ITAPAPTHMA 1

HEPIAHYH TQN XAPAKTHPIXTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLV Avogiiomompévo vAko Kot S1oA0Tng Yio EVEGILO EVOIDPTHLOL

2.  TOIOTIKH KAI TIOXOTIKH XYNGEXH
Ava d6om tov 1 min 0,5 ml:

Avogriomompévo vMKo:
ApPOUSTIKE GVGTOTIKA:

E&acbevnuévoc epmntoidc pvotpayetitidog g yatag (otéheyog FHV F2) .............. > 10*° CCIDso!
Adpavomomuéva aviryova KaAvkoiod g yatog (otedéyn FCV 431 kot G1) .......... >2,0 ELISA U.
E&aoBevnuévog 10¢ movigvkomeviag g yOtog (PLI V) e, > 10*° CCIDs,!
"Exd0y0:

GENLAMICIN, TO HEYIOTO 1evverveiteeeieste st etese et e ste et e e steesaeste e e e besteestesteenaesbesreebesreeneneas 23 ug
AwAdTng:

ApPOUGTIKO GVGTUTIKO:

Avoovvdvoopévoc 10¢ FeLV godoyidg kavaptviod (VCPIT) ..o > 1072 CCIDso!

I nodvoporiky 86om kuttopokarhiépysiac 50%.

BA. Tov TAMp1 KaTAAOYO £KdOYWV 6TO KEPAAO 6.1.

3. DOPAPMAKOTEXNIKH MOP®H

Avo@LOTOMUEVO VAIKO KoL SIOADTNG Y10 EVEGILO EVOLMPT| UL
Avo@ILOTOMUEVO VAIKO: opoloyeveC umel opaipidto.
AADTNG: SLOYEC G POLO VYPO LE TOPOVGIN KVTTAPTKMDY VITOAEUUATOV GE EVOLDPT AL

4, KAINIKA XTOIXEIA

4.1 Eidn {owv

Tértec.

4.2 Ogpamevtikég gvocitelg mpooodropilovrag ta cion {hwv

Evepyntikn avocsonoinon oe ydtec niikiog 8 fdouddmv kat avem:

- KOTG TNG 10YEVOVG PIVOTPOAYELITIONS TNG YOTOS Y10l TN UEIMGT TOV KAVIKOV GUUTTOUATOV,

- KT TG AoTmENG amd KaALKOIO Yol T HEImON T®V KAVIKOV GUUTTOUATOV,

- KT TG TOVAELKOTEVIOG TNG YATAS Yol TNV TPOANYN TNS BvNTdTTOG KOl TV KAWVIK®V
CUUTTOUATOV,

- KT TNG AELYOUING YioL TNV TPOANYN TNG EMIHOVG LUiNG KOl T®V KAVIKOV EKONADGE®DY TNG
OYETIKNG 0oBéveLag.

"Evapén g avooiog:

- "o o GLETATIKA TN PIVOTPAYEUTIONG, TOV KOAVKOTOV Kot Tng movAgvukomeviag: 1 efdopdada
petd tov apykd epPfortacuo.

- IMo 10 cuoTaTKd TG Aevyaipiog TG YaTog: 2 efdopadeg LeTd and Tov apyikd eLPoAilacpo.



Aldpkelo g avoociog:

- T To CLGTATIKG TN PVOTPAYEUTIONG, TOV KAALKOTIOV Kol TNG mavAevKomeviag: 1 ypdvo petd
ToV apykd ePPorlacud Kot 3 ¥povia PETA ToV TeAeVTAio ETaveUfoAOGUO.

- I"a 1o cvotatikd g Aevyopiog g yartag: 1 ypdvo PeTd Tov TeEAEVTAiO ETOVEUPOAACUO.

4.3  Avrevdcieag

Koapia.

4.4 Ewwkég Tpocldonou|osls Yo Ka0e gidog {dov

Na epportalovion uévo vy {oa.

4.5 Idwitepeg Tpouiaters Katd TN Yp1on

Idwitepec mpouAdEeic katd tn yprion oe {da

Yuviotdton 1) dlevépyeta SoKipaciog Yo Ty aviryovapio FeLV mpwv tov epfoiaco.
O guPohacpdc yatdv Betikmv oto FeLV dev Ba £xet kovéva d@elog.

Idwitepec Tpouraelc Tov mpémel va AapuBdvovial amd To GTOUO TOL YOPNYEL TO PAUPUOKEVTIKO
TPoidv ota Loa

e mepintmon Katd AdBog avtoéveonc, vo avalntoete auéows 1atpikn Pondeia Kot va emdeilete
GTOV 10TPO TO ECAOKAEIGTO GVAAO 0OMYIDV ¥PNOEWDS 1 TNV ETIKETO TOV QPOPLOKEVTIKOD TPOTOVTOG,.

