ITAPAPTHMA |

IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vectra Felis 423 mg/42,3 mg 6udlvpo yio emiypon e onueio yio yateg

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH
KdaBe cvokevn eniyvong o onueio tov 0,9 ml mepiéyet:

ApOOTIKG GVGTATIKA:

Dinotefuran....................... 423 mg
Pyriproxyfen..................... 42,3 mg
"Exdoya:

IHowoTik1] 60vOeo EKOOY OV Kol ALV
GUGTUTIK®V

Dimethyl sulfoxide

Ayxpopo £0¢ @YPOKITPIVO AV,

3. KAINIKEX TIAHPO®OPIEX

3.1 Eiom {oov

Tdrtec.

3.2  OgpamevTikEg EVOEIEELS Yo KAOE gid0g DoV

Ogpomeio kot TpdAnyM ¢ Tpocfoing and yoiiovg (Ctenocephalides felis) tov yatdv.

M eQaployn £XEL AMOTEAEGULO TNV TPOANYN TNG TPOSPOANS 0md YouALoLG Yo éva punva. Emiong,
eumodiletl Tov TOAAUTANGIOGUO TOV YOAA®Y Y10 3 UVEG, OVACTEAAOVTOS TNV EXMACT) TOV VYDV TV
YOAL®V 670 TTEPIPUALOV TNG YaTOG.

3.3  Avrevosigeag

No un xpnoiponoieitol o€ yateg 1 yordkio couatikod fapovg uikpotepov tov 0,6 Kg.

Na pn xpnoHOTOETAL GE TEPUTTMGELS VIEPELAGONGING GTO OPACTIKG CVOTATIKG 1| O KATO10 Amd TaL
£Kdoy0L.

3.4 Ewdwkég mposidomonjoelg

[pénet va yopmyeitat Oepameio o€ OAEC TIG YATEG EVOG VOIKOKLPL0V. Ot GKOAOL TOL VOIKOKVPLOD TPETEL
va Ogpamedovtal HOVO UE £VO KTNVIATPIKO QUPUAKEVTIKO TPOTOV EYKEKPLUEVO Y10 XPTOT) GE CVTO TO
€ldog Cmov.

Ot yOAAOL popel v LOADVOLY TO KOAAOL TNG YATOS, TNV KAVOGTP®UVY Kol TIG GUVNHOELS EMPAVELEC
avATOONG, OTMS YOAA KOt LoAMKA EMTAL. Xg TepInT®on Pallkng TposPoing and WyHAAOVS Kot 6TV
apyn TS EQUPUOYNS TOV LETPMV OVILETMTICNG, GE QVTES TIG TEPLOYES TPEMEL VO, epapUOieTat Eva

KOTOAANAO EVTOLOKTOVO KOIL GTI GUVEYELN VO GKOLTILOVTOL TUKTIKG IE AEKTPIKT] GKOVTO.

H enidpaon 1ov AOLGIHATOG GTNV ATOTELEGUATIKOTITO TOV KTNVIOTPIKOD PUPUOKEVTIKOD TPOIOVTOG
dev &yel depevvnOel.



3.5 Idwitepec mpo@uracers kata T ypion

Idwaitepeg TPOPLAGEELS YO TV 0o@aAn ypnon oto £idn Lhwv:

H ac@dieia Tov KTNVIOTptkoD QopUaKeLTIKOD TPoidvtog dev £xel amodelydel og yateg nAkiog
ukpoteEPNS TV 7 gfdopddmv 1 copotikod Bapovg pwikpdtepov tov 0,6 Kg (BA. mapdypago 3.3).

Metd and Tvyaio KATdmost ToV KTNVINTPIKOD QOPUOKEVTIKOD TPOTOVTOC, UTopEel va mapotnpnbovv
TOPOOIKEC AVETIBOUNTEG EVEPYELEC, OTIMG GLELOPPOLD, (1] KOVOVIKG KOTPUVA KOt EUETOC, TTOV, OU®G,
mapépyovral og 4 dpeg ympic Bepamneia.

[pénel vo AouPavetor pépiuva dote 1 000M va epapuoletorl oe pia eptoyn 6mov to {Hho dgv umopsl
va v apapécet Aetyovtag (PA. mapdypapo 3.9) kot va eEacpaiiotel 0TL To {da dgv Aelyovv T0 éva
T0 GAAO apéomc PeTd T Bepameia.

[pémel vo AouPavetor Lépva MGTE TO TEPLEYOLEVO TNG GVGKELNC EMiyVONG 6€ onueio, N N
yopnyovpevn d6on, va pnv £pbetl o€ emapn e To LaTio TG Vo Bepameio YATOG Kot / 1) OTO0LONTOTE
aAov {dov.

Aev €xovv deEoybel pedéteg o€ AppwOTES 1) GE OVAPPWOT YATES, MG €K TOVTOV, 1 (PTOT| OE AVTEG TIC
yateg mpénet va. facileTor oty eKTipNoT 0md ToV KINVINTPO TNG 6YECTS 0QELOVS-KLVOVVOU.

Ye mepintwon vroying depuatitidag (Kvnopog Kot epefiopoc dEpUaToc), va avalnTnoeTe KTNVINTPIKY
ouppovin.

Idwitepeg mpouAGEeic mov mpémel vo AouBdvovTal ortd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPoidy oe LMol

Atoua pe yvootn vrepevatctnoia otig dinotefuran, pyriproxyfen 1 to dimethyl sulfoxide mpénel va
OTOPEVYOLVV TNV ETAPT LE OVTO TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV.

To kTV1aTPIKO PUPHAKELTIKO TPOTOV ivat £peBIGTIKS Y10 TO LATLOL KoL TO OEPLLAL.

