ITAPAPTHMA I

MEPIAHYH TQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel dura 75 mg emkaAvppéva e AemTO LUEVIO dloKia

2.

HHOIOTIKH KAI IOXOTIKH XYNGEXH

Ka0e emukolvppévo pe Aemtd vpéVio dlokio meptéyetl 75 mg kKAOTO0YPEAN (O VIPOYAWPIKY).

"Exd0y0 ue yvootic Opdcels:

Ka0e emcodoppévo pe Aemtd vpévio diokio mepiéyetl 13 mg vépoyovaopévoo kikeraiov.

I'a tov mAnpn Katdloyo tov exddymv, PA. Tapdypago 6.1.

3.

OAPMAKOTEXNIKH MOP®H

Emucoloppévo pe Aemtd vuévio diokio.
Pol, otpoyyvld, Kot EAa@p®dg KUPTH EMKAAVIUEVO LE AETTO DUEVIO dloKia.

4.

4.1

KAINIKEX IAHPO®OPIEX

OepoamevTIKEg EVOEiLelg

Llpoinyn abBnpobpoufwtikmdv emeioodiwv

H xhomidoypéin evdeixvotal oc:

Evilikeg aoBeveig pe épppaypa tov pookapdiov (omd Aiyeg nuépeg uéxpt Aryotepo amd
35 NuEPEC), 1IoYXUUIKO aYYELNKO EYKEQPUALKO ETEIGO010 (amd 7 NUEPES UEYPL AYOTEPO A0
6 UNMVEC) N EYKATESTNLEV TTEPLPEPIKT, GPTNPLOKT VOGO.

INo nepiocdtepeg TAnpopopieg PA. mapdypoapo 5.1.

4.2 Aocoloyio Ko TPOTOG LOPNYNONG

Aocoroyia

Evilikeg kot nkiopévol

H xhomdoypéin wpénel va diveton wg epamal nuepnola doon tov 75 mg.

Edv Egyaotel o 66on:

Evtog AMyotepo tmv 12 opdv LETA TNV KAVOVIKT TPOYPOUUATIGUEVT MPA: 01 0oOeVEIC TpEmet
Vo TAPovV TN 0061 TOVE AUECMG KOl LETA VO, TTAPOLV TNV ETOUEVT 0OGT GTNV KOVOVIKT|
TPOYPULUUATIGUEVT] DPOL.

Metd ond neptocotepo amd 12 dpeg: o1 acbeveig mpEmeL va, TAPOLVY TNV EXOUEVT dOGT GTNV
KOVOVIKT TPOYPOUUATIGUEVT] (PO, KOL VO, NV SITAAGLAGOVY T dO0M.

Mowdratpicog TAnBuepog
H xhomidoypéin dev mpémetl va ypnoomoteitan o€ mondid AOy® apgiBoAdY yio, TNV
amotedecpatikotnTa (PA. Topdypaeo 5.1).

Neppikn dvciertovpyia
H Oepomevtikn eumeipio eivor meplopiopévn o acbeveig pe veppikn dvsiertovpyia (PA.
mopaypaeo 4.4).



. Hratwkn dvciettovpyio
H Bepoamevtikn epmeipia eivon mepropiopévn o acbeveig pe LETpLo NIATIKY VOGO, 01 0TToiot
umopel va Tapovcidcovy aoppayikn tpodiadeon (BA. Tapdypago 4.4).

Tpomog yopfiymong
Ao oTONATOG Yp1IoN

Eivol duvato va yopryeitan pe 1 xopig tpoei.

4.3 Avtevoeiteg

. YrepevarcOnoio otn dpacTiKn oVcia 1 6€ KATO10 amd To £KO0YN TOV AVAPEPOVTOL GTHV
Tapaypoeo 6.1.

o Yofapn nratikn SvcAeitovpyia.

. Evepyog maboroyikn| apoppoyic, OT®G TETTIKO EAKOG 1 EVOOKPOVIOKT apLoppayia.

4.4 E101kéC mPoEId0TONGELS KUl TPOPVAAEELS KATA TN Y p1ion

Awoppoyio kot ayuoToloYIKeS O10TAPOYES

AOY® TOL KIvOHVOU opoppayiog Kot GLUOTOAOYIKGOV avETIOOUNT®V EvEPYEL®V, Dol TpEmeL va
dlevepyeital eykaipmg PETPNOT TOV EUUOPPOY GVGTUTIKOV TOV GLOTOC, KOy GALEG OYETIKEG
e€eTAoEIC 0MOTEONTOTE KAVIKA GUUTTMOUOTA TOV VITOONAMVOLV opoppoyic epeoviloviot Kotd
dtapketa g Bepameiag (BA. mapdypapo 4.8). Onwc e GAAOVE OVTIOHOTETOAAKOVE TUPAYOVTES, 1|
KAOTIO0YPEAN Bal TPETEL VOL ¥PNGILOTTOLEITAL [LE TPOCOYN € acheveic mov pmopel va eivat o€ Kivouvo
AVENUEVIC opoppayiog amd TP, XEPOLPYIKN eréuPaon 1| dAXeS TaBOAOYIKEG KATAOTAGEIS KOl GE
acOeveic mov Aappdvovy aymyn pe AXO, nropivn, avacTOAES TMV VTOSOYEDV TNG YAVKOTPOTEIVIG
IIb/I1a M pn-otepogtdn avtipAeypovmdr eappoka (MEAD) cuUTEPIAAUPUVOUEVOV TOV OVAGTOAE®DY
g kapPoéuvrdong Cox-2. Ot acbeveig Oa mpémel va mapakolovbovvtal 6Teva yio Kabe onpeio
opoppayiag copmepAapBoavouévng g AavOavovcas apoppayiog, E01KE KOTA TIG TPMTEG ELOOUAdES
™G AY®YNG Ko/ HeTd amd enepfotikéc kapdloAoyikég dladkacieg 1 xeypovpytkn enéppaon. H
TAVTOYPOVT] YOPNYNON TNG KAOTIOOYPEANG LE GO TOV GTOUOTOG OVIUTNKTIKG 0EV GUVIGTATOL ETELON
umopel va avénoet v évtaon tng apoppayiog (PA. mapdypapo 4.5).

Edv évag acOevig mpokettal va vtoPAN0el 6€ TPOyPUUUATICUEVT YELPOVPYIKT EXEUPACT VIO TNV OTTOlN
TPOCOPIVA OV €lvar eTBLUNTY AVTIHLOTETAALOKT] OpdoT), 1| KAOTLO0YPEAN Bal TpEmeL VoL dLoKOTTETAL
7 nuépeg mpv amd ™ yepovpyIky| enéuPoon. Ot acOeveig Ba Tpémel vo evLEPDOVOLV TOVE 10TPOVE KoL
TOVG 000VTLATPOVG OTL AApPEVOVY KAOTSOYPERN, TPV OO TOV TPOYPAUUATICUO KAOE YEIPOVPYIKNG
eméUPoong Kot Tpv amd 11 ANyn Kabe VEOL QOPLOKEVTIKOV Tpoidvtog. H khomidoypéin napateivel To
YPOVO pong kot Bo TPEmeL va ypnoonoteital e Tpocoyn o€ acbeveic, ol omoiot Eyovv PAGPeg pe
Tdom va apoppaynoovy (1I01{TEPO YOOTPEVTEPIKEG KOl EVOOQOAALIEC).

Ot acBeveic Ba mpénet va evnuepwBovv 6tL 6tav Aappdvovy KAomdoypéAn (LOVN 1 6€ CUVOLOGHO LE
AX0) low¢ ypelaotel mePIoGOTEPOG YPOVOS o' OTL GUVIOWE TPOKEYEVOL VO GTOLOTIGEL 1] lLopparyio
Kot 0TL 00, TPETEL VO, AVOPEPOVY OTTOLAONTOTE OlGVVIOIGTT (G TPOG TNV EVTOMIOT 1 TN SLdpKELD)
ooppayio 6To yiuTpo Toug.

Opoufwtixy Opouporeviky [loppipa (TTP)

IToA0 ordvia €xel avapepbei Opoppotikr OpopPorevikn Iopevpa (TTP) petd amd ypion
KAOTO0YPEANG, LEPIKEG POPEG LeTE amd LiKpng didpketag £kBeon. Xapaktnpiletror and Opopuponevia
KO IKPOOYYELOTAONTIKY GLOAVTIKY] OVOLILIO TOL GUVOEETAL EITE [LE VEVPOAOYIKE EVPTLLOTOL, VEPPIKT|
dvciertovpyio 1 pe mopetd. H TTP etvon pia Suvntikd Bovoatneopog Katdotaon Tov omottel £yKoipn
oy®YN, COUTEPIAAUPAVOUEVIG TNG TAAGLLOPAIPESTC.

EnirtnTn ocapopirio

Eniktntn opopidia £xel avapepbei petd amd ypnon g KAOmS0YpEANG. X TEPUTTMCELS
emPefaiopévng HELOVOUEVTG TOPATAGNC TOV YPOVOL EVEPYOTTOINIEVNG LEPIKNG OpopufomiacTivig
(aPTT) pe M yopig arpoppayia, Tpémel vo e&etaletan ) emxiktntn apopirio. Ot acBeveic pe



emPePoropévn ddyvoon eniktnTng cpoPiriiog Tpénel va avipeTomiloviol Kot va Oepamedovral and
€101K00G Kot 1 KAOTIO0YPEAT TPEMEL VO SLOKOTTETAL.

Tlpdopato 1oyouuixo oyyeioKo eykepariko exelo0010
Adyom g EMAeymc dedopévav dev Pmopel va VTapEEL GVGTACT Yol AyM KAOTOOYPEANG KATH TN
OLIPKELN TOV TPAOTOV 7 NUEPOV HETE amd 0&D 1GYOUIKO ayYELOKO EYKEQOAKO EMEIGOO10.

Kotoypwua P450 2C19 (CYP2C19)

Doppokoyevetiky: Le acbeveic ue meplopiopévn petaforn wovortnte tov CYP2C19, n
KAOTIOOYPEAN OTIG CUVIGTMUEVES 0OGELC SYNUATICEL AyOTEPT TOGHTNTO AT TO OPACTIKO LETAPOAITN
™G KAOTOOYPEANG Kot £YEL LIKPOTEPN EMLOPOIOT 0TN AgtTovpyia TV aponeTarinv. EEetdoelg etval
dwbéoipes yuo v tavtonoinomn tov yovotvmov tov CYP2C19 tov acBevouc.

Emedn n khomidoypédn petapolriletor oto dpaotikd petaforitn g ev puépet amd to CYP2C19, 1
YAPNON QOPLOKEVTIKAOV TPOIOVIMV TOV 0VAoTELAOVY TN dpdon Tov evidHov avtov Oa avapéveTol va,
€YEL MG AMOTEAEGLLO LEIOUEVO EMITEDD, TOV OPaoTIKOD PETAPOAITN TG KAomdoypéAne. H KAvikn
GLOYETION NG OAANAETIOpaoG LTS etvat apéfatn. Q¢ Tpo@OAALN, 1 TOVTOYPOVY ¥PNON LOYLPOV N
perplov avactoréov tov CYP2C19 Ba npénet va amoBappivetar (PA. moapdypamo 4.5 yo pa Mota
avaoctorémv tov CYP2C19, BA. eniong mapdypapo 5.2).

Arootavpodueves oviidpdoels uetold Geievomvplovay

Ot aoBeveic Tpémet vo a&loAoyovvTal Y10 1I6TOPIKO VITEpELOIGONGig Ge Belevomupidiveg (Omwg
KAOTOOYPEAN, TIKAOTILOIVY, TPACOVYPEAT]), dEdOUEVOL OTL ExEl avapepOel dtacTavpodEVn avTidpaon
avdpeca ot Beievomupidives (PA. mapdypapo 4.8). Ot Beievomupidives pmopet va TPOKOAEGOVV NTLOG
£m¢ cofapng LOPENG OAAEPYIKEG AVTIOPACELS OTMG EEAVOM LA, aYYELO0IONUA 1] AULOTOAOYIKNG PVOEMG
dtaoTovpovpeves avtdpdoelg 0nmg Bpopfomevia kot ovdeteponevia. Ot acbeveig mov eppdvicav 6to
TaPEAOOV aAAEPYIKN avTidpaoN KoUT aLLoToAOYIKT avTidpacn oe pia Oeievomupidivn evdéyetat va
Satp€yovv avénéEVo Kivouvo epedviong g 101aG 1 StopOopETIKNG avTidpaong o€ pia GAAN
Belevomupidivr. ZuGTAHVETOL 1] TOPAKOAOVON oY TV 06OEVDV LI YVOOTH aAAepYia oTIC Betevomupidiveg
v onueia vrepgvarsOnocioc.

Negpixn dvolertovpyio

H Bgpomevtikn eumeipio pe kKAomdoypéin sival meproptopuévn oe 0o0eVELg e vepPIk ducAeitovpyia.
I't" avtd N KAomdoypEAN Ba TPEMEL VoL YPTCLUOTOLEITOL LLE TPOGOYN GE 0VTOVG TOLG asBeveic (PA.
Topaypapo 4.2).

