[Version 9,03/2022] corr. 11/2022]

ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Protozoks 500 mg diokia Yo GKOAOVG KOl YATES

2. MOIOTIKH KAI MOXOTIKH XYN®EXH
Ka0e diokio mepiéyet:
APUGTIKO GVGTOTIKO:

Metronidazole 500 mg

"Exodoyo.:

ootk 6UvOEoT EKOOY MOV KUl GALOV
GUGTUTIKAV

Cellulose, microcrystalline

Sodium starch glycolate (type A)

Hydroxypropylcellulose

Silica colloidal, hydrated

Magnesium stearate

Yeast extract

Brown iron oxide (E172) (black, yellow and red)

EAapphc kactavoypopa Pe KaE GTIYLOTO, GTPOYYLAG Kol KUPTH OPOUATICUEVA SIoKI e oL
GTOVPOTY YPopupn Opavong and T pia Tievpd. Ta diokia pmopovv vo xopioTovy o€ 300 1 TEGCEPT
{oo TUqpOTL.

3. KAINIKEY IAHPO®OPIEX

3.1 Eion {oov

2KOAOL Kot YOTES

3.2  OgpoamevTikég gvosielg Yo ka0e gidog Coov

Oepameio YooTpEVTEPIKOV AOUMEEDV TTOL TTpokarobvTon amd Giardia spp. kou Clostridia spp. (dn\.
C.perfringens M C.difficile).

Oepameio AOUMEEDY TOL OVPOYEVVITIKOD GLUGTIOTOC, TN GTOUATIKNG KOWAOTITAG, TOV AGLLOV Kot
TOV OEPUOTOG TOV TPOKAAOVVTOL OO VTTOYPEDTIKG avaepofia. fakthpla (m.y. Clostridia spp.)
gvaiotnto ot petpovidaloAn.

3.3 Avrtevoeiteig

Na pnv ypnoionoteiton o€ (MO e NTOTUEG S1ATOPOYES.

Na pn ypnoyLonoleiton 6€ TePInT®OT LIEPELAIGHNGING GTO dPACTIKO GLGTATIKO 1) GE KATOW0 and Ta
£xdoyaL.

3.4 Ew01kég TPOELOOTOMGELS

Koapia.



3.5 Idwitepeg mpo@urdcers katd T ypion

ISwaitepec mpo@LAGEELC Yo TNV ac@aAn ¥pron oto £ion (hwv:

AbdY® ™G mBavNg HETOPANTOTNTOG (XPOVIKNG, YEOYPAPIKNG) OTNV ELOAVIOT PfokTnpiov aviekTikdv
oTN HETPOVIOALOAT, GUVIGTATOL 1] PAKTNPLOA0YIKT dEtypatoAnyio Kot 1 SoKiun evaicOnociog.

Omnote givorl duVOTOV, TO KTNVILTPIKO POPUOKEVTIKO TPOIOV TPEMEL VAL (PTCLUOTTOLEITOL LOVO Pdoet
doxmv evaicnociog.

O emiomueg, eBVIKEG KO TEPLPEPELOKES AVTILUKPOPLOKES TOATIKEG TPEMEL VoL AaUPAvOVTOL VITOYN KOTA
TNV XPNG1 TOL KINVINTPKOD PAPLAKOV.

Edkd petd and mapatetapévn Bepaneio e petpovidaloAn, EVOEXETAL VA ELGOVIGTOVY VEVPOAOYIKA
GUUTTOLOTAL.

Kobng ta dioxia eivarl apopatiocpéva, puadéte tao diokio pokpld omd To {ma Yo Vo amopUYETE TNV
KOO0 KOTATOOoT).

[dwaitepec mpoovAdEeic Tov mpémel va Aoufdvovial ard To ATOUO TOL YOPNYEL TO QAPUAKELTIKO

mpoidv oe {ha

H petpovidaloin éxel emPeParmpéveg petarlagloydves Kot yovotoikég 1010tnTeg og {da
gpyaotnpiov Kabng Kat o avOpdmovg. H petpovidaloin eivor éva emPePforopévo kapkivoydvo og
{oa epyaoctnpiov kot £xel mBAvES KapKIVOYOVES EMOPACEIS 6TOV AvOpmmo. QoTdG0, VIAPYOLY
OVETOPKT] GTOLYElD GTOVG avOpdTOVG TTEPT TNG KAPKIVOYEVESTG TNG HETPOVIOALOANG.

