DVALO 00NYLAOV PN OGS TANPOPOPIES VLA TOV YPNOTY

Levosimendan Win Medica 2,5 mg/ml Tokvo o1dAvpa Y10 TopaoKELT] OLOAVIATOS TPOS £YYVGT
AePooiuevtdivn

AP AOTE TPOGEKTIKG OLOKANPO TO QPVAAO 0ONYLOV YP1OGNGS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO

TO QOPROKO, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

- DvidEte avtd TO EUALO 0N YLDV Xpons. Towg ypelaotel va to dwPfdcete Eavda.

- Edv éxete meportépw amopieg, p@TNGTE TOV Y10TPO GOG,

- Edv mapoatmpnoete kamoo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV VOGOKOUO
c0G. AvTd 1oy0el Kot Yo KaBe mhovi) avemBOUNTN EVEPYELD TTOV OEV OVAPEPETOL GTO TAPOV
@OALO odNyu®V ypnone. BAéme mapdypapo 4.

T egprEyeL 1o Tapov GUALO 0ONYLOV:

T eivar to Levosimendan Win Medica kot woto givot 1) gpfon tov

T mpénet va, yvopilete npv ypnoponomoete to Levosimendan Win Medica
[og va ypnoomomoete to Levosimendan Win Medica

[MBovég avemBduntec evépyeteg

[og va pvidcoete to Levosimendan Win Medica

[epreydpeva g cvokevaciog Kot AOEC TANPOPOpieg

A

1. Th givan To Levosimendan Win Medica kot oo givan i yp1jon tov

To Levosimendan Win Medica eivat pio. GOUTUKVOUEVT] LOPPT] EVOC PapUAKOD, TO 0010 TPETEL VAL
apowbei Tpv cog yopnyndel g £yyvon pécsa otic EAEPEG cag.

To Levosimendan Win Medica Aettovpyel av&dvovtag tnv aviAntiky SOV e Kopotds Kot
EMUTPEMEL GTO, APOPOpa. ayyeia va yahapovovy. To Levosimendan Win Medica Ba peidoet
GLUPHPTON OTOVG TVEVLOVEG GalG Kot Bl S1EVKOAVVEL TO Lol KOl TO 0EVLYOVO VA KUKAOPOPTGOVY
KaAvTEpa ooV opyavicud coc. To Levosimendan Win Medica Ba cag Bonbricel oty avakodeion g
dvokoAiag otV avamvon AOym coPapng KopSIOKNG AVETAPKELNS.

To Levosimendan Win Medica ypnoionoteitor otn Oepaneio tng Kopdlokng avendpKelog, oe
acBeveic mov e£akolovBobV Vo, FUGKOAEDOVTOL VO, AVOUTVEVGOLV TTAPOTL TOIPVOLV GAAN PAPLLOKE TOV
ATOUAKPOVOLV TO TAEOVALOVTA VYPA OO TOV OPYOAVIGHO TOVG.

2. Tvrpémer va yvopilete Tpv ypnoipomomnjcere To levosimendan Win Medica

Mnyv ypnopomouicete To Levosimendan Win Medica

- o€ mePInTOON aAlepyiog ot AEPOCIUEVTAVN 1) GE OTOLOONTOTE AAAO OTTO TO GLGTOTIKG AVTOD
TOL QOPUAKOL (OVOPEPOVTOL GTNV TOPAYPAPO 6).

- €4 €xete TOAD YoUNAN ApTNPLOKY THEST 1] L] PLGLOAOYIKO YPTYOPO KOPSIHKO TOAUO

- €dv &yete coPapn VEPPIKN N NIOTIKN VOGO

- €4V €xete KapdoKN VOGO OV KAVEL SLGKOAOTEPT TV TANPOCT N TNV KEVOGT amd oo Tng
KapOLiG

- ey &yete evnuepwBbel amd Tov yotpd oag OTL Elyate TOTE Evav LN PLGLOAOYIKO KOpSLoKO TOALO
7oV ovopaletal kothoakr tayxvkoapdia dikny purdiov (Torsades de Pointes).

