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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZ
Zelys 1,25 mg pacwpeva diokia yia oKUAoUg

2. NOIOTIKH KAI NOZOTIKH XYNOEZH

KdaB¢ diokio TTepIEXE:

ApaoTIKO CUCTATIKO:

Pimobendan 1,25 mg

‘Exdoxa:
BA. Tov TTAf)pn KaTtdAoyo ekdOXwV 0TO KEPAAaio 6.1.

3. ®APMAKOTEXNIKH MOP®H

Macowpuevo diokio.

AIoKiO OTPOYYUAS, XpwuaTog PUTTEC £WE AVOIKTO KAPE, UE YPAUMN KOTTAG OTN Wia TTAEUpA.

Ta diokia ptTopouv va diaipeBolv og dUo ioca TUAuATa.

4. KAINIKA ZTOIXEIA

4.1 Eidn {wwv

2KUAoOL.

4.2 OepatreuTikég evoeigelg TTpoadiopifovTag Ta €idn {wwv

MNa TN Bepatreia TNG CUPQPOPNTIKAG KAPDIAKNG AVETTAPKEIOG TOU OKUAOU, TTOU O@EIAETAl O€
BaABIdIKA avertdpkela (aveTTdpKela UITPOEIBOUG Kal/fy TpIyAwxivoug BaABidag), A diaTaTikn
pMuokapdioTdBeia (BA. emiong Ke@aAaio 4.9).

4.3 AvTevdeigeig

Na un xpnoidoTrolgital n mPoRevdAvN 0€ UTTEPTPOPIKEG HUOKAPDIOTTAOEIEG ] 0€ VOOOUG TTOU
Oev PTTOPEl va emmITEUXBEi PeATiwon Tou KapdlakoU OyKou TTaApoU AOyw AEITOUPYIKWVY R
QVATOMIKWYV aITiwV (TT.X. OTEVWON TNG A0PTAG).

Emeidn) n muofevdavn petaBoAileTal Kupiwg YECW TOU ATTATOG, VA PN XPNOIUOTIOIEITal O€
OKUAOUG Pe coBapr] aveTTdpKeIa TNG NTTATIKAG Asitoupyiag (BA. €1Tiong KepdAaio 4.7).

4.4 E1d1kég TTpoEIBOTTOINCEIG YIa KAOE €idog {wou

Kapia.

4.5 I81aiTepeg TTPOPUAAEEIG KATA T XpHRon

IS10iTEPEC TTPOQUAAGEEIC KaTé TN Xprion o€ wa

>€ OKUAoug pe aakxapwdn diafATN, Katd Tn didpkela TNG Bepatreiag Ba TTPETTEl va eAEYXETAI
TAKTIKA N YAUKOZN Tou aipaTog.

ZuvioTatal éAeyXog TnG KapdIoKAG AeiToupyiag kKal pop@oAoyiog ota utrd Beparreia ue
muoBevdavn wa (BA. etTiong ke@aAaio 4.6).

Ta pacwpeva diokia gival ebyeuaTa. MNa TRV atroQuyn Tuxaiag Katdmoong, va QUAdooovTal
Ta dioKia o€ B€an TTou dev TTpooeyyifouv Ta {wa.
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1810iTEPEC TTPOQUAGEEIC TTOU  TTpéTTel va AauBdvovtal ammd 1o &Touo TTOU  XOpnyei 10
KTNVIATPIKO QAPUAKEUTIKO TTPOIOV g€ {wa

Tuxaia kartarmroon, €dikd amd Taidi, PTTopEi va TTPOKOAECEl Taxukapdia, opBooTartiki
uTTOTACN, £5aWn TOU TTPOCWTTOU KAl TTOVOKEPAAO.

AxpnoigoTrointa TuRUaTa dIoKiWV va ETTIOTPEPOVTAl OTNV AVOIXTH KUWEAN, 1 oTn @IGAn Kai
otnv e€wTepikr) cuokeuacia. Na uAdooovtal ae ac@aAir Béon Tnv otroia dev BAETTOUV Kal
dev TTpooeyyifouv Ta TTaIdIA.

KAgivete TN @IGAN €punTIKG PE TO TTWHO APECWG PETA TNV OQAIpECN TOU ATTAITOUPEVOU
apIBuoU dioKiwv ) Twv TUNUATWY BIoKiWV.

2€ TTEPITITWON TUXaiag KATATToong, avalntioTe auéowg IaTPIK CUMPBOUAR Kal O€igTe oTO
y1aTpd 10 @UAAO 0dNyIWV XPRong f TNV ETIKETA.

MAOveTE TO XEPIO PETA TN XPAON.

4.6 AvetriOUpNTEG evEPYElEG (OUXVOTNTA KAl oOBApPOTNTA)

2€ OTTAVIEC TTEPITITWOEIC UTTOPEl va TTapaTtnenOei pia eAagpd BeTIkn xpovoTpdtiog dpdon

(at&non Tou KapdiakoU pubuol) kal EueTog. QOTOCO, AUTEG Ol AVETTIBUUNTEG EVEPYEIEG Eival

O000EEAPTWHEVES KAl UTTOPOUV VA aTToPeUXB0oUV PelwvovTag Th 86an.

2€ OTTAVIEG TTEPITITWOEIG £XOUV TTapaTnpenBei TTapodikr didppola, avopetia [ AfBapyog.

Av kalr dev éxel capwg atrodelxBei cuoxEéTion ue Tnv TIPOPevOAvn, Ot TTOAU OTTAVIEG

TTEPITITWOEIG, UTTOPEl KATA Tn BepaTtreia va tmapatnenbolv cuptmtwuata dpdoewv oTnv

TpwToTradn aipéoTacn (TmeTéxeleg o PAevvoyovoug, uTTodOpIEG aihoppayics). AuTd Ta

OUUTITWHATA TTapépxovtal otav OlaKOTTEl n BepaTtreia. e OTTAVIEC TTEPITITWOEIG, KATA TN

OIdpKeIa TNG XPOvIOG BepaTtreiag Pe TIPHOREVOAVN OKUAWV HE €KQUAION TNG MITPOEIBOUG

BaABidag, éxel TTapatnpnBei augnon NG TTaAIVOPOUNoNG TNG MITPOEIBOUG BaABidag.