H petpovidaloin pmopel va eivar emPAafng yia to EuPpvo. Ot éykveg yovaikes Tpémetl va eivon
TPOCEKTIKEG OTAV YEPILOVTOL AVTO TO KINVIATPIKO POPUAKEVTIKO TPOTOV.

Koatd to xepiopd tov KTnvieTptkoy QopLOKEVLTIKOD TPOIOVTOS TPEMEL VO YPTCLLOTOLEITAL OLTOUKOG
TPOCTOTEVLTIKOG EEOTAIGUOGC OTOTEAOVEVOS OO AOLUTEPOTTA YAVTLL.

[Ipog amoevyn 0KoLGING KATATOOTS, W1ATEP OO OO, TO OLYPT|CLLOTOINTO TUNUATO TV JIoKI®MV
TPEMEL VAL ETAVOTOTOOETOHVTOL GTO OVOLYTO KOWELOEWDES TEPIPAN LA, VO ETOVEIGAYOVTOL GTV
eEMTEPIKT GVOKELOGIN KAl VO PUAACCOVTOL GE OCPOALS LEPOG LOKPLA OO TNV OTTIKT EMAPT KOL TNV
TPOSPacn TaddV. Le TEPITT®OT TVYAiNG Katdmoons {ntiote auécmg 1Tpikn ovpBovAn kot dei&te
TO VA0 OONYLDV 1 TNV ETIKETO. GTOV 10TPO.

H petpovidaloin pmopel va mpokarécel avtidpdoelg vaepevaicdnoiog. ATopa Le YVOOTH
vrepevacncio ot pHeTpovidalOAn, TPETEL VO ATOPEDYOVV TV EXAPT] [LE TO KTNVIATPIKO
QOPUOKEVTIKO TPOIOV

[TAOvete kaAd Ta xEplo oaG LETA TNV YOPNYNOT T®V S1oKiwV.

[Swaitepec mPo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPAAAOVTOC:

Agv 1oyvet.
3.6 AvemOvunta coppavra

2KOAOL KOt YATEG:

[Tolv omévia NevpoAoyIKG GUUTTMOUOTO

(<1 Lo / 10.000 vmo6 Oepamneia {ha,
GUUTEPTLOUPAVOUEVOV TOV
LELOVOUIEVOVY OVOPOPDV):

Mn kabopiopévn cuyvotnTa "Epetoc

(dev pmopet va, ektiun0el pe Paon ta Hratoto&wotnta
Stabéotpa dedopéva):

Ovdetepomevia




H avagopd avembountov coppdvtov eivar onuavtiky. Emtpénet n ovveyn napaxorlovdnon g
AOPAUAELNG EVOG KTIVIOTPIKOV POPUUKEVTIKOD TTPoidvTog. Ot avapopEg TPETEL VO, ATOGTEALOVTOL, KATE
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO NG AOELNG KUKAOQOPIOG <1 GTOV TOTIKO aVTITPOGMTTO
TOV> glTe 0NV €0VIKN appoddlo apyn LECH TOV €BVIKOV GUOTHLOTOG AVAPOPAC. AVTPEETE EMIOTG OTO
@OALO OONYLDV YPNONG Y10 T OVTIGTOLYO GTOLYELD EMKOVMVING.

3.7  Xpnon Katd Ty KON o1, TN Yorovyio ] THV @oToKia

Konon:

Epyaomplokég perétec o (da Exovv dei&el avTipoTikd amoTteAEGUATO OGOV APOPA TIg
TEPATOYEVETIKEC/ EUPPLOTOEIKEC EMdpdoelc TG peTpovidaldine. Erouévmg, n yprion autod tov
KTNVIATPIKOD QUPLOKEVTIKOD TPOTOVTOC OEV GUVIGTATOL KATE T1) S1APKELN TNG EYKVUOGVVIG.

TaAovyia:
H petpovidaldin amexkpivetol 6To YOAQ KO GUVETMG 1 ¥PNOT 0V GLUVIGTATAL KOTH TNV YOUAOLYIOL.

3.8 Alniemidopaocn pe GALO QUPUOKEVTIKG TPOIOVTO KUl GALES POPPES aAANAETIOPAIONG

H petpovidaloin pmopel va £xel avaoTOATIKN ENIOPACT TNV ATOSOUNOT) GAADV QUPUAK®OV GTO AP,
OTMG M POVLTOIVN, 1| KuKAooTopivn Kal 1 Bappapiv.

H owetidivn propet va peudoet Tov Nratikd HETAPOMSUO TG LETPOVIOALOANG LE OTOTELEG LA
avénpévn cuykévipmon Hetpovidaloing oTov opo.