4.6 AvemOounteg evépyeleg (ovyvoTnTO Kol cofapotnTa)

Katd ™ dudpketlo peretdv acAAelog Kot TGO UTopel Vo ELPAVIGTOVY Hio Topodik amddsia Kot
avopeéia, kabng kot vrepBeppia (mov dapkel cuvnBwg 1 M 2 nuépeg). Katd  dibpkela peretdv
AoQAAELNG KO TEGTOV UTOPEL VO EUPOVICTEL LU0, TOTIKT] avTidpaoT (EAa@PUC TOVOG KOTO TNV
ynAGenom, Kvnopdc, 1 TEPLOPICUEVO 0idN ) TOV VIToXWPEL pésa og 1 1 1o ToAD 2 eBdopAdES.

"Epetog (kvpiog evtog 24 £wc 48 wpav) £xetl mapatnpndei oe TOAD GIAVIEG TEPIMTMOCEIC UTO TNV
EUTEPIO. LETA TNV KVKAOPOPI GE O,TL APOPE. TNV OCPUAELX.

Eivar dvvato va eppavietet pia avtiopoaon vrepevaicnciog, yio v omoia givar mibavd va, amortnOel
KATAAANAN cuprtouatikh Oepomeio.

H ocvyvémra tov avemBountmv evepyeldv kabopileton wg axorobbmc:

- o0 ovyvn (teprocotepo amd 1 ota 10 {ha mapovsidlovy avemBounteg evépyeteg katd
dudpxeta tng Bepameiog)

- ovyvn (eptocdtepo amd 1 oA Ayotepo and 10 {ma ota 100 vo Oepameio (Ha)

- un cvvnoicpévn (mepiocdtepo amd 1 aAld Ayotepo omd 10 (oo oto 1000 vd Bepameio (ho)

- onavio (teptocdTepo omd 1 aArd Aryotepo and 10 {oa oto 10.000 vad Oepaneio {ma)

- ToAD omavia (Aryotepo amo 1 ata 10.000 vid Bepomeio (da, cupmeptiapfovouévay
LELOVOUEVOV OVOPOPDV).

4.7 Xphon katd TNV KONG61), TN YoAov)ia 1] TNV MOTOKId

No punv ypnowomoteital kaBoAn tn digpketa g KONoNG Kot TG YoAovyiog.

4.8  AlAemdpacsig pe A0 QUPUOKEVTIKA TPOIOVTA KoL GAAEG popPEés allnAiemiopacng
Eivan d100éc1pa dedopéva acarelog Kol amoTeEAEGHOTIKOTITAS, TO. OTTOi0, AmodEKVOoVY OTL ALTO TO

euPforo pmopet va xopnynOel tnv id1a nuépa, oALE va. unv avaprydei pe to epPpoio pe
avocoevioyvtikod ¢ Boehringer Ingelheim xotd g Avooag.



Agv VIapYOVV TANPOPOPIES GYETIKA [LE TNV OCQAAELD KOL TNV ATOTEAEGLLOTIKOTNTO OO TNV
TOVTOYPOVT YPNOT ALTOV TOL EUPOAOV LE OTOI0ONTOTE GAAO KINVIATPIKO QAPLOKELTIKO Tpoidy. H
ATOPOOT] Yl TNV TOVTOYPOVT XOPTYNOT TOV €V AOY® guPolriov, Ba tpémetl va AapaveTotl Kotd
TEPIMTAOOT).

4.9 Aocoloyio Kol TPOTOG YOPNYNONG
Ymoddpia yprion.

Kdvete avacvotaon tov epforiov amald £T61 ®OTE Vo, YIVEL EVOL OHOIOLOP(PO EVOIDPTLLOL LIE
TEPLOPICUEVO GYNUOTIGUO appO.

ORTIKN EUPAVION UETE TV OVOCDGTAGT: EAAPPMG KITPIVO EVOLDPN L LE TOPOVGIN KVTTUPIKOV
VTOAEWUATOV GE EVOLDPT AL

Metd v avacdotooT Tov Avogilomomuévon VAkod pe 0,5 ml 1 1 ml tov dtodvtn (avaroya pe to
gmleyuévo uéyebog cvokevaoiag) yopnynote pio déon suforiov chuemva pe to axkdAovbo oynua
gupolacpov:

Apyucog eUPoAlacog:
- TpOTN €veon: oo v nAkia tov 8 fdopddwv,
- devTepN €veon: 3 €mg 4 eBdopnddeg apyodtepa.

Omov avapéveTol Topovcio VYNADOV ETTESDV AVTICOUATOV UNTPIKAG TPOEAELGNC EVAVTIO, TOV
GUGTATIKOV PVOTPUYEUTIONG, KOAVKOTOD 1 TOVAEVKOTEVIAG (.Y, 6€ Yotdkia nAkiag 9 Emc

12 efdopddmv yevvnuéva amod yates mov giyav eufoAlactel Tptv TV KNGO KOV X0V TPOTYOOLEVT
yvoot 1 evgyopevn ékbeon oto(a) Taboydvo(a)), To apyikd pPoilakd oynua TpEmel va Kabvotepsel
péypt v nhkia tov 12 foopddmv.

