ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLLV Avo@ilomoimpévo vAIKO Kot S1aADTIG Y10 EVEGIUO EVOLDPTILOL

2. MOIOTIKH KAI MOXOTIKH XYNOEXH

Avad d6on tov 1 ml 1 tov 0,5 ml:

ApPUoSTIKE GVGTOTIKA:

Avo@riomonpévo vAKO:

E&acOevnuévoc epmntoidc pwvotpayetitidag g ydrag (otédeyog FHV F2)
Adpavomompéva avtryova KoAvkoiod g yartag (oteréyn FCV 431 ko G1)
E&acBevnuévog 10¢ mavievkoneviag g yatog (PLI TV)

AwAvThg:
Avacuvdvaouévog 16g FeLV evioyidg kavapvio (vCP97)

' nodvopatiky §6om xuttapokarépyetag 50%

"Exdoya:

>10%° CCIDso!
> 2,0 ELISA U.
> 10 CCIDsp!

>1072 CCIDso'

IowoTiki] 6VVOEGT EKOOYMV KUl ALV GCVGTUTIKAV

AvoPLAOTONHEVO VMKO:

Sucrose

Sorbitol

Dextran 40

Casein hydrolysate

Collagen hydrolysate

Dipotassium phosphate

Potassium dihydrogen phosphate

Potassium hydroxide

Water for injections

AwrAdtg:

Potassium chloride

Sodium chloride

Potassium dihydrogen phosphate

Disodium phosphate dihydrate

Magnesium chloride hexahydrate

Calcium chloride dihydrate

Water for injections

Avo@lhomompévo VAIKO: opotoyeveg pmel GOUTNKTO.




AAOTNG: S1owYEG Gy p®IO VYPO LE TAPOLGIN KUTTOPIKAOV VITOAEUUATMV GE EVALDPTLLOL.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eionloov

Tditec.

3.2  OgpamevTikég gvocicelg Yo ka0e gidog {@ov

Evepyntikn avocoroinon oeg yatec niikiog 8 efdouddmv kat avm:

- KOTA TNG 10YEVOVG PVOTPOAYELITIONG TNG YATOS Y10l TN UEIMOT TOV KAVIKOV GCUUTTOUATOV,

- Katd TG Aolpméng amd KaAvkoio yio T Helmon TV KAVIKOV GUUTTOUATOV,

- KOTG NG TOVAELKOMEVIOG NG YATAG Yoo TNV TPOANYN TS BvnToNTOC KOl TOV KAWVIK®OV
CUUTTOUATOV,

- KOt NG AevYoping yio TV TPOANYN TG EMHOVNG Wpiog Kot TV KAVIKOV EKONADGEDY TNG
OYETIKNG 0o0évelag.

Eyxotdotaon avooiag:

- I"a T ovoTaTKd TNG PVOTPAYETIONG, TOL KOAVKOTOV Kot TG mavAgvkoneviag: 1 efdopdda petd
ToV apykd epforacud.

- I'a 1o cvotatikd g Aevyorpiog g ydrtag: 2 efdouddeg Letd Tov apyikod pPolMaco.

Aldpkelo avooiag:

- INo ta evotaTikd TG PIVOTPAYEETIONG, TOV KAAVKOTOD Kot TG movAgvukomeviag: 1 étog uetd tov
apywd epPforiacud Kot 3 £t petd tov televtaio emavepfolMacHo.

- I'a 1o cvotatikd g Aevyorpiog g ydtag: 1 £Tog petd tov televtaio enavepfolacuo.

3.3  Avrevositeg

Koapia.

3.4 Ewkég TPOELOOTOU|GELS

Na epportdovtor poévo vy {oa.

3.5 Iowitepeg mpopuraters Katd TN yp1on

Idwaitepec Tpo@UAGEELC Yo TNV 0GQOAT ¥prion ota 16N Lhmv:

ZuvioTtdton 1) dlevEpYELn SoKIaciog yio tnv avityovaipio FeLV wpwv amd tov epfoiiocud.
O guPoMacpdc yotdv Betikmv oto FeLV dev Oa £xet kavéva 6@erog.

[dwitepec mpouAGEels mov mpémer va Aaufdvovtor amd To GTOUO OV YOPNYEL TO KINVIATPIKO
QOPUOKEVTIKO TPOidV oe (ha:

Xe mePIMT®MON 7OV KOTA AUBOC KAVETE AVTOEVEST], VO avalnNTNoETe apécmG 1aTpkn Pondeta katl va
emdei&ete 0TOV 10TPO TO ECAOKAEIGTO QUAAO OONYIDV YPNCEWDC 1 TNV ETIKETA TOV (QOPLUKEVTIKOV
TPOIOVTOC.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGIO TOV TEPPAAAOVTOC:
Agv 16y0eL.

