ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Leucogen evéoipo evaumpnue yio YOTES

2. IMOIOTIKH KAI IOXOTIKH XYNGEXH
Avé 86om tov L ml :

ApOOTIKG CVGTATIKO:
ELdyiom mocdtnta kexkaboppuévou avttydovo p4S eldtpov tov 100 g Aevyaipiog FeLY 102 ug

AVOGOEVIGYVTIKES OVGIES:

3% aluminium hydroxide gel exgpocuévo ce mg Al 1mg
Purified extract Quillaja saponaria 10 ug
"Exdoya:

owoTiki) 60vOgo KOO OV KUl GAL®V
GUGTUTIK®DV

Sodium chloride

Disodium phosphate

Potassium dihydrogen phosphate

Water for injections

Ip13ilov vypo.

3. KAINIKEX TAHPO®OPIEX

3.1 Eion Lowv

Tértec.

3.2 OepoamevTiKég £vOLielg Yo kKa0e €idog Lmov

Evepynrtikn avocomoinom otig yateg nAkiag LeyaAdTEPNS TV OKT® EROOUASOV KATA TNG
Aevyopiog tng YaTog yio TV TpOANYN NG EMIUOVNG LULILING KO TV KAVIKGV GUUTTOUATOV TNG

GYETIKNG VOCOV.

Eykatdotaon avooiog:
3 gfoopadec uetd to Pacikd eufortacud.

Aldpkelo avooiag:
Metd 1o Bacikd gufoilocud, 1 ovocio Stapkel Yo, Evo £TOC.

Metd TV TpdIN ETHCL0 AVAUVNOTIKY 0001, £xel amodetyBel 0Tl N avooio dtapkel yio 3 ypovia.
3.3 Avtevoeiteig
Kapia.

3.4 E10wkég Tpoetdomooelg



Noa gppoitdlovrtar povo vy Cma.
3.5 Iowirepeg mpo@urdéers katd T ypion

Id1oitepeg mPoPLUAGEELC Yo TNV ao@oAN ¥pnon oto £i0n Cowv:

ZUVIGTATOL OmOTmoPaciTwon TovAdytotov 10 nuépeg mptv amd Tov UPoAlacUO.
Na gppordlovtar povo yareg apvnrikég atov 16 g Aevyopiog (FeLV). I' avtd cuviotdrtal o
€leyyog yio Aevyoipio TPy and Tov EUPOALOGHO.

Idwaitepec Tpo@LAGEELS TOL TTpémel vo. Aapdvovial ard To GTOLO TOV YOPNYEL TO KINVIOTPKO
QOPULOKEVTIKO TTPOoidV oe LMoL

e mepinton mov kot AdBog Kavete ovToéveon, va avalntioete auéowg aTpikn Bordeta Kot va
emdeitete 6TOV 10TPO TO EGOKAEIGTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO TOL POPUOKEVTIKOD
TPOIOVTOC.

[d1aitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPPAAAOVTOC:

Agv 16y0eL.

3.6  AvemOdpunra cvppavra

Tdtec:
Xuyva Avtidpaon oto onueio g éveonct, Oidnua 6to
(1 éw¢ 10 {da / 100 v Oepaneio onueio g éveong’, Egoidnon oto onpeio mg
Lha): éveonct, OLidio oto onueio g éveong!
YnrepOeppio®®, Anddera’
Awatopayéc Tne TEnTIKNG 05001
Tmévio I16vog 6To onueio g éveong®
(1 émw¢ 10 {a./ 10.000 v1o
Bepaneia (oo): Otapvicpa’
Emmepukinida®
[ToAV ondvia
(<1 o / 10.000 vmd Oepameio Avagpora&ia®
(oo, copmeptiapuPovouévay Tov
LELOVOUEVDV OVOPOPDV):

IMeté v mpdTn éveon mapatnpeitan petpiov peyédoug ko mapodik| Tomkn avtidpacn (<2 ¢m) wov
vroywpel amd povn e péoa oe ddotnua 3 ¢ 4 gfdouddmv To apyodtepo. Metd tn dehtepn éveon
KOl TG EMOLEVES YOPNYNOELS, OLTH 1] AVTIOPACT| LLELMVETAL OTLLOVTIKAL.

2 Aopket 1 éog 4 nuépec.

$TTapodiké GLUTTHOUOTAL.

