MAPAPTHMA |

NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

Cardisan 10 mg pacwypeva diokia yia okuAoug (AT, BE, BG, CY, CZ, DE, EE, EL, ES, FR, HR,
HU, IE, IT, LV, LT, LU, MT, NL, PL, PT, RO, SI, SK, UK(NI))

Cardisan Vet 10 mg pacwpeva diokia yia okuhoug (DK, FI, IS, NO, SE)

2. NOIOTIKH KAI MOZOTIKH ZYNOEZH

KdaBe diokio TrepIéxel:

ApaoTIKO CUCTATIKO:

Pimobendan 10 mg

"Ekdoxa:
MoioTikA oUVvOeon eKEOXWV KAl AAAWV CUOTATIKWY
Citric acid
Povidone

Lactose monohydrate
Cellulose, microcrystalline
Croscarmellose sodium
Chicken flavour

Yeast (dried)

Silica, colloidal hydrated
Magnesium stearate

Maowpevo dioKio.
AvoIxTé KaQE pe Ka@é KNAideg, 0TpoyyUAS Kal KupTo dIoKio 18 mm pe ypauur 8padong o€ oxnua
oTaupou oTn pia TTAeupd. Ta diokia UTTopoulVv va XwpIoTouv o€ 2 4 4 ioa PEpn.

3. KAINIKEZ NAHPO®OPIEX

3.1 Eidn wwv

2KUAoI

3.2 OgpatreuTikég £VOEigEIg yIa KGBE €idog {wou

MNa 1 Bepatreia TNG CUPPOPNTIKAS KAPDIOKAG QVETTAPKEIAG TOU OKUAOU TTOU TTPOEPXETAI OTTO
diaraTikr) puokapdiordbeia ri BaABIdIKA aveTTdpkela (AVETTAPKEIA MITPOEIBOUG KA/ TPIYAWXIVOG
BaABidag).

3.3 Avrevdeigeig

Mnv XpnOIYOTTOIEITE TTIHOBEVOAVN OE TTEPITITWOEIG UTTEPTPOPIKWY HUOKAPDIOTTOBEIWV A O€
KAIVIKEG KaToOTAoelg Omou Oev eival duvaty n PeAtiwon NG KapdlaKAG TTapoxns via
AEITOUPYIKOUG i avaTOPIKOUG Adyoug (TT.X. OTEVWON Q0PTHG).

Na pnv XpnOIJOTTOIEITAI O€ TTEPITITWON UTTEPEUIOONCiag oTo SpacTiKd CUCTATIKO ) € KATTOIO
€kd0XO.
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3.4 E181kég TTpOEIBOTTOINOEIG
Kapia.
3.5 I81aiTepeg TTPOPUAGSEEIG KATA Th XPRON

[S1aiTEPEC TTIPOQUAGEEIC VIO TNV a0@AAA Xprion oTa €idn {wwv:

H yAukdZn Tou aipatog Ba TTPETTEl va eAEYXETAI TOKTIKG KaTtd Tn dIdpKela Tng BepaTreiag o€
OKUAOUG HE UQIOTAPEVO oakXapwdn dIaBATn.

Aedopévou OTI n mPoRevdavn peTafoAIeTal Kupiwg pEOw TOu ATTATOG, Oev TTPETTEI VA
XpnoidoTrolgital o€ okUAoug pe oofapr BAARN TG NTTaTIKAG AsiIToupyiag.

2uvIoTdTal TTapakoAouBnon TnNG KapdlakAg AsIToupyiag Kal TG Hop@oAoyiag oe {wa TTou
AauBdvouv Bepartreia pe TiPoREVOAVN.

(AciTe etTiong evotnTa 3.6).

Ta paowpeva diokia £xouv yeuon. INa va atro@UyeTe TUXOV TuXadia KATATTOON, TTAPOKOAOUME va
QUAdooeTe T BIOKia HaKPIA aTTo (wa.

[S1aiTEPEC TTPOQUAAEEIC TTOU TTPETTEI VO AaUBAvVoVTal atTd TO ATOUO TTOU XOPNYEI TO KTNVIATPIKO
QAPUOKEUTIKO TTPOIOV 0€ wa:

Autd TO TIpoidv JTTOpEl va TTpokaAéoel Taxukapdia, opbBooTatikh uttdétaon, £¢ayn Tou
TTPOCWTTOU KOl TTOVOKEPAAOUG.

MNa va ammo@euxBei n Tuxaia kardmroon, €10IK& a1rd éva TTaidi, Ta axpnolIPhoTToiNTa PUEPN TOU
Olokiou Ba Trpérrel va TotroBeToUvTal Eavd oTnv OAKN Tou XaTmou Kol OTO KOUTi, Kal va
QUAGooovTal TTPOCEKTIKA pakpid atmd TTaidid. Ta PePIKWS XpNnolpoTToiNBévTa dioKia TTPETTEl Va
XpnolyotrolouvTal Katé Tnv eTépEvn 660n.

2€ TTEPITITWON TUXAIaG KATATTOONG, TTAPAKAAOUNE {NTAOTE AUECWG IATPIKA CUUBOUAN Kal OeigTe
OTOV YIaTPO TO QUAAO 00NYIWV XPAONG N TNV ETIKETA.