Ipogrdomomoeis kKot TPoPVAGEELS

Evnuepoote tov yiotpd 1 Tov vocokopo cog Tptv EEKIVAGETE va ypnolonoteite to Levosimendan
Win Medica

- €0V EYETE OMOLAONTOTE VEQPIKT N NTATIKY VOGO

- €av emiong &yete yapnAd apBpo apoceapiev Kot Tovo 6to otrdog



- €qv €xete Evav U1 PLGLOAOYIKO YPNYOPO KAPIOKO TOAUS, £VAV U] PUGLOAOYIKO KAPOLOKO
pLOUO N ExeTe evnep®OEL amd TOV YLOTPO GaG OTL EXETE KOATIIKT LOPLOPLYT 1] UN
QLOIO0AOYIKO YOUNAO ETITEDO KAAIOV GTO GO GOGC, O YIUTPOC GOG TPETEL VO YPT|CULOTOINGEL
10 Levosimendan Win Medica ToA0 mpoceKTiKd.

owa ko Epnpor
To Levosimendan Win Medica dev mpénet va yopnyeital o€ moidid kot eprifovg nikiog kdto tov 18
ETAOV.

Alro @appoxa ko Levosimendan Win Medica
Evnuepoote tov yrotpd oag v maipvete, ExeTe TAPEL TPOSPATA 1| TPOKELTAL VO TAPETE AALQL
QAPLLOKOL.

Edv cog yopnyovvrtal evdoprePimg dAlo QapproKa Yo TNV Kapdld 6ag, 1| ApTNPLOKN GOG TiEoT Umopel
va pelwbel edv oag yopnynOei 1o Levosimendan Win Medica.

Evnuepoote tov ylotpd 6oG Qv TaipveTE LOVOVITPIKO 16060pPidio, emeldn M ypnor Levosimendan
Win Medica pmopel vo avENceL TNV TTAOGT TG APTNPLOKNG TiEoTG OTAV GTEKESTE OPOLOL.

Kinon ka1 Oniaopdg

Edv eiote éykvog 1) Onhalete, vouilete 6TL pmopei va giote £yKvog 1) oYeO1ALETE VO ATOKTAOETE T,
{ntoTte 1 GLUPOVAT TOL YLITPOV GOG TPLY TAPETE AVTO TO PAPLAKO. AgV givol Yv®OTO €AV TO
Levosimendan Win Medica ennpedlet to popd coc. O yiotpog cag Oa amopacioet €6v to 6QEA0S Yo
€04¢ vtepTePEl TOV TOBUVOD KIVODVOD Yo TO PO GOG.

Yrdpyovv evdei&eig 611 to Levosimendan Win Medica mepva 610 avOpomivo yoda. Agv pémet vo
Onialete 6tav ypnoponoieite to Levosimendan Win Medica mpoxeipévou va anopedyovon mbaveg
KOPOLOYYELOKES OVETLOOUNTEG EVEPYELEG GTO PPEQOG.

To Levosimendan Win Medica mepiéyel aikooin

AvT1o T0 Pappako TepLEYEL 3.925 mg aAkooANg (vudpng abavoing) oe kdbe praridlo Tov 5 ml, Tov
elvat 1odbvapun pe mepimov 98% kat’ dyko. H mocotta o8 va praiidio tov 5 ml avtod tov
eapuaxov gival i1codovaun pe 99,2 ml purdpag 1 41,3 ml kpaciod.

H mocotta g 0AkoOANng o€ avtd TO PAPUAKO UITOPEL VO EMNPEACEL TNV TKAVOTNTO 00N yNomNg 1
YEWPLGHOD unyovnudtov. Avtd couPaivel 010TL Umopel va, EXNPEACEL TNV Kpion 6ag Kot TNV TodTNTa

avtidpaong.

Edv éxete emiinyio 1 mpofAnoto 6To fap, EVIUEPMGTE TOV YIATPO 1] TOV QOPIAKOTOLO GOG TPV
TAPETE OVTO TO PAPLLOKO.

H mocdtnta g aAKoOANC 6€ auTd TO PAPUOKO UTopel v OAAIEEL TIC EMOPAGELS ALY QUPLAK®YV.
Evnpepmote tov y1atpd 1 TOV QOPLOKOTOLO GOG EAV TAIPVETE AAAN QAPLLOKO.

Edv elote €ykvog 1) Onhalete, evnuepmdoTe TOV Y1ATPO 1] TOV QOPLOKOTOLO GOG TPV TAPETE QLTO TO
QAPLOKO.

Edv elote eBiopévog 6T0 OAKOOA, EVIUEPDGTE TOV YLOTPO 1) TOV POPLAKOTOLD GG TTPLY TAPETE AVTO TO
QAPLOKO.

Emedn avtd 1o pdpuaxo cuvibag divetal apyd o didotnpa 24 wpdv, ol ETSPACELS TG AAKOOANG
umopet va peiwbovv.