3.6 AvemOountao copfavra

Tdrec:



Xuyva AndOzgio, avopetio ko vepOepuia.

(1 éog 10 Lma / 100 vrd Bepaneio {Dar): Avtidpdoeig oto onueio g éveong (GAyog, kKvnouoc,
oidnuo)’.
Oy ovyvé Avtidpaon vrepevoicdnciog’.

(1 éog 10 oa / 1.000 vro Bepameio (ha):

[ToAD omdvio "Epetoc.
(<1lovo / 10.000vm6 Oepameio Cma,
CUUTEPIAOUPAVOUEVOV  TOV  UELOVOUEVOV
aVaPOPOV):

! Sapkel covnOwg 1 M 2 nuépec.

2 happic TOVOC KoTh TNV YnAdenon, Kvnoroc 1§ meptopiopévo oidnuo mov eEapoviletar evrog 1 1 2
€POOUAO®Y TO TOAD.

3 umopel va amartel kKatdAANAn copmtopatiky Ogpomeio.

* xupiog péoa og 24 £mc 48 dpeg.

H avagopd avembountov copPdviov eivar onuovtikr. Emtpéner tn ocvveyn mopakoiovbnon g
0oQAAELNG EVOG KTNVIOTPLKOD QOPUAKEVTIKOD TPoTovTog. Ot avapopég TPEMEL VO ATOGTEALOVTAL, KATA
TPOTIUNOT HEG® KTNVIATPOL, €lTE GTOV KATOYO TNG GG KVKAOPOPIag 1 6TOV TOMIKO OVTITPOSHOTO
OV gite otV €BviKi apupoddo apyn HEC® TOv €BViKoD CLGTAHOTOS ovaQOopds. Avatpééte otnv
TOPAYPOPO «ETOLYEIN ETKOVOVING TOV PVAAOV 0dNYIDV XPNOTS.

3.7 Xpion Katd TV KON 6N, TN YoAovyid 1] THV MOTOKiq
Na unv yopnyeitat ko’ 6An ™ didpKelo TS KOOGS KOl THG YOAOVYioS.
3.8 Alinlemiopaon pe GAho QUPRAKEVTIKG TPOIOVTA KO GALES pOPPES AINAemidpaoNS

Eilvan d100éc1eg peréteg aoAAELNC KOl ATOTEAEGLOTIKOTITAG, Ol OTTOIEC OOSEIKVIOVY OTL TO EV AOY®
guforo dvvator va yopmyeitor v 10 Muépa, YPIic vo ovopryvoetal He To EUPOAI0  UE
avocoevioyutikod ¢ Boehringer Ingelheim xotd g Avooag.

A&V VTAPYOVV TANPOPOPIEG GYETIKA LLE TNV OCPAAELN KOL TNV OTOTEAECUATIKOTNTO OO TNV TAVTOYPOVN
xpnon tov euPoriov pe OMOOONTOTE GAAO KTNVIOTPIKO QAPUOKO, €KTOC TOV TPOIOVI®V 7OV
avagépovtal mapandve. H andeacn yia tn xopnynomn tov ev Adyw eufoiiov mpiv 1 LETA TN YOp1yNon
0TOL0VONTOTE AAAOD KTNVINTPLIKOD PAPUAKOD TPETEL VO AUUPAVETOL KOTA TEPITTMON.

39 0Odoi yop1ynons Kot 6060r0Yid
Ymodopia yprion.

Kavete oavoacOotacn tov guPoriov amord, €161 OCTE vo Yyivel €va OLOIOUOPQPO EVOIDOPNUO HE
TEPLOPICUEVO CYNUATIGLO appo.

Ontikn guavion HETd TNV avacLGTACT): EAAPP®MS KITPVO EVOIDPMUO HE TOPOVGIN KULTTUPIKOV
VTOAEUUATOV GE EVOLADPT LA

Metd TV avacvoTaoT] ToV AVOPIAOTOHEVOD VALKOD pe 0,5 ml 1§ 1 ml tov dwddtn (avdAioya pe to
emieypévo péyebog ovokevaciag), yopnynote wia 66om eufoiiov coppova pe to akdAovbo oynuo
guforacuov:

Apycog eUPoALaGHOG:
- TPMOTN éveon: and TV nAkia Tov 8 gfdonddmy,
- oevtepn éveon: 3 €wg 4 efoopddeg apyotepa.



