®YrA0 0OV ypriong: [IAnpogopicg yia Tov yprioTy

Clopidogrel Viatris 75 mg smukoloppéve. pe Aentod vpévio diokia
KAomdoypEAN

Awpdote TPooeKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPT|ONG TPV 0PYiCETE VO TAIPVETE AVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv &yete mepartépom amopiec, poTNoTE TO Y10TPS 1) TO PAPLOKOTOLO GOG.

- H cvvtayn yio avtd 10 ¢approko xopnynonke amokAeloTKd Yio 6aG. Agv TPEMEL VO SDGETE TO
@apuoko o€ GALovc. Mmopel va Toug TPoKaAEéceL PAAPT, aKOpo Kot OTOV TO GNUEIR TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapomnpricete kdmoa avemBopuntn evépyela mov dev avaQEéPETal 6To TapdV GUALO
001 YLDV, EVNUEPMGTE TO YLTPO 1) TO PUPUAKOTOL0 Gag. BAEme mapaypopo 4.

T Tepréyer 1o Tapév AL 00N YIOV:

T eivan o Clopidogrel Viatris kot oo givat 1 ypfion tov
T npénet va yvopilete npv mapete to Clopidogrel Viatris
Iog vo mapete to Clopidogrel Viatris

[MBavég avemBounteg evépyeteg

o vo puidooetar to Clopidogrel Viatris

[epreydpevo g cuokevOTiag Kot AOUTEG TANPOPOpPieg

SukrwdE

1. T eivan To Clopidogrel Viatris kot oo givon 1 yprjon Tov

To Clopidogrel Viatris mepiéyet khomidoypéAn Kot aviKeL 6€ LI KATIyopio QopUaK®V Tov
ovopALoVTOL AVTIOLILOTETOALOKE QUPUOKEVLTIKA TTpoidvTa. To alpomeTdAa ivol TOAD pikpd copoTiow
070 aipa, To 0moio GLYKOAADVTOL KOTd TNV TEN Tov aipatoc. Epmodifovtog avty T cuecmpevon, To
OVTIOLUOTETOALOKC POPUOKEVTIKA TPOTOVTO UELDVOLV TIG TOAVOTNTEC GYNUATIGHOV Opoupfmv
(dwdikacio Tov ovoudletor OpouPmon).

To Clopidogrel Viatris Aaufdavetot amd evilikeg yio v tpoAnyn oynuaticpol Opoupov ota
oKANPLEVE alpo@opa ayyeia (apmpieg), pia dwudikacio Yvoot) oav anpobpdupwon, Tov pwopel va
odnynoet og adnpobpouPmtikd eneicddn (OTMG 1IoYAKO AYYEIKO EYKEPUAIKO ENEIGO10, KAPILUKO
enel06010 1 0GvoTo).

To Clopidogrel Viatris cag éxet ouvtayoypaenfei yio va fondfoet oty ano@uyn oynuUatiopod

OpouPV Kot va EAATTAOGEL TOV KIVOLVO 0UTOV TV ETEIC00IMV ETEON:

- €yete pio mdbnomn cKARpuvVeNg TOV apTNPIOV (ETIONE YVOGTH 60V adnposkAnpuven), Kot

- £YETE 10TOPIKO KAPIIUKOD EMEICOOI0V, IGYUUIKOD OYYELOKOD EYKEQPUALKOD ETEIGOSIOV 1) TAGYETE
amo Lo KOTAGTOOT YVOGTY 0§ TEPLPEPIKN OPTNPLOKT VOGO, 1

- £xete 16T0p1Kd coPapod THVOL 610 6THH0C YVOGTOD MG «aoToON oTNOAYYN» 1 «ELEPAYLLO TOV
pvokopdiovy (kapdiakd enciodoro). o m Bepomeio avtic ™ EONoNg 0 YaTpog cag TOUVDS
va €xel Tomobetnoet evdompdbeon (stent) oty Qpayuévn N oTEVOUEVT apTnpia Yo va
QTOKOTOGTIOEL TV OMOTEAEGHOTIKY poN} TOL aipatog. Mmopel, emiong, va cag £xetl yopnynoel
amd TO YTPO GOG KO AKETVAOGOMKVALKO o0& (Uia ovcia oL OTAVTATOL GE TOAAN
POPULOKEVTIKA TPOTOVTO, TTOV YPTGLLOTOLOVVTIAL Y10, TNV AVOKOVPIGT OT0 TOV TOVO KOl 1OG
avTImLPETIKG KaBmg emiong kot yo TV TpdAnym Opoufmonc).