H pawvofappirain propei va avénoet tov Nrotikd PHETOPOAGHO TG LETPOVISALOANG e ATOTELEGHLA
T HEloT TNG CLYKEVIP®ONG TNG HETPOVISALOANG GTOV 0pO.

3.9 Oodoi yopiynong Kot 60coroyia

Amo6 otouaTog ypnon.

H ocvvietdpevn d6on givar 50 mg petpovidaldAng ava Kikd couatikov Bdpovg nuepnoing, eni 5-7
nuépeg. H nuepnoia doon eivar Tpotindtepo vo dlatpeital o€ 300 160T0GEG dOGELS, Yio YOpNYNoT 60O
@opEc avd nuépa (niadn 25 mg/kKihd couatikod Pdpovg nuepncimg dVo Popég v nuépa). [a va
eEaopariotel N oo™ 0GOAOYIN, TO COUATIKO BAPOC TPETEL v VITOAOYILETAL [E TN MEYIOTN dVVATT
axkpipeta.

ApOpog owkiov Tov 500 mg
2opoTiko Bapog (Kiha) Avo @opéc nuepnoimg Mia @opd nuepnoing

2,5 KiMd - Y4
5 KIAG Va s
10 KiL& Vs 1
15 kihd Ya 1,
20 KAa 1 2
PRRIN 1Y4 2
30 xiAd 1% 3
35 kihd 1% 3%
40 KAd 2 4

Ta diokia pmopovv va ywplotovv o€ 2 N 4 ica pépn dote va dSlocpolotel 1) akpiPng docoloyia.

TomoBetrotE 10 J10KI0 GE EMIMEDN EMPAVELD, LLE T YOUPOUYUEVT TAEVPA TTPOG T TAV KO TNV KVPTN
(oTpoyyvAepévn) TAELPA CTPOUUEVT] TPOG TNV EMPAVELQ.
Micd: mECTE TPOG T KATW LLE TOVG OVTIIXEPES GOG KOl OTIS 600 TAEVPES TOV O1oKioV.




Tétapta: TEGTE TPOG TO. KAT® LLE TOV OVTIYEPA GOG GTN UECT) TOV S1GKI0V.

A
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3.10 ZvpntOpaTe VITEPO0G0L0YINS (KO KOTA TEPITTMOON, HETPO AVTIUETAOMIGNG KOL AVTIO0TA)
AvemBounta cvpfavta givar mbavo va epeoavicBodv Aoy vrépPacng otn docoloyia Kot T didpkeld
g Oepamneiog amd T0 cuvieTOpEVO TPdYpappa Oepaneiog. Edv eppoviotodv vevporoyud
ocounTopata, 1 Oepaneio Tpémel va oTapaTnost Kot to acfeveég (Do Vo aVTILETOTIOTEL GUUTTOUATIKA.
3.11 Ewkoi nepropiopoi (p1)ong Kot £01KEG cuVONKES ypNoNS, ovpumepriapfavopévev
TEPLOPIGUAY GTT] YP1OT CVTIUIKPOPLOKAV KOl OVTITOPUGITIKAOV KTNVIATPIKAV QUPUIKEVTIKOV
TPOIOVTOV TPOKEPEVOL VO TEPLOPLGTEL 0 KivOLVeg avamTuéng avtoyg

Agv 1oy0et.

3.12 Xpovor avopovig

Agv 1oyvet.

4. PAPMAKOAOI'TKEX ITIAHPO®OPIEX

4.1 Koowog ATCvet: QPSTIAAO01

4.2 ®appnoKodvVopLK

Metd v eloy®pnon ¢ LeTpovidaloANnG evioc Tov Baktnpiov, T0 LOPLO LETATPEMETOL AT TU
gvaicOnrta Paktpla (avaepdPia). Ot petafoAriteg ot omoiot dnpovpyotvtal mopovctdlovy o To&ikn
dpdomn evavtiov twv Paxtnpiov pécm ™ déapevong tov DNA tov Baktnpiov. ['evikd 1
petpovidaloin eivar BakTnplokTdVog Yo evaicOnta PaKTiplo 6€ CLYKEVIPOOELS ioeC 1] Alyo
VYNAGTEPEG ATO TNV ELAYLOTY avaoTAATIKN cvuykévipmon (MIC).