3. g va xpnopomomosete 10 Levosimendan Win Medica



To Levosimendan Win Medica Ba cag yopnyn0el mg éyyvon (evotdraln) puéoa otig pAEPeS GOC.
Av1dc givar o Adyog yio Tov omoio Ba mpémet va mhpete To Levosimendan Win Medica pévo evtog
vocokopeiov 6mov Ba pmopel va cog mapakorlovdnscet o yiotpog cag. O yiatpdg oag Bo amopacicst
no6co Levosimendan Win Medica Oa wpénet va cog yopnynbei. O yuotpdg cag Oa a&oroynoet nv
avtamokpion oag 0to Levosimendan Win Medica (Yo Ttopdoetyplo LeETp®VTOC TOV KapdOloKo Gog
pLOUO, TNV apTNPLOKT GOC TTiESN, AAUPAvVoVTAG LITOYT TO NAEKTPOKAPIIOYPAPTLLOL KOL TO TMG
aoBdaveote). O yaTpdc cog pmopei 10Te va aALAEEL T 0001 cag edv ypetaletat. O yiotpog cog pumopel
va Bélel va oag TapakoAovBel eni 4-5 nuépeg apoTov otapatioet 1 £€yyvon Tov Levosimendan Win
Medica.

Mmnopei va cag yopnynOet pia tayeio £yyoon yio wéve and Sk AEmTd, Kot vo, akoAovdnoet pio
Bpoadeia yyvon didpretag pExpt kat 24 wpov.

O ywatpog oag Ba mpémet va eAEyyel TV avtomdkpion cog oto Levosimendan Win Medica kotd
Stuothpato. Mmopet va Leldoel T 0001 £yyvong eav LEL®OEL 1 apTnplakn cag mtieon N 1 Kapdid cog
apyicel vo ¥Tumd ToAD ypryopa 1 €dv dev aicdveote Kold. Evnuepmote Tov y10tpo 1 TOV VOGOKOWO
o0 €av a160dvesTe OTL 1 KOPSIE GOC YTUTA TOAD YPRYOPa, GV EXETE TAOT AmoBupiog 1| Gv vidbeTe
otT1 1) enidpaot tov Levosimendan Win Medica givar moAd duvatr| 1] ToAd acBevig.

Edv o yiatpog extipd 6t yperaleote nepiocdtepo Levosimendan Win Medica kot dev eppavilete
avemBounteg evépyeteg, Umopel va avénoet tn 6061 £yYvomng.

O ywatpog oag O cuveyioel v €yyvon tov Levosimendan Win Medica yio 660 didotnua yperdletot
vrootpién N kopdid oag. Tuvnbmg avtod gival yuo 24 dpeg.

H enidpaon omv kopdid cog 0o Stapkésel Yio TOLAGYLGTOV 24 DPEC APOTOV GTUUATAGEL 1) £YYVGT] TOL
Levosimendan Win Medica. H enidpacn pmopei va cuveyiotel yio 7-10 nuépec 0pOTOL GTOUATIOEL N
£yyvon.

Neoppwn dvciertovpyia

To Levosimendan Win Medica mpémet va ypnoionoteital Le Tpocoyn o€ acheveic e Nma £og pétpla
veppikn dvciertovpyio. To Levosimendan Win Medica dgv mpémet va ypnoponoteital oe acOeveic e
cofapn veppikn dvcettovpyio (BA. Tapdypago 2).

Hratikn dvciettovpyio

To Levosimendan Win Medica mpénetl va ypnoponoteiton pe ©pocoyn o€ acheveic pe Nma £og pétpia
NTATIKN SLGAELTOVPYia, OV KOl OEV POIVETOL ATOPAITNTY 1] TPOGOPLOYT TG 0OGNG Y10 AVTOVS TOVG
aocBeveic. To Levosimendan Win Medica dev mpénet va yproionoteital o€ acbeveig e cofopn
NmaTikn dvcAettovpyia (BA. Tapdypapo 2).

