NEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ICTHIOVAC-LG LACTOCOCOSIS TRUCHA &gvécipio YOAGKT®UO Y10 TESTPOPES.

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

Kdabe d6on (0,1 ml) mepiéyst:

APUGTIKO GVGTOTIKO:

Lactococcus garvieae adpoavonomuévo, otéleyog TW-446.B3 RPS >: 75% (*)
(*) RPS: Xyeuixo [loocooto Emificwons

AV0GOEVIGYVTIKEG OVGIES:
Montanide ISA-763 A 63,6364 mg

"Exodoyo:

oroTiki] 60vOegon KOO OV Kol AAA®V
GUGTUTIKAV

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate

Disodium phosphate dodecahydrate

Water for injections

YOALEVKO OLOLOYEVEC YOAAKTMLLA.

3. KAINIKEY MAHPO®OPIEX

3.1 Eion loov

ITéotpoea (Oncorhynchus mykiss).

3.2  Ogpoamevtikéc gvdsitelg Yo kaOg gidog Lmov

Mo v evepynTikn ovocomoinoT e TEGTPoPag Yio T ueimon ¢ Bvnotudmrag mov TpokaAsital amd
uéivven and Lactococcus garvieae.

Eykatdotaon avooiag: 420 Babponuépec
Awpxeln avooiog: 3600 Babponuépeg

3.3  Avrevositeg

Koapia.

3.4 E101kéc mpoetdomoncELS

Na eppordovror povo vym Loa.

Mnv epfoMdlete edv n Beppokpacio tov vepod ival katw and 10 °C.

O 1yB0eg dev mpénet va, Exovv vToPANOei o€ oTpeg Yo 48 dpeg TPy Tov UPfortacud Kot 15 nuépeg
peTénetta.



H Beppoxpacio Tov vepol T KaAlépyelag kaTd T d1dpKelo ToL EUPOALOGHOD TPEMEL VAl etvar iom 1
e oQP®G YapunAoTEP 0t TN PEATIOTN BeppoKpacio KAAMEPYELNS Y0 TO GUYKEKPLLEVO €100G (LeTalh
10 ko 15 °C).

3.5 Idwitepeg mpopuraters katd T ypron

Idwaitepec TPOPLAGEELS Y10 TNV 0c@aAn ypron oto. £id1 (hwv:
Agv 1oyvet.

Idwaitepeg TpoeuAGELc Tov pémel vo Aauavoviol amd To GTOLO TOV YOPNYEL TO KINVINTPIKO
0opLaKeEVTIKO TPoidv ce Lo

e mepintmon mov kaTd AGO0C KAveTE ovTogvean, Vo avalnthoete auécmg wtpikn Pondela kol vo
emdei&ete oTOV 10TPO TO ECAKAEIGTO QOAAO OdNYIDV YPNOEWMG 1 TNV ETIKETA TOV (OPUUKEVTIKOD
TPOIOVTOC.

IIpog tov ypriot:

AVTO TO KTNVIOTPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPUPIVELNLO. ZE TEPIMTMON TVYOLOG
éveonc/avtoéveong umopel vo tpokAnbei éviovog movoc kat e€oidnom, Witépwg av 1 £veon Yivel o
apBpwon 1 6€ SAKTLAO. X& CTAVIEG TEPUTTOOCELS OVTO UTOPEL VO, EYEL MG ATOTELEGLLO TNV ATMAELL TOV
d0KTVOAOV, €4V dev Tapaocyedel aueon wTpikn epoviida. Av katd Adbog odg xopnynOel avtd to
KTNVIOTPIKO QUPLOKEVLTIKO TPOTOV, OKOLO KOl 0V 1) TOGOTNTA £ivol TOAD pikpn, {NTHoTte apécmg
1TpIKn cLUPOVAT, £xovtac pali 6og To PUALD 0dNYIOY ¥pHone. Edv o movog empeivet ya
neplocdTEPO 0o 12 dpeg petd v wTpikn e&€taomn, (NTNoTe Kot TOAL 1TPIKT GUUBOVAN.

IIpog tov 1Tpod:

AVTO TO KTNVIOTPIKO QUPUAKEVTIKO TPOTOV TTepLEyel mapapvérato. Tuyaia Eveon pe avtd To
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, AKOUN KOl GE KPEG TOGOTNTESG, EVOEXOUEVAOS VO TPOKAAECEL
évtovn e€oidnon, n onoia, UTOPEL, Y10 TOPASELY LA, VO £XEL MG OMOTEAEGILO IOYOLKT VEKPWOGCT], KOO,
Ko omAg dakTOAoL. Amarteitor 1 AMEZH g£g1dtkevpévn xe1povpyikn povTida Kot EVOEXOUEVMG
TPOUN S1AvOIEN KOl EKTAVGT TG TEPLOYNG TTOL EYIVE 1) £VEST], 1OIUTEPW®S OTAV ALPOPE TN pérya TOL
SOKTOAOVL 1 TOV TEVOVTAL.

[dwaitepeg TPOPLAGEELC Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:
Agv 1oyvet.

3.6 AvemOopnta copfavra

Agv glval yvoot Kapia..