Hrozixn dvalerrovpyio,

H Oepamevtikn eumeipio eivor meplopiopévn o€ acbeveig e PETpla NIOTIK VOG0, 01 00101 UTopEl va
TOPOVCIAGOVY atoppoytkn Tpodiddeon. I't' avtd N KhomdoypéAn Oa mpémel va ypnoyLoToleital pe
TPOGOoYN G' VTN TNV opdda TANBvoov (BA. Tapdypago 4.2).

Exdoyo
AVTO TO PUPUOKEVTIKO TPOIOV TEPLEXEL VOPOYOVMOUEVO KIKEANL0, TO OTTOT0 UTOpEl VoL TPOKAAECEL
OTOMOYIKEG OlOTAPUYES KOl O1APPOlaL.

4.5 Alremopaosig pe GALO QUPRUKEVTIKE TPOTIOVTO KOl GALES popPég adlinieniopaong

AVUumnKtikd oo 100 OTOUATOGS: 1| GUYXOPTYNOT KAOTOOYPEANG KOl OVTUTNKTIKMV OO TOV GTOLOTOG
dev ouvioTaTol S10TL puopel va avEnoetl TNy Evracn g aoppoayiog (BA. Tapdypago 4.4). Av ko1
yopNynon KAomdoypéANG 75 mg/Mmuépa dEV TPOTOTOINGE TN POPLOKOKIVITIKY TNS S-Bappapivncq
tov INR (31e0voig oporomoinuévng oxéonc) oe acbeveic mov Aapufdvovy pakpoypovia Oepomeio e
Bapeapivn, n suyyopnynomn khomidoypEAng ne Bapeapiviy avéavel Tov Kivouvo atpoppayiog Aoy
aveEAPTNTOV AEITOVPYIDV TNG AUOGTACT|G.



Avaotolelc twv vmwodoyewv the yAvkorpawrteivng IIb/Ila: v KAomdoypéAN TPETEL VO XPNCULOTOLEITAL LLE

pocoyn o€ acheveic mov AaUPAvouy TAVTOYPOVAE AVUCTOAELG TV VIOSOYEWDV TNG YAVKOTPOTEIVIG
IIb/Ila (BA. Topdypapo 4.4).

Axervlooatikviiné ol (A20): to AXO b petéfode TNV avOGTOAN TOL TPOKAAEL 1] KAOTIOOYPEAT GTNV
npokodovpevn omd v ADP cueodpevuon tov aponetoliov, eved 1 KAOTIS0YpEAN vioyvae Tn dpdon
oV AXO 6TV TPOKOAOVUEVT OTO TO KOALOYOVO GUCCMOPEVCT TV ALUOTETUAM®Y. QoTdC0, N
tavtoypov yoprynon 500 mg AXO 300 popés TNV NUéEPQ Yo Lo UEPA OV ADENCGE ONULAVTIKE TNV
TAPATOCT) TOV XPOVOL PONG TOL TPOKOAEITOL AITd TN AYM TNG KAOTO0YPEANG. Mio QopoKodUVOIKY|
oAdnieniopaon peta&y kKhomdoypéAng kot AXO eivon mbavi, pe amotélecua Ty avénomn tov
KWvOOVOL aloppayiag. Zuvemms, | GuYXopnynot tovg Oa mpénetl va yivetat pe mpocoyn (BA.
napdypogo 4.4). Ilavtog, n kKhomdoypéin kot to AXO yopnyhonkav. pali yio dtdotnua péypt éva £Tog
(BA. mopdypago 5.1).

Hropivy: og o KAvikn HeAETN OV €YVE GE LY ATOUA, 1) KAOTO0YPEAN OEV KAUTEGTNGE OvaryKaiat Tn
petafoin tng 066mg TG Nrapivng, ovte PETERaie T dpdon g Nrapiving oty TéN. H tavtdypovn
YOPNYNON TNE NTOPIvNG OV EMNPENCE TNV OVAGTOAN TNG GVCCHPEVCONG TOV ALLOTETOM®Y TOV
TPOKOAEITOL ATTO TNV KAOTOOYPEAT. Mia popprokoduvapukn aAAnienidpaon petaé&ld KAOTIO0YPEANS
KoL nropivng etvar mboavn, pe amoTélespa TNV 0OENGN TOV KIvOHVOL OLOPpPaYinG. ZUVETMS, M
ovyyopnynon tovg Ba mpémel va yivetan pe Tpocsoyn (BA. mapdypapo 4.4).

Opoufolvtinad: 1 0CEAAELN TNG TOLTOYPOVNG YOPTYNONG KAOTIOOYPEANG, EIOIKAV 1] [UT] Y10l TO IVADOEG
Opoppoivtikdv Tapayovimv kot nTaptvav aloloynnke oe acbeveig pue oo Epepaypo Tov
pvokapdiov. H cuyvotnta epeavieng KAWVIKG GMILOVTIKAG GLoppayiog NTav TapOUOL [LE QUTH TOVL
mapatnpnonke, 6tav ta OpopfoArvtikd dppoka Kot 1 nrapivn cvyyopnyndnkav pe AXO (BA
mapdypapo 4.8).

Mn-2repoeion Avapleyuovaon @apuoxo (MEAD): oe o, KMVIKH LEAETN TTOL £YIVE GE VYIEIC
g0elovtég, N TawtdOYpovN Yoprynom KromdoypéAng Kot vampo&évng avénoe ™ AavBdvovca armAeia
aipoatog amd 1o YooTpevTEpKd. QoT060, AOYM TNG EALEIYNG LEAET®V oAANAETTdpacn G pe GAAa MEAD
glval mpog 1o TapdV adEVKPIvVIeTO €6V LITAPYEL ALENUEVOS KivOuvog atpoppayiog omd To
yaoTpevreptkd pe ola ta MEAD. Xvvenmg, 1o MEAD cuunepthapBavorévmy TOV OVIGTOAE®Y TNG
KkapPo&uidong Cox-2 kot 1 kKhomdoypérn Ba mpémel va cuyyopnyodva pe tpocoyn (PA. mapdypapo
4.4).



AMeg tavtoypoves Bepaneies:

Emedn n khomdoypédn petaporileton ev pépetl péow tov CYP2C19 yia vo TpokdyeL 0 dpacTikog
UETABOAITNG TNG, M XPNOT POPUOKEVTIKOV TPOIOVI®V TOV AVOGTEAAOVV T dpdion avtov Tov evihov
avapEVETOL OTL Oa €XEL OC OMOTELECUO PELOUEVO ETITESD TOV SPAGTIKOD UETAPOAITN TNG
Khomdoypéinc. H kKAvikn cvoyétion g aAlnAienidpoonc ovtig ivar aféfain. Qg mpopoiaén, 1
TAVTOYPOVT YPNOT IGYLPOV N LETPLOV avacToréwv Tov CYP2C19 mpénel va amoBappuveral (BA.
Tapoypaeovs 4.4 kat 5.2).

Ddoppokevtikd Tpoiovia mov avactéAlovy o CYP2C19 mepihappdvouy tnv openpaldin Kot tnv
gcopempaloAn, T eAovfo&apuivn, tn erlovoetivn, T wokAoPeuion, ™ Popikovaldin,
@AOVKOVALOAN, TNV TIKAOTILSIVY, TN opopAoLacivn, TN clueTdivn, v kopPoapalenivn, Tnv
ofkapPalemivn Kat T YA®POUEOIVIKOAY.

Avaoroleig e Avtdiag Hpwroviwv (AAII):

H yopriynon 80 mg openpalding epdmaé nuepnoimg, ite 6Tov 1610 ¥pOVO e TNV KAOTIOOYPEAT, ElTE
ue 12 dpec petald TV opnynoemv Tov 000 PapudKmv, peimce Ty EkBeot Tov dPacTIKOD
petaforitn kot 45% (86om poptiong) kot 40% (56om cvvinpnong). H peiowon oyerictre pe 39%
(060m poptionc) kot 21% (86om cuvINpPNoNC) Lel®ON TNG AVAGTOANG TG CLUGGMOPEVOTG TMV
aponetariov. H ecopenpaloin avapévetot va £yel Tapopold, aAANAETISpaon He TV KAOmdoypEAT).

AVTIQATIKA OESOUEVE V1O TIG KAVIKEG ETTAOKES OLVTNG TNG POPUOKOKIVITIKNG
(PK)/papuaxodvvoutkng (PA) arinienidpaong avaeopikd pe peilova kapdioyyelokd coppauoata,
&yovv avapepOel amd PeAETEG TOPATHPNONG Kot KAVIKEG LEAETEC. Qg TPOPVAAEN, 1 TAVTOYPOVN YPTIoN
opempaloing N ecopenpaloing mpénet va amobappivetar (BA. Tapdypao 4.4).

AyoTepo €vioveg PEldOElG TNG £kBeonc Tov petafolritn €yovy mapotnpndei pe v navrompaldin N
AaveompalOAn.

O1 GLYKEVIPDGELG GTO TAAGUA TOV OPOCTIKOD HeTaforitn peltmbnkay katd 20% (66om eOpTIoNg) Kot
katd 14% (86om cuvtipnong) katd tn d1dpKeLd g TOVTOYXPOVNS aywyng pe 80 mg mavtompaloing
epama nuepncine. AVTO CUGYETIOTNKE LE HEI®OT TG LEOTG AVACTOANG TG GUCOMPELONG TWV
apometariov katd 15% kot 11%, avtictoyya. Ta anoteléopato avtd deiyvouv 611 1 KAOTBOYPEAN
umopel va yopnyeiton pe tnv TavtompaloAn.

Agv vdpyovv oTotyeio 0Tt GAAL POOLOKEVTIKA TPOTOVTO TOV LELMVOVVY TO YOOTPIKE 0EE0 OTw¢ ot H2
amokAeloTéS (e e€aipeo T olueTdivn, n onoia gival avactoréag tov CYP2C19) ) ta avido&iva
emnpedlovy TNV VTIOUOTETAALNKT dpdon TNS KAOTLO0YPEANC.

Al @apuaKeLTIKG TPoiovTa: ‘Evog aptfpoc dAAov KAMVIKOV LEAETOV EYOVLV YiVEL UE TNV
KAOTIOOYPEAT KOl GAADL GUYXOPTYOVUEVE POPUOKEVTIKG TPOTOVTA, MOTE VO, EPELVTOEL 1| dLVOTOTNTA
QOPLOKOSVVAUIKDV KOl QOPUUKOKIVITIKOY OAANAETIOpAcE®Y. Aev TapatnpnOnkay KAVIKA
ONUAVTIKEG POPUAKOSVVUUIKES AAANAETIOPACELS, OTAV 1] KAOTIO0YPEAN GUYYOPNYHONKE LE ATEVOAOAN,
VIQESUTIvT), 1] HE GLVOVACUO ATEVOAOANG Kot vipedimivng. EmmAéov, n papuakodvvaptky dpdon g
KAOTOOYPEANC OEV ENMPEACTIKE CNUAVTIKA LLE TI) GLYYXOPNYNOT PovoPapPitdAng, 1 016TPOYOV@V.

H goppoakokivntikny g dtyo&ivng 1 g BeopuAdivng de petaPfAndnke pe  cvyyopnynon g
Khomdoypéng. Ta avtio&iva de petéfaray to Pabud g amoppdenong g KAOTO0YPEANC.

Agdopéva amd v perétn CAPRIE vrodeikvoovv 6Tt 1 @atvutoivn kot 1 ToABouTopion, ot omoieg
petapoirilovror and to CYP2C9, pnopodv va cuyyopnyndoiv pe acedieio pe tnv KAOmSoypET.

Ext6g and 115 mAnpopopieg Yo, aAANAETIOPAGELS E GVYKEKPIUEVO QPOPLOKEVTIKA TPOIOVTO TOV
TEPLYPAPOVTOL TOPUTAV®, OgV Exovv deaybei peréteg aAANAeTidpaonc TG KAOTLOOYPEANC UE HEPIKE
QOPUOKEVTIKA TPOIOVTA TOL YopnyobvTal cLYVA o€ acbeveig e abnpobpouPutikng acbévela. Qotodco,
00OEVEIC TOV GUUUETEDYOV OTIG KAWVIKEG OOKIUEC e TNV KAOTO0YpEAN Aafav Lo TolKIAa
GUYXOPNYOVUEVOV PAPUAKEVTIKOV TPOIOVTIOV GUUTEPIAAUPAVOUEVOV TOV S10VPNTIKAOV, TOV B-
OTOKAEIGTAOV, TOV AVTAYOVIGTOV TOV PETATPETTIKOV eviDIOV NG ayyetotacivng (avactoieig MEA),



TOV OVTAYOVIGTOV SIOAWOV acBecTiOn, TOV TOPAYOVIOV LEIMONG TOV EMTES®V YOANOTEPOANG, TOV
OYYELOOIOOTUATIKAOV TOV GTEPAVIOI®V aYYEI®V, TOV avVTIOOPNTIKOV TapoyOvVTOV
(cvumeprAapfovopévng e tVGOVAIVIG), TV AVTIETIANTTIKOV TOPUYOVIMV KOl TMV OVIOYOVIGTOV TOV
vodoyEmv ¢ YAvkorpwteivng 1Ib/I1a ympic supipata KAVIKA GNUovTIKGOVY overidountov
OAANAETOPAGEDV.