Enaveppfoioacpoc:
- 0 PO TOG EUPOMUCUOG TPETEL VO TPOY LaTOTTOM Ol Y10 OA TO GLOTATIKG, £Val ¥POVO LETE TOV
apykd epporacuo.

Enakdrlovbor erovepforiacpoi:

- I"a to cvotatikd g Agvyopiog g ydtog: Kabes xpovo

- T To cveTATIKA PIVOTPOYEUTIONG, KOAVKOIMONG KOl TAVAEVKOTEVIOG: IE LECOOUCTLOTO £WG
Tpia ypoVIa.

4,10 Ymepdoocoloyia (COPTTOUOTA, RETPO. AVTLUETATLGNG, OVTIOOTO), EAV EIVAL OTOPAITTO

Agv &yel mapotnpnOel GAAN avemBounTn EVEPYELD EKTOG OO EKEIVEC TOV NON AvaPEPONKAY GTO

€04.p10 4.6 «AvemBOUNTEG EVEPYEIEGY, KL EKTOG 0t TNV vIepBepiia, 1 omoia umopel va Slopkécet

kot eEaipeon m¢ 5 Nuépeg.

4.11 Xpovog(or) avapoviig

Agv amartteitot.

5. ANOZOAOI'IKEX IAIOTHTEX

Kmdikog ATCvet: QIO6AH10. Zaovtavog 16¢ pvotpoyetitidag e yatog + {oviovog 10¢
TavAevKomeviog g Yatog / TapPoidg + adpavomouévog Kahvkoiog g yatog + 10¢ tng Aevyoipiog
NG YATOG, OVOCLVIVAGUEVOS 10 ELAOYIAG KOVAPTIVIOD

Eupoiio xkotd e 10yevoie pivotpayelitidong g yatag, Tng KOAVKOTmong e YOTOS, TNG
TOVAELKOTEVIOG TNG YOTOG KOL TNG AEVYALUIOG TNG YOTOC.



IIpoxaiel evepyntikn ovocio KATA TOV 100 TNG PVOTPAYEUTIOOG TNG YATAS, TOV KAALKOTIOV TG YT,
TOV 100 TOVAELKOTEVIOG TNG YATOC KOl TOL 100 ASVYALUiNG TNG YATOC.

Amodeiybnke 6TL TO TPOTOV PELOVEL TNV ATEKKPIOT] TOL KOAVKOTOU TNG YaTag otnv évapén g ovociog
KoLyl éva xpovo LeTd Tov epfoltacuo.

To gpPoAitokd otéheyoc TG AgvyoLpiag TS YOTOS Eival £VOC OVOGUVIVAGLEVOC 10G EDAOYLAG
Kavapviov mov eKepalet ta yovidia env kou gag g FeLV-A. Xg puoikég cuvOnkeg, Lovo 1 vmo-
opada A givar Tafoydvog Kot avocomoinet EVOvTL TnG VIO-oUddag A TapEXEL TANPT TPOCTAGIO EVOVTL
tov A, B and C. Metd tov guffolacpod, o 10¢ ek@palel TIC TPOGTUTEVTIKEG TPWTEIVES, OALY dev
AVOTOPAYETOL OTT) YOTO. QG ATOTELEC A, O EUPOAMOCUOC TPOKOAEL KOTAGTACT 0VOGiaG KOTA TOL 100

™G Agvyaipiog TG YAToG.

6. DAPMAKEYTIKA XTOIXEIA
6.1 Kotaloyog ekdoyomv

Sucrose

Sorbitol

Dextran 40

Casein hydrolysate

Collagen hydrolysate
Dipotassium phosphate
Potassium dihydrogen phosphate
Potassium hydroxide

Sodium chloride

Potassium chloride

Disodium phosphate dihydrate
Magnesium chloride hexahydrate
Calcium chloride dihydrate
Water for injections

6.2 Kopieg aocoppatotnteg

Noa pnv avoperyvoetot pHe QA0 KTNVIATPKO PApLaKo EKTOG TOV d1ALTY 0 omtoiog dtatiBeTat yio ypron
He auTd 10 TPOTIOV.

6.3 Awgpkero {ong

Avdprera {ong TOL KTNVINTPIKOV GOPUAKEVTIKOD TPOIOVTOG COLP®MVA LIE TN GVGKELOTTN TOANoNC: 18
Hiveg.

Avdprera {ong LeTd TV ova.cDoTOCT) COUPOVO UE TIG 00NYiES: Gueon ypnon.

6.4 Idwitepeg TPoPULLAEEIS KOTA TN QOLUEN TOV TPOIOVTOG

duvrdooete Kot petogpépete og yuyeio (2°C - 8°C).

