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1. OVopaGia TOU KTNVIATPIKOU YAPHAKEUTIKOU TTPOIOVTOG
Fatrobendan 1,25 mg, pacwpeva Siokia yia okUAoug
Fatrobendan 5 mg, paowpeva dlokia yia okOAoug
Fatrobendan 10 mg, pacwpeva diokia yia okvAoug

~ 2.X0veeon

KaBe diokio mepiéyet:

Fatrobendan 1,25 mg:

ApaoTikd ouotatiko: pimobendan 1,25 mg
Fatrobendan 5 mg:

ApaoTikd ouoTatiko: pimobendan 5 mg
Fatrobendan 10 mg:

ApaoTikd ouotatiko: pimobendan 10 mg

Tetpdywvo OlOKiO avoIXTOU KaQE Ypwuatog ue Suo
eyyapagelc yla Saipeon og 8Uo 1 Téooepa ioa pén.

3. Eidn {wwv - IxONoL.

4, OgpamevuTikéq evdeifelg

To KTNVIOTPIKO QOPUOKEUTIKO TPoiov evdeikvutal yia TN
Bepameia TG GUPEOPNTIKAC KAPSIOKNAG avemdpKelag Tou
oKUAou n omoia mpogpyeTal amd diatatiki puokapdiondadela
1 BarBidikr avemdpkela (mahivdpdunon pitpoeidoug kai/n
TPtyAwyvng BarBidag).

5. Avtevdeieig

Na pnv xpnotpomoteital o€ mepimtwon umepeuaiobnaiag oo
SpaoTikO oUCTATIKG 1 O€ KAola ékSoxal.

Na pnv xpnotpomoleital n muoBevddvn o€ UMEPTPOPIKY
puokapdlomabela i o mabroel oTic omoie¢ dev umopei
va Beltiwbel n kapdakn mapoxn Aoyw AerToupykwv f
QVOTOUIKWY artiwv (my. oe aopTikiy otévwon). Kabwg n
muoPevddavn petaBohietal kuping oo Amap, Sev Ba mpémel
va xpnolgoroteital oe okuhoug pe ooPapf PAABN Tng
nmatikig Aerroupyiag (BAéme emiong v mapdypago «Eidikeg
TIPOEIOOTIOINTEIGY).

6. Eid1kég mposidomoinoeig

Eidikég mpoeidomoiaeic: Kalia.

I8waitepeg mpouagel yia v acpahi xprion ota €idn
{wwv:

H mapakohouBnon ¢ Kapdlakig Aettoupyiag  Kat
pop@ooyiag cuvioTatal o€ {wa mou yopnyeitat muopevdavn
(BAéme emiong tv mapdypago “AvemOupnTa cuppdvta’). Na
XPNolomolEiTal e mPoooyr € emANTTIKoUE okuAoug. Ta
SloKia EPIEXOUV EVIOXUTIKO YeUONG. ol TNV amo@uyn Tuxaiag
Katdmoong, amoBnkeuaTe Ta Slokia HakpId amd onpeio mou
npooeyyilouv ta {wa.

181aitepeg mpoulagelg mou mpémel va AapBdvovral amd To
GTOLIO TIOU XOPNYEI TO KTVIATPIKO YAPUAKEVTIKO TTPOIOV O€
{wa: Atopa pe yvwoTr unepeuaiodnaia otny mpoPevdavn i
0€ KAmolo amd Ta éKOoYa PEMEL Va amoPEDYOUY TV EMAQH HE
TO KTNVIATPIKO GAPMAKEUTIKO TIPOTOv. Ma va amo@UyeTe TV
Tuxaia katamoon, Kupiwg omd maidid, Ta un xpnotpomoinpéva
pépn Tou Siokiou Ba mpémel va TomoBeTouvTal 0TV KUYEAN
Kat To KouTi Kal va Slatnpeital MPOoEKTIKA HaKpld amd ta
naidid. Ta PePIKWG Xpnotpomoinuéva Siokia Ba mpémel va
Xopnyouvtat o emdpevn §6an. Le mepimtwon mou kata AaBog
undpéet katamoon, va avadnTioete apéowg laTpikr BonBela
Kat va emoei€ete 0Tov 1aTPO T0 EGWKAEITTO YUANO 08Nyl
XPNOEWG N TNV ETIKETA TOU QUPUOKEUTIKOU TPOIdVTOC,
M\Uvete KaAa Ta xépla oag PETd T Xprion. ZUMPBOUN TPog
Tov aTpd: N TUXaia Katdmoon), Kupiwg amo éva maidi, pmopei
va odnynoel oty mpokAnon Tayxukapdiag, opBoaTtatikig
undtaong, pubrpaTog 0To MPACWO KAl TOVOKEPAAWV.
Eykupoouvn kat yahouyia: Amd TIC epyactnplakég HENETES
o€ apoupaiou kat Kouvéhia Sev Slamotwbnkav evdeifelg
Tepatoyéveons 1 euPpuotolikdttac. Qotdoo, ol PeNETEC
autég mapousiacav evoeiel To€ikoTTAG 01O €ykuo (Wo
Kat 10 €uPpuo oe uPnAég ddoelg, kal deiav emiong ot
n muoBevdavn amekkpivetal 010 yoha. H acgdeia Tou
KTNVIOTPIKOU QAPUOKEUTIKOU TTPOIOVTOC Oev €xel EKTIUNOEL o€
ykueg 1 OnAdlouoeg okuhec. Na yopnyeital Hovov oup@wva
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1,25mg / 5mg / 10 mg /{ / \gﬂx