- £YETE TOPOVOIAGEL GUUTTOUOTO AYYEINKOD EYKEPAUAIKOD ENEIGOO10V TTOV VTOYWPOVV HEGH GE
GUVTOLO YPOVIKO SLAGTNUE (YVOOTO Kol O TOPOSIKO LOYOUIKO ETEIGOSIO0) 1) IOYUULKO
AYYEWKO EYKEPAAKO ENEIGOO10 NTTog Papdtntag. Mmopel emiong va cag xopnynoel
OKETVAOGOAIKVAKO 0ED ald TOV Y1UTPO 0aG EEKIVAOVTOG LEGH OTIG TPMTEG 24 MPEC.

- €xete va U1 KovoviKo Kapotako puiud, po Katdotaon Tov oToKOAELToL «KOATIKN
HOPUOPOYT KOIL OEV UTOPEITE VO TAPETE PAPHOKO TOV EIVAL YVOOTH MG «OTO TOV GTOUATOG
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2.

avTIInKTIKG (avtaymviotég frrapivng K), ta omoia mpoiapfdavovy tn onpovpyio véwmv
Opoupav kot epmodifovv Tovg vVIEapyovTeS Opopupoug va avénbodv. Ipénel va xete evnuepmbel
OTL TOL «OTTO TOL GTOUATOG AVTUTNKTIKA» EIVOL O OMOTELEGLOATIKA OTO TO OKETVAOGOALIKVALKO
0&v N ™ ovvdvaouévn xpron tov Clopidogrel Viatris kot tov axetvlocaAtkviikod o&Eog Y’
avtn v Katdotoor. O yatpog cog Tpénet va oag Exel cuvtayoypaenoet to Clopidogrel
Viatris poli pe akeTvAocoAMKVAKO 0ED €0V deV UTOPEITE VO TAPETE KOO TOV GTOUATOG
AVTIINKTIKE Ko dev €xete kivouvo peilovog arpoppayiog.

T péner va yvopilete npwv va wapete To Clopidogrel Viatris

Mnyv wapete To Clopidogrel Viatris:

X mepintoon adiepyiag (vepevatcbnaciog) otnv KLOTOOYPEAN 1) GE OTOLOONTOTE AAAO
GLGTATIKO AVTOV TOL PAPUAKOL (AVOPEPOVTAL GTNV TAPAYPAPO 6),

Av éyete pia wotptkn TaBnon mov Tpokodel evepyn alpoppayic OTwe EAKOG GTOUMYOV M

EYKEQOAIKT olpoppoyia,

Edv méoyete amd cofapr nratiky voco.

Av mioTEVETE OTL OTOLOONTOTE GO AVTA GO APOPOLV 1) AV EXETE TNV TOPAUKPT ApLPIPoria,
ovppovievbeite tov yiotpd cag npv mapete Clopidogrel Viatris.

Ipocdomomoeis ko TPoPLAGEELS
AV 0m0100MTOTE OO TIC O KATW OVAPEPOUEVES KATAGTACELS LOYVEL Y10l GOC, Bo TpEmeL val
gvnuepdoete Tov YaTpod cog mpwy tapete to Clopidogrel Viatris:

Edv &yete kivouvo awpoppayiog, 6mmg

- Tpikn Tabnon mov cag Bétel 6 kivouvo ecmTEPIKNG apoppayiog (OTwg EAKOG
GTOUAYOV).

- alpatoroykn dtatopayn e&attiog g omoiag £xete TPOSIADEST) Y10 ECMTEPIKES
alpoppayieg (apoppayieg 6To E6MOTEPIKO OTOOVINTOTE 1GTMOV, OpYAV®V 1 apbpdceny
TOV GOUATOG GUG).

- TPOGPOTOC GOPaPOG TPAVUATIOUOC,

- TPOCPOTN YEWPOVPYIKT ETEUPOCT (CUUTEPIAAUPAVOUEV®Y TOV 000VTIOTPIKMDY
EMEUPACEDV).