4.6 Tovipétnra, KONON KO Yolovyia

Eykvuocivn

Eme1dn dev vmapyouv KAWIKA ded0pUEVa GYETIKE e TNV £kOeom 0TV KAOTO0YPEAN KATE TNV
EYKVUOGVUVT, EIVOL TPOTIUATEPO VO [N ¥PNCILOTTOLEITAL 1] KAOTLOOYPEAT KOTA TN O8pKELDL TNG
EYKVUOGHVNG MG LETPO TPOPOAUENG.

Meléteg og {da dev KOTESEIEAY AUECES 1| EUUECES EMIKIVOVVEG ETTTOGELS GTIV EYKVIOGVVY, GTNV
avamtuén Tov UPpPvoL, GTOV TOKETO 1| 0TN PeTayeVVNTIKY avartuén (PA. mapdypaeo 5.3).

Onloouog

Eivot dyvawoto gdv 1 kAomidoypEAN amekkpiveTal 6To avOpmmvo untpikod yéia. Mekéteg o (oa
KaTESEEQY AMEKKPIOT) TG KAOTIO0YPEATG GTO UNTPIKO YAAQ. ¢ LETPO TPOPUAAENG, O ONAacUOg dev
0o mpémel va cuveyiletor koTd ™ ddpketo g Oepaneiog pe Clopidogrel dura.

Toviuotnra
H «lomdoypéin dev Exel kataderyBei 6T emnpedlet T yovipotnra.oe peréteg pe {oa.

4.7 Emopacelg 6Ty tKavOTTO 001]Y161S KON YEIPLGROU fH1avVAV

H xhomdoypéin dev £xet Kopid 1 €l aoUOVTT EXIOPAGT] GTNV IKAVOTITA 0NN ONG KL YEPIGUOD
UNYovaov.

4.8 AvemOopnteg evépyereg
THepilnyn tov mpopil aopdleiog

H acpdAeia g khomdoypéing a&ioroyndnke oe tepioadtepovg and 42.000 acbeveic mov Exovv
GUUUETACYEL € KAWVIKEG LEAETEC, cuumepAapPavouévav Teptocotepv ard 9.000 acbevmv mov
éxavav Oepameia yia 1 xpdvo 1| teptocoTePo. Ot KAWVIKE GYETIKES [LE TO PAPUAKO AVETIOOUNTES
evépyete mov mapatnpnénkav otig pedéteg CAPRIE, CURE, CLARITY kot COMMIT
TEPIYPAPOVTOL TOPOKAT®. ZVVOMKCA, 1| KAOTIO0YPEAT 75 mg nuepncing tav cuykpiowyn pe o AZO
325 mg nuepnoing o perétn CAPRIE, aveéaptnta and v niikia, To OAO Kot T QUAT. Emmdéov
™G epmelpiog amd Tig KMVIKEG HEAETES, avemBounTteg evépyeleg £xovv emiong avaeepel avbopuntmg.

H owpoppayia eivar 1) o cvyvn avtidpacn mov avapipOnike 1060 e KAVIKEG LEAETEC OGO KO LLE
Baon v gumepio petd tnv KukAo@opio TOL TPOIOVTOG GTNV Ayopd, OTOL avaPEPONKE KLPIMG KATA TN
d1pKeln TOL TP®TOL pNva TG Bepoameiog.

Ye aoleveic g nerétng CAPRIE mov éhafav Oepaneia eite pe khomdoypérn eite pe AXO, n
GLVOAIKT cuyvotTa kébe gidovg atpoppayiag tav 9,3 %. H cuyxvotnta eppdvions cofoapdv
TMEPLOTATIKMV NTAV TOPOLOL Yo TV KAOTIO0YPEAN Kot o AZO.

> peiétn CURE dev mapovoidotnkay emmAéov peiloveg alopparyieg e ToV GLVILOGUO
Khomdoypéng pe AXO og oo 7 NUEPOV PETA TNV ETEUPOCT] AOPTOGTEPAVIOING TOPAKAUYNG,
o€ aobeveig mov otaudtnoay ) Oepaneio TEPIGGOTEPEC Um0 5 NUEPES TPV T YELPOVPYIKN EXEUPaON.
e aobeveic mov GuVEXIGAY TNV Ay®YN EVTOG S NUEP®VY amd TNV EMEUPACT] COPTOGTEPUVIOING
TOUPAKALYNG, 1| GLYXVOTNTA TV enelcodinv ftav 9,6% yia kKhomdoypéin pe AXO ko 6,3% Y
gwKovikd pdppoxo pe AXO.



>t peiétn CLARITY, vipye cuvoAikn adENGT TOV QOPPOYLDY TNV OULAS0 KAOTIO0YPEATG LE
AX0 évavtt g opdadag ikovikod eappaxov pe AXO. H cuyvotnta eppdviong peiovog apoppayiog
Ntav mapopote HETaEL TV 000 opddwy. To amoTEAEGHOTA AVTA IGYDOVV KoL Y10 TIG VTOOUASES
ac0evav 0nmg opilovTol amd YUPUKTNPLIGTIKG AVapPOPAg Kal od Tov TOmo g Oeparneiog pe
Opopporvtikd N NEopivn.

2 perétn COMMIT, 10 cuvoAlkd TOG0GTo Un £YKePOAKNG Heilovog apoppayiog 1 EYKEPAAIKNG
aloppayiog oy YoUnAd Kot TopOUOl0 EVTOS TV dVO OUAd®V.

Kataloyog twv avemBountwyv evepyelddv oe uopen wivaxa.

AvemBounTEC EVEPYELEG TTOV EITE EUPAVIOTNKAY KATA TN O1APKELN TOV KAWVIKOV LEAETOV €iTE
avaeépOnkav avbopuntog Ttapovoidlovtal 6tov mivaka Tov akolovdel. H cuyvotntd tovg opileton
pe Baon 11 akdrovbeg mapadoyés: ovyveg (21/100 émg <1/10), oyt ocvyvég (21/1.000 émg <1/100),
onavieg (=1/10.000 g <1/1.000), ToAv omdvieg (<1/10.000), un yvootég (dev umopovy va
extyunovv pe Baon ta dwwbéoua dedopéva. Evidc kdbe katnyopiag/opyavikod GUGTHUATOS, Ol
avemBounteg evépyeteg mapatifevion katd pdivovoa celpd coPapoTnTog.

Katnyopia/ Yoyvég Oy ovyvég Xrdvieg oAV omavieg, pn

Opyoviko YVOOTESE

206TNNHO.

AwTapayéc Tov ®pouPonevia, Ovdeteponevia, | OpouPoTikn

OILLLOTTIONTIKOV Aevkomevia, ocvumepriapupavo | Bpopfomeviky

KOl TOV noowopirio - VNG NG nopovpa (TTP) (PA.

AELQUCOD coPapng mopdaypapo 4.4),

GULGTILLOTOC OVOETEPOTEVIDG | OMANCTIKY CVOupLia,
TOVKLTTOPOTEVIA,
OKOKKLOKLTTOP LD,

coPapn OpouPomevia,
EMIKTNTN dpopiMa A,
KOKKIOKVTTOPOTEViD,
ovorpLiol

Awotapoyéc Tov Opovoaia,
OVOGOTOINTIKO OVOPUAOKTOELOELG

1V CLGTAUATOG OVTIOPAGELC,
PUPLOKEVTIKN
vrepevatcncio Aoym
Sdtactavpodpevng
avtidpaong avapecso
o¢ Belevomopidiveg
(6mwg Tk omdivn,

TpacoLvypEAN) (PA.
mopaypoeo 4.4)*
Poylatpikég Yevdaetnoerg,
draTopoyég obyyvon
AwoTapoyég Tov Evdokpaviokn Awtapoyés g
VELPLKOV opoppayio YeOoMG
GULGTLLOTOC (avapépOnioav
OPLOUEVEC
TEPUTTMOOELS LIE
Bavatneopo
exPaon),
KeQaAaAyia,

napoicOnoia, {aAn




OpBolukég Awoppayieg tov
dTopoyég opBoipon
(emmepukoToC,
evoopBaia,
ApEIPANCTPOEdODS
)
Awtapoyéc Tov Tayyog
®TOG KOl TOV
AapupivBov
Ayyelokég Awdrtopo YoBapn aoppoayia,
droTapoyég ooppayio omd 1o
EYYXEPNTIKO TPOOU,
ayyeutda, vrdTIoN
Awzopayéc tov | Emiotaén Awoppayio and v
OVOTTVELGTIKOD OVOTTVEVGTIKT 000
GLGTHHOTOC, (oupdmTvon,
oL BDpOKa TVEVHOVIKN
KOl TOV aipoppoyia),
pecobwpakiov Ppoyydomacpoc,
dtdpeon
TVELUOVITION
NOGIVOPIMKN
TVELLLOVIDL
Awrtapoyéc tov | Ayopparyio laotpkd éhkog ko | OmicBomeprroval | [actpeviepikn Kot
YOGTPEVTIEPIKO | TOL d®OEKASAKTUAIKO ~Kn aoppayios | omcBomepitovaikn
U GUOTNUATOG | YOOTPEVIEPIKO | EAKOG, YOOTPITION, opoppayio pe
0¥ cova, éuetoc, vavtia, Oovatneopo ékPaon,
didppota, dvokotmd T, TOYKpEATITION,
KOIMOKO UETEDPITHOG KOALTION
dAyog, (ovumeptiapfovo-
dvomeyia HEVNC TNG EAKDOOVG
N AEULPOKVTTOPIKNG
KOATI30G),
oTopOTITION
Awtapoyéc Tov Oéeia nroTkn
NTOTOS KOl TV OVETAPKELDL,
XOANPOPOV nrotitda, un
QUVGLOAOYIKEG
doKIUOGIEG NTATIKNG
Aettovpyiag
Awtopayic Tov | Molwmag E&bvOnpa, [Mopporivydong
OEPLOTOG KO KVNGUOG, deppotitido (To&kn
TOV DTOOOPLOV opoppayia omd to EMOEPLUKN
16700 dépa (Topevpa) vekpoAvoN,

ovvdpopo Stevens-
Johnson, ToAvpop@po
epvbnpa),
ayyE00ion L,
oLVOpOLO
QOPLAUKOETOYDLEVNG
vrepevastnoiag,
QOPUOKEVTIKO
e&avonua pe
NOGIVOPIALN Kot
GLGTNUOTIKA




GUUTTOLOTO
(DRESS),
€pLOMNUOTOOEG
e€avonuoa, kvidmwon,
éxlepa, oparog

16TOV KOl TV
00TOV

Asymvog
Awtapoyéc Tov MvooKeLETIKT
LVOGKEAETIKOV opoppayio
GUGTHLOTOG, (aipapBpo),
TOV GUVOETIKOD apbpitidoa,

apBpaiyia, poaiyio

Awotapoyéc Awartovpio EIEPOUATOVEPPITION,
TOV VEPPDOV avENUEVN KPpeaTIVivn
KOl TOV aipotog
0VPOPOP®V
00V
levikég Awoppayio Hvpetdg
datapoayég ko | otn 0éom
KOTOGTAGELS TOPOKEVINONG
™G 060V
xopfiynong
Hopaxkivikég [MapateTapévog
egetdoelg 1POVOG por|s,
UEIMUEVOG aplOpOg
OVOETEPOPIAMV,
UELMUEVOG aplOdg
OLUOTIETOAM MOV

* TIAnpopopieg mov oyetiloviat e TV KAOTIOOYPEAT LUE «LUT YVOGTI» GLYVOTNTA.

Avopopd mOavoloyoduevav avemOOUNT®OV EVEPYELDY

H avagopd mibavoroyoduevov avemBOuntov evepyelmy LETH amd T yopnynon adelog kukAopopiog
TOV QUPUAKEVTIKOV TPOIdVTOG Elvor onuovTikn. Emitpénet T cuveyn mapakolovdnomn e oyEong
0PELOVG-KIVOHVOL TOV QUPUUKEVTIKOD TPOIOVTOG. ZNTEITOL At TOVG EMAYYEAUATIEC TOV TOUEN TNG
VYELOVOKTG TEPIBaAYMG VA avaPEPOVY OTTO1EGONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYELES
HEG® TOV €BVIKOV GuoTHUATOG avapopdc: EBvikoc Opyaviopog @apudkov, Mecsoyeiov 284, GR-
15562 Xolapyog, ABnva. TnA: +30 21 32040380/337, Pag: + 30 21 06549585, Iotdtonoc:

http://www.eof.gr.

4.9 Ynepoocoloyia

Yrepdocoroyia PETH amd yopNyNnon KAOTIO0YPEANG LITOPEL VO 00N YNOEL GE TAPATUGT) TOV YPOVOL
PONG Kol emakOA0VOEC apoppaycég emmiokég. Edv mapatnpnbovv aypoppayieg Oa mpémet va
e€etaotel mowd eivorl | KAtdAANAN ayoyn. Aev €xet Bpebdel avtidoto TS PapUAKOAOYIKNG OPACTG TNG
KhomdoypéAne. Edv amotteital dpeon d10p0won Tov mopatetaévon xpdvou pone, N LETAyyion

OLUOTETOAWOV UTOPEL VO OVOGTPEWYEL TOL ATOTEAEGLLOTA TG KAOTLOOYPEANC.

