIBAG, TG KAAUKOIWONG Kal tng navAeukoneviag: pe
pecoblaotnyata éwg tpia xpovia. 9. OAHTIEE FIA TH EQETH XOPHIHEH Kavete avaoUotaon tou epBohiou
anoAd €10l wote va yivel éva OpOIOPOP(PO EVAIWPNHA LIE NEPIOPIOUEVO OXNPATIOHO appoU. Onukn eupa-
vion petd v avacuotaon: S1auyeg eEAa@pag Kitpivo evatwpnpa. 10.XPONOE(0I) ANAMONHE Aev upiotatar. 11.
EIAIKEZ LYNOHKEL AIATHPHEIHE Na puldooetat oe Béon, tv onoia Sev BAénouv kat Sev npooeyyifouv ta
nadid. Quldooete Kat petagépete ae Yuyeio (2 °C — 8 °C). Ouhdaoete npoatateupévo and 1o pws. Mnv katayu-
xete. Na gn xpnatponoleitat autd 1o KTnviatpiké GapHakeUTIKO npoidv Hetd and v npepopnvia An§ng nou avaypd-
Qetat ot GdAn petd tn AH=H. Aidpketa {wng petd v avaciotaon oUp@uwva pe TiG odnyies: dpeon xphon. 12.
EIAIKH(EE) NPOEIAOMOIHEH(EIE) Eibikég npoeibonotioelc yia kaBe eifog Jwou: Na epBohidoviat pdvo uyin
{wa. Ebixn npoguAagn yia tn xopriynon ota Zwa: Kaia. 16iaitepeg npopuld€eig nou npénel va AapBavoviar and
10 G100 NOU X0PNYE( T0 KINVIATPIKG (UPUAKEUTIKG NPoibv o€ {wa: Le nepintwon katd AdBog autoéveang, va
avadntoete apéows Latpikn BonBela Kat va enibeiete atov 1atpd 10 eowkAeioTo PUAO 0BnyiwV Xphaoews h TV
€TKETA TOU PappakeuTikoU npoidviog. To epfdAio autd dev npénet va xpnatponoleitat and dropa nou ndexouv and
avoooavendpkela n nou Aapfavouv avoookatactaAtikd pappakeutika npoidvia. Le nepintwon katd AdBog auto-
£veong, va avantioete apéowg latpikn BonBela kat va evnpepwOoeTe Tov 1aTpd oag 6t €xel yivel autoévean pe
eppohio nou nepiéxet Zwvta xAapudia. Eykupoatvn kat yahouxia: Na pnv xpnatponoteitat kaBoAn tn Sidpketa tng
Kunang Kat g yahouxiag. AMnAemibpdaeig pe GAMa @apuakeutikd npoidvia kat dMeg popeéc aMnAenibpaang:
Eivar §1aBéoipa 6ebopéva aopaleiag kat anoteAeopatikdntag, ta onoia anodeiviouv ot to epfolio pnopei va
avapxBei pe 1o euBolio xwpic avoooevioxutiké tng Boehringer Ingelheim katd g Aeuxatpiag g ydtag kai/fi va
xopnynBel tnv i6ia nuépa, aMd va pnv avapixBei, pe 1o epPolio pe avoooevioxutkd tng Boehringer Ingelheim
Katd g Aiooag. Eivat daBéopa debopéva aopdelag kal anoteAeopatikdtntag ta onoia anoSeikviouy 6t 10
eppohio autd pnopei va avapixBei kat va xopnynBei pai pe 1o epBolio xwpig avogoeviaxutkd tng Boehringer
Ingelheim katd g Aiooag. Aev undpxouv nAnpopopieg OXETIKG pie TV aopAAela Kat TNV anoteAeopatikdtnta and
NV TauTtéxpovn xpian autol tou epfoliou pe onolodnnote AAAO KINVIATPIKG PApHAKEUTIKG npoidv. H anépaon
Yta TV Tautdxpovn xopriynan tou ev Adyw epPoliou, Ba npénet va AapBavetar katd nepintwan. YnepSogohoyia
