IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ICTHIOVAC-VR Zvumdkvoua yio evoidpnio eupantions/evéctio yio AaPpakt Kot KaAKEVL.

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Kdabe d6om mepréyet:

ApucTIKO(G) 6v6TOTIKO(G):

Vibrio anguillarum opétvumoc O1, otéheyog R-82, adpavomomuéva, RPS(*) > 60%
Vibrio anguillarum opdtvunog O2 alpha, otéleyog RG-111, adpavomomuéva RPS(*) = 60%
Vibrio anguillarum opdétumog O2 beta, otéheyoc RV-22 adpoavomompéva RPS(*) > 60%

(*) RPS: Zyetixd mocootod emPinong petd and gvdomepirovaiky tpdkinor ce Aafpdxt.
"Exdoyo(a):

oroTiki) 60vOegon KOO OV KoL GAL®V
GUGTUTIK®OV

Tryptic soy broth

Sodium chloride

Water for injections

Kitpwvo-kagpeti evardpnpa.
3. KAINIKEX TIAHPO®OPIEX
3.1 Eiom {oov

AoPpdxt (Dicentrarchus labrax)
KoAkavt (Scopthalmus maximus)

3.2  OgpamevTikEg EVOEIEELS Y10 KAOE gid0g (Dov

Mo v evepyntikn avocomoinon AABpakidv Kot KAOAKOVIOV TPOKEUEVOD va eAaTTtmbel n Bvnoudtta

7ov wpokaAsitar amd Loipmén e to Vibrio (Listonella) anguillarum. (Opértvmog 01, O2a kot O2p).

"Evapén avooiag oto kadkavt: 4 efdopddeg petd t dedtepn doom e Oeppokpacio vepod peta&d 16-
18 °C (448-504 Babuonuépeg).

"Evapén avooiog oto Aappaxt:

- Xopnynon péom gppantionc: 9 efoopnddeg petd tn dgvtepn d6on o Beppokpacio vepol petaly 19 —

21 °C (1197-1323 Babuonuépeg).

- Evdomepitovaikn yopnynon: 6 fdopddeg petd tov epfoitacud o Oepuokpacio vepov 19 — 21 °C
(798-882 Babponuépeg).

Audpkela avooiog: dgv éxel kaboploTel.

3.3  Avrevosigag

Koapia.

3.4 Ewwkég mposidomonjcelg

Na eppordovror povo vym Loa



Ta yépuo dev mpémet va Exovv voPAndel oe otpeg Yo 48 dpeg mpv Tov epPfoiacpd Kot 15 nuépeg
LETETELTOL.

Mnv taioete yio. 24 ®peg Tpv ToV EUPOAAGUO.

H Beppoxpacio tov vepod g kaAhépyslog katd T didpKelo Tov epfoilacuob mpémet va givon ion M
eEAaQPOC younAdTeEpT 0o TN PEATIOT BeproKpacio KAAMEPYELNS Y10 TO GUYKEKPIUEVO €150C.

To eninedo o&vuydvov givar amapaitnto va datnpeitan 6To eninedo KopecoL (LEG® 1GYLPOV
AEPIGIOV) KOTA TN Stdpkela TG Sradikaciog epPolacon Kol va TapaKkolovbeital 6To evaidpnuo
guPfoiiov.

3.5 Iowirepeg mpo@urdcers kata T ypion

[d1oitepec mPoLAGEELS Yo TNV ao@OAN YpNon ota €161 omv:

Agv 1oy0et.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aaudvoviol amd To GTOLO TOV YOPNYEL TO KINVIOTPKO
QOPUOKEVTIKO TTPOidV o {ma:

Y& mepinToT oV KoTh AA0G KAVETE AVTOEVEST|, VO, ava{NTHOETE APECHS TP PonOeia Kot vo
emdei&eTe 6TOV 10TPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMS T} TNV ETIKETO TOL POPLOKEVTIKOD
TPOTOVTOG,.

Idwaitepec TPOQLAGEELS Y10 TV TPOCTAGIC TOV TEPIBAALOVTOC:

Agv 1oy0eL.
3.6 AvemOdunra cvppavra

Agv glval yvootr| Kapio.

