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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cardisan 10 mg pacopeva diokia yuo okviovg (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 pocaopeva dwokia yro oxviovg (DK, FL IS, NO, SE)

2. MOIOTIKH KAI MOXOTIKH XYNOGEXZH

Kabe diokio mepiéyet:

ApPUGTIKO GVGTUTIKO:

Pimobendan 10 mg

"Exdoya:

IowoTiki] 60vVOEGT EKOOYOV KOl GAL®V GVOTATIKAV

Citric acid

Povidone

Lactose monohydrate
Cellulose, microcrystalline
Croscarmellose sodium
Chicken flavour

Yeast (dried)

Silica, colloidal hydrated
Magnesium stearate

Muoodpevo diokio.

Avoryto kapé pe Koeé KnAidec, otpoyyvAd Kot Kuptd dtokio 18 mm pe ypapun Opabong oe oynpo
otawpol ot pia TAevpd. Ta diokia pmopovv vo xopletovy o€ 2 N 4 ica uépn.

3. KAINIKEX TIAHPO®OPIEX

3.1 Eiom {oov

ZxvAot

3.2 Ogpamesvtikég gvociEeis Yo kaOe gidog {Mov

INo ™ Bepomeio TS CLULPOPNTIKNE KAPSIOKNEC OVETAPKELNS TOV GKDAOV TTOV TPOEPYETOL OTO SLOTATIKN
pvokopdiondOeia 1 forPion averdpreia (AvVETAPKELD LITPOEWOVS Ko TpryAdyvag Baifidac).

3.3  Avrevositeig

Mnv ypnoiponoteite muoPevodvn o TEPIMTMOCELG VIEPTPOPIKMOV PLOKAPIOTAfEI®V 1 08 KAVIKEG
KOTAGTACELS OTTOV dgv givarl duvarth N feAtimon TG KapSIoKNG TapOyNS Y1 AEITOLPYIKOVE 1)
AVOTOMKOVG AOYOUG (T.Y. OTEVMGT) 0OPTNG).

Na unv ypnoonoieital o€ mepintmon vaepevaichnoiog 6To dPASTIKO CLGTATIKO 1| G KATO10 £KS0YO.

3.4 E101kéC mpoELOOTONGELS

Koapia.



3.5 Iowitepeg mPpoPUAAEEIS KATA TN Y p1ioN

[S1aitepec TPoELAGEELC V1o TNV ao@oAr yprion ota £idn (hwv:

H yAvroln tov aipatog Oa mpémet va eEAEYYETOL TOKTIKA KT TN S1dpKeLd Tng Oepaneing oe GKOAOVS e
VOIGTAUEVO GAKYOPMOT OtapriTn.

Agdopévov 6t 1 mpoPevddvn petaforleTon Kupimwg HECH TOL NTOTOC, SEV TPEMEL VAL YPT|CULOTOLEITOL
o€ oKOLAOVG Ue cofapn PAGPN TS NroTKAG AEtTovpYiag.

Yuvietdton TapaKolovBnomn g Kapdlakng Aettovpyiag Kat tng popeoioyiog o {da mov Aapfdvovy
Bepamneio pe wipoPevodvn.

(Aeite emiong evotnra. 3.6).

Ta pocopeva diokia £xovv yebon. ['a va amopuyete TuXOV TVYOL0 KOTATOGT), TOPOKAUAOVLE VO,
@vAdooete Ta dtokio pokpld and Cda.

ISwaitepec Tpo@uAGEEIC OV Tpémet va AdapBdvovtal omd To dTopo Tov YopNYEl TO KINVIATPIKO
QopuaKkeLTIKd TPOTidV og {da:

Av10 10 TPOidV pUmopel va mpokarécet Tayvkapdia, ophoctatiky] VTOTACT], €0y TOV TPOGMTOV Ko
TOVOKEPAAOVG,.

I'ao va amopevyBel | Toyaio KaTdnoom, 01K omd Eva Todi, To aypnolLorointa HépN Tov diokiov Ha
npénel va, torobetovvtatl Eava atny OMKn ToL XoTov Kol 6TO KOUTI, KOl VO QUAUCCOVTOL TPOGEKTIKA,
pokpld oo modd. To pepikmg xpnoiponombévia diokia TpETEL VO, YPNOLOTOI0VVTOL KOTE TV
gmOUEVN dOOM.

e mepinton Tuyoing KoTaroons, Tapakaiovpe {ntnote auécms 1Tpiky GVUPOLAY Kot dei&te oTov
YWTPO TO PUALO OONYIDV ¥PNONG 1 TNV ETIKETA.

