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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX
Fatrobendan 5 mg, poocdpeva diokia yioo GKOAOVG

2. MOIOTIKH KAI IIOXOTIKH XYNGEXH

Kabe diokio mepiéyet:

ApPUGTIKO GVGTUTIKO:
Pimobendan....................... 5mg

"Exdoya:

MoroTki) 60vOegon KOO OV KoL GAA®V
GUOTUTIKOV

Cellulose microcrystalline

Carmellose sodium

Pork liver powder

Glycerol dibehenate

Croscarmellose sodium

Magnesium stearate

Tetpdywvo d16Kio avorytov KapE XPOUATOG Le dVo eyxapaels yia diaipeon og dVo 1 Téacepa ioa
HEPN.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion {oov

ZKOAOL

3.2  OgpamevTikEg EVOEIEELS Y10 KAOE gid0g (Dov

To KTNVIaTPIKO QUPUOKEVTIKO TPOTOV evdeikvutar Yo T Bepomeion TG GLUPOPNTIKNG KAPIIOKNG
AVETAPKELOC TOL GKOAOL 1] OTTOL0L TPOEPYETOL OO SATOTIKY HvokapdtomTddeia 1 BaAPiLdikn averapreL
(maAvdpdunomn uTpoeldovc Ko tpryAdyvng Paifidag).

3.3  Avrevositag

Na unv ypnoomoteitol 1 THOPEVIAVT GE VIEPTPOPIKT LvoKapdlondleia 1 oe TUONGELS OTIC OTOiES
dev umopel va Pertiwbei n kapdiok| Tapoy AOY® AEITOVPYIKAV 1) AVOTOUIK®V OITI®V (.Y, O 0OPTIKN
oTévoon).

Kabmg n mpofevddavn petaforiletor kuping oto Amap, dev Oa TpEmEL VO YPTGILOTOLEITAL GE GKOAOVG
pe cofopn PAGPN e Nratikng Aettovpyiog (PAéme emiong v mapdypoeo 3.7).

3.4 Ewwkég mposidomonicelg

Kopia.



3.5 Idwitepec mpo@uracers katd T ypion

Idwaitepeg TPOQLAGEELS Yol TV 0c@aAn ypron oto £idn Ldwv:

H mopakoAiovfnon g kopdiakng Asttovpyiag kot popeoloyiag cuviotdton coe {ma mov yopnyeitol
mpoPevdavn (PAére emiong v mapdypao 3.6).

Noa ¥pnoyomoteital Le TPOGOYN GE EMANTTIKOVG GKDAOVG.

Ta diokia Tepiéyovv evioyvutikd yebone. ['a v anoeuyn tuyaiog katdmoons, arodnkevote ta diokia
pokpld omd onueio mov mpooeyyilovv ta {da.

[dwaitepeg Tpo@LAGEELC TOV TTPETel vo Aaudvoviol ard To GTOLO TOL YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOidV o€ (Mo

Atopa pe yvoot) vrepevaicncio oty THoPEVIGVT 1) GE KATO10 Atd TO £KO0Y0 TPETEL VO, OTOPELYOLY
TNV ENOQPY| LE TO KTNVIOTPIKO PUPUAKEVTIKO TPOTOV.

I'a vo amo@Uyete TNV TVYOL0 KATATOGT, KUpI®G ammd madld, Ta [n PNCHOTOMmUEVO PHEPT TOL JIoKIOV
0o mpénel va TomoBeToOVTOL GTNV KLWEAT KoL TO KOUTI Kol Vo, SL0TNPELTOL TPOGEKTIKA LOKPLY 0T Ta.
o1, Ta pepikdg ypnoyomompéva dickio Oa TpEmeL va yopnyouvToL oe EMOUEVT dOGT.

Xe mepintoon mov Katd AdBog vmapéel Katdmoon, vo avalnmoete apécws atpikn Pondeta kot va
emdeifete oTOV 10TPO TO ECOKAEIGTO QOAAO OINYIOV ¥PNGENDC N TNV ETIKETO TOV QUPLOKEVTIKOD
TPOIOVTOC.

[TAOvete kadd ta y€pla oag HeTd T ¥pNon.

SopuPovAn mpog Tov wTpd: M TLYCiK KOTATOoN, Kupimg amd éva modi, umopel vo, odnynoel otnv
TPOKAN G TorvKapdiag, opBocTaTIKNG LTOTAGNC, EPLONUATOC GTO TPOGMTTO KOl TOVOKEPAAWDV.