5. GOAPMAKOAOI'IKEX IAIOTHTEX

5.1 @oppokodVvOpIKES 1O10TNTES

Ddoppokobepanevtikn katnyopio: Aviidpopfmtikol mapdyovtes, OvVOoTOAELG TG CLYKOAANONG TV

aponetaAiov, eapovpévng tng nrapivng, kmdikog ATC: BO 1AC04




Muyoviouog dpaong

H xhomidoypéin gival éva mpo@appako, Evag omd Tovg LETOPOATES TOL 0010V Eival AVAGTOAENS TNG
cveempevong Tov aporetadiov. H khomdoypéin npénet va petaporiotel and ta Evivpo Tov
CYP450 yio va Tapdéet To dpaoTikd LETOPOAITN TOV aVAGTEAAEL TI] GVCCMOPELGT] TOV ALLOTETOMMV.
O Spaotikdg petaforitng tng KLOmS0YPEANG EKAEKTIKA avacTELAEL T cVLEVEN TG SIPWCPOPIKNG
adevooivng (ADP) pe tov vmodoyéa P2Y 12 tov arponetadMov kot tnyv enakdAovdn evepyomoinon,
péom g ADP, tov cupmiéypatog tng YAvkorpmteivng GPIIb/Illa, avactéAlovtag e Tov TpOTo avTtd
T1 GLGGMPELCT TWV AUOTETAAIOV. AOY® NG UN avaoTPEWIUNG oVLEVENG, Ta eKTEDELEVDL
OLUOTETAALY €MNPEALOVTAL Y10 TO VITOAOITO TOV YPpOvov NG Tovg (Katd mposéyyion 7-10 nuépec) ko
1 AVAKTNOT TN PLGLOAOYIKNG AEITOVPYIOG TOV OUOTETAAIOV cupPaivel pe puOUd avaloyo LE TO
pLOUd avavémong tov aponetaiiov. H cuoompevon tav aiponetaiioy, mov tpokaieital and
ayoviotég dAlovg and v ADP, avaotélietat, emiong, and TNV Tapepnddion G EVIGKLONG TG
gvepyomnoinong and v aneievbepovpevn ADP.

Emedn o dpaoctikog petaforitng mpokvmret omd to évivpa tov CYP450, opiopéva amd to onoia
POV OVV TOAVLOPPLGHOVG 1] VITOKELVTOL GE OVOGTOAN At GAAN QOPUOKEVTIKY TpoidvTa, OV Ba
€xovv 6Lt o1 acbevelg EMAPKT| OVOGTOAN TOV UOTETAAMV.

DapHarodVVOLIKES ETIOPAOELS

Eravolopupavouevec d0ceig v 75 mg Ty nuUEPO TPOKAAEGOV GTLLOVTIKT AVOGTOAN TNG
pokaiovpevnc omd v ADP cuecmdpeuong Tov aplonetoMmy ard v tpmtn npépa. H avaotoin
ot ovéndnke TpoodevtiKd Kot Eptace o€ otabepd enimeda peTacy g Huépag 3 ko tng Huépag 7.
21 otafepn) KOTAGTAGT, 1 LECT AVOGTOAN TNG UOTETAAINKG GUGCMPEVGNG TOL TALPAT PN ONKE pe
doon 75 mg v nuépa, Ntav g tééng tov 40 % £wg 60 %. H cucompevon TV aploneTaAiny Kot o
¥POVOG pong emaviABay oTadlokd 6To apyIKd EMITEdM, YEVIKG HEGO GE S5 NMUEPEG LETA TN SLOKOTN TNG
Oepomeiog.

Kiwikn amoteleouonikotyro. kot aopalela

H acpdiela kot 1 amoTeAeGLOTIKOTITA TNG KAOTIO0YPEANG ExEL a&loloynbei og 4 SUTAEC-TVOAEG
perétec otig omoieg coppeteiyav v and 80.000 acbeveic: 1 CAPRIE, pio peAétn ocvykpiong g
Khomdoypéing évavtt tov AXO kot ot CURE, CLARITY kot COMMIT, peAéteg ovykpiong g
KAOTOOYPEANG EVOVTL EIKOVIKOV PAPLLAKOV, OOV Kot To. 00 QUPLOKEVTIKA TPOIOVTIA Yopnynonkay o
ovvdvaouo pe AZO kot GAAn cvykekpiévn Bepaneio.

Tlpooparo Euppayua Tov HLOKOPAIOD, TPOTPYATO AYYELOKO EYKEPOAIKO ETELTOOLO 1] EYKOTECTHUEVH
TEPLPEPLKN OPTHPIOKH VOOOS

H perétn CAPRIE coumepiédafe 19.185 acbeveig e abnpobpdupwon, mov siye exkdniwbei pe
TPOCPUTO ELEPAYLLO LLOKOPSToV (< 35 NuéPES), TPOGPATO 1TYAUKO OYYELOKO EYKEPOAIKO ENELGOOI0
(neta&d 7 nuépec Kot 6 pnveg) N eykateostnUéVN TepLpepikn aptnplokn voco (ITAN). ‘Eywve
TUYOOTToINoT TOV acbevdv og opddeg Khomdoypéing 75 mg/muépa | AXO 325 mg/muépa Kot m
napoakorlovOnon ompkece yuo 1 £wg 3 ypdvia. TNV vTooUAdH LE EUEPAYLLE TOV LLOKaPdiov, ot
neplocdTEPOL 0o ToVG aobeveic ElaPav AXO yia Tig TpdTES Alyec NUEPES UETA TO 0&D EUEPAYLLO TOV
pvokapdiov. H kKhomdoypéAn Lelmwoe GNUOVTIKA Tr GUYVOTNTO ELPAVIONS VEMV IOYOLLUK®DY
enelcodimv (cvvOeto TeEMKO onpeio a&oAOYNONG ELPPAYLLOTOS TOV HVOKAPSIOV, IGYOUIKOD 0y YELKOD
EYKEPAAKOV ENEIG0S10V Kol Kapdloyyelokov Bavatov) cuykpvopevn pe AZO. XpnolpHonoidvag To
LOVTELO OTOTIOTIKNG AvaALGNG e okomd TV Bepaneia, 939 eneicddia e&eTdoTNKOV GTNV OULASA TNG
KhomdoypéAng, kot 1.020 encioddio pe AXO (ueimon tov oyetikov kivovvov (RRR) 8,7%, [95% CI:
0,2 éwg 16,4], p = 0,045), mov avaroywkd onuaivel 6Tt og kabe 1.000 acbeveic mov Eafov aymyn emi 2
ypovia avtictoryovv 10 [CI: 0 £wg 20] emmpocheTol acheveig Tov TPoPLAGYONKAY OO VEO 1Y ALLUKO
€ME0O510. AVALVOT| TG GLUVOAIKNG BvnoudTNTaG MG dgLTEPEVOV KATAANKTIKO onueio dev £deite
Kamota onpavTikn dtapopd petald g kAomdoypéing (5,8%) kot tov AXO (6,0%).



et aviAvoT| VTOOUAd®V avE KATAoTOoT (ELPPAYLLL TOV HVOKAPIIOV, IGYOUIKO ayYELKO
eykePaAko enelsodto kat I[TAN) to 6¢pelog amodeiybnke péyioto (ETTVYYAVOVTOC GTOTIOTIKT OMpHaGio
p = 0,003) oe acbeveic mov eiyov cvumepiAneei Adym [TAN (16iwg oe ekeivoug oL glyav emiong
1GTOPIKO EUPPAYLOTOG TOL pookapdiov) (RRR =23,7 %, CI: 8,9 éwg 36,2) kot pikpotepo (0L
onpavtiKd dtapopetikd amd AX0) oe acbevelg pe ayyelakod eyke@oikd engicdoo (RRR =7,3 %, ClI:
-5,7 éwc 18,7 [p=0,258]). Xe acbeveic mov giyav coumepiinedel otn dokyun pe poévn aitoroyio
TPOCPUTOL EULPPAYLATOG TOV LLOKOPdiov, 1 KAOTO0YPEAN NTa apldUnTIKA KatdTEPN OARL Y®Pig
OTOTIOTIKA onpavTikn otagopd and 0 AXO (RRR =-4,0 %, CI: -22,5 ¢w¢ 11,7 [p=0,639]). EmutAéov,
N avdAivon piog vroopddog pe fdon v nikia £0e1&e OTL To OPELOG 0Td TNV KAOTIOOYPEAT GE
acOeveic avo Tov 75 1@V YTV LIKPOTEPO Ao €KEIVO OV TTapatnpNOnKe oe acbeveic < 75 etdv.
Emne1dn n dokiu) CAPRIE 6gv 1av o€ B€01 va EKTIUNGEL TNV OMOTEAEGUATIKOTITA TOV €L LEPOVG
VTOOUAS®V, eV EIVOL GAPES EGV O1 DLUPOPEG GTI GYETIKT ELATTMGCT) TOV KIVOUVOU GTIG VITOOUASES OVl
KOTAoTOOT £IVOL TPAYUATIKES, ) OTOTEAEGLO TOYNG.

Houdiorpiog ninQvouog

e o peAETN KAMpokovpevng docoroyiag 86 veoyvav 1 Bpeeav £o¢ 24 unvov o€ Kivouvo
OpopPwong (PICOLO), n khomdoypéhn a&roroynnke oe dradoyikég doceig tav-0,01, 0,1 kot

0,2 mg/kg o veoyva kar Bpéen ko 0,15 mg/kg povo oe veoyva. H 86on twv 0,2 mg/kg métuye
péon mocooTtiaio avastol TG Taéng tov 49,3% (5 uM ADP-gnaympuevn cuocmpevuon
OLHOTETAAIWOV), 1] OToio TV GLYKPIoIUN HE eKEtv TV evNATKOV Tov AapBdvouy KAomdoypEAN
75 mg/mpépa.

g [ TUYOOTOMUEVT], STAN-TVOAT, TapdAiniov ouddwv perétn (CLARINET), 906 moidiatpucoi
acBeveic (veoyvd kot Bpéen) Le KLAVOTIKH GUYYEVH KOPOLOKY] VOGO TOV OVTILET®OMILETOL
TOPTYOPNTIKA LE OPTNPLOKT TOPAKAUYT OO T1 GUCTNUATIKY TPOG TNV TVELHOVIKT KUKAOQOpia,
ToyatomomOnkav ya vo Aapovv kKhomdoypéin 0,2 mg/kg (n=467) 1} eiovikd eappako (1=439) poli
1e TanTOYpovn Bepoameio LeEYPL TO ¥POVO TOL YEPOVPYEIOL Gg devTepT paon. O pécog ypdvog puetaln
TNG TOPTYOPNTIKNG OVTILETOMIONC LE TOUPAKALLYN KO TNG TPMTNG YOPNYNONS TOV QUPUAKEVTIKOD
npoiovtog g perétng nrav 20 nuépes. Koatd mpocéyyion 88% tav acbevav éhafav tavtdypova AZO
(evpog 1 émg 23 mg/kg/mpépa). Agv vanpée onuovTiky S10popd Leta&d TV OpAd®Y 6TO TPOTEVOV
ovvheTo KaTaANKTIKO onueio Tov Bavdtov, Opoufmonc g mapdkapyng 1 TapéuPaong oxeTiLONEVNC
UE TNV Kapdtd pwv amd v nAio tov 120 nuepdv petd and enciodoio mov Bewpndnke Opoupwtixig
@vong [89 (19,1%) yio v opdda KhomdoypEAng kat 90 (20,5%) yio TV opdde. EIKOVIKOD opudikov |
(BA. mopdypago 4.2). H ayoppayio (Tav 1 o cuyva avapePOUEVT) OVETIOVUNTN EVEPYELL KOL OTI
dV0 OpAdEG KAOTIO0YPEANG KL EIKOVIKOD PAPUAKOV: (0GTOCO, eV VINPEE KOUio oNUAVTIKY] dopopd
GTO TOGOGTO CUOPPAYING HETAED TOV OUAS®Y. XTI LOKPOYPOVIL TAPOKOAOVONGT TNG ACPAAELNG
OVTAG TNG UEAETNG, 26 000eVElg e TNV TOPAKOUYT KOO VPIGTAEV € NAKio EVOG £TOVG EAPay
Khomdoypén émg v niikio tov 18 unvov. Kapd kawvobpila avnovyia yio tnv ac@dieio dgv
TopoTNPENONKE KOTE TN S1APKELN OLTNAG TNE HLOKPOYPOVING TOPAKOAOVON GG,

On doxpés CLARINET won PICOLO devepynniay xpnoipuomoldvtag £va cuoTtadéy dStdivpa
KhomidoypéAng. e o oxetikn pekétn Prodiobeoindtnrag o eViAMKESG, To GuaTABEY S1divpa
KAomdoypéAng £0e1&e mapOUOLo. EKTOOT] KOl EAAYIGTO VYNAOTEPO TOGOGTO ATOPPOPNGNG TOL KUPLOL
KUKAOQOPOUVTOG (0veVEPYOD) LETOPOAITN GUYKPITIKA LE TO EYKEKPIUEVO O1OKIO.