4.3 ®opproKoKIVNTIKY

H petpovidaldin amoppo@dtor dpeca kot KoAd HeTd TV amd ToL GTOHOTOC Xopynon te. Metd and
1 mpa, pe o epdmas 66on Tv 50 mg, n cvykévipmon oto TAdcuo éptace ta 10 ug/ml . H



Brodrabecipotnta g petpovidaldoing sivail oyedov 100% ot 1 teiuen nulon g 6to TAdoua givan
nepimov 8-10 dpec.

H petpovidaloin sioympel e0koha LEGH GTOVE 1GTOVG KO GTO GOUATIKA VYPE, OTMS 0 Glehog, TO YAl
01 eKKpioelg KoAeoD Kot To omépua. H petpovidaloin apyucd petapoiriletor oto nrap. Evidc 24 wpov
UETA TN yopnyNnon omd To oTopa, To 35-65% g Yopnyovuevng d6ons (LeTpovidaloin kot ot €€’
avTAG peTaPolriteg) amekkpivovtal Pe Ta 0vpa.

5. DAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatotnTeg

Agv 1oyvet

5.2 Awpkewo ong

Avdprero {ong ToL KTNVIOTPIKOL POPUOKEVTIKOD TPOIOVTOG, COUP®VA LE TN GLOKEVACia TdOANong: 30

unNVES
Avdpkero Long Tov dopepévev diokiov: 3 nuépeg

5.3 Iowitepec mpoPuAAEELS KOTA TN QOAAEN TOV TPOTOVTOG

AVTO TO KTNVIATPIKO QUPUAKEVTIKO TTPOTOV deV Omattel 101KEC GLVOTKEG PUAAENC.
Emavatonofetote 0mo1001mote S1opepévo S1oKI0 0T GLOKEVAGTN KOYEANG.

5.4 ®Yon ka1 6HVOEGT TG OTOLYELDO0VS CVOKEVUGIOG

Koyéin akovpviov (blister) and PVC — Alovpivio — oPA (mpocavatoiicpévn molvapion) pe
oppdyiopa Beppov Pepvikiov.

Mevén cuokevocLOV:

Xdaptvo kovuti pe 20 diokia (2 koyéreg tv 10 diokiwv).
Xdaptwvo kovuti pe 100 dwokia (10 koyéreg tv 10 diokiwv).
Xdaptvo kovuti pe 250 dokia (25 koyéreg tov 10 diokiwv).

Evdéyetan va unv KokAo@opovv OAEG Ol GUCKEVAGIEC.

5.5 Ewwkég mpopuiaters amdppiyng vog pn ypoomom0Evros KTviaTpikov QopLaKEVTIKOD
TTPOIOVTOG 1] GALOV VAIKAV TTOV TPOEPYOVTOL UTO TN YP1)6T TOV TPOIOVTOS, OV VITAPYOVY

Ta pdappoka dev TPETEL VO ATOPPITTOVTOL HEGH TOV AVUATOV 1] TOV OIKIOKOV AmofANTOV.
XpNOHOTOUOTE TPOYPAULOTO ETGTPOPNG PUPUAKMVY Y10 TV AIOPPLYT U1 YPNOLUOTONOEVT®OY
KTNVIOTPIKOV QOPHOKEVTIKMY TPOIOVIMV 1] GAA®Y DAK®OV TOV TPOEPYOVTOL OO TN YPTOT| TOVS
GUUP®VA LE TIG TOTIKEG OOLTOELS KOt LE TUYXOV EBVIKA GLGTAUATO GLAAOYNHG TTOV 1oYOLOVV YN TO.
GYETIKA KTNVIATPIKAE POPUOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Vet-Agro Multi-Trade Company Sp. z 0.0

7. APIOMOX AAEIAYX KYKAO®OPIAX
73689/02-08-2021/K-0245002



8. HMEPOMHNIA ITPQTHX ET'KPIXHX

02/08/2021

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX

THZ IEPIAHYHE TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX

07/2025

10. TAZEINOMHIH TON KTHNIATPIKOQN ®APMAKEYTIKOQN ITPOIONTQN

Noa yopnyeitotl LOVoV LEe KINVIOTPIKT GLVTOYY.

Aemtopepeic TANPOPOPIES Yia TO €V AOYMD KTNVINTPIKO PAPUOKEVLTIKO TPOioV gival dabéoiueg otn Pdon
dedopévav ¢ EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).




