ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobivac LeuFel evéoio evaumpnpa yio yéreg

2. IMOIOTIKH KAI ITIOXOTIKH XYNGEXH
Avé 6601 Tov 1 ml:

APOOTIKO GVGTATIKO:
EMdyiot mocotta kekabappévou avtrydvo p4sS eAbtpov tov 100 g Asvyouiog (FeLV) 102 pg

AVOGOEVIGYVTIKES OVGIEG:

3% aluminium hydroxide gel ekppacpévo oe mg Al* 1mg
Purified extract Quillaja saponaria 10 ug
"Exdoya:

IowoTiKi) 60vOg6 EKOOY OV KoL GAL®Y
GUGTUTIKAV

Sodium chloride

Disodium phosphate

Potassium dihydrogen phosphate

Water for injections

Ip13ilov vypo.

3. KAINIKEX IAHPO®OPIEX

3.1 Eion Lowv

Tdrtec.

3.2 OepomevTiKég £vOLielg Yo KGOg €id0g Lmov

Evepyntikn avocomoinon og ydteg nAikiog peyaidtepng tov 8 eBOoUAdmV Katd Tng Aevyaipiog g
YOTOG Y10 TNV TPOANYT TNG EXIUOVNC LOLUIOG KOl TOV KAWVIK®Y GUUTTOUATOV TG OYETIKNG VOGOU.

Eyxatdotaon avooiog:
3 efdopadeg uetd tov Pactkd eppfoilacud.

Aldpketa ovosiog:
Metd 1o apyikd euforiokd mpdypaupa, n avocio dSapkel yio Eva £106.

Metd v eThol0 avapvnoTikY 600, £xel amodelyBel 6Tt 1 avosia dapkel yia 3 xpovia.
3.3 Avtevoeigelg
Kopio.

3.4  E10kég TPoEtdomoGELS



Na gppoitdlovtar pévo vy Coa.
3.5 Iowirepeg mpo@urdcers katd T ypion

Idwaitepec TPOQLAGEELS VoL TNV AG@AAN Yprion oto £idn Ldmv:

ZuVIeTaTol 0moTaPacitwot TovAdyiotov 10 nuépeg Tpiv and Tov epPoMaco.
Na gppoitdlovtar pdvo yareg apvnrikég atov 16 g Aevyopiog g yatog (FeLV). I't” avtd
ouviotdtal o EAeyyog Yo FeLV mpiv amnd tov gpfortacud.

Idwaitepeg Tpo@uAGEELS TOL el vo AopBavovial ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOidV o {ma:

Y& mepinton mov KoTd AaBog vdpEEL aVTOEVEST], Vo, ava{NTHOETE AUEcOS WTPIkn Pondeta kot va
emoei&ete 6TOV 10TPO TO EGOKAEIGTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD
TPOIOVTOC.

[dwaitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPPAAAOVTOC:

Agv 16y0eL.
3.6 AvemOdunra cvpupavra

Tdrec:

2uyva
Avtidpaon oto onpeio g éveongt, Oidnua oto

L\ onueio g éveonct, EEoidnon oto onueio g
Coa): éveonct, OLidio oto onueio g éveongt

(1 émg 10 {oa / 100 vd Bepameia

YnrepOeppio®®, AndOsial

Awatopayéc e menTikig 05003

ravia

(1 émg 10 {oa / 10.000 vrd
Oepaneio {ma):

I16vog 6to onueio g éveong™®
dtépvicpa®

Emumepukitda®

[ToAb omévia
(<1 Lmo / 10.000 vz Oepancio {oa, Avapula&iad
CUUTEPILAUPAVOUEVOV TOV
LELOVOUEVDV OVOPOPDV):

IMeté v mpdTn éveon mapatnpeiton petpiov peyédovg kon mapodik| Tomkn avtidpacn (<2 ¢m) wov
vroywpel amd povn g péoa oe ddotnua 3 ¢ 4 efdouddmv To apyodtepo. Metd tn debtepn éveon
KOl TG EMOLEVES YOPNYNOELS, OLTH 1] AVTIOPACT| LLELMVETAL OTLLOVTIKAL.