4Katd v ynidenon.

*Tlapépyetar yopic PapUAKEVTIKY oywy.

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

H avagopd avembountov coppdviov eivar onuavtikn. Extpénel tn cuveyn mopoakolovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovToc. Ol avapopic TPEMEL VO OMOCTELAOVTAL,
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KOTA TPOTIUNGT HEC® KINVIATPOL, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPLOG 1 GTOV TOTIKO
OVTITPOGMOTO TOV £ite TNV €BVIKN apprdoLa apyr] LEC® TOL €BVIKOD GLGTAUATOS OVAPOPES.
AvatpéEte 6T0 PUALO OONYIDV XPTIOTG Y10 TO OVTIGTOYO GTOLYELD EMKOVMVING,

3.7  Xpnion katd TV KON, TN YoLloU)i0 1] TNV OOTOKIM

Na pn ypnoponomdel o €ykveg yategs.
Agv GuVIoTATOL 1) XOPNYNON KOTA TN SLOPKELL TNG YOAOLYIOC.

3.8  AlMiemiopacn pe GArho QUPUAKEVTIKA TPOTIOVTH KOl GALES HOPPEG GAANAETIOPpOONG

AwBéoipeg TANPOEOPIEC GYETIKA LUE TNV UCPAAELN KL TNV OTOTEAECUATIKOTITO OTOJEIKVOOUY OTL
70 &V AOY® eUPOA0 pmopel va avapryvoetor kot va yopnyeitan pe to FELIGEN CRP 7 FELIGEN
RCP.

Agv VITapyoVV TANPOPOPIEC GYETIKA UE TNV UCPAAELN KOL TNV OTOTEAECUATIKOTNTO OTTO TNV
TAVTOYPOVT YPNOM TOL EUPOAIOD pE 0TO10ONTOTE GALO KTNVIOTPIKO QAPUAKO, EKTOC TOV
TPOIOVTIWYV OV avapépovtol Topondve. H amdeacn yua tn yopiynon tov ev Adym gpforiov mpv
N UETE TN yopNyNoM GALOL KTNVIATPIKOD QUpUAKOL TPETEL Vo AapuPaveTal Katd tepintwon.

3.9 Odoi yopnynons kor docoroyia
Y7modopia yprion.

Avakivnote 1o eraAidio i Kot yopnyeiote vwodopio pia doom (1 ml) amd o popuakevLTIKd
TPOTOV GOUPMOVO, LLE TO TUPOKATO OEPOTEVTIKO oYM IL0 EULPOALAGLOD.

Boowog spfolacpog:
- TPMTI EVESTUN YOPNYNOT GE YATAKLO NAIKING 0O OKT® ERSOUAS®V Kot AV
- 0e0TEpM evéoun yopnynon petd amnd 3 M 4 efdopddec.

Ta uUNTPIKNG TPOEAEVOTNG AVTICAOUATO LITOPEL VOL EMNPEAGOVY APVNTIKA TNV 0VOGOAOYIKN
omdvInon otov EUPOMAGHO. € AVTEG TIC TEPUTTMOELS, OTAV OVOLEVETOL 1] TOPOLGIN AVTICOUATMV
UNTPIKNG TPOEAEVONC, L0l TPITN EVEGTUN YOopYNoN Ba NTav KATdAANAN ard v nAkio Tov 15
epdopddmv Kot dvom.

Emavainznrikoi epfoiacpoi:
Metd TV TpAOTN ETHCLN AVAUVNOTIKT 0OGT, o1 emakoAovBol pfoiiacpol propei va
TPOUYUATOTOINOOVV GE PHEGOSIAGTILLUTO TPIDV YPOVAV.

3.10 XvpumtoOpate vrEPd0coroyias (Kol KATA TEPITTOON, PETPU OVTINETOTLONG KOL AVTIOOTA)
Agv apotnpnOnkay avemBountec evépyeleg LETA amd vePdoGoroYia (SImAdoLa 06GT) TOV
KTNVITPIKOD QUPUOKEVTIKOD TPOIOVTOC TEPAY OLTAOV TTOL AVAPEPOVTOL GTNV Tapdypapo 3.6, e
e€aipeon T HeyoADTEPN SIAPKELN TV TOTIK®V ovTIdpdoemv (amd 5 Emg 6 efdouddeg to
mEPLGGATEPO).

