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NEPIAHYH TON XAPAKTHPIETIKON TOY ITIPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Clopidogrel ratiopharm 75 mg emtkaAvppéva pe AETTO LUEVIO dlokia

2. HOIOTIKH KAI IOXOTIKH XYNGEXH

Ka0e emucolvppévo pe Aemtd vpévio diokio mepiéyetl 75 mg kKAOmIS0YPEANG (oG PEGIALKN).
"‘Exdoya pe yvootég dpaceig: Kabe emkaloppuévo pe Aemtod vuévio diokio mepiéyet 3,80 mg
VOPOYOVOUEVOL KIKEAXIOV.

IMoa tov TA7pn KaTdloyo TV ekdOY®V, BA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Emwoloppévo pe Aemtd vpévio diokio.

AguKd £m¢ VITOLELKA, LOPUOPOELDT], GTPOYYVAL Kol GUPIKLPTO, EXIKOADUUEVO UEAETTO DUEVIO dloKiaL.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKég vOEiEelg
H rhomdoypéin evdeikvutol o eVIiAIKEG Yia TNV TPOANYT TV adnpobpoufotikedv encicodiov os:

o Aocbeveig pe éuopaypa tov pookapdiov (amd Alyec nuépeg Héypt AMyotepo amod
35 NuéPEC), 1oYaIIKO ayyelokd eyKePaAKs. £neicddto (amd 7 nuépeg pExpL AMydtepo amd
6 UMVEC) 1 EYKATEGTNLLEVT TTEPLPEPIKN OPTHPLOKT VOGO.

TNa mepiocdtepeg TANpopopieg Tapakareios va avatpééete oty mapdypago 5.1,
4.2  Aocolroyio Kol TpOTOS YOopPriyNong

Aocoloyia
. Evilkeg Kot nMkimopévol
H kAomidoypéin mpénet va divetar o¢ epamas nuepniolo d6on TV 75 mg.

Edv Eeyoaotel pia d6om:

- Evtogiyotepo tov 12 opdv HeTd TV KOVOVIKT TPOYPUUUOTIGUEVT ®Pa.: Ol acbeveic
TPETEL VoL TAPOLV TN 30T TOVG OUESMG KOl LETE VO TAPOLV TNV ETOUEVT dOGT OTNV
KOVOVIKT TPOYPOALLOTIGULEVT DPOL.

- Metd and mepiocdtepo amd 12 dpeg: ot acheveic Tpémel va Tdpovy v exduevn d061 TNV
KOVOVIKT] TPOYPOUUOTIGUEVT] (PO KOL VO UMV SITAAGIAGOVV TN SO0

) Iodratpucodg Tnbovopog
o H chomdoypéin dev mpémet va ypnoylomoteitat o€ Tondld AOy® apelBoA®dV yio TNV
amotedecpatikotnTa (PA. Topdypaeo 5.1).

. Neppikn dvciertovpyia
H Bepansvtikn eumeipio eivor meplopiopévn o€ acbeveig pe veppikn svsiettovpyia (PA.
Toapaypaeo 4.4).

o Hrotikn dveiertovpyia
H Oepamnevtikn gumeipio eivor meplopiopévn o€ acbeveig e HETpla NIOTIKN VOGO, 01

omoiol umopel va Tapovcidcovy aoppayiki tpodiddeon (PA. Tapdypapo 4.4).
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Tpémog yoprymong
Ao otopaTOog Ypfion
Eivat duvatod va yopnyeital pe | xopig tpoom.

4.3 Avtevoeigelg

. YrepevaioOnoio 611 dpactikn ovsio 1] 68 KATOLo and Ta £K60) TOV aVIPEPOVTUL GTNV
TapAypaPo 2 | otV Tapaypago 6.1.

o Yofapn nratikn dvcAiettovpyia.

. Evepydc maboroyikn| apoppoyic, OTmG TETTIKO EAKOG 1 EVOOKPOVINKT] GLoppayia.

4.4 E101kéc TPoEIdOTOUGELS KUl TPOPVAAEELS KATA TN Y p1 o1

Aroppayio, koi o1uoTOLOYIKES OLOTOPOYES

AdY® TOL KIvOOVOL aoppayiog Kot OUATOAOYIKAOV avemBOUNT®V gvepyelmv, Bo Tpémel va
dlevepyeitar eyKoipmg LETPNOT TOV EULOPPOV GUCTUTIKOV TOV GLOTOS, KOUT GAAES TYETIKEG
€€eTAOEIC 0OTOTEONTOTE KAVIKA GUUTTMOUOTO TOV VTOSNAMVOLY opoppoyia epeovifoviot Kotd
dupkela g Bepaneiog (PA. mapdypoapo 4.8). Onmg pe GALOVS OVTIOUOTETOAMGKOVG TOPAYOVTES, 1
KhomdoypéAn Ba mpémel va ypMclUoToLEiTal [LE TPOGOYN o€ aoBevelg mov uropel va glval o€ kivouvo
oLENUEVNC apopparyiag amd TPOvLLD, YEPOVPYIKT EXEUPUON 1 GALEC TOOOAOYIKES KOTAGTACELS KOl G
acBeveic mov Aapfdvovy aymyn pe AXO, nropivi, avocTOAEG TMV VTOSOYEDV TNE YAVKOTPOTEIVIG
1Ib/IIa v pn-otepoetdn avtipAeypovadn edpuake (MEAD) copneptAuBavorévey TOV aVOCTOAEDY
¢ KapPocurdong Cox-2. Ot acBeveic Ba Tpénetl va TapakoAovBonvToL 6TEVA Y10, KAOE onueio
atoppayiag coumeptAapBoavopuévng T AovOAvoucag aLLOPPaYING, EI0TKO KOTA TIG TPAOTESG EfGOUAdES
NG Ay®YNG KoM Petd omd emepPfatikég kapdloloyikég dtadtkacieg 1 yepovpyikn enéupacn. H
TAVTOYPOVY] YOPNYNON TNG KAOTIOOYPEANG E OTTO GTOUOTOS OVTIITNKTIKG 08V CUVIGTATAL ENEWDN Pmopel
va avENoel Ty évtaot e opoppayiag (PA. mapdypapo 4.5).

Edv évog acBevig mpokettat va vtoPAn0el o€ TpOYPALUATICUEVT YELPOVPYIKY EXERPOACT Yio TV OTola
TPOSOPVA OV elvar emBuUNTH AVTIUOTETAALUKT] OpACT, 1| KAOTLO0YPEAN Ba TPEMEL VAL dLOKOTTETAL
7 nuépeg mpv amd ™ xepovpyikn enéuPacn: Ot acleveic Oa Tpémel va eveP@VOLY TOVG 10TPOLS Kot
TOVG 000VTIATPOVS OTL AUUPAVOLY KAOTIGOYPEAT, TPV OO TOV TPOYPOUUOTIGHO KADE YEPOLPYIKNG
emépPaong Kot Tpv amd ™ Aym Kébe véov pappokeuTikod Tpotdvtog. H khomdoypéin mapateivel to
¥pOVo pong kat Bo Tpémel va ypnoomoteital pe Tpocoyn o€ acheveic, ol omoiot Exovv PAGPEG e
TAOM VO AUOPPUYNoOVY (1O1ITEPO YOOTPEVTEPIKEG KO EVOOPOAALIEC).

Ot aoBeveig Ba pémet vo evpepwBovv 6Tt 6tav AapPdvovy KAomdoypéin iomg ypelaoTel
TEPLOTOTEPOG YPOVOG ATt OTL GLVHOWS TPOKEWEVOL VO GTOUATHCEL 1) apoppayio kot 0Tt Bo Tpémetl va
avaPEPOLVY OToLdNTOTE AcLVAHIoTN (G TPOG TNV EVIOMION 1] T SLAPKELD) CLULOPPAYiR GTO YIUTPO
TOVG.