- TPOYPOUUATICUEVT] YELPOVPYIKT| EXEUPACT] (CUUTEPIAUUPAVOUEVEOV TV 0OOVTIOTPIKAOV
EMEUPACGENDV) LECA OTIG EMOUEVEG EXTA NUEPEC.

Edv €iye oynuatiotel Opoufog oe kdmola aptnpic Tov YKEPALOL GOG (IOYOUIKO QyYELNKO

EYKEQOMKOS eMEIGOO10), TO 0TTOT0 GUVEPT KATA TN SLAPKELD TV TEAELTALMVY EXTA NUEPDV.

Ed&v mdoyete amd vOco TV VEQPHOV 1] TOL NTATOG.

Edv giyate aliepyio 1} avtidpacn e 0m0100MTTOTE PAPILOKO TOL YPNCULOTOLELTE Y10 VOl

AVTILETOTICETE TNV 0cBEVELD GOg.

Edwv giyate mponyodpevo 10Tptkd 16TOPIKO EYKEPUAIKNG OLLOPPAYING TOL dEV OPEIAOTAV OE

TPOVUATIGUO.

Ooco naipvete to Clopidogrel Viatris:

Bo TPENEL VOL EVIULEPDGETE TOV Y1IATPO GAG EAV EXEL TPOYPOAULATIOTEL KATOM YEPOVPYIKN
enéuPacn (coumepthapuPavouévng tg 0doVIIOTPIKNG ETEUPUCNC).

®a pénet ENIOMG VO EVIUEPDGETE TO YOTPO GOG AUECWOS EAV TOPOVGLAGETE Uil 1OTPIKN
katdotaon (eniong yvoot o¢ Opoupontiki @pouporevikr [Topevpa f TTP) mwov mepriapuPdvet
TLPETO Kol POAWDTES KAT® OO TO OEPLLOL TOL UTOPEL VAL ELPOVIOTODV G EPVOPES KNATOES, LE
Yopic ave&Nyntn KOT®GN, GVYXLOT, KITPIVN OTOYPMGT TOL SEPHOTOC 1) TV UATIOV (IKTEPOC)
(BA. mapdypoeo 4 «ITbavég avemBounteg evépyeteo»).

Edv xomeite N} tpavpatioteite, icmg YPpeOGTEL TEPIGGOTEPOG A0 TO GLVNOIGUEVO ¥PAVOS Y10 VO
OTOHOTNCEL 1] apoppayio. Avtd oyeTiCeTal Pe TOV TPOTO dPAGTG TOL AP UAKOV aPov epmodilet
T dvvatotnTo dnpovpyiag Opoufov. o pikpng onpaciog KOWIiHaTo Kot TPV UATIGUOVG, ..
g xomeite, katd to EHpiopa, cuvnBwg dev Vdpyel TPOPANUa. [Tapdia avtd, v avnovyeite
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AOY® TG apoppayiog oag, o TPETEL VO ETKOIVOVIGETE LE TO Y1TpO G0¢ apécmg (PA.
Tapdypoeo 4 «ITiBavéc avemBounTeg eVEPYEIES?).
. O y10tpocg oag umopel va {ntnoet e€Tdoelg aipotoc.

oo kon £pnpor
Mn divete 0vTd TO PAPLOKO GTO TOALYL ETELON| OEV EYEL OpAoT).

Al eappoxa kot Clopidogrel Viatris

Evnuepmote tov yiatpd 1| T0V QopUOKOTOL0 Gag €6V maipvete, £xete mPOGPATA TAPEL 1] Umopel va
ThpeTE GALO PAPUOKO, KOO KOL ALTA TOV OEV Gag Exovv yopnynOel pe cuvtoymn.

Kémowa dAla appoka propei va exnpedacovy ) xprion tov Clopidogrel Viatris 1 avtiotpoga.