[MAvete ta gépro PeTd T Ypnomn.

Idwaitepec TPOQLAGEELS Y10 TNV TPOCTAGIC TOV TEPIBAALOVTOC:
Agv 1oyVeL.

3.6 AvemOvunta coppdavra

ZKOAOL:

Srdvia ‘Epetog*!
Adppoto *2

(1 émg }0 Q?ba/ 10.000 vro Avopetio *2

Oepancio {oa): ARBapyoc*?
AvEnuévog kapdiokdc puOuog (ehappmg Betikn ¥povoTpoOTog
enidpoon)’!
Enitaon g avendpkeiag e prpoetdong BarPidac™

[ToAd omévio. Evéeiteic emdpdoemv oty npmtonadn apoctacn (Tetéyeieg

AEVVOYOVOD, DTTOSOPLEC anptopporyiec).**

(<1 {bo / 10.000 vrd Bepaneia P v PIES UIHOPPAYiES)

{oa, copmeplopupavouévay Tov

LELOVOUEVOVY OVAPOPDV):

*1 01 emdphoeig eivan docoeEaptmdpeveg (urmopei va amopevydei pe peiowon g ddong).

*2 [Tapodiky enidpaon.

*3 MoapatnpnOnke kot T Sapketa TG xpoviag epaneiog pe mpoPevddvn oe GKOAOVS HE VOGO TNG
LITpoEd00S ParPidag.

** Autd ta cvpmtdpata sEagoviCovron dtav Sraxomei ) Ogpomeio.

H avagopd avembountov evepyeumv givar onuavtikn. Exttpénel  cuveyn mopokorobnen e
OCQAAELOG EVOC KTNVIATPIKOD QOPUOKEVTIKOD TPOTovTog. Ot avapopéc TpEmeL Vo 0moGTEALOVTAL, KATA
TPOTIUN O HECH KTNVIATPOV, E(TE GTOV KATOYO TNE GOELNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOCOTO TOL
gite otV bvikn appodia apyn HEcm Tov eBvikol cuoTHUATOg avapopds. Avatpétte emiong otV
TEAEVTAIO TOPAYPUPO TOL PUALOL OONYLDV YPNONG Y10 T OVTIGTOLYO GTOLYEIN EMKOIVMVING.



3.7  Xpnon Katd v KO 61, TN YoAOVYi0 ] THV @OTOKiA

Konon:

Epyoomplaxég pedéteg 6€ apovpaiong Kot KOuvEALD dev mapovciacay kapio EvOelsn Tepatoyovmy 1
euPpvotolikav emdpdoemv. Qo1d00, AVTES 01 HeEAETEG Exovv deilel oTotYEIN UNTPOTOEIK®V Kot
euPpvotolikav emdpdoemv oe VYNAEG 06cels. H aopdreia Ttov mpoidvtog dev £xet a&lohoyndel oe
£€YKVeg OKOAEC,

XPNGLULOTOMGTE HOVO GULPMOVA LE TNV EKTIUNOT 0PEAOVE/KIVOHVOL amtd Tov vIevBuvo KTnviatpo.

Colovyio:

Epyoompilaxég pedéteg o€ apovpaiovg Exovv eniong dei&et 6TL 1 TpoPevodavn amekkpiveTol 6To Yoo,
H aocodiea tov mpoidvtog dev €xet aloroynBel oe OnAdlovoeg GKOAES.

XPNGILOTOMGTE HOVO COUPMOVA LLE TNV EKTIUNGT 0PEAOVE/KIVOHVOL At ToV LITEVBVVO KTNViaTpo.

3.8 Aliniemdpdaosig pe GALo QUPUOKEVTIKA TPOIOVTA KoL GAAeg popPés arinieniopacng

2e PaPUOKOAOYIKEG LEAETEG deV mapatnpnOnke adAnAenidpaon peta&d e Kapdakng YAVKooiong
otpopavBivng kot g mpoPevddavng. H emayopevn amd v mpofevddvn avénon e Kapdtakig
ovotaltikoTnTog e£0c0evel 0md TOVG AVTAYWVIGTES 0GPEGTION Kot 0 TOLS PTA-AVTAY®VICTES.

3.9 Odoi yopnynong kot 60coroyia

IMa and otépaTOC YP1IoN.

Mnyv vrepPaiverte T cuvieTOueVn dOGN.

[Ipocdropicte 10 cmpatiko Papog pe akpifeia mpv and T Bepancio yio va e£0cPAAIGETE TN GOOTY
docoroyia.