Opoupfwnrn Opoupforevikn Hoppipa (TTP)

[Tolv omévia Exet avapepbel Opoppatikn Opopporevikn [opevpa (TTP) petd and xpion
KAOTISOYPEANC, LEPIKEG POPEC UETE amd Uikpng dtdpketag EkBeon. Xapakmpiletor amd Opouponevia
Kol PKPOOYYEI0TAONTIKY OLLOADTIKT] OVOILILIO TOV GUVOEETOL EITE UE VEVPOAOYIKE EVPAULOTOL, VEPPIKN
dvoertovpyia 1 pe mopetd. H TTP elvan pia Suvvntikd Bavotneopog katdotaom mov anottel £yKoipn
oy@yn, COUTEPIAUUPOVOUEVNG TNG TAAGLLOPAIPESTC.

THpooparo 1oyonpKo oyyeloxo eykepaliko EXEIGOOI0
Ady® TG EMAeyMC dedopévav dev Pmopel va vtapEel VGTAOT Yol Ayn KAOTOOYPEANG KAT TN
SLAPKELD TOV TPAOTOV 7 NUEPDV UETA A0 0ED IOYULLUKO OYYELOKO EYKEPUALKO EMELGOIO.



Kvtoypowua P450 2C19 (CYP2C19)

Ddappokoyevetikn: Te acbevelg pe meplopiopévn petaforkn wavotnte tov CYP2C19, n
KAOTIOOYPEAT GTIC GLVIGTAOUEVES dOOELS oynuatilel Aydtepn TocdTNTA 0d TO OPUCTIKO PETAPOAITN
NG KAOTOOYPEANG Kat £xEL LIKPOTEPN EMIOPOOT 0TN Agttovpyia TV aponeTariov EEetdoeig eival
drabéoipeg yo TNV tavtonoinor tov yovdturov tov CYP2C19.

Eme1dn n khomdoypédn petaforiletor oto dpactikd petaforitn g ev puépet amd to CYP2C19, 1
YPNOT POUPLOKEVTIKAOV TPOIOVT®V TOV avASTEAALOLY TN dpdiomn Tov evEDoL ovTol Bo avapévetal va
&YEL OC OTOTELECUA LEIWUEVA ETITESA TOV OPAGTIKOV PeETOPOALTN TNG KAomdoypEéAne. H khviky
oLoYETION TNG AAANAETIOpaoNG aLTIG givar aféPfoun. Q¢ TpoPLAAEN, 1| TAVTOYPOVT] YPTON IOYLPOV M
pétplov avactorémv tov CYP2C19 Ba pénet va amoBappovetorl (PA. mapdypapo 4.5 yia puo AMoto
avactorémv tov CYP2C19, PA. eniong mapdypoago 5.2).

AMepyixn draotavpodusvy aviidpaoy

Ot aoBeveic Tpénetl va a&loAoyodvTat Yo 16Topikd vepevatstnoiog oe kdmoto dAAN Betevorypioivn
(6m¢ TiKAOTIOIVN, TPAGOVYPEAT]), OEGOUEVOL OTL £XEL avapePOel OAAEPYIKT S1OCGTAVPOVLEVT
avtidopaon avapecsa o Oeievorupidiveg (PA. mapdypago 4.8). Ot acheveic mov giyav Tponyovpevn
vrepevacOncia oe dAheg Betevomupidivec Tpémetl va TapakoAovOOVVTOL TPOCEKTIKA Y10 oMpLein
vrepevocnciog otnv KAOTOOYPEAN KOTE TN d1dpKELD TG OYWYNG.

Negpirn dvoiertovpyio

H Ogpomevtikn gumeipio pe kKAomdoypéAn sival meploptopuévn oe 0o0gVEis (L VEPPIKT SVGAELITOVPYIO.
'V awtd n KhomdoypéAn Ba TpEmEL Vo, YPTCILOTOLELTAL [UE TTPOGOYN G0V TOVS TOVG acBeveig (BA.
Tapdypoeo 4.2).

Hrozikn dvolerrovpyio,

H epmepia eivon mepropiopévn o acbeveig pe péTpio NIaTikn vOGOo TOL PTOPEL VL £YOVV ALLOPPAYIKT
mpodiabeon. H khomdoypéin, emopévams, Ba tpémel va yopnyeital pe Tpocoyr] 6° avtovs TOLG
aocBeveic (PA. mapaypoo 4.2).

Exdoyo
To Clopidogrel ratiopharm mwepi€yetl vVOPOYOVOUEVO KIKEANLO, TO OTTOI0 UTTOPEL VO TPOKOAETEL
OTOUOYIKESG OLOTAPOYES KOl S1GPPOLaL.

4.5 AlMiemopaosic pe GAL QUPRIKEVTIKA TPOIOVTA KO GAAES popPES alinAemiopaong

AvumnKtikd awo T00 OTOUATOS: | GUYXOPNYNOT KAOTS0YPEANG KOl OVTUTNKTIKMV OO TOL GTOUOTOG
dev ovviotdtal 010t pmopsi-va avénoetl Ty Evtoon g apoppayiog (PA. mapdypoaeo 4.4). Av kol
YopNyNoN KAOTIS0YPEXNG 75 mg/MuUéPa dEV TPOTOTOINGE TN POPLOKOKIVITIKTY TNG S-Bappapivinc 7
tov INR (31eBvoug eporomoinuévng oyxéonc) oe acbeveic mov Aapupdvovy pakpoypovia Bepomeio pe
Bappapivn, n ocoyyepnynon KAomdoypéAng pe Pappapiviy avédvel Tov kivouvo aipoppayiog Adym
aveEAPTNTOV-AELITOVPYIDV TNG OUOGTACT|G.

Avaotoleic twv vrodoyéwv e yAvkompwteivys Lb/Ia: v KAomdoypEAN TPETEL VAL YPTCLLOTOLEITAL [IE
TPOCOY o€ 0o0eVEIC TOV AaUPBAVOVY TAVTOYPOVO AVACTOAEIC TWV VTOJOYEWMV TNG YAVKOTPOTEIVIG
IIb/Iia (BA. Tapdypapo 4.4).

Aretvdoootikvlixo ol (A20): 10 AXO e petéfare TNV OVOGTOAN TOL TPOKAAEL 1] KAOTLOOYPEAN
oV Tpokaiovuevn amd v ADP cueompevon TV aponeTaAiny, EVD 1 KAOTOOYPEAN EVIGYVOE TN
dpaon tov AXO otV TPoKaAOVUEVN OO TO KOAAAYOVO GUCCHPELGT TV OUOTETAAI®V. £26TOGO, 1)
Tavtoypovr yopnynon 500 mg AZO dV0 QopEG TNV NUEPA Y10 Lol NLLEPA OEV ODENCE OTLLAVTIKG TNV
TOPATACT] TOL ¥POVOL PONG TOL TPOKAAEITOL OO TN AWM TNG KAOTIOOYPEANG. Mid QapLLOKOOVVALLKY
oAdnienidopaon peta&d Khomdoypédng kot AXO givar mbavn, pe amotédeopa Ty avénomn Tov
KIVOUVOL OLopparyiag. ZUVERMG, 1 cuyyopnyNnon Tovg Ba tpénetl va yivetal pe tpocoyn (BA.
Tapaypapo 4.4).