3.11 Ewdwoi tepropiopoi ypfiong ko 01KEG oVVONKES yp11o1G, sLpTEPLATpfavopiveov
TEPLOPLOLAV GTI) YP1]01] AVTIHIKPOPLUKAV KOL AVTITUPUCLTIKAV KTNVILTPIKAV
QUPLIKEVTIKOV TPOIOVTMV TPOKELUEVOD VO, TEPLOPLOTEL 0 KIVOUVOS avATTVENS GVTOYNS

Agv 16y0eL.

3.12  Xpdvoor avapoviig

Agv 16y0¢et.



4, ANOXZOAOI'IKEX TAHPO®OPIEX

4.1 Kmdwog ATCvet: QIO6AAOQL.

Eppoito katd g Aevyoupiog g yoTog.

To gpporo mepiéyet kekobappévo aviryovo (envelope) p45 FelV, to omoio mpoépyetol omd
YEVETIKO avaouvdvaoud Tov ateréyovg E. coli. Zto evaidpnua tov avtydovov éxouvv mpootedei og
aVOGOEVIGYLTIKG YEAN VEpoEe1diov Tov adovpviov (aluminium hydroxide gel) ko kexabapuévo
ekyvMopa Quillaja Saponaria.

H mpootacia kotd g enipovng wipiog Topatmpeitol 6to 73% tov yatdv 3 efoopddec petd mv
TPATN EVESIUN YOPTYNON.

5. OAPMAKEYTIKA XTOIXEIA

51 Kvpieg aocvpuparéotnreg

No pnv avaperyvdetat pe dAlo knviatptko edppoko ektdg omd to FELIGEN RCP 1 1o
FELIGEN CRP.

5.2 Ardpxero Cong

Avdgprela {ONG TOL KTNVIOTPIKOD QOPUUKEVTIKOD TPOIOVTOG COLPMVA LLE T CUCKEVAGIN TOANONG:
2 ém).

Avgpxeta {ong Letd 1o TPMTO AvoryUa TG OTOEIDMO0VS GUGKELOCING: GEST XPTON.

5.3 Idwitepeg mpouLAEELS KaTA T1] @VAAEN TOV TTPOTOGVTOG

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

No punv kaToyvyeTo.

No puAGcoETAL TPOGTUTEVUEVO OO TO POC.

54 ®YHon Kol 6HVOES TNG GTOLYELDOO0VS CVOKELUGIOG

Y o @raAidio tomov I, to omoio mepiéyet pia d6om (1 ml) and to eufoAto to omoio givor
KAEOUEVO e IO Ao POVTLAKO EAACTOUEPES OLOAUETPOL 13 MM KOl COPAYIGUEVO LE KAWOLA

alovpviov.

[Mhaotikd M yéptivo Kovuti v 10 groAdiov.
[Mhaotikd M yaptivo Kouti v S0 eraAdiov.

Mmropei va unv KuKAOQOpoLV OLEG 0L GUGKEVAGIES.

55 E0wkég Tpouraielg amoppiyng evog pun ypnoipomot0£viog KTNVIOTPIKOD QUPIUOKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAV TTOV TPOEPYOVTUL AT T1) Y P1]O1) TOL TPOIGVTOS, UV VAP oLV

Ta edpuoxo dev TPEMEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIAKMOV OTOPANTOV.

XPNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL OO TN P11 TOVG
GOV, [LE TIG TOTIKEG OOITOELG KOl e TUYOV EBVIKA GLUGTILLOTO GLAAOYNG TOV 1GYVOVV Yid
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTA.

6. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX
5



VIRBAC

7. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/09/096/001-002

8. HMEPOMHNIA ITPQTHX ET'KPIZHZ

Huepounvia g €ykpiong: 17/06/2009.

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHYX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{MM/EEEE}

10. TAZEINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
No yopnyeitor povov pe KTNVINTPIKY GOVTOYT.

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO TPoidv eivar dabéoiuec ot
Baomn dedopévmv tc EE yia to ktnviatpika mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

Koavévag



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A EINIXHMANXH



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

Kovti toov 10 1 50 grodiov

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Leucogen evéoo evoumpnuo

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

Avé 6601 Tov 1 ml:
EXdyiotn mocotnto kekabapuévon avirydvo p45 eddvtpov tov 100 g Asvyoupiog (FeLV) 102 ug

3. YYXKEYAXIA

10x 1 ml
50 x 1 ml

4. EIAOX(H) ZQOY(QN)

Tértec.

| 5.  ENAEIEEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia ypnon.

