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EpwTnosic kal anavtnoelg oxeTika pe 1o Clopidogrel Teva
Kal TIC AOINEC EPNOPIKEC ovouaaiec Tou (dlokia
kKAornidoypeAng 75 mgq)

AnoTéAleopa diadikaoiac cuppwva Pe To apbpo 29 Tng odnyiag 2001/83/EK,
Onw¢ Tpononoinénke

O Eupwnaikdg Opyaviopog dapudkwyv oAokAfpwaoe Tn diadikacia diaitnoiag n onoia KIivBnke PHETA ano
dla@wvia nou nNpoékuwe PETAEU TV KPaTtwv HEAwV TnG Eupwnaikng 'Evwong (EE) oxeTika pe Tnv adeia
KukAogopiag Tou gpapuakou Clopidogrel Teva kal Twv AOIN®WV EUNOPIKWV OVOPAcI®V Tou. H EmiTponn)
dapudkwyv yia Avepwnivn Xpron (CHMP) Tou Opyaviopou KaTtéAnge oTo CUNNEPATHA OTI TA OPEAN TOU
Clopidogrel Teva unepTepoUVv TwV KIVOUVWV Nou ouvdEOVTAl PE AUTO Kal OTI N Adeia KUKAOPpOpPIag Pnopei
va xopnynOsi atn Meppavia, kaBwg kar ota akoAouBa kpdatn pEAN TNG EE: Auatpia, BEAyio, BouAyapia,
Kunpog, Toexikr Angokparia, Aavia, EoBovia, ®ivAavdia, FaAAia, EAAAda, Ouyyapia, IpAavdia, ITaAia,
AeTTovia, AiBouavia, AouEepBoupyo, Katw Xwpeg, NopBnyia, MoAwvia, Poupavia, Z\oBakia, Ionavia,
>oundia kal Hvwuévo BaaiAeio.

Ti givai To Clopidogrel Teva;

To Clopidogrel Teva eival ¢papuako nou nepiexel Tn dpacTikn ouaia kAonidoypeAn. Xpnaolyonoleital o

EVAAIKEG yIa TNV NpoAnwn aénpoBpopBoTikwv cupBapdTwy (NpoBAnuaTa nou npokaiolvTal ano
BpOuBOUC aiNATOC KAl OKARPUVON TWV ApTNPINV), ONwG Kapdiakr NPooBoAr r eyKEPAAIKO €negigodio.

H dpacTikn ouadia Tou @apudakou, n kKAomdoypeEAN, ival avaoToAEdG TG CUCCWHATWAONG AIONETANIWV.
AuUTO onuaivel 0TI BonBdsl oTnV NPOANWN oXNUATIOHOU BpouBwY aipatog. H dnuioupyia 6pouBwv
aiyaToc o@eiAeTal 0TN OUCOWUATWON (OUYKOAANON) KAMOIWV £13IKWV KUTTAPWY TOU didaToc, TwV
aipgoneTaAinv. H kAonidoypéAn oTauaTasl TN CUCCWHATWON TWV AINONETAAIWV avacTEAAOVTAG TNV

NPOOKOAANCN HIAg ouaiag nou ovoualetal dipwaPopikr adevoaivn (ADP) og €vav €1dikd unodoxéa aTnv
€MIPAavela TwV aigoneraAiov. Kat’ autdv Tov Tpdno gpnodileTal n «ocUyKOAANGN» TWV AidoneTaAiwy,

HEIWVETAl 0 KivOuvog dnuioupyiag BpouBwy aipaTog kai npoAaupavovTal ol Kapdiakeg NpooBoAEG ) Ta
EYKEPAAIKA eneigddia.
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To Clopidogrel Teva €ival yevoonuo ¢Apuako Tou GpappakeuTikoU nNpoiovTog avagopdg Plavix, To onoio
£xel AaBel adeia kukhopopiag atnv EE.