H ocuxvotnTa Twv avetmBuunTwy evepyeiwy KabopileTal wg aKoAoUBwG:

- TTOAU ouyvh (TTepiocdTepo atrd 1 ota 10 wa TTapouacialouv aveTTIBUUNTEG EVEPYEIEG KATA
TN d1dpKeIa TNG BepaTreiag)

- ouxvn (repioadTepo atd 1 aAAd AiyoTepo atrd 10 Cwa ota 100 utrd Beparreia (wa)

- Mn ouvnBiopévn (TTepioodTePO atmo 1 aAAd Aiyotepo atrd 10 dwa ota 1000 utrd Bepartreia
{wa)

- omavia (TrepioocoTePo atmd 1 aAAG AiyéTtepo ammd 10 {wa ota 10.000 utrd BeparTreia {wa)

- ToAU omavia (Aiyétepo atmd 1 ota 10.000 utrd Bepatreia {wa, cuuTTEPIAGUBAVOUEVWV
MEMOVWHEVWV aVAPOPWV)

4.7 Xpion Katd Tnv KUnon, Tn yaAouyia i Tnv woTtokia

ATO TIC €pyaoTNPIOKEG MEANETEG O€ €TTiHUEG Kal KOuvEANIa dev dlatTioTwlnkav evoeigelg
TEPATOYEVEONG 1 €UPRPUOTOEIKOTATAG. EV TOUTOIG, YE TIG MEAETEG QUTEG, OTAV XOopPnyrndnkav
UWNA£EG DOOEIG,

olammoTwonKay  evoeigelig TOCIKOTNTAG OTN  PNTEPA KAl €UPPUOTOLIKOTNTA  Kal  €TTIONG
KatadeixBnke OT n mPoPevdavn amoBdAAeTal pe 10 ydAa. H ac@dAgia Tou KTnviaTpikou
POPUOKEUTIKOU TTPOIOVTOG Oev £XEl atTodEIXOel KaTd Tn didpKela TG KUNONG i TNG yaAouxiag
o€ OnAukoug OKUAoOuG. XpnoIYOTTOINOTE TO TIPOIGV POVO CUPPWVA MPE TNV EKTINNON
o@éAoug/KIvOUuvou aTTd ToV UTTEUBUVO KTnviaTpo.

4.8 ANANAemdpdoelg HE GAAO  QOPHUAKEUTIKA TTPOIOVTA KOl  AGAAEG  HOP@EG
aAAnAemidpaong

€ QAPUAKOAOYIKEG HEAETEG Oev TTapaTnEnOnke aAAnAemidpacn peTagUu TNG KaPdIAKNG
yYAukoaoidng oTtpogpavlivng kar Tng TpoRevddvng. H TTpokaAoupevn atmd Tnv TTIPoREVOAvN
augnaon TNG CUCTOATIKOTNTAG TOU PuoKapdiou PETPIAdeTal aTTO TOUG AVTOYWVIOTEG aoBeaTiou
BepatrapiAn kail SIATIQZEUN Kal aTTd TOV B-avTaywVvioTA TTPOTTPavOAOAN.
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4.9 Aoooloyia Kal TpOTTOG XopRynong

Mnv utrepPaiveTe TN CUVICTWHEVN dOGCN.

MNa TN xopAynon tng owaoTr dOoNG, TTpIV TN BepaTreia va TTpoadIopifeTal TO CWHATIKO BApog
ME akpiBela.

Ta diokia xopnyouvtal a1td 10 OTOMa o€ doon atmd 0,2 mg éwg 0,6 mg mmuopevdoavn/kg
owpaTikou Bdapoug ava nuépa. H TpoTigwuevn nuepnioia doon cival 0,5 mg mmpopevdavn/kg
owpaTikou Bdapoug. H déon va diaipeital o€ duo xopnynoeis (0,25 mg/kg cwpuatikou Bapoug
n K&Be pia), xpnoigotroiwvTag évav KatdAAnAo ouvduaopud oAGKANpPou, i MIGOU Twv dIoKiwV.
Tn wion 86on 10 TTpWi Kai TNV GAAN WIoHA TTEPITTOU 12 WpPEG apyodTEPQ.

KdaBe 660N va diveTal TTEPITTOU HIa wpd TTPIV T Xopriynon Tpo@ng. At eubegiag Aqyn atod 1o
Cwo, A ToTroBeTACTE TO BIOKiO TTICW aTTé TN BACN TNG YAWOOOG.

AuTO avTIOTOIXEI O€:

‘Eva paowpevo diokio 1,25 mg 1o TTpwi Kal éva pacwpevo diokio 1,25 mg 1o amdyeupa yia
Bapog ocwpatog 5 kg.

Ta diokia Twv 1,25, 5 kai 10 mg diaipouvTal oTa 2.
To TTpoidv utTopei va cuvduddeTtal e dloupnTIKr BepaTTeia, OTTWG POUPOTEUIDN.

4.10 YmwepdoooAoyia (CUPTITWHOTO, METPO OVTIMETWITIONG, avTidoTa), €dv eival
aTrapaiTnTa

2¢e TrepimmTwaon utrepdoaiag UTTopei va TTapatnenouv BeTIKA xpovoTpdTTog dpdaorn, €UETOG,
amaBeia, aragia, kapdlakd UonUaA f UTTOTACN. 2’ AUTH TNV TTEPITITWOT, Ba TTPéTTel n ddoN va
MEIWVETAI KAl Va Xopnyeital KAaTAAANAN CuuTITWUATIKA BeparTreia.