IMa v amoeuy” avemBountov evepyeidv:

* [TAOveTe Ta Y€pLo EMUEADS KOl AUEGMG LETA TN YPNON.

* ATTOQUYETE TNV EMAPT LE TO OEPUQ, TO LATIO T} TO GTOUO.

* Xg mepintmon touyoiog StaPfpoyng Tov SEPUATOG, EETADVETE OUECHOG LE GOTOVVL KOl VEPO.

* EQv 10 KTNVIOTPIKO QUPUOKEVTIKO TPOoidv Tuyoia 10EA0EL OTA HATLO, TPETEL OUECMG KO Y10 TKOVO
YPOVIKO SLAoTNUA VO T EEMADVETE LE VEPD, LIE TO PAEQOPX OVOLYTAL.

* No un yiveton xe1piopdg tov {omv mov éhafay Oepameio Yoo TOVAGYIOTOV OKTH GPEG LETA TNV
EQUPLOYT| TOV KTNVITPIKOV POPLOKEVTIKOV TPoidvtoc. [’ avtd, cuvietdtol 1 epapoyn Tov
TPOiIOVTOC 6TO (MO TO ATOYEVLLO.

e Tnv nuépa g Bepameiag, dev Tpémel va enttpénetorl oto {oa mov Elafav T Bepomeio va KoyovvTo
L€ TOVG 1O10KTNTEG TOVG, EOIKA UE TOLO1EL.

* O xpNGILOTOMUEVEG CUOKEVEG TTPETEL VA OTTOPPITTOVTOL AUEGHOS KOL VOL LNV OQTIVOVTOL GE UEPOG
7ov BAémovv N Tpoceyyilovv Toudid.

Edv o gpebiopdc tov d€pHaToC 1) TV HATIOV EMPEVEL, 1| O TEPITTOGCT) TUYOING KOTATOONC,
avalnmoTe apécmS 1iTPtk GVUPOVAN Kot del&Te GTOV 10TPO TO PVAAO 0OMYIDV ¥PNONE Q| TV ETIKETA.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oyVeL.
3.6  AvemOdunra cvppavra

Tdrec:



Tmévio Anorémon (ehagppd)t?, Epoonual?, Alomekio?
(1 éw¢ 10 Lo / 10.000 vz6 Oepaneio
{oa):
[ToAv ondvia Av1tidpaon oto onpeio epappoyng (m.y. epvdnua, Kvnouog,
(<1 {®o / 10.000 vrod Oepaneio (o, | adloiwomn, preypovy, vmoreippo (Aevkod Enpd)t3, adlaym
CUUTEPIAAUPAVOLEVOV TV oto Tpiympa (Vypd Tpiyoua)t)
UELOVOUEVDV OVOPOPDV): Yrepdpaotnpotnta
Tayvmvolo
Mvikog Tpopogt?
AnBopyoct*
Hlapodika.

2 Tuvn0me mapépyovat avtopaTa Ympic Oepamneio.

$ Mnopet vo. empeivoovy éog kot 7 nuépec, Opmg, dev etvan cuvNBme avtiAnmtéc petd 48 dpeg. Avtéc ot
oAhayég dev emnpealovy TNV AGPAAELY 1] TNV OTOTELEGUOATIKOTITO TOV KTNVIOTPIKOD QUPUUKEVTIKOD
TPOIOVTOC.

4 ISwaitepo petd amd Aeién Tov onpeiov EQUPUOYHC TOL TPOTOVTOC.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £iTE GTOV KATOYO TNG GOELNG KuKAopOpiag, ite oty €Bvikn appddia
apyn LEC® TOV €BVIKOD GUOTNUATOG OVUPOPAS. AvaTpéLte eniong 6TO POUALO 0O YOV XPNONG Yo TO
ovTicTor o oTolXEln EMKOVOVING.

3.7  Xpnion katd TV KiNno1, TN Yorovyia 1 TNV ®OTOKid

H acpdleia Tov kviaTpikod QoPROKEVTIKOD TPOTOVTOG dev £)el amodelybel oe evihikeg OnAvkég
YOTEC KATE TN O1APKELN TG KUTONE Kot TNG YOAovyiog.

Kvnon kot yolovyia:

To wpoidv va xopnyeiTol LOVOV GOUPMOVE, LLE TNV EKTIUNGCT] 0QEAOVC/KIVOUVOL 0td TOV VTTELHLVO
KTnviatpo.

Epyacmpraxéc peréteg pe kabe éva amod ta cvotatikd, dinotefuran v pyriproxyfen, oe emipweg kot
KovvéAL Ogv £0e1&av unTpikn ToEkn dpdon, tepatoydvo N epuPpvotolikn Spdon.

H dinotefuran £yet amodeiydei oe emipveg 611 dtamepva 10 PPAyUO OiUATOC-YAAAKTOC Kot EKKpiveTal
G710 YA,

3.8  Almiemiopacn pe Ao QUPUOKEVTIKA TPOTOVTH KUl GALES HOPQPES GAMNAETIOpOONG
Kopia yvoot.

3.9 Aocoloyia Kol TPOTOG JOPNYNONG

Eniyvon oe onueio.

Aocoloyia:
H ghdyiot cuvictdpevn d6on givor 42,3 mg dinotefuran/kg copoatikod Bapovg ko 4,23 mg

pyriproxyfen/kg copotikod Bapovc.

H Oepamevtikn docoloyia eivar 42,3 £mg 705 mg dinotefuran/kg copotikod Bapovg (o.f.) ko 4,23
£m¢ 70,5 mg pyriproxyfen/kg copotikod Bapovg (o.p.) yia yarteg pe copatiko Bapoc 0,6 £mg 10 Kg.