2 Aopket 1 éog 4 nuépec.

$TTapodiké GLUTTMOUOTAL.

4Katd v ynidenon.

*Tlapépyetar yopic PapUAKEVTIKY oywy.

6T mepintwon avapuAokTikod cok Oo mpémel vo yopnyeiton kKatdAAnin countopotiky Ogpameio.

H avagopd avemBountov coppdviov eivar onuavtikn. Extpénet tn cuveyn mopoakolovdnoen g
UOQUAELNG EVOG KTNVIATPIKOD QAPUAKEVLTIKOD TPoiovToc. Ol avapopic TPETEL VO OMOCTELAOVTAL,
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KOTO TPOTIUNON HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0C KLKAOPOPIAG 1] OTOV TOTKO
OVTITPOGMOTO TOV £ite TNV €BVIKN apprdoLa apyr] LEC® TOL €BVIKOD GLGTAHUATOS OVAPOPES.
AvatpéEte 6T0 PUALO OONYIDV XPTIONG Y10 TO OVTIGTOYO GTOLYELD EMKOVMVING.

3.7 Xpnon kKatd TNV KON 61, TN YoAoVYio )| THV ®OTOKix

Na pn ypnoiponomdel o €ykveg yateg.
Agv cuvioTaTOoL 1) OPNYNON KOTA TN SLOPKELL TNG YOAOLYIOGC.

3.8  Aliemidopacn pe GArho QUPUAKEVTIKA TPOTIOVTH KOl GALES HOPPEG OAANAETIOPpOONG

AwBéoipeg TANPOEOPIEC GYETIKA LUE TNV UCPAUAELN KOL TNV OTOTEAECUATIKOTITO OTOSEIKVOOUV OTL
70 &V AOY® eUPOAI0 pmopel va avaperyvoetal kot va yopryeiton pe 1o FELIGEN CRP v FELIGEN
RCP.

Agv VITapyoVV TANPOPOPIEC TYETIKA UE TNV UCPAAELN KOL TNV OTOTEAECUATIKOTNTO OTTO TNV
TAVTOYPOVT YPNOM TOL EUPOAIOD LE 0TO10ONTOTE GALO KTNVIOTPIKO QAPUAKO, EKTOC TOV
TPOTOVTOV TTOL avapépovtal Tapomave. H amdeacn yia tn yopnynon tov ev Ady® epforiov mpiv
N UETE TN yopNyNoM GALOL KTNVINTPIKOD QUpUAKOL TPETEL va AapuPdveTal Katd mepintwon.

3.9 Odoi yopnynons ko docoroyia
Y7modopia yprion.

Avakivnote 1o QLaAidio N Kot yopnynote vodopia pio d6on (1 ml) amd to eappakevTikd TPOIOV
GUUPMOVE, LLE TO TOPOUKATD OEPUTEVTIKO YN0 EULPOALNGHOD.

Boowog spfolacpog:
- TPMTI EVESIUN YOPNYNOT OE YATAKLO NAKING 0O OKT® ERSOUASMV Kot AV
- 0gvTepM evéoun yopnynon petd and 3 1 4 gfdopdded.

Ta uNTPIKNG TPOEAEVONG AVTICAOUATO LITOPEL VOL EMNPEAGOVY APVNTIKA TNV 0VOCOAOYIKN
omdvInon oTov EUPOMAGHO. € AVTEG TIC TEPUTTMOOELS, OTAV OVOLEVETOL 1] TOPOLGIN AVTICOUATMOV
UNTPIKNG TPOEAEVONC, L0l TPITN EVEGLUT YOPYNON EVOEXOUEVMS Va. vl KATUAANAN amtd TNV
nAwio v 15 efoopddmv kot dvo.