IHAPAPTHMA III
ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIXHMANXH



INAHPO®OPIEX [1IOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti am6 yaptovi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Protozoks 500 mg diokia

‘ 2. YXYNGEXH XE APAXTIKH OYZXIA

Ka0e dioxio mepiéyet:
ApaoTIKN ovoia:
Metronidazole 500 mg

3. YYXKEYAXIA

20 doxia
100 dokia
250 dokia

| 4. EIAOZ(H) ZQOY(QN)

2K0OAOL Kol YOTES

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHEHZ

Ao ToVv GTONLOTOG XOPN YoM

‘ 7. XPONOI ANAMONHZX

‘ 8. HMEPOMHNIA AHEHX

EXP {up/ecee}

‘ 9. EIAIKEX XYNOHKEX ATATHPHXHX

Emavotonofemote omo10dnTote dopepévo S16Kio otV KOWEAD.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AIIO TH XPHXH»

AwPaote T0 PUALO 0INYIDOV XPNONG TPV OO TN XPTOT).

‘ 11. OI AEEEIX «cAITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPION.
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12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATA»

Na puAdooetatl o Béomn, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TALdd.

‘ 13. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

{AoydtuTO TOL KOUTOYOL TNG GdELNG KLKAOPOPInG}

‘ 14. APIOMOI AAEIAY KYKAO®OPIAX

73689/02-08-2021/K-0245002

| 15. APIOMOX HAPTIAAE

Lot {apBuoc}

11



EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Kowyéln (blister)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Protozoks

¢ L

‘ 2. ITOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Metronidazole 500 mg

‘ 3. APIOMOX ITAPTIAAX

Lot (ap1Buog)

‘ 4. HMEPOMHNIA AHEHX

Exp. {uweeee}
{AoydtuTO TOL KOTOYOL TNG GdELNG KLKAOPOPingG}
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B. ®YAAO OAHI'TQN XPHXHX
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O®YAAO OAHI'TQN XPHXHX
1. Ovopacio ToV KTNVWWTPIKOY QUPUOKEVTIKOD TPOIOVTOG
Protozoks 500 mg diokia yio GKOAOVE Kol YATEG
2. YvvOeon

Ka0e dioxio mepiéyet:
ApaoTiKN ovoia:
Metronidazole 500 mg

EAlopphc kactavoypoua, pe Kapé KNAIdEg, GTPOYYVAN Kol KUPTA, ApOUATICHEVA d1oKia, e o
OTOVPOTY YPOUUT Opavong amd T pio TAELPA.
Ta diokia pmopovv va dtapedodv og dV0 1 TEGGEPQ {00 TEUAYLA.

3. Eion Lomv
2K0OAOL Kot YOTES
4. OepamevTikég gvositelg

Oepameio. TOV YOOTPEVIEPIKOV AOUDEEWV, TOV TTpokoAovvToL and Giardia spp. ko Clostridia spp.
(OA. C. perfringens 1 C. difficile),

Bepameios AOIUDEEDV TOV OVPOYEVVITIKOD GUGTHUATOC, TNG GTOMATIKNG KOIAOTNTOC, TOV AoV Kot
TOV OEPLOTOG TTOV TPOKAALOVVTOL OtO LITOYPEWMTIKA avaepoPia Baxtipia (.. Clostridia spp.)
gvaicnto otn peTpovidaloin.

5. Avtevoeigelg

Na unv ypnoyionoteitar o€ (o Le NTOTIKEG OLUTOPOYES.
Na un ypnoyonoleital 6 mepintwon vaepevarcnciog 6 dpACTIKN 0VGIN 1| GE KATOL0 ard Ta
£Kdoy0L.

6. Ewdwkég mpogrdomon)oelg

ISaitepec TPOELAGEELS Y10 TNV 0oQaAT ypriom oTa gidn (hwv:

Aoy® ™ mBavNg peTafAnToTNTOS (XPOVIKNG, YEOYPAPIKNC) OTNV EROAVIoT BoakTnpiov aviekTikdv
GTN 01N UETPOVIOALOAT, GUVIGTATOL 1] PaKTNPIOA0YIKN detypatoinyia Kot 1 doKiun evaictnociog.
Omnote gival dLVOTOV, TO KTNVINTPIKO POPUOKEVTIKO TPOIOV TPEMEL VO YPTCLUOTTOLEITOL OVo Pdoet
doxpmv evootnoiog. Kotd v xpnomn Tov KmvieTpikod QopUaKoy TPEREL va AAUBAvovToLl VoY oL
emionpeg, e0VIKES Kot TEPIPEPEINKEG AVTIUIKPOPIOKEG TOAITIKEG.

Ewdwd petd and mapatetopévn Oepomeio pe petpovidaloAn, EVOEXETAL VO ELPAVIGTOVY VEDPOAOYIKA
GUUTTOLOTOL.