Omov avopévetoar mopovsios VYNADOV EMMESOV AVIICOUATOV UNTPIKNG TPOEAEVONG EVAVIIOL T®V
GUCTATIKOV PWVOTPAYEUTIONG, KOAVKOTOU 1 TovAgvkomeviag (m.y. o€ yotdkie nmlkiog 9 &g
12 efdouddwv yevvnuéva omd ydateg mov eiyov guPolactel mpwv omd TNV KOMOTM KOvN eiyov
TPOTYOVUEVT YVOGTH 1 evdeyouevn €kbeon oto(a) Taboyovo(a)), To apykd epfolakd oynue TPETEL
va koBvotepel péypt v nhikia tov 12 efdopddowv.

Enaveppfoiacudc:
- 0 TPMOTOG EMAVEUPOALOGHOG TPETEL VO TPAYHOTOTOUNOEL, Yiot OA TO. GLOTATIKA, £va YPOVO LETA
oV apyKod epfoltacuo.

Enaxolovbor enaveppfortacpol:

- IMa 1o cvotatikd g Agvyopiog g ydtog: Kabe xpovo

- T to 6LETOTIKG PVOTPAYEWTIONG, KAAVKOT®ONG KOl TAVAEVKOTEVIOG: HE HECOSIACTALOTO MG
Tpia ypdvia.

3.10 Zvprtdpotoe vIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTICNS KOl AVTIOOTH)

Agv €yel mapatnpnbel diio avemBounto cvuPdav ektdg amd ekeiva wov NN avaeépdnkay oty
Tapdypoeo 3.6 «AvemBounta coppdvtoy, ektdg amd Ty vepbeppia, 1 omoia puwopel va Sapkécel Kot

e€aipeon €mc 5 nuépeg.

3.11 Ewwoi mepropicpoi ypiong kor dikés ocvvhikeg ypinong ovumepriopfavopévev
MEPLOPIOCUAOV  GTN]  YPNOT  OVTIUIKPOPLOKOV KOl  OVTITOPUCLTIKOV  KTNVIWTPLKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOVVOG avVATTVUENS UVTOYNS

Kavévac.
3.12 Xpoévor avapoviig

Agv 1oyvet.

4. ANOXZOAOTI'IKEX IAHPO®OPIEX
4.1 Kaoowdoc ATCvet: QI06AH10

Eupoiio kotd tng 10yEvong prvoTpayetitidng Te yOTas, Tng KAAVKOTI®mGNE TG YATOC, TNE TOVAELKOTEVING
NG YAtog Kot TnG Aevyopiog tng yatag.

[Ipokadel evepyntikn avooio KOTd TOL 100 TNG PVOTPAYEWTIONG TNG YATOS, TOV KOAVKOIOV NG YATOG,
TOV 100 TOVAEVKOTEVIOG TNG YATOG Kot TOL 100 Agvyatpiog tng yartag.

AmodeiyOnke 1L TO KINVIATPIKO POPLAKEVTIKO TPOIOV LELOVEL TNV OMEKKPIOT TOV KAAVKOTOL TNG YATOg
GTNV EYKOTACTOOT 0VOGiag Kol Yl éva xpovo Letd tov epfortacuo.

To guPorakd oTérex0c TNG AEVYOLUIOG TNG YATOS EIVOL £VOG AVOGUVOVAGIEVOG 10G ELAOYIAG KAVAPIVIOD,
7ov ek@paletl Ta yovidwa env kot gag g FeLV-A. Xe puoikéc cuvinkeg, Lovo 1 vro-opdda A givol
alfoyOvVog Kol 1) 0VOGOTO{N 0T KATd TNG LIo-opddag A Tapéyel TApn tpootacia katd twv A, B kot C.
Metd tov epforacpd, o 10¢ ek@PALEL TIC TPOSTATEVTIKEG TPMTEIVES, OALA OEV AVATOPAYETAL GT YOTA.
Q¢ amotéheoa, To EUPOAI0 TPOKOAEL KOTAGTAOT 0VOGING KOTA TOL 100 TNG Aguyoupiog TG yaTog.

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kuopieg aovppatotnTeg
No unv avoperyvoeTaol pe GALO KTNVIATPIKO QAPIOKO, EKTOG TOV SLOAVTY, 0 07T010¢ dlatibeTon Yo ypron

HE OVTO TO KINVIOTPIKO QOPUOKELTIKO TPOTOV Kol €KTOG OCMV avaMEPOVIOL TOPOUTAVED GTNV
Tapdypoeo 3.8.