Emavainznrikoi epfoiacpot:
Metd Vv TpdOTN ETHCLO AVOUVIOTIKY 0001, 01 emakoAovbot epforiacuol uropody va
TPUYUOTOTONH0VV LUE LEGOSIOGTHILOTA TPIDV YPOVADV.

3.10 Zopmrdpoato vrepdocoroyiag (KoL KUTA TEPITTOO, HETPO. AVTIRETOMIGNG KOL OVTIO0TA)
Agv TapotnpnOnkay avemBountec evépyeleg et amd viepdosoroyia (SImAdoia 06G1) TOV
KTNVITPIKOD QUPUOKEVTIKOD TPOIOVTOC TEPAY OLTAOV TOL OVAPEPOVTAL GTNV Tapdypapo 3.6, e
e€aipeon T HeyoADTEPN SIEPKELN TV TOTIK®V ovTIdpdoemv (amd 5 émg 6 efdouddeg to
mEPLGGATEPO).

3.11  Ewdwkoi mepropiopoi yp1)ong Kol E01KEG GUVONKES YPNONS, CVUTEPAAPPAVOREVOV
TEPLOPLGUAV OTI| YP1IOT] AVTIHIKPOPLIK®V KO AVTITAPUCITIKAOV KTIVIITPIKAV
QUPLIKEVTIKOV TPOIOVTMV TPOKELUEVOD VO, TEPLOPLOTEL 0 KIVOUVOS avATTVENS OVTOYNS

Agv 16y0etL.

3.12  Xpodvoor avapovig

Agv 1oy0et.



4, ANOXZOAOI'TIKEX TAHPO®OPIEX

4.1 Kodwog ATCvet: QI0O6AA0L

Eppoito katd g Aevyoupiog g yatog.

To guporo mepiéyet kekobappévo aviryovo (envelope) p45 FelV, to omoio mpoépyetol omd
YEVETIKO avaouvdvaoud Tov oteréyovng E. coli. Zto evaidpnua tov avtrydovov éxouvv mpootedei og
OVOoO0EVIGYLTIKA YEAT VEpo&eidiov Tov adovuviov (aluminium hydroxide gel) kot kekabopuévo
ekyvMopa Quillaja Saponaria.

H mpootacia kotd g emipovng wipiog mapatnpeitor 6to 73% tov yatdv 3 gfdopddes petd v
TPOTN EVEGIUN YOPTyNoN.

5. OAPMAKEYTIKA XTOIXEIA

51 Kvpieg aocvpuparotnreg

Na pnv avoperyvoetar pe Ghio ktnviatpikd eapuako ektdg ond 1o FELIGEN RCP 11 1o FELIGEN
CRP.

5.2 Ardpkero Cong

Avdprela {mNg ToV KTNVIATPIKOD QUPLOKEVTIKOD TPOIOVTOC COLPOVA LE TN CLCKEVAGIN TOANCNG: 2
£m.

Avgpreta {ong petd 1o dvorypa tng oToyEIdMd0VS GUCKEVOGING: Gpesn XpnHoN.

5.3 Idwitepeg mpo@uLAEELS KaTA T @OAAEN TOV TTPOTGVTOG

Na puAdoogton kot va petagépetot o yoyeio (2 °C — 8 °C).

No punv kaToyvyeTol.

No pUAGCCETAL TPOGTUTEVOUEVO ATTO TO PMG.

54 ®YHon Kot 6HVOES TNG GTOLYELDOOVS CVOKELUGIOG

Y dhvo @raidio tomov I, to omoio mepiéyet pia d6om (1 ml) and to eufoAio to omoio givor KAelopéEvo
pe Topa ond BOLTLAIKO EAOGTOUEPES OLLUETPOL 13 MM Kot COPAYIGUEVO e KOWOLAD 0AOLUIVIOV.

[Mhaotikd M xéptivo Kouti tov 10 eroAdiov.
[Maotikd M xéptivo Kouti v 50 eroAdiov.

Mmropei vo, unv KoKAOPOPOLY OAEG Ol GLGKEVAGIEC.

