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OYAAO OAHT'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
Fatrobendan 1,25 mg, pacoueva diokia yio okdOAovg
Fatrobendan 5 mg, pocopeva diokia yioo GKOAOVG

Fatrobendan 10 mg, pacopeva diokia yio okOAoVg

2. 2ovleon

Kabe diokio mepiéyet:

Fatrobendan 1,25 mg:
Apaotikd cvotatikd: pimobendan 1,25 mg

Fatrobendan 5 mg:
Apaotikd cuotatikd: pimobendan 5 mg

Fatrobendan 10 mg:
Apaotikd cvotatikd: pimobendan 10 mg

Tetplymvo 016Ki0 avoLyTov KapE XPOUATOG LE dV0 eyXopaels Yo diaipeon og dVo 1 Téccepa ioa
HEPN.

3. Eion {owv

YivAoL.

4. OepoamevTiKEg EvOEi&elg

To ktvViaTpkd QUPUOKEVLTIKO TPOTOV evoeikvutal yio T Oepomeio. TG GUUPOPNTIKNG KOPIIOKNC
OVETAPKELOG TOL GKOAOL 1] OTO10L TPOEPYETOL OO SATATIKY Lvokapdtomddeia 1 PalPidikn averdpreln
(ToAvdpoOUNoN TPOEBOVG Ko/ TpryAdyvng Poipidag).

5. Avtevoeigeag

Noa unv ypnoionoteital 6€ mepinTmon vrepevalcinciag 6To dPASTIKO GUOTOTIKO | GE KATOL0 EKOYOL.
Na unv ypnoomoteitol 1 THOPEVIAVT GE VIEPTPOPIKT LLOKOPII0TTAOEL 1| O TOONGELS OTIG OTOiEG
dev umopel va Pertiwbei n kapdiokn Tapoy AOY® AEITOVPYIK®V 1] AVOTOUK®OV oLTiOV (TT.). GE 0OPTIKY
oTéVOoN).

Kabmg n mpofevdavn petaforiletor koping oto fmap, dev Bo mpénet va ypnoylomoteitol 6€ GKOAOLS
pe coPapn PAEPN tng nratikig Aettovpyiag (PAéme emiong v mopdypapo «E1dikég Tpoeldonomceis»).

6. Ewdkéc mpogridomonoels

Ewikéc mpostdomoncelc:
Kopia.

ISwaitepec TPoPLAGEELC Y10 TNV ao@OAR ¥prion ota £idn Lhwv:

H mopakoiovOnon g koapdlakng Asttovpyiag kol popeoloyiag cvvietdral oe {ma mov yopnyeitol
mpofevddvn (PAéne emiong Ty Topdypaeo “Avemfdunta coppavta’).

Noa ypnoylomoteital Pe TPOGOYN GE EMANTTIKOVG GKDAOVG.




Ta dwokia TepEyovv evioyuTikd Yevons. I'la v amopuyn Tuyaicg Katdmoongs, amodnkedote ta dioKio
pokpld omd onueio mov mpooeyyilovv ta {da.

ISwaitepec Tpo@LAGEEIC TOV Tpémet va Aapfdvovtol and To GTOopo TOL YOPNYEL TO KINVIATPIKO
QopuokeLTIKd TPoidv oe {da

Atopa pe yvoot vrepgvorsncio oty mpoPevodvn 1 og KATO0 amd To KO0 TPETEL VO, OTOPEVYOLV
TNV EMOEN HE TO KTNVIATPIKO QOPLAKEVTIKO TPOTOV.

I"a va amoguyete TNV TUYOi0 KOTATOGT, KUPIMG 0o TOUdLY, TO, PN YPNCULOTOLNUEVA LEPT] TOV d1oKIOV
Ba mpénetl va TomoBeTobvTon 0TV KLWEAN Kot TO KOUTL Kot va. SloTnpeital TPOGEKTIKA LOKPLOL OO TaL
a1, Ta pepikdg ypnoyomomuéva diokia Oa TPETEL va yopnyouVTOL GE EMOUEVT OOOT).

e mepintoon wov Katd AdBog vrapéel katdmoon, vo avalnToeTte apécmg Tpiky Ponbdeia Kot va
emdeiEete oTOV 10TPO TO ECOKAEIGTO QUAAO OdNYIDV ¥PNGEDS N TNV ETIKETA TOV QOPUOKEVTIKOV
TPOIOVTOC.