DdvAacceTe TPOGTATELUEVO GO TO PG,

Mnv KoToyOYETE.

6.5 ®@von kKo 6VVOEST TNS GTOLYELDOOVS CVCKEVUGING

Tomov | yvdiwvn erain mov mepiéyetl 1 06omM Avoeiiomompévov VAIKOL kat THmov I yvddwvn eéin mov
nepiéyel mov meptExel 0,5 ml 1 1 ml Sodo T, KAelouéveg e Tdpa gEAactopuepovs fovtuiiov Kot

COPAYIGUEVEG IUE KAAD UL OAOVUIVIOV.

IMaotikd kovti twv 10 eraAdv g 1 d6ong Avogidorompévov vAkoD kat 10 eoddv tov 1 ml
ST



IMootikd kovuti Tawv 50 prododv g 1 d6ong Avoglomomuévon vAkod kot 50 eroddv Tov 1 ml
StaAoT.

IMiootikd kovti Tawv 10 proddv g 1 d6ong Avoglomompévon vAkod kot 10 eroddv tov 0,5 ml
ST

IMootikd kouti Tav 50 prododv g 1 d6ong Avogtlomomuévon vAkod kot 50 eroidv Tov 0,5 ml
Lo,

Mmropei va, unv KoKAOQPOpPOUV OAEG 0L GLOKEVAGIES.

6.6 Ei1dwkéc mpo@uraiers amoppiyng evog yp1nopromot)0£vTog KTNVIOTPIKOY QUPOKEVTIKOD
TPOIOVTOG 1] GALOV VAK®OV TTOV TPOEPYOVTUL U6 T1) Y P1)C1] TOL TPOIOGVTOS, UV VAP OLV.

Ka0e pn ypnoipomomBév knviatpikd QoprokeLTIKO TPoiov 1 U xpNoLonom0Evta vToeippatd Tov
TPETEL VO, ATOPPITTOVTOL COUPOVO LE TIG IGYVOVCEG EOVIKEG OMALTOELS.

7. KATOXOX AAEIAY. KYKAO®OPIAX
Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

T'EPMANIA

8. APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

EU/2/04/048/001-004

9. HMEPOMHNIA INIPQTHX EI'KPIXHY/ANANEQYHY THX AAEIAX
Hpepounvia npdtng €ykprong: 23/02/2005

Huepounvia tekevtaiog avavémong: 15/01/2010

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtouepeic TANPoQOopiEg Yo TO TOPOY KTNVIATPIKO QUPUOKEVTIKO TPOIOV SlaTiBEVTOL GTOV SIKTVAKO
1610 10V Evponaikod Opyavicpod @appdkev (http:/Www.ema.europa.eu/).

ANTAT'OPEYXH IQAHXHE, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL


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

MMAPAPTHMA II
MAPAXKEYAXTHXE(EL) THE(QN) BIOAOTIKQE APAXTIKHE(QN)
OYZIAXZ(QN) KAI MAPAXKEYAXTHE YHIEYOYNOZX I'lA THN AITIOAEEMEYXZH
TOQN NAPTIAQN
OPOI'H IEPIOPIZMOI IIOY A®OPOYN TH AIAOEXH KAI TH XPHZH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. HAPAXKEYAXTEX TQN BIOAOI'IKQX APAXTIKQN OYXIQN KAI
IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEXMEYXH TQN HTAPTIAQN

Enovouio kot 51e00vvon TV TopacKeELOSTOV TOV PIOAOYIKAOC SPUGTIK®Y 0VGLOV
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 SAINT-PRIEST

TAAAIA

Boehringer Ingelheim Animal Health France SCS
Laboratoire Lyon Gerland

254, Rue Marcel Mérieux

69007 LYON

TAAAIA

Enovopuia kat dievfuvon tov mopaoKevaotn Tov ival bTenduVoC Y10, TNV ATOOEGLEVCT] TV TOPTIOWY
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 SAINT-PRIEST

TAAAIA

B. OPOI'H IEPIOPIEMOI THX AAEIAYX KYKAO®OPIAX, TIOY A®OPOYN TH
ATAGEXH KAI TH XPHXH

Na yopryeital povo pe KIVIoTpKn GuVToyT.

I ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv amoattovvtot.



IMAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX



A. EINIIXHMANXH
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IMAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

IMhaotiko kovti 10 grai®@v Avo@riomompévov vAKoU Kot 10 grai®v otaivTn
IMhaotiko kKovti 50 PraA®V AvoPLAoTopéVoy VAIKOU Kot 50 grai®v otaivTn

1. ONOMAZXIJIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLV Avogilomoinpuévo vAko Kot SoADTNG Y10 EVEGILO EVOLDPTLLOL

2. XYNOEXH XE APAXTIKA XYXTATIKA

Ava d6om tov 1 ml ) tov 0,5 ml:

FHV (GTERENOC F2) oo > 10*° CCIDs
FOV (GTERENN 431 KO G 1)evrrrrereeeeeeeeoeeeeoeeeeeeeeeeeeeeeeeeeeeeeeee e >2,0 ELISA U.
FPV (PLEIV) oo > 1035 CCIDso
Avoovvdvoopévog 16¢ FeLV gudoyidg kavaptviod (VCPIT) .o > 1072 CCIDsy,

‘ 3. GOAPMAKOTEXNIKH MOP®H

Avo@ILOTOMUEVO VAIKO KoL OLIADTIG Y10 EVEGTUO EVOLMDPT L.

4, YYXKEYAXIA

Avogihomomuévo vAko (10 X 1 86om) + dtoddvtng (10 X 1 ml)
Avo@rromompévo viko (50 X 1 86om) + dodvng (50 X 1 ml)
Avogirorompévo VAo (10 X 1 36om) + dradvtng (10 x 0,5 ml)
Avogirorompévo VAo (50 X 1 86om) + dradvng (50 X 0,5 ml)

5.  EIAOX(H) ZQOY(QN)

Tditeg

| 6. ENAEIZH(EIX)

‘ 7. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopla yopryynon.
AwBdote 10 PUALO 0INYIDV YPAONG, TPV ATd TN YPNON.

| 8.  XPONOZX (OI) ANAMONHE

Agv vopiotator.

‘ 9. EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

AwfacTe T0 QUALO 0INYIOV XPNOTG, TPV ATTO TN YPTON.

11



‘ 10. HMEPOMHNIA AHEHX

AHZEH {unvag/éroc}
Metd v avacdotacn GUEST) XpHon.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvidooete Ko LETAPEPETE GE YUYELO.
DuAdcoeTe TPOGTATELUEVO OO TO POG.
Mnv katoyoyeTe.

12.  EIAIKEX TIPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITO TO ITPOION, AN YITAPXOYN

Amopprym: PA.eCOKAEIGTO POAAO 0O YLDV YPNONG.

13.  OI AEEEIX «<ATIOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
NEPIOPIEMOI IOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vadapyovy

AmorAeloTikd yio ktnviatpikn xpnon. Na diatifetal Hovo e KIviaTpikni GLVTay.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpoceyyilovv Ta TALddL.

15. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
I'EPMANIA

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/04/048/001 Avogidomompévo viko (10 X 1 d6om) + draddtng (10 x 1 ml)
EU/2/04/048/002 Avogidomompévo vAko (50 X 1 d6om) + dradvtng (50 X 1 ml)
EU/2/04/048/003 Avogpilomomuévo vikod (10 X 1 66om) + dodvtng (10 x 0,5 ml)
EU/2/04/048/004 Avogilomompévo viko (50 X 1 66om) + dokvtng (50 x 0,5 ml)

17. APIOMOZX ITAPTIAAX TAPATQI'HX

Moptida

12



EAAXIXTEX TAHPO®OPIEX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DraAN AOPLAOTOHEVOD DALKOV

1. ONOMAZXIJIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLV

‘ 2. IHOXOTIKH XYNOEXH XE APAXTIKO(A) XYXTATIKO(A)

‘ 3. HNEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KAT’ APIOMO AOXEQN

1 8601

4, OAOX(OI) XOPHI'HXHX

SC

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot

‘ 7. HMEPOMHNIA AHEZHX

EXP (uivog/étoc)

‘ 8. OI AEZEEIX «ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTIVIOTPIKT] ¥PNON.

7
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EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DraAn O1oAVTY

1. ONOMAZXIJIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLV é1aAvmg

‘ 2. IHOXOTIKH XYNOEXH XE APAXTIKO(A) XYXTATIKO(A)

‘ 3. HEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KAT’ APIOMO AOXEQN

I mln 0,5 ml

4. OAOX(OI) XOPHI'HXHX

SC

‘ 5. XPONOX ANAMONHX

‘ 6. APIOMOZX ITAPTIAOX

Lot

‘ 7. HMEPOMHNIA AHEHX

EXP (ufvog/étoc)

‘ 8. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10, KTVIOTPIKT YPN oM.

7]
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B. PYAAO OAHI'TQN XPHXHX

15



DOYAAO OAHT'TQN XPHXHX:
Purevax RCP FeLV Avo@iiomoimpuévo vVAIKO Kol S1oA0TNG Y10 EVEGLILO EVOLM PIRLOL

1. ONOMA KAI AIEYOGYNXZH TOY KATOXOY THX AAETAYXY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX TTAPAT'QI'HX T10OY EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZH ITAPTIAQN XTON EOX, E©@OXON EINAI AIAQ@OPETIKOI

Kdrtoyoc ddeiog kukAopopiog:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'EPMANIA

Tapaockevootc VTEVOVYOC Y10 TNV OTOOECUEVCT) TOPTIOWMV
Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 SAINT PRIEST

TAAAIA

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY TPOIONTOX
Purevax RCP FeLV

AVOPILOTOMUEVO DAKO KOl STOADTNG Y10 EVEGILO EVOIDPT L.

