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Fatrobendan’ 1,25 mg - 100 pacwpeva Siokia yla cKUAoUG
Fatrobendan® 5 mg - 100 paowpeva Siokia yla oKUAou¢
Fatrobendan’ 10 mg - 100 pacwpeva Siokia yia oKUAOUG

Xopriynon

OYAAO OAHTION XPHEHS. 1. Ovopacia Tou 0 mpoidvrog Fe 1,25 mg, uaowusvu Siokia ya UKU)\OUC Fatvobendan 5mg, uauwutvu 6|<ma yia GKU}\ouc Fatrobendan 10 mg, pacwueva yevn Sooohoyia. Ma ahon TG 0pBrig {ag, 10 owpaTIKO Papog péret va poadiopiletat pe 600 To Suvatdv akpifeta. To PapH 0 TIPOIOV TIpEmel va xopnyeital and 1o
2 6 i Siokia yia akuloug. 2. T0vBean Kabe Siokio mepiéxer: Fatrobendan 1,25 mg: ApaoTikG GUOTATIKG: pimok 25mg. F 5mg: 3 5mg.F 10 mg: quonKo oumanxo 0Topa oTo Sooooyikd elpog 0,2 mg €wg 0,6 mg myoevSavne/kg owpatikoy Bapoug avd nuépa. H ouviatwyevn nuepriota 56on eivai 0,5 mg/kg 0.8, Siaipolpevo o€ o nueprotee xopnyioeis (n kdBe pia ané 0,25 mg/kg
oonn c (0]0) n c pimobendan 10 mg. Tetpdywvo Siokio avolxTou Kapé xpwpaTo pe 500 eyxapagelc yia Siaipean oe 5o 1 msauspa ioa pépn. 3. Eidn (wwv qu)\m 4.0¢p éc evdeiCeic To 0 papp poiév a..):n por) 660 To mpwi kat urtehoirn pior; 560n mepimou 12 wpeg apyotepa. Kabe Soan mpénel va yopnyeital mepimou 1 @pa mpiv T xoprynon tpo@ig. MNa va eéaogahiotei n akpiBrig 00n GUHWVA LE TO GWHATIKO BApoc,
5 )\ yia T Bepaneia ¢ GUUQOPNTIKIAG KAPSIAKAG AVENAPKELAg Tou GkUAOU n omoia Tpoé ano Siatatiki a n ﬁaABl&lKn a 'r POEIBOUG Kau/f q BaABidag). 5. Avrevdeiteig 0 paowpevo Siokio pmopei va Siaipeitat Kata prikog Te ypappc eyxapagng. Matmy opep Yopriynon, npoxilve;al 0 TapaKAT® 6000)\ow<0 oxfHa: : -
Na pnv {1 o€ mepimwon 10iag 0o SpACTIKG CUOTATIKG 1} O€ Kdmola ékSoxa. Na v dvn o€ aBeta 1 oe mabroelg oTi¢ omoieg Sev pmopei va To KTVIATPIKO PAPUAKEUTIKO TPOTOV Umopei va e aywyr (mx. i6n). 9. Odnyieg yia ™ owotr xopriynon
GE OKU 0 U c BeNtiwdei n kapSiar) mapoyi Adyw AEToupyIKGY 1) avatopikV artiwy (. o€ aopTiki otévwon). Kabax n muoBevdavn psmBo)u(zmx K\)plm( mo nnup, st ea TIpENEL va Xpnatpomoleital o okuAoug e coPapri BARN Tg Aéon Kmd% TIpooéyyion 2;:“ Enar;haulluvuusvn yopiynon T[° mpu BAéne mapdypago «Aooooyia yia kdBe £ibog, Tpomog kai o8oi xoprynong». TomoBetrate miow atny KUYENN kaBe Staipepévo Siokio. Ta Slaipepéva