[pénetl va Aapfavetol LEPYVO OOTE v EPOPUOLETUL TO KTNVIOTPIKO PUPUOKEVTIKO TPOIOV LOVO GE
GOwcto (Vylég) dépua yaTag.



BepomevTiKd oMU

Mo e@amag xopnyno™ TOL KTNVINTPLIKOV QUPLOKEVTIKOD TPOIOVTOG £YEL OC OTOTEAEC LA TNV TPOANYN
g mpocPoing amd WyHALovg Yo Eva punva. Kot epmodiletl tov emmAéov ToAATAOCIUGHO TOV WYOAA®Y
AVAGTEALOVTOG TNV EMMUGCT] TV AVYDOV TOV YOAL®V 6T0 TEPPAAAOV TNG YATOG V1ol 3 UNVEC.

H avaykn emavéinyng g Bepaneiag oe yateg mov givor mbavo va tpocsPAnbovv mii kabmg Kot To
ddotnua petald tov Bepaneidv npénet va Pacilovtal 6Tny eKTipnomn evOg KTNVIATPOV.

Tpémog epapuoyig:
AQaipéoTe TN GLOKELT EMYVONG O GNUEIO OO TN CLOKELOGIAL.

Bipa 1: Kpatfote t cvokevn 0pbia, Tomofetdvtag to SAKTLAN KAT® 0md TOV HEYAADTEPO OUKTVOALO
OTMC GTO GYNLLOL.

Bipa 2: Mg 10 GALO ¥£pL, TECTE TPOC T KATM TOV LKPOTEPO SAKTOALO HEYPL OL 2 SaKTOALOL
OKOVUTNGOVY HETOED TOVG OUAAL. AVTO Oa TPLNCEL TNV ACPAAELQ.

Bipa 3: H yata npénet va givan 0pba 1] o pia dvetn 0€on yio edkodn yopnynon. [apapepiote 10
Tpiyopa otn facn g KeQoANS péPL va avel o déppa. EQapuoocte to KTNviaTpikd poprOKEVTIKO
TPOTOV 0PYA UE TO GKPO TNG CLOKEVNG EMAVMD GTO OEPUN. ATOPVYETE TNV ETPUVELNKT] EQPOPLOYT
EMAV® 01O TPlY®LO TG YATOG.

3.10 Xvprrdpote vTEPSOGOLOYiaG (KoL KATA TEPITTOO, HETPA OVTIUETAOTIONS KOL AVTIO0TA)

Extoc amd mapodikd oidonpa | Enpd déppa 6to onueio epapuoync, dev mopotnpionKay KAvikd
ONUOAVTIKEC avemBOUNTEG EVEPYELEG GE VYIELS YaTeg nhkiag 7 efdouddmy N TeptocdTePO, TOL EAafav 7
Qopég Bepancio Tomikd e pecodaotnuoto 2 efdopddmy kot e doon 4nAdcia Tng HEYoADTEPNG
GUVIGTOUEVTG OOGTC.



3.11 Ewdwkoi mepropiopoi yp1ong Kot £101KkEG cuvONKeg xpfiions, copmepriapfavouévev
TEPLOPLOUAV GTI] YP16T] OVTIIKPOPLOKAOV KUl OVTITOPUGITIKAV KTNVILTPIKOV QUPULUKEVTIKAOV
TPOTIOVTOV TPOKELUEVOL VO, TEPLOPLGTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Agv 1oyVet.
3.12 Xpovor avapovig

Agv 1oyvet.

4, DOAPMAKOAOI'IKEX IAHPO®OPIEX
41 Kodwkég ATCvet code:

QP53AX73.

42 ®appokodvvopkn

H dinotefuran givat évo evropoktovo. H dopr g mpoépyetat amd 1o veupodiofipaoty) okeTVAOYOAIVY
Kot 0Pl GTOVG VIKOTIVIKOVG DITOSOYELG TNG AKETVAOYOAIVIG TOV VELPIKDY GUVAWE®DY TOL EVIOLOU.
AoV ouvdebel pe Tovg VTOSOYEIG AVTOVE, 1] OPACT] TV EMAVEIANUUEVOV epedicudTOV Davatdvel To
évtopo. H dinotefuran Bavatdverl ta évtopa pe v emoen, xopig vo ypeidleton n katdroon tg. H
dinotefuran £yet yopnAn cvyyévela pe Tovg VILOdOYEIG AKETLAOXOAIVIG TV OnhaoTtikdy. Ot yHrrot
Bavatdvovtor and ) dinotefuran péoa og 2 dpeg amd tn Oepomeio 1| TV TPOSPOAY.

H pyriproxyfen givon évag pwtootabepdc puuotig g avartuéng tov evtopov (IGR). Apa dapéoov
NG EMAPNG, LHOVUEVT] TNV OPUOVY avATTVENG, oV PpLOILEL TNV Aoy T®V EVIOU®V amd TO Eva
otado Lmng oto enduevo. H pyriproxyfen avaxdmntel tov kbkAo {ong tov YOALOL 1060 e TV
TPOKANON AVAOPLUNG MOTOKIOG OGO KA LE TNV Tapeumddion g evamoddeong tng AekiBov ota avyd tov
YOM®V, HE OTOTELEG A TNV Tapay®YN oteipov avydv. H pyriproxyfen eriong avaoctéliel
UETATPOT] TV TPOVOLPIKGOV GTUSI®V (TPOVOUQES, VOUPEG) GE TEAELN EVTOoud. AVTO TPpOAaUPAvEL TNV
Tapacitmon Tov TepIaiiovtoc TV (Omv mov BepamedTniay.