Hropivy: og puo KAk HeAETN o £YIVE GE VYL ATOA, 1) KAOTOOYPEAT OEV KATEGTNGE avayKoaio T
petafoin g 066Mc TG Nrapivng, ovte peTEPaie T dpaon g nropivne oty TéN. H tavtoypovn
YOPNYNON TNG NTaPivNg OV EMNPEUCE TNV OVAGTOAT TIG GUGCOPEVCNG TOV AUOTETAAMMY TOV
TPOKAAEITOL OO TNV KAOTIO0YPEAN. Mid QOpLLOKOSVVOLUKT GAANAETIOpOOT LETAED KAOTIOO0YPEANC
Kot Nropivng ivatl mhovy, e amoTéEAEGHO TNV ADENGT TOL KIVOUVOL GLLOPPayiag. ZUVETMS, N
ovyyopnynon tovg Ha wpémel va yivetan pe mpocoyn (PA. mapdypapo 4.4).

OpouPolvtird: n AGEAAELD TNE TAVTOHYPOVNG XOPNYNONG KAOTIOOYPEANG, EWOIKMOV 1] LN Y10 TO IVAOES
Opoppoivtikdv Tapayoviev kot NTapvav aéloloynnke oe acbeveig pue o&d Epepaypo Tov
povokapdiov. H cuyvotnta epedviong KAVIKA OTUOVTIKIG GLoppayiog NToV TopOUOLd [LE OVTH TOV
mapatnpnonke, 0tav ta OpopfoArvtikd edppoka Kot 1 nroapivn cvyyopnyndnkav pe AXO (BAéne
apaypaeo 4.8).

MXA®P: oe po KMVIKT LEAETN TTOL £Yve o€ VYLelc €0EAOVTEG, 1 TAVTOY POV XOPTYNOT KAOTOGYPEANG
kot varpo&évng avénoe t AovOavouco, andAELN AilaTog Ao TO YOoTPEVTEPIKO. Q6TOGO, AdY® TNG
EN ey g LEAET®V oAANAETiIdpaonG pe GAla MEAD gival Tpog To Tapdv adlevKPivioTo EGv-OTTAPYEL
avénpévog Kivouvog alpoppayiog omd To yooTpevteptko pe oAa to MEAD. Xvvendc, toe MEZAD
oVUTEPIAOUBAVOLEVOVY TV 0vaoTOAE®VY TG KapPBouddong Cox-2 kot 1 kKAomidoypéAN Ba mpémet va
ovyyopnyovvtot pe tpocoyn (BA. mapdypago 4.4).

Arleg towtoypoves Gepameie:

Emedn n khomidoypédn petaporiletor ev pépet péow tov CYP2C19 yig-va TpokdyeL 0 dpacTikog
UETABOAITNG TNG, M XPNOT POPUOKEVTIKOV TPOIOVIMY TOV OVOGTEAAOUV T Opdion avtod Tov evihov
avapévetol 0Tt Ba £xel ¢ OmMOTELECUO PELOWUEVH EMIMESD TOV dPAGTIKOL LETAPOALTN TG
KAomdoypéinc. H kKAvikn cvoyétion g aAlnAienidpoonc ovtng ivor aféfain. Qg mpopoiaén, N
TAVTOYPOVI YPNHOoN oXLPOV N LETPLOV avaoToréwv Tov CYP2C19 mpénel va amobappivetar (BA.
Tapaypaeovs 4.4 kat 5.2).

Ddoppokevtikd Tpoidovia mov avactéAlovy o CYP2CE19 mepihapupdvovy v openpaldin Kot v
ecopempaloAn, T eAovfo&apivn, T eAovoletivi,-tn pokAoPeuion, t Popikovaldin,
QAOVKOVALOAN, TNV TIKAOTILOIVT, TN CITPOPAOEGSIVY, TN CUETOIVT, TV KopPoapalenivy, Tnv
ofxapPalenivn Kot T YA®POUEAIVIKOA.

Avaotoleig g AvtAiog [Tpotoviey (AAID):

H yopnynon 80 mg openpalodine panas nuepnoing, ite 6Tov id10 Ypdvo Le TNV KAOTO0YpEAD, Eite
ue 12 dpeg HeTa&d TV YOPNYNOE®V TV 000 PapUdK®V, ueimae TV £kBecn Tov dpacTIKOD
petaporit kotd 45% (860m oéptTiong) kot 40% (86om cvvinpnong). H peiwon oyxetiotnke pe 39%
(060m eoptiong) kKot 21%(806M cLVTIPNONG) LEIMON TNG OVAGTOANG TS GLGGMPELCNG TMV
owpornetariov. H ecopempaloin avouévetot va £yel Tapopote, aAANAETIOpacn Ue TV KAOTId0ypEAT.

AVTIQATIKA SJOUEVE V1O TIG KAMVIKESG ETITAOKES OUTNG TNG POPLOKOKIVITIKNG
(PK)/papuarxoduvoutkng (PA) arinienidpacng avaeoptkd pe peilova kapdioyyelakd coppauoato,
&yovv avageplsi amd peléteg Tapatnpnong Kot KMvikEG pehétec. g Tpo@vialn, 1 TaLTOYPOVH YPToN
ouempafoing N ecopenpaloing npénel va amobappvvetal (BA. Tapdypapo 4.4).

Arydtepo vioveg Pelmoelg g £kbeong Tov petafolritn £xel mapatnpnOel pe v movtorpaloin
AovGOTPaOAN.

O1 GLYKEVIPDOGELS GTO TAAGLLO TOV dpACTIKOV petafoiitn peiwbnke katd 20% (d6on eOpTIoNS) Kot
Kkatd 14% (8601 cuvtRpnong) KaTd TN S1EPKELD TNG TOVTOYXPOVNC ay@wyng pe 80 mg movtompaloAng
EPATOE NuePNCimG. AVTO GUGYETIOTNKE LE UEI®ON TNG HECTG AVOGTOANG TG GUVGGOPELONG TOV
apometaiiov katd 15% kot 11%, avtictorya. Ta anoteléopata avtd delyvouv 011 1 KAOTOOYPEAN
Umopel va yopnyeitat Le TNV TavTompaloin.

Agv vtdpyovv otoryeia 6TL GAAD PAPUAKEVLTIKA TPOIOVTIO TOL LELDMVOLV Ta YOOTPIKA 0&€d Ommg ot H2
amokAelotég (e e€aipeon T oletdivn, n onoia givar avactoréag tov CYP2C19) i ta aviid&iva
emNPealovV TNV AVTIOLOTETAALNKT OPAGCT) TNG KAOTLOOYPEANG.



AMO QOPUOKEVTIKG TTPOTOVTAL

"Evag aptOpog KMvik@V PeAeT@V Exouvv yivel pe tnv KLomdoypEAn Kot GAAG GuyXopTYODUEVA
(POPUAKEVTIKA TPOTOVTA, MGTE VO, EPEVVNOEL 1] SLVOTOTNTA POPLAKOSVVALIKDV KOl QOPLUKOKIVITIKOV
oAANAETOpAcE®V. Agv TapaTnpNONKAY KAMVIKA CNUAVTIKEG QOPUAKOSVVAUIKES OAANAETIOPACELS,
O0tav 1 KAOTIS0YPEAT GUYXOPNYNONKE UE ATEVOAOAN, VIPEDITTiVN, 1 Le GUVOLACUO OTEVOAOANG KoL
vigedimivine. EmmAéov, n poappoakodvvapikn opact tng KAOTIO0YPEANG OeV EMNPEACTNKE OTLOVTIKG, e

N GLYYoPNYNoT PatvoPapPrtding 1 o1oTPOyOVEOV.