2e TrapateTapévn (6 WAvVES) Xopriynon o€ uyieic okUAoug Beagle d6ong 3mAdoiag kai
5TTAGCIa¢ TNG CUVICTWHEVNG, TTAPATNPNONKE O€ PEPIKOUG TTAXUVON TNG MITPOEIO0UG BaABidag
Kal aploTepr] KOIAIaKN utrepTpo®ia. O aAAayég auTég sival papuaKodUVAUIKNG TTPOEAEUONG.

4.11 Xpévog(ol) avapuovig
Aev eapudleTal.
5. ®APMAKOAOTIIKEZ IAIOTHTEZ

QapuakoBepatreuTiky opdda: Kapdiakdg dieyéptng, Efaipolvral Kapdiakoi yAukooideg,
QVOOTOAEAG PWOPOdIECTEPAONG.
Kwdikdg ATCvet: QCO1CE9O.

5.1 PapHAKOBUVOMIKESG IB10TNTEG

H myoBevddvn, €éva Ttapdywyo NG BevQuidaloAng-rupidadivévng, givar  un-
OUMTTOBNTIKOMIKNTIKY, HN-YAUKOOIOIKA IVOTPOTIOG Oudia HPE I0XUPEG AYYEIODIOOTOATIKEG
IDIOTNTEG.

H muoBevdavn aokei Tn dieyepTikA TNG Op&on OTO HUOKAPDBIO HECW EVOS ITTAOU PUNXAavIoHOU
dpdong: auf¢non Tng euaicBbnoiog OTo QORECTIO TWV KAPSOIOKWY MUKWV VNUATIWY Kal
avaoToAl TNG Qwogodicotepdong (tutrog ). Etriong, aokei ayyeiodlaoTaATtik dpdon,
avaoTéAovTag T dpdaon TG ewo@odieotepdaong lll. ZUveTTwg, 0 BETIKOG IVOTPOTTIONOG dev
TIPOKAAEITAI OUTE aTTO OPACN TTAPOPOIA PE QUTH TWV KOPJIAKWY YAUKOOIDWV OUTE aTTo
OUMTTOONTIKOMIKMNTIKA.

To Trpoidv, 6Tav XpnNOIUOTTOIEITAI OE TTEPITITWOEIG CUPTITWHATIKAG BAABISIKNG aVETTAPKEIOG O€
ouvOUAOUO PE POUPOCENION Exel KaTadelxBei OTI BeATIWVEI TNV TTOIOTNTA {WNAG KAI ETTEKTEIVEI
TO TTPOCDOKIKO ETTIRIWONG OTOUG UTTO BepaTTeia GKUAOUG.
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To Tpoidv, OTavV XPNOILOTIOIEITAI O€ OPICUEVEG TTEPITITWOEIS CUPTITWHATIKAG OIATATIKAG
MuokapdloTTéBelag o€ ouvOuaoud e GOUPOCENidn, evalatTpiAn kai diyotivn €xel kaTaderxOei
0T BeAniwvel TNV TmoIdTATG {WNAG KOl ETTEKTEIVEI TO TTPOCOOKIUO €TMIRiwONG OTOUuG UTTO
BeparTreia oKUAOUG.

5.2 DapHAKOKIVNTIKA CTOIXEIN

MeTd Tnv atrd Tou oTéPATOG XOPAYNON TNG TTIHOREVOAVNG, N aTTdAUTN BIodIABeCINOTNTA Eival
60 - 63 %. Eme16n n BiodiaBeciudTNTa PYEIWVETAI onUavTIKG éTav n TPoRevddavn xopnyeital
ME TNV TPOYN 1 AUECWE PETA, CUVIOTATAI N XOopHynon Tng Bepartreiag ota wa Trepittou 1 wpa
TTPIV TN XOPryNon TPoeng.

MeTd Tn xopriynon até 1o otopa 0,25 mg/kg o.p muofevddavng, N MEYIOTN CUYKEVTPWON OTO
TAdopa Atav 17,4 pg/L (uéon Cmax) Kal N TTEPIOXA KATW a1Td TNV KAUTTUAN (AUC) ATtav 20,9
h*ug/L (uéon AUCo.).

O d6ykog katavoung civar 2,6 I/kg, katadeikviovtag OTI n mMPoRevOAvn KaTavéUETal AUETa
OTOUG 10TOUG. TO HECO TTOCOCTO OUVOEDNG HE TIG TIPWTEIVEG TOU TTAGOUATOC gival 93 %.

H muoBevddavn atropebuliwveTal ofeldwTIKG aTov KUpio dpacTikd peTaBoAitn tng (UD-CG
212). ANa tTpoidvTa petaBoAicuou eival Ta @aong Il Tpoidvta ouleuéng Tou UD-CG 212,
OUCIAOTIKA YAUKOUPOVIKEG Kal BENKEG EVWOEIG.

O xpoévog nuiceiag (wAg TG THoRevdavng oTo TTAdoua cival 0,4 wpPEeG, OE avTIoTOoIXia JE TNV
uwnAn kadBapon twv 90 ml/min/kg Kai To GUVTOUO PECO XPOVO TTaPApOoVS Twv 0,5 wpwv.

O KUpI0G dPACTIKOG PETARBOAITNG aTTORAAAETAI e XPOVO nuicelag (WG oTo TTAdOUA 2 WPEG.
2x€00V 0AOGKANPN N d6an atmoBAAAETaI YE TA KOTTPAVA.

6. ®APMAKEYTIKA ZTOIXEIA
6.1 KardAoyog ekdoxwv

Silica colloidal anhydrous

Stearic acid

Copovidone

Croscarmellose sodium

Malic acid

Maize starch

Cellulose microcrystalline

Lactose monohydrate

Dried Yeast (from Saccharomyces cerevisiae)
Pig liver powder

6.2 KUpieg acupparoTnTeg

Aev e@apudleTal.