H d60m B pémet va yopmyeitol amd T0 GTOUN Kol EVTOG TOL €0povg ddcewv amd 0,2 mg £mg 0,6 mg
mpofevodvngkg copaticod Papovg, ympiopévn oe dvo nuepnoteg docels. H mpotiumpevn nuepniota
doon givar 0,5 mg/kg copatikod Bapovg, yopiopévn oe dHo nuepnoteg d6cels (0,25 mg/kg copaticod
Bapovg n kabepia). Kabe d6om mpémet va yopryeitor tepimov 1 dpa mpv amd T cition.

Av16 avtictoryel os:

‘Eva pacopevo diokio 10 mg to mpmi kot éva pacdpevo diokio 10 mg to Bpddv Yo copatikd Papog
40 kg.

Ta pocdpeva 610Kio HTOpovV Vo YOPLoTOVV G TEcGePa ioa LEPT, Yio aKpifeia docoloyiag, avdioyo
UE TO cOUATIKO BApog.
To mpoidv umopei va cuvdvaotel pe pio dStovpnrtikn Bepameio, T.Y. POVPOGEUIOT.

Y& TEPIMTOOT GVUPOPNTIKNG KAPSLOKNG AVETAPKELNG GLVIGTATOL 1] dla fiov Oepameia. H d6om
cvvtipnong Ba mpénet vo Tpocapproletol Eexmpiotd avarloya (e T cofapdtnta. Tng vOsov.

3.10 Xvoprtopote vIEPOOGOA0YINS (KUl KOTA TEPITTMON, HETPA AVTINETOTICNS KOl AVTIOOTA)

Y& mepintwon vrepdocoroyiog, Umopel va eppavictel Betikn povotpomog dpact, EUETOG, anddeta,
ata&io, Kapdako eOoNUA 1] VIOTACT. LE QVTH TNV TEPITT®OT, 1 d60om Ba Tpémel va pelmbel kot va
EeKyNoeL 1 KATAAANAN copmtopatikn Oepomeio.

e mapoateTopuévn kbeom (6 unveg) vyimv okOAwY beagle og 3 Kot 5 popég T cuVieT®UEVT dOGN,
mapoTnpONnKe mhyvvon g Tpoeldovg BoABidog Kot vepTpoPia TG PIGTEPNC KOIMOG GE HEPLKOVG
OKOAOVG. AVTEG O 0ALYEG EIVOL QOPLOKOSVVOLIKNAG TPOEAELONC.

3.11 Ewwoi mepropiopoi p1jong Kot E01KEG cuvONKeS ypfong, coprepriopfavopévev
TEPLOPLOGLAV GTI| YP1]OT] AVTIHIKPOPLOKAY KU OVTITOPUCLTIKAV KTVIITPIKAOV

PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VU, TEPLOPLOTEL 0 KIVOUVOG avATTUENS OVTOYNS

Agv 16y0eL.



3.12 Xpovor avopovig

Agv 1oy0eL.

4. DOAPMAKOAOTI'IKEX TAHPO®OPIEXZ
4.1 Kodwkoc ATCvet: QCO1CE90
4.2 ®appokodvvaprkn

H mpoPevoavn, éva mapdywyo BeviipadaloiAns-mtupdalivovng Exet BeTikr| tvotpdmo dpdacn Kot Eyet
£VTOVEG 0YYELOJUCTOATIKEG 1010TTEG.

H 8gtikn wotpdmog dpdiomn g mpoPevodvng mpokaieitatl amd 600 unyovicpovg opdong: avénon g
gvooOnoiag oto 0GPECTIO TV KOPIIK®V HUTKOV VOV Kot avaGTOAY TN oceodiectepdong 1. ‘Etot
0 0eTIKOG VOTPOTIGUOG OV TVPOSOTEITAL OVTE OO dPACT) TOPOUOLOL LE QLT TOV KUPOLUKDY
YAVKOGIO®V 00TE ad GLUTAOO UM TUKE.

To oyyel00106TAATIKO OTOTEAEGUA TPOKVTTEL OO TNV OVAGTOAN TNG PcPodiestepdong I11.

Otov ¥pNOUOTOIEITOL GE TEPUTTMGEIS GCUUTTOUATIKNG PAAPIOIKNG AVETAPKELNG GE GUVIVUGUO LE
(QOLPOGENION, TO TPOIOV Exel amoderyBel 0Tt PedTidvel TV moldTNTa {ONG KOl TAPATEIVEL TO TPOGIOKLLO
{ong og okOAOLG OV AauPdvovy Bepameia.