Idwitepec mpoLAGEELS Yo TNV TpocTacia Tov TepBdilovtoc:

Agv 1oy0et.
3.6 AvemOdunra cvppavra

YO 0L

S révia AvEnuévog kopdrakdg puOpoc™?,
’ ’ ) | Epetod?, Awappora,
(1 éwg 10 Loa / 10.000 vrd Bepaneio Avopetia?, AfBapyod,

Coa): Awtapayn g kapdraxng Porfidac’.

[ToAv ondvia [etéyieg frevvoyovav®, Ayoppayio dEpUATOG (VTTOSOPLL)E.

(<1 Lo / 10.000 vro Oepancia {oa,
CLUTEPIAAUPAVOUEVOV TOV
LELOVOUEVOVY OVAPOPDV):

fmo 0TIk YpovoTPOTOG dpaom.

P o1 emmthoElg oTég Eivar S0G0EEAPTONEVES KOL LITOPODY VOl 0moPeL DovV petdvovTag T d0om.

Y TOPOSIK).

3 gxer mapatnpnOei pio abéEnon oy aAvSpopmon g pTpoetdong ParPidag katd T SidpKela YPOVIAS XOpNYNoNG
o Pevddvng o€ GKOAOVG Le TaBNoN TG HITpoedovg ParPidag.

£ QUTA TO, CLUTTOUOTO TNG ETIOPOUCTG GTIV TPWTOYEVT] AULOGTAGCT] TOPEPYOVTAL LLE TH SLOKOTN TNG Ay ®YNG.

H avagopd averiBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon tng
AOQAAELOG EVOC KTNVIATPIKOD QUPLOKEVTIKOD TPOoidvToc. Ot avapopEs TPEMEL VO AmOGTELAOVTAL, KOTE
TPOTIUNON HECH KTNVIATPOV, EITE GTOV KATOYO TNG GOEL0G KUKAOPOPIaG 1] GTOV TOTIKO OVIUTPOCHOTO
ToV gite otV BVIKN approdie apyn LEC® TOL €BVIKOL GLOTAATOG avapopds. Avatpééte emiong 6To
@OALO OOMYIDV YPNONG Y10 TO OVTIGTOLYO GTOLYEIN ETKOVMVING.
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Email: pharmacovigilance@vs.moa.gov.cy

3.7  Xpnfon Katd TNV KOG, TN Yorlovyia 1] TNV ®OTOKi

Kbnon kot yohovyia:

Amd TG epyooTnplokég HEAETEG OE  APOLPOIOLS Kol KOLVEMA Oev dwmotdbnkav evdeifelg
TEPATOYEVESTG 1 EUPPLOTOEIKOTNTAS. 20TOGO, 01 HEAETEG AVTEG TTapovsiacay evoeigels ToikoOTnTOog
670 £yKvo (M0 ka1 To EUPPLo o€ VYNAEC 0OGELG, Kal £0e1&av EMioNC OTL 1) TOPEVIAVT OTEKKPIVETOL GTO
Yoo, H ac@dieln tov KIMVIOTPLKoL QOPUOKELTIKOD TPoidviog dev €xel extiunbdel oe €ykveg 1M
Onialovoeg oxdres. Na yopnyeitar pOVOV GOUPOVO HE TNV EKTIUNGCN OQEAOVG-KIVOLVOL amd TOV
vrevhuvo KTnvioTpo.

3.8  AlMiemiopaocn pe GArho QUPLOKEVTIKE TPOIOVTA KOl GALES HOPPEG AAANAETIOpaONG

Y& QuPUOKOAOYIKEG HEAETEG Oev mapatnphOnke aAANAERIOpaoT avauesa oTNY KapSoKN YAVKOGION
otpopavlivn kai tnv mpoPevodvn.

H avénon oty Kopdloki cuoTacTiKOTTA Tov oeileTor oty muoPevodvn meplopiletar amd Tovg
avTOYOVIoTEG aoPeotiov Pepamaptiin kat SIATIolEUN Kol ad TOV P-0vIoy®VIGTH TPOTPAVOLOAT.

3.9  Odoi yopiynonc kot docoroyia

I"a yopfynon omd 10 oTéHO.

Mnv vrepPaivetel T GUVIGTOUEVT] S0GOAOYIA.

INa t dwoediion g opbng docoroyiag, T0 copatikd Pdpog npénel va mpocdiopiletal pe 660 10
duvatov peyarvtepn akpifeto.

To KTNVIOTPIKO PAPUAKELTIKO TPOIOV TPEMEL VAL YOPNYELTAL OO TO GTOUA GTO S0GOA0YIKO €0pog 0,2 Mg
éwg 0,6 mg muoPevéavng/kg copoatikod Bapovg ava nuépa. H cuviotdpevn muepnota 6on givar 0,5
mg/kg 6.B., drapoduevo oe dvo nuepnoteg yopnynoelg (n kabe pio amd 0,25 mg/kg o.p.): n won ddon
TO TPOL KoL VITOAOUTN oh 066N Tepimov 12 mpeg apydTepa.