(oupntwpara, pétpa avupetwniong, avtibota): Aev éxel napatnpnBei AAAn avemBUpntn evépyela ektog ano ekeives
nou ndn avaeépBnkav ato kepdhalo «AveniBUUNTES evEpyeleg», Kat EKTGG and tnv unepBeppia, n onoia pnopei va
Blapkéoel kat' e€aipeon £wg 5 npépeg. AoupBatdtnte: Na pnv avapixBei, pe 10 euBGAMo Pe avVOOOEVIOXUTIKG TG
Boehringer Ingelheim katd g Aooag. 13. EIAIKEE MPO®YAAZEIE AMOPPIWHE ENOX XPHEIMOMOIHOE-
NTOZ KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ'H AAANN YAIKAN NOY MPOEPXONTAI AMO TH
XPHEH TOY NPOIONTOZ, AN YMAPXOYN LupBouleuBeite tov Ktnviatpé oag yia tov Tpéno andppiyng twv
xpnotponoinBéviwv pappdkwv. Ta pétpa autd anoskonouv atnv npootasia tou nepipdrhoviog. 14. HMEPOMH-
NIA THE TEAEYTAIAE ETKPIEZHE TOY ®YAAOY OAHTION XPHEEQE 02/2022 Aentopepeic mAnpo@opieg yia 10
napov KINvIaTpIkG PapHaKeuTikd npoidv diatiBevral atov Siktuakd t0no tou Eupwnaikot Opyaviapol Pappdkwv
(http://www.ema.europa.eu/). 15. ANEE NAHPO®OPIEX To npoidv €xet anobeIxtel 0Tl PEVEL TV aNEKKPLON
Tou kaAukoioU Tng yatag Katd tnv évap€n g avoaiag kat yia éva xpévo petd tov epfoltacpd. MAactika Kouti nou
nepthapPavet: 10 x 1 86an Auopihonoinpévou uhikou kat 10 x T mldtahdtn 150 x 1 66an Auogthanotnpévou ukikol
kat 50 x 1 ml dahtn i 10 x 1 86on Auogilonoinpévou uhikou kat 10 x 0,5 ml Siahdtn 7150 x 1 66an Auogihonol-
npévou ulikou kat 50 x 0,5 ml SiahUtn. Mnopei va pnv kukAopopoUv GAEG 01 GUOKEUAGIES.

EMEA/V/C/000088

OYAAO OAHTION XPHEHE: Purevax FelV evéaipo evaiwpnpa 1. ONOMA KAI AIEYBYNEH TOY KATOXOY
THE AAEIAZ KYKAO®OPIAL KAI TOY KATOXOY THE AAEIAL MAPATQIHE NMOY EINAI YNEY@YNOE TIA
THN ANOAEXIMEYIH MAPTIAQN ETON EOX, EOOXON EINAI AIAOOPETIKOI Kdtoxoc d6etag kukhogopiag
Boehringer Ingelheim Vetmedica GmbH 55216 Ingelheim/Rhein, FTEPMANIA. Mapackeuaothg unelBuvog yia tv
anobéopevon naptibwv Boehringer Ingelheim Animal Health France SCS Laboratoire Porte des Alpes Rue de
['Aviation 69800 SAINT PRIEST FAAAIA. 2. ONOMAEIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX
Purevax FeLV evéaipo evaiwpnpa 3. ZYNOEEH IE APALTIKH(EE) OYEIA(EL) KAl AAAA EYEITATIKA Kdbe 6oon
tou 1 mlntou 0,5 ml nepiéxer: Apaouikh ouoia:Avacuvduaopévog 16¢ FelV Canarypox (vCP97) = 1072 CCIDy,'".
'HoAuopatikn doon kuttapokaiépyelag 50%. Atauyég axpwpo UYpd e NAPOUGia KUTTOPIKWY UNOAEIUHATWY
ot0 evaiwpnpa. 4. ENAEIZH(EIE) Evepynuxn avogonoinon oe yateg nhikiag 8 Bbopddwv Kat vw évavu tng
Aeuxatpiag g ydtag yia T npéAnyn g enipovng tatpiag Kat Twv KAVIK@V onpeiwv g oxeuddpevng vogou.