Ewdwkdtepa, Ba mpémet va evnuepdoete To y1aTpd oag edv Aapfavete
- QAPUOKE TTOV EVOEYETAL VO ALENCOVY TOV KIVOLVO apoppayiog Ommg:

o OVTUTNKTIKE 07t0 TOL GTOUOTOC, PAPLOKA TTOV YPTGLLOTOOVVTOL Y10, TN LEIWGT TNG
TNKTIKOTNTOS TOV Ai[LOTOG,

o KATO10 U1 GTEPOEEG AVTIPAEYLOVAOIES PAPLOKO, TTOV XPTCLUOTOIEITOL GLVHBWS Yo TN
Oepaneio em®OVVOV KON PAEYUOVOIDV KOTOGTAGEWDY TOV WOV 1 T®V 0pBphceemy,

o nnapivn 1 0mo10dNTOTE AALO EVEGILO QAPHLOKO TOL YPNCLOTOLEITAL Vi TN Helwon TG
TNKTIKOTNTOG TOV Ai[LOTOG,

o TIKAOTILOTVT] 1 GALOVLCL OVTLOUOTETOAAKOD TOPAYOVTES,

o £vay EKAEKTIKO OVAGTOAEN EMAVATPOCANYNG OEPOTOVIVIG (TEPIAAUPBAVOUEVOV CALGL LN

nepoplopevov ot eAovo&etivi 1 T PAovPoéapivn), PAapLOKa OV XPNCLULOTOOVVTOL
oLV BmG Yo Vo avTLETOTIGOVY BepamenTikd TV Katdbinym,
o pLoaumikivn (ypnoonoteital yio ™ Oepameio cofapdv LoAdVoemV)

- openpaloin N ecopenpaloin, GAPLOKA VIO TV OVTILETMOTIOT] GTOUAYIKMY EVOYANCEDY,

- oAovKovaloan 1 Popucovaloin, GAPLOKA Y10 TNV OVTILETOMICT LUKNTIOGIKOV AOUOEEDV,

- epafpévin, N dAlo avtipeTpoikd edpuako ( ypnoomoteitat yio tn Oepaneia v AoumdEewmv
and HIV),

- KkapPapalenivn, APLOKO Y10 TNV AVTILETOTICT OPICUEVOV LOPO®V ETANYIOG,

- HOKAOPBEUION, PAPUOKO Y10, TV OVTILETMICT TG KOTAOAWYNG,

- PETAYAMVION, PAPUOKO Yia TN OEPATEVTIKY AVTIUETOTIGT TOL dtPnn,

- TokMTAEEAN, PAPLLOKO Y10 TN BEPATEVTIKT AVIILETMIOT TOV KOPKIVOL.

- omoedN: evad AapPdavete Bepaneia pe KhomdoypéAn, Oo TPEMEL va EVNUEPDGETE TO YIOTPO GOG
TPV 60O.¢ cLVTAYOYPaPN Ol 0TO100NTOTE 0T0E1OEC (YpNoomoteitat Yo T Oepameio Tov
cofoapov Tdvov),

- pocovPactativr (PNOLOTOIEITOL Yio TN LEIMOT TOV EXTEI®V TNG YOANCTEPOANG GOG).

Edv giyate éva coPapd mdvo 6to otnlog (astadr ot Oayyn 1 Kapdlokod EXELGO010), TOPOSIKO
IGYOLKO ETEIGOS10 1) IOYOLKO Ay YELOKO EYKEQPOAKS EMEIGOSI0 NG PopdTNTOS, UTOPEL VO GOG
yopnynOei Clopidogrel Viatris og cuvdvacud pe aketvAocoAKVAKO 0&D, pia ovoia Tov amavtdtal og
TOALG QUPIOKEVTIKA TPOTOVTO TTOL YPNCULOTOIOVVTAL Y10, TV OVOKOVPICT) Otd TOV TOVO KOl MG
avTImLPeTIKA. Mio TEpIoTAGIOKN ¥PNOT OKETVAOCAAIKVALKOD 0EEO0C (Ot Teplocdtepo and 1.000 mg
o€ d1dotnua 24 opmv) dev Ba TPEMEL, YEVIKA, Vo TPOKUAESEL KATO10 TPOPAN UM, EVED GE GALES
MEPUTTAGELS, TOPATETANEV Yp1ioT Oa mpémel va su{ntmOel pe to yloTpo cag.

To Clopidogrel Viatris pe Tpo@és kot motd
To Clopidogrel Viatris pumopei vo Aappavetar pe 1 xopic th Aymn tpoenc.

Kinon kot Onhaopog
Eivar mpotydtepo va unv maipvete avtod 1o 1Tpikn Kot T S1GpKeLd TG KOToNG.