MAUveTE Ta XEPIA PMETA TN XPAON.

IS1aiTEPEC TTPOPUAGEEIC VIa TNV TTPooTACia Tou TTEPIBAAANOVTOC:
Aev 1oXUEL.

3.6 AvemOuunta cupBdavra

2KUAo:
Zmavia ‘Epetog*?
(1 €wg 10 wa / 10.000 uttd Aidppoia *?
Bepartreia {wa): Avopegia *2
ABapyog*?
Auénuévog Kapdiakog pubudg (eAagpuwg BETIKA
XpPovoTpdTTog eTmidpacn)™
ETritaon Tng avetrdpkeiag TnG MITpoeidous BaABidag™
MoAU oTTavia Evoeigeig emdpaoewy atnv TTPpWTOTTAd aipéoTacn
(<1 Zwo / 10.000 utro6 Bepatreia | (TreTéxelec BAevvoyovou, UTTodOpIES aldoppayieg).*
(wa, ocuptrepIAapBavopévwv
TWV JEYOVWHEVWYV QVOAPOPWV):

*1 01 emdpdoeig gival 5000eEAPTWHEVES (UTTOPET Va aTTOQEUXBE e Peiwan TNG SOoNG).

*2 MapodiKA emidpaan.

*3 MapatnpnBnke katd Tn SidpKela TG XPoviag Bepartreiag pe mPoRevddvn og OKUAOUG Ue VOoO
NG MITPOEIBOUG BaABidag.

** AUTA TO CUPTITWHATA e€agavifovTal dTav dIakoTTEl N BepaTreia.

H avagopd avembuunTwy evepyeiwy gival onuavTikh. ETITpéTTel Tn ouvexr TapakoAolbnon Tng
aoQAAEIOG EVOG KTNVIATPIKOU PAPPOKEUTIKOU TTPOIOVTOG. O1 ava@opég TTPETTEI va aTToOTEAAOVTA,
KATd TTPOTiUNoN MEOW KTNVIATPOU, €iTE OTOV KATOXO TNG Ad€I0G KUKAOQOPIOG i oToV TOTTIKG
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QVTITTPOOWTTO TOU €iTE OTNV €0VIKA apuodia apxn MECW Tou €BVIKOU CUOTHNATOG ava@opdg.
AvaTpELTE €TTIONG OTNV TEAEUTAIA TTAPAYPAPO TOU GUAAOU 0dNYILOV XPHOoNG Yia Ta avTioToIXd
OTOIXEiIa ETTIKOIVWVIAG.

3.7 XpAon Katd Tnv KUNon, Tn yaAouxia | TRV woToKia

Kunon:

EpyaoTtnpiakéc HEAETEG O€ apoupaioug Kal KouvéNla Oev Trapoudicoav Kadia €voeign
TEPATOYOVWY A €UPBPUOTOLIKWY £TIOPACEWY. QOTOCO, AUTEG Ol JEAETEG £Xouv Ocgitel aoToIXEia
MNTPOTOEIKWYV Kal EURPUOTOEIKWYV eTIOPATEWY 0 UPNAEG dOoE€IG. H ao@aAeia Tou TTPOIGVTOG dev
Exel aglohoynBei o€ €yKueG OKUAEG.

Xpnolyotroiote Pévo CUPQWVA HJE TNV eKTiunon o@éAoug/kivdlivou atrd Tov uTtrelBuvo
KTnviartpo.

CaAouyia:

EpyaoTtnpiakés EAETEG OE apoupaioug €xouv €TTiong Beigel OTI N TIHOREVOAVN OTTEKKPIVETAI OTO
VAAaQ.

H ac@dAcia Tou TTpoidvTog dev €xel agloAoynBei o€ BnAd{ouoeg OKUAEG.

Xpnolyotroiote Pévo CUPQWVA HE TNV eKTiUNON O@EAOUG/KIVOUVOU atmd Tov UTTEUBUVO
KTnviaTpo.

3.8 ANAnAemdpdocig pe  GAAO  QOPHUOKEUTIKA TIPOIGVTA Kol GAAEG  HOp@Eg
aAAnAemidpaong

2€ QOPUAKOAOYIKEG MEAETEG Oev TTaPATNPENONKE aAANAeTTiOpaon METAEU TNG KOPDIAKAG
YAUKooidng oTpopavBivng kal TG TipoBevdavng. H erayduevn ammo tnv muoRevddvn augnon
TNG KapPdIAKrG CUCTAATIKOTNTOG e€ACOeVEl ATTO TOUG AVTAYWVIOTEC ACBECTIOU Kal aTTd TOUG BATA-
aAvVTayWVIOTEG.

3.9 Odoi xoprnynong kai docoloyia

lMNa amé otéparog XpHon.

Mnv utrepBaiveTe TN cuvioTwuevn déon.

MpoodiopioTe T0 CWHATIKO PAPOG HE akpiBeia TTpiv ammd Tn Bepatreia yia va eEac@aAioeTe Tn
owaoTr doooAoyia.