Kabe d060om mpémel va yopnyeiton tepimov 1 dpa wptv T Op1Hynom Tpoenc.
INa va e€aceaiiotel 1 akpiPrg 06T GOUPOVE LE TO COUATIKO BAPOC, TO LACHOUEVO JIOKIO UTOPEL Va.
Slopeiton Kot PNKog TG YPOUUNG EYXApPaENG.


mailto:pharmacovigilance@vs.moa.gov.cy

T v opB1] yopMynomn, TPoTEIVETHL TO TOPAKATO dOCOAOYIKO GYT|LLOL:

Abon katd mpooéyyion ywo emoavoiapfoavépevny yopiynon 1o mpoi ko To Ppadv pe TV
nopéleven 12 opdv, wov avricToryei mepinov og 0,25 mg mpofevéavng/kg o.p.

Bépog tov
oov 5 10 15 20 25 30 35 40
(kg)
Awokia
Fatrobendan Va Y ¥4 1 1+Y% 1+% 1+% 2
5mg

To KINVIATPIKO QOPUOKEVTIKO TPOIOV UTOPEl Vo GLVOLOOTEL pe avTidovpnTikny ayoyn (m.y.
@ovpocepion). TorobBetnote Tiom otV KLVWEAN KdOe danpepévo diokio. Ta dapepéva diokia Tpémet
Vo yopnyovvtol oty gmouevn yoprynon. Kabe dwpepévo diokio mov amopével petd tnv televtaio
YOPNYNON TOL KTNVINLTPIKOD PAPHOKEVLTIKOD TPOIOVTOG Bal Tpémel val amoppinteTot.

3.10 ZvpntoOpertoe vrEPO0coloYias (KUl KATE TEPITTOON, PETPO AVTIHETAMIGNG KOl OVTIO0TO)

Xe mepinmtwon vrepdocoroyiag, pmopel va ekdnAwbel Betikn ypovotpdnog dpdon, Euetog, amddeia,
ata&io, Kapdako ehonua 1§ vedTao.

Yy mepintoon avti, 1 docoroyia B mpémel vo petd@veTor Kot va apyilel yopiynon KoTOAANANG
CUUTTOUOTIKAG y®YNS. L€ Tapatetapévn ékBeon (6 unveg) vyidv okdiwv euing beagle ce 6om 3 kot
5 @opéc mMAv® amd TNV TPOTEWOUEVY, TapotnenOnkay mdyvvon g HTtpogdovs Paifidag kot
VIEPTPOPIOG aPIOTEPNC KOIADG GE OPIoUEVOLG OKVAOVE. Ot peTafoAEG 0VTEG EIvVOl QOPUOKOSVVOLIKNAG
TPOEAEVOTG.

3.11 Eidwkoi mepropiopoli yp1)ong Kot £101kEG cuvONKes yprone, coprepriopfavopévov
TEPLOPLOUAV GT1] YPNG1] OVTLKPOPLOEKAOV KOl OVTITOPUGLTIKAOV KTNVIITPLKOV
PUPUIKEVTIKOV TPOIOVTMV TPOKELPEVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Agv 1oyVeL.

3.12 Xpovor avapovig

Agv 1oyVeL.

4. OAPMAKOAOI'IKEX IAHPO®OPIEX
41 Kaoodwkog ATCvet: QCOLCE90

4.2 ®appuoKodLVOUIKY

H mpofevddvn, éva mapdywyo Peviypudaloing-mopdalvovng, £xet Betikn votpomo dpdon kot dtabétet
a&loonpeimTeg 0yyE100100TOATIKES IO1OTNTEG.

H 0gt1xn wvotpdmog dpdomn TG THOPEVOAVIG ERTVYXAVETOL LEG® OVO UNYAVIGU®Y dpdomng: e avénon
g €vooinoiog TOV KOPSOKDY HOTKOV VOV 6T0 AGBECTIO KOl OVAGTOAN TG Poopodieatepdong 1.
"Eto1, 0 0eT1kd¢ tvOTPOTIGOG dEV ETAYETOL OVTE LE OPAOT TAPOLOLN OVTHG TOV KAPIIAKDY YAVKOGIO®mY
00TE GLUUTAON TIKOULUNTIKA.