‘ 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 punv Katonyvyetol.
Noa puAACCETAL TPOGTOTEVUEVO OO TO POC.

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

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT.
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11.  OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10, KTNVIOTPIKN (PNoM.

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

Na purdooetal o€ BEom, TV onoia dev PAETOLY Kot dev TPpooeyyilovy Ta TALddL.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

VIRBAC

14.  APIOMOI AAEIAY. KYKAO®OPIAX

EU/2/09/096/001 10 qiaAiolo
EU/2/09/096/002 50 ¢raAidwo

15. APIOMOZX ITAPTIAAX

Lot {apOuoc}

11




EAAXIXTEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

Etikéta groidiov

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Leucogen

2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

102 ug FeLV
1ml

| 3.  APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4, HMEPOMHNIA AHEZHX

Exp. {n/ecee}

12



B.®YAAO OAHI'IQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Leucogen evécilo evoumpnua, Yio YaTeg

2. XovOeon
Avé 6001 Tov 1 ml:

APOOTIKO GVGTATIKO:
EXdyiotn mocdmto kekaBappévon avtydvo p4S5 eldtpov tov 100 g Aevyoupiog (FeLV): 102 ug

AV0GOEVIGYVTIKES OVGIECS:

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

3. Eion Lowv

Tditec.

4, OepamevTIKég EVOEIEEIQ
Evepyntikn avocomoinon og ydteg nAikiog peyodlvutepng Tov 8 efdopddmy katd tng Aevyotpiog
NG YATOG Yio TNV TPOATNYN TG EMIHOVNG LUUING KOl TOV KAVIKOV GUUTTOUATOV TNG GYETIKNG

vOGOU.

Eyxatdotaon avooiog:
3 gPfdopddec petd 10 Pacikd epfoilaco.

Aldpkela avooiag:
Metd 1o Bacuco gpPoitocpd, 1 ovocio dtopkel Yo £vo £T0G.

Metd TV TpdTN ETHCL0 AVAUVNOTIKY 0001, £xel amodetyBel 0Tl 1 avooio dtapkel yuo 3 ypovia.

5. Avtevoegigelg

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 eppordovrar povo yatec apvntikég atov 10 g Aevyotpiog (FELV). I' avtd cuvictdtot o
ELeYY0G Yo Avyopio TPty amd Tov eUPoAacud.
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Idwitepec TpouAGEEIC oL pémel va AauBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVIaTPLKd
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 1 yopNynon Kotd tn dtdpKeLn TS YOAOUYIG.

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, avapryvoetot kot va yopnyeitoan pe to FELIGEN CRP 7 FELIGEN
RCP. Aev vdpyovv TAnpopopieg GYETIKA LUE TNV OCPAAELN KoL TNV OTOTELECUATIKOTITO OO TNV
TOVTOYPOVI XPNOT TOL EUPOAIOV LLE OTTO10ONTOTE AAAO KINVIATPIKO PAPLLOKO, EKTOG TOV
TPOIOVTOV TOV avaPépovion Tapondve. H amdpacn yia tn xopiynon tov v Adym gupoiiov mpv
N UETE TN yopNyNoM GALOL KTNVINTPIKOD QOPUAKOL TPETEL va AapPdveTol Katd mepintwon.

Yrepdoooroyia:

Agv mopatnpnniay avemBOunTeg evEPYEIEG LETA 0O VTEPOOGOAOYIN TOV KTNVIATPLKOD
(QOPUAKEVTIKOD TPOIOVTOG TEPOV AVTAOV OV 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. AvemOdunta coppavra

Tdtec:

2uyva
(1 éog 10 wa / 100 vrod Bepaneio {dar):

Avtidpaon oto onueio g éveongt, Oidnua oto onueio g éveong?, E&oidnon 6to onueio
g éveonct, OLidio 6to onueio g éveonct

YrepOeppio?®, Andera’

Awatopoyéc TG menTikng 0d00?