43 @oppoxkoKivnTiKy

Metd amd tomKn epaployn, To 600 SPACTIKE CLGTATIKA KATAVELOVTOL TAXEMS OTIV ENLPAVELD TOV
COUOTOS TOL {OOV TNV TPAOTN NUEPA Kot Eva pva PeTd ) Bepameia eivorl akdpo PeTpioa 6€
OLOPOPETIKEG TEPLOYES TOV TPLYDLOTOC.

H dinotefuran ko n pyriproxyfen amoppo@mdvtot pepikdg and to déppa g yatog (30% kot 12%
avtioToyo), GAAG ALTN 1] GLCTNUATIKN ATopPOPNoN dev oyeTileTan e TNV KAVIKY|
OTOTEAECUOATIKOTITO TOV KTNVINTPIKOD PAPUUKEVLTIKOD TPOIOVTOC.

e (oo gpyaotnpiov, petd amd gvdomepitovaiky yopnynomn, n dinotefuran amopdiietar Toyémg oty
OPYIKT HOPPT| TNG Y®PIG Vo, VTooTEL HeTafoAIoUd, KVpimg e To 00po. Metd amd yoprynomn and To
otopa, 1 pyriproxyfen toyéwc petaforiletar, kuping pe vépo&urimon kot amofdrreTon Kupimg e Ta
KOTpaAVA KOl 08 LuKpOTEPO Pabud pe To ovpo.

Heprfariovtikég 1010TNTES

To KINVIHTPIKO PAPUAKEVTIKO TPOTOV Elval EMKIVOLVO Y10 TO WapLo. Kol GAAOVE VOPOPLOVE
0pYOVIGLOVG.



5. DOAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnteg

Kopia yvooty.

52  Awpkewo {ong

Aldpkela {ONC TOV KTNVINTPIKOD QOPUOKEVTIKOD TPOIOVIOS GOUUPMOVE UE TN GLOKELAGio TOAnong: 3
YPOVIQL.

Avdprera {ong HeTd 1o TPOTO AVOryUa TG OTOYEIDMOOVS GUGKEVOCING: GpEeEST XPNON.

5.3 Iowirepeg mpourdéers katd T @OLaEN TOV TPOIOVTOG

Agv vapyovv 181KEG 0dNYieg S1oThPNONG Y10 GVTO TO KTNVIUTPIKO QUPUAKEVTIKO TPOTOV.

54  ®von ko 6UVOEGT] TNG GTOLYELDOOVS CVGKEVUGING

YV0KEVT EMiYVONG G onueio omd cOUTAEY O TOAAATAGY GTORASMY aAoLIVIOL Kot ToAvalfvAEViov

(PE) pe axpo and HDPE, coumhokn pepppdvn aceaieiog (alovpivio/tolveotépag/epuntikd kAe1o
PE oto1fdda) o€ xGpTivo KOuTi.

ZVOKELOGIES!
Xaptwvo xovti 1, 3, 4, 6, 12, 1 24 cvokevdv eniyvong oe onpeio (0,9 ml kébe pia).
Mmopei va, unv KoKAoPopoHV OAEC 01 GLCKEVUGIEC.

55 E0wkég Tpoura&elg amdppryng evog pun yp1otromot)0£vTog KTNVIATPIKOD QOPRAKEVTIKOV
TPOIOVTOG 1] GALOV VAIKOV TTOV TPOEPYOVTUL U6 T1) YP1)G1) TOL TPOIOGVTOS, AV VAP OVV

Ta pappaKo dev TPEMEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIHKOV OTOPANTOV.

To KINVIATPIKO POPUOKEVTIKO TPOTOV EV TPEMEL VO, EIGEPYETOL GTOV VOPOPOPO opilovta KabDS Ta
OPOOTIKA GLGTATIKA EVOEYETAL VO Elvarl EMKIVOLVA Yo TOVG 1x0eig Kot GAAOVE VOPOBLOVE OPYAVIGIOVG.
Mnv poidvete Muvec, voataymyods 1 TAPPOVE UE TO KTNVIATPIKO QOPUAKEVTIKO TPOTIOV 1) LE
YPNOLOTOUEVOVG TEPEKTEG.

XPNGILOTOMGTE TPOYPAUUATE, ETIGTPOPNC PAPUAKDV Y10 TV OTOPPIYT U1 XPNOOTONOEVTDV
KINVIOTPIKOV QOPUUKEVTIKOV TPOIOVI®MV 1| GAA®YV DVAIK®V OV TPOEPYOVTAL aTd TN ¥PNCT TOVS
GULPMOVO, [LE TIG TOTIKEG AOTNOEL KOl LE TUYOV EBVIKA GLGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Ceva Santé Animale

1. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/14/165/001-004
EU/2/14/165/006-007

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing €ykpiong: 06/06/2014



9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeitatl yopig KTNVIATPIKN GUVTOYT.

Aentopepeic TANPoQOopieg Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dabéoiueg otn fdaon
dedopévmv g EE yia to ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA I
AAAQOI OPOI KAI AITAITHXEIX THX AAEIAYX KYKAO®OPIAX

Koavévag.



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Kovti yaptwvo pe 1, 3, 4, 6, 12 xon 24 60v0KEVEG EMiYVONG GE G UELID

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Vectra Felis 423 mg/42,3 mg dudlvpa yio emiypon oe onpeio

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

KdaBe cvokevn eniyvong o onueio tov 0,9 ml wepiéyet:
Dinotefuran 423 mg
Pyriproxyfen 42,3 mg

3. YYXKEYAXIA

1 ovokevn eniyvong oe onueio

3 ovoKeELEC eMiyvoNg o€ onueio
4 cvoKEVES EmiYLOTG GE GNUELD
6 cVoKEVEC EMiyLONG O€ oNuElo
12 cvokevég emiyvong o€ onueio
24 cuoKkevEg emiyvong o€ onueio

4.  EIAOX(H) ZQOY(QN)

Térec.