Kde e E E’eou nmatikic iag (BAéne emiong v mapa «E1bIKéC Noeie). 6. Eibikég Gonoiroeig Eibikég A Kapia. [Staitepec mpogulaeig yia m acgar xprion ota €idn {wwv: H mapakoloubnon ;uzlsm Bddy usgr]v "JE Eléun P, TIou avIoTolyel mepiou oe Biokia mpénet va Yopnyolvtat otnv €népevn xopriynon. Kabe Siaipepiévo iokio mou amopével Petd Ty TeNeuTaia Yoprynon Tou KTnviatpikou
p V c g Kapdiakic Aerroupyiag kat poppohoyiag cuviotarar oe {Wa mou xopnyeitar muoBevSavn (BAéme emiong Ty mapd oupBava’). Na i€ TIPOGOYT) OE U okOoug. Ta Siokia 25 mg myoBevbdvng/kg of. 0 mpoidvtog Ba mpémel va anoppiretat. 10. Xpovol avapioviic Aev toxet. 11. EIAIKES SYNOHKES AIATHPHIH Na guhdooetal oe
TIEPIEXOLV EVIOKUTIKO YEUONG. Ma TV amoguyr Tuxaiag Katdnoong, anoBnkeuote Ta Siokia pakpid and onueio mou mpooeyyilouv Ta {wa. ISiaitepec mpogUAAEEIC Tou mpémet va AapBavoval and To dtopo mou xopnyei 10 Béooc Tou Diokia Awokia Diokia Béon, T omoia Sev BAémow kat Bav Tipoceyyilouv Ta nal&u To qmpuuKeunxo auto mpoidv Sev anartei Blaitepec auviikeg Beppokpaaiag yia
KTVIATPIKO QAPHAKEUTIKO TPoiov o€ {ta: ATopa e ywoTr urepeuaioBnoia oty muoBevdavn r o€ kamoto and Ta ékSoxa MPEMeL Va amopelyouv TV ENAYI HE TO KTNVIATPIKG GAPHAKEUTIKO Tpoiov. Ma va anoglyete 00! (k F F F ™ @OAagh Tou. Na pn auté 1o TIPOIOV HETA TNV nuEpopnvia MENG mou avaypagetal aTo Kouti Kat
™V Tuxaia katanoon, Kupiwg and maidid, Ta in xpnatpomoinuéva pépn Tou diokiou Ba mpémet va TomoBeToGVTAL TNV KUPEAN KAl TO KOUTI Kall val Slatnpeital mpooeKTIKA Hakpla amd Ta maidid. Ta HepIKWG Xpnotpomotnuéva Gibou (ko) 125mg 5mg 10mg 0TV KUPEA etd o Exp. H nuepopnvia Méews oupinet us mv KE)\EU\'GIG nuépa Tou custKp\uzvou prva. 12. Elﬁlke( npo‘pu)\aéslc anéppiyng
Biokia Ba mpémet va xopnyouvtal o€ endpevn Soan. Ze mepimtwon mou katd AdBog undpéel katamoon, va avalnTroeTe apéow (aTpiki BoriBela Kat va embeifete aTov 1aTPO T0 EGWKAEIOTO GUMO 0SNYIY XproEwS i TV 1 D Ta gappaka dev mpémet va anoppmmth éow TwV )\uumwv 1 Twv OAKIOKUJV BA YPApp 1C pappdkwy
€TKETa TOV QUppOKEUTIKOD Tipoi6vToc, MAUveTe KaAd Ta xépia 0ag petd T xprian. ZupBould Tipog Tov tatpd: n Tuyaia katémoon, kupiw ané éva rai, umopei va odnyfoet oty pdkAnan Taxukapdiag, opBootatikric g yiamy anéppgn pn TipoiévTwy fj GNwv UNIKAV TIou TIpoépxovTal and T xprion Toug o0pgwVa
unétaong, 070 TPOOWIO Kal Kat yahouya: Ao TIG epyaoTnplakég HeéTes o€ apoupaious kai KouvéMia Sev SlamotaBnkav evSeielg Tepatoyévean i eBpuotodikotac. Qotéoo, 2 % HE TIG TOMIKEG QMAITAGEI Kat HE TUKOV 1oyUovTa eBuikd ouoTiuata ouhhoyrc. Ta HETPa auTé amoakomouy ot mpoatacia Tou mepiPaMovtog.