H avagpopd avem@ountov coppdvtov sivar onuovtikn. Emitpénetl  cvveyn mapakorovdnemn tng
AGPAAELNG EVOG KTNVIOTPIKOD POPUUKEVTIKOD TPoidvTog. Ot ovapopég TPEMEL VO ATOGTEALOVTOL, KATH
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOQOPIOG <1 GTOV TOTIKO OVTITPOGMITO
ToV> gite otV €BviKN appoda apyn LEC® TOL EBVIKOD GUGTHLOTOG AVAPOPAS . AvatpEéETe PUALOV
001 YLDV YPNONG YO TO, OVTIGTOLY O GTOLYXEID ETIKOVOVING.

3.7  Xpnfon Katd TV KONG1, TN Yorov)ia 1] TNV ®OTOKI

Tovwoém o
Na punv ypnoipomoteital 6 Yapio YEVVNTOPES

3.8  Almiemiopacn pe GAho QUPUOKEVTIKA TPOTOVTH KUl GALES HOPQPES dAMNAETIOpaONG

Agv VITapyoVV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT] TOV
gv AOY® guforiov pe 0mo10dNToTE GALO KTNVINTPIKO Pdpuaxo. H amdgacn yuo ) xoprynom tov gv
AOY® epPoriov mpv omd 1 LETA TN YOPNYNOT| OTOLOVINTOTE AALOV KTNVIOTPIKOD QUPUAKOV, TPETEL VL,
Aoppdveton katd mepinTwon.

3.9  Odoi yopnynong ko docoroyia,

0306g yoprynong: evéomeptrovaikd kot pe eppdamntion ypnon



2UVIOTOUEVO TPOYpouLe epnfoilocuon:

Koikdwvi: Eppolacpog péow odvroung spfantiong 1 mapatetapévng eupdamntions. Epfoiidote yuo
TPOTN Popa 6Tav T0 PAPOog TOoL Yaplov eivar petaly 0,5 g kot 2 g. Xopnynote T de0teEpT 000N HETA
amo 4 gfdopddec.

Aafpaxu

- Epolocpog péow ovvroung epfdntions | mapotetapévng eppantions. Epupoitdorte yia mpdtn @opd
otav 10 Papog Tov yopov givor petad 0,59 kol 2 g. Xopnynote ) dgbtepn 060m HETH Omd 6
ePooudoEs.

- Xopnynon pécwm evdomeptovaikng €veong oe pia 66om tov 0,1 ml, 6tav ta yapw Luyilovv
TovAdylotov 15 g.

IIpostowaocia kot nEBodoc yopnynonge:

AVvaKivieTe Kadd TPy awo Ty Ypic.

Eppoioaopoc péom ovvroung epfantiong: Ipostodore o apaioon 1:10 (eppfoio:vepod) tov
euPoriov. Eppantiote éwg 0,5 kg wapia avd Aitpo apaiopévov epfoiriov yia 60 devtepdrenta. To
apoiwpévo euporto propei va eravoypnoipomombei yia éog 100 kg wéapia avd Aitpo gpfoiriov 1o
péyioro.

Eppohoopog péom nopoatetopévng eppantiong: Ipochéote to euforio otn de&apevn KaAAEPYELOG
axolovBmvrag tov Tapdyovta apaioong 1:500 (epupforio:vepd). Ilponyovpévag, n otéddun Tov vepov Ba
npénel vo €xel pewwbel oto eldyiotro. H dibpkeln g mepidodov epforiacpov sivar pio dpa. X
ouvéyela, Ba mpémel va amokaTooTadel 0 apyIKOG OYKOG KOl 1 EMAVAKLKAOQOPIC, TOV VEPOD TNG
deapevne. Mnv vrepPeite v avaroyio tov 100 kg yopidv avd Aitpo epforiov.

Evdomeprrovaiki) éveon: Tao yaplo tpénel va vroPfAnbodv o avarsOncio mpv Tov eUPoAAGHO pE T
PO EYKEKPIUEVOD avansOnTiKoD yio yapia.

Yuviotdror 1 xpron motorov gpforacpol pe Berova 23G. H Belova Ba mpénel va dwamepaoet 1o

KOWALOKO TOTY®O U TOVAAYIGTOV KaTd 1 mm, Tpokelpévou v yopnyn el ohdkAnpn 1 660m 6TV KOALOKT

KOOI TO.

3.10 XZvprtoOpetoe vrEPO0corloYiag (KUl KATE TEPITTOON, PETPA AVTIHETAMICNG KOl OVTIO0TO)

Agv &govv Topatnpnel KAVIKE GOUTTOUATE LETA T YOpNyNoT durhdctag d6ong epuforiov.