55 Ewkég mpo@uiaters amoppiyng vog Un P1cIoTot0EvTog KTNVIOTPLKOD QUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL 0.TO T1] Y P1GT] TOL TPOIOVTOGS, UV VITAPYOVY

Ta edppaxo dev TPENEL vaL AMOPPITTOVTOL HECH TMV AVUATOV 1) TOV OIKLIKOV OTOBANTOV.
XPNGLLOTOMGTE TPOYPALLLOTO EXLGTPOPNS PAPUAKOV YL TV OTOpPLYT Un XpNolponomBévimv
KINVIOTPIKOV QOPUOKEVTIKOV TPOIOVI®MV 1| BAA®V VAIK®V OV TPoEPYoVTaL amd T YPNoT TOVS

GOLPMOVO, LLE TIG TOTIKEG ATOITNOELG KOl LE TUYOV EBVIKA GLUGTILOTO GLAAOYNG TOV 1GYVOVV Yio
GYETIKA KTNVIOTPIKE PAPUOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAETAX KYKAO®OPIAX



VIRBAC

7. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/2/17/217/001-002

8. HMEPOMHNIA IMTPQTHX EI'KPIXHX

Hpepopnvia mng €yxpiong: 06/11/2017.

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHYX THX NIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYY.

Agmtopepeic TANPOPOPIES Y10 TO V AOY® KTNVINTPIKO PUPUOKELTIKO TPoiov elvon dabéotpec ot
Baomn dedopévev g EE yia to ktmviatpika mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA I1

AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

Koavévag



IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH



IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Kovti toov 10 1 50 grodicv

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobivac LeuFel evéoo evarmpnpoa

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

Avé 6001 Tov 1 ml:
EXdyiotn mocdTo kekobapuévon avtrydvo p45 eldtpov tov 100 g Aevyoupiog (FeLV) 102 ug

3. YYXKEYAXIA

10x 1 ml
50 x 1 ml

4. EIAOX(H) ZQOY(QN)

Tditec.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia yprion.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHZHX

Exp. {uw/eeee}

Metd to TpdTO dvorypa AUEST) YpNOoT.

9. EIAIKEX XYNOHKEX AIATHPHXHX

No puAdooeTal Kol Vo LETAPEPETAL GE YVYELO.
No unv katoydyetot.
Noa @uAGccETOL TPOSTUTEVUEVO OO TO POC.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX ITPIN AITO TH XPHXH»

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNON).
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11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH>»

ATOKAEIGTIKA Y10, KTNVIOTPIKN (PNOM.

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

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

VIRBAC

14.  APIOMOI AAEIAY. KYKAO®OPIAX

EU/2/17/217/001 10 groAido
EU/2/17/217/002 50 groAidwo

‘ 15. APIOMOZX [MAPTIAAX

Lot {apOuoc}

11



EAAXIXETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etikéta graidiov

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Nobivac LeuFel

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

102 ug FeLV
1ml

‘ 3. APIOMOX ITAPTIAAX

Lot {apOuoc}

‘ 4, HMEPOMHNIA AHEHX

Exp. {up/eeee}
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B. DYAAO OAHI'IQN XPHXHX

13



OYAAO OAHI'IQN XPHXHX

1. Ovopacio. ToV KTNVIOTPIKOV QUPUOKEVTIKOD TPOTIOVTOS

Nobivac LeuFel evéoiuo evardpnpo yio yéreg

2. XovOeon
Avé 6601 Tov 1 ml:

APOOTIKO GVGTATIKO:
EXdyiotn mocdto kekabapuévon avirydvo p4s eddvtpov tov 100 g Asvyoupiog (FeLV): 102 ug

AV0GOEVIGYVTIKES OVGIECS:

3% Aluminium hydroxide gel exppocuévo oe mg AlI**: 1mg
Purified extract Quillaja saponaria: 10 ug
Ip13ilov vypo.

3. Eion Lowv

Tditec.