5. ENAEIEEIX

Oepomeio Kot TPOANYN TS TPOSPOANG amd YoAiovg Yo 1 uiva.
IIpoAnyn 10V TOALUTAAGLUGHLOD TOV WYOAA®Y Yo 3 UAVES.

6. OAOI XOPHI'HXHX

Eriyvon o onueio. EEotepikn epappoyn oto dEppaL.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEZHX

Exp. {n/eeee}
Metd to dvotyua va ypnotpononoel apécwd.

‘ 9. EIAIKEYX YYNOHKEX AIATHPHXHX

12



‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote T0 POUALO 0NV YPAONG TPV OO TN YPNON.

‘ 11.  OI AEEEIX «<AITIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na purdcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

@

Ceva Santé Animale

14.  APIOMOI AAEIAY. KYKAO®OPIAX

EU/2/14/165/001 (1 ocvokevn emiypong o€ onpeio)
EU/2/14/165/002 (3 cvokevég emiyvong o€ onpeio)
EU/2/14/165/006 (4 cvuokevég emiyvong e onpeio)
EU/2/14/165/003 (6 cvokevéc emiyvong o€ onpeio)
EU/2/14/165/004 (12 cvuokevég emiyvong oe onueio)
EU/2/14/165/007 (24 cuokevég emiyvong o€ onueio)

15. APIOMOZX ITAPTIAAX

Lot {apOuoc}

13



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

2VG6KELT] ENivong o€ onueio

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Vectra Felis

2. IHOXOTIKA XTOIXEIA TQN APAXTIKOQN XYXTATIKQN

Dinotefuran 423 mg kou pyriproxyfen 42,3 mg.

‘ 3. APIOMOZX ITAPTIAAX

Lot {optBpog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {n/ecee}

Metd to dvotypa va ypnoipomonoel apécwd.
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B. P’YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Vectra Felis 423 mg/42,3 mg didlopo yio eniyvon e onueio yio yateg

2. XovOeon
KdaBe cvokevn eniyvong o onueio tov 0,9 ml mepiéyet:

APOOTIKG GVOTUATIKA:
Dinotefuran 423 mg
Pyriproxyfen 42,3 mg

Aypopo £nc @ypokiTpvo didAvpa eniypong o€ onueio.

3. Eion Loov

Tditec.

4, OepamevTiKég evosielg

AVTO TO KTNVINTPIKO POPOKELTIKO TPoiov Bavatdver Tovg yorrovg (Ctenocephalides felis) tov
YOTQOV OV TOPAGITOVVTOL KOl TPOAAUPAVEL TEPATEP® TPOGPOAT| TOVG Yo VO UV

Eriong, eumodilel tov moAamAaclacid Tmv YOAA®Y yio 3 UVES, OVOSTEALOVTOG TV EMMACT| TOV
VYOV TOV YOAAOV 6TO TEPIPAAAOV TNG YATOGC.

5. Avtevoeigeg

No un ypnoiponoteital o€ yateg 1 yatdkio couatikod Bapovg ukpotepov tov 0,6 Kg.
No pn ¥pMOLUOTOLEITAL GE TEPUTTMGELS VIEPELOLGONGIOG OTU SPACTIKA CLGTAUTIKA 1| € KATO10 0md TOL
£Kdoy0L.

6. Ewwkég mposidomomjoelg

Ewdwéc mpoerdomomoeis:

IIpémet va yopnyeiton Bepameia o OAEC TIG YaTEC EVOG VOIUKOKLP10V. O1 GKUAOL TOV VOIKOKLPLOU TPETEL
va OgpamedovTal HOVO UE £Va KTNVIATPIKO QUPUAKEVTIKO TPOTOV EYKEKPIUEVO Y10 XPTOT) GE AVTO TO
gldog Ldov.

O yoAlot pmopel va LoAdVoLV 1o KaAdOL TG Yatog, TNV KMVOSTP®UVT KOl TIG GLVNOELS EMPAVELEG
AVATOONG, OTIMS YOALL KO LOANKA ETTAM. Xg TEPINT®ON POLIKNG TPOGPOANG amd WYOHAAOVS Kot TNV
apyn TS EQPUPLOYNG TOV UETPMV OVTILETMTICNG, GE QVTEG TIG TEPLOYEG TPEMEL VO, EpapUOleTan Eval
KATOAANAO EVTOLOKTOVO KOl TN GUVEXELD VO GKOLTILOVTOL TAKTIKG LLE NAEKTPIKT] GKOVTA.

H enidpaon tov AovGIHaTog GTNV ATOTELEGUATIKOTITO TOV KTNVIOTPIKOD QUPUOKEVTIKOD TPOIOVTOC
dev &yel depevvnOel.

Idwitepec mpouABEELC Yo TV 0o@aAN yprion ota gidn Lhmv:
Amoxdelotikd yio eEoTtepikn ypnon.
Epappoote oy emipdvela Tov dEppRotoc. My 1o yopnynoete and 1o oToOpo 1 0md GAAN 060

xopfiynone.
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H ac@dieia avtov ToL KINVIOTPIKOD QOPIOKEVLTIKOD TPoidvTog 0V £xEl amodelydel og yateg nAkiog
uKkpoTEPNG TV 7 gfdopddnv 1 copatikod Bapovg wkpdtepov tov 0,6 Kg (PA. mapdypapo
«AVTeEVOEILEID).

Metd amd Tuyeio KATAmooT ToV KTNVIKTPIKOD (OPLOKEVTIKOD TPOTOVTOS, Umopel va mapotnpndovv
TOPOOIKES OVEMBOUNTEG EVEPYELEC, OTMOC GLEAOPPOLA, L] KOVOVIKA KOTPOVO Kot EUETOC, TOV, OUMG,
mapépyovtol o 4 dpeg xwpic Bepameio.