6.3 Aidpkeia wnig

KuwéAeg: Aidpkeia CwnAg Tou KTNVIATPIKOU QAPHOKEUTIKOU TTPOIOVTOG CUMQWVA HE TN
ouoKeuaoia TTWANONG: 2 xpovia.

QidAeg: Aldpkeia (WG TOU KTNVIOTPIKOU (QOPPOKEUTIKOU TTPOIOVTOG CUP@QWVO ME TN

ouokeuaaoia TTWwANONG: 2 xpovia.
Aldpkela CWAG PETA TO TTPWTO GVOIYUA TNG OTOIXEIWOOUG CUCKEUQTIAG: 2 UIVEG.
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6.4 1810iTEPEG TIPOPUAAEEIG KATA TN QUAAEN TOU TTPOIOVTOG

KugwéAeg: Axpnolgotrointa TuAPaTa SIoKiwv va  €mMOTpE@OVTAl OTNV KUWEAN Kal  va
XPNOIJOTToIoUVTal OTNV ETTOUEVN XOoprynon.

Mn @uAdooeTe o€ Bepuokpaaoia peyaluTepn Twv 30° C.

PiaAeg: Aiatnpeite TN QIGAN epuNTIKA KAEIOPEVN YIa TTPOCTACIA ATTO TNV UYPATia.

AxpnoigoTtrointa TuRPaTa dioKiwyv va emoTPEQOVTal 0T QIAAN Kal va XpnNoIJOoTToIoUVTal 0ThV
emoPEVN Xoprynon.

Mn @uAdooeTe o€ Bepuokpaaoia peyaluTepn Twv 25° C.

6.5 ®uon Kal oUvOeoN TNG OTOIXEIWSOUG CUCKEUATIAG

Kuwéreg: Kuwéreg amd  TToAuapidio-aAoupivio-xyAwplouxo TTOAUBIVOAIO / aAoupivio BepuIka
OQPAYIOMEVEG.

KouTi xapTtivo pe 3 1] 8 KUWEAES Twv 12 BIoKiwv.

QioAeg: PidAeg atmd TTOAUAIBUAEVIO UWNANG TTUKVOTNTOG ME BIOWTO CUCTPEPOUEVO TTWUA
ao@aAeiog yia TTaIdId atTd TTOAUTTPOTTUAEVIO.

di1aAn 35 ml repiéxel 60 diokia.

MTropéei va unv KUKAO@opoUV GAEG OI CUCKEUQTIEG.

6.6 EIBIKEG TPOQUAAGSEIG ammoppIYPnsg €vOG  XPNOIMOTIOINGEVTOS  KTNVIATPIKOU
QUPMAKEUTIKOU TTPOIiOVTOG | AAAWV UAIKWV TToUu TrpoépxovTtal amd Tn Xpnon Tou
TTPOIGVTOG, AV UTTAPXOUV

KaBe un xpnoigotroinBév KTnviaTpiKO QPAPMOKEUTIKO TIPOIOV 1 Jn  XPNOoIJoTToINBévTa
UTTOAEIJUATA TOU TTPETTEI VA OTTOPPITITOVTAI CUPQWYVA HE TIG IOXUOUCEG £BVIKEG OTTAITACEIG.

7. KATOXOZ AAEIAZ KYKAODOPIAZ

CEVA SANTE ANIMALE

10 avenue de la Ballastiere

33500 Libourne

France

8. APIOMOZ(OI) AAEIAZ KYKAO®DOPIAZ

A.A.K. Kutrpou: CY00677V

9. HMEPOMHNIA NMPQTHZ EFKPIZHZ/ANANEQZHZ THXZ AAEIAZ
Huepopnvia 1M éykpiong: 30/04/2018

10. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY
27/01/2021

ATATOPEYZH NQAHZHZ, AIAGEZHZ KAI'H XPHZHZ
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NMAPAPTHMAIII

EMIZHMANZH KAI ®YAAO OAHIIQN XPHZEQZ
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A. ENIZHMANZH
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NAHPO®OPIEZ NOY MPEMEI NA ANATPA®ONTAI ZTHN EEQTEPIKH ZYZKEYAZIA

Kouri xaptivo pe 1 @1dAn Twv 60 diokiwv

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOX

Zelys 1,25 mg pacwpeva diokia yia oKUAoug
pimobendan

2. 2YNOEZH ZE APAZTIKEZ OYZIEZ

KaB¢e diokio TTepIéXEl:
Pimobendan 1,25 mg

‘ 3. ®APMAKOTEXNIKH MOP®H

Maowpevo diokio

| 4. IYIKEYAZIA

60 OloKia

[ 5. EIAOZ(H) ZQOY(QN)

2KUAoI

| 6. ENAEIZH(EIE)

‘ 7. TPOMOZ KAl OAOZ(Ol) XOPHIMHZHZ

Xopriynon atrd 10 oTOUA.
AlaBdoTe To QUANO 0dNyIWV XpPriong TTPIV atto Tn Xprnon.

[ 8. XPONOZ(Ol) ANAMONHE

[ 9. EIAIKH(EZ) MTPOEIAOMOIHZH(EIZ), EAN EINAI ANAPAITHTH(EZ)

AloBaoTe T0 @UAAO 0dnyIwv Xpriong TrpIv atrd Tn Xpnon.

‘ 10. HMEPOMHNIA AH=HZ

EXP {unrvag/étoc}
MeTd TO TTPWTO AvOolyua XPACTN EVTOG 2 UNVWV.

‘ 11. EIAIKEZ ZYNOHKEZ AIATHPHZHX

Mn @uAdooeTe o€ Bepuokpaaia peyaAuTtepn Twyv 25° C.
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Alatnpeite TN QIAAN epuNTIKA KAEIOPEVN VIO TTPOOTACIO ATTO THV Uypaaia.
AxpnoigoTtrointa TuRPaTa dioKiwyv va emoTPEPOvVTal 0T QIAAN Kal va XpnNoIJOoTToIoUvVTal 0ThV
ETTOPEVN XOPryNnan.