H oyyelodtaotaltikn dpdor TpokITTeL 0md TV avooTOAN TS emapodiestepdong 111

Otov xpnoUOTOIEITAL GE TEPMTMOOEL CLUTTOUOTIKNAG POAPIOKNG OVEMGPKEING GE GUVOLOCUO UE
QOVPOGEUIOT, TO KINVIATPIKO QUPUAKEVTIKO TPoidv €xel amodelybel OtL Pedtidvel tnv motdtnTo {ONG
KOl TOPATEIVEL TO TPOGOOKIUO (ONC GTOVG GKOAOVG TOL AAUPEvVOLY arywy).



4.3 DupPOKOKIVITIKI

Amoppopnon:

Yotepa amd yopnynorn muoPevodvng amd to otopa, 1n amoOALT PlodtafecIUoTNTO TOV dPUCTIKOD
ovotatikoy givor 60-63%. Kabobg 1 frodebeciudtnto HEIdVETOL GNUOVTIKG omd TNV TOUTOYPOVN
KATOVAA®GT TPOPNG 1 AITO TN YOPNYNGCT TOL KINVIATPLKOD POPUAKEVTIKOD TPOIOVTOS AUECMG LETA TA
YELLLATO, GLVIGTATOL VO, YOPMYEITE TO KTNVIATPIKO QOPLOKEVLTIKO TPOIOV pia dpa Tptv To paynto.

Kozovoun:
O 6yKog katovoung eivat 2,6 I/kg, kot vrodeikvoetl 6t 1 TpoBevodvn KATaVERETAL AUEGTH GTOVG IGTOVG,

H npdodeon otig mpmteiveg Tov mAdopatog sival, Katd péso 6po, 93%.

Merafolicuoc:

H mpoPevddvn vrokeitol og dadikocio o&edmtikng pebviioong n omoio 0dnyel o€ GYNUATIGUO TOV
npOTOP) KO gvepyoD petaforitn (UD-CG 212). Iepetaipo petafoiikd povordtio oynpotiCovrot omod
T0 oynpaticpd cvumidkwv edong Il tov UD-CG 212, xuping pe yYAvkovpovidia kot Oeukég evoeLs.

Anéxrpion:

O ypovog nuicetog Long ™ mpofevddvne oto mhdopo givar 0,4 = 0,1 h, mov givon copPatdc pe tov
VyMAG Babuod améxkpiong (90 = 19 ml/min/kg) kot cvvtopo péco ypovo mapapovig (0,5 + 0,1 h).

O mpoTapyikog evepyds petaforitng éxst xpdvo nuicelog Long oto mhdoua tig 2,0 + 0,3 h. Tyedov
0AOKAN P M XOPNYOVUEVT dOCT UTEKKPIVETOL LEGH TOV KOTPAVOV.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppoatotnteg

Agv 1oyvet.

52  Awpkero {ong

Avdgpxela {OnNG TOL KTNVINTPIKOD QUPUAKEVTIKOD TPOIOVTOG COLOMVA LIE TT GUGKELOCTN TOANONG: 3
xpdvioL.

5.3 Iowirepeg mpo@uracers kata T @OLaEN TOV TPOIOVTOG
To pappokevTikd ovTd TPOidv dev amartel Wwitepec cuvOnKeg Beppokpaciog Yo T GOAAEN TOV.
54  ®von ka1 6HVOES TNG GTOLYELDOOVS CVOKEVU.GILUG

PVC/PE/PVAC/PE/PVC blister cppayiouévo pe OeppokorAnpuévo aAovpvopuiro o nepiéyet 10
doxkia.

Meyébn cvokevaociog:

- Xaptwvo kovrti pe 1 blister twv 10 diokiov (10 diokia)

- Xaptvo kovrti pe 5 blisters tov 10 diokiov (50 diokia)

- Xaptwvo kovuti pe 10 blisters tov 10 dioxiov (100 dwokic)

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVAGIES.

55 Edwég mpo@uiaiers améppryng vog un APNSIRoTo0EvTog KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GALOV VAMKAOV TOV TPOEPYOVTUL O.TO T1] Y P61 TOL TPOIOVTOGS, UV VITAPYOLY

Ta eapuaxo dev TPENEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIHK®OV OTOPANTOV.



XPpNOOTONOTE TPOYPALLOATO ETICTPOPNC POPUAK®V Yo, TNV ATOPPIYN U1 XPNOHOTOOEVIOV
KINVIOTPIK®OV QOPUUKEVTIKOV TPOIOVTIOV 1 GAADV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
OUUPMOVO, IE TIG TOTIKEG OMALTAOELS Kol UE TUYXOV €BVIKG GLOTALOTO GLAAOYNG TTOL 1GYXVOVV Yl TO
GYETIKA KTNVIOTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAXZ

FATRO S.p.A.

