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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
ICTHIOVAC-PD PASTEURELLOSIS DORADA ,ITukvo S16AvH0 EVOI®PTLLOTOC Y10, TOPOCKEVT|
EVOLOPNUATOG TPOG EUPATTION Y10 TGUTOVPO.

2. MOIOTIKH KAI TOXOTIKH XYNOEXH

Ka0g d60om mepréyer:

APUGTIKO GVOTUTIKO:

Adpavomomuévo Photobacterium damselae subsp. piscicida* RPS** > 60%

* Xtéheyog DI 21 won 1t-1

** RPS: Zyetikd mocootd emPimong Emetta ond eVOOTEPITOVAIKT LOAVVGT) GE TOLTOVP.

"Exodoya:

IowoTiki] 60vVOEGT EKOOYOV KOl GAL®V GVOTATIKAV

Heart infusion

Sodium chloride

Water, highly purified

Kitpwvo-kactavoypovv evaidpnio.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

Towmovpa (Sparus aurata).

3.2  OgpamevTikEg EVOEIEELS Y10 KAOE gid0g (Dov

Mo v evepynTikn avocomoinon Tourovpag TPOKEUEVOD Vo, eEAATT®OEL 1) BvynopdTTa TOoV TpoKaAEiTaL
and Loipmén pe to Photobacterium damselae, subsp. piscicida (ractepidiaon).

Eykatdotaon avoociog: 28 nuépeg omd tov gpuPoriaoud (20-23°C).
Augpkela avooiog: 5 unveg amd tov epufoiacud.

3.3  Avrevosigag
Kopia
3.4 Edwkég mpoetdomoncelg

- Etvar arapaitn n dathpnon KaAov agpiopol KoTd ) Stdpkela e dladikaciog euBoAilacon,
KaOdC Kot 1 TapakoiovOnen Tov entmédov 0ELYOVOL 6T0 dLdAV O EUPOALAGOD.

- Ta yapia dev Bo mpémet va veicTavtal 6Tpeg Yia 48 dpeg mpv amd Tov euPfoltocud kot yio 15
NUEPEG LETE TOV EUPOAACHO.

- H Beppoxpacio tov vepod yia tov epforiacud Ba mpénet va dtatnpeital oto id10 1| o ELAPPAOG
YOUNAOTEPO EMIMEDO OO TO PEATIOTO Y0 TNV AVATTVEN TNG TCIMOVPOS

- Na gpporrdlovral povo vym oa.

3.5 Idwitepec mpo@uracers kata T ypion



Idwoitepeg mPOoPUAGEELC Y10 TNV o@OAN ¥pNon ota 161 (omv:

Agv 1oy0eL.

Idwitepec mpouAGEeic mov mpémet va Aoufdvovtol oo To ATOUO TOV YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o€ (Mo

Agv 1oy0et.

[dwaitepeg TPOQLAGEELS Y10 TV TPOCTAGIC TOV TEPIBAALOVTOC:

Agv 1oy0et.
3.6  AvemOdunra cvppavra
Koavéva yvaoto.

H avagopd avemBountov coppdviov etvor onpoavtikn. Emitpénet tn cuveyn mopoakorovnon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUUKEVTIKOD TTPoidvTog. Ol avapopEg TPETEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOGMTTO
ToV gite oV €Bvikn apuddloL apyN LECH TOL EBVIKOD GLGTAATOG OVOPOPAC. Avatpééte otny evoTnTA
"Yroyeia emkovoviag" Tov EOALOL 001 YOV YPToNG.

3.7  Xpnfon Katd TNV KiNno1, TN Yerovyia 1 TNV ®OTOKiN

Tovipdtro
Na un ypnoiponomdel og (do avamapoywyng.

3.8  Aliemiopacn pe Ao QUPUOKEVTIKA TPOTOVTH Kol GALES HOPQPEG dAANAETIOpaOoNG

Agv vTapy ovV TANPOPOPIEG CYETIKA LE TNV OCPAAELN KOL TIV OTOTEAECUATIKOTITO IO TNV XPNOT TOL
gv MOy epfoliov pe omolodnTote dAL0 KTVIOTPIKO Pdpuaxo. H ardgaon yuo n xoprynomn tov gv
AOY® guPoriov mTpy amd N LETA TN XOPNYNOT OTOIOVINTOTE AAAOV KTIVIOTPIKOD QUPUAKOV, TPETEL VA,
Aappdvetan katd mepinTmon.