3.11 Eidwkoi mepropiopoli yp1)ong Kot £101kEG 6uvONKeS yprions, coprepriopfavopévev
TEPLOPLOUAV GTI] YPNGT] GVTLUIKPOPLOKAV KUl UVTITOPUGLTIKAV KTNVINTPIKOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOLVOS UVATTLENG AVTOYNS

3.12 Xpovor avapovig

Mnodév Babuonuépec.

4.  ANOZOAOTIKEX ITAHPO®OPIEL
41 Kodwkég ATCvet: QI10X, QI10D.

I T 81€yepon TG EVEPYNTIKAG avosiog KaTd Tng dovakiaong mov mpokaleital omd to Vibrio
(Listonella) anguillarum oto koikdvt ko o Aafpdxt.



5. DOAPMAKEYTIKA XTOIXEIA
51 Kopieg aocvppoatoTnTteg

Aoy EAAelyng HEAETMV OGLUPATOTNTOC, TO TAPOV KTNVIOTPLIKO PAPLOKEVLTIKO TPOiOV Ogv TPEMEL VAL
OVOUELYVOETOL P GAAD KTNVIOTPIKE POPUAKEVTIKA TPOTOVTA.

5.2  Awapkera {mg

Avgpxera (NG TOL KTNVINTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLPOVA LE TI GUCKELOCIN TOANGNG: 2
£m.

Augpxeta {ong petd 1o TpdTO dvoryla TG GTOYEIMOOVS GUGKELOGING: GILEGT) XPTON.

5.3 Iowitepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

Na puidooetal kot va petagépetol og yoyeio (2 °C — 8 °C).

Na pnv xatoydyetot.

Noa puAICCETAL TPOGTUTEVUEVO OO TO POC.

54  ®von ko 6OVOEST TNG GTOLYELDOOVS CVGKEVUGING

Méyeboc cvokevooiag: DraAn tov 1000 ml.

To oVotnpa TeplEk - cEpayiong anotedeiton amd Péieg mporvieviov Twv 1000 ml, tdpata
yAopoPfovtdiiov tadvounuéva og Tomov I kot kamdkio alovpviov.

55 E10wég mpo@ura&ers amdppuyng evog un APNoLomotn0£vtos KTNVIOTPLKOD GUPRIKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y P16T TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLULOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOTNOEL KOl LE TUYOV EBVIKA CLUGTILOTO GLAAOYNG TOV 1GYVOVV Y1a TA
GYETIKA KTNVINTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

A.A K. Kompov: CY00798V
A.A K EAMGSog: 128998/09-12-2020/K-0244901
8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopunvia mpatg éykpiong (Kvmpog): 15/09/2020
Huepounvia 1" éykprong EALadac: 09-12-2020

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10/2024



10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital LoOvov e KTNVIOTPIKE GLVTAYT.

Aentopepeic TAnpoopieg Yo 10 v AOY® KTNVIATPIKO QopUaKeLTIKO Tpoidv givon dtabéoieg otn fdaon
dedopévov g EE yia ta ktnviatpikd mpoiovra (hitps://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXZH



IHIAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
—XYNAYAXMENH EHNIEXHMANXH KAI ®YAAO OAHT'TON XPHYHY

®d14An tov 1000 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ICTHIOVAC-VR Zopmdkvopo yio evoidpnpoe. LPantions/evésiio yio Aafpaxt kot Kok,

2. XYNOEXH

Ka0g d60om mepréyer:

ApOOTIKG GVOTATIKA:

Vibrio anguillarum opétvumoc O1, otéheyog R-82, adpavomomuéva, RPS(*) > 60%
Vibrio anguillarum opétvumog O2 alpha, otéheyog RG-111, adpavomomuévo RPS(*) > 60%
Vibrio anguillarum opdtvurog O2 beta, otéleyoc RV-22 adpavoromuéva RPS(*) = 60%

(*) RPS: Zyetikd 1060070 emiPimong Letd and evoomepttovaiky tpdkAnoT o€ Aafpdxt.

Kitpwvo-kapeti evardpnpa.