Av glote €ykvog 1 vroyaleote 0Tl €ioTe £yKVOG, O TPEMEL VAL EVIUEPADCETE TO Y1ATPO 1] TO
eoppakomold cog mpv Aapete Clopidogrel Viatris. Av ugivete £yxvog eved Aapupdavete Clopidogrel
Viatris, cupBovievdeite 1o yratpd oag apécms, Kabng dgv cuviotdton | Aqyn KAomdoypéAng Katd
dugpkela g KUNGTG.

Agv mpénetl v INAalete evd ypnoponoteite owtd 10 PApLOKO.
Edv Onidlete N oxedrdlete vo Oniaoete, LAote e TO YoTpd GOG TPV TAPETE ALTO TO PAPLLAKO.

ZnNToTE TN GLUPOVAT TOV YLOTPODV 1] TOL POPHOKOTOLOD GUG TPOTOV TAPETE OTOLOONTOTE PAPLOKO.

O ynon Ko LEPLGROS PNYAVOV
To Clopidogrel Viatris eivon anifavo va eanpedost v ikavotntd cog va odnyeite 1 va, yeipileote
LU OV LLOLTOL.

To Clopidogrel Viatris wepiéyer haktoln
Edv éyete evnuepwbel and 10 yiotpo cog 0tL Exete dvcavetio oe kdmola cakyapa (.y. Aaxtoln),
EMKOWVMOVNOTE LE TO YIOTPO GOG TPV VO TAPETE AVTO TO PAPLLAKO.

3. Mo va wapete To Clopidogrel Viatris

[Tévtote va TaipvETE TO QAPOKO CVTO GVOTNPA COUPMOVA LE TIC 0OTYIEC TOVL YIATPOV T} TOVL
oapurokomolod cog. Eav éxete apoifolies, potioTe TOV Y10TPO 1 TOV QOPLOKOTOLO GOG.

H ocvvietoduevn d6om, coumepiapufdvovtag ot yio actevn e po tabnomn mov KoAEITol «KOATIKOS
WIBIoHOo» (aKavovioTog Kopdlakdg puoudc), eivar éva diokio 75 mg Clopidogrel Viatris v nuépa, to
omoio pémel va AapPaveTal amd To GTOUM LE 1 YOPIG TPoeN Kot TV idta dpa Kabe nuépa.

Edv éyete eppavicel copapod movo oto otbog (aotadn atnddyym M kapdiakd eneicdo10), 0 YLoTpdg
oag Umopel vo. 6o xopnynoet t d6omn twv 300 mg 1} 600 mg Clopidogrel Viatris (4 1 8 dwokio tov 75
mg) pio popd Kot povo Kot v Evapén g Bepaneiag. X cvvEyeln, 1 CLVIGTOUEVT dOON elvan Eva
dwokio Clopidogrel Viatris tov 75 mg tnv nuépa, 0Tmg Teptypaeetal avmTépo.

Edv &yete mapovc1doel COUUTTOUOTO AYYELLKOD EYKEPOAIKOD ETEIGOOIOV TOV VITOYDPTCAV LEGA OE
GUVTOLO YPOVIKO S1AGTNUE (YVOGTO Kl O TOPOSIKO IGYOUIKO ETEIGOSIO0) 1) IOYOUIKO OyYELOKO
EYKEPOAKO eMEIGOO10 NG PapdTnTag, 0 YLTpdg cag umopet va cag £xel yopnynoet 300 mg Plavix (1
dwokio Tov 300 mg 1 4 dwokia tv 75 mg) pia popd oty apyn g Beponeiog. tn cuvéyela, 1
ocuvietOuevn 6001 eivar £va diokio Plavix twv 75 mg v nuépa dmmg meptypdeetol Topamdve pall
UE OKETLAOCUAIKVAIKS 0&D Yo 3 efdoudoes. Xt cuvéyeto o yaTpdg O cuvtayoypapnoet gite Plavix
pUoVo gite AKETVAOGAMKVAIKO 05D HLOVO.

To Clopidogrel Viatris 6o mpénet va 1o maipvete yio 660 didotnuo. o yrotpdg cag cuveyiletl va cog 1o
GLVTUYOYPOQEL.