H d6on Ba mpétrel va xopnyeital atrd 10 oTOPA Kal evidg Tou eUpoug dooewv atrd 0,2 mg €wg
0,6 mg mmpoBevdavng/kg cwpaTikoU PBdpoug, xwplopévn oe dUO nuepnroleg dooeg. H
TTPOTIMWUHEVN NuUEPRola doon gival 0,5 mg/kg cwpuatikou BApoug, XwpIiopévn o€ U0 NUEPATIES
0060¢Ig (0,25 mg/kg ocwpatikou Bdpoug n kabeyia). KaBe d6on TTpETTEl va Xopnyeital Trepitrou 1
wpa TTpIV atrod Tn oiTionN.

AUTO avTIOTOIXEI O€:
‘Eva paocwpevo diokio 10 mg 10 TTpwi Kal éva paowuevo diokio 10 mg 10 Bpddu yia cwuaTikd
Bdapog 40 kg.

Ta pacwpeva dioKia PTTOPOUV va XWPIOTOUV 0 TEooEPA ioa pépn, yia akpifeia doocoloyiag,
avAaAoya PE TO CWHATIKO BAPOG.
To 1TTpoidv PTTopEi va ouvdUaOoTEl e hIa dloupnTIKA BepaTreia, TT.X. POUPOCENION.

2€ TEPITITWON CUPQOPNTIKAG KapdIaKAG aveTTdpkelag auvioTdrtal n dia Biou Bepatreia. H dd6on
ouvTiPNoNG Ba TTPETTEI va TTPOCAPPOZETal EEXWPIOTA avaAoya e Tn coBapdTnTa TG vOoOou.

3.10 ZupmrTwparta utrepdoooloyiag (kal KATA TTEPITTTWON, HETPA OVTIMETWITIONG Kal
avTidoTa)

e TTepITTwon utrePdOOOAOYIag, UTTOPEI va EUQAVIOTEI BETIKI XPOVOTPOTTOG dpdaorn, £UETOG,
amaBeia, aragia, kapdlakd eUaNPa f UTTOTACN. Z€ AQUTH TNV TTEPITITWON, N 860N Ba TTPETTEl VO
MEIWBET Kal va EEKIVAOEI N KOTAAANAN CUUTITWUATIKN Beparreia.
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>e TraparteTapévn €kBeon (6 pAVES) uyliwv OKUAWV beagle o 3 kal 5 QOPEG TN CUVIOTWHEVN
doon, TTapaTneRBnKe TTAXUvon TNG UITPOEIBOUG BAABIdAG Kal UTTEPTPOYIA TNG APICTEPNS KOIAIAG
O€ MEPIKOUG OKUAOUG. AUTEG Ol GAAQYEG gival aPUAKODUVANIKAG TTPOEAEUONG.

3.11 EidIKoi Treplopiooi XpRong Kal £181KEG oUuVBRKEG XPAONG, CUNTTEPIAAUBAVONEVWV
TMEPIOPICUWY OTN  XPAON OAVTIMIKPORIOKWY KOl  OVTITTAPACITIKWY  KTNVIOTPIKWV
QOPMAKEUTIKWY TTPOIOVTWY TTPOKEIMEVOU VA TTEPIOPICTEI O KivOUVOg avaTTTuéng avroxng

Agv 10XUEL.

3.12 Xpoévol avapoving

Aev 10XUEL.

4. @OAPMAKOAOTIKEZ NAHPO®OPIEX
4.1 Kwdik6g ATCvet: QCO1CE90

4.2 OapuOKOdUVOMIKA

H mpoBevddvn, éva TTapdywyo Bev{ipadaldAng-trupidalivovng £xel BETIKA IvoTpoTTo dpdcn Kal
EXEl EVTOVEG ayYEIODIAOTAATIKEG IDIOTNTEG.

H BeTiki IvoTpotTrog Opdon Tng TmPoRevddavng TTpokaAcital ammd dUo Pnxaviopoug opdong:
augnon Tng €uaioBnoiag oTo AOBECTIO TWV KOPSIAKWY MUKWV VWV KAl avOOoTOAR TNng
pwopodieaoTtepdong Ill. 'ETol 0 BeTIKOG IVOTPOTTIONOG dev TTUpodoTEiTal oUTE aTTd dpdon
TTAPOMOIa JE QUTA TWV KAPOIaKWYV YAUKOCIOWY 0oUTE aTTO CUUTTABOMIKNTIKA.

To ayyelodIaoTAATIKO ATTOTEAECUA TTPOKUTTTEI ATTO TNV avacoToAR TNG ewoodiecTepdong lll.

OT1av XpNOIYOTIOIEITAI O€ TTEPITITWOEIG CUUTITWHATIKAG BAABISIKNAG AVETTAPKEIAG € CUVOUQOHO
ME QOUPOCENIdN, TO TTPOIOV €xel atrodelxOei OTI BeATIWVEI TNV TTOIGTNTA {WNG KOl TTAPATEIVEI TO
TTPOCOOKINO (WG o€ OKUAOUG TTou AauBdvouv Bepartreia.

Otav xpnoliyoTToIEiTal O€ TTEPIOPICUEVO APIBUO TTEPITITWOEWY CUUTITWHATIKAG dIATATIKAG
MUOKOpPBIOTTaBEIag 0 oUVOUAOUO PE POUPOCENIOdN, evaoAaTTpiAn Kai diyogivn, TO TTPOIOV EXEI
atrodeixBei 611 BeATIWVEI TNV TTOIOTATA (WG KAl TTAPATEIVEI TO TTPOCOOKIUO (WIS 0€ OKUAOUG TTOU
AauBdavouv Bepartreia.