52 ®@oppokoKivnTIKES 1O10TNTES

Amoppognon

Metd and epamos Kol ETavaAapPavOopIeVeg NUEPNOIEG 0OGELG 75 mg and TOL GTOUATOG, M
KhomdoypéA amoppodtal Toxémc. To péco vynAdTEPO EMinedo T apeTAPANTNG KAOTOOYPEANG GTO
mAdoua (Kot tpocéyyion 2,2-2,5 ng/ml petd omd epdmal 660m 75 mg amd ToOL GTOUNTOC)
eppaviotnke mepimov 45 Aentd petd ™ yopnynon g do6ons. H amoppdenon eivar tovddyistov 50 %
pe Baon ) pétpnon anoPoing Tv HeTaBoAMT®V TNG KAOTOOYPEANG GTO 0VPA.



Karavoun

H xhomidoypéin kat 0 k0Pp1og KOKAOQOP®V (AveEVEPYOG) LETAPOAITNG NS, OEGUEVOVTOL AVACTPEWLLLA
UE TPOTEIVEG TOL avBpdTIVvoL TAdoHaTog (98 % kot 94 % avtictowya) in vitro. H décpevon in vitro
deV PTAVEL UEYPL KOPEGUOD Vi EVaL VPV PACUN GVYKEVIPWOOT|G.

Biouetooynuariouog

H xhomdoypéin petaPolrileton ektetapéva oto Nmap. In vitro Kot in vivo, 1 KAOTOOYPEAN
petaforileton pécm 600 KOHPLOV HETAPOAIK®Y 00GMV: Uio KATO TNV OToia e T HecoAdfnon
€0TEPACHOV VOPOADETAL GTO OVEVEPYO TOPAY®YO TOV KupPBouiikov 0&€og (85% Tmv KuKAOPOPOHVTI®V
petafortmv) Kot pio He T pecoAdfnon moAlamAdv kutoxpoudteov P450. H khomdoypéin
petaBoriletar apyikd otov evoldueco petaforitn 2-oxo-clopidogrel. Eraxolovbog petafoicudc tov
gvdlgpeoov petafoiritn 2-oxo-clopidogrel £xel wg amotédesa T dSnovpyio TOV SPUGTIKOD
petafoiitn, éva mopdywyo 0e0ANG. In vitro, avti 1 petafoiiky 066¢ pvOuiletor omd to CYP3A4,
CYP2C19, CYP1A2 kot CYP2B6. O evepyog petaforitng 0g16An, o onoiog anopovadnke in vitro,
GUVOEETOL YPIYOPO. KO UT) OVOGTPEYILO. LLE VTTOOOYEIG AIOTETAM MY, 0VaGTEALOVTOG £TGL T
GUGOMPEVGT TMOV OLUOTETUMMV.

H Chax TO0 dpaotikov petafolitn sivol Sumhdoio petd amd pia epdmas d6om eoptiong tov 300 mg
KLOTd0YpEANG OGS gival HETA amd TEGEPIS NUEPESG He dOom cuvtpnong TV 75 mg. H Crax
mTopaTnPEiTal Kotd Tpocéyyion Hetd amd 30 €wg 60 Aemtd peTd T YopNynon g 06omnG.

Amofoin

2tov avBpwno, petd omd pia amd Tov 6TORATOG 00T KAOTOOYpEANC ceonuacpévng pe 14C, to 50%
nepinmov amofdailetal pe To ovpa Kot To 46% mepinov pe ta kémpava og ddotnpae 120 opdv PETd amd
T Aym g d0omg. Metd and epdmaé doomn 75 mg and Tov GTOHOTOG, 1| KAOTIOOYPEAN £xEL YpOVO
nuioelog {ong mepimov 6 dpeg. O ypoVOg NUIGELNG OTEKKPITTG TOV KOPLOL KUKAOPOPOVVTOG
(avevepyoD) petafolritn NTav 8 MPEG, LETA A0 TNV EQATAE Kot ETOVAAAUPOVOLEVT] YOPTYNOT).

Dopuoroyevetikn

To CYP2C19 gumiéxetar otn onpiovpyia Kot Tov dpacTikod LETAPOAITN Kol TOL EVOIAUESOV
petapoiitn 2-oxo-clopidogrel. H poppoicokivn Tk Kot 1) dvTIOTETOALOKT SpAoT] TOV SPOCTIKOD
petafolitn g kKAomdoypEAng, Omwme PETPNOMKAY LE €X VIVO HETPNOEIS TNG GUGCMOPEVLGTC
OLOTTETAAIV, S10PEPOVY avaroya pe To yovotumo Tov CYP2C19.

To aAnAdpoppo CYP2C19*1 avtiototyel oe TANPOC AEITOVPYIKO LETOPOAICUO, EVED TA CAANAOLOPPA.
CYP2C19*2 ka1 CYP2C19%3 givar pun Aertovpywkd. Ta adAniopopea CYP2C19*2 kar CYP2C19*3
gvBvvovtar Yo TNV TAEOYRPI0 TOV AAANAOLOPO®V pe pPetwpévn Agttovpyio otoug Koavkdsiovg (85%)
kot 6Tovg Actdteg (99%) pe petmpévn petaforixn Aettovpyio. AAlo aAAnAopopea mov cyetilovral
HE OmOVTO 1) LELWUEVO LeTABOAOUO glvar AtyoTepo ovyva kot tepthappavouy ta CYP2C19%4, *5, *6,
*7 a1 *8. 'EvagacOevig pe petopévn petafoiikn Aettovpyio 0o dtabétel 600 alinAdpopea pe
EMheym Aertovpylog Onwg opileton mapamdve. Anpocievpéveg cuyvotnteg yovotinwv tov CYP2C19
pe petopévn petafoiikn Aettovpyia etvan Katd mpocéyyion 2% yia toug Kavkdasiovg, 4% yua toug
Mavpovg kot 14% yia toug Kiwvélove. Yrapyovv dtobéoipeg dokipnacies yio Tov opiopd T0L YOVoTOTOL
tov CYP2C19 gvog acbevoic.

Mio, pedét daotadvpwong oe 40 vy dropa, and 10 oe kaOe pia omd TIg TEGGEPIS KATNYOpPiEg
petafoiikng wovotntag tov CYP2C19 (mohd vynAn, ekTeTapévn, evoldpeon Kat HEtmIEVD),
aEOAOYNGE TN POPUOKOKIVITIKT KOL TIV OVTATOKPLON TOV ALUOTETOM OV ypnoiponotmvtog 300 mg
KAomdoypéAng mov akolovbeitat amd 75 mg/Mmuépa kot 600 mg mov akolovbeitar amd 150 mg/muépa,
70 KaBéva Yo 5 nuépeg cuVoAKA (oTtafepomomuévn katdotoom). Aev TapatnpnOnKay GNUAVTIKES
dlpopég otV £kBe0T GTO dPUCTIKO HETOPOAITN KOl OTN HECT] OVOIGTOAN TNHG GLGCOPEVCNG TOV
awponetariov (IPA) peta&d ekeivov pe modd vymAn, eKTETOUEVN Kot EVOLAUEST) LETAPOAIKY
KavOTNTO. ZTO GTOMO UE LELMUEVT LETOPOALKT] IKAVOTNTA, 1) £KOECT GTOV dpacTIKO PETAPOAITN
pewmdnke katd 63-71% cvykpirikd pe ekeiva pe ekteTapévn petafoitkn] ikavotnto. Metd to
docoroyiko oynue 300 mg/75 mg, o1 AVTIHOTETOAMOKES OVTOTOKPIGELG LEtmONKOY GTo ATOO e
petmpévn petafoicn uovotnro pe péon IPA (5 uM ADP) 24% (24 opeg) xat 37% (Huépa 5) ommg



ovykpinke pe v IPA 39% (24 mpeg) kot 58% (Hpépa 5) oo dropa pe eKTETOUEV HETABOAKN
wovotnTa Ko 37% (24 mpeg) ka1 60% (Huépa 5) ota dropa pe evolapeon PeTABOAIK KavOTNTa.
Otav o dtopo pe PEIMUEVT LETAPOAIKT IKOVOTNTO, EXAPaV TO SOGOAOYIKO GYNMUE TOV

600 mg/150 mg, N ékBeom 610 dPAGTIKO HETOPOAITN NTOV UEYOADTEPN OTTO TO HOGOAOYIKO YN0 TV
300 mg/75 mg. EmnpocOeta, n IPA ftov 32% (24 dpeg) ka1 61% (Huépa 5), mov ftav peyoalvtepeg
amo OTL 6TO ATOUO PE UEIWUEVT] LETAPOAKN KAVOTNTO TOV EA0POV TO SOGOAOYIKO GYTLLOL

300 mg/75 mg Ko Tapdpoleg He Tig GAAES onades petofoiikng Aettovpyiog tov CYP2C19 ov éhafav



70 docoroyiko oynue twv 300 mg/75 mg. 'Eva katdAAnio 6060A0Y1KO oyfia yia cvtd Tov Tinbououd
acBevav dev £xel kabiepwbel og KAMvikEG dokipég EkPaomg.

SOHUQ®VA UE TO TOPOTOVD UTOTELECUOTA, GE L0 LETA-0VAAVGOT TToVL TTepleAdupave 6 pneléteg e
335 dropa oL AVTIHETOTIOTNKAY LE KAOTOOYPEAN 0 oTafEpOTOIMUEVT KATACTAON, KaTadelyOnke
ot €kBeon oto dpactikd petaforitn peimdnke katd 28% yio o dropa pe evOldpest HeTaPOAKY
Aertovpyia kot 72% yio ToL ATOUOL PLE LEWWUEVT] LETAPOAIKT AELTOVPYID EVE 1) AVAGTOAN TG
cveompevong aporetariov (5 uM ADP) peidbnke pe dwapopéc oty IPA tov 5,9% wan 21,4%,
avtioTotya, OTav cuYKpiOnKe pe To dTopa e EKTETANEVT HeTAPOAIKN AgtTovpYia.

H emppon tov yovotimov tov CYP2C19 otig KAvikég exkPdoslg o 060gveic TOL AVIILETOTIOTNKAY e
KAOTOOYPEAN dev Exel a&loAoynOel 6€ TPOOTMTIKES, TUYOLOTOINIEVES, EAEYYOLEVES OOKIUEG. 'Eyet
vrapEet Evag aplipog avadpOUIK®Y OVOADGE®MV: MGTOCO, Yo TNV aS0AdYNoN QLTS TG EMOPAONG GE
ac0eveic TOv £Y0VV AVTIUETOTIOTEL PE KAOTIOOYPEAT KO Y10 TOVG OTTOIOVE VITAPYOVY YOVOTUITIKAL
aroteléopata: CURE (n=2721), CHARISMA (n=2428), CLARITY-TIMI 28 (n=227),
TRITON-TIMI 38 (n=1477), kau ACTIVE-A (n=601) 6mwg kat évag aptOpog dSNUOGIEVUEVOV HEAETOV
KOOPTNG.

Ytnv TRITON-TIMI 38 kot og 3 and 115 peréteg kooptg (Collet, Sibbing, Giusti), 11 cuVOVAGHEVT
opnado acHevov e gite evoldueo, €ite LEIOUEVT] HETOPOAIKT IKAvOTNTA EiXOV VYNAITEPT GLYVOTITA
Kapdloyyelok@v cvpuPopdtov (Bdvatog, EPEPayo TOL LLOKOPSIOV Kol UYYEOKO EYKEPAAIKO
€nec6010) M OpduPwong g evéorpoeong (stent) GLYKPLITIKA LE TA ATOUO UE EKTETOUEVT UETABOAIKN
KOVOTITO.

Ymv CHARISMA «a1 o€ puo pedétn kooptng (Simon), pio avEnpévn cuyvotnta cupfopdtov
napoTnPNONKe HOVO 0TO ATOUO LE PELOUEVT LETAPBOAIKN IKOVOTNTO OTAV GUYKPIONKAY LE TO GTOMO LIE

EKTETAUEVT] LETAPOAIKT IKOVOTI T,

v CURE, omv CLARITY «ot og pua omd 116 perétec kooptng (Trenk), dev mapotnpndnke
avénuévn cuyvotnta coppapdtov Bacet TG HETABOAKNAG KOVOTNTOC.

Kopio amd avtéc tig avalvoelg dev iye o péyebog yuo va evtomicet dapopég otnyv Ekfaon tov
OTOU®V LUE UEWOUEVT] LETOPOAIKT IKOVOTNTA.

Ewdwoi mAinbvopuoi

H poppokokivntikn Tov Spactikod PeETafoAitn TG KAOTOOYPEANG eV EIVOL YVOOTH GE QLTOVG TOVG
€101K00¢ TANBvouovg.

Negpixn dvolertovpyio

Metd and enavarapPoavopeveg 066elg 75 mg KAOTIOOYPEANG TNV NUEPQ GE ATOWA [Le COPOPT] VEPPIKN
véo0 (kabapomn kpeatviving omd 5 puéypt 15 ml/min), 1 avoGTOAN TG GUGCOPEVONE TOV ALLOTETAA WOV
nov pokaAeitan and v ADP fitav yapniotepn (25 %) amd avt| Tov mopatnpndnke o€ vy dropa,
®OTOGO, 1 TOPATOGT TOL YPOVOL POTG NTOV TOPOLOLN LE EKEIVY] TOVL KATOYPAONKE GE VY] GTOLO TOV
elapPovay 75 mg kKhomdoypéing v nuépa. Emmpocsbétme, n kAvikn avoyn ftav koA o 6A0Vg
ToVG 0obeveic.