uacwueva blokia yia okUAoug

ME TNV eKTiNoNn o@éhouc-kivdlvou amd Tov umelBuvo =

Ktnviatpo.

AMnAenipaon pe dAa @apHAKEUTIKA TTPOIOVTa Kal AANEG
pop@éc aln)emibpaong: Te @apuakohoyikég peréteg Gev
napatpndnke aMnAemidpaon avdueoa otnv Kapdiakn
YAuKoaidn otpogavivn kat v mpoPevdavn. H avénon oy
kapdiakr ouomaoTIKOTNTA TTou o@eileTal otV TipoBevdvn
meplopiCETal amd Toug avVTaywvIoTEG aoBeaTiou Bepamapin
kat SINTladépn Kal armoé Tov B-avTaywvioT TPOTTPAVONOAN.
Ynepdooohoyia: e mepimtwon unepdooohoyiag, pmopei
va ekdnAwbBei BeTIkn xpovotpomog dpdon, épetog, andbela,
atagia, kapdiakd eUonua 1y umdtacn. LTy MEPIMTWON QUTH,
n 6ocoloyia Ba mpémel va pelwvetal kat va apyiet yopriynon
KOTOMNANG  CUUTTWHATIKAG  aywynG. € TOPATETApEVN
ékBeon (6 priveq) uywv okOAwv QUAAG beagle og 6oon 3
Kal 5 GOPEG MAVW G TNV TIPOTEWVOLEVN, TapaTtnenBnKav
nayuvon ¢ pitpoetdouc  BahBibac kai  umeptpopiag
aploTepric Kolkiag o€ oplopévoug okuloug. Ot petafolég
QUTEC Eval QaPHAKOSUVALIKAS TIPOENEUONG.

Kopieg aoupParotnteg: Aev IOXUEL

7. AvemBupnta guppavra

YkONot:

Imavia Augnuévog kapdlakdg pubpocs,

(1 éw¢ 10 {wa / 10.000 und Epetodt, Agppotar,

Bepaneia {wa): Avopetia (amwheta 6pegnc), Abapyoc!,
Awatapay e kapdiakric BarBidac’.

MoA0 omdvia Netéyleq PAevvoyovwv (umodekvoouv

(<1 {wo / 10.000 umd Bepameia | amoypwUATIOUO Tou BAevvoyovou Aoyw

{wa, oupmepihapavopéviwy | aipoppayiac)?, Aipoppayia Séppatog

TWV HEPOVWHEVWV aVapopwY): | (umodopla):.

°fima BeTikr xpovotpdmog pdon.

? o1 emmTRIOEIC AUTEC Eival 5000EEAPTMIEVES KAl UIOPOLV va
amogeuyBouv pelwvovtag T doon.

Yapodikn.

& ¢yel mapatnenOei pia avénon oty maAwvdpdunon g
pitpogldoug PaABidag katd ™ Sidpkela xpoviag Xoprynong
mpofBevédvng o€ okUAoUC pe mABnOn TG WITPOEIdOUG
BoApBidac.

£ QUTA Ta CUUTTWMATA TNG EMBPACNG OTNV TIPWTOYEVN
QIUOCTACN TaPEPKOVTAL HE TN SlakomH TG aywyRE.