3. YYNOEXH XE APAXTIKO(A) ZYXTATIKO(A) KAI AAAEX OYZIEX
Avd 6601 tov 1 ml 7 tov 0,5 ml:

Avo@rriomonpévo vAMKO:
ApOOTIKEG OVOiES:

E&aoBevnuévog epmntoiodg pvotpayetitidag tng yotog (otéheyoc FHV F2) .............. > 10*° CCIDs,!
Adpavomompéva avtryova Kahvkoiiod g yatog (oteréym FCV 431 ko G1) ......... > 2,0 ELISA U.
E&ac0evnuévog 10¢ mavievkomeviog e YOTag (PLIIV) i > 10* CCIDs,!
"Exd0y0:

GENAMICIN, TO HEYLOTO 1.vveveieeiistisrerre sttt n e 23 ug
AwATNG:

ApooTiKi] ovoia:

Avacuvdvaopévog 10g FeLV gvhoyidg kavapviod (VCPIT) .. > 1072 CCIDso'.

I nodvopotiky 86on kuttopokariiépyeiag 50%.

Avo@riomompévo vAMKO: opotoyeve pmel oearpidto.
AADTNG: SLOVYES GPOO VYPO LIE TOPOVGIN KVTTAPIK®OV VITOAEUUATOV GE EVOLDPT AL

4. ENAEIZH(EIYX)

Evepyntikn avocoroinon oeg yatec nhikiog 8 efdouddmv kal avm:

- KOTA TNG 10YEVOLS PVOTPOYEUTIONG TG YOTOS Yid TN LEl®OT TV KAMVIKOV GUUTTOUATOV,

- KATA TG AoTU®ENG amd KaAVKOIO Vi TN Helmon TV KAMVIKGOV GUUTTOUATOV,

- KOTA TNG TOVAELKOTEVIAG TNG YATAG Y10 TNV TPOANYN TG BVNTOTNTAG KOt TOV KAVIKOV
CUUTTOUATOV,
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- KOTA TNG AELYOLLLOG Yo TV TPOANYT TG EMILOVNG LUIOG KOl TMV KMVIK®V EKONADCEDY TNG
OYETIKNG acOévelag.

"Evapén g avooiag:

- IMo o GVETATIKA TNG PVOTPOYEUTIONG, TOV KOAVKOTOV Kal Tng TovAgvukomeviag: 1 fdopdda
UETA TOV apyKO ePPoAtacUO.

- I'a To cvoTtatikd TG Agvyonpiag e yatag: 2 fdoudoeg Letd amd Tov apyikd epPoAtacud.

Aldpkela g avociog:

- IMoa o GLETATIKA TG PVOTPUYEUTIONG, TOV KOAVKOTOD Kal THG TovAguKomeviag: 1 xpovo uetd
ToV apykd epPforiacud Kot 3 xpovia PETA ToV TeAeVTAio EnaveUfoliacud.

- I"a 1o cvotatikd g Aevyorpiog g yartag: 1 ¥pdvo petd Tov teAevtaio eTaveUfOAACUO.

5! ANTENAEIZEIX

Kopia.

6. ANEINNIOYMHTEX ENEPTEIEX

Kotd ™ dibprela peretdv ac@aielog kot tedion, Tapatnpnnkay Tepiotociokd pio Topodikn
omdOela ko avopeia, kabmg Ko vrepBeppia (Tov dapkel cuviBmg 1 M 2 uépeg). Katd ) didpxeta
UEAETMV aoPALELOG Kal TESGIOV TaPATPNONKE TOAD GLYVA Lol TOTIKT avTidopaon (eAapplg TOVOS KaTd
™V YnAGenon, Kvnoudc, | Teplopiopévo oidnua) tov vroympel péca o€ 1 1| 1o TOAD 2 gfooudodss.

"Epetog (kvpiog evtog 24 £mg 48 wpav) £xel mapatnpndei oe TOAD GTAVIEG TEPINTMOGELS UTO TNV
gumepion petd v KukAogopia o 6,1t 0Popd TNV AGPALELOL.

Y€ MOAD OTAVIEC TEPMTMOELS i avTidpaomn vrepevasOnaciag eitvatl Svvotd vo epavicTet, yio v
omoia etvar mBavo va amatn el KATAAANAN cupTTONOTIKY Bepameio.