5.2 Avgpkera Comg

Augpkelo (NG TOV KTINVIOTPIKOD QOPUOKEVTIKOD TPOIOVIOG GUUP®VO HE TN CLOKELOCIN TMOANCONG:
18 pnvec.

Aldpketa {oNe HETE TNV avOGVOTAGT COUP®VA LLE TIG 00NYiec: Gueon xpnon.

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

Na puAdooetorl Kot vo petapépetorl o yoyeio (2 °C — 8 °C).

Noa @UAACCETOL TPOSTATEVUEVO OTTO TO POC.

No punv KatonyvyeTol.

5.4 ®Yon kal 6HVOES TS GTOLYELDOOVS CVOKEVUGIOG

Tvdivn euain tomov 1 mov mepiéyel 1 660m AvoEIAOTONUEVOL DAIKOV KOl YuAAVY LaAn THmov I wov
nepigyet 0,5 ml 1§ 1 ml SwoAvTn, KAEICUEVEG e TOUO EAUGTOUEPOVG BOVTLAIOD KOl COPAYIGUEVES LE

OO GAOVULVIOV.

[Mhaotikd kouti mov mepiéyetl 10 préreg e 1 d6omg Avoglomotnpévon VALK kot 10 @idAeg tov 1 ml

ST,
[Mhaotikd kovti mov mepigyel SO prreg g 1 d6oMg Avopiiomonpévoy vAIKOD kot S0 gidAeg Tov 1 ml
ST,
ITAaotkd kouti Tov meptéyet 10 pradeg g 1 06omg Avopriomoinpévov vVAKo kot 10 eidieg tov 0,5 ml
SLoANT.

[Mhaotiko kovti mov weptéyet S0 prakeg g 1 660omg Avopilomotnpévon vAkoy kat 50 idAeg Tov 0,5 ml
ST,

Mmropei va, unv KoKAOPOPOLY OAEG Ol GLOKEVAGIEG.

5.5 Ewwkég mpo@uracers amdppuyng evog pn ypnoponotn0£vros KTNVITPLKoH QopUUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKOV TOV TPOEPYOVTUL AT T1) YP1]C1) TOL TPOIOGVTOS, AV VITAPYOVV

Ta pappaKe dev TPEMEL VAL ATOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIHKMOV OTOPANTOV.
XPp1MOOTOMNGTE TPOYPAUUNTO ETIOTPOPNG QUPUAK®V Yo TNV amOppyn Un Ypnooromévioy
KTNVIOTPIK®OV (QPOPUUKEVTIKOV TPOIOVIOV 1 GAAWDV LAIK®V OV TPOEPYOVTIOL OO Tr YPNOT TOVG
COUQ®VA LE TIC TOTIKEG OMOLTHOELS KO HE TUYOV €BVIKA GLGTNATO GVAAOYNG OV 1oYLOLY Ylo. TO.
GYETIKA KTNVITPIKE QAPULOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

7. APIOMOZ(OI) AAEIAY KYKAOPOPIAX

EU/2/04/048/001-004

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing €ykpiong: 23/02/2005



9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

MM/EEEE

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYY.

Aentopepeic TANPOQOpieg Yo TO €V AOY® KINVIATPIKO QUPUAKELTIKO TPoiov givar Sabéoieg otn Paon
dedopévov g EE ya o ktnviatpikd wpoiovta (https://medicines. health.europa.eu/veterinary).



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

ITAPAPTHMA 11
AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

Koavévag.



IMAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. EINIIXHMANXH

10



INAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

IMhaotikd kKouti TOV 10 PraA®dv Avo@riomonpévoy vAIKoY kot 10 groidv d1oAvTy
IMhooTiko KovTti TOV S0 PLaA®OV Ao@LAoToREVOD VAIKOV Kot S0 groidv o10A0TY

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLV Avogthomompévo viko Kot StoAdTNg Yo EVEGILO EVOLMPTILLOL

‘ 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Avd 6601 tov 1 ml 1) Tov 0,5 ml:

FHV (otéleyog F2) > 10*° CCIDso
FCV (oteréym 431 ko G1) >2,0 ELISA U.
FPV (PLI V) > 10*3 CCIDso
Avacuvdvaouévog 16g FeLV evioyidg kavapviod (vCP97) > 107? CCIDso

3.  TYEKEYAXIA

Avogrromompévo viko (10 x 1 66om) + drodvng (10 x 1 ml)
Avogrromompévo VAo (50 x 1 36om) + dradvng (50 x 1 ml)
Avogprrorompévo vAko (10 x 1 66om) + daivTng (10 x 0,5 ml)
Avoprlomompévo VAo (50 x 1 86om) + dtwAvTng (50 x 0,5 ml)

4.  EIAOX(H) ZQOY(QN)

Téec.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHZHX

Yrodopia yprion.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {nm/uw/eeee}
Metd v avacihctacn GuecT xpnon.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

No @UAACCETOL KOl VO LETOPEPETUL GE YVYETLO.