4.3 ®apHOAKOKIVNTIKI

MeTa TNV atTé TOU OTOPATOG XOPHYNON TOU KTNVIOTPIKOU PAPHOKEUTIKOU TTPOIOGVTOG, N atroAuTn
BiodiaBeoipoTnTa TNG dpacTIKAG ouaiag gival 60 - 63%. H BiodiaBeoipdtnTa peiwveTal onUavTiKa
o6tav n mmuoRevdavn Xopnyeital ge TPo@nA 1 Aiyo apyotepa. MeTd atmd Tou oTOPATOG XopPrynon
Miag epatrag 66ong 0,2 - 0,4 mg mpoBevddvng /kg cwpatiké Bapog o€ OKUAOUG TTOU VAGTEUQV
OAn Tn vUXTQ, O CUYKEVTPWOEIG O0TO TTAdoua auéhBnkav ypriyopa. H péyiotn ouykévipwon
(Cmax) TWV ~ 24 ng/mL emTelXONKE PeTA atrd diduean TIPA Xpovou 0,75 wpeS (Tmax KUPaIvOTav
atrd 0,25 €wg 2,5 WPEG).

O 6ykog katavopng givail 2,6 I/kg, uttodnAwvovTag oTi n TPoRevOAvN KaTavéPETal EUKOAO OTOUG
I0TOUG. H péon &éopeuon e TG TTpwTEiveg Tou TTAdopaTtog gival 93%.

H évwon ammopeBuNiwveTal o&eidwTiké TTPOg Tov KUpIo evepyd petaBoAitn Tng (UD-CG 212).
Mepairépw PeTABOAIKA povoTtTdTia gival Ta culelyuata @daong Il Tou UD-CG-212, otnv oucia
yAukoupovidia kai Beikd dAara.

O xpovog nuICwnS TG atToBOANG TNG TIPoREVOAVNG aTTd To TTAAOua gival ~ 1 wpa. Zxedov
OAGKANPN N 66on atmmoBAAAETAI YE TA KOTTPAVA.
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5. ®APMAKEYTIKA ZTOIXEIA
5.1 Kipieg acupuBaroTnreg

Agv 10XUEL.

5.2 Aidpkeia Jwig

Aldpkela CWNAG TOU KTNVIATPIKOU @QOPUAKEUTIKOU TTPOIOVTOG CUPQWVA HPE TN CUOKEUATia
TTwANongG: 5 €.

5.3 181aiTepeG TTPOPUAGEEIG KATA Th QUAAEN TOU TTPOIOVTOG
Agev uttdpyouv €18IKEG odnyieg dIATAPNONG YIA AUTO TO KTNVIATPIKO PAPHUAKEUTIKO TTPOIOV.
5.4 ®uon Kal oUvBeon TNG OTOIXEIWSOUG CUCKEUATIOGg

KuwéAeg Aluminium-OPA/Aluminium/PVC TTou Trepi€xouv 10 diokia.
XapTtivo KouTi Twv 30, 60, 90, 100 3 120 dioKiwv.

MTTOpEi VO NV KUKAOYOPOUV OAEG OI CUOKEUAOTIEG.

5.5 EIOIKEG TIPOQUAAEEIG ammoppIYng €vOG HMNn  XPNOIMOTTOINBEVTOG KTNVIATPIKOU
QOPMOKEUTIKOU TPOIOVTOG | AAAWV UAIKWV TTOoU Trpoépxovtal amd Tn XpRon Tou
TTPOIGVTOG, AV UTTAPXOUV

Ta @apuaka Oev TTPETTEI VO ATTOPPITITOVTAI HECW TWV AUPATWY < TWV OIKIGKWY ATTORAATWV>,
XPNOIYOTTIOINOTE  TTPOYPAUMATA  ETTIOTPOPNG  QAPMAKWY  yia TNV amméppiyn [N
XPNOIMOTTOINBEVTWY KTNVIATPIKWY QAPHOKEUTIKWYV TTPOIOVTWY | AAAWYV UAIKWYV TTOU TTPOEPXOVTAI
atrd TN XPron Toug CUUPWVA UE TIG TOTTIKEG ATTAITAOEIG KAl JE TUXOV €BVIKG OUOTAUATA GUAAOYIG
TTOU 1I0XUOUV VIA Ta OXETIKA KTNVIATPIKA QAPUAKEUTIKA TTpoIdVTa.

6. ONOMA TOY KATOXOY THZ AAEIAXZ KYKAOO®OPIAZ

Alfasan Nederland B.V.

7. APIOMOZ(OI) AAEIAZ KYKAODOPIAZ

A.A.K. Kutrpou: CY00893V

8. HMEPOMHNIA NMPQTHZ EMKPIZHZ

Huepopnvia 1ng €ykpiong: 26/10/2022

9. HMEPOMHNIA  TEAEYTAIAZ  ANAOEQPH:IHX THZ NEPIAHWHX TQON
XAPAKTHPIZTIKQN TOY NMPOIONTOZXZ

10. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN

KTnviaTpikd QapUaKEUTIKO TTPOIGV YIO TO OTTOIO ATTAITEITAI IATPIKA oUVTaYr).