H  avagopd  avemBuuntwv  oupfdviwv  eivat
onuavtiky.  Emtpémel ™ ouvexy  mapakohoubnon
™MC aoedlelag evoc mpoidvtoc. Edv  mapatnproete
onoladnmote  avembUUNTN €vépyela, akopa Kal av Oev
QVOQEPETAL  OTO  €OWKAEOTO  GUNO  odnylwv  Xprong
N AUQIBANETE yia TV AMOTEAEGUATIKOTNTA TOU PaPHAKOU,
mapakaeioDe va eMKOVWVATETE, KATAPXAC, WE TOV KTNviatpd
oag¢. Mmopeite emiong va avagépete omoladnmote avembupnTa
oupBavta otov Kkatoxo TG Adelag Kukhogopiag 1 oTov
TOMIKO QVTITPOOWMO TOU KATOXoU NG adelag kukhogopiag
XPNOILOTOIWVTAS Ta OTOIXEID EMKOWVWVIAE 0TO TENOC aUTOU
Tou GUNoU obnylv xprong N péow Ttou €BvikoU oag
OUOTANATOG AVaPopPdc:

EN\ada

EBvikog Opyaviopog Oappdkwv

Meooyeiwv 284 GR-15562, Xohapyoc,

Abrva

TnA: + 3021 32040213

e-mail: vetpharmacovigilance@eof.gr

lototomoc: http://www.eof.gr

Kviatpikég Yrnpeoieg
417, Neukwoia, Kompog
http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aogoloyia yia kdbe idog, Tpomog kat odoi Yopriynang
lNa xopriynon amd 1o otopa.

Mnv umepBaiveTe TN ouvioTwuEVn Sogoloyia.

MNatn Slaopdhion g 0pdrc Gocoloyiag, To owpaTikd Bdpog
mpénel va mpoadlopiletal pe 600 To Suvatdv peyaAuTePn
akpifeta.




To KTNVIATPIKO GAPHAKEUTIKO TIPOIGV TIPEMEL VA XopnyeiTal
amd 1o oTopa 010 SoooMoyIKG €Upo¢ 0,2 mg €wg 0,6
mg muoPevdavnc/kg owpatikol Pdpoug avd nuépa.
H ouviotwpevn nuepnoa Sdon eivat 05 mg/kg of,
Siaipoupevo oe G00 nueProle XopnynoelS (n kaBe pia amd
0,25 mg/kg o.8.): n wior ddon 1o mpwi Kat umdlotm pion
Sdon mepimou 12 wpeg apyoTepa.

KaBe Sdon mpémet va xopnyeital mepimou 1 wpa mpw
xopriynon Tpognc.

Nava e€ao@alioTei n akpiBric 56on cUHPWVA LE TO CWHATIKO
Bapog, To pacwpievo diokio pmopei va Slaipeital Katd PrKog
G YPapHNG eyxapadng.

Ma v opbri xoprynon, TPOTEVETAL TO MAPAKATW
Socoloyikd oxrua:

Adon Katd mpoogyyian yia emavahappavopevn xopaynan to
Mpwi Kot 1o Bpadu pe T mapéhevan 12 wpwv, TOU AVTIGTOIYEI
nepinov o€ 0,25 mg mpoBevdavne/kg o.p.
. Awokia Diokia Diokia
%g)pozq(;;;’ Fatrobendan | Fatrobendan | Fatrobendan
1,25mg 5mg 10mg
1 %
2 %
4 %
5 1 A
10 2 % %
15 %
20 1 17}
25 1+ %
30 1+% %
35 1+%
40 2 1
50 T+%
60 1+%

To KTNVIOTPIKO PAPHAKEUTIKO TIPOIOV UMOpEi va ouvSuaoTEi
pE avTISIoUPNTIKK aywyn (TLX. POUPOCEUION).

9. 08nyieg y1a Ty 6waTH Xopynon

B\éme mapdypago «Aocoloyia yia kdbe €ibog, Tpomog Kat
odoi yoprynong.

TomoBetiote miow oty KUPEAn kdBe Siaipepévo Slokio.
Ta Sicupepéva diokia mpémel va xopnyoUuvTal 6T NdUEVN
xopriynon. Kabe diaipepévo Slokio mou amopével petd v
TENEUTAIOL OPAYNON TOU  KTNVIATPIKOU ~ (PAPHAKEUTIKOU
TIPOI6VTOC Ba PEMeL va amoppimTeTal,

10. Xpovol avapovig
Aev 10x0¢L.

11. EIAIKEZ XYNOHKEZ AIATHPHIHX

Na guhdocoetal og Béon, v omoia dev PAémouv Kat ev
npooeyyilouv Ta maidid.

To QAPUAKEUTIKO auTd Tpoidv Sev amartei 1610iTEPEC
ouvonkec Beppokpaaiag yia tn eUAAH Tou.

Na un xpnotpomoleital autd To KTNVIATPIKO QAPUOKEUTIKO
TIPOIOV ETd TV nuepopnvia Aéng mou avaypdgetal 6To
KouTi Kal 0TV KUYENN Wetd to Exp. H nuepopnvia Méewg
OUUTITITEL JE TNV TENEUTAIA NPEPT TOU GUYKEKPIUEVOU HrVaL.