4, OepamevTIKég EVOEIEEIQ
Evepyntikn avoconoinon oeg ydteg nAikiog peyodlvutepng Tov 8 efdopdadmy katd tng Aevyotpiog
NG YATOG YioL TNV TPOANYN TG EMIHOVNG LUUING KOl TOV KAVIK®V GUUTTOUATOV TNG GYETIKNG

vOoGOU.

Eyxatdotaon avooiog:
3 efdopadeg uetd tov Pactkd epPfoilacud.

Aldpkela avooiag:
Metd to apyd pforiokd mpdypappa, n avocio dStopkel yio Eva £10G.

Metd v eTolo avapvnoTikn 60or, el amodelyfel 6Tt | avosia dapkel Yo 3 ypovia.

5. Avtevoeigelg
Kopia.
6. E1dkég mposidomonyoelg

Ewwéc mposdonomosic:
Na eppordlovtor povo vy {oa.

Idwitepec mpouABEELC Yo TV 0c@aAN ¥prion ota £idn Lhmv:

ZuVieTdtol 0monapacitwot TovAdyiotov 10 nuépeg Tpiv and Tov epPolMaco.

Na gpfoitalovtor povo yareg apvnrikég otov 10 g Asvyoupiog (FELV). I' avtd cvuvictdrol o
€LeYY0G Yo Avyopio TPty amd Tov eUPoAiacud.
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Idwitepec mpouAGEEIC oL pémel va AapuBdvovtol amd To GTOUO TOL YOPNYEL TO KTNViaTpkd
QopuokeLTKd Tpoidv oe (oo

Xe mepinToTn oV KoTh AAB0G KAVETE AVTOEVEST), VO avalNTHOETE AUECMG 1OTPIKT| Ponbeta kot va
emdei&eTe OTOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWS 1| TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

Eyxvpocivn kot yodovyio:
Na pn ypnotpomomdel oe £ykveg ydtec.
Agv cuvioTdtal | yopNynon Kotd tn dtdpKeLD TS YOAOVYIG.

AlMnAenidpaon pe GAAL QOPUOKEVTIKG TPOTOVTOL Kol AAAEG HOPOEG OAANAETIOpAOTC:

AwoBéoipeg TANPOPOPIEC GYETIKA LE TNV ACPAAELD KOL TV OTOTEAEGLOTIKOTNTO OITOOEIKVOOLY OTL
T0 &V AOY® eUPOAI0 pmopel va, avauryvoetor kot va yopnyeitan pe to FELIGEN CRP 7 FELIGEN
RCP. Aev vdpyovv TAnpopopieg GYETIKA LE TNV OCPAAELN KoL TNV OTOTELECUATIKOTITO OO TNV
TOVTOYPOVI XPNOT TOL EUPOAIOV LLE OTTO10ONTOTE AAAO KINVIATPIKO PAPLLOKO, EKTOG TOV
TPOIOVTOV TOV avaPEpovTol Tapordve. H amdpacn yia tn xopnynon tov v Adym gupoiriov mpv
N UETE TN YopNyNoM GALOL KTNVINTPIKOD QUPUAKOL TPETEL va AapPdveTal Katd mepintwon.

Ynepdoooroyia:

Agv mopatnpnniay avemBOunTeg evEPYEIEG LETA 0O VTEPOOGOAOYIN TOV KTNVIATPLKOD
(QOPUAKEVTIKOD TPOIOVTOG TEPOV AVTAOV TOV OVOPEPOVTOL GTNV TOPAYPAPO «UVETIOOUNTA CLUPBAVTOY,
pe e&aipeon T pHeyoldTEPT O18PKELN TOV TOTIKAOV avTOpAcewV (amd 5 £wg 6 efoopddes To
TEPIGCOTEPO).

Kvpieg acvupoatdotnrec:

Noa unv avoueryvoetal pe aGido ktnviatpikd edapuaxo ektdg oand to FELIGEN RCP 1 to FELIGEN
CRP.