Xravia
(1 éw¢ 10 Lwa / 10.000 vro Bepomeia {da):

I16vog 6to onueio g éveong™®
dtapvicpa®

Emumeukitida®

IToA0 onavio

(<1 {do / 10.000 vr6 Oepomeio {da, GVUTEPILUUPAVOUEVOV LELOVOUEVOV OVOPOPDV):
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Avaguro&ia (coPapr oddepyicr| ovtidpaon)®

Metd v npdn éveon moapatnpeitar petpiov pey£0ovg kat mapodiky Tomky aviidpaon (<2 ¢cm) mov
VIOY®PEL 0o POV TG UEG og daotna 3 £mg 4 fdopddmv To apydtepo. Metd tn devTepn £veon
KOl TIG EMOUEVEG YOPTYNOELS, OLTN M AVTIOPAOT UEIDVETOL GTIUAVTIKA.

2 Awapkei 1 éog 4 nuépec.

$Tapodikd copmTdpaTO.

4 Kotd tnv ymidenon.

S Tlapépyetal Yopic QUPUAKELTIKY oymyT.

6 3¢ mepintoon avaguiokTikod cok Qo mpémet va yopnyeitar KotdAAnAn copuntopotiky Oepameio.

H avagopd avemBountov coppdviov eivar onuavtikn. Exitpénet tn cuveyn mopokoiovdnon g
aopdAelag evog mpoidvtoc. Edv mapatnpnioste omoladmote avemBOunt evEPYELD, OKOLO Kol oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QopUaKov, TapoKaAeichs Vo ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTViaTpd coc. Mmopeite emiong va
OVOQEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTO GTOV KATOYO TNG AdEL0G KUKAOPOPIOG 1 GTOV TOTIKO
OVTITPOGMOTO TOV KATOHYOL TG AOELNG KUKAOPOPIOG YPNCULOTOIDVTUS TO GTOLXELN EMKOVOVING GTO
TEAOG VTOV TOV PVALOL 0O YLDV YPNONG, N LECH TOL EBVIKOD GOG CLGTILATOG AvaPOopds: {oTotyEln
€0VIKOO GLGTAUATOG AVOPOPAC}

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOPIYNONS

Ymoodopa yprion (Katw omd 10 dEpU).

Xopnyeiote vrodopio pio 3601 (1 Ml) and T0 EOPUAKELTIKS TPOIOV COUPDVE, LE TO TOPUKATM
OepamevTikd oynuo eLPoAAGHLOD.

Boowog epforacpog:
- TPAOT EVEGIUN YOPNYNOT GE YOTAKIO NAKiaG amd 8 efdopdowv Kat dvm
- devTePN evéoiun yopnynon pHetd and 3 N 4 efSopdoegs.

To uNTpIKNg TPOELEVOTC OVTIGAOUOTO UITOPEL VO EXNPEACOVY APVNTIKE TV 0VOGOAOYIKN
omdvInon otov EUPOMAGHO. € AVTEG TIC TEPUTTMOELS, OTAV OVOLEVETOL 1] TOPOLGIN AVIICOUATMOV
LNTPIKNG TPOEAELONG, LI TPITN EVESUN XOPNYNOT EVOEXOUEVMG VA €ivarl KATUAANAT 0o TNV
nikio tov 15 gfdopddov.

Enavoinzrtikoi spfolacpoi:
Metd TV TpAOTN ETHCLN AVAUVNGTIKY 0OGT, o1 EmakoAovBol epfoiiacpol propei va
TPAYLLOTOTON 00UV [LE LEGOSLUGTILLATO TPLDV YPOVOV.

9. Oonyieg Yo T 66T Lopiynon

Avoxiviote omodd To Prodidto Tpwy amd T Xpnon.

10. Xpovor avapovig

Agv amorteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TALdd.
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No puAidooetat Kot vo petopépetor o€ Yyoyeio(2 °C — 8 °C).

No punv kaToyvyeTol.

No puAACCETAL TPOGTOTEVUEVO OO TO POC.

No pn xpnotpomoteital antd 10 KINVIATPIKO QAPUOKEVTIKO TPOoidV LETA TNV Nuepounvia ANENG
OV OVOYPAPETOL OTNV ETIKETO Kot 6TO KOLTL petd v EXp. H nuepounvia Anéewg ovumintet pe
TNV TEAEVTOIA NUEPO TOV CLYKEKPUEVOD UN VL.