Eav napete peyordtepn d6on Clopidogrel Viatris amo tnv kavoviki
Enikowvoviote pe tov y1atpd 6og 1 TV TANGIEGTEPT VOGOKOLELNKT] VIINPECTN EKTOKTMV TEPIGTOTIKMY
AOY® ToL aLENPEVOL KIvEHVoL arpoppayiog.

Eav Egyaoete va napete to Clopidogrel Viatris

Av Eeydoete vo AdPete pia d6om Clopidogrel Viatris kot to Bvunbeite péca oe 12 dpeg omod
ouvnbiouévn cag dpa, AaPete To d10KI0 GaG AUECHOS Kot KATOTY AGPETE TO ENOUEVO dOoKIO TNV
cuvnbiopuévn mpa.

Av 10 Egydoete Yo Tep1ocOTEPO amd 12 dpec, amhdg AAPeTe TNV EMOUEVT KAVOVIKT dOCT| TNV
cuvnbiopévn mpa. Mnv mtapete SITAT 6061 Y10 VO, AVOTANPOGETE TO O10Ki0 TOL EgYdoaTte.



Mn SWIKOTTETE TNV YY) EKTOS KL AV GOG TTEL 0 YLUTPOG 60 v, TO KaveTe. Emucovovnote e to
YTPO 1 TO POPLLOKOTOLO GOG TPLV TO GTOUOTI|CETE.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPNOT| CLTOV TOV PUPUAKOV, POTNGTE TO YOTPO 1)
TOV QOPLLOKOTOLO GOG.

4. MBavic avemBounTeg evépyereg

Onwg 6ha ta pappoka, £TGL KoL AVTO TO GAPUAKO UTOPEL VO TPOKAAESEL AVETIOVUNTEG EVEPYELEG OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

Emkowowviote apuécms pe Tov Y10Tpd 60g oV TaPOVGLICETE:

- TopeTo, onpeia Aoipméng 1 vepPolikr|g KOT®ONG AVTd TOUVAS VoL ELPAVIGTOVY AOY® TV
OTAVIOV TEPUTTOCEMV HELOCENMS KATOI®V KLTTAP®V TOV OiLATOC.

- GUUTTMUOTO TOTIKDV TPOPANUATOV OTTMG KITPIVIGUO, TOV OEPUATOSG KON TOV HATIOV
(iktepog), ave&aptnta and 1o dv cuvodevETaL and arpoppayia, 1 onoia peoviletot KAt amod
70 dépo ¢ epLOPEC KNAIdEG Ko/ ovyyvon (PA. mapdypoo 2 «IIpogidomocelg Kot
TPOPLAAEEISY).

- oidnpa 610 6TOUA 1) SloTAPAYES TOV OEPUATOC, OTMS £EAVOIIATA Kot KVIGLOG, PAVKTALVES TOV
dépuatoc. Avtd mbavdv etvar onpadia aAAEPYIKNAG avTIOpAGTC.

H mo svyvi] avem@opuntn evépysia mov £xel avagepOsi pe o Clopidogrel Viatris givoar n
awpoppayia. H aoppayio mbavév va mapovsiootel og aipoppayio omd 1o GTopdyl 1 To EVIEPO,
UOADTEG, AdTopo (acvvhfioT) apoppayio 1 LOAOTOG KAT® oo TO OEPUA), aoppayio amd T
potn, aipo oto 00pa. Ze [KPO apldud TepImTOceny £l avoeephel apoppayia 6T HATIo, GTO
E0MTEPIKO TNG KEPUANG, GTOV TVEVLOVA. 1] GTLS aPBPAOCELS.

Eav napatnpiicete mopoteTapévn awpoppoyio 6tav noipvete to Clopidogrel Viatris

Edv xomeite N tpavpatioteite, iomg ypelaotel TePIGGOTEPOG OO TO GLVNOIGUEVO YPOVOS YOl VL
OTOHOTNOEL 1] cpoppayio. Avtd oyetifeTon pe ToV TPOTO dPAGTG TOL PAPUAKOV aPOV eUTodilel T
dvvatotnto onovpyiag Opoufov. I'a pkpng onuaciog KOWilaTo Kot TPaVUATICUOVG, .Y, €0V
Komeite, katd to Eupiopa, cuviBmg dev vapyel TpOPANpa. Ilapodia avtd, edv avnovyeite Ady® g
alpoppayiog cog, Oo TPEMEL VO EMKOIVOVIOETE HE TO YTPd o0 apéowd (PA. mapdypopo 2
«I1poe1domoceLg Kot TPOPVAGEEIS?).