Eav wapete peyardtepn 66on Levosimendan Win Medica amd tnv Kavovik

Edv oag yopnynOel Levosimendan Win Medica 6 peyaAdtepn TocOTNTA OO TNV KOVOVIKY|, LTOPEL Vo
pelmBel 1 apTNPLOKT GOG TTiEGN KOl va YIVEL TO YPNYOPOg 0 Kapdlakog cag maipnog. O yuatpdc cog Oo
EEPEL TG VO AVTILETOTIGEL TNV KOTAGTAGT GO,

4. IMBavég avemBOUNTES EVEPYELES

Onwc 6la Ta papuoka, £Tot kot 1o Levosimendan Win Medica pmopel va mpokaAécel avemiBounteg
gvépyeleg av kot dev Tapovcildlovral 6 OAOVG TOVG avOpMTOVC.

o0 cvyvég (Umopel va emnpedoovy mepiocdtepa amd 1 ota 10 dropa):
Mn @LGLOA0YIKOG YPTYOPOS KAPIIAKOG TOUALOC

[Movoképaiog

ITtwon g aptnprokng mieonc.

Yuyvég (umopel va emnpedoovy €mg kot 1 ota 10 dtopa):



XopunAn mocotTo KaAIO 6TO Oliplo GOg
Abnvia

Zahn

"Evag un ¢uo1oAoyikdc kapdlokog TaAldc Tov ovopaletol KOATIKN woppopuyn (§va uépog g Kopotdg
@tepoLYilel avti vo XTLTTA KAvoViK()

EmumAéov kapdiaxol maipol

Koapdiokn averndpreia

Avemoprng mapoyn o&uydvov otny kapold oag
Navtio

AvokomdTto

Awgppota

"Eperog

Xoapuniodg aptBpuoc apoceoipiov

Mn @uG10A0Y1KOG KOPOLOKOS TAAUOG TTOL OVOUALETOL KOIAOKT LoprapLyn (Eva LEPOS TNG KAPILAG
otepovyilel avti va ¥Tumd Kovovikd) avapépbnke oe acbeveig mov élafoav Levosimendan Win
Medica.

[Mopakadeiote vo evnUeEPDOOETE TOV YLOTPO GOG AP AV ELPAVICETE OTOLNONTOTE aVETIHOUNTN
gvépyela. O yloutpog 60c EVOEYETOL VO LELOGEL TOV PLOUO £yYVONG 1 VO GTAUATHGEL TNV £YYLGT TOV
Levosimendan Win Medica.

Ava@opd avemOounTOV vEPYELOV

Edv mapatnpnoete kamolo avemBountn evépyeia, EVILEPMDGTE TOV YIATPO 1) TOV VOGOKOUO 6aG. AVTO
1oy OEL Kot Yo KaOe Thavn avemiBount eVEPYELD TTOL EV UVOPEPETUL GTO TOPOV PLAAO 0ONYIDV
ypnone. Mmopeite eniong va avapépete avembounteg evépyeleg anevbeing, HEocw Tov Bvikod
GUGTNLOTOC OVOPOPEG.

EArGoa

EBvikoé Opyavioud Gappixkmv,

Meocoyeiov 284,

GR-15562 Xoiapyodg, ABnva,

TnA: + 30 213 2040380/337,

Dag&: +30 210 6549585,

Iotétomog: http://www.eof.gr

Kvnpog

DopuaKeLTIKEG Y TNPETIES,

Ymovpyeio Yyelag,

CY-1475 Asvkwoioa,

TnA: + 357 22608607,

Dag: + 357 22608669,

Iototomog: www.moh.gov.cy/phs.

Méow g avaeopdsg ovemBountov evepyeldv pmopeite va Pfondncete otn GLAAOYN TEPICCOTEPOV
TANPOPOPLDY GYETIKA LLE TNV OCPAAELN TOV TOPOVTOG PUPLAKOV.

5. og va puraccete To Levosimendan Win Medica

To @appako ovtd TPETEL VO LAACOETAL GE PEPT TTOV OgV TO PAETOVV Kol 6gV TO POAVOLV Ta TALOAL.
dvidooete og yoyeio (2°C — 8°C).

Mnv katoyoyete.

Na un ypnowonoteite to Levosimendan Win Medica petd tnv nuepounvia AENC mTov avoapEpeTat 6To

rkovuti, petd v évoelgn EXP. H nuepounvia Anéng ivar ) tedevtoio nuépo Tov Uiva TOL OVAQEPETUL
exel.



H @olaén kon o xpdvog ypnong pHetd tnv apaimon dev mpénet Toté va vepPaivouy Tig 24 dpec.

Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG 1| GTA OKLaK( aroppippota. Potmote to
(POPLLOKOTOLO GOG Y10, TO TG VO TETAEETE TAL PAPLLAKO TTOL EV YPTCLUOTOLELTE Tl AvTd T péTpa Oa
Bonbnoovv otnv mpoctacio Tov TePPAAAOVTOG

6. Iegpreyopeva TS GVOKELAGIOG KO LOUTEG TANPOPOPIEg

T nepréyer o Levosimendan Win Medica

- H dpactikn ovcia eivar n Aefocipevtdvn 2,5 mg/ml.
- Ta dAAa cuotaTikd givar: ToPdovn, Kitpikd 0&D Kot abavorn, avodpn.