[TAvvete kaAd Ta y€pLo oG LETA TN YPNON.

XoppovAn mpog Tov wTpd: M TuYeic KoTdmoon, Kupimg and éva moudi, pmopel vor odnynoel otnv
TPOKANON Toyvkopdiang, opBocTaTiKnG LTOTACNC, EPLONLATOS GTO TPOGOTO Kol TOVOKEPUAMV.

Eyxvpocvvn ko yodovyia:

Amd TG epyootnplokég HEAETEG OE  APOLPOIOLE Kol KOLVEMA dev dwmotdbnkov evoeilelg
TEpATOYEVESTG 1 EUPpLoTOEIKOTTAC. Q20TOGO, 0L HEAETEG OVTEG TTapovsiacoy evoeilelg To&kdtTTag
670 £yKvo (MO ka1 To EUPPLOo o€ VYNAEC 0OGELG, Kal £0e1&av EMIoNC OTL 1) TOPEVIAVT OTEKKPIVETOL GTO
Yoo, H acedielon tov KmmviaTpikod (opLOKELTIKOD TPoidvtog Oev €xel extiunbel oe €ykveg 1
Onialovoeg okvlec. No yopnyeitar UOVOV GOUPOVO, UE TNV EKTIUNGN OQEAOLC-KIVODLVOL OO TOV
vrevduvo KTnvioTpo.

AlnAenidpaon pe GAAL QOPLOKEVTIKY TPOTOVTA Kol AAAES HOPOES aAANAETIOpaoNC:

2e QupUOKOAOYIKEG HEAETEG Ogv apaTnpNONKeE AAANAETIOPOOT] AVAUESH GTNV KOPALHKN YAVKOGION
oTpoPavlivn kai tnv TuoPevodavn.

H avénon oty Kopdloki cuoTacTiKOTNTA Tov oeileTor oty muofevodvn meplopiletarl amd Tovg
avTOyOVIoTEG aoPeotiov Pepamaptiin kat SIATIo EUN Kol amd TOV B-avTOy®VIGTH TPOTPAVOLOAT.

Yrepdocoroyia:

Ye mepintoon vrepdocoroyiag, pmopel va ekdnAwdel Betkn ypovotpdnog dpdon, Euetog, amddeia,
ata&io, Kapdiakd ehonua 1§ vIoOTACN.

Xy mepintoon avth, 1 docoroyia Bo mpémel vo perdveTon Kot vo apyilel yopnynon KoTtdAANANG
CUUTTOUATIKAG Ay®YNS. Xe mapatetopévn ékfeon (6 pivesg) vyimv okvAwv euAng beagle og d6om 3 kat
5 @opéc mMOV® amd TNV TPOTEWVOUEVY, TapotnPeNOnkay wayvven g UItpogdove Paifidoc kot
VIEPTPOPIOG APIOTEPNC KOWAIOG 08 OPIoUEVOVG GKOAOVE. Ot LETOPOAEC OVTEG EIVOL PUPUOKOOVVOUIKNC
TPOEAEVOTG.

Kbpiec acvupototnes:
Agv 1oy0¢et.

7. AvemOopunta coppavra

Yxorou

S évia Avénuévog kopdraxog puOudc*t?,
’ ’ ) | 'Epetod?, Aipporar,
(1 €06 10 Cda/ 10.000 vmd Bepaneion | Avopetio (amdAeia dpeEnc), Andapyod,

Gha): Awtapayn g kapdraxng Porfidac’.

[ToA0 omdvia [Metéyieg Prevvoyovav (VTTOSEIKVDOVY UTOYPMUATIGIO TOV
PAevvoyovouv Adym arpoppayiog)®, Alpoppayio SEPUOTOC

<1 {do / 10.000 vo to Ca
(<1 oo/ vro Bepamneia (do, (omoBopa).

CLUUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):




*fmio O€TIKN YPOVOTPOTOG dpacT).

P o1 emmtddoElg awTég eivar 50c0eEapTOUEVES KOl LITOPOVV VOl 0mo@evydodv LetdvovTag T doom.

T TAPOSIK.