11



Na @UAACTETOL TPOSTATEVUEVO OTTO TO POC.
Noa punv Katoyvyetol.

‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV OO T YPNO).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na pvidcoetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

13. ONOMA TOY KATOXOY THX AAETIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

14. APIOMOI AAETIAY KYKAO®OPIAX

EU/2/04/048/001 Avogiromompévo viko (10 x 1 66om) + drodvtng (10 x 1 ml)
EU/2/04/048/002 Avopilomompévo vikd (50 x 1 66om) + drodvtng (50 x 1 ml)
EU/2/04/048/003 Avogilomompévo vAtko (10 x 1 66om) + dadvng (10 x 0,5 ml)
EU/2/04/048/004 Avogilomompévo vAko (50 x 1 66om) + d1okvtng (50 x 0,5 ml)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}

12



EAAXIXTEX ENAEIZEIX IIOY IPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DraAN AOPLAOTOHEVOD DALKOV

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Purevax RCP FeLV

7]

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1 6o
1 mln 0,5 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBpog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {nm/nw/eeee}

13



EAAXIXTEX ENAEIZEIX IIOY IPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DraAn O1OAVTY

‘ 1. ONOMAZXIA TOY AIAAYTH

Purevax RCP FeLV dwohdtg

7]

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1 mln 0,5 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {nm/uw/eeee}

14



B. PYAAO OAHI'TQN XPHXHX

15



®YAAO OAHTTIQN XPHXHZX:
1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Purevax RCP FeLV Avogthomompévo viko Kot StohdTng Yo EVEGILO EVOLMPTLLOL

2. 2ovleon
Avd d6om tov 1 ml 1 tov 0,5 ml:

APOOTIKG GUGTUTIKA:
Avo@rromompévo VAKO:

E&acBevnuévog epmntoiog pvotpoyetitidag e yatag (otéleyos FHV F2) > 10* CCIDso!
Adpavomompéva avtryova kaAvkoiod g yatog (otedéyn FCV 431 kon G1) > 2,0 ELISA U.
E&ac0evnuévog 10¢ Tavievkoneviag g yatag (PLI IV) > 10*> CCIDso!
AwAvTNG:

Avacvvdvoopévog 10¢ FeLV gvhoyidg kavapviov (vCP97) > 107 CCIDso'.

' nohvopatiky §6om kuttapokairiépystag 50%.

Avo@IAOTOMUEVO VAIKO: OpO10YEVEC Pel GOUTNKTO.

AAOTNG: S1owYEG Gy p®IO VYPO LE TAPOLGIN KUTTOPIKAOV VITOAEIUUATMOV GE EVALDPTLLOL.
3. Eion Loov

Téiec.

4. OepamevTiKég evosielg

Evepyntikn avocoroinon o yatec nhikiog 8 efdouddmv kal avm:
- K0T TNG 10YEVOVG PVOTPOAYELTIONG TNG YATOS Y10l TN HEIMON TOV KAVIKOV GUUTTOUATOV,
- KATA TNG AOTUOENC ord KAAVKOTO Y1ol TN LEIMOT TOV KAVIKOV GCUUTTOUATOV,

- KOTA TNG TOVAELKOMEVIOG TNG YATOC Yoo TV TPOANYM TS BvntdTTOag Kol TV KAMVIK®OV

GUUTTOUATOV,

- KOTA TNG ASLYOUIOG Yol TNV TPOANYN TNG EMIPOVNG LMIOG KOl TOV KAMVIK®V EKONADCEDV TNG

OYETIKNG 0obévelag.

Eyxatdotaon avociag:

- I to cueTATIKA TS PIVOTPOYELTIONC, TOV KOAVKOTIOD Kot TG TavAevKomeviag: 1 efdopdada petd

ToVv apykd epuforiacud.
- I'a 1o cvotatikd g Aevyopiog g ydrtag: 2 efSouddeg Letd Tov apyikod UPoMaco.

Aldpkelo avooiag:

- ['o o cuoTaTIKA TG PLYOTPOYETTIONG, TOV KAAVKOTOV Kot TG mavAgvkomeviog: 1 €tog petd tov

apyIKo epPorlacud Kot 3 £t HETA TOV TEAEVTAIO emaveufoltacuo.
- I 10 cvoTaTKG TG Agvyatpiag TG Yatag: 1 £tog petd Tov teAevtaio exaveufoiiocud.