Alrec avemBOuNTES EVEPYELES TEPLAUPPEVOVV:
Suyvég avemBounteg evépyeteg (evoéyetal va emnpedoovy £o¢ 1 ota 10 dtoua):
Algppota, KOIAaKog TOVog, SuoTeyia 1 Kacoc.

Oyt ovyvég avemBounteg evépyeteg (evoeyetar va ennpedoovy émg 1 ota 100 dropa):
IMovoképaiog, EAK0C GTOUGYOV, EUETOC, VAVTIO, OVGKOIMATNTA, VIEPPOALKE TOAAY 0EPLO OTO GTOMAYL
1M 70 évtepo, e€avOnuarta, kvnopdc, Lain, aictnon «HupunyKIoUaToS Kot LOVSIAGIOTOGC,

Yravio avemBoun evépyela (evoéyetan va, ennpedocsl £o¢ 1 ata 1.000 droua):
TAyyog, doykmpévol Lootol 6Toug Gvopeg.

[ToAv omdvieg avemBounteg evépyeieg (evoéyetan va emnpedoovy €mg 1 ota 10.000 dtopa):

‘Tktepog, coPapdc kKothakdg TOVOC e 1 Y0PIig 0oPLAAYiN, TVPETOC, SVGKOAIN GTNV AVATTVOT| TOV
UEPIKES POPES GUVOSEVETAL OO PrYQL, YEVIKEVUEVESG OAAEPYIKEG OVTIOPAGELS (Y10l TOPASELY AL, YEVIKN
aicOnon {éotng ne Eapvikn yevikevpévn duspopia péxpt Mmobopiag), oidnuo 6to GTOUN, PAVKTUIVEG
TOV OEPUATOC, OAAEPYI TOV SEPUATOC, EAKN GTO GTOUO (CTOUATITION), TTMOGT TNG APTNPLOKNG THECTG,
oUYYVOT], ToPalcONGELS, TOVOC OTIS aPBPMOOELS, LVTKOG TOVOC, OALNYEG OTH YEDGT TV TPOPMV.



AvemBOUNTEG EVEPYEIEG E YN YVOOTI GLYVOTNTA (d€V UTOpovV Vo ekTiunBov pe Bdon ta drebéoiua
dedopéva):

Avtidpacelg vepevaicinciog pe Bwpakikd Kot KOaKo mévo, EUIOVE GOUTTMUATO YOUNAOD
GOKYOPTOV GTO OO

EmumAéov, o yratpdg cog pmopet va avayvopicel petaoAég 6To OTOTEAEGUATO TV OLLOTOAOYIKOV
eetdoe@v 1 TOV AVOADGEDY OVP@V.

Ava@opd avemOOunTOV gvepyELOV

Edv mapotnpricete Kamowa avemBOUnTn eVEPYELD, EVILEPDOTE TOV Y1ATPO, TOV QAPUAKOTOL) 1) TOV
VOGOKOWO GaG. AVTO 1GYVEL Kot Yo KEOe mhavi| avemBountn vEPYELD TOL OEV AVOPEPETOL GTO TUPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg amevbeiog, LEC® TOL
EBvikov Opyaviopotd @appakmv, Mecoyeimv 284, GR-15562 Xohapyodc, ABnva, TnA: + 30 21
32040380/337, ®og: + 30 21 06549585, Iototomog: hitp://www.eof.gr. Méow g avapopds
AVETIOOUNTOV EVEPYEIDV UTOPEITE VO fonONoETE 6T GLALOYN TTEPIGGOTEPMV TANPOPOPLDY GYETIKA
HE TNV 0CQAAELL TOV TOPOVTOG PUPIAKOV.

5. Iog va pvraocsstan To Clopidogrel Viatris
To @dpuaxo ovtd TPEMEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLILEL.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG IOV avaPEPETIL GTO KOVTI Kot
otV KLyéAn, petd tnv AHEH. H nuepounvia Anéng eivon 1 tekevtaio nuépa Tov pnivo mov
OVOQEPETAL EKEL.