Otov ¥pNOUOTOIEITOL GE TEPLOPIGUEVO PO TEPTTOCEDMY CUUTTMOUUTIKNG SIUTOTIKNAG
LLOKOPOOTAOELNG GE GUVIVAGHO LE POVPOCEUION, EVOAATPIAT Kot dryo&ivn, To mpoldv £xel amoderyDet
ot Bedtidver v mowdtNTa Lm1|g Kot mapateivel To Tpocddkipo Lmng o okOAOVS Tov Adpfdvouy
Oepameia.

43 @oppoKoKIVTIKY

Metd v and TOL GTOUATOG XOPNYNOT] TOV KTNVIATPIKOD QOPLUKEVTIKOD TPOTOVTOC, 1) AOALTN
BrodiabeoipdtnTa g dpaoctikng ovaiag eivar 60 - 63%. H Brodiobecipotnta petdvetor onuovtkd otav
N ToPevddvn yopnyeital pe Tpoen N Alyo apydtepa. Metd v amd ToL GTOUATOG XOPNYNOT HL0G
gpamaé d6ong 0,2 - 0,4 mg muoPevddvng /kg copatikod BAPoc 6 GKOAOVG TTOL VIIGTELOY OAN TN
vyTO, Ol CLYKEVTIPMOGELS 0T0 TAAG U avénonkay ypryopa. H péyiotm ovykévipwon (Cmax) TV ~ 24

ng/mL emredynke petd amd duapeon tiun xpovov 0,75 dpeg (Tmax kopovotov and 0,25 £oc 2,5 dpeg).

O 6yxog katavoung tvan 2,6 1/kg, vmodnimvovtag 0Tt 1 TUoPEVOAVT KATAVELETOL EDKOAN GTOVG
1oto0¢. H péon déopevon pe tig mpwteiveg Tov mAdopotog eivat 93%.

H évoon anopeBviidvetar 0&gdmtikd Tpog Tov kHpro gvepyd petaforitn g (UD-CG 212). [epartépw
petaforikd povoraria givar ta cvledyuata edong Il tov UD-CG-212, 6ty ovcia YAvKovpovidia Kot
Beucd arozo.

O ypovog nuLmng g amofoing g mipoPevodavng amd to TAdoua eival ~ 1 dpa. Xxedov oAOKANpN N
d001 amoPAAlETOL LE TOL KOTPAVAL.

5. DAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnteg

Agv 1oy0eL.

5.2 Awpkewa Cong



Aldpketo {ONe TOLV KTNVITPIKOD QOPLOKEVTIKOD TPOIOVTOC GOUPMVOA, LIE TI GVCKEVAGIN TOANONG: 5
£€mn.

5.3 Iowitepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG
Agv vdpyovv €101kéEG 0dNYieg S1aTPNONG Y10 ALTO TO KINVINTPIKO QUPUAKEVTIKO TPOTOV.
5.4 ®von kKo 6OVOEST] TNG GTOLYELDOOVS CVGKEVUGINGS

Koyéleg Aluminium-OPA/Aluminium/PVC mov mepiéyovv 10 dwokia.
Xaptwvo kovti Twv 30, 60, 90, 100 /| 120 diokimv.

Mmropei va, unv KuKAOPOpPOUV OAEG Ol GUOKEVAGIEC.

5.5 E10wkég mpo@uiaters améppuyng evog un APNoLRonotn0£vtos KTNVIOTPLKOD GUPRUKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAOV TTOV TPOEPYOVTUL AT T1) YP1]O1) TOV TPOIOGVTOC, AV VITApP) oLV

Ta edppaxo dev TPEMEL v OmoppinTOVTOL HECH TV AVUATOV 1) TOV OIKIOKOV ATOPANTOV.
XP1NGILOTOGTE TPOYPALLATO EXLGTPOPNS PAPUAK®V Y10 TV OTOPPIYT| U1 XPNOLOTO0EVTmV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®MV 1| GAA®V VAIK®V OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, LLE TIG TOTIKEG OTOITNOELG KOl LE TUYOV EOVIKA GLUGTALLOTO GLAAOYNC TOV 1GYVOVV Y1d TA
GYETIKA KTNVIOTPIKG QUPUAKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Alfasan Nederland B.V.

7. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

EL: 144674/27-12-2022/K-0251804
CY: CY00893V

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

EL: Huepounvia Ing éyxpiong: 27/12/2022
CY: Huepopnvia 1ng éyxpiong: 26/10/2022

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHY THX IIEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10/2022

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Kmviarpikd gappokentucod tpoidv yio T0 0Toio amotteiton 1Tptky] GuvToyn.
Aentopepeic TANPoQOpPiES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv givor Stabéoieg otn fdon
dedopévov g EE yia o ktnviatpikd mpoidvra.



IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH



IHAHPO®OPIEX ITOY HPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XépTivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cardisan 10 mg poacopeva, dickio

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe diokio mepiéyet:
ApaoTiKi] ovoio:
Pimobendan 10 mg

3. YYXKEYAXIA

30 dwoxkia
60 dokio
90 diokio
100 dwokia
120 dwoxia

| 4. EIAOX(H) ZQOY(QN)

YKOAOL

tad

| 5. ENAEIZEIX

‘ 6. OAOI XOPHI'HXHX

INa and Tov oTdHOTOC XPION.

| 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX




‘ 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AIIO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XPTOTG TPV O TN XPTION.

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

ATOKAEIGTIKA Y10, KTNVIOTPIKNY (P1oM.

12. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Na purdcoetal o€ BEom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

13. ONOMA TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Alfasan Nederland B.V.

Tomikol avtitpécmMTOL:
Lapapharm SA

Karaoli & Dimitriou 33

14123 Likovrisi, Athens, Greece

14. APIOMOI AAETAY KYKAO®OPIAX

EL: 144674/27-12-2022/K-0251804
CY: CY00893V

15. APIOMOX ITAPTIAAX

[oprtioa {apOuoc}

10



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

Koyéin ahovpiviov

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Cardisan 10 mg pacopeva diokia

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

pimobendan 10 mg

3. APIOMOZX ITAPTIAAX

[oprtioa {apOuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {nw/eeee}

11



B. ®YAAO OAHI'TQN XPHXHX

12



DOYAAO OAHT'IQN XPHXHX
1. Ovopoocio TOv KTNVIITPLKOD QOPUUKEVTIKOD TPOIOVTOG

Cardisan 1,25 mg pacopeva diokio yio 6KOAOLG
Cardisan 2,5 mg pocopeva diokio yio GKOA0VG
Cardisan 5 mg poacopeva diokia yio GKOAOVG
Cardisan 10 mg pacoueva diokia yio. oKOAOLGS
Cardisan 15 mg pacoueva diokio yio KOAOLS

2% 2ovleon
Kabe diokio mepiéyet:

ApacTiKI| ovoia:
Pimobendan 1,25mg/2,5mg/5mg/10 mg/ 15 mg

Moodpevo diokio.

Avoryto kapé pe Kopé KnAideg, oTpoyyvAd Kot Kuptd dwokio pe yebon 8/ 10/ 13 /18 /20 mm pe
yYpouun Opavong og oyfLe GTavpov ot pia TAEVPA.

Ta diokio pwopovv va yopiotovy o€ 2 N 4 ica pépn.

3. Eion {oov

YKOA0L

tal

4. OepamevTiKég evoeitelg

INo ™ Bepomeio TS CLULPOPNTIKNE KAPSIOKNE OVETAPKELNS TOV GKDAOV TTOV TPOEPYETOL OO SLOTATIKN
pvokapolonddeia 1 PorPiokn avemdpketo (averapKeLn ITPOEWOHS Ko TpryAodyvos BaAPidac).

5. Avtevoeilelg

Mnv ypnoiponoteite mpoPevodvn o TEPIMTMOCELG VIEPTPOPIKMOV LLOKAPIOTADEI®V 1 08 KAVIKEG
KATOOTAGELS OTTOV Ogv etvat duvath 1 feltinon Tng KapdloKNG TaPOYNS Y10 AEITOLPYIKOVE 1)
AVOTOUKOVG AOYOUG (T.Y. OTEVGT QOPTNG).

Na pn xpnOoHOTOLEITAL OE TEPMTMCELS YVOGTNG VIEPELALGONGING OTN dPACTIKY OVLGIA 1) GE KATO0 0md
TaL £KO0Y0.

6. Ewwég mpogrdomomoeig

[S1aitepec TPOELAGEELC Yo TNV 0oQOAT ¥prion ota £idn (hwv:

H yAvroln tov aipatog Oo mpémet va eELEYYETOL TOKTIKA KaTd T d1dpKeld Tng Oepaneiog oe KOAOVS [E
VOIGTAUEVO COKYOPMOT dtofriTn.

Agdopévov 6tL 1 mpoPevddvn petaPoriletol Kupimg HECH TOL NTOTOC, dEV TPEMEL VAL YPT|CULOTOLEITOL
o€ 6KOAOVG ue cofapn PAGPN g nraTIKnG AstTovpyiog.

ZuVIeTAToL TPOKOAOVON o TG KOPd1aKnG AEITovpYiag Kot Tng Lop@oioyiag o {da mov Aapfdvovy
Oepameia pe wpoPevoavn.