Ol HENETEC aUTEG Tiapoudiaoay evdEigeIg TOSIKGTNTAG 0To Eykuo (Ko Kat To £uPpuo ag LYPNAEC B6oeIG, Kat édei€av emtiong OTt n mipoBevSavn anekkpivetal 670 yaAa. H ao@aeia Tou KTVIATPIKOY QAPUAKEUTIKOU TPOioVTOq 4 % JupBouleuBeite Tov KTVIaTPG 0ag 1) TOV YAPHAKOTIOIG 0AG Yia TOV TPOTO amoppIYng Twv XpnatponoinBéviwy pappakwv. 13. Ta§ivopnon
ésv el sknunea OF €YKUEG n en)\qlouasc oKkOAeG. Na )(opnvslml uovov auutpwva Ve TV ekTipnan o@éloug-kivdivou amd Tov umebBuvo ktnviatpo. AMnAenipacn pe GAa QapAKEUTIKG TTPOIOVTa Kat GAAEG HOPPEC 4 TWV KTNVIGTPIKWY QAPHAKEUTIK@Y TPoiovTwy Na xopnyeital povov pe ktnviatpikr ouvtayn. 14. ApiBuoi adeiag kukhogopiag Kai GUoKeuaoieq
VIKEG peENéTEC Gev avaeoa oty Kapdlakn v)\uKomén mpo(pavelvn Kat Ty mpoPevdavn. H abénon otnv kapdiakr cUOTAoTIKGTNTA Mou o(psl)\emx oy 5 1 % Fatrobendan 1,25 mg, paowpeva Siokia yia okGhoug: AAK. Kumpou: CY00991V - EL:145051 /12-12-2024. Fatrobendan 5 mg, pacwpeva Sokia
mipoBevbavn nzpmpllsmnunomu(avmymvme( aoBeatiou Bepamapiln kat Siktialéun kat amé Tov B- y ia: Ze mepimwon i pnopsl\ a ekdnAwBei B yia okOhouc: AAK. Kimpou: CY00992V - EL: 145052 /12-12-2024. Fatrobendan 10 mg, paowpeva Siokia yia okihouc: AAK. Kimpou: CY00993V -
Bpaon, éuetog, anddela, atagia, kapSiakd q;uonpu ] unomm] Imv TrEplrmuor] auty, n Booo)\ovm Ba npémet va uzlmvnm Kat va apxlls\ Yopriynon kataMnh ¢ aywyng. Ze évn ékBean (6 priveq) 10 2 i V‘ EL: 145053 /12-12-2024. Meyé6n ouakeuaoiag: Fatrobendan 1,25 mg Xdptivo kouti pe 1 blister twv 10 Siokiwv (10 Siokia); dptivo Kouti pe 5 blisters
v VYLV OKOAWV zpu}\ng beagle o€ 560n 3 Kat 5 Qopég mévw and my Tayuvon g BahBida kat iag apiotepric kothiag o€ opiopévoug okiAoug. Ot peTaBoléc autég eivat 15 % Twv 10 Siokiwv (50 Siokia); XapTvo kouti pe 10 blisters Twv 10 Siokiwv (100 Stokia). Fatrobendan 5 mg Xdptivo kout jie 1 blister Twv 10 Sokiwv
Kopieg Nev 10y0eL. 7. 0 oupBavTa ZkuAor: 2 1 » (10 Siokia); Xaptvo koui pie 5 blisters Twv 10 Siokiwv (50 Siokia); Xaptvo kouti pie 10 blisters Twv 10 Siokiwv (100 Siokia). Fatrobendan 10 mg
i 7 Tnavia AUETHEVOC KapBIaKEG PUBHOS, “fima Snlkr! Xpovotpdmog Spdon. F ot EITTGOELG QUTEC Elval éoaoz{yapwuzv’sc Kal {mopovy va unogusv?(eouv Hetwvovtag Soon. ! rrapoéu<|'|,'6 el Xapvo kouri pie 1 blister twv 10 Siokiwv (10 6|a}<la), Xaptvo Kouti Hes bhs‘ters w10 Stokiwv (50 él(JKlu)’ Xapvo KouTi pie 10 blisters Twv 10
zuve Ecn “ £ EUXGplO’TT] (140¢ 10 4Ga/10.000 umo Eerod, Mippou, pia abénon oty me BalBidag kata T Sidpkela xpoviag xopriynong muoBevdavng oe akiAoug e mabnon 25 1+% Siokiwv (100 Siokia). Mropei va pnv O)eg ol 15.F raksumluc Tou QUMOU odnyIwv Xpriong
Bepaneia (ba): 610, me 0¢ BaABidag. ¢ auta Ta CUNMTEWATA TNG EMIBPAGNE OTNV MPWTOYEV) AIHGOTACT MapEPYOVTal e T Slakomr TG aywyric. H avagopd 2 1+% % EL:12/12/2024 - CY: 07/10/2024. Aemopiepeic i yiatoey Moyw 0¢ 6 mpoi6v eival Slabéatpeg otn Bdon Sedopéviwy