NETTTOUEPEIG TTANPOPOPIES YIa TO €V AOYW KTNVIATPIKO QAPUAKEUTIKO TTPOIOV gival dIaBETIPES OTN
Baon dedopévwy NG EE yia Ta ktnviaTpikd TpoidvTa.

5/12



NMAPAPTHMA Il

EMIZHMANZH KAI ®YAAO OAHINQN XPHZHZ

A. ENIZHMANZH

NAHPO®OPIEZ NOY MPEMEI NA ANATPA®ONTAI ZTHN EEQTEPIKH ZYZKEYAZIA

XdpTivo KouTi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Cardisan 10 mg pacwpeva diokia

[ 2. IYNOEZIH IE APAZITIKH(EZ) OYZIA(EZ)

KdaBe diokio TTepIéxel:
ApaoTIKA oucia:
Pimobendan 10 mg

3. ZYZKEYAZIA

30 diokia
60 diokia
90 diokia
100 diokia
120 dioKia

| 4. EIAOZ(H) ZQOY(QN)

2KUAoI

| 5. ENAEIZEIS

‘ 6. OAOI XOPHIMHZHZ

lMNa ammé otéparog XpHon.

‘ 7. XPONOI ANAMONHZ

‘ 8. HMEPOMHNIA AH=HXZ

Exp. {up/ecee}

‘ 9. EIAIKEZ YNOHKEZ AIATHPHZHZ

‘ 10. Ol AEZEIZ «AIABAZTE TO ®YAAO OAHINQN XPHZHZ MPIN AMNO TH XPHZH»

AloBaoTe To @UAAO 0dnyIwV Xpriong TTpIv atrd TN Xpnon.
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11. Ol AEZEIZ «<AMNOKAEIZTIKA INA KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA IO KTAVIATPIK XPAHON.

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

Na euAdooetal o€ Béon, TNV oTToia dev BAETTOUV Kal BEV TTPOCEYYiICouv Ta TTaIIA.

‘ 13. ONOMA TOY KATOXOY THZ AAEIAZ KYKAOO®OPIAZ

Alfasan Nederland B.V.

‘ 14. APIOMOI AAEIAZ KYKAODOPIAZ

A.AK. Kutrpou: CY00893V

‘ 15. APIOMOZ MNAPTIAAZ

Maptida {apiOuds}
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EAAXIZTEZ ENAEIZEIZ MNMOY MPEMEI NA ANATPA®ONTAI ZTIZ MIKPEZ ZTOIXEIQAEIZ
2YZKEYAZIEZ

KuwéAn aAoupiviou

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Cardisan 10 mg pacwpeva diokia

‘ 2. NOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

pimobendan 10 mg

‘ 3. APIOMOZ NAPTIAAZ

Maptida {apiOuds}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {up/eeee}
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B. ®YAAO OAHINQN XPHZHZ
1. Ovopacia Tou KTNVIOTPIKOU QUAPHAKEUTIKOU TTPOIOVTOG

Cardisan 1,25 mg pacwpeva dIoKia yia OKUAOUG
Cardisan 2,5 mg pacwpeva dioKia yia OKUAOUG
Cardisan 5 mg pacwpeva dioKia yia oKUAoOUg
Cardisan 10 mg pacwpeva dIoKia yia OKUAOUG
Cardisan 15 mg pacwpeva dioKia yia OKUAOUG

2. Xoveeon
KdaBe diokio TTepIéxel:

ApaoTIKA oucia:
Pimobendan 1,25mg/25mg/5mg/10mg/ 15 mg

Maowpevo diokio.

AvolixTé Ka@E Pe KagE KNAIDEG, OTPOoyYUAS Kal KupTo diokio pe yeuon 8 /10/13 /18 /20 mm e
ypauun Bpalong o€ oxAUa oTaupoU aTn Jia TTAEUpd.

Ta dloKia UTTOPOUV VA XWPIOTOUV o€ 2 1 4 ica uépn.

3. Eidon {wwv

2KUAoI

tal

4. OgpaTreuTiKEG evOEigeIg

MNa 1N BepaTtreia TNG CUPPOPNTIKNAG KAPSOIOKAG AVETTAPKEIOG TOU OKUAOU TTOU TTPOEPXETAI ATTO
dlatatikA puokapdioTrddeia ) BaABIDIKN aveTTApKeIa (AVETTAPKEIA MITPOEIBOUG KAI/f) TPIYAWXIVAG

BaABidag).
5. Avrevdeigeig

Mnv xpnoiyoTtroleite TPOBEVOAVN OE TTEPITITWOEIG UTTEPTPOPIKWY HUOKAPSIOTTABEIWY 1| O€
KAIVIKEG KaToOTAOEIG OmTou Oev eivar duvaty n PBeAtiwon NG KapdlOKAG TTAPOXNG via
A&IToupyikoUg 1 avatopikoug AGyoug (TT.X. OTEvwon aopTrg).

Na un xPnoIPOTIoIEITAlI OE TTEPITITWOEIG YVWOTHG UTTEPEUQIOONCiag otn dpaoTIKA ouadia r o€
KATToI0 aTTO Ta €KDOXA.