7. AvemO@dunta coppavra

Tdtec:

Xuyva
(1 émg 10 oa / 100 vrod Bepaneia {dar):

Avtidpaon oto onueio e éveonct, Oidnua oto onueio g éveong! EEoidnon oto onueio
g éveonct, OLidio 6to onueio g éveonct

YrepOeppio?®, Andera’

Awatopoyéc Tng mentikng 0d00?

Xrdvia
(1 €w¢ 10 Lwa / 10.000 vro Bepomeia {da):

I16vog 6to onueio g éveong™®
dtapvicpa®

Emumeukitida®

IToA0 omavio

(<1 o / 10.000 vrd bepomeio {da, cvunepILaUBovouEVOY HELOVOUEVOV OVAPOPDY):

Avagporoia (cofapn oAlepyikn avidpaon)®
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IMeté v mpdTn éveon mapatnpeiton petpiov peyédovg ko mapodik| Tomikn avtidpacn (<2 ¢m) wov
vroywpel amd povn e péoa oe ddotnua 3 ¢ 4 efdouddmv To apyotepo. Metd tn dehtepn éveon
KOl TG EMOLEVES YOPNYNOELS, QTN 1] AVTIOPACT| LLEWMVETAL OTLLOVTIKAL.

2 Aopket 1 éog 4 nuépec.

$TTapodiké GLUTTHOUOTAL.

4Katd v ynidenon.

*Tlapépyetar yopic PapUAKEVTIKY oywy.

6T mepintwon avapuAokTikod cok Oo mpémel va yopnyeiton kKatdAAnin countopotiky Ogpameio.

H avagpopd avembountov coppdviov sivar onupovtikni. Emttpénet ) cvveyn topakoilovdnon e
AoQUAELNG EVOG TTPOTOVTOC. EQV Tapatnprioete 0mo1adnmoTe oveEmOOUNTI EVEPYELD, KOO KOL OV OEV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO OONYIDV ¥PNONG 1 CUPIPAALETE Yi0 TNV OTOTELEGUATIKOTITO TOL
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNviaTpd cag. Mropeite eniong va
aVAQPEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTA GTOV KATOYO TG AdEL0G KUKAOPOPING 1 GTOV TOTIKO
AVTITPOCHOTO TOL KATHYOV TNG GOE10G KLUKAOPOPIaG YPTCIUOTOLDVTAG TO GTOLXEIN EMKOIVOVING GTO
TEAOG OTOD TOV PVALOL 0O YLDV YPHONG, N LECH TOL EOVIKOD GOC CLGTHLOTOC OVAPOPES: {oTotYElN
£6vikoh cLGTHNATOC AVOPOPAG})

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopynong

Yrodopia yprion (katw omd To SEpU).

Xopnynote vrodopia pio d6om (1 ml) and 10 PAPHOKELTIKO TPOIOV GOLPDVO. UE TO TOPAKATED
OepamenTicd oyNpo EPPOAAGHOV.

Baowog gpfohacpog:
- TPMOTN EVECIUN YOPTYNON OE YOTAKLO NAKiaG amd 8 efoopddmv Kot Gvem
- 0evTEPN evéoun yopnynon petd and 3 N 4 efSopdoes.

Ta uUNTPIKNG TPOEAEVOTG AVTICAOUATO LWITOPEL VOL EMNPEAGOVY APVNTIKA TNV 0VOGOAOYIKN
mAVTNON 0TOV EUPOAMACUO. ZE VTG TIG TEPIMTMOGELG, OTAV UVAUEVETOL 1] TOPOVGI OVIICOUATOV
UNTPIKNAG TPOEAELONC, LD TPITN EVEGIUN XOPNYNOT| EVOEXOUEVMG VO €IVl KATUAANAN o TV
nAkia tov 15 efoopddwv .

Emavainnrikoi epfoiacpot:
Metd v TpdTN ETHGL0 OVOUVNOTIKT 000T], Ol ET0KOA0VOO0L EUPOAOGLOT LTOPOVV VO
TPOUYUATOTOIN OOV LE LEGOSIOGTILLUTO TPIDV YPOVAV.