“Evap€n g avooiag: 2 eBopadeg petd tov apxiké epBohiaopd. Aidpketa tng avooiag: 1 €tog petd tov teheutaio
epBohaoyd. 5. ANTENAEIZEIE Kapia. 6. ANEMIOYMHTEE ENEPTEIEL Katd tn Sidpketa peletav aopaleiag
Kkat nediou napatnpnBnke noAU ouxvd éva napodikd olido pikpou peyéBoug (< 2 cm) ato onpeio tng éveang,
nou unoxwpel evtog 1 éwg 4 efbopddbwv. Katd i Sidpkela peletwv aopdlelag kai nediou napatnpnBnkav noAd
auxvd napodikog AnBapyog kat unepBeppia pe Sidpkela ouvnBuwg 1 npépa, oe eEaIPETIKEG NEPINTWOELS Yia 2
npépeg. Avope§ia kat €uetog éxouv avapepBei noAy ondvia pe Bdon v epnelpia oe 61 apopd TV acpdela
peta v Kukhopopia. Ze oAU ondvieg nepintawael eivat duvatd va eppaviotei pia avtibpaon unepeuatabnoiag.
Tétoteg avudpdoelg pnopei va e§ehixBouv ae nio coBapn katdotaon (avagulagia). Edv eppaviotoly tétoleg avil-
dpdoeig, ouviotdtal n katdMnAn Bepaneia. H ouxvétnta twv avemBupntwy evepyeidv kabopietat wg akohol-
Buwg: - noAU ouxvn (neptaadrepo and 1 ota 10 Jwa napouataouv avemBOPNTEG evépyeleg Katd T Sidpkela tg
Bepaneiac) - ouxvi (neptoadtepo and 1 ala Aydtepo and 10 Jwa ota 100 und Bepaneia {wa) - pn ouvnBiopévn
(neploadtepo and 1 aAd Aiyétepo and 10 Zwa ota 1000 und Bepaneia {wa) - ondvia (neptoodtepo and 1 ald
Aydtepo ané 10 Zwa ota 10.000 und Bepaneia Jwa) - noAu ondvia (\iyétepo and 1 ota 10.000 uné Bepaneia
{wa, oupnepthapBavopévwy pepovwpévwy avagopwv). Edv napatnpnoete onotadinote avemBupntn evépyela,
akdpa Kat av dev avapépetal ato eawkAetato GUMo 06nylwv Xphang h ap@iBAAETe yia tnv anoteAeapauikétnta
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T0U pappaKou, NapakaAeioBe va evNpEPWOETE OXETIKWG Tov Ktnviatpd oag. 7. EIAH ZOAN [dteg. 8. AOZOAOIIA
TI1A KAGE EIAOE, TPOMOE KAI OAOL(0I) XOPHTHEHE YnoSdpia xphan. Xopnynate pia d6an tou 1 ml f tou
0,5 ml (avahoya pe 1o enikeypévo péyeBog ouokeuaaiag) olppuwva pe To akdhouBo oxnpa: Baaikdg epfolacpdg:
npwtn éveon: and tv nAikia twv 8 efGopdduwy, Seltepn évean: 3 éwg 5 eBdopadeg apydtepa. EnavepBoliaopdg:
emnoiwg. 9.0AHTIEE MA TH Z0ETH XOPHIHEH Avakwviiote kahd npwv t xprion. 10. XPONOE(OI) ANAMO-
NHE Aev anaveitat. 11. EIAIKEEZ ZYNOHKEE AIATHPHIHE Na puAdooetal og B¢an, v onoia Sev BAénouv kat
dev npoaeyyidouv ta naidid. uldooete ka petapépete oe Yuyeio 2°C — 8°C. OuAdaoete npootateupévo and
10 PwG. Mnv kataylxete. Aidpketa {wig PETd T0 dvotypa: va xpnatponotetal apéowg. Na pn xpnaiponoteital
QUTO TO KTNVIATPIKG (PAPPAKEUTIKG NPOIGY HETG and tv npepopnvia AMng nou avaypagetat oty TKETa Petd tn
AH=ZH. 12. EIAIKH(EEL) NPOEIAOMNOIHIH(EIL) Eibikéc npoeibonoinael yia kdBe eidog wou: Na epBolidZoviat
povo uyin wa. Ebdikég npo@uAGEeIg yia tn xophynan ota {wa: Luviatdtar n Sie€aywyn eAéyxou yia v napouaia
avuyovatpiag tou 100 FelV npwv and tov epBohaopd. Epfolacpdg oe ydteg opoBetikég atov 10 FelV dev éxet