‘) 1 A AiBapyoc, avemBupnTwv oupBdviwy elvar onpavtiky. Emrpénel ™ ouvexr mapakohouBnon ¢ acpdlelag evog mpoidvtog. Edv mapatnpricete onoladimote + " MeEEyaTa KTnVIO\'pIKG mpoi6ovta Union Product Database (t dicines.health. aumpa_ inary). 16. ZToieia iag Karoyog g
YEUOT] T[o V) E lval a pEOTn Alﬂmpa)(n G kapdlakric BaBisac’. €vépyeld, akopa Kai av Sev avagépetal oTo eowkAEIOTo PUMO oBNYIKV Xpriong  ap@IBAMETE yia TV anoTENEOHATIKOTNTA TOU QAPHAKOU, 35 1+% abelag Kal fig unesBuvog yia Ty é Twv naptidwv: FATRO S.p.A. Via Emilia, 285 - 40064 Ozzano dell’Emilia
’ e Moo omévia Meteyiec Bewoyo ioBe va KATapyag, JE Tov KTnviatpo oac. Mmopeite emiong va avagépete omoladrmote avemBUpNTa cupPAVTa GToV KAToXo TG % ) 1 (Bologna), Itakia. Tomkoi avtimpocwrol Kat oTolKEla eMmKovwviag yia Ty avagopd mBavoloyoupevwy avemBounTwy evepyetwv: FATRO HELLAS
GTOUC (e) KU)\OUC V[a usva}\o (<1 Go/ 100006 Bepancia o 6 | ddeag i 1 GToV TOMIKG aVTIMPoWTO Tou KaTéyou TG adelag (VTag Ta oTolyEla iag oTo Téhog autol Tou M.ENE. 20 xhy. Mataviag Endra - Naiavia 190 02 AGHNA-EAAAAA T (+30) 2106644331. Tomkol Slavoyiéag Kat otoigela emtkowuviac yia v
{0a, H wv B Yovou Adyw @OMou oSyt xpriong, 1 péow Tou eBvikol oag ouaTratog avagopdc: ENada EBvikd Opyaviopo Gappdkwy Mecoyeiwv 284 GR-15562 Xohapydc. 50 1+% avagopd EVEYEIDV: N ACHANCETRADINF iac60, kat. 1, 2034 Trpopohog, /\sukmcmTq)\ 22496992/94
pov IKC') 6 ldo-l-n a é Gov): 4 iac), Agpoppﬂvia ABrva - Tn\: + 30 21 32040213 - e-mail: vetpharmacovigilance@eof.gr - lotdtorog: http://www.eof.gr. Kinviatpikég Ymnpeoieg 1417, Aeukwaia, Kompog ) ®ag 22496120 Emau tuchanc la 0 JE TO Mapov Qapp TIpoiov, va
X u Sépuatog (umodopial’. - http://www.moa.gov.cy/moa/vs/vs.nsf. 8. Aodooyia yia kaBe €iSoc, Tpomog kat odoi yopriynang Ma yoprynan ané to otépa. Mnv ivete 60 1+% 1€ oTOV TOMIKG pd TOU KaT6YoU TG AEIag KUKAOYopiag.
. .
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Agital anoé diatatikry puokapdiondbela A xpovia
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ZkOAot upnAou piokou ACUUTITWHATIKO{ OKUAOL AGUUNTTWHATIKOI SKONOL JE KNIVIKA SKUNOL UE CULQOPNTIKN
yla avamtuén KapdIakng XWPIG aKTIVOAOYIKA 1y OKUMOL pE aANOIWTELG OUMMTWUATO GUMQOPNTIKAG KapSIOKK) QVETTAPKELD
QVETTAPKELAG OANA XWPIG UTTEPNXONOYIKA EUPTHATA Huokapdiondbeiag, pe KapSIOKAG QVEMAPKELAG TTOU TeAiKoL otadiou, mou
QVIXVEUOIES OVATOUIKEG AOYW QVATOUIKWV mahivépopnon BaBidag OXETI(OVTaL LIE AVOTOMIKEG Sev avTamokpiveTal oTnv
aMowwoelg (m.y. Cavalier OANOIWOEWV WE OTTOTEAECHA (atpoduvapika ioxupn), aANOWOELG (Twpa 1 0TO Bepameia

King Charles Spaniel) BaABidomabelag HE OKTIVOAOYIKA 1 mapeAdov)
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