5. Avtevoeigeig

Koapia.
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6. E101kéc mpoE1d0omonceLs
Na gppoitdlovtar pévo vym Coa.
[Switepeg TPOELAGEELS Y10 TV OGQAAT ¥PTIoN oTa €101 LOWV:

ZuvioTtdton 1) dlevEpYELn SoKIaciog yio Ty avityovaipio FeLV apwv amd tov epfoiiocud.
O guporiacudg yatmv Betikdv oto FeLV dev Ba £xel kovéva o0perog.

Idwitepec mpouAbEelc mov mpémer va Aapfdvovior amd To ATOHO TOL YOPNYEL TO KINVIATPIKO
QOPUAKEVTIKO TPOTOV og {Dha:

Xe mMePIMT®MON 7OV KATA AUBOC KAVETE AVTOEVEST], VO avalnNTNoETE aUESMG 1aTPIKN Pondeta kal va
emdeifete 0TOV 10TPO TO ECAOKAEIGTO QUAAO OONYIDV YPNCENDGC 1 TNV ETIKETA TOV (QOPLUKEVTIKOV
TPOIOVTOC.

Eyxvpocvvn ko yoiovyia:
Noa pnv yopnyeiton ko’ dAn ) ddpkela TG KONONS KAl TNE YOAOVYIAG.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

Eivon dw0éoieg peréteg aoAAELNG KOl ATOTEAEGLLOTIKOTITOGC, Ol OTOIEG ATOSEIKVOOVV OTL TO €V AOY®
euporo dbvator va yopmyeitor Tnv 10 Muépa, YoPIic Vo ovopLyvoeTal HE TO EUPOAI0 e
avocoevioyutikod ¢ Boehringer Ingelheim xotd g Avooag.

A&V VTAPYOLV TANPOPOPIEG TYETIKA LLE TNV OCPAAELN KOL TNV OTOTEAECUATIKOTNTO OO TNV TAVTOYPOVN
xpAon tov euPoriov pe OMOOONTOTE GAAO KTNVIOTPIKO QAPUOKO, E€KTOC TV TPOIOVI®V 7OV
avoeépovtol Tapandve. H andéeacn yia tn xoprynon tov v Adyw epffoiiov mtptv 1 LETA TN YOopyNon
OTOLOVONTOTE AALOV KTNVIOTPIKOL QAPUAKOV TPETEL VO AapPdveTal Katd mepintmon.

Ynepdocoroyia:
Agv €yel mapotnpnOel dArlo avemBounto cvpPdv ektdc amd ekeiva mov MON ovoaEEpOnKav otnv

TopAypapo «AvemBounto copPdvioy, ekToc amd v vrepOepuia, N owoia pmopel va dlapkEceL Kot
e€aipeon €mg 5 Nuépeg.

Kvpiec aovpPardomred:
No unv avopelyvoetal e GALO KTNVIATPIKO PAPLOKO, EKTOG TOV SLOAVTY, 0 07010¢ dlaTtiBeTan Yo ypron
HE QVTO TO KTNVITPIKO QOPLOKEVTIKO TPOIOV Kot EKTOG OGOV aVAPEPOVTL TOUPATAV®.

7. AvemOdpunta cvppavra
Tdtec:

Yoyva (1 ém¢ 10 Loa / 100 vo Oepamsio Coa):
AndOeia, avopetia kot vrepOeppial.
Avtidpdoeig 6o onpeio g éveong (GAyoc, kvnouog, oidnua)?.

Oy ovyva (1 émg 10 {oa / 1.000 vré Ospancio Loa):
Avtidpaon vrepevoicOnciog’.

Hoid omavie (<1 {®o / 10.000 vré Ogpameio (OO, coPTEPMAAPBAVOUEVOV TOV PEROVOUEVOY
avaPopaOV):
"Euetoc.

! S1opket ovuvibog 1 1 2 nuépeg.

2 happic TOVOC KOTé TNV YnAdenon, Kvnoroc 1§ meptopiopévo oidnuo mov eEapoviletar evrog 1 1 2
€BOOUAd OV TO TOAD.

3 umopel va amartel kKatdAANAn copmtopatiky Ogponeio.