(Agite emiong v evoTTa «AvemBounTeg EVEPYELED»).

Ta pocdpeva diokia £xovv yevon. ['a va aropuyete TuXOV TVYOI0 KOTATOGT), TOPOKOUAOVE VO
@VAdooeTe Ta Stokio poKpld and (ma.

Idwaitepec Tpo@LAGEELC TOV TTPémel vo AauBdvoviol amd To GTOLO TOL YOPNYEL TO KTNVINTPIKO
QOPULOKEVTIKO TTPOoidV oe LMoL

13



Av16 10 TPOTOV pImopel va TPokaAESEL ToyLKOPia, opBocTATIKN VITOTAGT, EE0YN TOV TPOGHOTOV KO
TOVOKEPUAOVG.

INo vo amopevyBel | Toyaio KaTaTOOT, EWOIKA OO £V TOT, TO, Y PTCILOTOINTO LEP TOL dtokiov Oa
npénel va tomofetovvTol ava otny O1Kn Tov Xamov Kol 6TO KOUTI, KOl VO PUAACGOVTOL TPOGEKTIKA
pokptd omd modd. To pepikmg ypnoiponomBévta diokio TPETEL VoL XPTCLLOTOOVVTOL KATE TNV
emoUEVN dOOM.

e TePInTOOT TLYOING KOTATOONC, Topakaiovue {NTtHote AUESHS 1TPIKT GVUPOVAT Kot dei&te ooV
YTpO TO PUALO OONYIDV ¥PNONG 1] TNV ETIKETA.

[MAvvete ta gépro peTd T ypnon.

Eyxvpocvvn:
Epyoomprlaxég pedétec o€ apovpaiong Kot KouvEAa dev mapovsiacay Kapio EvOelEn tepatoydvav 1

euPpvotolikmv emdpdoemv. Q6T000, AVTEC 01 LEAETEG ExouV deitel oTOYEI0 UNTPOTOEIKMY Kot
guPpvotolikmv emdpdoewv oe vYNAEG 066¢e1g. H aopdreia tov mpoidvtog dev £xet a&loloyndel og
€yKveg OKOAEC.

XpNGILOTOMGTE HOVO COLPMOVA LLE TNV EKTIUNGT 0PEAOVE/KIVOHVOL At ToV LITEVBVVO KTNViaTpo.

Torovyio:

Epyoomprloxég pedéteg oe apovpaiovg Exovv eniong deiEet 6TL 1 wipoPevodvn amekkpivetol 6to yola.
H acpdAela tov mpoidvtog dev £yl akloroynbei oe Onralovoeg orxdieg

XPNGUOTOMGTE HOVO COLPMOVA LE TNV EKTIUNOT 0PEAOVS/KIVOHVOL amtd Tov LIeBVVO KTNVviaTpo.

AMNAemOpaoelg pue GAAD QOPULOKEVTIKAE TPOTOVTO Kol GALEG LOPQOESG OAANAETIOPOOTC:

2e PaPUOKOAOYIKEG LEAETEG deV mapatnpnOnke adAnAemidpaon peta&d e Kapdakng YAVKooiong
otpopavlivng kot g mpoPevddavng. H emayopevn amd v mpofevddvn avénon e Kapdtakig
ovoTaATIKOTNTOG €0IG0EVEL OTO TOVG OVTAYOVIGTEC 0IGPEGTION Kol 0T TOVE PTA-AVTAY®VIOTEG,

Yrepdocoroyia:

Xe mepintwon vrepdocoroyiog, umopel va eppaviotel Betikn ypovotpdmog dpdon, EUetoc, anadeia,
ato&io, Kapdlako eOeNUe 1} VIOTACT. L€ AVTH TNV TEPITT®GN, 1 6001 Oa Tpémel va uelmbel kot va
EEKIVIOEL ] KOTAAANAT cupnTopatikh Beponeia.

e mapateTopévn éxbeon (6 pnveg) vyiov okvAwVY beagle og 3 kot 5 popég T cvvicT®dpEVT d6ON,
mapoTnpROnKe Thyvvon g Tpoeldovg BoABidac Kot vepTpoPia TNG APIGTEPNC KOIMOAC GE LEPLKOVC
OKOAOVG. AVTEG O 0ALYEG EIVOL QPOPLOKOSVVOLIKNAG TPOEAELGNC.