H ocvyvomto tov avemBountov evepyeidv kabopiletor og akorovbwng:

- oA ouyvn (meprocdtepo omd 1 ota 10 {da Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
duapxela g Bepamneiog)

- ouyvn (meprocotepo and 1 adAd Ayotepo and 10 {da ota 100 vrd Bepaneio (har)

- un ocvvnBiopévn (meprocdtepo amd 1 arld Aydtepo and 10 {da ota 1000 vd Bepameia {dor)

- onavia (rteptocdtepo amd 1 oAl Aryotepo and 10 {oa ota 10.000 vad Bepancio {ma)

- oAb omavia (Ayotepo amd 1 ot 10.000 vd Bepameio (da, cvunepriappfavopévov
UELOVOUEVOV OVOPOPDV).

Edv mapotnpfoete omolodnmote avemiBount evEPYELD, OKOLO KOL 0V OEV OVOPEPETOL GTO ECMKAEIGTO
DuAro Odnywv Xphong 1 aUEIPBAAETE Y10 TNV OTOTEAECUATIKOTITO TOL POPUAKOD, TopoKaAEicOEs va
EVIUEPDCETE GYETIKMG TOV KTNVINTPO GOG.

1. EIAH ZQQN

Tértec.

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Ymodopia ypnon.
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Metd v avachoTaoT Tov Avogilomotmuévon vAkos pe 0,5 ml 7 1 ml iadkvtn (avaroya pe to
emAeypévo péyebog cvokevasiog) yopnynote pio d6or gppforiov coppwva pe 1o akdAovbo Gynua
gufolacuov:

Apykds epolacpog:
- TPAOTN £veon: amd TV nAkia Tov 8 gfdouddmv,
- devtepn éveon: 3 €wg 4 efdopddeg apyotepa.

Omov avapévetol Topovsio VYNADOV ETTESOV OVTICOUATOV UNTPIKNG TPOEAELCTC EVAVTIO, TV
GLOTUTIKMY PVOTPOYEUTIONG, KOAVKOTIOD 1| TavAgvkomeviag (.Y o€ YatdKkio nAkiog 9 émg

12 gBdopdowv yevvnuéva amd yateg mov giyav eUPoAMacTEL TPV TNV KOMOT KOUN €lyov Tponyoduevn
YVOOT 1| evogyOuevn ékbeon oto(a) Taboydvo(a)), To apykd eUPoALaKd oyfua Tpémel va kabvotepel
péypt v nhkia tov 12 gfoopddmv.

Emavepfoiioouoc:
- 0 TPMOTOG EMAVEUPOMAGHOG TPEMEL VoL Tparyatomotn el yio Oha Ta GLGTATIKA, Eval XPOVO LETA
TOoV apPYLKO EUPOAMAGHO.

Emakdlovbor erovepforiacpoi:

- I"a 1o cvetatikd g Aevyopiog g ydrtog: Kabe xpovo.

- IMo ta cueTATIKA PIVOTPAYEUHTIONG, KOAVKOIMONG KOl TAVAEVKOTEVIOG: E LECOOUGTILOTO MG
Tpia xpovia.

9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

Kavete avacvotaon tov gpfoiiov amaid €161 OOTE va Yivel VOl OLLOIOLOPPO EVOLDPTLLOL LE
TEPLOPIGUEVO GYNUOTIGUO AppOY.

OntiKn ePEAVIoN PETA TV 0VOCVOTACT: EAAPPMG KITPIVO EVOLDPNL LLE TOPOVGIN KVTTAPIK®OV
VTOAEIUUATOV GE EVALDPTLLOL.

10. XPONOZX (OI) ANAMONHZX

Agv vopiotator.

11. EIAIKEX XYNOHKEZX AIATHPHXHX

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

duvrdooete Ko petopépete o€ yoyeio (2°C - 8°C).

DuAdcoeTe TPOGTATELUEVO GO TO POG.

Mnv kaToyOyeTe.

Na pn ypnotpomoteital antd 10 KTNVINTPIKO QOPUOKEVTIKO TPOIdV LETA amd TNV NUepOoUnvia ANENG
OV avaypPAPeTAL 6T ELAAN petd t AHZH.

Avgpxera {ong HETE TNV 0va.eVGTOCT) COUPOVO LE TIG 0ONYIEG: XPTCLOTOUOTE AUECTL.

12. EIAIKH(EX) ITPOEIAOIIOIHXH(EIX)

Ewwéc mposworomosic yo kdbe gidoc {hov:
Na epporalovtor poévo vy {oa.

Ewdn mpouAaén ya tn yopriynon ota {da:
Yuviotdton 1) dlevépyeta SoKipaciog yio Ty aviryovaio FeLV mptv tov epfoiaco.
O guporiacudc yatwv Betikdv oto FeLV dev Ba £xet kavéva 0pelog.
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Idwitepec mpouAdeic mov mpémet va AauBdvovior amd To GTOUOo TOL YOPNYEL TO APUOKEVTIKO
npoidv ota {ma:

X mepinton kotd Adbog avtoéveong, va avalntnoete auécmg aTpikn fondeta kot va emdeibete
GTOV 10TPO TO ECAOKAEIGTO GVAAO 0OMYIDV YPNOEWMS 1 TNV ETIKETO TOV POPLOKEVTIKOD TPOIOVTOG,.