Kabng ta diokia eival apopatiopéva, puadéte ta diokio pokpld omd To {da Yo Vo AmopUYETE TNV
KOO0 KOTATOOoT).

Idwaitepeg Tpo@LALEELS oV Tpémet va AauPdvovtor amd To dTolo Tov YopNYEL AVTO TO KTNVIATPIKO
QopuokeLTIKd TPoidv oe (o

H petpovidaloin éxel emPeParmpéveg petarraéloyoves Kot yovoTo&ikég 1010tnTeg og {da
gpyaotnpiov Kabng kot o avlpdmovg. H petpovidaloin sivol éva emiPeforopévo kapkivoyovo oe
{oa epyaoctnpiov kot £xel TOAVES KAPKIVOYOVES EMOPACEIS 6TOV AvOp®mo. Q6TOG0, VIAPYOLY
OVETOPKT] GTOLYEID GTOVG avOpOTOVG TTEPT TNG KAPKIVOYEVESTG TNG HETPOVIOALOANG.

H petpovidaloin pmopel va eivon emPAafng yia to EuPpvo. Ot £ykveg yovaikeg Tpémel va eivat
TPOGEKTIKEG Oty Yepilovtal avuTd T0 KTNVIATPIKO QOPUOKEVTIKO TPOIOV.

Kotd 10 ¥1p1GpHo TOV KTVIOTPIKOV POPUAKEVTIKOD TPOIOVTOG TPEMEL VO YPTCLLOTOIEITOL EIOIKOG
TPOCTOTELTIKOG EEOTAIGUOC TOV OMOTEAEITOL OO AS1OTEPACTO YAVTIOL.
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[Ipog amoevyn 0KOVGIG KATATOONS, WL0HTEP OO OO, TO OYPT|CLUOTOINTO TUN AT TV JIoKI®MV
TPEMEL VO ETAVOTOTOOETOVVTOL GTNV OVOLYTH] GCLOKEVAGIO KLWEANG, VO ETOVEIGAYOVTOL OTNV EEMTEPIKT
GLOKELAGIO KOl VO, PLAAGGOVTOL G OOPUAEG LEPOG LLOKPLYL OTO TNV OTTTIKY ETAPT KoL TV TPOGPaoT
TV, Ze TEPINTOOT TVUYAiNG KOTATOoNG {NTHoTE AUESMG 10TPIKT GVUPOVAN Ko dei&Te TO POAAO
001 YLDV N} TNV ETIKETO GTOV 1ATPO.

H petpovidaloin pumopel vo mpokarécel avtidpacelg vaepevaictnciog. ATopa Le YVOOTH
vrepevarcncio otn PeTpovidalOAT, TPETEL VO ATOPELYOLV TNV ETAPT LLE TO KTNVINTPIKO
QOPUOKEVTIKO TPOIOV

[TAOvete kaAd Ta XEPLOL OO LETE TV YOPIYNOT TO®V dloKiV

Eyxvpocivn:
Epyoaompiloxég pekéteg og (da Exouvv deilel avTipaTikd amoTeAEGHOTO OGOV APOPa TIg

TEPATOYEVETIKES/ PP PLOTOEIKES EMOPATEIS TG HeTpovidaloAins. Erouévmg, n yprion avtod Tov
KTNVIOTPIKOD QOPLOKEVTIKOD TPOTOVTOG OEV GUVIGTATOL KOTE T S1APKELN TNG EYKLUOGVHVIG.

TaAovyia:
H petpovidaloin amexkpivetol 6To YOAo KOl GUVETMG 1 YPNOT 0EV GLUVICTATAL KOTH TNV YOAOLYIO.

AlMnAenidpacn pe GAAD QUPUOKEVTIKG TPOTOVTA Kol GAAEC LOPPES OAANAETIOpAOTC:

H petpovidaloin pumopel vo el 0VOGTAATIKN EMIOPACT GTNV ATOOOUNOT) GAADV QUPUAK®OY GTO NTOp,
OTMG M POVLTOIVN, 1| KVKAoGTOopivn Kal 1 Bappapiv.

H owetidivn propei vo, LetdoEL ToV NTATIKO HETOPOMGSUO TNG UETPOVIOALOANG LE OTOTELEG LA
avénuévn cuykévipmon PeTpovidaloing 6Tov opo.

H poawvofappitain propei va avé&noet tov Nrotikd PETOPOAGUO TG LETPOVISALOANG e ATOTELEGHA
T HEloT TNG GLYKEVTP®ONG TNG HETPOVISALOANG GTOV 0pO.