Kbpiec ocvpupfoatdtnreg:

Agv 1oyVeL.
7 AvemO@opnrta coppavro
YKvAoL
Xndvio Epetoc™!
Atéppoto, *2
(1 éwg 10 oo / 10.000 vitd AvopsEio *2
Oepancia {oa): ARBapyoc*?
AvEnuévog kapdiakdg puBuog (ehappmg Betikn ypovoTpomog
entdpaon)’!
Enitaon g avendpketag g prpoetdong Porfidac™
IToAd omévio. Evdeiteig emdpdoemv oty ntpmtonadn aypoctaon (TeTéyeleg
AEVVOYOVOV, VTOSOPLES cupopporyie). **
(<1 L{do / 10.000 v1o6 Bepameio P v PIES a1HOppaYiES)
{oa, copmeptrapfavouévav Tov
UELOVOUEVOV OVOPOPDYV):

*1 01 emdphioeig eivan SocosEaptmdpeveg (umopel va amopevydei pe peiwon g do6ong).
*2 [Tapodiky| enidpaon.

14



*3 Tapatnpronke kot T Sapketa TG xpoviag depaneiog pe mpoPevddvn oe GKOAOVS e VOGO TNG
ptpoeldove Porpidoc.
** Autd ta cvpmtdpata sEagoviCovron dtav Sraxomei ) Oepomeia.

H avagopd avemBountov coppdviov eivar onpoavtikny. Empénet ) cuveyn mopakolovdnon g
acPaAelag evog Tpoiovtog. Edv mopatnproete omoladnmote avemBountn evépyeta, akOLo KoL av dgv
AVOQPEPETOAL OTO ECOKAEIGTO PUALO 0ONYIDOV ¥PNOTG 1 UPIBAALETE Y10 TNV OTOTEAEGLOTIKOTITO, TOV
QopUAKoV, TOPOKAAEIGOE VO ETIKOIVOVIGETE, KATAUPYAC, LE TOV KTViaTpd coc. Mmopeite emiong va
AVOPEPETE OTOLAONTOTE AVETIOVUNTO GUUPAVTO GTOV TOTIKO AVTITPOGMITO TOV KOTOYOV TG AOEL0C
KUKAOQOPIOG YPNCLOTOUDVTAG TO GTOLXEID ETUKOVOVING GTO TEAOG VTOV TOV PVUALOVL 0ONYLDV YPNONG,
N péc® Tov £6ViKoD GOG GLGTNLLATOS OVOPOPAG.

EAlrGoo

EBvikdc Opyaviopog Gapudkwmv
Meocoyeimv 284

GR-15562 Xolapyog, Adnva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
Iototomog: http://www.eof.gr

Kvmpog

Kmvwatpikég Ynnpeoieg

1417, Asvkowoia, Kbnpog
http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aocoloyia Yo kKG0g €i00g, TPOTOS KAl 0001 Yopnynong

Mo and otopatog ypfon.

Mnyv vrepPaivete T cuvieTOueVn dOGN.

[Ipocdiopicte 10 cmpatiko Bapog pe akpifeia mpv amd ) Oepomneio yio vo e£0CPAAIGETE T1 COOTY
docoloyia.

H 8601 Ba pémet va yopnysiton amd To 6TOUA Kl EVIOS TOL €0povg d0cewv amod 0,2 mg émg 0,6 mg
mpofevodvng/kg copaticod Papovg, ympliopuévn o d00 NUEPNOLEC SOGELS.

H mpotipdpevn nuepnota d6on givar 0,5 mg/kg copatucod Bapovg, xopiopévn og 600 NUePNOLES
doo¢e1g (0,25 mg/kg copoatikov Bapovg 1 Kabepic).

Kdabe 66om mpémet va yopnyeiton mepimov 1 dpa mpv amd T cition.

Av16 avtictoryel oe:

‘Evo. pocopevo diokio 1,25 mg 1o mpmi kot £va pocopevo diokio 1,25 mg to Ppddv yio. coUATIKO
Bapog 5 kg.

‘Eva pacopevo diokio 2,5 mg 1o mpoi Kot éva pacodpevo d1okio 2,5 mg 1o Bpdadv yio copatikd Bapog
10 kg.

"‘Evo. pocopevo diokio S mg 1o mpoi kot évo pocmdpevo d1okio 5 mg 1o Ppdov Yo copotikd Papog 20
kg.

‘Evo. pocopevo diokio 10 mg to mpwi kot éva pacouevo otokio 10 mg 1o fpdadv yio copotikd Bapog 40
kg.

‘Eva pocopevo diokio 15 mg to mpwi Kot éva pacopevo diokio 15 mg 1o fpddv yio copotikd Bapog 60
kg.

e TEPINTOOT GLUPOPNTIKNG KOPILUKNG AVETAPKELNG cLVIGTATAL 1) dla fiov Oepameia. H d6om
ovvtipnong Ba mpénet vo Tpocapproletol Eeympiotd availoya e T cofapdtnta Tng vOsov.