MNa noioug Aoyoug eEeTaoTnke 10 Clopidogrel Teva;

H Teva Pharma B.V. unéBaAe aitnon yia 1o Clopidogrel Teva otn l'eppavia oTo NAdicIo anoKeEVTPpWHUEVNG
diadikaoiac. MpokeiTal yia pia diadikaoia KaTa Tnv onoia €éva KpAaTog HEAOC (TO «KPATOG HEAOG
avaeopac», aTnv NpokeIPevn nepinTwaon n Feppavia) agloAoyei éva gapuako Pe okond Tn Xoprynon
adeiag KukAo@opiag n onoia Ba 10XUElI OTN CUYKEKPIKMEVN XWwpa KABwG kal o€ aAAa kpdTtn pEAN (Ta
«evdlaQepOUeEVa KPATn MEAN», OTNV NPOKEILEVN NepinTwon n AuaTpia, To BEAyio, n BouAyapia, n
Kunpog, n Toexikn AnuokpaTia, n Aavia, n EgBovia, n ®ivAavdia, n FaAAia, n EAAGda, n Ouyyapia, n
IpAavdia, n ITaAia, n AetTovia, n AiBouavia, To AouEepBoUpyo, ol Katw Xwpeg, n NopBnyia, n MoAwvia,
n Poupavia, n ZAoBakia, n Ionavia, n =oundia kal To HvwuEvo BaaoiAeio).

Eneidn Ta kpdtn héEAN dev KATAPEPAV va KATaAngouv o€ oUPPWVId, 0 pUBHICTIKOG 0PYAVIOHOG
@apudkwv TnG Meppaviag napenepgwe 1o ATnua yia diaitnoia otnv CHMP aTig 29 OkTwBpiou 2009.

O1 Aoyol yia Tn diadikacia napanounng ATAv ol avnouxieg nou eyepdnkav ano Tn Zoundia OXETIKA HE
TNV Aokonn €kBeon Twv acBevwyv o€ avTIoEeldwTIKA BouTuAlwpévn udpoEuaviaoAn (BHA). H eTaipeia
ENEAEEE TN XPNON BAong kKAonidoypEANG yia Tn dpACTIKN ouadia Tou Gapudkou Kai oI aAaTog, 6nwg To
0&Ivo Belko alag nou xpnaolygonoleital oto Plavix. H Baon kAonidoypeAng napouaialel HIKpOTEPN

oTaBepoTnTa and To AAag kal n avTioEedwTIkA BouTuAlwpévn udpoguaviodAn (BHA) npooTiBeTal oTo
¢Aapuako yia Tn orabegponoinar| Tou.

Moia gival Ta nopiopara Tng CHMP;

Bdoel Tng a&loAdynong Twv €ni Tou NapovTog dIdBeaigwy dedoPEVWY Kal TNE ENICTNHOVIKNG oulATNONG
nou npaypaTonoinénke aToug KOAMoug TNG emiTponng, n CHMP anspaven ot Ta opeAn Tou Clopidogrel
Teva unepTepoUV TWV KIVOUV®WV NOU CUVOEOVTAl HE AQUTO Kdl €l0nNynOnKe Tn xoprynon adeiag
kukAo@opiag yia To Clopidogrel Teva og 6Aa Ta evdiapepoPeva KpAaTn HEAN.

H anogaon Tng Eupwnadikng EmTponng ekd66nke oTi¢ 4 Iouviou 2010.

EionynTng: Ap Harald Enzmann (Fepuavia)
SuvelonynThg(Eg): Ap Pieter de Graeff (Katw Xwpeg)
Huepopnvia €vapéng 19 NosuBpiou 2009

Tng d1adikaciag napanounng:

Huepopnvia unoBoAng 18 Iavouapiou 2010

TWV anavTioewy TnG €Talpeiac:

Huepounvia €kdoong yvwung: 18 deBpouapiou 2010

EpwTnoeIg Kal anavTnoeig oXeTika pe To Clopidogrel Teva kai TIG AOINEG EUMNOPIKEG
ovopaaieg Tou (diokia kAomdoypéAng 75 mg)
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