6. EI0IKéG TTPOEIBOTTOINCEIG

[S1aiTEPEC TTIPOQUAGEEIC VIO TNV a0@AAA Xprion oTa €idn {wwv:

H yAukdln Tou aipatog Ba TTpétrel va eAéyxeTal TaKTIKG Katd Tn didpkeia TG BepaTreiag o€
OKUAOUG PE UPIOTAPEVO OaKXapwdn dIaBATN.

Agdopévou OTI N mPoRevdAvn MeETABOAIeTal KUpiwG PEOW TOU NTTOTOG, OtV TIPETTEl va
XPNOIYOTTOIEITal 0€ OKUAOUG pE oofapr) BAGRN TnG NTTaTIKAG AEIToupyiag.

ZuvioTatal TTapakoAouBnon Tng kapdiokAg AEIToupyiag Kal TnG pop@oAoyiog oe (wa TTou
AapBavouv Bepartreia pe TiPoBevoavn.

(Acite etTiong TNV evéTNTA «AVETTIOUUNTEG EVEPYEIEGY ).

Ta pacwpeva diokia £xouv yeuon. Na va atmro@uUyETe TUXOV TUXAIO KATATTOOT), TTAPAKAAOUE va
QUAdooeTe Ta BIOKIa HOKPIG aTTd CWwa.
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[S10iTEPEC TTPOQUAGEEIC TTOU TTPETTEI VA AauBAvovTal atmd TO0 GTOUO TTOU XOPNVEL TO KTNVIOTPIKO
QAPUOKEUTIKO TTPOIOV 0€ wa:

Autd TO TTpOidv MTTOpPEl va TTpokKaAéoel Taxukapdia, opbBooTatikh uttdéTaOn, £¢ayn Tou
TTPOCWTTOU KOl TTOVOKEPAAOUG.

MNa va ammo@euxBei n Tuxaia kardrroon, €10IK& a1rd éva Traidi, Ta axpnolphoTToiNTa PUEPN TOU
Olokiou Ba Trpérrel va TotroBeToUvTal Eavd oTnv BAKN TOU XATTIoU KAl OTO KOUTi, Kal vd
QUAGooOoVTal TTPOCEKTIKA pakpid atmd Taidid. Ta PePIKWS XpNnolpoTToinBévTa dioKia TTPETTEl va
XpnolyoTrolouvTal Katé Tnv eTépeEvn 660n.

2€ TTEPITITWOTN TUXAIAG KATATTOONG, TTAPAKAAOUME {NTHOTE AUECWG IATPIKY CUUPBOUAN Kal OeigTe
OTOV YIaTPO TO GUAAO 0dNyIWY XPAoNG N TNV ETIKETA.

MAGveTE Ta XEPIO PETA TN XPAON.

Eykupoouvn:
EpyaoTtnpiakéc MEAETEG O€ apoupaioug Kal KouvéANla Oev Trapoudiacav Kadia €voeign

TEPATOYOVWY A EUBPUOTOLIKWYV £TIOPACEWY. QOTOCO, AUTEG O JEAETEG £Xouv Ocgitel oToIXEia
HNTPOTOSCIKWYV Kal EUBPUOTOLIKWYV £TTIOPAcEWY 0 UPNAEG BOoEIG. H ao@AAeia TOU TTPOIGVTOG dev
éxel aglohoynBei o€ €yKueg OKUAEG.

Xpnolyotroiote pévo CUPQWVA JeE TNV eKTiunon o@éAoug/kivdlivou atrd Tov utrelBuvo
KTnviaTpo.

CaAouyia:

EpyaoTtnpiakés EAETEG O€ apoupaioug €xouv €TTiong Beigel OTI N TMIHOREVOAVN OTTEKKPIVETAI OTO
VAAaQ.

H ac@dAcia Tou TTpoidvTog Oev €xel acloAoynOei o€ BnAdlouoeg OKUAEG

Xpnolyotroiote Pévo CUPQWVA Je TNV eKTiunon o@éAoug/kivdlivou atrd Tov utrelBuvo
KTnviaTpo.

AAMNAETIOPAOEIC e AAAD PAPUOKEUTIKA TTPOIOVTA KAl AAAEC UOPPEC AAANAETTIOpACNC:

2€ QOPUAKOAOYIKEG MEAETEG Oev TTapATNPENONKE aAANAeTTiOpaon METAEU TNG KOPDIAKAG
yAukoaoidng oTpogavlivng kai TnG muoRevddvng. H emayduevn atmd tnv muoRevddvn augnon
TNG KaPBIAKNG OUCTOATIKOTNTAG £6A0BEVEI ATTO TOUG AVTAYWVIOTEG QOPBECTIOU Kal atrd TOug BATA-
AVTAYWVIOTEG.

Y1repdoooAoyia:

¢ TEPITTTWON UTTEPOOCOAOYIAG, UTTOPEI VO €UQAVIOTEI BETIKI XPOVOTPOTTIOG dPAOoT, €UETOC,
amdBeia, aragia, kapdlakd euonPa f uTTdTACN. Z€ AQUTH TNV TTEPITITWON, N dOon Ba TTPETTEl Va
MEIWOBEi kal va EeKIVAOEI N KAaTAAANAN CUUTITWHATIKN BepaTreia.

e TraparteTapévn €kBeon (6 pAvES) uyiwv OKUAWV beagle og 3 kal 5 QOPEG TN CUVIOTWHEVN
doon, TapatneRnke TTAXUvon TNG UITPOEIdOUG BAABISaG Kal UTTEPTPOYIa TNG APICTEPNS KOIAIOG
O€ MEPIKOUG OKUAOUG. AUTEG Ol OAAQYEG Eival POPUAKODUVANIKAG TTPOEAEUONG.