9. Oonyieg Yo ™) c®GTI| YopRyNnon

Avakivnote amaAd 1o LoAidlo Tpy amd T xpnon.

10. Xpévolr avopoviig

Agv amartteitot.

11. EIAIKEY YYNOHKEX AIATHPHXHX
Na euAdooetol o 6o, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta TadId.

No puAdooetat Ko va petopépetal o€ yoyeio (2 °C — 8 °C).
No pnv katoydyetot.
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Noa @UAACTETOL TPOSTATEVUEVO OTTO TO POC.
Na pn xpnoIponoteital autd To0 KTNVINTPIKO GOPUOKEVTIKO TPOTOV LETE TV nuepounvia ANEng mov
avayPAQETOL OTNV £TIKETO KOl 6TO KOUTi petd trv EXp. H nuepopnvia Anéewg copmintet pe v

Televtaio NUEPH TOL CLYKEKPIUEVOL UV

Avgpxera {ong Hetd To TPOTO AvoryUa TOV AUECOVL TEPIEKTN: AUECT] XPTIOT.

12.  Eiwdwkég mpo@uraiers amoppryng

To eapuoxe dev TPEMEL VOL ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Y10 TV OTOPPIYT U1 XPTOOTONOEVT®DV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTAL A0 T1 XPNON TOVG
GUUPMOVO, LE TIG TOTIKEG OTOTNOELS Kot Ue TUYOV 1oybovto efvikd cuotiuato cAAoync. Ta uétpa
OVTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

Suppovievteite Tov KITVIOTPO GOC ) TOV POPUOKOTOLO GOG YL TOV TPOTO AmOPPIYNG TOV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KITNVICTPIKOV QUPRIKEVTIKAOV TPOIOVTMV

Noa yopryeital LOVoV e KTNVIOTPIKT GLVTAYY.

14. ApOpoi doc10g KUKLOPOPING KL GVOKEVUGIES

EU/2/09/096/001-002

IThaotko M xaptivo Kouti Tov 10 groidioy.
[Mhaotikd M aptivo Kouti tv S0 eraAdiov.

Mmopei va, unv KokKAoQopoOV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvio terevtoiog avafe®@pnong Tov GUALOV 00NYLOV YPNONS

{MM/EEEE}

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOidV eivar dtafécies ot
Baomn dedopévev e EE yia to ktnviatpika mpoidvta (https://medicines.health.europa.eu/veterinary).

16. 1oy eio emKovaviog

Kdroyoc tne ddsiag KukAo@opiac Kot TopaoKeELASTNE VTELOVVOC Y10 TNV OTTOOEGLEVGT) TOV TAPTIOWV:

VIRBAC

1% avenue 2065 m LID
06516 Carros Cedex
France

Tomkol ovTITPOoMTOL KOl GTOLYEI0 EMKOIWVOVINC Y10 TNV avVaQOpa THavoA0yoUUEV®V avETOOUNTOV
EVEPYELDV:
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https://medicines.health.europa.eu/veterinary

I"o omoladnmote TANPOPOpio GYETIKA LE TO TUPOV KTNVINTPLIKO PAPHOKEVLTIKO TPOiOV, TapaKoAeiche

va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

Belgié/Belgique/Belgien
VIRBAC Belgium NV
Esperantolaan 4

BE-3001 Leuven

Tél/Tel: +32-(0)16 387 260
phv@virbac.be

Peny0smka boarapus
VIRBAC

1% avenue 2065 m LID
06516 Carros

Opanmus

Tem: +33-(0)4 92 08 73 00

Ceska republika

VIRBAC Czech Republic s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Danmark

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding

TIf: +45 75521244
virbac@virbac.dk

Deutschland

VIRBAC Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: +49-(4531) 805 111

Eesti

VIRBAC

1% avenue 2065 m LID
06516 Carros
Prantsusmaa

Tel: +33-(0)4 92 08 73 00

E\rada

VIRBAC EAAAX MONOITPOZQITH A.E.