[pénel va AapPavetor pépipuva dote 1 660m va epopproletal oe pia meptoyn 6mov to {dho dev umopel
va v agatpéoet Aeiyovrag (BA. Tapdypago «Oonyiec yia T c®GTH yopnynon») kot vo eEacpolotel
ot to {ma dev Aeiyovv 10 évo 10 AAAO auécmg petd tn Oepameia.

[pémel va Aopfavetor pépva MOTE TO TEPLEYOIEVO TNG GUCKELNG EMLYVONG G oneio, N M
yopnyovpevn d6on, va pnv £pbetl o€ emapn He To patio g Vo Bepomeio ydTog Kal / 1 omolovdnmoTe
aAov {dov.

Agv &govv delaybel peléTec 6€ APPMOTEG 1 O AVAPPOOT] YATES, MG EK TOVTOV, 1 (PO OF AVTEG TIG
yateg mpénet va, facileTor otnv ekTipnon ond Tov KIVIoTPo TG 6YE0TG 0PEAOVG-KIVILVOU.

e mepintwon vroyiag doepuatitidag (Kvnopog Kot epefiopoc d€puatoc), va avalnTnoeTe KINVIOTPIKY
ouupovin.

Idwitepec mpouAdEeic oL wpémet va Aaufdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIATPLKO
QopuakeLTKd Tpoidv oe {daou:

Atopa pe yvoot vrepevaicincio otig dinotefuran, pyriproxyfen 1 to dimethyl sulfoxide npénet va
OTOPEVYOLVV TNV ETAPT LE OVTO TO KTNVINTPIKO QOPUAKEVTIKO TPOTOV.

To kTV1aTPIKO PUPLAKELTIKO TPOTOV ivat epeBIGTIKS Y10 TO LATLOL KoL TO OEPLLAL.

IMao v amoeuy” avemBounTOV evepyeidv:

¢ [TAOvete T0 XEPLOL EMUEADG KOl AUECHOS LETE TN XPTON.

* Ao@byete TNV €nagn LE TO dEPUM, TA LLATLO 1] TO GTOLLAL.

* g mepintmon toyaiog StaPpoyng Tov dEPUATOS, EETADVETE QUECHOC LE GOTOVVL KOl VEPO.

* EQv 10 KTNVI0TPIKO QUpUOKEVTIKO TPOioV Tuyoia 10EA0EL 0T LATLO, TPETEL OUECMG KO Y10l TKOVO
YPOVIKO SLACTNUA VO T EEMAVVETE e VEPOD, LE TO PAEQOPA OVOLYTAL.

* Na un yivetou yepiopdc tov (dmv mov éhapav Oepameio yioo TOLAGYIGTOV OKTH DPEG LETO TNV
EQUPLOYT| TOV KTNVIOTPLIKOV POPLOKEVTIKOV TPpoidvtoc. [V avtd, cuvietdtol 1 epapLoyn Tov
TPo16vTog 6T0 {MO TO AMOYELLLA.

o Tnv nuépa g Bepameiag, dev Tpénel va enttpénetorl oto (da mov Elafav T epomeio va kKoyovvTo
LLE TOVG 1010KTNTEC TOVG, EOIKA UE TTOLOLEL.

* O1 xpNOOTOMUEVEG GUOKEVEG TIPETEL VAL ATOPPITTOVTOL AUECHOS KL VOL UMV OpTIVOVTOL GE LEPOG
7ov BAémovv N Tpoceyyilovy Todid.

Edv o epebiopdc tov d£protoc | TV HATIOV ETWEVEL, TN OE TEPITTOOT TVYOING KOTATOGNC,
avalnoTte apécms TPtk cuUPoVAn Kot dei&te 6TOV 1TPO TO PUAAO OOM YLDV ¥PNONG 1 TNV ETIKETA.

Eyxvpocivn kot yoovyio:

H aocpddeia Tov kTVIaTpiKoh QopROKEVTIKOD TPOTOVTOG dev €)el amodelybel oe evilikeg OnAvkég
YATEG KATA TNV KVNGT Kot Yahovyia. TO mpoiov va yoprnyeitar LOVOV GOUG®VO. LE TNV EKTIUNGCT
0PEALOVC/KIVOVUVOL Omd TOV VTTELOLVO KTNVIKTPO.

Epyootnplaxég peréteg pe ta dpaotikd cvototikd, dinotefuran 1 pyriproxyfen, og enipveg kot
KovvéAL dgv £0e1&av avmparieg ot Yévvnon 1 dAieg emPBrafeig Spdoelg otny avamtuén Tov euppvov
Kot 670 EUPpvo (tepatoydvog, epPpvotoéikn dpdon) N emProfeic dpdoeic otn untépa (UNTPIKN
to&1kn dpdon).

H dinotefuran éye1 amodeydei oe emipveg 0T1 S1omEPVA TO PPAYLO OIUATOC-YAAAKTOC KOl EKKPIVETOL
GTO YAAQL.

AMNAETIOPOCT) UE GALD QOPUOKEVTIKG TPOTOVTO. KOl GAAEC LOPQEC OAANAETIOpOONC:
Kopia yvooty.

Yrepdocoroyia:

Ext6g and mapoduo oidnua 1 Enpod déppa oto onueio epapuoyngc, dev mapotnponKay KAVIKA
OMNUOVTIKEG AVETBOUNTEG EVEPYELEG OE VYIELG YaTEG Nhkiag 7 efdouddwy 1 mepiocdTepo, TOL EAafay 7
@opég Bepameio Tomikd pe pecodtacTiote 2 efOopadmy Kot pe 060 4TAdoia TG LEYAAVTEPTG
GUVIGTAOUEVTG OOCTC.
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Kvpiec acvupatotnrec:
Kopia yvooty.