3. YYXKEYAXIA

1 000 ml

| 4. EIAH ZQON

AaBpaxt (Dicentrarchus labrax)
KoAkavt (Scopthalmus maximus)

5. OEPAIIEYTIKEX ENAEIZEIX

OepoamevTiKEg EvoEi&els

IMa v evepyntikn avocomoinon AafpoKidv Kol KOAKOVIOV TPOKEWEVOD va ehattwbel 1 Bvnootnta
7ov pokaAeitan amd Aoipwén e to Vibrio (Listonella) anguillarum. (Opétvmog O1, O2a ko O2p).

"Evapén avooiag oto kaAkavt: 4 efdopddeg puetd t devtepn doom g Beprokpacio vepov peta&d 16-
18 °C (448-504 Babuonuépeg).

"Evapén avooiog oto Aappaxt:

- Xopnynon péom gppantione: 9 efoounddeg petd tn dgvtepn 060 o Beppokpacio vepol petaly 19 —
21 °C (1197-1323 Babuonuépeg).

- Evdomeprrovaikn yopnynon: 6 efdouddeg petd tov eufoiiacud o Oepuokpoacio vepod 19 — 21 °C
(798-882 Babponuépeg).

Augpkela avooiog: dev Eyel kabopioTel.



6. ANTENAEIZEIX

Avtevositag

Kopio.

7. EIAIKEX ITPOEIAOIIOIHXEIX

Ewwkéc mposridomounoeis
Na epporidlete povo vy Loa.
Mnv taioete yo 24 ®peg Tpv Tov epPfortacud.

Ta yapila dev mpénet va, Exovv vToPANDel o€ oTpeg Yo 48 dpeg TPy Tov UPortacud Kot 15 nuépeg
LETETELTOL.

H Beppoxpacio Tov vepol g KAOAAEPYELNG KATA TN OLAPKELD TOV EUPOAAGHOD TPETEL VO Eivan iom M
eENaQPOC younAdTEPT 0o TN PEATIOT BeproKpacio KOAMEPYELNS Y10l TO GUYKEKPIUEVO €I5OC.

Eivar amapaitnto 10 enimedo o&uydvov va diatnpeitol 6To eninedo kopespol (LEGH 16YVPOV 0EPIGHOD)
Katd Tt d1dpKeln TG dradtkaciog eLPoAacoD Kot vo Tapakolovbeital 6To evardpnpa epfoiiov.

Idwitepec mPpoLAGEELS Yo TNV ao@oAN ypNon ota €161 owv:

Idwaitepec Tpo@LAGEELC TOV TTPémel vo AauBdvoviol amd To GTOLO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o€ (M.

Y& mepinToTn mov KoTh AA00G KAVETE QVTOEVEST), VO, avalNTHOETE AUECHS TPk PonOsia kot va
emOEIEETE OTOV 10TPO TO ECHOKAEIGTO PVAAO 00T YLDV YPOEMS 1] TNV ETIKETO TOL POPLOKEVTIKOD
TPOIOVTOC.

Idwaitepec TPOQLAGEELC Y10 TNV TPOGTAGIO TOL TEPPAALOVTOC:

Agv 1oy0eL.
Tovipdtro:
Na punv ypnoipomoleital 6 Yapio YEVVNTOPES

AMNAETIOPAGEIC e GALO QOPLLOKEVTIKG TTPOIOVTO KO GAAEC LOPQEC AAANAETIOpaONC:

Agv vITapyoVV TANPOPOPIES GYETIKA LE TNV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTA OO TNV YPTOT] TOV
gv AOY® gpfoliov pe omo10dnToTe GALO KTNVINTPIKO Pdppoko. H ardpaomn yuo ) xopfynomn tov gv
AOY® epforiov mpiv N HETE 0T TN OPTYNOT OTOIOONTOTE GAAOV KTNVIOTPIKOD QUpUAKOL, Bo Tpémet
va Aappdvetot katd mepintwon.

Ewwoi mepropiopoi ypiione ko e1dkéc cuVONKeS ypRone:

Yrepdocoroyia:

Agv &yovv mapatnpnel KAMVIKA GOURTOUROTO, LETE T Yop1ynon duthdciog 060G epporiov.
Kopiec acvpfatdnrec:
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Ab6y® ENheyNGg LEAETOV OGVUPATOTNTOG, TO TAPOV KTNVIUTPIKO QOPUOKEVTIKO TPOIOV eV TPETEL VOl
OVOUELYVOETOL P GAAD KTNVIOTPIKE QOPUAKEVTIKA TPOTOVTOL.