KuUplec aouuBatdtnTeC:
Agv 10KUEL.

7. AvemOuunTa ocupBavra

2KUAoI:
Zmavia ‘Epetog*?
(1 éwg 10 Cwa / 10.000 utrd Aidppoia *?
Bepartreia {Wa): Avopegia *2

ARBapyog™?

Augnuévog Kapdlakog puBPOGS (EAaPPWG BETIKN
xpovoTpdTrog midpaon)™

ETritaon Tng avemrdpkelag TnG PiTpoidouc BaABidag™
MoAU oTTavia Evoeigeig emdpaoewy atnv TTpwToTTadr aiyéoTacn
(<1 Zwo / 10.000 utro6 Bepatreia | (TreTéxeleg BAevvoyovou, UTTodOPIEG aldoppayieg).
(wa, ocuptrepIAapBavopévwv
TWV JELJOVWHEVWY QVAPOPWV):
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*1 01 emdpdoeig gival 5000eEAPTWHEVES (UTTOPET VO aTTOQEUXBE e Peiwan TNG dOoNG).

*2 MNapodikn midpaon).

*3 Napartnpendnke katd 1n didpkeia TS xpoviag BepaTreiag pe muoRevddvn o€ oKUAOUG hE VOOO
TNG MITPOEIdOUG BaABidag.

*4 AUTA Ta CUUTTTWHOTA e€agavifovTal dTav dIaKOTTEl N BepaTreia.

H avagopd avembuuntwy cuuBaviwy gival onuavtikh. EmTpémmer Tn ouvexn TTapakoAoubnon
TNG AOQPAAEIOG VOGS TTPOIGVTOG. EAQV TTApATNPACETE OTTOIOBNATIOTE AVETTIBUKNTN EVEPYEIQ, aKOUA
Kal av Oev ava@épeTal OTO €0WKAEIOTO QUAAO odnyiwv XpAons i ap@IBAAeTe yia Tnv
ATTOTEAECPATIKOTNTA TOU QAPHUAKOU, TTAPOKAAEIOBE va ETTIKOIVWVNOETE, KATAPXAG, ME TOV
KTnviatpd cag. Mtopeite €Tmiong va ava@EéPETe OTTOIAdNATIOTE AVETMOUUNTG CUPPBAvVTa GToV
<TOTTIKO QVTITTPOOWTTO TOU KATOXOU TNnG AdEIaG KUKAOQYOPIAG> XPNOIUOTTIOIWVTAG TA OTOIXEIX
ETTIKOIVWVIag aTo TEAOG auToU Tou GUAAOU 0dNyIwV XPAONG, I HECW Tou £€BVIKOU GAG CUGTHOTOS
avagopdg.

8. Aoocoloyia yia kabe £idog, TPOTTOG KAl 050i XopARynong

MNa ammé otépaTog Xpron.

Mnv utrepPaiveTe TN cuvioTwuevn d6on.

MpoaodiopioTe T0 cwATIKG Bapog Pe akpifela TTpiv amd Tn Bepartreia yia va eEac@alioeTe Tn
owaoTr doooAoyia.

H d6on Ba mpétrel va xopnyeital atrd 10 oTOPA Kal evidg Tou eUpoug dooewv atréd 0,2 mg €wg
0,6 mg muoBevdavnes/kg cwuaTikou Bapoug, XwpIouEvn o€ dUO NUEPNTIEG DOTEIG.

H Tmpotipwpuevn nuepnola doon cival 0,5 mg/kg ocwpatikou Bdpoug, xwpiouévn o OUO
nuepnoleg dooeig (0,25 mg/kg ocwuatikou BAPouUs n Kabepia).

Kdbe doon TTpéTrel va xopnyeital Tepitrou 1 wpa TpIv atrd T oiTion.

AUTO avTIOTOIXEI O€:

‘Eva pacwpevo diokio 1,25 mg 1o Tpwi Kal éva acwuevo d1okio 1,25 mg 1o Bpddu yia cwuaTikéd
Bdapog 5 kg.

‘Eva pacwpevo d10kio 2,5 mg 10 TTpwi Kal éva JOoWUEVO BIoKio 2,5 mg 10 Bpddu yia CWUATIKO
Bdapog 10 kg.

‘Eva pacwpevo O10Kio 5 mg 1o TTpwi Kal éva pacwuevo diokio 5 mg 1o Bpddu yia cwuatikéd
Bapog 20 kg.

‘Eva paowpevo diokio 10 mg 1o TTpwi Kal éva Jaowuevo diokio 10 mg 1o Bpdadu yia CwWHATIKO
Bdapog 40 kg.

‘Eva paowpevo diokio 15 mg 1o TTpwi Kai éva pacwpevo diokio 15 mg 10 Bpddu yia cwuaTikd
Bdapog 60 kg.