Ynepdoooroyia:

Ot avemBOunTeg evépyeleg eivar mo mhavo vo cupPovv o€ 00G¢€lg Ko didpketo Bepoameiog Tov
vrepPaivel To cuviotouevo Bepamevtino oyxnua. Edv epeoviotodv vevporoyikd CUUTTOUATO, 1
Oepaneio Oo mpénet va dtakomel kot 0 acbevig Bo Tpémel vor avTILETOMILETOL CUUTTOUATIKA.

7. Avem@opunrta copfavro

2K0OAOL Kot YOTEG:

Mol omdvia Nevpoloyikd GUUTTOUT

(<1 Lo / 10.000 vro Oepameia {ha,
GUUTEPIAOUPAVOLEVDY TOV
LELOVOUEV®V OVOPOPDV):

Mn kabopiopévn cuyvoTnTa "Epetog
(dev pmopet vo, ektiun0el pe Paomn ta Hratoto&wdtnra

Sdnbéoipa dedopévar): Ovdeteponevic

H avaeopd avemiBountov coupdviov sivor onuavtikn. Extpénet mn cvveyn mapakorohonen g
aoQAAELOG EVOC TPOidvToC. Edv mopatnprioete omolodnmote avemiBountn evépyela, aKOMo Kot oV dgv
OVOQEPETAL OTO EGOKAEITTO GUAAO 0ONYIDV YPNOTNG 1 AUPPAALETE Y10 TNV OMOTEAEGLATIKOTITO TOV
QOPUAKOV, TOPUKAAEICOE VO EMKOIVOVIOETE, KOTAPYAGS, LE TOV KTNViaTpd cac. Mropeite emiong va
OVOQEPETE OTOLUONTOTE AVETBOUNTU GUUPAVTA GTOV KATOYO TNG AOELIG KUKAOPOPIaG <1 GTOV TOTIKS
OVTITPOGMOTO TOV KOTOYOL TNG AOEL0G KUKAOPOPING™> YPNOULOTOLDVTOC TO GTOLXELD ETIKOIVOVING GTO
TEAOG ALTOV TOL PVALOL OINYIDV YPNONG, 1 LEG® TOL EBVIKOD GG CLGTHUATOC OVOPOPAG:

EAlLada

EBvikdc Opyavioudg Gapudxmv
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Meooyeimv 284

GR-15562 Xolapyog, Adnmva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
Iototomog: http://www.eof.gr

8. Aocoloyia yio ka0 €id0g, TPOTOS KoL 0001 Yoprynong

A6 Tov GTONLATOG XOPNYT|ON.

H ocvvietdpevn d6on eivar 50 mg petpovidaloAng avd Kihd copatikov Bépouvs nuepnoimg, enl 5-7
NUEPES.

H npepnowa d6om etvon Tpotipdtepo va dtonpeitan o€ 600 160T00EG SOGELS, Yo Yop1yNon 000 Popég
v Nuépa (dnAadn 25mg/Kihd copatikov Papovs nuepnoing dVo Popég TNV NUEPQ).

ApOpdg dwokiov Tov S00mg
Xopotiko papog (kg) Av0 @opéc Ty nuépa Mia @opd Tqv nuépa

2,5 KiAG - Vi
5 KIAd Va iz
10 KIAG Y 1
15 kiAd ¥ 1%
20 KiAd 1 2
25 Kihd 1% 2%
30 xiAd 1% 3
35 ki 1% 3%
40 KiAd 2 4

9. Oonyieg Yo T 66T Lop1yNon

INoa va e&acpoiiotei 1 cmoTH d0G0A0YiN, TO COUOTIKO BApog Tpémet Vo, LITOAOYILETOL e TN PEYLOTY
dvvarn akpipeta.

Ta diokia pmopovv va ywpisbovv o 2 ) 4 ica tepdylo, dote va e§acPaliodel n akpiPpng 60om).
TomobethoTE T0O J10KI0 GE EMIMESN EMPAVELQ, LE TN YUPOYUEVT TAEVPA TTPOG T TAV KO TNV KVPTN
(oTpoyyvAepévn) TAEVPA CTPOUUEVT] TPOG TNV ETLPAVELQ.

Micd: mEGTE TPOG T KATM HLE TOVG OVTIXEPES GOG KOl OTIG 600 TAEVPES TOV O1oKiov.
Tétapta: TEGTE TPOG TO. KAT® LLE TOV OVTIYEPA OO GTN LECT) TOV J10KI0V.
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10. Xpévor avapoviig
Agv 1oy0et
11. EIAIKEX XYNOHKEZX AIATHPHXHX

Na pvidooetar og Béon, v onoia dev PAETOLV Kot dev Tpooeyyilovv Ta Tadid.