7. APIOMOZX(OI) AAEIAY. KYKAO®OPIAX

A.AK. Korpov: CY00992V

8. HMEPOMHNIA IMNPQTHXE E'KPIXHX

Huepopnvia 1ng éykpiong: 07/10/2024

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeitor pévov pe KTNVIOTPIKT GUVTOYT.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoiov givor dabéoiueg otn Baon
dedopévov g EE yia to ktnviatpikd mpoidvrta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. ENIXHMANXZH



MAHPO®OPIEX IIOY IPEITEI NA ANATPA®ONTAI ZTHN EZQTEPIKH LYXKEYAZXIA
Xdaptwo kovti: 10 diokia
50 diokia
100 dwokia

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Fatrobendan 5 mg, pacopeva diokia

‘ 2. XYNGEXH XE APAXTIKH(EX) OYZIA(EX)

Kabe diokio mepiéyel pimobendan 5 mg.

3. IYZKEYAZXIA

10 dwokia
50 dioxkia
100 diokio

| 4. EIAOX(H) ZQOY(QN)

YxvA0L.

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHIHE

I"a yoprynon and 10 cToNO.

| 7. XPONOI ANAMONHY

‘ 8. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

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

AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

‘ 11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XP1ON.

12.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Na guAdooetotl og B6om, TV omoia dev PAETOLY Katl dev Tpoceyyilovy Ta ToLdd.

10



‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Kdroyog g adetag kukiopopiag: FATRO S.p.A.

‘ 14. APIOMOI AAEIAY KYKAO®OPIAX

A.A K. Kompov: CY00992V

| 15.  APIOMOZX MAPTIAAY

Lot {apBuoc}

11



EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Blister

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Fatrobendan

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

pimobendan 5 mg/diokio

3. APIOMOZX IAPTIAAY

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {uu/ecee}

12



B. ®YAAO OAHT'TQN XPHXHX

13



OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
Fatrobendan 1,25 mg, pacopeva diokia yio okdAovg
Fatrobendan 5 mg, poocdueva diokia yioo 6KOAOVG

Fatrobendan 10 mg, pacdpeva 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

Tetpymvo d16Ki0 avoLyTov KapE XPOUATOG Le dV0 eyXopaelc Yo dlaipeon og dVo 1 Téccepa ioa
HEPN.

3. Eion {oov

YivAoL.

4. OepoamevTiKEg EvOEi&elg

To KTNVIATPIKO QUPIOKEVTIKO TPOIOV evoeikvutal yio T Oepomeio. TG CLUEOPNTIKNG KAPOLOKNG
OVETAPKELOG TOL GKOAOL 1) OTTOl0l TPOEPYETAL OO SATATIKY pvoKapdtomdfeia 1 BoAPidikr| avemdprela
(ToAvdpoOUNoN TPOEBOVG Ko/ TpLyAdyvng Poipidag).

5. Avtevoeigeag

No unv ypnoionoleital 6€ mepinTmon vaepeLUIctnciag 6To dPASTIKO GLGTOTIKO 1) G KATOL EKOOYQL.
Na unv ypnopomoteitol 1 THOPEVIAVT GE VIEPTPOPIKT LLOKOPII0TTAOEL 1| O TOONGELS OTIG OTOiEG
dev umopel va Pertiwbei n kapdiokn Tapoyn AOY® AEITOVPYIKOV 1] AVOTOUIK®V OITi®V (.. O 0OPTIKN
oTéVOoN).

Kabmg n mipofevdavn petaforiletar kuping oto fmap, dev Bo mpénet va ypnoomoteitol 6€ GKOAOLS
pe coPapn PAAPN tng nratikng Aettovpyiog (PAéne eniong v mapdypoapo «E1dikéc Tpoeidononoeio»).

6. Ewdkéc mpogridomoncels

Ewikéc mposdomoncelc:
Kopia.

ISwaitepec TPoLAGEELC Y10 TNV aoQOAr ¥prion ota £idn Lhwv:

H mopakoiovOnon g kapdlakng Asttovpyiag kol popeoloyiag cvvietdral oe {ma mov yopnyeitol
mpoPevddvn (PAéne emiong Ty Topdypoeo “Avemfdunta coppavta’).

Na ypnoyomoteital Pe TPOGOYN GE EMANTTIKODG GKDAOVG.

14



Ta dwokia TepEyovv evioyuTiKd Yevons. I'la v amopuyn Tuyaicg Katdmoongs, amrodnkedote ta dSioKio
pokpld omd onueio mov mpooeyyilovv ta {da.