3.9  Odoi yopnynong ko d0coroyia,
To epforio yopnyeitan pe epPantion TV Yopidv LT amd apainor o€ Baiacovo vepo.

INopoaokevdote Eva evaimpnua eUPAnTiong apard@vovtag To eUPoro oe vepd o€ avaroyia 1:10
(euporio:vepd) N 1:500 (epPforio:vepd) avaroya pe To ov TpoKeLtal yio. eLPoMacpd HEcw euPantiong
N péc® AoVTpoL avtiotorya kot unv vaepPeite Ta 100 kg yapidv avd Aitpo gppoiiov.

Eppohoopog péom epfantions: sicaydyste ta yaplo oto evainpnuo eupantiong (apaioon 1:10) oe
AovTpo ddpretag 60 devteporéntmv. My vrepPeite v mocotnta 0,5 kg wapidv avd Aitpo
gvalmpnuatog eppdntionc. Aroppiyte to evarmpnua eufarntiong énsro amd 20 epPantioes.

Eppoioopog péom Lovtpov: npochiote 10 euPforio ot deapevn kaAMEpyelag akoAovBdvTag Tov
mapdyovta apaioong 1:500 (eppoiio:vepo). Ilponyovpévac, n otddun tov vepod Ba £xel petwbei oto
gldyioto. H mepiodog epforaciot Ba dapkécel pio dpa. Mnv vrepPeite tnv avaroyio 100 kg
yaplov avd S00 Aitpa evormpnpatog euPantiong. 1 cuvéyxela, Oa anokatactadel o apyikog 6yKog
KOl 1 ETAVAKVKAO(QOPio TOV VEPOD TNG deEQUEVNS.

2uVIoTOUEVO TPdypouua eufoiacuol: E@’ dnaé epufollacuoc yoptodv pe copatikd Bapog amd 1 émg

24.



3.10 ZopntOpeTo VTEPO0GOAOYiaS (KUl KATA TEPIMTTOGT, HETPO UVTIUETAOTIONG KOl OVTIOO0TO)

Koavéva

3.11 Ewwoi wepropiopoi xpfiong Kor €81KES 6VVONKES Yp1ions, copmeptiapfavopivov
TEPLOPLOLAV GTI| YP1IOT] AVTIUIKPOPLAKAY KU AVTIITOPOCLTIKAV KTVIATPLKAOV
PUPURUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO, TEPLOPLOTEL 0 KIVOVVOG OVATTVENG AVTOYNS

Agv 1oy0et.

3.12 Xpovor avapovig

Mnodév Babuonuépec.

4. ANOXOAOI'IKEX IAHPO®OPIEX

41 Kaoodwkog ATCvet: QI10X

It 81€yepon evepynrikng avooiog katd tov Photobacterium damselae, subsp. piscicida ot
ToImovPaL.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnTeg

Noa pnv avoperyvoetat pHe QA0 KITNVILTPIKO GAPLOKO.

52  Awipkewo {ong

Augpxeta {ONG TOL KTNVINTPIKOV QAPUAKEVTIKOD TPOIOVTOG COLO®VA LIE TI GUGKELOCIN TOANCNG: 2
€

Avdpxera {ong LeTd TO TPOTO AVOLYUA TNG GTOLYEIDOOVS GUGKELUGING: AuEesT YPNHON.

Augpxeta {ong petd v opaioon cOLe®va Le Tig 0dnyieg: dueon xpnon.

5.3 Iowirepeg mpo@urdcers kata T @OLaEN TOV TPOIOVTOG

dvAdooete Ko petapépete og yoyeio (2°C - 8°C).

Mnv katoyoyet.

DvAdcceTe TPOGTATELUEVO ATTO TO PG,

54  ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGING

O mepiékng amoteleitot amd molvmpomvAiévio (PP), giéAn tov 1.000 ml, EAacTIKG TOUOT Kot
EMIOUATO A0 AAOLUIVIO.