Hromixy dvoierrovpyio

Metd and enavoropPavopeves d6celc 75 mg KAomidoypéAng tnv nuépa yia 10 nuépeg o€ acbeveig pe
cofapn NraTIK SVCAEITOVPYIQ, 1| AVAGTOAT TG GLGCMPEVCONG AUOTETOA®Y dtapécov g ADP ftav
TapOUOL [LE EKEIVN TTOL TTapaTNPNONKe o€ VY dTopa. H péon moapdtacn Tov ¥povov pong nTav
emiong mapdpola 6Tig 600 OUAOES.

Dovin
O gmmoloopog v aAlnropopewv tov CYP2C19 ov oyetilovton pe eVOLIUESO 1| TEPLOPIGUEVO
petapoiiopd tov CYP2C19 dwpépet avaroya pe t uArn/eBvikotnta (BA. apuakoyevetikn). Ao



Biproypapia, vTapyovv meplopiopéva dedopéva drabéoipa yio va aEloAoynOel n KAviky enintwon og
TAnBvucpovg Aclotdv, yovoturev avutol Tov CYP yia v epedvion copfopdtoav g kAvikn éxfaon.

5.3 Ipoxivikd dgdopéva Yo TNV 06QAAELN

Koatd ) didpketa Tov pn KAVIKOV LEAETOV G 0povPOiovg Kol GE UTAUTOVIVOLS, Ol TTO GLYVA
TOPOTNPOVUEVEG EMOPAGELG NTAV NIATIKEG OAAOIDGELS. AVTEG Tapo TP ONKaY 6€ dOGEIS TOV
AVTITPOCHOTEVOVY TOVAGYIGTOV 25 Qopég TNV EkBeom mov mapatnpndnke g avhpdITOVE TOV
edapfovay kKhvikég 066e1g TV 75 mg/muepnoimg Kot fTay enakdAovfo oG exidpacnc 6T NTOTIKG
petapoiika Evlopa. Kapio exidpacn oto nmatikd petaforikd Evloua dev mopatnpnonke o
avOpdTOLE TOL ELAUPAVAY KAOTIOOYPEL OTIC BepameVTIKES OOCELS.

e oA LYNAEG 0OGELS, avapEpOnKe eTioNg TEPLOPIGUEVT] YACTPIKY avoyT] (YUOTPITION, YOOTPUKES
SPPpOTIKEG AALOIDGELG KOUT EUETOG) TNG KAOTOOYPEANG GTOVG BLPOVPOIOVS KOl TOVG UTOUTODIVOLG,.

Agv vmp&e kapio EvOgiEn kapkivoyovov dpdong otav 1 KhomdoypéAn yopnyndnke yio 78 efdouadeg
o€ TovTIKovg Kot Yo 104 eBoopddeg oe apovpaiovs, oe docelg pExpt kat 77 mg/kg tnv nuépa (n omoia
OVTUTPOGMTEVEL TOVAAYLOTOV 25 @opéc TV £kBeom mov epeaviletor otovg avBpdmove Tov Aappdvovy
75 mg/muepnoimg).

H xhomdoypéin €xerl dokipnacBel oe pia oepd in vitro kot in vivo Yovoto&ik®v LEAETMV Kot dev €51
yovoto&ikdtnra. H khomidoypéin de Ppébnie va £yl enidpacn Gt YOVILOTNTO TOV APCEVIKMV Kot
TOV ONAVKOV 0povpaimy Kol OV NTOV TEPATOYOVOC 0VTE GTOVE APOVPAioVg 00TE 6T KovvEMA. OTov
yopnynonke oe OnAdlovteg apovpaiovg, n KAOTSOYPEAN TPoKdAese Ehappld kaBuoTépnon oty
avamtuén Tov amoyovov. Eidikéc @aprakokivTIKEG HEAETEG TTOL £YIVOV UE PAOIOGECT|LOGUEVN
KAoTd0YpEAN €6e1Eav OTL | UNTPIKN ovoia 1} ot petafolites Tng ekkpivovial 610 yaia. Emopévac, pia
apeon emidpacn (Mo To&KOTNTA), 1 Ui Eppecn exidpacn (LEimON TG YEVOTIKNG KavOTNTAG) OEV
umopet vo amokAelcOet.

6. DOAPMAKEYTIKEX IAHPO®OPIEX
6.1 Koatdroyog ekdoyomv

Hvpnvag diokiov:

Kvuttopivn pukpokpuoTaAlikn

Avoopo kKoALoedEg 610E€1610 TOL TLPLTIOV
Kpoomofioovn (tomov A)
IToAvaBvievoyivkdin 6000

Kiérato vdpoyoveuévo

Emnwdioyn:
[MoAvfwvoiaikooin

Tiraviov d10&gidto (E171)

10mpov o&gidio epubpo (E 172)
Kitpwvo o&eidio tov oonpov (E172)
Télkng

IToAvaBvievoyilvkoin 3000

6.2 AovpparétnTeg
Agv epappdletar.
6.3 Awdpkera ong

3 xpovia.



6.4 Iowitepeg TPoPLAGEELS KOTE TNV OVAXEN TOV TPOIGVTOG
DuAdooeTe TNV APYIKN CLCKEVAGIN Y10l VO TPOGTATEVETOAL OO TNV VYPAGIO KOl TO P®G.
6.5 @von Kol GLOTATIKE TOV TEPLEKTN

Kvoyéheg amd OPA/AI/PVC-Al mov mepiéyovv 7, 14, 28, 30, 50, 56, 84, 90 kot 100 emtkaivpupéva pe
AT VWEVIO doKiA GE KOVTL.

Mmropei va pnv KuKAOQOPOLV OAEG Ol CUCKEVAGIEC.
6.6 Iowitepeg Tpo@uAaEels ambppyng

Kopio €181kn vroypémon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Mylan dura GmbH, Wittichstralie 6, D-64295 Darmstadt, Germany

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/09/560/001-009

9. HMEPOMHNIA IMTPQTHXE EI'KPIXHY / ANANEQYXHY. THX AAEIAX
Hpepounvia mpdtg €ykpiong: 21 Zentepfpiov 2009

Huepounvia tedevtoiog avavémong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepn TANPOPOPLOKY GTOLYEIR Y10 TO TPOTOV glvar drabéoipa oty 16T0ceAida Tov Evpmmaikod
Opyavicpov @apudkov http://www.ema.europa.eu/.




ITAPAPTHMA 11

IHAPATQI'OX (0Ol YIIEYOYNOX(OI) I'TA THN
AITIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KATI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI 'H ITIEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHIH TOY ®PAPMAKEYTIKOY
MPOIONTOX



HAPAT'QI'OX(0I) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IMAPTIAQN

Ovopa kat d1evfvvon tov(twv) Topaywyov(dv) Tov gival vTevduvog(ot)ylo TNV TodEGUELTN TMV
TAPTIO WV

KRKA, d.d., Novo mesto
Smarjeska cesta 6

8501 Novo mesto
>hoBevia

TAD Pharma GmbH
Heinz-Lohmann-Straf3e 5
27472 Cuxhaven
Teppovia
270 £VTUTO PUALO OJNYIOV XPNOEMG TOV POPHLOKEVTIKOD TPOIOVTOC TPETEL VO OVALYPAPETOL TO OVOLLOL
Kot 1 d1evBuvon Tov Tapayyoy oV Eival LTEVOVVOC Y10l TNV ATOSEGUEVOT| TG GYETIKNG TAPTIONG.
B. OI OPOI'H OI HIEPIOPIZEMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

DoppoKeLTIKO TPOTOV YL TO OTOT0 OTALTEITOL LOTPIKT) CUVTAYT)«

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

o Ex0¢oe1g meprodiknig wapakorovdnong g acparelag

O kdroyog adetog kukAopopiog Bo katabéTel ekBEcELG TEPLOGIKNG TOPAKOAOVONONG TNG AGPAAELNG V10!
T0 &V AOY® TTPOIOV GOUG®VA LE TIG AMOLTNOELS TTOV 0pilovTol GTOV KATAAOYO LE TIG UEPOUNVIES

avapopdg ™ Evoong (katdloyoc EURD) mov mapatifetor oto ApOpo 107y mapdypapog 7 g
Odnyiag 2001/83/EK kan €xel dnpoctevbei 0Ny evpoRATKT SIKTLOKT TOAN Y10 TO PAPLOKO.

A.  OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

2yéowo Awoyeiprong Kivovvoo (ZAK)

Agv gpapprdletar.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

20



A. ENIXHMANXH
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ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI

| 1.

ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Clopidogrel dura 75 mg, emkolvppéva, pe Aemtd vuévio diokio

clopidogrel

2.

YYNGEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdabe emodvppévo pe Aemtd vuévio diokio mepiéyel 75 mg KAOTO0YpEAT (MG VIPOYA®PIKN).

| 3.

KATAAOI'OX EKAOXQN

[epiéyer emiong Kuk€raio VOPOYOVOUEVO.
AwPaoTe T0 POALO 0INYIDV Y10 TEPIGGOTEPEC TANPOPOPIES.

| 4.

PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOCMENO

7 emukoAoppéva te AETTO LUEVIO dloKia
14 emkaAvppéva pe AeTTo LUEVIO dloKio
28 emKaAVUUEVO LE AETTO DUEVIO dloKiol
30 emkoAivppéva pe Aento vUEVIO OloKia
50 gmKkoAvppévo e AETto VUEVIO OloKia
56 gmkoAvppévo Le AETTO VUEVIO OloKiaL
84 emicodvppévo Le AETTO VIEVIO O1GKI
90 emkaAvppéva pe AETTO DUEVIO S1GKIaL
100 emuolvoppéva, e AETTO LUEVIO dloKia

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte T0 PUAXO 0INYIOV TPV 0Td TN YOPTYNON.
Amo6 oTtONATOG YpTIoN

6.

EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TITAIAIA

Na pvidooetar og Béon v omoia dev PAETOLY Kot dev Tpoceyyilovv To TodLdL.

[ 7.

AAAH(ET) EIAIKH(EZ) IPOEIAOIMOIHZH(EIX), EAN EINAI ATAPAITHTH(EX)

| 8.

HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAAGGETE GTNV APYLKN GCLCKEVAGIN Y10 VO TPOGTUTEVETOL OTO TNV VYPOGIO KO TO POC.

10. JAIAITEPEX ITPO®YAAZEEIX I'IA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

| 11. ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®QOPIAX

Mylan dura GmbH, Wittichstralle 6, D-64295 Darmstadt, Germany

[12.  APIOMOX(OI) AAEIAX KYKAO®OPIAY

EU/1/09/560/001-009

| 13. APIOMOZX IIAPTIAAY

IToaptida

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOITEITAL LOTPIKT CLVTOYT.

| 15. OAHIIEX XPHZHX

‘ 16. HAHPO®OPIEX ZE BRAILLE

Clopidogrel dura 75 mg

23



EAAXIXTEX ENAEIZEIX ITOY ITPEIIET NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER'H XTIX TAINIEX

KYYEAH

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Clopidogrel dura 75 mg, emtkaAvppuéva pe AeTTO LUEVIO dlokia

clopidogrel

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Mylan dura GmbH

|3.  HMEPOMHNIA AHEHE

AHEH

| 4.  APIOMOZX IIAPTIAAY

IToaptida

5. AAAA YTOIXEIA

24



B. ®’YAAO OAHI'TQN XPHXHX
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®VYAro ooNYIOV rpiong: IIAnpogopiss yro Tov yp1otn

Clopidogrel dura 75 mg emkaioppéva pe Aentod vpévio dwokia
clopidogrel

AP aoTE TPOGEKTIKG 0AOKANPO TO QVAAO 0ONYLOV YP1 OIS TPOTOV UPYICETE VO, TAIPVETE AVTO TO

QOaPLOKO, OLOTL TEPLAUUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DuidEte avtd TO EUALO 0dNYIDV XpNons. Towg ypelaotel va to dPfdcete Eavda.

- Edv éxete mepartépom amopieg, poTNOTE TO Y10TPO 1] TO PAPLOKOTOLO GOC.

- H ocvvtayn yio avtd 10 eappoako xopnynonke amokAeloTikd yio oag. Agv Tpémel vo SOCETE TO
@appoko oe dAlovg. Mmopet va Tovg Tpokadésel PAAPT, akdpa Kot OTav To oNpeio TG
ac0£veldg Toug givarl idla pe ta S1kd Gog.

- Edv mapoatmprioete Kamolo ovemBOUNTn EVEPYELD, EVILEPDGTE TOV YLOTPO 1] TOV QAPLOKOTOLO
c0G. AvTd 1oyvel kot yio, kabe mhovy avemBOUNTN EVEPYELN TOV OEV OVOPEPETOL GTO TAPOV
@OAAO 0OMY1DV ypriong. BAéne mapdypago 4.