Eyxvpocivn kot yorovyio:
Noa punv ypnotpomoteitat KaBOAn ) ddpkeLd TG KONONE KAl TS YOAOVYi0G.

AMNAemOPEoELS Le GAAA QOPUOKEVTIKA TTPOTOVTO Ko AALES HOPPES aAANAETiOpaoNC:

Eivon d100éoyuo dedopéva 0oQAAELNG KOl ATOTEAEGLATIKOTITOC, TO OO0 ATOSEIKVOOVV OTL VTO TO
euPoro pmopet va xopnynOei tnv idia nuépa, oALG va, unv avaprydei pe to epPpoio pe
avocoevioyutikod ¢ Boehringer Ingelheim kotd g Avooag.

Agv VIAPYOVV TANPOPOPIES GYETIKA LLE TNV OCPAAELD KOL TV ATOTEAEGLOTIKOTITO OO TNV
TAVTOYPOVT YPNON AVTOL TOL EUPOAIOV HE 0TO100NTTOTE GALO KTNVIOTPIKO QOPUOKEVLTIKO Tpoiov. H
omdPACT] Y10 TV TALTOYPOVT] YOPYNON TOL v Ady® guPoiiov, Ba mpémel va AapPdvetal Kotd
nepinToon.

Yrepdocoroyia (CLUTTOUATA, LETPO AVTLLETATIONG, OVTIIO0TA):

Agv &xel mapatnpnOet GAAN avemBoun evépyeta ekTo¢ omd ekeiveg mov oM avaeépdnKay otV
TAPAYPOPO «KAVETIOOUNTEG EVEPYEIEGY, KO EKTOC OO TNV LIepBeppia 1 ool pmopel va Sropkécet
kat’ egaipeon €0g S5 Nuépe.

Aocvpufatdnrec:
No unv avoperyvoetal e QA0 KTNVIATPIKO PAPUAKO EKTOG TOV S1ALTT 0 0TToiog dlatiBeTat yio yprion
HE avTd 10 TPOTIOV.

13. EIAIKEX ITIPO®YAAEZEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IMPOIONTOX 'H AAAQN YAIKQN ITOY
IMPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX, AN YITAPXOYN

YopPovievbeite Tov kKTNVIaTPO GOC Y10 TOV TPOTO ATOPPIYNC TOV YPNCILOTOMOBEVTOV Pappakwy. Ta

UETPA OVTA OTOGKOTOVV GTIV TPOGTACIC TOL TEPPAALOVTOG,.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHY TOY ®YAAOY OAHI'TQN
XPHXEQYX

Aentopepeic TANPOoPOpPIieS Y10 TO TAPOV KTNVIATPIKO PAPLOKEVTIKO TPOTOV O1aTiBevTal GToV dIKTLOKO
t6mo tov Evponaikod Opyaviouod @apudkov (http://www.ema.europa.eu/).

15. AAAEX ITAHPO®OPIEX

To gppoitokd oTéhey0C TNG ALY OLIOG TNE YATOS EIval £VOC OVOGUVIVAGLEVOC 10G EDAOYLAG
Kavapviov Tov ekppdlet To yovidwa env kat gag g FeLV-A. Xe puoikéc cuvinkeg, udvo 1 vro-
opada A givar Tafoydvog Kot avocomoinen EVOvTL TG VIo-ouddag A TapEXEL TANPT TPOCTAGIN EVOVTL
tov A, B and C. Metd tov guffoAacpod, o 10¢ ek@palel TIC TPOGTUTEVTIKEG TPWTEIVES, OALY devV
AVOTOPAYETOL 0T YOTO. QG 0mTOTELECUA, O EUPOAMOCUOC TPOKOAEL KOTAGTACT AVOGiaG KOTA TOL 100
g Aevyarpiog g ydrag.

Amodeiybnke O6TL T0 TPOIOV PHELDVEL TNV ATEKKPLOT TOL KOAVKOTOU NG Ydtag otnv évapén e avociog
KoLyl éva xpovo petd tov epfoitacud.

[MhaoTiKd KovTi TOV TEPIEXEL:
10 X 1 866m Avo@iromopévov vAKoD kat 10 X 1 ml diaAd 1
50 x 1 86om Avogiromomuévon vikow kot 50 X 1 ml daddtn 1
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http://www.ema.europa.eu/

10 X 1 86om Avo@idonotuévov vAkoy kat 10 X 0,5 ml draddtn 1
50 X 1 860m Avoihomoinpévou viko kot 50 X 0,5 ml diaAdm.

Mmropei va, unv KuKAOPOpPOUV OAEG 0L GLOKEVAGIES.
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