5.5 E10wkég Tpo@uragels amdppryng vog un yPNSLHOToIN0EvTog KTNVIATPIKOD GUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAMKAOV TOV TPOEPYOVTUL O.TO T1] Y P61 TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL LECH TV ADUATOV ) TOV OIKIUK®V OTOPANTOV.

XPNCILOTOGTE TPOYPAUUATO, ETLGTPOPNC PAPUAKDV Y10 TV OTOPPIYT U1 XPNOOTOOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMV TPOIOVIAOV 1) GAL®Y DAMK®OV 0L TPOEPYOVTL OTd TN YPNOT TOLG
GOV, LLE TIG TOTTIKEG ATOITNOELG KOl LE TUYOV EOVIKA CLUGTILOTO GLAAOYNC TOV 1GYVOLV Y10, TO.
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.



6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZX(OI) AAEIAX KYKAO®OPIAX
Ap1Buog Aderag kokhogopiog otnv Kompo: CY00964V
8. HMEPOMHNIA IMTPQTHXE ET'KPIXHX
10/11/2023

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor povov pe KTNVIOTPIKT GUVTOYT.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO Tpoiov gival dabéoiueg otn Bdon
dedopévov g EE yia o ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



IHAHPO®OPIEX TIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA
—2XYNAYAXMENH ENIXHMANYH KAI ®YAAO OAHI'ION XPHYHY

1 000 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ICTHIOVAC-PD PASTEURELLOSIS DORADA TTukvo 810AVL0 EVOI®PNATOS Y10 TOPACKELT
EVaLOPNUATOG TTPOg EUPATTION Y10 TGUTOVPOL

2. YXYNOEXH

Ka0g d0om mepréyer:

ApOOTIKO CVGTATIKO:

Adpavorompévo Photobacterium damselae subsp. piscicida* RPS** > 60%

* ¥téheyog DI 21 won 1t-1

** RPS: Zyetikd m0600To enPimong Enelta omd eVOOTEPITOVAIKT LOAVVGT) GE TOLTOVP.

Kitpvo- kaostavoypovv evaidpnio.

3. EYZKEYALIA

1 000 ml

| 4. EIAH ZQON

Touwovpo. (Sparus aurata).

5. OEPAIIEYTIKEX ENAEIZEIX

OepomevTiKég evosielg

"o v evepyntikn 0vocomoinoT T61movpog TPOKEWEVOL va EAATTOEL 1) Bvnoudtta Tov TpokaAeitol
and Loipmén pe to Photobacterium damselae, subsp. piscicida (ractepidiaon).

Eykatdotaon avoociog: 28 nuépeg omd tov gpuPoriaoud (20-23°C).
Augpkela avooiog: 5 unveg amd tov epufoiacud.

6. ANTENAEIZEIX

Avtevoeigeag

Kopia

7. EIAIKEX ITPOEIAOIIOIHXEIX

Ewdkéc mpogridomoncels

Ewkéc mpostdomonocelc:

- Elvan amopaitntn n datpnon koAod agpiopol katd Tn SldpKeld Tng dodikaciog eLfoilacuov,
KaB®G Kot 1 TOUpaKoAoVONoT TOL ETUTESOV 0EVYOVOL GTO SLIAVO ELPOAOGLOD.
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- Ta yépia dev Ba pémet vo veioTavtal oTpeg Yia 48 dpeg mpv amd Tov epfoAitacud kot yio 15 nuépeg
UETE TOV EUPOAAGUO.

- H Bepuoxpacio tov vepod yio tov eufoiiacud Bo mpémetl va datnpeitor 6to 1010 1 68 EAUPPAC
YOUNAOTEPO EMIMEDO OO TO PEATIOTO Yol TNV AVATTVEY TG TOTOLPAG.

- Na gppoAtdlovral povo vy oa.

Tovwomro:
Na un ypnoiponomdel oe {do avamapoywyng.