T epréyer To mapoév VAL 00N YLOV

T eivon to Clopidogrel dura kot oo ivan 1) xprior tov

T mpénet va, yvopilete mpotov mapete To Clopidogrel dura
og va mapete to Clopidogrel dura

[TBavég avemBounteg evépyetleg

[Mwg va puidocetat to Clopidogrel dura

[epreydpevo g cuokeLOTING KOl AOUTEG TANPOPOPIES

S e

1. Tu givan To Clopidogrel dura kot oo givor 1 (pricn Tov

To Clopidogrel dura mepiéyet KAOTSOYPEAN KOl AVAKEL OE LU0l KATYOpio popUdK®my mov ovopdloviot
OVTIOLLOTETAALKA QOPUOKEVTIKA TpoiovTa. To elonetdAtlo elval TOAD pKpA cOUOTIOW TOL aipaTog,
T0 07010 GLYKOAA®VTOL KaTd TNV THEN TOV aipaTtog. To avTIHOTETAMAKE POPUAKEVTIKA TPOIOVTOL
EUTOSILOVV AT TN CLGGMPELOT] KOl £TGL PEIOVOVVY TIC THAVOTNTES GYNUATICHOD OpouPmv
(dwdikacio wov ovopdletal Opoupwon).

To Clopidogrel dura Aapfdvetal amd-eviAKeg Yo TNV TPOANYN GYNUATIGLOL Bpoufov ota
oKANpLUEVE apoPopa ayyeia (aptnpieg), pa ddikacio yvooti cav adnpobpdupwon, Tov propet va
odnynoet o€ anpobpouPfotiKd exe1cod0 (OTMG IGYAYKO AyYEINKO EYKEPUAKO ETEIGOO10, KOPOLOKO
enelo6o10 1 0avato).

To Clopidogrel dura cag éxet cuvtayoypoendet yio va Bondncetl otnv amo@uyn oynUaticpod 0poupov

KOl VO EMOTTOOEL TOV KIVOLVO 0TV TV ENEIGOIMV EMELN:

- "Eyete pio maOnomn oxAnpouvong tov aptnpldv (emiong yvmotn cav adnpockinpouven), Kot

- "Eyete 16T0p1kd Ko pdloKod ETEIC0O10V, IGYAUIKOD OYYELNKOD EYKEQPUAKOD ETEIGOSIOV 1|
TAGYETE QMO 10 KOTAGTACT] YVOOTN MG TEPLPEPIKT APTNPLAKT VOGO

2. Tvrpéner va yvopilete wpwv vo wapete to Clopidogrel dura

Mnyv napere to Clopidogrel dura:

. o€ MEPIMTOON CALEPYIOG OTNV KAOTIO0YPEAT 1) GE OTO10ONTOTE GALO OO TO GLGTATIKA AVTOV
TOV PAPUAKOL (AVOPEPOVTOL GTNV TOPAYPAPO 6)

. ov €YETE pia Tpikn wdhnorn mov TpoKaiel evepyn aopparyio OT®MG EAKOG GTOUAYOL 1
EYKEPAAIKT| atpopporyia,

. gdv maoyeTe amd cofopr| NraTikn vOGo.

Av moteveTe 4TL OTOOONTOTE OO AVTA GOC APOPOVV 1 AV EYETE TNV TAPOULIKPT OUEIPoAia,
ovpPovievbeite tov yotpd cag npv mapete Clopidogrel dura.
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Ipogrdomomceis kKot TPoPVAGEELS
AV 0mo100MTOTE OO TIC TO KATM OVOPEPOUEVES KATAGTACELS LOYVEL Yol GOC, Bo Tpémer val
EVNLEPMGETE TO Y1UTPO GO¢ TPV ypnotponomoete to Clopidogrel dura:

. €4V VITaPYEL KivOuvoc apoppoyiog 6w

- iOnon mov cag BETEL og KivouVo E0MTEPIKNG Otpoppayiag (7., EAKOC GTOUAYOVL).

- alpatoAoyikn dwatopayn €&’ artiag tng omoiog £xete TPod1aheon Yio ECOTEPIKEG
alpoppayies (apopparyieg 6To E0OTEPIKO OTOLOVINTOTE IGTMV, OPYAV®V 1) apBpdoemv
TOVL CONATOS GOG)

- TPOGPUTOC GOPaPOG TPAVUATIOUOS

- TPOCPOUTN XEWPOVPYIKN ETEUPOOT (CUUTEPIAAUPOVOUEVOVY KOl TOV 000VTIOTPIKOV
enepuPdoewv)

- TPOYPOAUUATICUEVT] YEPOVPYIKT| EMEUPAOT (CUUTEPIAAUPAVOUEVOV KoL TV
000VTIOTPIKAV EMEUPACEDMV) LEGA OTIG EMOUEVES ENTA NUEPES

. €av elye oynuatiotel OpopPog oe Kamowo apTPic TOV EYKEPAAOL GOG (IOYOUIKO AYYELKO
EYKEPAAIKO EMEIGOS10), TO OTOI0 GUVEPT KATA TN SIAPKELN TOV TELELTAIMV EXTE NUEPDV

. €dv TAcYETE AMO VOGO TV VEPPAOV 1] TOL NTTATOG.

. €av elyate oAiepyia 1 avTidpooT G€ OTOLOINTOTE PAPLLAKO TOV YPTCLUOTOLEITE Y10l VL

OVTILETOTICETE TNV 00OEVELD GG,

Evoowm naipvete to Clopidogrel dura:

. B0 TPETEL VO, EVIILEPDGETE TOV YIATPO GUG EAV EXEL TPOYPOLLOTIOTEL KATOH YELPOVPYIKN
enépPoon (copmephapPavopévng tng 0d0VIIOTPIKNG ETEUPAONG).
. Bo Tpénel ENIOMG VAL EVILEPDGETE TO YOTPO GO OUECHS EAV TAPOVGLAGETE Lia LOTPIKN

Kkatdotoon (eniong yvooti o¢ ®poufotiki @popuforevikn [Hopevpa 1 TTP) mwov meprhapPdvet
TUPETO Kol UOADTEC KAT® otd TO SEPILO. TTOL UTTOPEL VO ELPAVIOTODV ¢ EPVOPEC KNAIDES, e 1)
yopic ave&nynt vaepPoiikn KOTWOT, GUYYVON, KITPV ATOYPOOCT) TOV SEPUATOG 1| TOV LOTIOV
(iktepoc) (PA. mapdypapo 4 «ITiBavég avemBOuNTEG EVEPYELESY).

. Edv xomeite 1| Tpavpatioteite, iomg xpelaotel TePIGGOTEPOS OO TO GLVNOIGUEVO YPOVOG YiaL VL
OTOUOTNOEL 1] caupoppayic. Avtd oyetiCeTol pe TOV TPOTO dPAGTG TOL PAPUAKOV aPov eUmodilet
T dvvatoTnTo dMpovpyiag OpouBov. o pkpng onuaciog KOYIHOTO Kot TPAVUATICUOVG, TT.X.
ey xomeite, katd 10 EVpPLopa, cLVNOWG dev Vapyel TPdPAnua. [lapodra avtd, edv avnovyeite
AOY® ™G apoppoyiag cag, Do TPEmeL va EMKOVMVIGETE LE TO YTPd 60¢ apécms (PA.
mopaypago 4 «ITiBavég avemBOunteg evépyetec»).

. O ywtpdg cag propei ve {ntioet eEgtdoetg aipatog.

Mowora kor £pnpor
Mn divete avTd TO PAPLOKO GTO TOLSIG ETEON deV €xel dpdon.

Adlra @dppoxa ko Clopidogrel dura

Evnuepoote tov y1otpd 1 TOV @OpULAKOTOL0 G0 4V maipvete, £xETe TPOGPOTA TAPEL 1) puiwopel va
TépeTe AAAA PApLOKO, OKOUO KOL QVTA TTOL OEV GOG £oVV yopnynoel pe cvvtoym.

Kémow dAha pdppaxe pmopel va emnpedoovy tn ypron tov Clopidogrel dura 1 avtictpoga.

27



Ewdwotepa, Bo mpémet vo evnuepdoeTe TO Y10TPO GOg AV AapPAveTE

- O7tO TOV GTOUOTOG AVTIUTNKTIKG, PAPLLOKO TOV (PN CLULOTOOVVTOL Y10l T LELDOT) TG
TNKTIKOTNTOG TOL AipaTOC,

- KOO0 U] GTEPOEIDEG AVTIPAEYUOVMDOES PAPUAKO, TOV XPTCILOTOIEITAL GUVHOWS YiaL Tn
Oepomeio en®OVVOV KON PAEYUOVOIDY KUTOGTAGEDY TOV LOMV 1 T®V 0pOpdcE®V,

- Nmapivn 1| 0TOLOINTOTE GALO EVEGILO PAPUOKO TOV XPNCLUOTOLEITOL Yo TN UelmoT TG
TNKTIKOTNTOG TOL OiATOC,

- openpaloAn, ecopenpalOAn 1 GUETIOV, PAPLOKO Y10 TNV OVIYLETMOTIOT] CTOUMYIKMOV
EVOYANCEDY,

- @AovKovaloAn, fopikovalOAn, GurpoProacivn, 1| YA®POUPAIVIKOAT, PAPLOKO, VIO TV
OVTILETAOTIOT POKTNPLOK®Y KOl LUKNTIONGIKOV AOLMEEMV,

- @Aovo&etivn, pAovBoapivn N LOKAOPBEUION, PAPLOKO Y10 TNV OVTILETMTIOT TNG KATAOAYNG,

- kapPopalenivn | o&kapPalenivn, APLOKA VIO TV OVTILETMOTION OPIGUEVOV LOPODYV
emunyiog,

- TIKAOTILO VY], EVaV GALO CVTIOUOTETOALOKO TTAPAYOVTQ

Mio, ep1loTacioKkn ¥pNnon akeTLAOGOAKLALKOD 0&€og (Ox1 Tepiocdtepo amd 1000 mg e didotnuo 24
®pOV), pia ovcio ToL ATAUVTATOL GE TOAAG QOPUOKEVTIKE TPOIOVTO TOV (PN GILOTOLOVVTOL Y10 TV
OvVOKOVQLoT A TOV TOVO Kot TN HEIMON TOV TUPETO, OV Ba TPEMEL YEVIKE, VO, TPOKAAEGEL KATOL0
TPOPAN LA, EVD GE AALEG TEPIMTMOELS, TAPATETAREVT XpToT Ba Tpémel va cuintnOel pe 1o yoTpd cog.

Kinon ko Onraocpog
Eivor potipndtepo va unv maipvete avtd 1o @ApUAKO Katd T Siipkeld TG KONoNG.

Av glote £ykvog 1 vroy1aleote OTL €l0TE £YKVOC, Bal TPEMEL VO, EVILLEPDGETE TO YIATPO N TO

eopurakonotd cog mpwv AdPete Clopidogrel dura. Av peivete €ykvog evd Aapfdvete Clopidogrel dura,
cuppovievbeite 10 YioTpo c0G apEcms, kKaBmg oe cuvioTdtal 1 AN KAOTIO0YPEANG KaTd TN dtdpKela

™ng Konong.

Agv mpémet vo ONAaleTe evd pNOLOTOLEITE QLTO TO PAPLLAKO.
Edv Onhalete 1) oxedidlete va Onraocete, LWIAOTE LE TO Y1OTPO GOC TPV TAPETE OVTO TO PAPLLOKO.

ZnTNOoTE TN GLUPOLAT] TOV YLOTPOV 1. TOV POPLOKOTOOD GOG TPOTOV TAPETE OTOLOONTOTE PAPLAKO.
001 ynon Ko YEPGUOS PNYOVAOV

To Clopidogrel dura givat anibavo vo exnpedost TNy wavotntd cog vo odnyeite N va yepileote
HNYOVES.

To Clopidogrel dura wepiéyel vopoyovOpEVo KiKELALO.

Eivar mBovo vormpokaAiésel oTopoytkn dtatopoyn Kot Siéppota.

3. g va wapete o Clopidogrel dura

[Idvrote va maipvete 0TO TO PAPUOKO ALGTNPE GUUPOVE, LLE TIG 00T YIES TOV YLOTPOV 1 TOL
Qappakonolod cag. Eav éxete appifolieg, potiote TOV Y10TPO 1 TOV PUPUOKOTOLO GOG.

H ouvnng 660 eivar éva, dickio Clopidogrel dura twv 75 mg v nuépa, 10 0moio TPEmeL va.
AapPavetor omd To oTOHN PE 1 Y®PIC TPOPT KoL TNV 1Ot dpa. KAbe pépa.

To Clopidogrel dura 8a mpénet va to maipvere yio 660 S1AGTNHO O YTPOS GaG cuveE)iLEL va GOG TO
GUVTOYOYPOQEL.

Edav mapete peyardtepn 66on Clopidogrel dura amd tnv kavoviky
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Emicowvoviorte pe 10 yiatpd 6og 1 TV TANGIEGTEPT] VOGOKOUELNKT VINPECIO EKTOKTMV TEPIGTATIKMV
AOY® TOL aENPEVOL KIvdhvou aipoppayiog.

Eav Eeyaoete vo wapete to Clopidogrel dura

Av Egyaoete va AaPete pia 06om Clopidogrel dura kot to Bounbeite péoa oe 12 dpeg amd ™
ocuvnbiopévn cog dpa, AaPete To d10Ki0 Gag AUECMS Kot Katomy AAPETe To EXOUEVO dloKio TNV
cuvnoiopévn opa.