* xupiog péoa og 24 £mg 48 dpeg.
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H avagopd ovembBountwv cvuPdviov sivar onpovtiky. Empénel ) ocvveyn mapakoiovnon g
ao@aAELng evoc Tpoidvtog. Edv moapatnpfioete omoladnmoTe avemBOUNTY EVEPYELD, AKOUO KOl OV OEV
OVAQPEPETOL OTO EGOKAEIGTO PUAAO 00T YLDV YPNONG N OUPIPAALETE YO TNV OTOTEAEGLOTIKOTITO, TOV
Qopuaxov, mopokaAeiche vo emikovovioete, Katapyds, e ToV KTnviatpo cog. Mropeite eniong va
OVOQEPETE OTOLOONTOTE AVEMBOUNTO GLUPAVTO GTOV KATOYO TG AdEL0C KLKAOPOPING 1] GTOV TOTIKO
OVTITPOGMOTO TOL KATOXOL TNG GOE0C KUKAOPOPING YPNOLOTOIMVTAG TO GTOLXEIN EMKOVMVING OTO
TEAOG 0LTOV TOV PVAAOL 0ONYIDV ¥PNOoNG N LES® TOV EBVIKOV GOG CLGTHUATOC avapopds: {oTolyeia
€0VIKOO GLGTAUATOG AVOPOPAC).

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOP1YNONG
Yrodopia yprion.

Metd v avacHotactn Tov Avogrhomotnuévov viAkov pe 0,5 ml 1§ 1 ml tov StwAvtn (avdroya pe to
emieypévo péyebog cvokevaciog), yopnynote wio 66om gupoiiov coppova pe to akdAovbo oynua
gupolacuov:

Apykds epolacpog:
- TPAOTN £veon: amd TV NAkia Tov 8 gfdouddmv,
- devtepn €veon): 3 €wc 4 efdouddeg apydtepa.

Omov avopévetal Topovcio LVYNA®V EMIMEOMV OVIICOUATOV UNTPIKNG TPOEAELCONC EVAVTIO TOV
GUCTATIKOV PWVOTPAYEUTIONG, KOAVKOTOU 1 TovAgvkomeviag (m.y. o€ yotdkie nmikiog 9 £€wog
12 efdopdowv yevvnuéva amd ydteg mov eiyav euPoAilactel mpw amd TNV KLMON Koum eiyov
TPONYOLLEVN YVOOTN N eVOEXOUEVN EkBeon ato(a) maboyovo(a)), To apykod EUPBOALIKS oYL TPETEL
va koBvotepel puéEypt v nhkia tov 12 efdouddwv.

Enravepfoiioouoc:
- 0 TPOTOG EMAVEUPOMAGHOG TPETEL VO TPOypaTomombei, Yo OAL T0 GVGTATIKA, £va YPOVO UETA
Tov apykd epforacud.

EnaxdéiovBor eravepforiacpoi:
- I"a 1o cvotatikd g Aevyopiog tng ydtog: Kabe xpovo.

- IMa to ovotaTKd PVOTPAYETIONS, KOAVKOTWONG KOl TAVAEVKOTEVING: LE HEGOSOICTIUATO £MC
Tpia ypdvia.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

Kavete avoovotaon tov euforiov amord, £tol dcTe VO Yivel £€vo. OHOIOLOPPO EVOIOPMUO ME
TEPLOPICUEVO CYNUATIGLLO appo.

Otk EUEAVIOT HETA TNV OVOCLOTACT: EANPPAS KITPIVO EVOIDPNUO UE TOPOVGI KVTTUPIKOV
VTOAEIUUATOV GE EVALDPT|LLOL.

10. Xpovor avapoviic

Agv 1oyvet.

11. Ewwkég cvvOnkeg owatipnong
Na puidooetal o€ BEom, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TALdd.

Na puldooetal kot vo petapépetol og yoyeio (2 °C — 8 °C).
Noa @UAACTETOL TPOSTATEVUEVO OO TO POC.
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No punv Katonyvyetol.

Na pn ypnoyomoteitor ovtd TO KTNVINTPIKO PAPUOKEVTIKO TPOIOV UETA TNV Muepounvia Anéng mov
ovoypaPETOL 0TO KOVTL Kot 6T GLIAN LeTd To Exp.

Aldpketo {ONG HETA TNV VOGVOTOGT] COUP®VA LLE TIG 00NYiec: Gueon xpnon.

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIOKDOV OTOPANTOV.
XPpNOOTONOTE TPOYPALLATO ETICTPOPNC QUPUAK®V Yoo TV OmOppLyn Un YPNOYLOTOMOEVTOV
KTNVIOTPIK®OV QPOPUUKEVTIKOV TPOIOVTOV 1 GAADV VAIK®V 7OV TPOEPYOVTIOL OO Th YPNOT TOUG

GOV, L€ TIG TOTIKES OTOTNOELG KOl LE TUYOV 1oybovTa €Bvikd cvuothiuata cuAioync. Ta pétpa avtd
OTOCKOTOVV GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

13. Ta&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMV

Na yopryeitar LOVoV e KTNVIOTPIKT GUVTAYT).