8. ANEIIIOYMHTEX ENEPI'EIEX

Avem@Ounreg evépyereg

Agyv glval yvootr| Kopio.

H avagopd avemBountov coppdviov eivar onpavtikny. Exitpénetl t cuveyn mopakolobonon e
AGPAAELOG EVOG KTIVIATPIKOL POPLAKELTIKOD TTpoidvTog. Edv mapatnproete omoladnmote

avemBouN TN EVEPYELD, QKOO KOL OV OEV OVAPEPETOL GTNV TOPOVGO EMGTLAVON 1) OUEPBAALETE Y10
TNV OMOTEAEGUATIKOTNTA TOV QAPUAKOL, TOPAKAAEIGOE VO ETIKOVOVIGETE, KOTAPYAS, LLE TOV
knviaTpd cag. Mmopeite eniong va avoeépete omoladnToTe avemilfounta cuppdvta oTov <kATo)O
adeiog KuKAOQOPIaG> <TOTIKO OVTITPOCOTO TOL KATOYOL TNG AOENG KUKAOQOPIOC> YPTCILOTOIDVTOS
Ta. oToLEln emkovmvioag mov Oa Bpeite oty mopoHco ETICTHUAVOT), T} LEG® TOV EBVIKOV GOC
ovothpatog avoeopac {otoyeio eBvikov cvotuaTock

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

Aocoloyia Yo kKG0g €i00g, 0001 KoL TPOTOG YOpPNYNONS
03066 yopMyNonG: EVOOmEPITOVAIKA KoL ple EUPATTION.

2UVICTOUEVO TPOYpouLe Enfoilocuon:

Kalkavi: Epporlacuog péow odvroung suPantiong | mopatetapévne eupdamntions. Eufoiidote yuo
TPAOTN Popa dTav T0 PApog Tov Yaplov eivar petaly 0,5 g kat 2 g. Xopnynote tn de0tepT 006N HETA
amo 4 gfdopddec.

Aappaxu:

- Euoloouédg péow odvroung eppantione n mapotetopuévng eppantione. Eppoiidote yio mpmtn @opd
otav 10 Pdapog Tov yopov eivor petagd 0,59 kol 2 g. Xopnynote m dgbtepn 06om HETH omd 6
ePdopdoes.

- Xopnynon péow evdomepirovaikng éveong o€ pia d6on tov 0,1 ml, otav o wapwo Quyilovv
TovAdyiotov 15 g.

Eppohoopog pécow cvvropung spupantiong: [poetowwdote o apaioon 1:10 (suPoiio:vepd) tov
guporiov. Eppantiote émg 0,5 kg wapa ava Aitpo apoiwpévov guforiov yio 60 devtepdrenta. To
apoatouévo euPorto umopel va emavaypnoiporomdet yo €éo¢ 100 kg wapio ava Aitpo epforiov to
LéY1oTO.

Enpohoopog péom nopotetopévng eppantiong: IpocOéote to euforio otn de&apevn KaAAEPyELOg
axolovOmvtag tov Topdyovra apaioong 1:500 (epuPforio:vepd). ITponyovpuévmg, n otdbun tov vepov Ha
npénel vo €xel peiwbel oto eldyioto. H didpkelo g mepiodov eufoiiacuov sivor pion dpa. X
ouvéyela, Ba mpémel vo amokaTooTalel 0 apyIKOg OYKOG KOl M EMAVAKLKAOQOPIC, TOV VEPOD TNG
de&apevie. Mnv vrepPeite v avaroyio tov 100 kg yapuov avd Aitpo epforiov.

Evdomeprrovaiki) éveon: Tao yaplo tpénel va vroPfAnbodv o avarcOncio mpv Tov euPoAlacud pe ™
YPNOM EYKEKPIUEVOL avonsOnTicod yio yapia.

Yuviotdton 1 gp1on motolob gufoiacpov pe Perdva 23G. H Berova Ba mpénetl vo domepacel To

KOIALOKO TOTY®OUA TOVAGYIGTOV KaTd 1 mm, Tpokeévou va, yopnynoei oAdkAnpn 1 001 GTNV KOIANKN
KOOI T,
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx

10. OAHTIEXTIA TH XQXTH XOPHI'HXH

Odnyieg 1o ™) c®oTi) YopRynon

AvoKivioTte KOAG TPV Ao T ypnom.

11. XPONOI ANAMONHX

Xpovor avapovig

Mnodév Babponuépe.