Av 10 Egypdoete Yo mEPLEGOTEPO AN 12 Ddpeg AMANDG AAPETE TNV EMOUEVT KOVOVIKT OO0 0T
cuvnoopévn mpa. Mnv mapeTe SITAT 60T Y10 VO OVOTANPAOGETE TO S10KI0 TOL EEXAGOTE.

Edv otapatiocete vo naipvere to Clopidogrel dura
Mn SWKOTTTETE TNV AYOYT] EKTOS KU1 OV GO TTEL 0 YIUTPOS 060G VO, TO KAVETE. Emkowvmvnote e to
Y10Tpd 1 TO POPLOKOTOLO GOG TPV TO CTALOTI|OETE.

Edv éxete meplocdtepeg epmTIOELG GYETIKA LLE TN YPTOT AVTOV TOV QUPUAKOL POTNGTE TO Y10TPO 1) TO
QOPUOKOTOLO GOG.

4. MBavég avemBOUNTES EVEPYELEG

Onwg 6Ma Ta paploKa, £T61 Kol AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL OVETIOVUNTEG EVEPYELEG AV
Kot dgv TOpovclalovtal 6€ OAOVG TOVG AvEPMOTOLC.

Emxowmv|ote pe T0 T10TPO 606 OPEGMS AV TUPOVGLAGETE:

- TopeTod, onpeio Aoipnméng N vepPOAIKNG KOTMANG. AVTE TOUVAE VO ELPAVIGTOVY AOY® TOV
OTAVIOV TEPIMTOCEMY UEIMCENS KATOI®MV KLTTAP®V TOV OLLATOG

- GUUTTOLOTO NTOTIKOV TPOPANUATOV OTMG KITPIVIGILO TOV OEPLOTOG KON TOV LATLDV
(ixtepog), ave&aptnta and To GV cLUVOdEVETAL ard aloppayia, 1 onoia epeoviletol KAT® amo
10 déppo g epuBpéc onuelokég knAideg Kavn ovyyvon (PA. Ttapdypagpo 2 «lIposidomorcelg
KoL TPOPUAGEEIS»).

- 010N 6T0 GTONO 1] S1UTAPAYES TOV OEPUATOC, OTMS EEAVONUATA KoL KVNGLOG, GAVKTULVES TOV
déppotoc. Avtd mbavdv etvar opadio AALEPYIKNG aVTIOPOoTG.

H mwo ovyvi) avemOopntn evépyseira givan 1) arpoppayio.

H apoppayio mbavév va mapovciactel og apoppayio omd To GTopd)L 1] TO EVIEPO, LOAMTES,
apdtopa (aocvvndietn aoppayio | LOA®TOG KATO amd TO dEPUA), ALoppayio amd T HoTn, aipo
ot 00pa. g LKPO apliud mepimtdoeny £xel avapepbei arpoppayio 6To PATIN, GTO EGMTEPIKO TNG
KEQPUANG, GTOV TVELLOVO, 1] OTIS apBpdCELC.

Edv napatnpiicete maporetapévn owpoppayio 6tav naipvere o Clopidogrel dura

Edv xomeite 1 tpavpatioteite, icmg xpelaotel tepiocdtepog omd 10 cuvndicuévo xpovog Yo vo
OTOUOTNGEL 1] apoppayic. Avtd oyetileTol pe TOV TPOTO dPAGTG TOL PUPUAKOV aPov eUTodilel T
dvvatdtnra onpovpyiag Opdupov. I'a pikpic onpaciog KOWIHATO Kot TPOVUATIGHOVS, T.Y. EAV
Komeite, Katd 10 EHpiopa, cuvnBwg dev vdpyel TPOPANpa. TTapdia avtd, edv avnovyeite Ady® g
atoppayiag oag, 0o TPETEL VoL EMKOIVOVICETE LLE TO YIUTPO GOG aUES®S (PA. mapdypapo 2
«IIpocidomoinoelg Kot TPOPUAGEEIS»).

Addeg avemOOUNTES EVEPYELEG TEPLAGUPAVOLY:
Xuyvég avemBounteg evépyeteg (evosyeton va emnpedoovy émg 1 ota 10 dropa): Atdppota, KOAakog
novog, dvomeyia 1 KaHGoG.

Oyt ovyvéc avemBOunteg evépyeteg (evogyetan va emnpedoovy £o¢ 1 ota 100 dropa): ITovoképarog,

€AK0G 6TOUGY 0V, EUETOC, VALTIO, SLOKOIAOTNTA, VIEPPOMK( OEPLO GTO GTOUAYL 1] GTO EVTEPO,
eEavOnuata, kvnouods, {aAn, aictnon «puupuNyKIAGHATOS) Kol LOVOLAGUATOG.
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Zravia ovemBountn evépyeta (evoéyetar va emnpedost éwg 1 ota 1000 dropa):
Tayyog.

[ToAv omdviec avemBounteg evépyeteg (evoéyetor va emmpedoovy émg 1 ota 10.000 dropa): Tktepog,
c0oPapog KOMoKOC TOVOG e I YOPIC 0GPLALYIN, TVPETOS, OVGKOALD GTNV CVOTVOT TTOL UEPTKEC POPES
oLVOSEVETUL OO Y0, YEVIKEVUEVEG AALEPYIKEG AVTIOPAGELS (Y10 TOPASELY LA, YEVIKN aicOnon (€otng
pe Eapvikn yevikevpévn dvopopia pEypt Amobupiog), oidnia 6TO GTOUM, PAVKTALVEG TOL OEPUATOC,
oAdepyio TOL SEPHOTOG, PAEYLOVT] TOL GTORATIKOD PAEVVOYOVOUL, EAKT GTO GTOUA (GTOUATITION),
TTMOON TNG OPTNPLIKNG TEGNC, CUYYVON, TOPAUGONGELS, TOVOS GTIS ApBPMOOELS, LVTKOG TOVOS, OALNYEG
G1T1] YEVOT| TV TPOPDV.

Emumiéov, o yrotpdc cog umopei va avoyvopicel LetafoAég 6To OMOTEAEGUATO TV OLULOTOAOYIK®DVY
eEetdoemVv 1 TOV OVOADOGEDV 0VPWV.

Ava@opd avemBOunTOV EVEPYELOV

Edv mopatnproete kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO 1) TO POPUIKOTOLO GO,
AvT0 1oy0eL Ko Yo kEOe Thavi] avemBountn VEPYELD TOL OEV AVOPEPETOL GTO TOPAV PVALO 0NYIDOV
xpnone. Mmopeite eniong va avaeépete avembounteg evépyeieg anevbeiag, Hécw Tov eBvikod
ovoTHHOTOC avopopds: EBvikog Opyaviopoc Gapudkov, Mecsoyeiov 284, GR-15562 XoAapyog,
ABfva. TnA: + 30 21 32040380/337, ®a&: + 30 21 06549585, Iotdtomog: http://www.eof.gr. Méow
NG OVOPOPAg OVETBOUNTOV evepyEwdV pmopeite va fondnoete otn cuAROYT TEPIOTOTEPOV
TANPOPOPIDOV GYETIKA UE TNV OCPUAELN TOV TOPOVTOG QPUPUAKOV.

5. Iog va guiacoetor to Clopidogrel dura

To eappako avtd TPEMEL VO PUAACOETAL GE PEPT TTOL OEV TO PAETOVV Kot dev TO POAVOLV Ta TAd1G.
Noa pn ypnoyLonoleite ovtd T0 PAPUOKO HETA TNV NEPOUNViL ANENGS TOV AVOQEPETOL GTO YAPTIVO
KOVTL Kot TNV KOWEAN Uetd tnv évoeien « AHEH». H nuepoumvio Anéng sivar n televtaio nuépa tov
UVA TTOV OVOQEPETOL EKEL.

DduAdocete TNV OPYIKN CLCKEVAGIN Y101 VO TPOGTATEVETAL OO TNV VYPAGIO KOl TO P®C.

Mnyv metdte @ApPUAKO GTO VEPO TN AToYETEVOTG 1 6T oKovmidia. Pmteiote To pappakomold cag yo
TO TTMOG VO TETAEETE TA PAPLLOKE TTOV OgV ¥pNCIUoToLEiTe To. Avtd To uétpa Bo fondfcovy oty
npootacio Tov mePPAAlovTog:

6. Iepreydpevo TG 6VOKEVAGING KO LOUTEG TANPOPOPIES

T epréyer To Clopidogrel dura

H dpaotiki) ovoia givar 1 khomdoypédn. Kabe emkaivppévo pe Aemto vpévio diokio mepiéyet 75 mg

KA 0YpEAT (@G VOPOYAPIKO GANG).

Ta GAla cvotatikd glvat:

- IMvupAvag diokiov: KuTTapivn KPOKPLGTAAAIKT, Avudpo KOALOELDEG 010E€1010 TOL TTLPLTiOV,
Kpoomofddvn (tomov A), tohlvatBvievoylvkoin 6000, kikéhato vdpoyovouévo (PA.
napdypago 2 «To Clopidogrel dura mepi€yet vIpPOYOVOUEVO KIKEANLOY)

- Emucdioym diokiov: TToAvBivurariodin, titaviov dro&eidto (E171), epuBpd o&eidio tov
odnpov (E172), xitpvo 0&eidio tov conpov (E172), tdAkng kot moAvatBvievoyivkdin 3000.

Epg@avion tov Clopidogrel Dura kot epiey6pevo TG 6VoKELAGTOG

Ta emkaAvoppéva pe Aemtd vuévio diokia etvar pol, GTpoyYLAG Kol EAAPPDS KVPTAL.

AwtiBevion og kovTid oL TEepLEYovy 7, 14, 28, 30, 50, 56, 84, 90 kot 100 emkaivppéva pe Aentod
VUEVIO O10KI0 GUCKEVOGUEVE GE KOWELEC.

Mmropel va unv KukAo@opodV OAEG 01 GLCKEVAGIES.
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Kéroyog aograg kuokhogopiag

Mylan dura GmbH, Wittichstrale 6, D-64295 Darmstadt, Germany

Hoapaymyoc

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, XhoBevia
TAD Pharma GmbH, Heinz-Lohmann-Straf3e 5, 27472 Cuxhaven, ['eppavia

I"o omoladfmote TANPOPOPio. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAUAEIOTE VA
amgvBuvheite 6TOV TOTTIKO AVTITPOGOTO TOV KATOYOL TNG AOEWNG KUKAOPOPING:

Belgié/Belgique/Belgien
Mylan bvba/sprl
Tél/Tel: + 0032 2 658 61 00

Bvnrapus

Mylan SAS
Tel: +33 4 37 25 75 00 (France)

Ceska republika
Mylan Pharmaceuticals s.r.o.
Tel: +420 274 770 201

Danmark
Mylan AB
Tel: +46 8-555 227 50

Deutschland
Mylan dura GmbH
Tel: + 49-(0) 6151 95120

Eesti
Mylan SAS
Tel: +33 4 37 25 75 00 (France)

EALGoa
Generics Pharma Hellas EITE
TnA: +30 210 9936410

Espaiia
Mylan Pharmaceuticals, S.L
tel: + 3493 3786400

France
Mylan SAS
Tel: +334 37 2575 00

Hrvatska

Generics [UK] Ltd
Tel: +44 1707 853000
Ireland

Mc Dermott Laboratories Ltd
Tel: + 1800 272 272

Lietuva

Mylan SAS

Tel: +33 4 37 25 75 00
(France)

Luxembourg/Luxemburg
Mylan bvba/sprl

Tél/Tel: + 0032 2 658 61 00
(Belgium)

Magyarorszag
Mylan Kft
Tel: 36 1 8026993

Malta
George Borg Barthet Ltd
Tel: +356 21244205

Nederland
Mylan B.V
Tel: + 31 (0)33 2997080

Norge
Mylan AB
TIf: + 46 8-555 227 50 (Sverige)

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 141624 18

Polska
Mylan Sp.z.0.0
Tel: +48 22 5466400

Portugal
Mylan, Lda.
Phone: + 00351 21 412 7200

Roménia
Mylan SAS
Tel: +33 4 37 25 75 00 (France)

Slovenija
Mylan SAS
Tel: +33 4 37 25 75 00 (France)
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Allphar +353 1 4041600

island
Icepharma hf
Simi: + 354 540 8000

Italia
Mylan S.p.A
Tel: ++39/02-61246921

Kvnpog
Pharmaceutical Trading Co Ltd
TnA: +35 7 24656165

Latvija
Mylan SAS
Tel: +33 4 37 25 75 00 (France)

Slovenska republika
Mylan sr.o
Tel: +421 2 32 604 901

Suomi/Finland
Mylan OY
Puh/Tel: + 358 9-46 60 03

Sverige
Mylan AB
Tel: + 46 8-555 227 50

United Kingdom
Generics [UK] Ltd
Tel: +44 1707 853000

To mapév pviro 0dNYLOV Ypions avadespOnke Yo TedevTaio gopa otic: MM/YYYY

Agmtopepn TANPoPopLaKd oToryEia Yo To mTpoidv givar dStabéoipa oty i16ToceAida Tov Evpomaicod

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