1. AvemOounta coppavra

Tdtec:

Emévio (1 €wc 10 {do./ 10.000 vo Ogpomeio (Ha):

Anorémion (ehagpd)t?, Epoonual?, Adorekio?

IToAb omdvia (<1 {do / 10.000 vrd Oepameia Lda, cvumepopufavoUévav TOV LEUOVOUEV®V
AVOPOPMV):

Avtidpaocn oto onueio epopuoyng (w.y. epddnua, kvnouds, aAloimon, AeyUovy, VIOAEIULO
(Aevkd Enpod)L3, odhayn oto Tpiyopa (VYpd Tpixoua)t?), Yrepdpactmpiomra, Taydmvoa,
Mvikdg tpduoct*, Afdapyoct*

Hlapodika.

2 Tuvn0me mapépyovat avTopoTa Ympic Oepamneio.

$ Mnopei vo empeivovy og kot 7 nuépec, Oumc, dev etvon cuviBmg avtiinmtég uetd 48 dpeg. Avtég ot
oAhayég dev emnpealovy TNV AGPAAELN, 1] TNV OTOTELEGUATIKOTITO TOV KTNVIOTPIKOD QUPUUKEVTIKOD
TPOIOVTOC.

*Iodtepa petd amd Aeién Tov onueiov £popproyNg TOL TPOIGVTOG.

H avagpopd averBountov cuoppdviov sivor onpovtikn. Emttpénet ) cvveyn topakoilovdnomn e
ao@dAelag evog mpoidvtoc. Edv mapatnpnioete omoladmote avemBOunt evEPYEL, KOO Kol oV OgV
AVAQPEPETOL GTO ECAOKAEIGTO GVALO 0ONYIDV Y¥PNoNG N AUPIPAALETE VIO TNV OTOTELEGUATIKOTITO TOV
QopUaKov, mapoKaAeichs vo ETIKOIVOVICGETE, KATAPYAS, LE TOV KTNviaTpd coc. Mmopeite emiong va
avaQEPETE OTTOLOONTOTE AVETLOOUNTO GLUBAVTA GTOV KATOYXO TNG GOEWNG KUKAOPOPING
YPTOULOTOIDVTOG TA GTOLYELN EMKOVMVING GTO TELOG AVTOD TOL PVAAOD 0dNYIDV XPHOTG, | HEG® TOV
€Bvikov cog cuotipatog avagopds: EBvikog Opyaviopuog Gapudkwv: Mecoyeimv 284, GR-15562
Xohopyodc, Abnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.gr, Iotétonog:
http://www.eof .gr.

8. Aocoloyia Yo KG0g €id0g, TPOTOS KAl 0001 Yopnynong
Eriyvon oe onpeio.

[pénel va Aopfavetor pépiuva MoTe va, epoprOleTal TO KTIVINTPIKO QOPLOKEVTIKO TPOIOV OVO GE
af1to (VYEg) dépa YATag.

Aocoroyia:

XpNOYWOTOIEIoTE 10 GLGKELT EMiYVONG G oNUELD Yo Lo Yoprynom o€ o yéto Lovo.

Ag ocvviotdton 1) ypfion o€ yateg nkiog pkpdtepng TV 7 Boopddwmy 1 copaTikod Pdpovg
ukpotepov tov 0,6 Kg.

(H eldyrom cvvictdpevn doom eivon 42,3 mg dinotefuran/kg copaticov Bapovg kot 4,23 mg
pyriproxyfen/kg copotikod Bapovg. H Bepanevtikn docoroyia eivor 42,3 émg 705 mg dinotefuran/kg
ocouatikol Bapovg kot 4,23 g 70,5 mg pyriproxyfen/kg copoatikod Bapovg yia yateg pe cOUATIKO
Bapog 0,6 £mg 10 kg).

BepomevTiKd oYU

Mo e@amag Yopnyno™ TOL KTNVINTPIKOV QUPLOKEVTIKOD TPOIOVTOG £YEL OC OMTOTEAEC LA TNV TPOANYN
g TPocPoing amd WyoALovg Yo Eva unva. Kot epumodiletl tov emmAéov TOAOTAACIAGUO TOV WYOAA®V
AVAGTEALOVTOG TNV EMMUGCT] TV QLYDOV TOV YOAL®V 6T0 TEPPAAAOV TNG YATOG V1o 3 UNVEC.

H avaykn emavéinyng g Bepaneiag og yateg mov givor mbavo va mpocsPAnbovv i kot 1o
dlonuae petaly tov Bepomeimv tpénel va Pacilovtal 6Ty EKTIUNGT VO KTNVIATPOV.
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9. Oonyieg Yo T 6T Lopiynon

Tpémog epapuoynic:
Aogaipéote T cLoKeLT EMiYVOTG o€ oNueio amd T GCLGKELOGIA.

Bijpa 1: Kpatiote T cuokeun 0pOia, TomobeTdvTog To OGKTUAN KATWO OO TOV LEYOADTEPO SUKTUALO
OT®OG GTO GYN L.

Bijpa 2: Me 10 dAL0 Y£pL, TEGTE TPOG TAL KAT® TOV LIKPOTEPO dOKTOALO UEYPL O1 2 daKTOALOL
OKOVUTTHGOLY HETOED TOVG OUAAN. AVTO Ba TPLTNGEL TNV ACPAAELD.