ISwaitepec Tpo@LAGEEIC TOV Tpémet va AapBdvovtar omd To dTopo Tov YopNYEl TO KINVIATPIKO
QopuakeLTIKd TPoidv oe {da:

Atopa pe yvoot vrepgvoicncio oty mpoPevodvn 1 og KATO0 amd To KO0 TPETEL VO, OTOPEVYOLY
TNV EMOEN HE TO KTNVIATPIKO QOPUAKEVTIKO TPOTOV.

I'a va amoguyete TNV TUYOL0 KOTATOGT, KUPI®MG Atd OIS, T [UT] YPNCILOTOMUEVA HEPT] TOV JIOKIOV
Ba mpénetl va TomoBeTobvTon 0TV KLWEAN Kot TO KOUTL Kot va. SloTnpeital TPOGEKTIKA LOKPLOL OO TaL
a1, Ta pepikadg ypnoyomompéva diokio Oa TPETEL va yopyouVTOL GE ETMOUEVT OOOT).

e mepintoon wov Katd AdBog vdpéel Katdmoon, vo avalnTnoete apécms oTpikn Pondela kot va
emdeiEete oTOV 10TPO TO ECOKAEIGTO QUAAO OINYIDV Y¥PNGEDS N TNV ETIKETA TOV QOPUOKEVTIKOV
TPOIOVTOC.

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

SoppovAn mpog Tov wTpd: M TuYoic KoTdmoon, Kupimg and éva moudi, pmopel vor odnynoel otnv
TPOKANON Toyvkapdiang, opBocTaTiKnG LTOTACNC, EPLONLATOS GTO TPOGOTO Kol TOVOKEPUAMYV.

Eyxvpocvvn kot yodovyia:

Amd TG epyooTnplokég HEAETEG OE  APOLPOIOLS Kol KOLVEMA Oev dwmotdbnkav evdeifelg
TepaTOYEVESTG 1 eUPpLoToEikdTTaS. QQ0TOGO, 01 HEAETEG OVTEG TTapovsiacoy evoeilelg To&ikdtTTag
670 £yKvo (MO ka1 To EUPPLO o€ VYNAEC 0OGELG, Kal £0e1&av EMioNC OTL 1) TOPEVIAVT OTEKKPIVETOL GTO
Yoo, H ac@dieln tov KIvioTpikod QopUoKeLTIKOD Tpoidviog dev €xel extiunbdel oe €ykveg 1
Onialovoeg okvlec. No yopnyeitar UOVOV GOUPOVO, UE TNV EKTIUNGN OQEAOLC-KIVODLVOL OO TOV
vrevduvo KTnvioTpo.

AlnAenidpaon pe GAAL QOPLOKEVTIKA TTPOTOVTA Kol AALES HOPOES aAANAETIOpaoNC:

2e QupUOKOAOYIKEG HEAETEG Ogv mapaTnpNONKeE 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 SATIalEUn Kol amd TOV P-0vIoy®VIGTH TPOTPAVOLOAT.

Yrepdocoroyia:

XYe mepinmtwon vrepdocoroyiag, pmopel va ekdnAwdel Betikn ypovotpdnog dpdon, Euetog, amddela,
ata&io, Kapdlakd ehonua 1§ vIoTACN.

Yy mepintoon avtn, 1 docoroyia Ba mpémel vo perdveTor Kot va apyilel xopnynon KaTdAANANg
CUUTTOUATIKAG Ay®YNS. L€ mapatetopévn ékfeon (6 pives) vyimv okvAov euAng beagle og d6om 3 kot
5 @opéc mMOV® amd TNV TPOTEWVOUEVY, TopotnPeNOnkay wayvven g UItpogdove Paifidoc kot
VIEPTPOPIOG APIOTEPNC KOWANG 8 OPIGUEVOLG OKVAOVE. Ot peTaforég avTéG Eival QUPUOKOSVVOLIKNAG
TPOEAEVOTG.

Kbpiec acvupototnes:
Agv 1oy0¢et.

7. AvemOopunta coppavra

Yxorou

S évia Avénuévog kopdraxog puOudct?,
’ ) ) | 'Epetod?, Appout,
(1 éwg 10 Cda/ 10.000 v76 Oepaneia | Ayopetio (andieto 6peEnc), Afdopyod,

Gha): Awtapayn g kapdraxng Porfidac’.

[ToAv omavia [etéyieg frevvoyovav (VTTOSEIKVHOLV OTOYPMOUOTIGLO TOV
BAevvoyovouv Adym arpoppayiog)®, Alpoppayio SEPUATOC

<1 (¢ 10. . o G
(<1 Cdo /10.000 vmo6 Bepansio Loa, (VodOpL)°.

CLUUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV AVAPOPDV):
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*fmio OeTIKN XPOVOTPOTOG dpdo).

P o1 emmtdoeig avTég eivar 5060eEapTOUEVEG KO LITOPODV VOl 0mopeL Dovv petdvovTag T doom.

" TapOSIK.

3 gxer mapatnpndei pio adEnon oy maAvSpdpmon g ptpoeidong PaAPidog katd T Siépkreia ypdvIag xopnynong
PO Pevddvng o€ GKOAOVG e TaBNoN TG UITPOEdOVS PaAPidag.

£ QLTA TO GUUTTOUOTO TNG EMIOPACTG TV TPDTOYEVT] ALLOCTAGCT] TOPEPYOVTAL LLE T1 OLOKOTN TG Ay ®YNG.

H avagopd avemBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon g
acPaAelng evOg TpoidvToc. Edv mapatnprioete onoladmote avemBouuntr eVEPYEL, KOO KOl OV OEV
OVOPEPETOAL GTO EGMKAEITTO PUAAO 0OMNYLDV YpNoNG 1 AUPBAALETE Y10 TV OTOTEAEGLOTIKOTITO, TOV
oapudxov, mopakaAeiche va emikotvovioete, Katapyds, Le Tov ktnviatpd coc. Mmopeite emiong va
AVOQEPETE OTOLAONTOTE AvEMBVOUNTA GLUPAVTA GTOV KATOYO TNG GdEng KukAoPopiag 1| 6TOV TOTKO
AVTITPOGMOTO TOL KOTOYOV TNG GOE0G KVKAOPOPING YPNOULOTOIDVTOG TO GTOLEIN EMKOWVMVING GTO
TEAOG VTOD TOV PVALOL 0OMYLDV YPNONGE, N LECH TOL €0VIKOD 0OG GLGTIUATOG AVUPOPAS:
Kmmvwarpikég Ynnpeoieg

1417, Asvkowocia, Kbnpog

http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aocoloyia yio ka0 €id0g, TPOTOS KL 0001 YOpP1YNONG

I"a yopfynon and 10 cTéHO.

Mnv vrepPaivete T cuvicT®peVT S0G0A0YIA.

I'a ) dwoediion g opbng docoroyiag, To couatikd Bapog mpémel va mpocdiopiletor pe 660 10
duvatov peyarvtepn akpifeto.

To KTNVIaTPIKO PAPUAKELTIKO TPOIOV TPEMEL VAL YOPNYELTAL OO TO GTOUA GTO S0GOA0YIKO €0pog 0,2 Mg
émg 0,6 mg mpoPevdavnc/kg copatikod Bapovg ava nuépa. H cuvictduevn nuepnoto do6omn givor 0,5
mg/kg 6.B., dtapodpuevo ce dVo nuepioteg yopnynoelg (n kabe pio oo 0,25 mg/kg o.p.): n won ddon
TO TPOL KoL VITOAOUT oh 066n Tepimov 12 mpeg apydTepa.

Kdabe d60om mpémet va yopryeiton tepimov 1 dpa mptv T YOp1yNomn Tpoens.

INo vo eEacpaiiotel n akpipnig 0661 GOUPEOVA IE TO COUOTIKO BAPOG, TO LOCMUEVO dGKI0 UTopel va
Slopeiton Kotd PNKog TG YPOUUNG EYXapaénc.

Mo v opBN xop1ynom, TPoTEIVETAL TO TAPAKAT® SOCOAOYIKO CGYT|LLaL:

A6on katd mpocéyyion yw. emavoiappoavopevn yopiynon To mPoi Kov 10 Ppaov pe v
napélevon 12 opav, wov avrietoryei nepinov og 0,25 mg mpopevéavnc/kyg o.p.

Bépog tov
{oov 1 2 4 5 10 15 20 25 30 35 40 50 60
(kg)

AwoKia
Fatrobendan | % Y Y 1 2
1,25 mg

AwoKia
Fatrobendan Ya Y Y4 1 [1+% [14+% |1+3%]| 2
5mg

AwoKia
Fatrobendan Ya Vs ¥4 1 |1+%1+%
10 mg

To KVIATPIKO QUPUOKEVTIKO TPOIOV UTOPEl Vo GLUVOLOOTEL pE avTdoVPNTIKY aywyn (7).
(QOLPOCEUION).
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http://www.moa.gov.cy/moa/vs/vs.nsf

9. Oonyieg Yo T 6T Lopiynon

BA\éne mopdypapo «Aocoroyia yio KGO €100¢, TpOTOG Kol 0001 YOpyNoNG».