12. EIAIKEZ NMPO®YAAZEIZ ANOPPIYHZ ENOZ XPHZIMOMOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOX 'H AAAQN YAIKQN MNOY
NPOEPXONTAI AMNO TO MNMPOION, AN YITAPXOYN

ATTOppIYnN: BA. EOWKAEIOTO GUAAO 0dNYIWV XProng.

13. Ol AEZEIZ «AMNMOKAEIZTIKA TIA KTHNIATPIKH XPHZH» KAI Ol OPOlI 'H Ol
NEPIOPIZMOI MNMOY IZXYOYN ZXETIKA ME TH AIAOGEZH KAI TH XPHZH, av utrdpxouv

ATTOKAEIOTIKA yia KTNVIATEIKA Xprion. Na diatiBetal yévo Pe KTNVIATPIKK) cuvTayn.

14. Ol AEZEIZ «<NA ®YAAZZIETAI ZE OEZH, THN OIOIA AEN BAEMNOYN KAI AEN
NPOZEITIZOYN TA MNAIAIA»

Na euAdooeTal o Béan Tnv otroia dev BAETTOUV Kal dev TTpooeyyifouv Ta TTaIdId.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

CEVA SANTE ANIMALE
10 avenue de la Ballastiere
33500 Libourne

France

‘ 16. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ

A.A.K. Kutrpou: CY00677V

‘ 17. APIOMOZ MNAPTIAAZ NMAPAIQIrHz

Lot {apiBudc}
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NAHPO®OPIEZ NOY MPEMEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

Kouri xdpTivo pg 36 | 96 diokia

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZX

Zelys 1,25 mg pacwpeva diokia yia oKUAoUg
pimobendan

‘ 2. ZYNOEZH ZE APAZTIKEZ OYZIEZ

KaB¢e diokio TTepIéXEl:
Pimobendan 1,25 mg

‘ 3. ®APMAKOTEXNIKH MOP®H

Maowpevo diokio

| 4. TYSKEYAZIA

36 OloKia
96 diokia

| 5. EIAOZ(H) ZQOY(QN)

2KUAoI

| 6. ENAEIZH(EIZ)

[ 7. TPOMNOZ KAl OAOX(Ol) XOPHIHEHE

Xopriynon atrd 1o oTOuA.
AloBaoTe T0 @UAAO 0dnyIWV XPriong TIpIV atrd T XPnon.

| 8. XPONOZ(0l) ANAMONHE

‘ 9. EIAIKH(EZ) NMPOEIAOIMNOIHZH(EIZ), EAN EINAI ANMAPAITHTH(EZ)

AloBaoTe T0 @UAAO 0dnyIWV XPriong TIPIV aTTd T XPNon.

‘ 10. HMEPOMHNIA AH=HZ

EXP {urivag/éToc}

‘ 11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

Mn @uAdooete o€ Bepuokpaaoia peyaAuTtepn Twyv 30° C.
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Axpnoigotrointa TUAuaTa dICKIWV va €MOTPEPOVTAl OTNV KUWEAN Kal va XpnoldoTTolouvTal
oTnVv €TOUEVN Xoprynon.

12. EIAIKEZ NMPO®YAAZEIZ ANOPPIYHZ ENOZ XPHZIMOMOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[IPOIONTOX 'H AAAQN YAIKQN TMOY
MPOEPXONTAI AINO TO MNMPOION, AN YINTAPXOYN

Améppiwn: BA. e0WKAEIOTO GUAAO 0dnyIWV XPrRong.

13. 0l AEZEIZ «ANOKAEIZTIKA T'lIA KTHNIATPIKH XPHZH» KAl Ol OPOI 'H Ol
NEPIOPIZMOI NOY IZXYOYN ZXETIKA ME TH AIAOEZH KAI TH XPHZH, av utrdpxouv

ATTOKAEIOTIKA yia KTNVIaTPIKR Xeon. Na diaTifetal udvo Je KTnvIaTpikr) ouvTayn.

14. Ol AEZEIZ «<NA ®OYAAZZETAI ZE OEZH, THN OIOIA AEN BAEMOYN KAl AEN
MPOZEITIZOYN TA MNAIAIA»

Na @uAacceTal o Béon Tnv otroia dev BAETTOUV Kal dev TTpoceyyifouv Ta TTaidid.

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

CEVA SANTE ANIMALE
10 avenue de la Ballastiere
33500 Libourne

France

‘ 16. APIOMOZ(OIl) AAEIAZ KYKAO®OPIAZ

A.A.K. Kutrpou: CY00677V

‘ 17. APIOMOZ MNAPTIAAZ NMAPAIQIrHz

Lot {apIBud6c}
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EAAXIZTEZ NAHPO®OPIEZ [MOY T[PEMEI NA ANAIPA®ONTAI ZITIZ
2TOIXEIQAEIZ 2YZKEYAZIEZ

D1GAN atrd TTOAUQIBUAEVIO UWNANG TTUKVOTNTAG PE BIBWTO TTWHA.

MIKPEZ

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOX

Zelys 1,25 mg pacwpeva diokia yia oKUAoug
pimobendan

‘ 2. NMOZOTIKH ZYNOEZH ZE APAZTIKH(E) OYZIA(EZ)

Pimobendan 1,25 mg

‘ 3. NMEPIEXOMENO KATA BAPOZ, KAT' OFKO 'H KAT' APIOMO AOZEQN

60 diokia

| 4. OAOZ(Ol) XOPHIHEHE

Xopriynon atro 10 oTOuA.

| 5. XPONOZ(0l) ANAMONHE

‘ 6. APIOMOZ MNAPTIAAZ

Lot {apiBud6c}

‘7. HMEPOMHNIA AH=HZ

EXP {uAvag/étoc}
MeTa TO TTPWTO AvVOolyua XPron EVTOG 2 UNvwv.