12. TIAIAITEPEX IPO®YAAZEIX KATA TH ®YAAEH TOY ITPOIONTOX

[dwaitepec TpoLAGEELS KaTd T QUAAEN TOV TPOTOVTOG

Na purdcoetal o€ 0éom, TNV onoia dev PAETOLY Kt dgv TPpoceyyilovy Ta TAldd.
Na purdooetal kot va petapépetol og yoyeio (2 °C — 8 °C).

Noa pnv katoydyetot.

Noa pUAICCETAL TPOGTUTEVUEVO OO TO POC.

No unv ypnooToteital ovtd T0 KTNVINTPIKO QOPUUKEVTIKO TPOIOV UETA 0md TNV NUEPOUN VIO ANENG
7ov avaypapetar 6to etikétopuetd EXP. H nuepounvia Anéemg cupmintet pe tnv tehevtaio nuépo, Tov

GUYKEKPLUEVOL UNVAL.

13.  EIAIKEX MIPO®YAAZEIX ATIOPPIYHXZ

E1dwkéc mpo@uraters amdppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TV ADUATOV 1) TOV OIKIOK®V 0T0PANTOV.
XPNGILOTOGTE TPOYPALLATO EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOHLOTO0EVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| AAA®V VAIK®VY OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG OTOITNOEL KOt UE TUYOV EOVIKA GLUGTALOTO GLAAOYNC TOV 1GYVOVV Y1d TA

GYETIKA KTNVITPIKE QAPUOKEVTIKA TPOTOVTOL.

Zoppovievbeite Tov kTNViaTpd oG Yo TOV TPOTO ATOPPLIYTG TOV XPTCLUOTOMOEVT®V PapUAK®V.

14. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKOQN ITIPOIONTQN

Tagvopunon TOV KTNVWWTPIKAOV QUPUIKEVTIKAV TPOIGVTOV

Na yopryeitar povov pe KINVIOTPIKE GLVTAYT).

15. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX KAI XYXKEYAXIEX

A.AK. Korpov: CY00798V
A.AK EAAGdac: 128998/09-12-2020/K-0244901
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YvoKevooieg
®d14An tov 1000 ml.

16. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX THX XYNAYAXMENHX
ENNIXHMANXHX KAI ®YAAOY OAHI'TQN XPHXHX

Hpepopnvia tng 1ehevtaiog £yKpiong TG 6uvovaouEVIS ETLGTN VOGS KOl QVAAOD 00N YLAV
xpfiong

10/2024

Aentopepeic TANPOQOPIES Y0 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabfécieg ot
Baon dedopévav g EE ya ta ktnviotpikd tpoidva.

17. XTOIXEIA ENIKOINQNIAX

Y1ouygia emKowvoviag

Kdtoyoc tne Ad£10¢ KUKAOQOPIOG TOPOCKEVOGTNS VITELHVVOC Y10, TNV OTTOOEGLUELCT) TOV TOPTIOWV Kol
OTOLYEL0 EMKOWVOVIOC Y10, TNV 0vaQopd TaVOAOYOOUEV®V OVETOOLUNTOV EVEPYELDV:

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona), SPAIN
TEL: +34 972 43 06 60

Tomikol ovTITPOTMTOL KOl GTOLYEIN EMKOVAOVINC YL TNV ova@opd THovoAoyodUeEVeV aveTQOUNTOV
EVEPYELDV:

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TOAPOV KTNVIATPIKO PAPUOKEVLTIKO TPOiOV, TapaKoreicOe
va omevfuvOeite GTOV TOTTIKO AVTITPOGOTO TOV KATOYOL TNG AOELNG KUKAOPOPING.

TOIIIKOX ANTIITPOZQIIOX:
HIPRA EAAAX AEE.
Mnpidvov 2-4, 10441 ABnva
TnA: +30210 4978660

18. AAAEX ITAHPO®OPIEX

Addeg TAnpo@opisg

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

ATOKAEIOTIKA Y100 KTNVIOTPIKNY YPNOM.
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‘ 20. HMEPOMHNIA AHZEHX

EXP {unvac/étoc}

Avgpxera {ong petd to TpdTo dvoryua tng dupecov mepiéktn: Otav avouytel, va ypnoyomomdei
OPECHG,.

21. APIOMOX ITAPTIAAX

Ioptida {apBuoc}
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