dpehog. [61aitepec npoguAd€el nou npénet va AauBdvovtat and to dropo nou xopnyei 10 YAPHAKEUTIKG NPOiGY
oe {wa: Te nepintwon tuxaiag autoéveang, va avadntnoete apéowg latpikn PonBeta kat va enideifete otov 1atpd
10 E0WKAEIOTO PUAAO 0BNYIV XPAGEWS N TNV ETIKETA TOU PPHAKEUTIKOU Npoidvtog. Eykupootvn Kat yahouxia:
Na pn xpnaotponoteitat kaBoAn t didpketa tng kUnong kat tng yahouxiag. AMnAenibpdaeig pe GMa pappakeuukd
npoidvta kai AAeg pop@ég aMnAenibpaang: Eival SiaBéaipa Sebopéva aopdlelag kat anoteleapatikétntag, ta
onoia anodewviouv 0t o eyPoMo pnopei va avapixBei pe to epBoAo xwpic avosoevioxutikd tng Boehringer
Ingelheim (noAanAoi ouvbuaapoi cuatatikwv Katd g loyevolg pivotpaxelitdag tng yarag, tng kakikoiwang, g
navAeukoneviag kat tng xAapudiwang) kai/n va xopnynBei v ibta npépa, aAAa va pnv avapixBei. Aev undpxouv
nAnpopopieg OXETIKA PE TNV aoPAAELa Kal TV anoTeAEGHATIKATNTA and Thv TaUToXpovn Xpnan autol Tou eppoliou
pie onotobAnote GAO KINVIATPIKG (PapHaKEVTIKG Npoidv. H andpaon yia v tautdxpovn Xopriynan Tou ev Adyw
eppohiou, Ba npénet va Aapdvetal katd nepintwon. YnepSoooloyia (oupntwpata, pétpa avuyetwniong, avei-
dota): Aev éxouv GAeg napatnpnBei avenBUpNTeg evépyeleg KTOG and ekeiveg nou avagépovtal atnv napdypago
«AvemBUpnteg evépyeteg». AoupBatdtntec: Na pnv avaptyvietat pe GAo epBoAio i avoaoAoyiké npoidv, eKTog
and 1o epPohio xwpic avocoevioxutikd tng Boehringer Ingelheim (noAanhoi cuvbuaapoi cutatikwy katd tng
1oyevoug pivotpaxelitdag g ydtag, g kahikoiwang, g navAeukoneviag kat tng xAapudiwaong). 13. EIAIKEE
NPO®YAAZEIL ANOPPIWHE ENOE XPHEIMOMOIHOENTOE KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOX
‘H AMAQN YAIKON NMOY MPOEPXONTAI AMO TO MPOION, AN YAAPXOYN LupBouleuBeite tov ktnviatpé oag
yia Tov 1péno andppiyng Twv XxpnatponotnBéviwy pappdkwv. Ta pétpa autd anookonolv otnv Npoatacia Tou
nepipaMovtog. 14. HMEPOMHNIA THE TEAEYTAIAE EFKPIEHE TOY ®YAAOY OAHTION XPHEEQE 08/2020
Aentopepeic NANPoQopiES Yia To NApGV KINVIATPIKO (pappakeutikd npoidv SiatiBevial atov Hiktuakd téno tou
Eupwnaikou Opyaviopot Oappdkwy (http://www.ema.europa.eu/). 15. AMEE TAHPO®OPIEX Epfolio katd tng
Aeuxatpiag tng ydtag. To eyPoliakd atélexog eivat évag avaouvbuaapévog 16G EuAoyLdg Kavapivioy, nou ekppalel
1a yovibia env kat gag tou FeLV-A. L& pualkég ouvBiikeg, pdvov n uno-opdda A eival naBoydvog kat n avogonoinan
£vavtl ing uno-opadag A napéxel nAnpn npoatacia évava wv A, B kat C. Metd tov epBohiacpd, o 16¢ ekppalel ug
NPOCTATEUTIKES NPWTEives, aMd Sev noAanhaaidZetar otn yara. O¢ anotéAeapa, o epfohiacpdc npokalei avoaia
Katd Tou 100 g Aeuxatpiag g yarag. MAaotikd kouti nou nepiéxet: 10, 20 1 50 x 1 ml epPohiou, 10,20 A 50 x 0,5
ml epBohiou. Mnopei va pnv KukAopopoUv OAeG 0l GUOKEUTOTEC.