H poppakokivyntikny g dryo&ivng 1 g OeopuAdlivng de petafAndnke pe t cvyyopnynon mge
Khomdoypéng. Ta avtio&va de petéfarav to Pabud g amoppdenong tng KAOTS0YPEANG.

Agdopéva and v perétn CAPRIE vrodeikvoouy 0Tt 1 @avutoiv kot 1 ToABovtapion, ol oroieg
petaporifovror amd to CYP2C9, pmopovv va cuyyopnyndovv e acpaielo Le TNV KAOTIO0YPEAT.

Ext6¢ amd t1g TANpo@opieg Yo aAANAETIOPACELS LLE GUYKEKPILEVO PAPUAKEVTIKE TPOIOVTO. TOV
TEPLYPAPOVTOL TOPUTAV®, OgV Exovv deEaybei peréteg aAANAeTidpaong TG KAOTIOOYPERTS UE LEPIKEL
(OPLOKEVTIKA TPOTOVTO TOV YOpNYouvToL cLYVa o€ acBeveic pe aBnpobpopfotikn achévela. Qotodc0,
00OEVEIC TOV GUUUETEDYOV OTIG KAWVIKEG OOKIUEG LE TNV KAOTLOOYPEAT EAaPBav Lo TTOtKIALo
GUYYOPNYOOUEV®V QUPUAKEVTIKMV TPOTOVTOV GUUTEPIAAUPAVOUEVOV TOV SLOVPTTIKGV, TV B-
OVOOTOAEMV, TOV AVIOYMVIOTOV TOV LETATPENTIKOV £vEDUOV NG ayyelotacivne{avactoieic MEA),
TOV OVIOYOVICTOV SIOA®V 06PBECTION, TOV TapayOVTOV LEIMONG TV EMITES®Y YOANGTEPOANG, TOV
OYYEIOOI0GTUATIKOV TOV GTEPAVINIOV aYYEIDV, TOV avTIOPNTIK®OV TOpayOVTOV
(ovumepriapfovopuévng TG tVGOVAIVIG), TOV AVTIETIANTTIKOV TUPUYOYTOV KUl TMV OVINYOVIGTOV TOV
vrodoytwv g yAvkompwteivig IIb/Ila ympig svpnuota KAVIKE GHUOVTIK®OV aveTBOUnTmV
OAANAETIOPAGE®Y.

4.6 T'ovipétnTo, KONON KOl YoAoVYia

Eyxouoocivy

Eme1dn dev vmdpyouvv kKAvIKG de00UEVa GYETIKG PETNV £KBEOT 0TIV KAOTOOYPEAN KATA TNV
€YKVUOGHVN, Elval TPOTATEPO VAL LN ¥PNCLOTOLEITAL 1| KAOTLOOYPEAT KOTE T SIUPKELD TNG
EYKVLOGUVNGC G HETPO TPOPUALENC.

Meléteg oe {da dev KoTEdEEAY AUESN, T} EUUEST TOEIKOTNTO GTNV EYKVLOGHVT, GTIV OVATTLEN TOV
euPpvov, otov ToKeTd 1 6T PETAyeVNTIKN aviamtuén (BA. Tapdypapo 5.3).

Onloouog

Agv gival yvooto €dv 1 KAOTIOOYPEAN OmEKKPiveTaL 6TO avBpdmvo UNTpiko yoio. Meiétec o (ha
KATESEIEAV AMEKKPLOT TG KAOTIO0YPEANG OTO LUNTPIKO YAAM. Q¢ LETPO TPOPOAUENS, 1 YoAovyia Oev
0o pémer va cuveyiletun KoTd T didpkelo TG Oepaneiog pe KAOTOOYPEAN.

Toviuotnra
H xhomidoypéin dev Exel kotaderyOel 0tL emnpedlel T yoviudtnto o€ peréteg pe (oa.

4.7 Emopaceis 6Ty IKAvOTNTA 001Y161G KOL YEIPIGHOV UNYEVAOV

H.xAomidoypéin dev Exel Kopld 1 €l aonuavTn EXidpact GTnV IKAvVOTNTA 037YNONE Kol YELPIGUOD
URYOVOV.

4.8 AvemOopnteg evépyereg
Hepidnyn tov mpopil aopdlelag

Epnepio amé khvikéc perétec:



H acpdieia g kKhomdoypéing a&toloynonke yio 1 ypdvo 1 mepiocdtepo. Ot KAWVIKG GYETIKES LLE TO
@apuako avemBounteg evépyeteg mov mapotnpnonkay otn perétn CAPRIE meprypdoovion mapakdtm.
YUVoAIKA, 1 KAomdoypéAn 75 mg nuepnoing ftav cvykpicyn pe to AXO 325 mg nuepnoimng ot
perétn CAPRIE, ave&dptnta amd Ty nlkio, To gUAO KoL TN QUAN.

Eni i\ éov ¢ eumeipiog amd Tic kKAVIKES peréteg, avembBOunTeg evépyeleg £xovv emiong avapepbei
avBopuntog.

H owpoppayia eivat 1) o cvyvn avtidopaon mov avagpépOnie 1060 e KAVIKEG LEAETEC OGO KOl JLE
Baon v gumeipio LeTd TNV KLKAOPOPIia, TOV TPOIOVTOG GTNV Ayopd, OTTOL avaPEPONKE KVPIMG KOTA TN
SLpKELD TOL TPOTOV Pnva TG Bepomeiog.

Y acleveic g nelétng CAPRIE mov élafav Oepancia eite pe khomdoypéln eite pe AXO, 0
GLVOAIKT] cuyvoTNTa KaOE gidovg apoppayiag tav 9,3 %. H cuyvotnta epodviong cofopmv
TEPICTOTIKAV NTOV TOPOLOLA Y10 TNV KAOTO0YpEAN Kot To AXO.

Kataloyog twv avemOountwyv evepyeldv oe uopen wivaxa.

AvemBounTeC EVEPYELEG TOV EITE EUPAVIGTNKAY KATA TN O1EPKELN TOV KAVIKOV LEAETOV £iTE
avaeépOnkav avbopuntog Tapovcidlovtal 6tov Tivaka Tov akolovdel. H cuyvémtd tovg opileton
pe Baon 115 akdrovbeg mapadoyés: cvyvég (>1/100, <1/10), oyt cvyvég (=1/1.000, <1/100), omdvieg
(>1/10.000, <1/1.000), oAV omdvies (<1/10.000), pn yvootés (dev propodv va ektiunBovv pe Bdon
ta Sbéotua dedopéva). Eviog kabe katnyopiog cuyvotnTtog ELQAVIONS, Ol AVETIOOUNTEG EVEPYELEG
napatifevion Katd pbivovca celpd coPapoTnTag.