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG
EU/2/04/048/001-004

[MhaoTikd KovuTi TOV TEPIEXEL:

10 x 1 860m Avoerromompévov vAKo kot 10 x 1 ml doAvTn 1
50 x 1 d6om Avoeriomompévou vAKoL kat 50 x 1 ml dtahdtn 1
10 x 1 860m Avoerlomompévov vAKov kot 10 x 0,5 ml SteAvtn 1
50 x 1 8601 Avopilomoinuévov VAo kot 50 x 0,5 ml Stadd.

Mmropei va, unv KuKAOPOPOUV OAEG Ol GLOKEVAGIES.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS
MM/EEEE

Aentopepeic TANPoPopieg Yo TO eV AOY® KTNVIOTPIKO QOPUAKEVTIKO TPoiov givor dabéoieg otn faon
dedopévarv ¢ EE yua ta ktnviatpikd tpoidvra (hitps.//medicines.health.europa.eu/veterinary).

16. Xtoyycio emKkolvoviag

Kérroyog g ddetog kukhogopiag:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'eppovia

TTopaockevootng vTevduvoc yio TNV arTeAeVOEPMON TV TOPTIOWV:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’aviation

69800 Saint-Priest

ToAlia
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Tomkol avTIpOoMTOL KOl OTOLYEI0. ETKOWVOVIOS Y10, TNV _0vopopa TavoAOYOUUEVOV OveETLOOUNT®V

EVEPYELDV:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tél/Tel: +32 2 773 34 56

Peny0auka bnarapust

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Buena, ABctpust

Tel: +359 2 958 79 98

Ceska republika

Boehringer Ingelheim spol. s r.o.
Purkynova 2121/3

CZ -110 00, Praha 1

Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics
A/S

Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: + 45 3915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin, Austria

Tel: +372 612 8000

EArada

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, I'eppoavia
TnA: +30 2108906300

Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Vine, Austrija

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tél/Tel: +32 2 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelep

Lechner O. Fasor 10.

H-1095 Budapest

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, il-Germanja
Tel: +353 1 291 3985

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kebenhavn S

TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880
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Espaiia

Boehringer Ingelheim Animal Health Espaiia,
S.A.U.

Prat de la Riba, 50

08174 Sant Cugat del Vallés (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél:+33 472723000

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Bec, Austrija

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

Island

Vistor

Horgatin 2

210 Gardabeer

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health
Italia S.p.A.

Via Vezza d'Oglio, 3

20139 Milano

Tel: +39 02 53551

Kvbmpog

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, ['eppovia
TnA: +30 2108906300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austrija

Tel: +371 67 240 011

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +351 21 313 5300

Roménia

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austria

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dunaj, Avstrija

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, o0.z.

Dr. Boehringer Gasse 5-11
A-1121 Vieden, Rakuisko
Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy

PL/PB 99

24101 Salo

Puh/Tel: + 358 201443360

Sverige

Boehringer Ingelheim Animal Health Nordics A/S

Weidekampsgade 14
DK-2300 Kgbenhavn S
Tel: +46 (0)40-23 34 00

United Kingdom (Northern Ireland)
Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985
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17. Alheg minpo@opisg

To gpPoraxd oTérey0c TNG AEVYOLUIOG TNG YATOS EVOL £VOG AVOGLUVIVAGHEVOG 10G ELAOYIAG KAVAPIVIOD,
7ov ekPpaletl Ta yovidwn env kol gag g FeLV-A. Xe puoikég cuvinieg, pHovo 1 vro-opdda A sivol
maBoyoVog Kol | avocoToinon Katd tng vwo-ouddoc A mapyel mANpn tpootacia katd tov A, B kot C.
Metd tov epforiacpd, o 10¢ ek@pAlet TIC TPOGTATEVTIKEG TPMOTEIVES, OALE OEV AVATOPAYETAL GT YATA.
Q¢ anotéheopa, To EUPOAIO TPOKOAEL KATAGTAGT avOosiog KOTA TOL 100 NG Agvyoupiog g yéTog.
AmodeiyOnke 4TL T0 TPOIOV PEIDVEL TV OTEKKPIOT] TOL KAAVKOTOV TNG YATAG GTNV EYKATAGTACT] AVOCTG
KoL yuo éva xpovo PeTd tov epufoitacuo.
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