9. Oonyieg Yo ™) c®GTI) YOpRYNON

Ta pooopeva S1oKio LTOpovV VoL Y0PLETOVY GE TEGGEPQ io0 LEPT, Yio aKpifela, docoloyiag, avdioya
UE TO cOUATIKO BApoc.
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To mpoidv umopei va cuvdvaoTtel pe o dtovpnTikn Bepomeia, Ty, EOVPOCEWION.
10. Xpovor avapoviig

Agv 1oy0et.

11. EIAIKEX YYNOHKEY AIATHPHXHX

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

Agv vTapyovv €101KEG 0dNYieg S10THPNONG Y10 AVTO TO KINVINTPIKO QUPUAKEVTIKO TPOTOV.

Noa pun xpnoIHonoteital avtd To KTNVINTPIKO QOPUOKEVTIKO TPOIdV LeTd TV nuepopunvio Anéng wov
avaypdeetal < 6to Kovti kot oty kKoywéAn>. H nuepopnvia AnEemg cvpmintet pe v tehevtaio nuépa
TOL GLYKEKPYEVOL PNV

12. Ewiwkéc mpo@urders amdppryng

Ta eapuaxo dev TPETEL VO ATOPPITTOVTOL HECH TOV ADUATOV 1) TOV OIKIUK®V OTOPAATOV.
XPNGILOTOGTE TPOYPAUUATO, EXIGTPOPNC POPUAK®DV Y10 TIV OTOPPIYT| U1 XPTOLOTONOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL Od TN (PO TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOTNOELS KAt LE TUXOV 1oybovTa Bvikd cuothiuate cAAoYNS. Ta pétpa avtd
ATOGKOTOVV GTNV TPOGTAGio TOL TepIPaiiovioc. Zvpfovievdeite Tov KTnviatpod cog 1) Tov
(OPLOKOTOLd GOG YO TOV TPOTO ATOPPLYNG TOV XPTCLLOTONOEVTOV PUPUAK®OV.

13. Ta&vopnon TOV KTNVICTPIKAV QUPUIKEVTIKOV TPOTOVTMV
Kmmviatpikd goppokentikd mpoidv yio 10 omoio amotteitol Tptkny Guvtayn.
14. Ap1Bpoi Gog105 KUKAOQPOPIOS KO GVGKEVAGIEG
EXAdoa Kvbmpog

Cardisan 1,25 mg: 144671/27-12-2022/K-0251801; CY00890V
Cardisan 2,5 mg: 144672/27-12-2022/K-0251802; CY00891V
Cardisan S5 mg:  144673/27-12-2022/K-0251803; CY00892V
Cardisan 10 mg:  144674/27-12-2022/K-0251804; CY00893V
Cardisan 15 mg:  144675/27-12-2022/K-0251805; CY 00894V

Cardisan 1,25 mg /2,5 mg/ 5 mg/ 10 mg pocopeva diokio yio okOAOLG
Kuyéreg Aluminium-OPA/Aluminium/PVC mov mepiéyovv 10 diokia

Cardisan 15 mg pacopeva diokia yio okOAOLS
Kuyéreg Aluminium-OPA/Aluminium/PVC mov mepiéyovv 5 diokia.

Xaptwvo kovti Twv 30, 60, 90, 100 1| 120 dokimv.
Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAOV YP1ONG

12/2025

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO Tpoidv givor Stabéoieg otn fdon
dedopévov g EE yia o kenviatpikd wpoidvra.

16. Xroygio emkovoviog
Kéroyoc tne ddsiac kukAopopiac mopackevLasTnS VTELHVVOC Y10 TNV OTOOEGLELGT) TOV TAPTIOWV:

Alfasan Nederland B.V.
Kuipersweg 9
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3449 JA Woerden
The Netherlands

[MopookevacThg LITEVOBVVOC Y10 TV OTEALLOEPMGN TOV TOPTIO®V:
Lelypharma B.V.

Zuiveringsweg 42

8243 PZ Lelystad

The Netherlands

Tomikoi ovTITPOGMTOL KOl GTOLYEID EMKOVMVIOE Y10 TNV ovapopd TOovoA0YOOUEV®VY avemfOUNTOV
EVEPYELDV:

Lapapharm SA

Karaoli & Dimitriou 33

14123 Likovrisi, Athens, Greece

Tel.: +30 2146878580

E-mail : pharmacovigilance@lapapharm.com

17. Ahkeg minpogopieg
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