H avaeopd avemiBountov coppdviov sivor onpavtikn. Extpénet mn cvveyn mapakorlobonon g
ACPUAELNG EVOG KTIVIOTPIKOV POPUAKEVTIKOD TPoidvTog. Ot ovapopég TPEMEL VO ATOGTEALOVTOL, KATA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
ToV gite oV €Bvikn appddio apyn LECH TOL EOVIKOD GLOTHLTOC OVAPOPHG. AvatpéETe GTNV TOL
@OAAOVL 00T YLDV YPNONG YO TO, AVTIOTOLYO GTOLXEID EXKOVOVING.

3.7 Xpnon kKatd TV KON 61, TN YoAovyio | THV @oToKix

Agv 1oyvet.

3.8 Alinieniopaon pe GAAO QUPUAKEVTIKA TPOIOVTA KoL AAAEG HOPPES UAMAETIOPOONG

Agv vLapyovV TANPOPOPIEG GYETIKA [LE TNV OACPAAELN KOL TNV OTOTEAEGLOTIKOTNTO OO TN XPYON TOV
gv AOY® guPoliov pe omolodnmote GAAO KTnviatpikd @appako. H amdgacr yio ) yopfynon tov &v
AOY® epfoliov TPy 1] HETA ATO TN XOPNYNOT OTOOVINTOTE GALOL KTNVIATPIKOD QUpPHIAKOL, Oa Tpémet

vo AapPavetor kot TepinTmon.

3.9 Oodoi yopnynong kot 60coroyia



ITéotpopec: Amd copotikd Bapog 20 ypaupopioy.
To euPorio yopnyeitan pe evdomeprrovaikn Eveon og doon 0,1 ml/méotpopa

IIpotewvouevo gufoiakd TpOypoLLLLOL:
Mio kot povadtkn xoprynon.

Avokwvnote Tpwv T ypnon.

3.10 Zvprtopote vIrEPOOGOA0YiNG (KUl KATA TEPITTMON, HETPA AVTIUETOTLGNG KOl AVTIO0TO)

Agv &yovv mapatnpnbel avemiBounteg evépyeleg LeTA amd TN Yopnynomn SmAng d0ong tov gppforiov

3.11 Eowkoi wepropiopoi ypiong kKon e101KES 6LVONKES Yprions, cvpmepriapfavopévev
TEPLOPICUAV GT1] YP1IGT UVTLKPOPLEKAV KOl UVTITAPAGLTIKAOV KTNVILTPLKOV
PUPUOKEVTIKAOV TPOIOVTOV TPOKEPUEVOD VA TEPLOPLOTEL 0 KivOLVeg avamTuEng avroyg

3.12 Xpdvor avopovig

Mnodév BaBuonuépeg.

4. ANOXOAOI'TKEX MAHPO®OPIEX
4.1 Kamowkdég ATCvet: QI10BB.

IMoa diéyepon tng evepynTikng avociag Kot Tov Lactococcus garvieae.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kopieg aooppatotnteg

No unv avoperyvoetot He GAAO KTNVINTPIKO PAPLOKO.

5.2 Awdpkero ong

Avdpkelo Long Tov KINVIOTPIKOD QOPUOKEVTIKOD TPOTOVTOS GUUPM®VO, LLE T GUCKELOGIN TOANONG: 2
SAtlg.szux {ong UeTd TO TPOTO AVOLYUN TNG GTOLEIDMOOVS GLGKELOCING: 5 dpEC.

5.3 Iowitrepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG

Na pvidooetan kot vo petapépetal o€ yoyeio (2 °C — 8 °C).Na puAAGGETOL TPOGTATEVUEVO OO TO
@eoc.Na unv KatayHyeTot.

5.4 ®von kKo 6OVOEST TNG GTOLYELDIOVS GVGKEVUGING

Duikeg tov 500 ml and vynAng mokvotnTog TOALEBVAEVIO, TONATA OO KOOVTGOUK KOl KOTAKLOL
oAovpviov

Méyeboc ovokevaciog:
Drareg Twv 500 ml.

5.5 Ewwkég mpo@uAagels améppyng vog Ui yPoLHOTO0EVTOS KTVIUTPLKOV QUPIUKEVTIKOV
TPOIOVTOG 1] GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] PG TOL TPOIOVTOGS, UV VITAPYOLY

Ta pdppoka dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.



XPpNOHOTOOTE TPOYPAULOTO ETIGTPOPNG PAPUAKMOV VIO TNV ATOPPIYT] U1 YPNOLUOTOINOEVT®OV
KTNVIITPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAA®V DVAIK®Y TOV TPOEPYOVTAL Ol TN (P1OT) TOVG
GULPOVA LLE TIC TOTIKEG AOITNGELG KO PLe TUYXOV EBVIKA CLUGTIOTO GLAAOYNG TOV LGYVOVV Y10 TO.
GYETIKA KTNVITPIKA QOPUUKEVTIKG TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

58324/22-07-2016/K-0192901

8. HMEPOMHNIA INPQTHE EI'KPIXHX

Huepopnvia Ing éyxpiong: 19/01/2012

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAEINOMHZIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitor LOVOV [e KINVIOTPIKT GLVTAYT].

Aemtopepeic TANpoPopieg Yia T0 v AOY® KTNVIOTPIKO QOPLOKEVTIKO TPoiov gival dtabéoieg otn faon
dedopévav g EE yuo to kenviatpikd mpoidvra (https://medicines.health.europa.cu/veterinary).




