DOYAAO OAHT'TQN XPHXHX:
ALPHA JECT micro 2000 gvécipo yordkTtopo yio Aafpdxt

1. ONOMA KAI AIEYOYNXH TOY KATOXO0Y THX AAETAYXY KYKAO®OPIAYX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHZX I10Y EINAI YIIEYOYNOX I'TA THN
AITIOAEEMEYZXZH ITAPTIAQN, E@OXON EINAI AIA®@OPETIKOI

Kéroyoc tne ddstag KukAo@opiac Kot TopacKELASTNS VTELOVVOC Y10 TNV OTTOOEGUEVGT) TOV TAPTIOWV:
PHARMAQ AS
7863 Overhalla

Noppnyia

Tomkog avTmpds®TOC:
AQUA VET A.E.
Avtoyeiog 48

143 41 Néa Oraadérpela
AbMva

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ALPHA JECT micro 2000 gvéotipo yoOAGKTOUA Yo AaBpaKt

3. XYNGOEZXH XE APAXTIKH(EX) OYXIA(EX) KAI AAAA XYXTATIKA
Ka0e 060m (0,05 ml) mepiéyet:

ApPOoTIKEG OVOIES:
Adpavomowmpévo Vibrio (Listonella) anguillarum opotonog O1, otéheyog AL 112
> 2,5 avtryovikég povadec!
Adpavonompévo Photobacterium damselae subsp. piscicida, otélexog AL 5051  pe titho?> 9,6 log,

I tocoTTa AVTLy6voL HeTpnévn 61o epPoAto (cuvortikn exdoyf the AgU)
2 opoloyikn amdkpion oto AaPpdKt

AvocogvioyuTiki] oveia: Paraffin, light liquid (mineral oil): 23 mg

DuppRaKOTEYVIKI] pOopO]:
Evéopo yordxtopa.
AevKd €0 VTOAEVKO OLOI0YEVES YOAAKTOO LETA TNV avaKivnon.

4. ENAEIEH(EIYX)

IMa v evepyn avosomoinon Tov Aafpakiov TPOoKEWEVOL Vo, LetmBel 1 BvnoinotnTa Aoym g

dovakimong mov wpokaiel To Vibrio anguillarum O1 Kol TG TaoTEPEAAD®ONG TOV TPOKAUAEL TO

Photobacterium damselae subsp. piscicida.

Eykotdotaon avooiog: 2 gfdopddec otovg 22°C (324 Babuonuépeg) ya to V. anguillarum O1
3 gfoopadeg otovg 22°C (499 Babuonuépec) yia to P. damselae subsp.
piscicida

Algpkelo ovociog: 9 uveg (5755 BaBponuépeg) ywo to V. anguillarum O1
3 unveg (1977 Pabponuépeg) yio to P. damselae subsp. piscicida
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S. ANTENAEIZEIX

Koapia.

6. ANEINNIOYMHTEX ENEPI'EIEX

Ta avocoevioyuTikd Elato oyeTilovtal He avENUEVO KIVOUVO TOTIKMOV OVTIOPACE®DY LIE TN LOPPN
GUUPVCEWDY GTNV KOIALNKT YDPO KOl YPDOONG GTO CTALYVO TOV YOPLDV.

1lold ovyvég (> 1/10):

- "Hmieg ko1tAokéc GUUPOGELG EYOVV EULPAVIOTEL GE EPYOCTNPLOKEG LEAETEC.

- Mikpéc TocOTNTEG HEAAVIVIG, UE TN LOPEN AlY®V KNAIOWV, Ol 0TT0iEC KAADTTTOVY TTOAD TEPLOPICUEVEC
TEPLOYEC TOV OTAAYVAOV, GLVNO®G KOVTE 6TO oNuEio TNg Eveong, £xovv mapatnpnoel o€ EpyacTNPLOKES
UEAETEG.

2oyvég (> 1 ror <10/100):
- KatdAowra tov gpfoiriov Exovv mapatnpnbei Aiyo petd tov eufolocud o pyactnplokég LEAETEC.

H ocvyvomta tov avembountov evepysimv kabopiletol wg akorlobbmg:

- oA cvyvn (Teprocotepo omd 1 ota 10 vd Bepancio (ma Tapovotdlovy avemBOUNTEC EVEPYELEC)
- ovyvn (Tep1ocotepo amd 1 aAld Aydtepo and 10 {da ota 100 vrd Bepancia {da)

- un ocvvnOepévn (tepiocdtepo amd 1 aldd Atydtepo amd 10 {da ota 1000 vio Oepaneio {har)

- omavia (mep1ocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vid Oepomeio (Ha)

- moAb omdvia (Atydtepo amd 1 ota 10.000 vrd Bepaneio (D).