2& TTEPITTTWON CUPPOPNTIKAG KAPdIakKnG averrapkelag cuvioTtaral n dia Biou Bepartreia. H d6on
ouvTipNong Ba TTPETTEl va TTPOCAPPOZETal EEXWPIOTA avaloya pe Tn coBapdtnta TnG vOoou.

9. O0Odnyigg yia Tn CWOTA Xopynon

Ta pacwpeva dioKia PTTOPOUV va XWPIOTOUV 0 TEooEPA ioa pépn, yia akpifeia doocoloyiag,
avaloya Pe To CwHATIKG Bdpog.

To 1TTpoidv PTTopEi va ouvdUaOoTEl e hIa dloupnTIKA BepaTreia, TT.X. POUPOCENION.

10. Xpoévol avapovig

Agv 10XUEL.

11. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na @uAdooeTal o€ B¢on, Tnv otroia dev BAETTOUV Kal Oev TTpooeyyiCouv Ta TTaIdId.
Agev uttdpyouv €18IkEG 0dnyieg dIATAPNONG YIa AUTO TO KTNVIATPIKO QOPHUAKEUTIKO TTPOIOV.
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Na pn XPNOIKOTIOIEITAl QUTO TO KTNVIOTPIKO QAPHAKEUTIKO TTPOIOV WETA TNV nuepopnvia ARéng
TTOU avaypAa@eTal < OTO KOUTI Kal 0TV KUWEAN>. H nuepounvia ANEEWG CUUTTITITEI JE TNV
TEAEUTAIO NUEPQ TOU CUYKEKPIPEVOU N VA.

12. Ei18Ikég TTpo@UAGEEIS aroppIyng

Ta @eapuaka dev TTPETTEI VO ATTOPPITITOVTOI JECW TWV AUUATWY | <TWV OIKIOKWY atToBAATWY.
XpNOIYOTTOINCTE  TTPOYPAMPATA  ETTICTPOPAS  QAPHAKWY  yiad TNV aTmoppiyn  dn
XPNOIUOTTOINBEVTWY KTNVIATPIKWY QPAPUAKEUTIKWY TTPOIOVTWY | AAAWV UAIKWYV TTOU TTPOEPXOVTal
atro Tn XPron Toug CUPPWVA JE TIG TOTTIKEG ATTAITHOEIG KAl JE TUXOV IoXUovVTa £BVIK& CUCTHUATA
ouAhoyng. Ta péTpa autd aTTOOKOTTOUV OTNV TTPOCTACIa Tou TTEPIBAAAOVTOG. ZupPBouAcubeite
TOV KTNViaTpd 0ag A TOV POPUAKOTTOIO 0AG YIA TOV TPOTTO aTTOPPIYNS TWV XPNOIKOTTOINBEVTWY
QAPHAKWV.

13. Ta§ivounon Twv KTNVIOTPIKWV QPOPHAKEUTIKWY TTPOIOVTWYV
KTnviaTpikd QapUaKEUTIKO TTPOIGV YIO TO OTTOIO ATTAITEITAI IATPIKA CUVTAYT).
14. ApiOpoi Gdelag KUKAOQPOPIOG KAl CUCOKEUNTIES

Cardisan 1,25 mg/ 2,5 mg/5 mg/ 10 mg yacwpeva diokKia yia OKUAOUG
KuwéAeg Aluminium-OPA/Aluminium/PVC tTou trepiéxouv 10 diokia

Cardisan 15 mg pacwpeva dioKia yia OKUAOUG
KuwéAeg Aluminium-OPA/Aluminium/PVC tTou trepiéxouv 5 diokia.

XapTtivo KouTi Twv 30, 60, 90, 100 3 120 dioKiwv.
MTTOpEi VO NV KUKAOYOPOUV OAEG OI CUOKEUAOTIEG.

15. Huepopnvia teAguTtaiag avafewpnong Tou UAAOU odnyiwv Xprong
26/10/2022

NeTTTOPEPEIG TTANPOPOPIES YIa TO €V AOYW KTNVIATPIKO POPUOKEUTIKO TTPOIOV ival SIaBETIpeg 0N
Baon dedopévwy NG EE yia Ta ktnviaTpikd TTpoidvTa.

16. ZTolxeia emMIKOIVWVIOG

Kdtoxo¢ 1n¢ adeiac KUKAOQOPIOC TTOPOOKEUAOTC UTTEUOUVOC yia TNV aTTodEOUEUCN TWV
TTAPTIOWV KOl _OTOIXEiO ETTIKOIVWVIOC yIa TNV _ava@opd TTfavoAoyoUusvwy  avetriOuunTwy
EVEPVEIWV:

Alfasan Nederland B.V.

Kuipersweg 9

3449 JA Woerden

OAAavodia

MNapaokeuaoTAC UTTEUOUVOC VIa TNV ATTEAEUBEPWAON TWV TTAPTIOWV:
Lelypharma B.V.

Zuiveringsweg 42

8243 PZ Lelystad

OAMAavoia

<Tommkoi avTITPOOWTTOlI <KOI OTOIXEIO ETTIKOIVWVIOG yia TNV avagopd TTeavoAoyoUuevwyv
QVETTIBUPNTWY EVEPYEIWV>:>

17. AAAeg TAnpo@opicg
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