Koatnyopia/opyovikd | Zvyvég Oy cvyvég DY isavitcla [ToA¥ omavieg, pn
cLOTNHO YVOOTEGH

Awotapoyég Tov ®pouponevia, Ovdetepomevia, Opoupotikn
QLLLOTTOUNTIKOV KoL Aevkomevia, ocvumeptropfavo- |Opoufomevikn

TOV AEUPIKOV NOGWoPIAid pévng g coPapng [mopevpa (TTP) (BA.
GLGTNLOTOG ovdeTEPOTEVIDG Tapdypoeo 4.4),
OTAQOTIKNY avoupia,
TOVKLTTOPOTEVICL,
OKOKKLOKVTTOPOLO,
coPapn Bpoppomnevia,
KOKKLOKVTTAPOTEVIDL,
ovopio

Awotapoyég Tov Opovoaia,
(LVOGOTONTLKOD AVOQUAOKTOELDELG
GUGTNLOTOG avTdpdoelc,
QOPUOKEVTIKN
vrepevaictncio Loym
deTavpovEVNG
avtidopaong avapeso
o€ Belevomupiodiveg
(6mwg Tuchomidivn,
TpacovypEAn) (PA.
Topaypapo 4.4)*

Yoylotpikég Yevdawobnoelg,
Statapoyég GUYYLON




Koatnyopia/opyavikd | Zvyvéc Oy cvyvég Xravieg IToA0 omdvieg, pn
GLOTN LA yvootéc*
Awtapoyés Tov Evdoxpavioxn Awrtapoyég Tng yevong
VELPIKOV aoppayio
GLGTHIOTOG (avaeépOniay
OPLOUEVEG
MEPUTTAOCELG UE
Oavatneopo
éxPacn),
KePaAaiyia,
nmapoiodnoia, {aAn
OpBaipcég Ayoppayieg Tov
Statapoyég opOaAL0D
(emme@LKOTOG,
evoopBdia,
AUQPANGTPOEDOVS)
Awtapoyég Tov "TAyyog
®TOG KO TOV
AapopivBov
Avyyewokég Awdtopo YoBapn apoppayia,
Statapoyég ooppayio amnd to
EYXEPNTIKO TPOV O,
ayyettida, veoTaoN
Awotapoyég Tov Ernioctaén Awoppayio and v
OVATTVEVOTIKOD OVOTTVELGTIKY 000
GLGTNLOTOG, TOV (oupomTVON,
Bopaxa Kot Tov TIVEVLOVIKT|
uecobwpdxiov ooppayia),
Bpoyxdonacpog,
dupeon vevpovitida
Awtapoyég Tov Awoppayio Taotpkd édkog ko |OmicBonepirovaikn [ aotpevepikn kot
YOGTPEVTEPTKOV TOV dMOEKAOUKTUAMKSO  |oupoppayio omcHomeptTovaik
YOOTPEVTEPIKOTV|EAKOGC, YOOTPITIOON, ooppayio pe
cOAMVO, éuetoc, vauTia, Bavatneopo ékPacn,
ddpporos; dvokoiiotn T, TOYKPEOTITION,
KOUMaKO UETEMPIOUOG KoAlTIOO
aXyeg, (ovumepriapPfovopévng
dvomeyia NG EAK®O0VG M
AELQOKVTTAPIKNG
KOALTIONG),
oTopaTiTION

Alotapoyéc Tov
NMOTOS Kl TV
XOANPOP®V

Oé&gla nmotikn
avemdpkeLo, Nratitida,
L1 PUGLOAOYIKES
doKaoieg NIATIKNG

Aettovpyiag




Koatnyopia/opyavikd | Zvyvéc Oy cvyvég Xravieg IToA0 omdvieg, pn
GLOTN LA yvootéc*
AwTopayég Tov Moromog E&GvOnpa, [ToppoAivymong
S£PLOITOC KOLL TOV KVNGUOG, deppotitioa (to&kn
VT0SOPLOL 1GTOY aoppayio omd 1o EMOEPLUIKT] VEKPOALOT,
déppo (Topevpa) cuvdpopo Stevens-
Johnson, moAbpop@o
epubnpua),
ayyelooionpa,
GUVOPOLLO
QOPLOKOETAYOLEVNC
vrepevaicnciag,
(OPULOKEVTIKO
eEavOnua pe
NOCWOEIALL, Kot
GUGTNUOTIKA
ovumtopota (DRESS),
£PLONUATDOOES
e&avOnpa, kvidwon,
€xlepa, oparog
Aeymvag
Awtapoyés Tov MUvooKeAETIKN
HVOGKEAETIKOD ooppayio
GLGTHIOTOG TOV (aipoapBpo), apbpitida,
GLVOETIKOD 16TOD apBpodyia, pooiyio
KO TOV 0GTMOV
Awtapoyéc Tov Awartovpia Yreipopatoveppitida,
VEQPOV KOl TOV avénuévn Kpeativivn
0VPOPOP®YV 0OV aipatog
Ilevikég Swotapayéc |Aoppoayio ITvpetdg
K0l KOTOOTAOELG TNG |oTN Béom
000V yopNynong TOPAKEVTNONG
Hoapaxkivikég Hopatetapévog
eEeTloELC XPOVOG POT|G,
UELMUEVOG apOUOG
OVLOETEPOPIAMY,
pelwUEVOS aptBpde
opomeToMmV

* TIAnpopopieg mov oyetiloviat pe TV KAOTIOOYPEAT LE «LUT YVOGTI» GLYVOTNTA.

Avopopbé mOovoloyoduevav avemfOunTV EVEPYELDY

H avagopd wiboavoroyoduevov avemtBounTtov evepyelmv PETH amd T YopnyNon Gdelog KukAopopiag
TOV QUPHAKELTIKOD TPOIOVTOG etvan onuavtiky. Emtpénet n ovveyr tapakorobbnon g oxéong
0PEAOVE-KIVOVVOD TOV QUPUOUKEVTIKOD TPOIOVTOC. ZNTEITAL 0T0 TOVG EMOYYEAUATIEG TOV TOUEN TNG
VYELOVOUIKNG TTEPIBaAYMS VO avaPEPOVY OTTO1EGONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYELES

LUEC® TOV €BVIKOV GLOTNUATOG OVOPOPAS TOV avaypapeTat oto [lapdptmua V.




4.9 Ymepdoooloyia

Yrepdocoroyio PETH amd yopNyNoN KAOTIO0YPEANG LITOPEL VO 00N YN OEL GE TAPATUGT) TOV XPOVOL
poN¢ Kal emaKOAOVOEC apoppayikéc emmAokés. Eqv mapatnpnbovv apoppayiec Oa mpémet va
e€etaotel mown etvor 1 KATGAANAN oyy™.

Agv €yer Ppebel avtidoTo TG PapUAKOAOYIKNG Opdong NG KAomdoypéing. Edv amatteiton dueon
O10pH®GON TOV TOPATETAUEVOL YPOVOL PONG, 1| LETAYYIOTN OUUOTETOAM®Y UITOPEL VO OVACTPEYEL TA,
OTOTEAECUOTA TNG KAOTLOOYPEANC.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX
51 ®@oppokodovopikés 1WO10TNTEG

DoppokobepamenTIK KATNYOPIiN: OVAGTOAEIS GVCCOPELONG OUOTETAAIDY EKTOC NTOPIVIG;
koo ATC: BOIAC-04.

Mnyoviouog opaong

H «homdoypéln elvar €va TpopappLoKo, Evog amd Toug LETABOAITEG TOV 0700V ElvaL AVOGTOALNS TNG
oVGCMPEVOTG TV aioneToiov. H khomdoypéin npénetl va petaforetel and ta Evivpo tov
CYP450 yi0 vo topaéel To dpaoTikd PHeTAPOAITN TOV AVOGTEALEL TI GRGCMOPELCT TOV ULLOTETAAI®V.
O dpaoTikdg petafoAitng TG KAOTOOYPEANG EKAEKTIKA 0VAGTEAXEL T 6VLEVEN TG SIPOOPOPIKNG
adevoaivng (ADP) pe tov vodoyéa P2Y, tov aponetariov-Kartny emakdhovdn evepyomoinon,
péom g ADP, tov cupmiéypatog tng YAvkonpmteivng GPIIb/IIa, avactéAlovtag e Tov TpOTo avTtd
1] GUGGMPEVOT TOV OLUOTETAAIOV. AdY® TNG YN avaoTpéwiung cvievéng, ta ektedeluéva
OLUOTETAALY EMNPEALOVTAL Y10 TO VTTOAOITO TOV ¥PpOVOL (NG ToVg (Katd mpocséyyion 7-10 nuépec) Ko
1 AVAKTNOT TG PLGLOAOYIKNG AElToVPYiag TV arpereTalmv cvuPaivel pe puOud avdioyo pe to
pLOUS avavémong tov aponetariov. H cusompeton tav aiponetaAioy, Tov tpokaieital and
aywviotég dAAovg omd v ADP, avactéAdetdl, €xiong, amd TNV TOPEUTOSION TG EVIGYLONG TNG
gvepyonoinong and v anelevbepovdpuevn ADP.