3 gxer mapatnpndei pio adEnon oy maAvSpodpmon g ptpoetdong PaAPidag katd T Siépkreia ypdviag xopNynong
mpoPevddvng og okOAOLVG e BN oM TG HITpoeldovg PaArPidac.

£ QLTA TO. GUUTTMOUOTO TNG EMOPACTG TV TPDTOYEV ALLOCTACT] TOPEPYOVTAL LLE TH OLOKOTN TG Ay ®YNG.

H avagopd avemBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon g
acParelag evog Tpoidvtoc. Edv mapatnproete onoladmote avemBountr eVEPYEL, KOO KOl OV OV
OVOPEPETOAL GTO EGMOKAEITTO PUAAO 0ONYLDV ¥PNoNG 1 AUPPAALETE Y10 TNV OMOTEAECUATIKOTITO TOV
oapudxov, mopakaAeicle va emikovovioete, Katapyds, He Tov ktnviatpd coc. Mropeite eniong va
AVOQEPETE OTOLAONTOTE AvEMBVOUNTA GLUPAVTA GTOV KATOYO TNG GdEng KukAoPopiag 1| 6TOV TOTKO
AVTITPOGMOTO TOL KOTOYOV TNG GOE0G KUKAOPOPING YPNOYLOTOIDOVTIOG TO, GTOLKEIN EXKOWVOVING GTO
TEAOG OTOV TOV PVALOL 0OMYLDV YPNONG, N LECH TOL EOVIKOD GOG GLGTILLUTOC OVAPOPAG:

EAlrGoo

EBvikdg Opyaviopog @apudkmv

Meocoyeiov 284

GR-15562 XoAlapyog, ABnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iotétomog: http://www.eof.gr

8. Aocoloyia Yo kKG0g €i00g, TPOTOS KAl 0001 Yopnynong

I'a yopiynon amd 1o oo,

Mnyv vrepPaivete tn cuvieTOUEVN dOGOAOYIC.

Mo ™ dweediion ¢ opbng docoroyiag, T0 couatikd Pdpog mpénel va Tpocdiopiletal pe 660 10
duvatov peyaAdvtepn axpifeto.

To KTNVIOTPIKO PAPUAKEVTIKO TPOIOV TPEMEL VAL YOPNYELTAL OO TO GTOUA GTO 00GOA0YIKO €0pog 0,2 Mg
¢m¢ 0,6 mg mpoPfevddvnc/kg copoatikod Bapovg ava nuépa. H cuvictduevn nuepnota d6om sivar 0,5
mg/kg o.B., dtapoduevo oe dVo nuepHoteg yopnynoelg (n kabe pio amd 0,25 mg/kg o.p.): n won ddon
T0 TP®1 KoL VITOAOUT (ot} 06on mepimov 12 dpeg apyodTepa.

Kd&0e 060m mpémet va, yopnyeital mepinov 1 dpo Tpv 0 yopnynoen tpoeng.

Mo vo e€aopaiiotel n akplPfg 006N GUUPOVE UE TO COUATIKO BAPOC, TO LACMOUEVO J1oKI0 UTOPEL va
Slopeiton Kotd PnKog TG YPOUUNG EYXApaENG.

Mo v opBn yoprynom, TPOTEIVETAL TO TAPAKAT® SOGOAOYIKO Gy LLOL:

A6on katd mpocéyyion yw emavoiapfovopevny yopiynon to mPpoi Ko To Ppaov pe v
nopélevon 12 opdv, ov avristoyel mepinmov og 0,25 mg mpofevodvng/kg o.p.

Bépog Tov
{oov 1 2 4 5 10 15 20 25 30 35 40 | 50 60

(kg)
Awokia

Fatrobendan | % ) Y 1 2
1,25 mg

AwoKia
Fatrobendan Vi Y Y 1 |[1+% [1+% |1+3%]| 2
5mg

Awokia
Fatrobendan Ya ) Y 1 |1+%1+%
10 mg




To xVIATPIKO QUPUAKEVTIKO TPOIOV UTOpel vo ouvdvaoTel Ue avTOOLPNTIKY aywyn (..
(POVPOGEUION).

9. Odnyiec Yo T 6@t Lop1yNon

B\éne mopdypapo «Aocoroyia yia kKaBe gidoc, TpdmOg Kl 0501 YopryNoNng».