AMNAETIOPACEIC e GAAO QUPLLOKEVTIKG TPOIOVTO KO GAAEC LOPPEC OAANAETIOpOGNC:

Agv vLapy oy TANPOPOPIES GYETIKA LE TNV OCPAAELN KOL TIV OTOTEAEGUATIKOTNTO OO TV XP1OT| TOV
gV AOY® eUPoAriov pe 0mo100NTOTE GALO KTNVIOTPIKO Pdpuaxo. H ardgacn yuo T xopfynomn tov gv
AOy® epforiov mpiv amd 1 LETA TN OPTYNOT OTOOVINTOTE AAALOV KTNVIATPIKOV PAPUAKOL, TPEMEL VOL
Aappaveton katd mepinTwon.

Kvpiec acvuBototnrec:

Noa pnv avoperyvoetat pHe GAAO KTNVILTPIKO PAPLOKO.

8. ANENNIOYMHTEX ENEPIT'EIEX

Avem@OunTeg evépyereg
Koavéva yvootd

H avagopd avem@ountov coppdvtov sivar onuavtikn. Emitpénet  ovveyn mapakorlovnon g
AGPAAELNG EVOG KTIVIOTPIKOD POPUAKEVTIKOD TTpoidvTog. Edv mapatnpnoete omoladnmote

avemBOUN TN EVEPYELD, QKOO KOL OV OEV OVOPEPETOL GTNV TAPOVGH ETLGTIUAVGT | AUEIPAALETE Y10
TNV OMOTEAEGUATIKOTNTA TOV QAPUAKOV, TOPAKAAEIGOE VO ETIKOIVOVIGETE, KOTAPYAS, LLE TOV
knviatpd cag. Mmopeite eniong va avaeépete omoladnmote avemifounta coppdvta otov KaToyo
adeiog KuKAoQopiag TOTIKO AVIUTPOCHOTO TOL KATOYOV TNG GOEL0G KLUKAOPOPIaG P CLULOTOUDVTAG TO.
otolyeln emtkovaviog mov Ba Ppeite oty mapoHoo EXIGHLOVOT), T} LEG® TOV EBVIKOV GOC GLGTHIOTOS
avapopag.

9. AOXZOAOITA I'TA KAGE EIAOX, OAOI KAI TPOIIOX XOPHI'HXHX

Aocoloyia yio ka0 100G, 0001 KoL TPOTOS YOP1YNONS
To guPfoiio yopnyeitar pe euPAntion TV Yapudv Eretto amd apainon o€ OaAacevo vepo.

[Mopackevdote éva evaudpnua gupdmrtiong apoidvovtag 1o eUPfortlo oe vepd oe avoroyio 1:10
(euporio:vepod) 1 1:500 (euPforio:vepd) avaroyo pe To av TPOKELTUL Y10, ELPOAACHO UEC® eUPdmTiong
N péom AovTpov avtictorya kot unv vaepPeite ta 100 kg yapidv avd Aitpo gppoiriov.

Eppohoopog péom eppantions: sioaydyete to yaplo oto evaidpnuo eppdamntiong (apaimon 1:10) og
Aovtpd diapkelag 60 devteporémtmv. Mnv vrepPeite v mocotnto 0,5 kg wapidv avd Aitpo
evalopnuatog eppdantione. Aroppiyte to evardpnua spPantiong éneira amod 20 eppantioss.

Eppohoopog péom Aovtpov: mpocdicte to euPforio ot delopeviy KaAALEPYELOG akoAoLOmVTOG TOV
mapdyovta apaioong 1:500 (suforio:vepd). I[lponyovpuévamg, 1 otddun tov vepov Ba €xel peimbel oto
eldyoto. H mepiodoc epforiacpod Ba dapkécet pia dpa. Mnv vaepPeite nv avaroyia 100 kg wopiov




avd 500 Altpoa evormpnpotog epufdntions. Xtn cvvéyeld, 0o armokatootadel 0 apykds dyKog Kot 1
EMOVOKVKAOPOPia TOL vEPOD TNG deEapevic.

ZVVIGTOUEVO TPOYpoupa epufoAilacuot: ‘Evag poévo ufoilocuog yoptdv pe copatikod Bapog amd 1 émg
2Q.