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OYAAO OAHTION XPHIHE: Purevax Rabies evéoipo evaiopnpa 1. ONOMA KAI AIEYOYNEH TOY KATOXOY
THE AAEIAL KYKAO®OPIAL KAI TOY KATOXO0Y THE AAEIAL MAPAIKEYHE MOY EINAI YNEYOYNOX
TIA THN ANOAEIMEYIH MAPTIAQN, EQOION EINAI AIA®OPETIKOI Kdtoxog tng dbetag kukhogopiag:
Boehringer Ingelheim Vetmedica GmbH 55216 Ingelheim/Rhein TEPMANIA. Mapaokeuaotic unetBuvog yia
v aneheuBépwon twv naptibwv: Boehringer Ingelheim Animal Health France SCS Laboratoire Porte des
Alpes Rue de ['Aviation 69800 Saint Priest, laA\ia. 2. ONOMAEIA TOY KTHNIATPIKOY ®APMAKEYTIKOY
NMPOIONTOX Purevax Rabies evéoipo evaiypnpa 3. EYNGEEH LE APALTIKH OYZIA KAI AAAA EYETATIKA
KaBe doan tou 1 ml nepiéxet: Apactiké cuetatiké: Rabies recombinant canarypox virus (166 euloyldg kavapiviod
avaouvbuaapévog pe 16 Auooag) (vCP65) = 1048 FAID*;, *Aoipoydvog d6an 50 % pe Sokipacia avoaopBopiapol.
EAagppadg pod éwg wxpd Kitpivo opoyevononpévo evaiwpnya 4. ENAEIZH Evepynukn avooonoinon og yateg
niiag 12 BSopddwv kat dvw yia tv npdAnyn g Bvnatpdtntag and Aoipw§n and tov 16 g Aooag. Evapén
avooiag: 4 eBdopddeg petd tov apxiké epPohacpd. Adpkela avoaiag petd tov apxiké epfohiaopd: 1 xpovog.
Aidpkeia avooiag petd tov enavepBoAiaouo: 3 xpovia. 5. ANTENAEIZEIE Kapia. 6. ANEMIOYMHTEE ENEPTEIEL
e noAU andvieg Nepintwoels, napodikn kat eagpid andBeta pnopei va napouatactoly, kaBwg eniong, Anla
avopegia f unepBeppia (dvw twv 39,5°C) nou auvnBwg Siapkei 1 1 2 npépeg. Ot neplaodiepeg and autég ug
avubpdoelg eppavidovial katd th Sidpkela 2 npepwv Petd tov epBohiaapd. MoAu andvia, pnopei va eppaviotel pla
napodikn, Toniki avtidpaon (névog katd v ynAdenan, neplopiopiévo oidnpa nou pnopei va petatpanei o€ ogidto,
Beppdtnta oo GnpEio TG Eveang Kal G KAMoleg nepNtwoelg epiBnpa) nou unoxwpel ouvnBwg péoa oe 1 h 2
€B6opadeg to noAU. Le noAU onavieg NEPINTWOELS, iowg epgaviatel pia avtibpaon unepeuaiaBnaiag, yia v onoia
niBavov va anatnBei katdMnAn cupntwpaukn Bepaneia. H ouxvotnta twv aveniBopntwy evepyeiwv kaBopiletat
wg akohoUBwg: - noAU cuxvn (nepiaadtepo and 1 ata 10 und Bepaneia Jwa napouataouv aveniBONTES evépyeles)
- ouxvii (neptoodtepo and 1 aAa hydtepo and 10 und Bepaneia Jwa ata 100 und Bepaneia Jwa) - pn cuvnBiopévn
(neptoadtepo and 1 alha hiyotepo and 10 und Bepaneia Jwa ota 1000 und Bepaneia Jwa) - ondvia (nepioadtepo
and 1 ald Ayotepo and 10 und Bepaneia Jwa ota 10.000 und Bepaneia {wa) - noAd ondvia (Aiydtepo and
1 ota 10.000 uné Bepaneia {wa, cupnepi\apBavopévwy Kat Twv Hepovopévwy avapopwyv). EGv napatpnoete
onotadnnote avenBupntn evépyela, akdpa Kal av dev avapépetat ato ecwkhelato OUMo 06nyiwv Xphang A
ap@IBAAeTe yia TNV anoTeAEOHATIKATNTA TOU PApHAKoU, NapakaAeioBe va EVNHEPWOETE OXETIKWG TOV KINVIaTpo aag.