Ep@dvion tov Levosimendan Win Medica kol mepieyopeva TG 6VGKELUGIOG

To mokvd dtdAvpo eival Eva dlovyEG KiTpvo 1 TOPTOKOAL SIGAVLLO TPOG OPAimMCT TPV ATTO TN
xopfynon.

2VOKEVACIEG:
- 1, 4, 10 puAidwa (yodAwva Tomov I) Tov 5 ml

Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.
Kéroyog Aderog Kvkrhoopiog km IMapackevaostiig

Karoyog Adcrog Kvkrhoopiag

Win Medica A.E.

Owinodog 1-3 & [Mapddpopog Attikng Odov 33-35
152 38 XoAdvdpt, ABnva, EALGSa

TnA.: +30 210 74 88 821

Fax: +30 210 74 88 827

email: info@winmedica.gr

Hopaockevactiig

ONKO iLAC SAN. VE TiC. A.S.

Gebze, Organize Sanayi Bolgesi,

1700 Sokak, No: 1703 Gebze/-Kocaeli, Tovpkia

AvT1o T0 Qdppaxo £yl eykprlsei oto Kpdtn Mékn 1ov Evponaikod Owkovopikov Xapov (EOX)
pe TS aK6Aov0es ovopooisg:

Avotpia - Levosimendan Win Medica
EX\ada - Levosimendan Win Medica

Kompog - Levosimendan Win Medica

To wapdév @OLAA0 00N YOV yp1ioNS avaBe®p1)ONKe Yo TEAEVTOLO POopd oTic MM/YYYY

O TAnpoopisc Tov akolovbovv amevfbHvovial LOVO G ETOYYEALLOTIEC VYELNC:

Oonyieg ypNoNg KoL YEIPIGHOV
To pia gpnom povo.



To Levosimendan Win Medica 2,5 mg/ml mokvo ditdAvpa yio Topackeun SIHADUOTOC TPOG EYYVoT OEV

TPEMEL VO OPALDOVETOL € LYMAGTEPT cvyKkEVTpwon amd 0,05 mg/ml cOpEva e TIG KATOTEP®

001 YiEC, SLPOPETIKA EVOEXETUL VAL ELPOVIOTOVY BodepOTNTa KO ilnpa.

Onmg 1oy0et Y10 OA0L TO TOPEVIEPIKA PAUPUOKEVTIKA TPOIOVTA, TO OPULMUEVO SLAAV TPETEL VL

EAEYYETOL OTTIKA Y10, LKPOCSOUATIONN KOl ATOYPOUATIGLO TPV Amd T1 YOpNynon.

- I va Tpogtopdoete v £yyvon tov 0,025 mg/ml, avapi&te S ml Levosimendan Win Medica
2,5 mg/ml ToKvoy S10ADUATOG Y0 TOPAGKELT SHADIOTOG TTPog Eyyvon pe 500 ml dtaAdpoTog
yAukolng 5%.

- INo va Tpogtopdoete v £yyvon tov 0,05 mg/ml, avapi&re 10 ml Levosimendan Win Medica
2,5 mg/ml ToKvoy SO UATOG Yo TOPAGKELT SIADHOTOG TTPog Eyyvon pe 500 ml dtaAdpoTog
yAukolng 5%.

Aocolroyia Kot TPOTOS Yop1YNoNS

To Levosimendan Win Medica npoopiletor anokieiotikd yio evdovocsokopetakn xpnon. [lpénet va
YOPNYEITAL GE VOGOKOUEINKEG LOVADES UE KATAAANAO eEOTAIGO TTopakoAOVON oG KAl EUTEIpiot TN
YPNOT WOTPOTMOV TOPAYOVTIMV.

To Levosimendan Win Medica mpémet vo apot®dveTal Tptv amd T Yopnynon.
H éyyvom wpoopiletor udvo yio evoo@AEPLa ypron Kot umopel va yopnyeital HEGH TEPLPEPIKNG 7
KEVTPIKNG 0000.

ITapakareiote dnwg avarpééete oty [epiinyn tov Xapaktnpiotikdv tov [Ipoidvrog yio
TANPOQOPIEG TYETIKA LE TN dOGOAOYIaL.