TomoBetnote Wiow oV KVWEAN Kabe dapepévo diokio. Ta drapepéva diokio TPETEL VoL YopTyoHVTOL
oV emduevn yopnynon. Kabe dapepévo d1okio mov amopével PETA TNV TEAELTAIN YOPTYNOT TOV
KTNVIOTPIKOD QOPLOKEVTIKOV TPOTOVTOG Oa TPETEL VO OMOPPINTETOLL.

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

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

To @apuakevTiKd 0VTO TPOIOV dev amartel Waitepeg cuvonieg Beppokpaciog yia tn eOAAEN TOV.
Na pn ypnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd TV nuepopunvia ANEng mov
avaypaeETol 6To KOLTi Kot otV KuwéAn petd to EXp. H nuepopunvia Angewg copmintel pe v
TEAEVTOIO NUEPO TOL GLYKEKPIUEVOD LNV,

12.  Ewwkég Tpopuraéers amoppryng
Ta eapuaxo dev TPETEL VO OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.

XPNGILOTOGTE TPOYPALLATO EXLGTPOPNS POPUAK®V Y10 TV OTOPPIYT| 1N XPNOOTomnBEvTmV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, [LE TIG TOTIKEG AOITNOELS KAt Le TUXOV 1oybovTa eBvikd cuotipate cuAloyngs. Ta pétpa
QVTA UTOCKOTOVY GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

Yoppovievbeite Tov kNviaTpd GOG 1 TOV GOPLOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPNOLOTONOEVTOV QOPUAK®V.

13. Ta&vépnon TOV KTNVIATPIKOV QUPLIKEVTIKOV TPOIOVTOV
Noa yopryeital LOvov e KTNVIOTPIKE GLVTAYTY].
14. Ap1Opoi o105 KUKAOQPOPIOS KO GVGKEVUGIEG

Fatrobendan 1,25 mg, pacdueva diokia yio oxdrovg: A.A.K. Korpov: CY00991V
Fatrobendan 5 mg, paocodpeva diokio yio okviovg: A.AK. Konpov: CY00992V
Fatrobendan 10 mg, pacodpeva diokio. yio. oxdrovg: A.A.K. Kdnpov: CY00993V

Meyébn cvokevaociog:

Fatrobendan 1,25 mg

Xaptvo kovrti pe 1 blister twv 10 diokiov (10 dwoxkia)
Xaptwvo kovrti pe 5 blisters twv 10 diokiov (50 diokia)
Xaptvo xovti pe 10 blisters twv 10 diokiov (100 diokia)

Fatrobendan 5 mg

Xaptwvo xovuti pe 1 blister tov 10 diokiov (10 diokia)
Xaptwvo xovti pe 5 blisters tov 10 diokiwv (50 diokia)
Xaptwvo kovti pe 10 blisters tov 10 dwokiov (100 diokic)

Fatrobendan 10 mg
Xaptwvo kovti pe 1 blister twv 10 diokiov (10 diokia)

Xaptvo kovrti pe 5 blisters twv 10 diokiov (50 diokia)
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Xaptvo kovti pe 10 blisters twv 10 diokimv (100 diokia)

Mmropei va, unv KuKAOPOpPOUV OAEG Ol GLOKEVAGIEC.

15. Hpepopnvia televtaiog avade®pnong 10V QUALOV 03NYLAV YP1|ONG

10/2024

Agntopepeic TANPoeopieg Yo 10 v AOY® KTNVIATPIKO QOPLOKEVTIKO TTpoidy givor dtabéaieg ot
Baon dedopévav g EE yio ta kmviatpikd wpoidvto Union Product Database
(https://medicines.health.europa.eu/veterinary).

16. Xroyeia emxovoviog

Kdtoyog thg ddstog KuKAOQOopiog Kol TapUoKELACTNC VTELOVVOC Y10 THV OTTOOECUELCT) TOV TOPTIOMV:

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

Tomikol d10voUENS KOl GTOUYEIN EMKOVOVINC Y10, TNV ovoQopd THavOAOYOUUEVOV aVETIOOUNTWOY
EVEPYELDV:

N A CHANCE TRADING

Anpoxpartiog 60, xat. 1, 2034

X1pdPoiog, Aevkmaoio

TnA 22496992/94

dag 22496120

Email: tuchanceltd@yahoo.gr

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TOPOV KTNVINTPIKO PUPUOKEVLTIKO TPOiOV, TapUKOAEIcOE
v, arevBuvbeite 6TOV TOTIKO OVTITPOGMTO/SIAVOUENS TOV KATOXOV TG AOELG KUKAOPOPIaG.
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