Emedn o dpaotikdg petafolritng mpokimretl omd to évivpo tov CYP450, opiopéva amd to onoia
POV OVV TOAVLOPPLIGHOVG 1| VIOKEIVTOL GE OVAGTOAN Ao GAAN QOPUOKEVTIKA TPOidVTa, OV Ba
£yovv 6A01 o1 aG0evelg EMAPKN-OVAGTOAN TOV ALOTETAA®V.

DaprorodVVOLIKES ETIOPGOEIS

Enavoloppavopevec 80ceig v 75 mg v nuéPO TPOKAAEGOV OTLLOVTIKT OVOGTOAN TNG
wpokaovpevng amd v ADP cueompevong tov aponetaiiov and ) tpdtn nuépa. H avaotoln
ot oLvENONKe TPoodeLTIKG Kol EpTace o€ otafepd enimeda pLeTa&d TG 3NG Kot 7ng nuépag. X
otofepn KATASTAGN, 1| OVOCTOATN TNG OLULOTETOALOKTG GLGCMPEVCTG TOV TOPATIPNONKE e dOoN

75 mg ™y nuépa, nrav e taEng tov 40 % £wc 60 %. H cucompevon tov apometaMmy Kot 0 xpovog
PONG €TAVAADUY GTASIKA GTO OPYIKA ETITEDM, YEVIKH LEGA GE 5 NUEPEC LETA T OLOKOTN TNG
Oepomeiog.

Kiwikn amoteleouonikdtyo. kat aopalelo

Tlpooparo Euppayua Tov HLOKAPAIIOD, TPOTPYATO AYYELOKO EYKEPOAIKO ETELTOOLO 1) EYKOTECTHUEVH
TEPLPEPIKN OPTHPLOKT VOOOS

H perétn CAPRIE copmepiérofe 19.185 acbeveic pe aBnpobpoupwon, mov giye ekdniwbei pe
TPOCPUTO EPEPAYLLO LLOKOPIT0V (<35 NUEPES), TPOGPATO IGYALKO AYYELONKO EYKEPAAIKO EMEIGOIIO
(netald 7 nuépeg Kot 6 Pveg) 1 eyKoTesTnUEVT TEPLPEPIKT aptnplakn voco (ITAN). Eywve
TUYa0TOIN o TOV aclevdv o€ opddeg Khomdoypéing 75 mg/muépa 7 AXO 325 mg/Mmuépa Kot 1
mopokolovdnon dumpkece yia 1 €mg 3 xpovia. ZTnv VITOOUASa e EPLEPAYLLE TOL HLOKAPSiov, Ot
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EPLoGOTEPOL ad TOoVG 0lobeveic Elapav AXO yua TIg TpDTEG Ayec NUEPEC LETA TO 0EL EUEPAYLLL TOV
pvokapdiov.
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H «homidoypéln peiwoe onpavtikd tn cuyvotnTa ELEAVIONS VEOV ICYULUIKOV ENEIC0dimV (cUVOETO
TEAMKO onueio a&loldyNnoNe ELPPAYUATOS TOV LLOKOPIIO, IGYALLKOD OYYELKOD EYKEPUATKOD
EMEG0010V Kot Kapdayyelokod BovaTov) cuykpvopevn pe AZ0. XproLonoidvIog T LOVTEAD
OTATICTIKNG 0VAALONG e oKomd TNV Bepoameia, 939 emeicdola eEETAGTNKOV GTNV OUAdN TNG
Khomdoypéing, kot 1.020 encioddio pe AXO (ueimon tov oyetikov kivdvvov (RRR) 8,7 %, [95 % CI:
0,2 ¢wg 16,4], p = 0,045), mov avaroyucd onuaivel 6Tt og kaOe 1.000 acbeveig mov Elafav aywyn eni
2 ypovia avtiototyovv 10 [CI: 0 émg 20] emmpdcbetol acheveig mov TpoeuAdybnkay amd véo
OYOUKO €TEIGOO10. AVAAVOT TG GUVOAIKNG OVICIUOTNTOG (OC SEVTEPEVOV KOTAANKTIKO ONLEio dgv
é0e1&e Kamola onUavTiKn dtoeopd uetal&d g KAomdoypéing (5,8 %) katl tov AXO (6,0 %).

e o avaAvomn LToOUAd®VY ava KATAGTACT (ELPPAYLLO TOV HLOKAPII0V, IOYOUKO Oy YELNKO
eYKePOAKO emelcod1o kat [TAN) to 6¢pelog amodeiydnke péyloto (EXTLYYAVOVTOC GTOTIOTIKT SLpOPE
p = 0,003) oe acBeveig mov eiyov cvumepiAneei Aoym [TAN (16iwg oe ekeivoug Tov glyav eniong
10TOPIKO EUPPAYLLaTOS TOL pvokapdiov) (RRR = 23,7 %, CI: 8,9 £émg 36,2) kot pkpotepo (O
ONUAVTIKG dlapopeTikd amd AX0) oe acbeveig pe ayyesiaxod eykepaiko enelcddlo (RRR =.7,3 %,

CI: -5,7 éwg 18,7 [p=0,258]). Ze acbeveig mov giyav copmepinedel ot dokun pe povn attioAoyio
TPOCPUTOVL EULPPAYLATOG TOL LLOKOPSI0V, 1 KAOTOOYPEAN NTaV aplBUnTIKA KatdTEPN BAAE Ywpig
OTOTIOTIKA onpavtiky otapopd and o AXO (RRR =-4,0 %, CI: -22.5 éw¢ 11,7 [p=0,639]). EmuAéov,
M avaivon piog vroopddag pe Pdon mv niikio £0e1&e 0TL To OPEAOG OO TNV KAOTIO0YPEAT GE
acBeveic dve TV 75 £TdV NTOV LIKPOTEPO Ao £KEIvo OV TTapatnpnOnke og acdeveic <75 eT@v.

Emedn n 6ok CAPRIE dev tav og 0é6m va EKTIUNGEL TNV OTOTEAEGHAUTIKOTITO TOV €T LEPOVG
VTOOUAd®V, OEV EIVOL GUPES EAV O1 DLPOPEG BTN GYETIKT ELATTOGCT TOU KIVOVVOU GTIG VTOOUADES [E
KaTAoTOoT EIVOL TPAYUATIKES, ) OTOTEAEGLO TOYNG.

Houdrorpiog ninQvouog

e o peAETN KAMpokovpuevng docoroyiag 86 veoyvay N Ppepdv £o¢ 24 pnvov og Kivouvo
Opoupwong (PICOLO), n khomidoypéin a&loroynnke oe dradoyikég d6celg Twv 0,01, 0,1 kot

0,2 mg/kg o€ veoyva kar Bpéen kot 0,15 mg/kg ovo o€ veoyva. H 66on tov 0,2 mg/kg métuye ™
péon mocootiaio avastodn e tdEns tov 49,3% (5 uM ADP-gnayduevn cuocdpevuon
OOTTETAAI®OV), 1| OToio fTaY GVYKPioLUN MEekeivn TV evnAikov Tov Aaupdvovy Plavix

75 mg/muépa.