‘ 8. OI AEZEIZ «<ANOKAEIZTIKA IN'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA yIO KTNVIATPIKI XPHon.
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EAAXIZTEZ NAHPO®OPIEZ [MOY T[PEMEI NA ANAIPA®ONTAI ZITIZ
2TOIXEIQAEIZ 2YZKEYAZIEZ TYNOY BLISTER

Blister (KuwéAn)

MIKPEZ

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZX

Zelys 1,25 mg pacwpeva diokia ,( !(

pimobendan

‘ 2. ONOMA TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

&

‘3. HMEPOMHNIA AH=HZ

EXP {unvag/étoc}

‘ 4. APIOMOZ MNAPTIAAZ

Lot {apiBudc}

‘ 5. OI AEZEIZ «<AMNOKAEIZTIKA I'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA IO KTNVIATPIK XPHon.
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B. ®YAAO OAHI'IQN XPHZHZ

15/19



Zelys 1,25 mg paowpeva dioKia yio oKUAoug

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAI TOY
KATOXOY THZ AAEIAZ TAPAZKEYHZ T1OY EINAI YIMNEYOYNOZ TIA THN
AMNOAEZMEYZH MNAPTIAQN, E®OZON EINAI AIA®OOPETIKOI

KdTtoxoc Tn¢ adeiac KukAogpopiac:
CEVA SANTE ANIMALE

10 avenue de la Ballastiere
33500 Libourne

France

MNoapaoKeuao TS UTTEUOUVOC yia TNV aTTOdE0UEUON TWV TTAPTIOWV:
Ceva Santé Animale

Boulevard de la Communication

Zone Autoroutiére

53950 Louverné

France

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

Zelys 1,25 mg pacwpeva dIoKia yia OKUAOUG
pimobendan

3. ZYNOEZH ZE APAZTIKH(EZ) OYZIA(EZ) KAl AAAA ZYZTATIKA

Pimobendan 1,25 mg

Maowpevo diokio

AIOKiO OTPOYYUAO, XpWHATOG PTTEC £WG AVOIKTO KAPE, JE YPANMI KOTTNG OTN Hia TTAEUpPd.
Ta diokia utropouv va diaipeBolv o€ dUo ica TUAuaATa.

4. ENAEIZEIZ

MNa TN Bepatreia TNG CUPQPOPNTIKAG KAPDIAKNG AVETTAPKEIOG TOU OKUAOU, TTOU OQEIAETAI OE
BaABIdIKA avettdpkeia (aveTTdpKeEIa PITPOEIBOUG Kal/fy TpiyAwyivous BaABidag), i diatarikn
MuokapdioTTdBeia (BA. etriong “Aocoloyia, TpOTTOG Kal 006G xopriynong’).

5. ANTENAEIZEIZ

Na pn XpnoigoTrolgital n TTPoReVOAvn O€ UTTEPTPOPIKEG HUOKAPDIOTTABEIEG 1) O€ VOOOUG TTOU
Oev uTropei va emiteuxBei BeAtiwon Tou KapdlokoU Oykou TTAaAPOU AGYyw AEITOUPYIKWY N
QVATOMIKWYV aITiwV (TT.X. OTEVWOTN TNG 00PTAG).

Emeidn) n muoPevdavn peTafoAileTal Kupiwg HECW TOU ATTATOG, VA PN XPNOIMOTIOIEITal O€
OKUAoOuGg e oofapry avermdpkela TnGg nmamikAg  Aeimoupyiag (BA. €Tmiong  kepdAaio
“Eykupoouvn kal yaAouxia®).

6. ANEMIOYMHTEZ ENEPrEIEZ

2€ OTTAVIEG TTEPITITWOEIG WUTTOPEl va TTapaTtnenOei pia eAa@pd BeTIK XPOovoTPOTTog dpdon
(avgnon Tou kapdiakoU pubuou) kal EUETOC. QOTOOO, QUTEG Ol QVETTIOUUNTEG EVEPYEIEG Eival
0000EEAPTWHEVES KAl UTTOPOUV VA aTTOPEUXB0oUV PeIwvovTag Tn 660n.

2¢€ OTTAVIEG TTEPITITWOEIG £XOUV TTapaTnpnBei TTapodikA didppola, avopesia r ABapyod.

Av kal dev €xel capwg atrodeixBei cuoxéTion e TNV TMPOREVOAvVN, O TTOAU OTTAVIEG
TEQITITWOEIG, PTTOPEl KaTd Tn Oeparreia va TTapatnenbouv CUUTITWHATA OPACEWY OTnV
mpwToTmadn aipéoTacn (TmeTéxeleg o€ PAevvoyovoug, UTTodOpPIEG aldoppayieg). Autd Ta
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CUPTITWHATA TTapépxovTal 6tav OIOKOTTEN N BepaTtreia. & OTTAVIEG TTEPITITWOEIG, KATA Th

oldpkela TG xpoviag BepaTtreiag pe TMIPOREVOAVN OKUAWVY HE €KQUAICN TNG MITPOEIGOUG

BaABidag, éxel TapatnpenBei augnon TnG TTaAIvopOunong TnG MITPoEIdoUug BaABidag.

H ouxvoTtnTta Twv aveTriBUUNTWY EVEPYEILV KABOPIZeTal WG AKOAOUBWG:

- TTOAU ouyvh (TTepiocdTepo atrd 1 oTa 10 wa TTapPoUCIACoUV AVETTIOUPNTEG EVEPYEIEG KATA
TN d1dpKeEIa TNG BepaTreiag)

- ouxvh (TreplocdTtepo atmo 1 aAAd Aiyétepo atrd 10 Cwa ota 100 utrd Bepartreia {wa)

- un ouvnBiopévn (TTepIocoTEPO aTTd 1 aAAd AiyéTepo atrd 10 Cwa ota 1000 uttd Bepartreia
(wa)

- omavia (TrepioodTePo atmo 1 aAAG Aiyétepo ammd 10 {wa ota 10.000 utrd Bepartreia {wa)

- TOAU oTmravia (Aiyétepo atré 1 ota 10.000 uttd Beparreia {wa, CUPTTEPIAAUBAVOREVWV
MEMOVWHEVWV aVAPOPWIV)

Edv mapartnprioete oTTolodATTOTE AVETTIBUUNTN EVEPYEIA, AKOUO Kal av OeV AvA@EPETAl OTO
€OWKAEIOTO QUANO 0odnyiwv Xpnong 1 au@IBEAETE yia TNV  ATmTOTEAEOUATIKOTNTA TOU
PAPHUAKOU, TTAOPAKOAEIOBE va EVNUEPUWOETE OXETIKWG TOV KTNViaTpd 0ag.