7. EIAH ZNON ldreg 8. AOZOAOTIA A KAGE EIAOE, TPOMOX KAI 0AOL XOPHIHEHE YnoSopia xopriynan.
Xopnyeiote pia 86on tou 1 ml olppwva pe 10 akdlouBo npdypappa epfohacpol: Apxikde epfolaoydg:
1 éveon and v nAikia Twv 12 efdopddwy, EnavepBoliaoudc: 1 xpdvo petd tov apxikd epfohiacpd Kal, otn
ouvéxela, ava Slaotnpata £wg 3 xpdvwv. Taidt npog xwpeg onou anarteitat n Sievépyela opoloyIKNG dokipasiag
Aooac: H epnepia éxel anobei€el 6u oplopéva epPoliaopéva Jwa, eved eival npootateupéva, Pnopei va pnv
napouataouv titho aviiowpdtwy Katd g Abocag 0,5 IU/ml nou anarteitat yia Kdnoteg xwpeg. Ot Ktnviatpot
evbéxetal va npoxwpnaouv ae dUo epfoiacpouc. H kahltepn xpovikn atiypn yia  Ayn deiypatog aipatog eivat
nepinou 28 npépeg petd tov epBolaopd. 9. OAHTIEE MA TH ENETH XOPHIHEH Na epappddovtar ot ouviBeig
ouvBnkes aonyiag. 10. XPONOE(01) ANAMONHE Aev epappdZetal. 11. EIAIKEE ZYNOHKEE AIATHPHEHE Na
puldaoetal og Béan, v onoia Sev BAénouv Kat dev npoaeyyidouv ta naidid. QuAdaoeTe Kal PETaPEPETE OE YPuyeio
(2 °C-8 °C). Gudaoetal npootateupévo and 1o pwe. Mnv katayuxete. Na pn xpnatponoteitat autd 1 KInviatpiko
(PAPHAKEUTIKO NPOidV petd and v npepopnvia Mi§ng nou avaypdpetal otnv eukéta petd 1o EXP. Aidpketa Jwng
pETd T0 NpWTO Gvolypa Tou nepiEKTn: dpean xpnon. 12. EIAIKH(EE) NPOEIAOMOIHEH(EIE) EiSikn npogibonoinan
yia kaBe eibog Jwou: Na epBohidovial pévo uyih {wa. Ebikn npogUatn yia tn xopiiynon ota Jwa: Kapia.
161aitepec npoguAGEeig nou npénet va AapBdvoviat and 1o Gropo Nou Xopnyei 10 KINVIATPIKG YAPUAKEUTIKG NPQidy
e {wa: Aev éxouv napatnpnBei dAeg aveniBUpnteg evépyeleg petd tn xopiiynan 10 ddoewv, ektdg and exeiveg
nou ndn ava@épBnkav otnv napdypago «AveniBupnteg evépyeleg». Ot avemBUpnTeg evépyeleg pnopei va éxouv
peyahUtepn Sidpketa. Ot avacuvbuaopévot toi tng euhoyidg kavapiviou givat yvwotd ot eival acale(g yia toug
avBpwnoug. MNepiataatakd, pnopei va napatnpnBouv AMIES TONIKES Kal/n GUOTNHATIKES aveniBupnteg avudpaoelg
nou ogeilovtal atnv éveon. Le nepintwaon Katd AdBog autoéveang, va avantnoete apéowg Latpikn fonBeta Kat
va embei€ete otov 1aTP6 10 €0WKAEIGTO PUAND 0BNYICV XPAOEWE N TNV ETIKETA TOU PAPPAKEUTIKOU NPOTGVTOG.