€ oL TUYOOTTO N UEVT], SUTANG-TVOANG, TopdAANA®Y opddwv perétn (CLARINET), 906 moidiatpucol
aocBeveic (veoyvd kot Bpéen) pe KLUAVAOTIKT GLYYEVH KapOloKT VOGO TOV OVTILET®TILETOL
TOPTYOPTIKA LLE OPTNPLOKNY TUPAKALYT OO T1 GUCTNUATIKY TPOG TNV TVELHOVIKT KUKAOQOopia,
TuyoomomOnkay yio va Adpovv kKhomdoypéin 0,2 mg/kg (n=467) 1} ewcovikd eapuoko (n=439) pali
ue Tautoypovn Bepoameio, fLEYPL TO ¥POVO TOL YEPOLVPYEiOV GE debTEpP PAch. O Uécog xpdvog peta&y
NG TAPNYOPNTIKNG-OVTILETMMIONG LE TAPAKAUWYT] KOL TNG TPADTNG XOPNYTONG TOL PAPLOKEVTUCOD
Tpoidvtog g perétng nrov 20 nuépes. Katd mpocéyyion 88% twv achevav éapav tavtdypova AZO
(evpog 1 ém¢ 23.-mg/kg/muépa). Aev vanpée onuovTik Sopopd peta&d TV OUAd®Y 6TO TPMTEVOV
ovvheTOo KataAnkTikd onpeio Tov Bavdartov, Opoufmong g mapakapyng | TopEuPacng oxeTiloUeVNC
LEe TNV Kapold pwv omd TNV nAkio tov 120 nuepov petd and engicdoto mov Bewpnnke OpopPwtikig
@oonc 189 (19,1%) yo v opdda khomdoypéing kat 90 (20,5%) yio Tnv opdda 1KoViKoy @apLdikov]
(BR.mapdypago 4.2). H apopparyio NTav 1 IO GLYVAE avaQepOUEVT] AVETIOOUNTY EVEPYELN KOL GTIG
00O OLLASEG KAOTIO0YPEATG KO EIKOVIKOD QUPUAKOV: (0GTOCO, deV VINPEE Kopio oUAvTIKY dlopopd
GTO TOGOGTO OLUOPPAYiag LETUED TV OUAO®Y. XT1 LOKPOYPOVIL TOPAKOAOVON O TG CPAAELNG
QUTAG TNG UEAETTG, 26 aoDeveic e TNV TOpAKaUYT KOO VEIGTAEVN € NAKia EVOG £Tovg EAaPay
KAomdoypéA Emg TV nikia tov 18 unvov. Kapd kawvobpila avnovyia yio tnv ac@dieio dev
TopaTNPNONKe Kot TN S1APKELD OLTNHG TNG LAKPOYPOVING TAPAKOAOVONOTG.

Ot dokipég CLARINET kot PICOLO devepynniay xpnoionotdvtag €vo ceTodEY dtdAvLo
KAomdoypEANG. e (o oxeTikn LeAétn Ploicodvvapiog o eVjAIKEG, TO GuoTaBEY S1dAvpa
KAOTIO0YPEANG £5€1EE TOPOLOLN EKTACT] KOl EAGYIOTO VYNAOTEPO TOGOGTO ATOPPOPTONE TOV KVPLOV
KUKAOPOPOUVTOG (avEVEPYOD) LETAPBOALTI GLYKPITIKG LE TO EYKEKPIUEVO SLOKIO.
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5.2 ®@oappoxokiviTIKEG 1010TNTES

Armoppognon

Metd and epanaf Kot emavalapfovopeveg nuepnoteg 06c6e1g 75 mg amd Tov GTOUOTOC, 1
KhomdoypéA amoppodtal Toéme. To péco vynAdTEPO EMinedo ¢ AUETAPANTNG KAOTOOYPEANC GTO
mAdoua (Kot tpocéyyion 2,2-2,5 ng/ml petd and epdnal 660m 75 mg amd ToL GTOUATOC)
gupaviotnke mepimov 45 Aemtd petd ) yopnynon g doonc. H amoppdonon eivar tovAdyiotov 50 %
pe Baon ™ pétpnon amoforng Twv PETAPOATOV TNG KAOTIO0YPEANG GTO 0VPAL.

Kozavoun

H «homidoypéAn Kot 0 KOPLog KOKAOQPOP®V (0veEVEPYOGS) HETAPOAITNG TG, OECUEVOVTOL OVOCTPEWYLLLA
UE TPOTEIVEG TOL avOpdTIvoL TAdouatog (98 % kot 94 % avtictowya) in vitro. H décpevon in vitro
OgV PTAVEL UEYPL KOPEGUOD Yia EVa VPV PACLN GUYKEVIPWOOT|G.

Biouetooynuatiouog

H xhomdoypéin petafolrileton ektetapéva oto Nmap. In vitro Kol in vivo, 1 KAOTOOYPEAY
petaforiletar péom 600 KHPLOV PHETAPOAIK®Y 03MV: Lot KATA TNV OToia e TN LEGOAAPNON
€0TEPACAOV VOPOAVETOL GTO OvEVEPYO TTapdymyo Tov KapPfouikov 0&Eog (85% TV kKukAogopovvtmv
petafoAt®dv) Kot pio Pe T HecoAdfnon moAlamAdy kKutoxpoudtov P450. H xXemdoypéin
petaforileton apykd otov evordueco petaforitn 2-oxo-clopidogrel. Emakdiovdoc petafoiiopog tov
evotdpecov petafolritn 2-oxo-clopidogrel éxel wg amotéAeso T dNUoLEYiE TOL dPUCTIKOV
petaforitn, éva mopdywyo 0e0AnG. In vitro, ot M petafoiikn 066¢ puipiletar amd to CYP3A4,
CYP2C19, CYP1A2 xor CYP2B6. O evepyodg petaforitng 0e1oAn, o/onoiog amopovadnke in vitro,
GUVOEETOL YPIYOPO. KOL UT) OVOGTPEYILO. LLE VTOOOYELG AUOTETAM®Y, OVAGTEALOVTOG £TGL T
GUGCMPEVCT TV OLLOTETOMMV.

H C,,0x TOV dpactikov petaforitn givar Sumhdoia HeTd amd pua epdmal 66om eoptions tov 300 mg
OTmG elval petd amd téooepic NUEPES Le d0on cvvtpnons tav 75 mg. H Cy. mopatnpeital Kotd
pocéyylon petd oo 30 £wg 60 Aemtd pueTd T YopHyNon TG dOGNG.

Amofoln

210V GvOpOTO, HETA amd pio omd Tov oTOETOC 800N KLomSoYpéANC ceonpacuévng pe 'C, to 50%
nepimov amofaAletal pe To ovpa Kot 1046 % mepimov pe ta koénpova o€ didotnua 120 opodv petd
amo T Ay TG 600mG. Metd amd e@ana d6orm 75 mg amd Tov GTOHOTOC, 1| KAOTOOYPEAT EXEL XPOVO
nuicetog {ong mepimov 6 dpeg. O ¥POVOC NIUGELNS OTEKKPLIONG TOL KOPLOL KUKAOPOPOVVTOG
(avevepyoD) petofolritn NTav 8. MPeS, LETO amd TNV £QATAE Kol ETOVOAAUPOVOLEVT] Y0P YNOT).

Dapuorxoyevetikn

To CYP2C19 gumiéketar otn dnpiovpyia Kol Tov OpocTIKoD UETAPOAITN KOl TOV EVOLAUECOV
petafoiitn 2-oxo-clopidogrel. H @appacokivnTiky Kot 1 avTIOUOTETAAINKT OpAGCT) TOV dPOUCTIKOD
petafoAitn g KAemd0oYPEANG, OTTMG LETPNONKOV LE ex ViVo LETPNGELS TG CLGCMPEVCTG
OOTTETAA IOV, S10pEPoVY avaroya pe To yovotumo tov CYP2C19.