EvaAAaKTIKG KAVTE Xprion Tou €BviKoU CUCTAHMATOG avapopdg.

7. EIAH ZQQN

2KUAOL.

8. AOZOAOrlIATIA KAGE EIAOZ, TPOMNOZ KAI OAOZ(Ol) XOPHIHZHZ

Mnv uTrepPaiveTe TN GUVICTWHEVN dOGN.

MNa TN xopAynon tng owatrg déong, TTpiv TN BepaTreia va TpoadiopileTal TO CWPATIKG B&pPog
ME akpipela.

Ta diokia xopnyouvtal a1rd 10 OTOMa o€ d6on amd 0,2 mg éwg 0,6 mg muopevdavn/kg
OwMaTIKOU Bapoug ava nuépa. H mTpoTipwuevn nuepnola d6on gival 0,5 mg muoBevdavn/kg
owpaTikou Bdpoug. H déon va diaipeital o€ duo xopnynoeis (0,25 mg/kg cwuatikol Bdpoug
n K&Be pia), xpnoILOTTOIWVTAG évav KATAAANAO ouvduaouO OAGKANPOU, 1] MICOU TwV BIOKiwWV.
Tn pior) d6on 10 TTPpWI Kal TRV AAAN MIOH TTEPITTOU 12 WPES apyoTEPA.

KdBe d6on va diveTal TTERITTOU JIa wpd TTPIV T Xoprynon TPoPniG.

AuTté avTioTOIXEl O€:

‘Eva paocwpevo diokio 1,25 mg 1o Tpwi Kal €va pacwievo diokio 1,25 mg 1o amdyeupa yia
Bapog cwpaTtog 5 kg.

Ta diokia Twv 1,25, 5 kar 10 mg diaipouvTal oTa 2.
To TTpoidv utropei va guvdudadletal e dloupnTIKr BepaTreia, OTTWG POUPOTEUION.

9. OAHrIEZ INA TH ZQXTH XOPHIHzH

AT’ eubeiag Awn atd 1o (wo, f ToTToBeToTE TO dIOKIO TTIoW aTTo TN BACN TG YAWOOTAG.
10. XPONOZ(Ol) ANAMONHZX

Aev e@apudleTal.

11. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na @uAdaooeTal o Béon Tnv otroia dev BAETTouV Kal dev TTpooeyyifouv Ta TTaIdId.

KuwéAeg: Axpnolgotrointa  TUAPATA BIOKiwv va  ETMOTPEQOVTAI OTNV  KUWEAN Kol va
XPNOIUOTTOIoUVTal OTNV ETTOMEVN XOPRYNoN.
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Mn @uAdooeTe o€ Bepuokpaaoia peyaAuTepn Twy 30° C.

DiaAeg: AiGpkela (wng JETA TO TTPWTO AVolyua TNG OTOIXEIWOOUG CUOKEUAOIAg: 2 NAVEG.
Alatnpeite TN QIAAN epuNTIKA KAEIOPEVN VIO TTPOOTAC O ATTO THV Uypaaia.

AxpnoigoTrointa TuAuaTa SIoKiwY va eTTIOTPEPOVTAl OTN QIAAN KAl VO XPeNOIKMOTToIoUVTal OThV
ETTOPEVN XOPryNan.

Mn @uAdooeTe o€ Bepuokpaaoia peyaAuTepn Twy 25° C.

Na un xpnOIYOTTOIEITAI AQUTO TO KTNVIATPIKO QAPUAKEUTIKO TTPOIOV PETA TNV NUEPOMNVia ARENg
TTOU avaypda@eTal TNV KUWEAN A TN @IAGAN Kal To KouTi, NeTd «EXP». H nuepounvia Anéng
OUUTTITITEl JE TNV TEAEUTAIO NUEPO TOU CUYKEKPIPEVOU [N Va.

12. EIAIKH(EZ) MPOEIAOMNOIHZH(EIZ)

E101kA TTposidoTToinon via KaBe gidoc (wou:

Kapia.

EidIkA TTpo@UAagn yia Tn xopriynon ota {wa:
Ta paocwpeva dlokia gival euyeuoTa. [Na TNV ATTOQUYH TUXAIAG KATATTOONG, VO QUAGCCOVTAI
Ta dioKia o€ B€on TTou dev TTpooeyyifouv Ta {Wa.

lpo¢ rov Krnviarpo:.
>& OKUAOUG Pe oakxapwdn dl1aBATN, Katd Tn SIGpKEIa TG Bepatreiag Ba TTPETTEI va EAEYXETAI
TAKTIKA N YAUKOCN TOU aipaTog.

ZuvioTAaTtal €AeyxoG TNG KapdIoKAG AeIToupyiag Kal pop@oAoyiag ota utrd Beparreia pe
muoBevdavn Cwa (BA. etTiong KeQAAaIo “AveTTIBUUNTEG EVEPYEIES”).

IS10iTEPEC TTPOQUAGEEIC TToU  TTpéTTel va AauBdvovral ammd 1o ATouo  TToU  XOpPnyei To
KTNVIATPIKO QOPUAKEUTIKO TTPOIOV 0€ {Wa:

Tuxaia kardmoan, €0IK& a1d TTaudi, YTTOPEi va TTPOKAAETEl Taxukapdia, opBooTaTIKA
utréTaon, £§awn ToU TTPOCWTTOU KAl TTOVOKEPAAO.