13° vl E.O. AOnvav - Aapiog
EL-14452, Metaudpomon
TnA: +30 2106219520
info@virbac.gr
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Lietuva

VIRBAC

1% avenue 2065 m LID
06516 Carros

Pranctzija

Tel: +33-(0)4 92 08 73 00

Luxembourg/Luxemburg
VIRBAC Belgium NV
Esperantolaan 4

BE-3001 Leuven

Belgique / Belgien

Tel/Tel: +32-(0)16 387 260
info@virbac.be

Magyarorszag

VIRBAC HUNGARY KFT
Vaci utca 81. 4 emelet.
HU-1056 Budapest

Tel.: +36703387177
akos.csoman@virbac.hu
Malta

VIRBAC

1€ avenue 2065 m LID
06516 Carros

Franza

Tel: + 33-(0)4 92 08 73 00

Nederland

VIRBAC Nederland BV
Hermesweg 15

3771 ND-Barneveld

Tel : +31-(0)342 427 127
phv@virbac.nl

Norge

VIRBAC Danmark A/S
Profilvej 1

DK-6000 Kolding
Danmark

TIf: + 45 75521244
virbac@virbac.dk

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

Tel: +43-(0)1 21 834 260


mailto:phv@virbac.be
mailto:virbac@virbac.dk
mailto:virbac@virbac.dk

Espafia

Merck Sharp & Dohme Animal Health, S.L.
POLIGONO EL MONTALVO Il

Calle Primera, 36

37188 Carbajosa de la Sagrada (Salamanca)
ESPANA

Tel: + 34 923 19 03 45

France

Intervet

Rue Olivier de Serres
Angers Technopdle
49071 Beaucouzeé Cedex
France

Tél: + 33 (0)2 41 22 83 83

Hrvatska

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Francuska

Tel: + 33-(0)4 92 08 73 00

Ireland

VIRBAC IRELAND
Mclnerney & Saunders
38, Main Street

Swords, Co Dublin
K67EQ0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

Island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

Tel: + 33-(0)4 9208 73 00

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902409247 1

Kvmpog

VIRBAC EAAAX MONOITPOXQITH A.E.
13° vl E.O. AOnvav - Aapiag

EL-14452, Metapoppmon

TnA.: +30 2106219520

info@virbac.gr
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Polska

VIRBAC Sp. z 0.0.

ul. Putawska 314

PL 02-819 Warszawa
Tel.: + 48 22 855 40 46

Portugal

VIRBAC de Portugal Laboratérios LDA

Rua.do Centro Empresarial
Edif.13-Piso 1- Escrit.3
Quinta da Beloura
PT-2710-693 Sintra

Tel: + 351 219 245 020

Romania

VIRBAC

1€ avenue 2065 m LID
FR-06516 Carros

Franta

Tel: + 33-(0)4 92 08 73 00

Slovenija

VIRBAC

1€ avenue 2065 m LID
FR-06516 Carros
FRANCIJA

Tel: + 33-(0)4 92 08 73 00

Slovenska republika
VIRBAC Czech Republic s.r.o.
Zitavského 496

156 00 Praha 5

Ceska republika

Tel.: +420 608 836 529

Suomi/Finland

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros

Ranska

Puh/Tel: + 33-(0)4 92 08 73 00

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244

virbac@virbac.dk


mailto:info@virbac.gr

Latvija

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Francija

Tel: +33-(0)4 92 08 73 00

17. Addreg AN poPopies

United Kingdom (Northern Ireland)
VIRBAC IRELAND

Mclnerney & Saunders

38, Main Street

Swords, Co Dublin

K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

H mpootacia katd tng emipovng wpiog mopotnpeitor 6to 73% tov yotdv 3 efoopddeg LeTd TV

TPATN EVESIUN YOPTYNOT.

20



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	ΠΑΡΑΡΤΗΜΑ ΙΙ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