TomoBetnote miow oV KVWEAN KaBe drapepévo diokio. Ta daupepéva diokio TPEmEL VoL Yop1yoHVTaL
oV emoduevn yopnynon. Kabe dopepévo d10kio mov amopével PETA TNV TEAELTALN YOPTYNOT TOV
KINVIOTPIKOY QUPUOKEVTIKOV TPOTOVTOg Ba TPEMEL va amoppinTeTal.

10. Xpévor avapoviig
Agv 1oy0et.
11. EIAIKEX YYNOHKEX AIATHPHXHX

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv ta mandid.

To papuakevTikd ovtd TPOidv dev amartel Waitepeg cuvonKeg Beppoxpaciog yia tn eOAAEN TOV.
Noa pun xpnoionoteital avtd To0 KTNVINTPIKO QOPUOKEVTIKO TPoldV UeTd TV nuepopunvio Anéng mwov
avaypaeeTal 6To Kouti Kot otnv Koyéin petd to Exp. H nuepounvia AM&ewc copmintet pe tnv
TEAEVTOIO NUEPO TOL GUYKEKPIUEVOD LNV

12.  Ewwkég Tpo@uraéerg amoppryng
Ta @dpuoKo dev TPETEL VL OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

XPNGIUOTOGTE TPOYPALLATO EXLGTPOPNS POPUAK®V Y10 TV OTOPPLYT| U1 XPTOLULOTOBEVTMV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG ATOITNOELG KOt Ue TUYOV 1oybovta ebvikd cvotiuate cviloyng. Ta pétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Svpupovievbeite Tov kTNViaTpd GOG 1 TOV PUPUOKOTOLO GOG Y10, TOV TPOTO AIOPPIYNC TOV
YPNOILOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KITNVIOTPIKOV QUPLIKEVTIKOV TPOIOVI®V
Noa yopryeital LOvVov e KTNVIOTPIKT GLVTAYT].

14. Ap1Opoi G105 KUKAOQPOPIOS KU GVGKEVUGIEG

Meyébn cvokevaociog:

Fatrobendan 1,25 mg

Xdaptvo xovuti pe 1 blister tov 10 dioxiov (10 diokia)
Xaptvo kovrti pe 5 blisters twv 10 diokiov (50 diokia)
Xaptvo kovti pe 10 blisters tov 10 dwokicov (100 diokic)

Fatrobendan 5 mg

Xaptvo kovrti pe 1 blister twv 10 diokiov (10 diokia)
Xdaptvo xovuti pe 5 blisters tov 10 diokiov (50 diokia)
Xaptvo xovti pe 10 blisters twv 10 diokiov (100 diokia)

Fatrobendan 10 mg

Xaptvo xovuti pe 1 blister tov 10 diokiov (10 diokia)
Xaptvo kovti pe 5 blisters twv 10 diokiov (50 diokia)
Xaptvo kovti pe 10 blisters tov 10 dwokiov (100 diokie)
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Mmropei va pnv KuKAOQOpoLV OLEG 0L GUGKEVAGIES.

15. Hpepopnvia televtaiog avade®dpnong Tov QUALOV 00NYLOV YP1oNG

Agntopepeic TANPoQopieg Yo 10 v AOY® KTNVIATPIKO QOPUAKEVTIKO TPoidv eivan dtBéoiues o
Baomn dedopévmv e EE yia o ktviatpikd tpoidvta Union Product Database
(https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviag

Kdatoyog the ddstog KukAoQOopiog Kol TapaoKELAGTNC VITELOVVOC Y10 THV OTTOOECUELCT) TOV TOPTIOMV:

FATRO S.p.A.
Via Emilia, 285
40064 Ozzano dell’Emilia (Bologna), Italio.

Tomkol ovIIITPOGMTOL KOl GTOLYEIN EMKOVMOVIAC Y10, TNV avVoopd ThavorloyouUeEVaY avemOOuNTmV
EVEPYELDV:

FATRO HELLAS M.EIIE.

20 Y. Howoviog-Zndrov

IToavia 190 02

AOHNA-EAAAAA

TnA.: (+30) 2106644331

INo omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOiOV, TapaKoieiche
va omevfuvheite GTOV TOTIKO AVTITPOGMTTO TOV KATOYOL TNG AOEIG KUKAOPOPING.



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