Aldpketo {one HETE TO TPMTO AVOLYLLOL TOV GLECOL TTEPIEKTI: ALEGT YPNOT).

12. Eidwkég mpo@uraiers amoppryng

Ta edppoxo dev TPETEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKDOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO ETIGTPOPNS POPUAK®V Y1 TV OTOPPIYT U1 P OOTONOEVT®DV
KTNVIOTPIK®V QOPLOKEVTIKAOV TPOIGVTOV 1| GAADY DAIKOV TOL TPOEPYOVTAL OO T YPNON TOVG
GOUQ®VA, LLE TIG TOTIKEC OTOLTHOELS KAl LLE TUYOV 1oybovTa £B8viKd cvuotiato cvAloyne. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGi TOV TEPIPAALOVTOC.

Svppovievteite Tov KITVIOTPO GOG 1) TOV POPUAKOTOLO GOG Y0 TOV TPOTO ATOPPIYNG TOV
YPNOUOTONOEVTOV QUPUAK®V.

13. Tagvounon TOV KITNVIOTPIKOV QUPUOKEVTIKAOV TPOTOVTOV

Noa yopryeitar pOvov e KINVIOTPIKE GLUVTAYT).

14. ApOpoi doc10g KVKLOPOPING KL GVOKEVUGIES

EU/2/09/096/001-002

ITAaoTiko 1 yopTdKovTo Kouti TV 10 ProAdiny.
[Mhaotikd 1 yaptoékovTo kouti Tov 50 Ploidioy.

Mmropei va pnv KuKAOQOpoUV OLEG 0L GUGKEVAGIES.

15. Hpepopnvio terlevtoiog avafe®@pnong Tov QUALOV 00NYLOV YPNONS

{MM/EEEE}

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

16. YToyEilo EMKOVOViog
Kdatoyog tng ddetog kuklopopiag Kot TopacKEVAGTHG VTEVOVVOC Y10, TNV ATOGECUEVOT| TOV TOPTIOMV:

VIRBAC

1% avenue 2065 m LID
06516 Carros Cedex
France
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Tomikol ovTITPOCMTOL KOl GTOLYEIO EMKOIWVOVINC Y10 TNV avVaQOpa THavoAoyoUeEV®V aveTOOUNTOV
EVEPYELDV:

T"a omoladnote TANPOPOPia. GYETIKE LLE TO TOPOV KTNVINTPIKO PUPLOKEVTIKO TPOTOV, TapakaleicOs
va amevfuvheite 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

Penybauka bnarapust
VIRBAC

1% avenue 2065 m LID
06516 Carros

Opanuus

Ten : +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

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

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

Magyarorszag

VIRBAC HUNGARY KFT
VA&ci utca 81. 4 emelet.
HU-1056 Budapest

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

Malta

VIRBAC

lére 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
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E\rada

VIRBAC EAAAX MONOIIPOZQITH A.E.

13° yAn E.O. ABnvav - Aopiog
EL-14452, Metopodpewnon
TnA: +30 2106219520
info@vibrac.gr

Espaiia
VIRBAC Esparia SA
Angel Guimeré 179-181

ES-08950 Esplugues de Llobregat (Barcelona)

Tel. : + 34-(0)93 470 79 40

France

VIRBAC France
13e rue LID
FR-06517 Carros
Tél : 0 805 05 5555

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
K67E0A2

Republic Of Ireland

Tel: +44 (0)-1359 243243

island

VIRBAC

1% avenue 2065 m LID
FR-06516 Carros
Frakkland

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

Italia

VIRBAC SRL

Via Ettore Bugatti, 15
IT-20142 Milano

Tel: +3902409247 1

Osterreich

VIRBAC Osterreich GmbH
Hildebrandgasse 27
A-1180 Wien

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

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
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Kvbmpog
VET2VETSUPPLIES LTD
TaAdaiov 60

3011 Agpecog

Kvmpog

TnA: +357 96116730
info@vet2vetsupplies.com

Latvija

VIRBAC

1€ avenue 2065 m LID
FR-06516 Carros

Francija

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

17. Addreg TAnpoPopisg

Sverige

VIRBAC Danmark A/S Filial Sverige
Box 1027

SE-171 21 Solna

Tel: +45 75521244
virbac@virbac.dk

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 tnv

TPATN EVEGIUN YOPTYNOM.
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