12. Eid1ké mpo@uAagelc amoppiding

Ta pdppaka dev MPEMEL VA AMOPPIMTOVTAL METW TWV AUMATWY
1} TWV OIKIOKWY amoPATwWV.

Xpnoluomolote  MPoypaupaTa  EMOTPOPNHG  PAPUAKWY
yla Ty amoppin pn XPNOILOMOINBEVTWY KTNVIATPIKWY
(QOPHUAKEVTIKWY TIPOTOVTWY 1 GAAWV UNKWV TToU TIpoépyovTal
and T Xprion TOUC CUMPWVA UE TIG TOTIIKEG OMOITAOEL KA HE
TUXOV 1oXUovTa €BVIKA ouoTrpata ouloync. Ta pétpa autd
QAmooKOMoUV 0TV POCTAGia Tou ePIBAAAOVTOC.
TupBouleubeite Tov Ktnviatpd 0ag 1 ToV GAPHAKOTOLO
00¢ Yl Tov TPOMO améppwng Twv Xpnotpomoinféviwy
QOPHAKWV.

13. Ta§vopnon Twv KTVIOTPIKWY QAPHAKEVTIKWV
TPoioVIWV
Na xopnyeital pévov e KTnVIaTpIkr ouvtayn.

14. Ap1Bpoi adelag KUKAOPopiag Kal GUOKEVATIEC
Fatrobendan 1,25 mg, paowpeva Siokia yio oKOAOUG:
ENada: 145051/12-12-2024

Kompog: CY00991V

Fatrobendan 5 mg, pacwueva Siokia yia okuAoug:
ENada: 145052/12-12-2024
Kompog: CY00992V

Fatrobendan 10 mg, paowpeva Siokia yia oKOAOUG:
ENada: 145053/12-12-2024
Kompog: CY00993V

Meyé0n ouokevaoiac:

Fatrobendan 1,25 mg

Xdptivo kouri e 1 blister Twv 10 Siokiwv (10 diokia)
Xdptivo kouri e 5 blisters Twv 10 Siokiwv (50 Siokia)
Xdptivo kouri We 10 blisters Twv 10 diokiwv (100 biokia)

Fatrobendan 5 mg

Xdptivo kouri e 1 blister Twv 10 Siokiwv (10 iokia)
Xdptvo kouri pe 5 blisters Twv 10 diokiwv (50 iokia)
Xdptivo kouri e 10 blisters Twv 10 diokiwv (100 Siokia)

Fatrobendan 10 mg

Xdptivo kouri e 1 blister Twv 10 diokiwv (10 Siokia)
Xdptivo kouri e 5 blisters Twv 10 Siokiwv (50 Siokia)
Xdptivo kouri We 10 blisters Twv 10 diokiwv (100 biokia)

Mmopei va inv KuKANo@opoUV OAEC Ol GUGKEUAGTIEC.

15. Huepopnvia tehevtaiag avabewpnong Tou UAAo
odnywv xprone

EL: 12/12/2024

CY:07/10/2024

Nemtopepeic MANPOPOPIEC yia TO &V AOyw KTNVIATPIKO
QUPHAKEUTIKO TPOTOV eival Slabéapec otn Bdon dedopévay
¢ EE yia ta ktnviatpika mpoiévta Union Product Database
(https://medicines.health.europa.eu/veterinary).

16. Ztolxeia emKowwviag

Kdtoxo¢ tn¢ ddelag KukAogopiag Kai mapacKevaotric
unevBuvog yia Ty amodéouevarn Twv mapTidwy:

FATRO S.p.A.

Via Emilia, 285 - 40064 Ozzano dell'Emilia (Bologna), ltahia.

Tomkoi avTimPAoWO! KAl OTOIX €D EMKOIVWVIAS yia TNV
avagopd mbavoloyoUpevwy avemOUUNTwWV EVEPYEIWY:
FATRO HELLAS M.EME.

20 . Mawaviag-Emétwv - Natavia 190 02
AGHNA-EANALA

Tn\.: (+30) 2106644331

Tomikoi Siavopéac Kai aTolxEla EmKoIVWVIac yia TV avapopd
m6avoloyoUpevwy avemOUUNTWY EVEQYEIWV:

N A CHANCE TRADING

Anpokpariag 60, kar. 1, 2034

YtpoPolog, Aevkwaia

Tn\ 22496992/94

0ag 22496120

Email: tuchanceltd@yahoo.gr

Ma omoladnmote mAnpogopia OXETIKA pe TO TAPOV
KTNVIOTPIKO ~ PAPHAKEUTIKO  TPOidy, mapakaheioBe  va
ameuBuvbeite 0TOV TOTIKG AVTIMPOOWTO TOU KATOXOU TNG
adelac kukhogopiag.

18.83.90.04