Eykupoauvn kat yahouxia: H aopd)ela tou Kinviatpikol pappakeutikol npoidviog dev éxel anodeixBei katd
n Sidpketa g KUnang Kat tng yahouxiag. AMnAemipdoeig pe GAa pappakeutikd npoidvia kat GAeG HopEG
aMnAenibpaanc: Eival 51aBéoipeg peléteg anoteleopatikdtntag, ot onoieg anodelkvUouv Otl To ev Adyw epolio
dUvatat va xopnyeital TouAGxioTov 14 npépeg Npv N HETd T Xopiynan Tou, Xwpig avoooevioxutiko, epfokiou
g Boehringer Ingelheim katd tng Aeuxawpiag g ydtag. AtaBéaipeg nAnpopopieg oxetikd pe v aopdlela Kat
v anotelespatikdtnta anodeviouv 6t To ev Adyw euPolio pnopei va avapetyvUetal Kal va xopnyeitat e
XWpIG avoooevioxutko, epBohia tng Boehringer Ingelheim, ta onoia nepiéxouv notkihoug ouvbuaapolg twv
OUOTATIKWV TNG oYevoUg pivotpaxetitdag tng yatag, g KaAikoiwang, g navAeukoneviag kat g xAapudiwang.
AocupBatétnrec: Na pnv avapetyvietat pe GAo Ktnviatpiké pApHaKo eKTOG and autd nou avapépovial napanave.
Ynepboaohoyia: Kapia GAn avemiBUpntn evépyeta ektog and autég nou éxouv Ndn avagepeBei otnv evotnta
«AvemiBUpnteg Evépyeiec» Sev napatnpnBnke petd  xopiynan 10 0aewv. Ot avubpdaeig pnopei va Slapkéoouv
neptocotepo. 13. EIAIKEE MPO®YAAZEIZ AMOPPIWHE ENOX XPHEIIMOMOIHOENTOL KTHNIATPIKOY
®APMAKEYTIKOY MPOIONTOE'H AAAON YAIKON MOY MPOEPXONTAI AMO TH XPHEH TOY NPOIONTOE
Ta pdpuaka Sev npénet va anoppintovial PEcw TV AUPATWY M Twv oIKIaK®V anoPAAtwy. ZupBouleuBeite tov
Ktnviatpd oag yia Tov Tpono andppupng twv xpnatponotnBéviwy pappdkwv. Ta pétpa autd anoakonouv atnv
npootacia tou nepiBdloviog. 14. HMEPOMHNIA THE TEAEYTAIAL EFKPIZHE TOY OYAAOY OAHTION
XPHEENE 03/2020 Aentopepeic nAnpo@opieg yia tov napdv KINVIaTpIKG Qappakeutikd npoidv SiatiBeviar otov
BiKtuakd 16mo tou Eupwnaikol Opyaviapot Gappdkwv otn SiedBuvon http://www.ema.europa.eu/. 15. ANEE
NAHPO®OPIEE EppoAio Katd g Aoipwgng and AUaoa. To epBoliakd atéhexog vCP65 eival avacuvbuaopévog 10g
euloyldg kavapivioy, o onoiog ekppddel 1o yovidio tng yAukonpwreivng G tou 10U tng AUgoag. Metd v évean, o
10 ekppATel Tnv Npoatateutiki npwreivn, aAd dev noManAacidetal otn ydra. Zav cuvénela autoy, to eppolio
npokalel evepyntuikn avooia Katd tou 100 tng Aiooag ot yateg. MeyéBn ouckeuaaiag: MAaotkd kouti pe 10
@lahidia tng 1 66ang. MAaouké kouti pe 50 grakibia g 1 66ang. Xdpuvo kouti pe 2 prahidia g 1 56ong. Mnopei
Va PNV KUKAOpopoUV OAEG 01 CUGKEUADIES.

EMEA/V/C/002003



http://www.ema.europa.eu/
http://www.ema.europa.eu/