AVTO TO KITNVIOTPIKO PUPUAKEVTIKO TTPOTIOV dev amartel 101kéEG cuvOnkeg pLAaSNG. Eravatorofetiote
OTO10ONTOTE JLAPEPEVO O10KI0 GTN GLOKELAGIO KVWEANG.

Mnv yproponoteite 0O TO KINVIATPIKO QOPUAKEVTIKO TPOTOV UETE TO TEPAS TNG NUEPOUN VIS
AMEne, n omoia avaeépetat eni g etikétag EXP. H nuepopnvio AnéEng avaeépetor oty tedevtaia
NUEPQ TOV TPEXOVTOG UNVOC.

Avdpxela {ong HeTd TO TPAOTO AVolypHa TOL AUEGOL TTePLEKT: 30 unveg

Avdprkero Long Tov dropepévev diokiov: 3 nuépeg

12. Ewwég Tpo@uragels amdppryng

Ta eapuake dev TPETEL VO ATOPPITTOVTOL LEGH TOV AVUATOV 1 TOV OIKIOKOV AmofANTOV.
XPpNOHOTOUOTE TPOYPAULOTO ETGTPOPNG PUPUAKMVY Y10 TV ATOPPLYT U1 YPTOLUOTOINOEVT®OY
KTNVIITPIKOV QOPLUKEVTIKAOV TPOIOVIMV 1] GAA®V DAIKGV TOV TPOEPYOVTAL OO TN XPTOT| TOVG
GOLPOVA LLE TIC TOTIKEG OTOLTIOELG KO LLE TVYOV 1oyvovTa g0vikd cuathpata cuALloyhg. Ta pétpa
OUTA OTOGKOTOVY GTNV TPOGTAGIN TOV TEPPAAAOVTOC,.

YvpPovievteite TOV KTNVIOTPO 1) TOV GAPUAKOTOLO GG Y10 TOV TPOTO ATOPPIYNG TOV
YAPNOWOTONOEVTOV PAPUAK®YV.

13. Toa&vopunon TV KTNVIWTPIKAY QUPRIKEVTIKAOV TPOIOVTOV
Noa yopnyeitonr LOVOV Le KTNVIOTPIKT GLVTAYT.
14. ApwOpoi Go€10c KUKLOPOPIOG KOL GVGKEVUGIES

73689/02-08-2021/K-0245002

Meyébn cvokevaciog:
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Xaptwvo kovuti pe 20 dokia (2 koyéreg tov 10 diokiov)
Xaptwvo kovuti pe 100 dwokia (10 koyéreg tv 10 diokiov)
Xaptvo kovuti pe 250 diokia (25 koyéreg tv 10 diokiov)
Evdéyetar va unv kukAo@opovv OAEC 01 GUGKELUGTIES

15. Hpepopnvia televtaiog avade@pnong Tov GUALOV 00NYIAV YPNGNG

07/2025

Aemtopepeic TANPoPopieg Yio TO eV AOY® KTNVIOTPIKO QUPHOKEVTIKO TPoiov gival dabéoieg ot
Baon dedopévav g EE yia ta ktnviatpucd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. ZXroyeio emKowvoviag

Kdrtoyoc g ddsiog kKukAopopiag:
Vet-Agro Multi-Trade Company Sp. z o.0.
Gliniana 32, 20-616 Lublin,

Poland

Tapockevaotic veevbovvoc yio tnv arelevfépmon TV TOPTIOWV:
Lelypharma B.V.

Zuiveringweg 42

8243 PZ Lelystad

The Netherlands

2TOLYEI0 EMKOWVOVIOG Y10 TNV 0vapopd THoVOAOYOVUEVOV AVETLHOUNT®V EVEPYELDV:
PHARMAQUA A.E.

A Zorwpov 28, 144 51 Metapdppwon,

Abnva, EALGSO

E-mail: pharmacovigilance@pharmaqua.gr

Tel: (+30) 2102811282, (+30) 2102826678, (+30) 6980675395

I omo1ecdNTOTE TANPOPOPIEG GYETIKA LE TO TAPOV KTNVIOTPIKO PUPLOKEVTIKO TPOIOV, TAPUKOAODLLE
EMKOVOVIOTE LLE TOV TOMIKO OVTITPOGMOTO TOV KATOYOL THG AOEL0G KUKAOPOPTIOG.

17. Alleg minpogopieg
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