Edv mapotnphoete omolodnmote avemifount evEPYELD, OKOUO, KOL 0V OEV OVOPEPETOL GTO ECMKAEITTO
DVuALo Odnyuwv Xphong 1 AUEIPAAETE Y10 TV OTOTEAECUATIKOTNTA TOL POPLUAKoV, TapoKaieichs va
EVILLEPDOETE GYETIKMG TOV KTNVINTPO GOG.

EvaAloktikd kdvte ypriion tov 0vikod GUGTAHOTOC OVOPOPAS:
EBvikog Opyaviopog @appudrkmv

TnA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

7. EIAH ZQQN

AoPpdx (Dicentrarchus labrax)

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

H ovvietodpevn 06on givar 0,05 ml avé yapt eddyiotov Bapovg 12 g. To gpPorio mpémet va yopnyeiton
pe evdomeprrovaikn (IP) éveon.
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9. OAHT'IEX I'TA TH XQXTH XOPHI'HXH

Ta yépra Ba Tpémet va avalodnTomolovvTot TPy amd TV EVECT). ZUGTHVETOL 1] SLOKOTT YOPNYNONS
TPOPNG 0T YAPLA Y10l TOVAG LIoTOV 24 dpeg TPy omd Tov epPolacpd.

To gpPorto Oa mpémet va apebel va ptdcet pe apyd pudud otovg 15-20°C mapapévovtog o€
Oepuokpaocia dmpatiov. To euPforio dev O mpénet v, ypnoiponomel ov epeavicel onuadio KopeTi
V3ATIVNG PAong otov TuBuéva Tov TteplékTn. To gpfolo Ba mpénet va avakiveitol KaAd TPty amod T
xpnon. To guPoiio va yopnyeitar povo eqv €xel ELPAVIOT OLOLO0YEVODG, AEVKOD MG LTOAEVKOL
YOAOKTOUOTOC,

IMa vo petmbdet o kivouvog avemBountov evepyeldy, sival onuavikd vo evamotifetot OAN 1 d6om
oV Kothokn kothotnta. H Bedova epuforiacuod mov ypnoiponoteitol 0o mpénet va £xel KatdAANAo
UAKOG OOTE Vo dlomepdoel To KotAlokd toiympo kKotd 1 - 2 mm. OAGKANpN 1 Berdva o tpémet va
EI0YOPNOEL OT HEST] YPOAUUT, TEPITOL EVa LE EVAUICT KOG KOIAMOKOD TTEPLYIO, TIoW amd T Pdon
TOV KOMAOKOU TTEPVYIOV.

Metd tov gpfoilacod, o eEomAoOG Tov ypnoiponomdnke yio Tov epfolacpd mpénet va kabopileton
GYOAUOTIKA.

10. XPONOX ANAMONHZX

Mndév Babponpépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na pvidcoetal o€ Béom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.
Ddvrdocete kot petagépete o€ yoyeio (2°C — 8°C).

Mnv katoyoyeTe.

DVAGGGETOL TPOGTATEVLEVO OO TO PG,

No pn xpno1Lomoteital avTd T0 KTNVINTPIKO POPHOKEVTIKO TPOTOV HETA amd TV nuepounvia AnEng
oL avaypagetol otnv eTkéta petd m EXP.

Awdpketa {ong PeTd To TpmMTO dvorypo Tov meptektn: 10 dpec.

12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)

Ewdun wposidomoinon(eic) yia kéOe gidoc {mov:
Na gpportdlovtar pévo vy Coa.

Ewdwn TpoguAiaén yia tn yopnynon oo (o
Abdy® OV YEPLop0D, 0 epPoilacudg pumopet vo akoiovdeitor amd Tpocwpivi peimon g Opeénc.

ISwaitepec Tpo@LAGEEIC TOV Tpémel va Aopfdvoviol ond To GToMo TOL YOPNYEL TO KINVINTPIKO
QoppakeLTKd Tpoidv oe {da:

e mePInTOOoN aVTOEVESC, avalNTAOTE AUECMG LUTPIKT GPOVTION Kot EMOEIEETE GTOV 10TPO TO
E0MKAEIGTO PVALO OONYIDV YPNCEWMG 1 TNV ETIKETA TOV PUPUAKELTIKOD TPOIOVTOG.