Bipa 3: H yata npénet va ivan 0pOa 1] o€ pia dvern 0€on yio dkodn yopnynon. [apapepiote 10
Tpiyoua otn faocn g KeQUANS péxpL va pavel o déppa. EQapuocte to KTNviaTpikd poprOKEVTIKO
TPOTOV 0PYA UE TO GKPO TNG CLOKEVNG EMAVMD GTO OEPUN. ATOPVYETE TNV ETPUVELNKT] EQOPLOYT
EMAVO 0TO TPlY®LO TG YATOG.

10. Xpévor avopoviig

Agv 16y0eL.

11.  Ewwkég ovvOkeg dtoatipnong

Na puAdooetol og 06om TV onoia dev PAETOVY KoL dev Tpoceyyilovv Ta TAldLd.

Agv vapyovV e101KEC 00N YieC S1aTHPNONE Y10 OV TO TO KINVIATPIKO POPLOKEVTIKO TPOTOV.

Na pn ¥pnoUOTOLEITAL TO KTNVIATPIKO QOPLAKEVLTIKO TPOTOV HETE TNV Nuepounvia ARENG Tov
ovoypAPETOL GTO KOVTL Kol T GLOKELN EMiyvong o€ onueio, petd «EXpy». H nuepounvia Anéng
CUUTITTEL [LE TNV TEAEVTOIO NUEPO TOV CUYKEKPIUEVOD U VL.

Avdgpxera {ong petd 1o TPOTO AvoryUa TNG GTOLEIMOOVE GLGKELOCIAG: dueon ypnon.
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12. Eidwkég mpo@uraiers amoppryng

Ta eapuaxo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAK®OV OTOPANTOV.

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV OEV TPEMEL VO, ELGEPYETOL GTOV VIPOPOPO opilovta kabdg
T0, OPOGTIKA GVOTATIKA EVOEYETOL VO gtvar emKivOvVa Yia Tovg 1yBeig Ko dAAoLS VIPOPLOVG
0PYOVIGLOVG. M1V LOADVETE MUVES, VOATAYM®YOVE 1] TAPPOLS LE TO KINVIOTPIKO POPUOKEVTIKO TPOIdV
N e XPNOYLOTOMUEVOVS TEPLEKTEG.

XPNGIUOTOGTE TPOYPAUUATO, EXIGTPOPNC PAPUAKDV Y10 TV OTOPPIYT U1 XPNOOTONOEVTDV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTAL A0 T1) XPNON TOVG
GULPMOVE, [LE TIG TOTIKEG AOITNOELG KOt e TUYOV 1oybovTa Bvikd cuotiuate cuAloyne. Ta pétpa
OUTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

Yvppovievbeite Tov KTNVIOTPO 1 TOV POPUAKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.
13. Ta&wvopnon TOV KTNVITPIKAOV QUPPUIKEVTIKAOV TPOIGVTOV

Na yopryeital yopig KTVIATPIKN GUVTOYY.

14. ApOpoi dog1og KUKAOQOPLNS KOl GVGKEVOGIES

EU/2/14/165/001-004
EU/2/14/165/006-007

Xaptwvo xovti 1, 3, 4, 6, 12, 1) 24 cvokevdv eniyvong oe onpeio twv 0,9 ml.

Mmopei va, unv KukAo@opoHV OAEC 01 GLCKEVUGIEG.

15. Hpepopnvio terlevtoiog avafe®@pnons Tov GUALOL 00NYLOV YPNONS
06/2025

Aentopepeic TANpo@opiec Yo T0 v AGY® KTNVIATPIKO QOPHAKEVLTIKO TPOToV elvan dtabéaipeg ot
Baom dedopévev e EE yia o kmmviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xrtoycia emKowvOviag

Kéroyoc tne ddstog kKukAo@opilac Kol GTOLYELN ETKOWVOVIOG Y10 TNV ovapOopa THaVOAOYOOLEV®Y
OVETIOOUNTOV EVEPYELDV:

Ceva Santé Animale

8 rue de Logrono

33500 Libourne

ToAlio

Tel: +800 3522 11 51

E-mail: pharmacovigilance@ceva.com

Topoockevastic VTEVOBVYVOC Y10 TV ATOSEGUEVCT) TOV TAPTIO®V:
Ceva Santé Animale

10, av. de La Ballastiére

33500 Libourne

ToAAia
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AB7 SANTE
Chemin des Monges
31450 Deyme
TaAhia

17. Alleg mwinpo@opisg

Mnyavicudc dpdong:

Ta 600 SpACTIKA GLOTATIKA TOL KTNVITPIKOD QOPHOKEVTIKOD TPOTOVTOG KATAVELOVTOL GTV
EMUPAVELD, TOV COUATOG TNG YATAG TNV TPAOTN NUEPA PETA TNV €QpUOYR. Ta SpacTikd GVGTUTIKA
dpovv amevbeiog oTo TPiymua g YdTog, ympic avaykn dieicdvong oTny KuKAOQOpio TOV aipLaTog.
To mapdoito £pyetor og emapn pe TV Vo Bepaneia ydta kot Bavatdverol.

H dinotefuran cxot®vel ta £VTopa GTOXEDOVTING GTO VEVPIKO TOVG GUGTI|LLA.

H pyriproxyfen otoygietl oto dopa 61ad10 TV EVIOU®V (Y, TPOVOUPES, VOUPES) OVAGTEALOVTOG
TNV OVOToPay®yN Kot avamtuén toug. Avyd yorlmv, TpovOUQEC Kot VOUEES BpiockovTtal 6To
nepPaAlov.

To KINVIATPIKO PAPUAKEVTIKO TTPOTOV BOVATMOVEL TOLC YOALOLE EVTOC 2 OPAOV A0 TIV EQOPLOYT TOV M
2 mpeg uetd v mpocPoin tov {mov 6To omoio yopnyndnke Bepomeio.
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