INa 115 ovvOKeg EOLOENG avatpéEte 6To KOoLTi.

Edv to Clopidogrel Viatris diatifeton e koyéleg and PVC/PE/PVDC/Aluminium, guAdocete o€
Oepuokpaocia pkpotepn twv 25°C.

Eav to Clopidogrel Viatris dwatifeton o€ koyéleg povo amd ahovpivio, dev VITAPYOLV EIKEG 00N YiES
dwpnong.

Na pn xpnoiponoteite avtd 10 PAPLOKO GV TOPATPNCETE OTOIOOTOTE 0paTd orpeio PAAPNG.

Mnyv metdte QAPUAKO OTO VEPD TNG OTOYETEVOTG 1 6TA OKOLTIdWN. POTNOTE TO POpLOKOTOLd GOg Yia
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YPNCLOTOLEiTE T AvTtd Tow pétpo Ba fonbfcovy oy
TpooTacio Tov TepPEArlovTog.

6. Mepreyépevo TG CVOKEVUGILOS KO LOWTES TANPOPOPiEg

T agpréyer o Clopidogrel Viatris
H dpactikn ovcia eivar n khomdoypéin. Kabe diokio mepiéyel 75 mg kAomidoypéing (og fectiikn).

Ta dAlo ovotatikd sivar (L. mapdypago 2 «To Clopidogrel Viatris mepiéyet Aaktdlny):

- IMvupnvag dtokiov: vopo&umpomvrokvttopivn (E463), pavvitoan (E421), kpoomofiodvn (tomov
A), povoiidpikd krtptkd 0&D, KuTtapivn PKPOKPLOTAAAKY, ToAVaIBVAEVOYAVKOAN 6000,
oTeaTIKO 08D, TAAKNG

- EmwcdAoym diokiov: povoddpikn Aaktoln (yolaktoodkyapo), vepoueiloln (E464), tplaketivn
(E1518), c1dmpov o&gidio epubpd (E172) ko Titaviov dro&eidwo (E171).

Epgavien tov Clopidogrel Viatris kot wepieyopevo g 606KELAGIOG
Ta emkodoppéva pe Aemtd vuévio dwokio Clopidogrel Viatris eivon pol, otpoyyvdd kot augikvpro.

AwrtiBevton oe:
o koyéleg amd PVC/PVDC/Alu, suokevacpéva oe koutid mov mepiéyovy 7, 14, 28, 30, 30x1
(povadwaia 660m), 50, 50x1 (povadaia 660m), 56, 84, 90 1 100 emucolvppéva, pue AemTd VUEVIO
6


http://www.eof.gr/

dwokia, 1
. Koyéleg amd PA/ALL/PVC-Alu, cuokevacpévo 6€ Koutid mov mepiéyovy 7, 14, 28, 30, 50, 56,
84, 90 M 100 emkaAvppéva pe Aemtd vuévio diokial, N

Mmropei va pmv KuKAOQOpoLV 6TV ayopd OAEG Ol GLGKEVAGIES.
Kéroyog docrag kukrhopopiag kot Tapaymyoi:

Kdatoyog adsiag kukAopopiog:
Viatris Limited

Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

IpAavdia

[Mopaywyoti:
Pharmathen S.A.,
AgpBevakiov 6

15351 [MaAinvn, Attikn
EX\éda

Pharmathen International S.A
Industrial Park Sapes

Rodopi Prefecture, Block No 5
Rodopi 69300

EALGSa

INo omoladnmote TANPOPOPia. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
angvuvheite GTOV TOTIKO OVTITPOCOTO TOL KATOYOL TNG AOELNG KUKAOQOPING:

E\\doa
Viatris Hellas Ltd
TnA: +30 210 0 100 002

Kvnpog
Varnavas Hadjipanayis Ltd
Tnh: +357 2220 7700

To wapdév @UAA0 00N YOV ypioNS avaOe®p1)OnKe Y10 TEAEVTAIN POPE TOV AgKképPpro
2023

Aentopepn TANPOPOPLOKE GTOLXEIR Y10 TO PAPUOKEVLTIKO TPOIOV gival dabéaiuo oTnv
1otooelida Tov Evponaikod Opyovicpod @apudkmv: http://www.ema.europa.eu/



http://www.ema.europa.eu/