10. OAHTI'IEX I'TA TH XQXTH XOPHI'HXH

Odnyieg 1o ™) c®oTi) YopRynon

11. XPONOOI ANAMONHX

Xpovor avapovig

Mnoév Pabuonuépec.

12. TAIAITEPEX IPO®YAAZEEIZ KATA TH ®YAAEH TOY ITIPOIONTOX

Iowitepeg TPOPUVAAEELS KATA T1) QVAAEN TOV TTPOIOGVTOC
Na puidooetal o€ 0éom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

dvidcoete ko petapépete og yoyeio (2°C - 8°C).
Mnv KoToyOyet.
DVAACCETE TPOGTATELHIEVO OO TO PG,

No pun xpnoIoToleital avTd To KTNVINTPIKO QUPUOKEVTIKO TPoTdV UeTd amd v nuepounvia Aéng
7oV avaypapetal oty etikéta. H nuepounvia AMéemg cuumintet pe tnv tehevtaio nuépo. Tov
GUYKEKPIUEVOL UVOL.

13. EIAIKEX TIPO®YAAZEIX AIIOPPIYHX

E1dwkéc mpo@uraters amdppryng

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLOTONOEVTDV
KINVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN YPNOT TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOLTIOEL KOl LE TUYOV EBVIKA CLUGTILOTO GLAAOYNG TOV 1GYVOVV Y10 TO.

GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

Sopupovievdeite Tov kTnviaTpd oG Yo TOV TPOTO ATOPPIYNS TOV XPNOUOTOMOEVT®OV PapUdK®V.

14. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

Tavounon TOV KTNVIWWTPIKOV POPLIKEVTIKOV TPOIOVTOV

Na yopryeitar pOvov pe KINVIOTPIKE GLVTAYT).

15. APIOMOX(OI) AAEIAYX KYKAO®OPIAYX KAI XYXKEYAXIEX

Yvokevaoics 1000 ml
Ap1Buo6g Adeog kukiopopiag otnv Kompo: CY00964V
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16. HMEPOMHNIA THX TEAEYTAIAX EIT'KPIXHX THX XYNAYAXMENHZX
EIHNIZHMANXZHY KAI ®YAAOY OAHI'IQN XPHXHX

Hpgpopnvia g tehevtaiog £YKPLong TG GVVOVAGUEVIS EMGTUAVOTS KOl QVALOV 00N YLDV
ypiong 08/11/2023

Agntopepeic TANPoeopieg Yo 10 v AOY® KTNVIATPIKO QOPLOKEVTIKO TTPoidy givol dtabéaieg ot
Baon dedopévav g EE yio ta kmviatpikd wpoidvro (https://medicines.health.europa.eu/veterinary).

17. XTOIXEIA ENIKOINQNIAX

Yrovyeia emkovoviog

Kéroyoc tne ddstoc kukAo@opiac mopaoKeELOGTNS VITELOHVVOC Y10, TNV OTOOEGLEVCT) TOV TOPTIOWV Kol
OTOLYELO EMKOWVOVIOE Y10 TNV 0VaQOopd THavoAOYOOUEVOV OVETIOOUNTOV EVEPYEIDV.
LABORATORIOS HIPRA, S.A.

Avda. La Selva, 135

17170 Amer (Girona) SPAIN

Tel. +34 972 43 06 60

I'o omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV, TapaKoieiche
va omevBuvheite 6TOV TOMIKO OVTITPOGMTO TOV KATOYOL TG AOEL0S KLKAOPOPIaG.

18. AAAEX ITAHPO®OPIEX

Addeg TAnpo@opisg

19. OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPLKN XPNON.

| 20. HMEPOMHNIA AHEHE

EXP {ymvag/étoc}

Avdgpxera {ong Letd 1o TPOTO AvoryUa TG GTOEIDOOVS GUGKELOCING: dueon ypnon.
Avdpxela {ong petd v apaioon cOUE®VA e TIG 00NYies: dueon ypnon.

21. APIOMOZX ITAPTIAAXZ

MMoptida {op1Buoc}
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https://medicines.health.europa.eu/veterinary