AxpnoigoTtrointa TuRpaTa dIoKiWV va ETTIGTPEPOVTAI OTNV AVOIXTH KUWEAN, i aTn @IGAn Kai
oTnVv €CwTePIK cuokeuaoia. Na euAdooovtal oe ac@aAlrl Béon Tnv otroia dev BAETTOUV Kal
TTpooeyyiCouv Ta TTaIdIA.

KAgivete TN @IGAN €punTIKG PE TO TTWHO APEOWG PETA TNV OQAIPECT TOU ATTAITOUPEVOU
apIBuoU dioKiwv ) TwV TUNUATWY BIoKIWV.

2& TEPITITWON TUXOiag KaTATTOONG, avadntoTe auéowg 1aTpIk OUPBOUAR Kkal BegigTe oTo
y1aTpo TO0 GUAAO 0dNYIWV XProng r TNV €TIKETA.

MAOveTE TO XEPIA PETA TN XPAON.

Evkupgoouvn kar yahouyia:

ATIO TIG €pyaocTnPIaKEG MEAETEG OE ETTIPHUEG Kol KOuvéAIa Oev diamoTwelnkav evoeitelg
Tepatoyéveong N euppuoToéIkéTNTaS. EV TOUTOIG, WE TIG PEAETEG auTEG, OTAV Xopnynenkav
uynAég dooeig, dlatmoTwbnkav evoeielg TOEIKOTNTAG OTN PNTEPA KAl EUBPUOTOEIKOTNTA KAl
emiong karadeixOnke o1 n mpoPevdavn atmmoBdaAAeTal pye To ydAa. H ao@dAeia TOu
KTAVIATPIKOU QOPUAKEUTIKOU TTPOidvTog Oev €xel atTodeixBei katd Tn didpkeia TG KUNoNg n
NG yoAouxiag oe BnAukoug OKUAoug. XpnOIUOTTOINOTE TO TTPOIGV POVo CUPQWVA PE TNV
EKTINNON 0PEAOUG/KIVOUVOU aTTO TOV UTTEUBUVO KTNnviaTpo.

AAMNAeTISpAoEIC e AANA QAPUAKEUTIKA TTPOIOVTA Kol GAAEC HOP@PEC aAANAETTIOpaaNG:

lpog Tov KTnviarpo:

€ QAPUAKOAOYIKEG HEAETEG Oev TTapaTNENONKE OAANAETiIOpacn HETAEU TNG KAPSIOKAG
yAukogidng oTtpogavlivng kal tng muoRevddavng. H TTpokaAolpevn ammd Tnv mhopevodvn
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augnon TNG CUCTOATIKOTNTAG TOU PJUOKAPdiou PETPIAZETAlI OTTO TOUG AVTAYWVIOTEG AOBECTIOU
BepatrapiAn kai dIATIAZEUN Kal aTTo ToV B-avTaywvVvioTH TTPOTTPAVOAOAN.

Y1repdoooAoyia (CUUTTTWUATA, UETPO QVTIUETWITIONG, QVTIOOTA):
2€ TTEPITITWOTN UTTEPDOCIAG TTAPAKAAEIOBE VA ETTIKOIVWVNOETE PE TOV KTNVIATPO GAG.

lpog Tov KTnviarpo:

& TTEPITITWON UTTEPdOTiag UTTopPEl va TTapatnpnBouv BeTIKA XPOovoTPOTTIOg dpdon, £UETOG,
ammabeia, aragia, kapdlakd @Uonua r UTTOTAcn. 2’ AuTh TNV TTEPITITWOT, Ba TTpéTTel n ddon va
MEIVETAI KOl VO XopnYEiTal KATAAANAN CUUTITWHATIKA Beparreia.

e TrapateTapévn (6 urveg) Xoprynon o€ uyieig okUAoug Beagle d6ong 3mAdoiag Kai
5TTAGCIa¢ TNG OUVICTWHEVNG, TTAPATNPABNKE O€ PEPIKOUG TTAXUVON TNG MITPOEIDOUS BaABidag
Kal aplaTepr] KOIAIOKN utrepTpoia. O aAAayég auTég sival papuaKodUVAHIKNG TTPoEAEUONG.

AcuuBardtnTec:
Aev epapudleTal.

13. EIAIKEZ NMPO®YAAZEIZ ATIOPPIWHZ ENOZ XPHZIMONOIHOGENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY T[POIONTOX 'H AAAQN YAIKQN NOY
MPOEPXONTAI AMNO TH XPHZH TOY MPOIONTOX

KdBe pn xpnoidotroinBév  KTNvIATPIKO (QPAPUAKEUTIKO TTPOIOV 1 PN XpnoiJoTtToinBévta
UTTOAEIJUATA TOU TTPETTEI VA GTTOPPITITOVTAI CUPQWYVA HE TIG IOXU0UCEG EBVIKEG OTTAITACEIG.

14. HMEPOMHNIA THZ TEAEYTAIAZ ErKPIZHZ TOY ®YAAOY OAHINQN XPHZEQZX
27/01/2021

15. AAAEZ MAHPO®OPIEZ

KuwéAeg: Kouti xdpTivo pe 3 1) 8 KUWEAES Twv 12 dioKiwv.

DiaAeg: DiaAn 35 ml repiéxel 60 diokia.

MrTropEei va unv KUKAOQOopPOoUV OAEG OI CUCKEUOUTIEG.

lMNa otroladATTOTE TTANPOPOPIa OXETIKA HE AUTO TO KTNVIATPIKO (POPUOAKEUTIKO TTPOIOV,
TTapakaAeioBe va atreuBuvBeite aTov KATOXO TNG AdEIAg KUKAOYOpPIag.

19/19