ZVGTIHVETAL 1] YPT|ON TPOCTATEVTIKAV TV PEAOV®V Yo va pelmBel o kivduvog tuyaiog avtoéveong
KOTA TN S1APKELN TOV YEPOVOUKTIKA TPOYULATOTOLOVLEVOL EUPBOALAGLOV.

IIpog tov ypfiot:

Av16 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEXEL TAPUPIVEANLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel va TpokAnbei évrovog movog kot ££0idNom, W1UTEPMS v 1) £veEo Yivel o€
apBpmon 1 o€ SAKTLAO. X& CTAVIEG TEPITTOCELS AVTO UTOPEL VOL EYEL OG ATOTEALEGLLOL ATTMAELY TOV
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d0KTOAOV, €0V dev Tapacyedel aueon wTpikn epovtida. Av kotd Aabog oag yopnyndei avtod to
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, OKOLO KOl OV 1] TOGOTNTA Eval TOAD pkpn, (NTNoTE ApEcmS
10TP1Kn GLUPOVAN, Exovtag pall cag To GUALO 0dnyLdY yprone. Edv o mévog empeivet yua
eP1ocoTEPO amd 12 dpeg petd v otpiky e€étaot, {NTnote Kot IO WTPIKT GUUPBOVAN.

IIpog Tov wTpod:

AvT6 10 KTNVIOTPIKO PAPLOKEVTIKO TPoidy TtepiEyet mapapivérato. Tuyaia £veon e avtd TO TPOIOV,
OKOUY KOl GE LIKPEG TOGOTNTEG, EVOEYOUEVMG VO TpokaAéael Evtovn e€oidnon, 1 onoia, propel T.y.,
Vo £XEL WG OMOTELEGLOL IOYOLUIKT] VEKPMGT], AKOLO KoL OTMAELD SOKTOAOV. ATtanteiton 1 AMEXH
€EE101KEVUEVT] YELPOVPYIKT PPOVTION, KOl EVOEYOUEVAOC TPDIUN SLAVOIEN KOl EKTAVGT) TNG TEPLOYNG TTOVL
£€Yve 1 €veon, WUTEP®G OTAV APopd TN PAYa TOL SUKTOAOV 1] TOV TEVOVTO.

Eyxvpocuvn/T odovyio/Qotokio/Tovipdtnta:

H aoc@dAieia Tov KTNVaTptko QopuaKeLTIKoD TPoidvtog dev Exel TeKUNPLmBEL yia ypion o
YEVVITOPEG Kot 0 EUPOAOCUOC TV YeEVVNTOP®Y Ba TPETEL val YIVETOL GOUP®VOL LE TNV EKTIUNGCT
0PEALOVC-KIVODVOL O TOV GLUVTAYOYPOPOUVTO KTNVINTPO.

AMNAETOPEOELC e GAAD QOPUAKEVTIKG TTPOTOVTO KO AALEG HOPPEG OAANAETIOpAOC:

Agv vITapy ovV TANPOPOPIEC GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT] TOV
&V AOY® epforiov pe omotodnmote GALO KTnviaTpkd edppoko. H ardeaon yio m xopiynomn tov ev
AOY® gpolriov TPV 1 HETA ATd TN YOPNYNOT OTOLOVINTOTE AAAOL KTNVIOTPIKOV QoppdKov, Bo mpémet
va Aappdavetot Katd mepintwon.

Yrepdocoroyia (CUURTOUOTO, LETPO AVTLLETATIONG, OVTIIO0TA):
O1 emdpaoeic g vepdocoroyiag dev Exovv depevvnbel, Kabmg KATL TETO0 dev amatTeiTon Yo
adpavoTONpEVE EPPOAMQL.

Acvufotdtntec:

Noa unv avoperyvoetol Pe 0TolodNmoTe GALO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV.

13. EIAIKEX ITIPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN TTOY
IPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

Zvppovievbeite Tov KTNVIOTPO 1 TOV POPUAKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
ypnoporombévimv eopudkmv. Ta péTpa avTd amosKomohv 6TV TPOSTACic TOL TEPPAALOVTOG,.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'TQN
XPHXEQX

08/2023

15. AAAEX TAHPO®OPIEZ
Yvokevaociec: 250 ml, 500 ml kon 10 x 500 ml.

Mmopei va, unv KoKAoQopoHV OAEC 01 GLCKEVUGIEC.
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