To aAknAdpopeo CYP2C19*1 avrtiotoiyel og TANpmg Aettovpykd HeTAROAOUO, EVD To GAANAOLOPPQ
CYP2C19*2 kot CYP2C19%*3 givar pun Aettovpyikd. Ta aiinidopopea CYP2C19*2 kow CYP2C19*3
gufivovtat yio, TNV TAEOYN i TOV CAANAOLOPQ®V [LE LEIOUEVT] AELTOVPYIO GTOVG AEVKOVG
Kovkdaoiovg (85%) kot otovg Actiteg (99%) pe petwpévn petofoiikn Agttovpyio. AlAa
OAANAOHOpQO TOV oyeTilovTal e amdvTa 1 LEWWUEVO HETABOMGUO elval AYOTEPO GLYVA Kol
nepthappavouv ta CYP2C19%*4, *5, *6, *7 ka1 *8. 'Evag acOevig pe petopévn petafoitkn Aertovpyia
O d1aB€Tel 500 oAAnAdpopea pe EXhenym Aettovpyiog 6mmS opileTal TAPUTAV®. ANUOGIEVUEVES
ovyvottes yovotummv tov CYP2C19 pe petmpévn petaforkn Aettovpyla etvor katd tpoceyyion 2%
v Tovg Kavkdotiovg, 4% yia touvg Mavpous kot 14% yia tovg Kwvélove. Yrapyovv drabéotpleg
doxipacieg yio Tov opiopd tov yovotvmov tov CYP2C19 evog acBevoic.

Muo perétn dwotadpwong og 40 vy dtopo, amd 10 og kdBe pia and TiC TEGGEPIS KaTyopies

petafoikng wavomrag tov CYP2C19 (oA vynmAn, ektetopuévn, evOLOUEST Kol UELOUEVT),
a&10A0YNGE TN OPLOKOKIVITIKT KOl TNV OVTATOKPIoT] TOV QUOTETOAM®Y ypnooroldvtog 300 mg
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KAOTO0YPEANG oL akoAovBeiTan amd 75 mg/muépa kot 600 mg Tov akoiovbeitar and 150 mg/Mmuépa,
70 Kabéva Yo S nuépeg (otabepomomuévn katdotaor). Aev TapatnpNONKoy GNUAVTIKES SL0QOPES
otV ékbeom 61O dpaOTIKO PETAPOAITN KOl GTN LECT] AVOGTOAN T1G CLGCMOPEVCTG TOV ULUOTETAAIDY
(IPA) peta&d exeivov e ToAD VYNAT, EKTETAUEVT KOl EVOLAUEST] LETABOAKY 1KOVITNTO.

210, GTOMO. e PELMUEVT] LETAPOAIKT IKOVOTNTO, 1] £KOECT] GTOV SPAGTIKO HETOPOAITN HEDONKE KOTA
63-71% cvyKpITIKG P eKEIvO LE EKTETAUEVT] LETAPOAIKT tkavOTNTa. METE TO SOGOAOYIKO YL

300 mg/75 mg, Ot AVTIOLUOTETAALOKEG OVTATOKPIGELS LELDMON KOV GTO ATONO LE HELWUEVN HETAPBOAIKT|
wavotnta pe péorn IPA (5 uM ADP) 24% (24 dpec) ko 37% (Huépa 5) 6nwg cuykpibnke pe v IPA
39% (24 mpeg) xat 58% (Huépa 5) ota dtoua pe ektetopuévn petaforkn avotta kot 37%

(24 opec) ko 60% (Hpépa 5) ota dropa pe evordueon petaforikn wavotnto. Otov ta dTopa pe
petopévn petaforikn wovotnra EAafov 1o docoroykd oyfua tov 600 mg/150 mg, n £ékBeon oto
dpaoTiko petaforitn frav peyardteprn omd 10 d060A0Ykd oynua tov 300 mg/75 mg. Emmpocera; 1
IPA fitav 32% (24 dpec) ko 61% (Huépa 5), mov tav peyardtepeg omd OTL GTA GTOUO LUE PLELDUEVT
petafoAikn KavotnTa Tov Elafav 1o docoroykd oynua 300 mg/75 mg Kot ToPOUOLES UE TIC AAAES
opadec petaforikng Aettovpyiog tov CYP2C19 mov éhaPav 1o docoroyikd oynua tov 300.mg/75 mg.
"Eva katdAinAo d0G0A0YIKO Gyfpa Yo avTod Tov TANBucud acbevav dev Exel kabiepmBel oe KAvikég
OOKIUES.

SOUQ®VA UE TO TOPOTOVD UTOTELECUATA, GE L0 LETA-0VAAVGOT TToV TtepleAdpave 6 peléteg e
335 dropa OV OVTIUETOTIOTKAY e KAOTIO0YPEAN o€ otabepomomuévn Katdetaor, Katadeiynke
ot €kBeon oto dpaoctikd petaforitn peumdnke katd 28% yio Ta dropa pe-€voldpesn LeTafoAtkn
Aertovpyia kot 72% yio ToL ATOUOL PLE LELOUEVT] LETAPOALKT AELTOVPYID EVE) 1| OVOGTOAN TG
cveompevong arponetarov (5 uM ADP) peiddnke pe dtoapopéc otriviIPA tov 5,9% xan 21,4%,
avtioTorya, Otav cvykpidnke pe To dropa pe eKTeTApPEVT pLeTafoAlkn AetTovpyia.

H emppon tov yovotdmov tov CYP2C19 otig KhMvikég ekPaaslg o 0oOEVEIS TOV AVTIUETOTIOTIKAVY [E
KAomdoypEAN dev €xel a&lohoyn0el 6€ TPOOTTIKES, TUYAOTOMUEVES, ELEYYXOUEVES doKIEG. 'Eyet
vrdpéel Evag aptBpdc avadporIK@OY VOADGEMY: MGTOCO; Yo TNV 0ELOAOYNOT AVTNG TG EMLOPACNC OF
ac0eveic TOV £Y0VV AVTIUETOTIOTEL e KAOTLOOYPEXT KO Y10 TOVG OTTOIOVE VITAPYOVY YOVOTUTIKE,
aroteléopata: CURE (n=2721), CHARISMA{n=2428), CLARITY-TIMI 28 (n=227),
TRITON-TIMI 38 (n=1477) koau ACTIVE-A (n=601), 6mwg kot Evag aptBpdg OnNHOGIEVUEVOV LEAETMV
KOOPTNC.

Ymv TRITON-TIMI 38 kot og 3 and Tig peréteg kooptg (Collet, Sibbing, Giusti), 11 cuvdvaGUEYT
opdoa achevav e gite evOlaEDT), eite HEIOUEVN LETOPOAIKN KAVOTNTO ElYOV DYNAOTEPT] GLYVOTNTO
Kapdloyyelok@v cuufopdtov (Gavatog, EUEPayLe TOL LLOKOPIIOV Kol 0y YELKO EYKEPAAIKO
emec6d10) 1 BpdpPwong g evbompobeong (stent) GUYKPITIKA LE TO ATOUO LE EKTETAUEVT] LETABOAKN
KovotTa.

Ymnv CHARISMA a1 6¢ puo pedétn kooptng (Simon), pio avEnpévn cuyvotnta cuuBoudtov
TopaTNPNONKE OVO oTa dTOopa LE PELOUEVN LETAPOALKN TKOVOTNTO OTAV GUYKPIONKAY LE TO GTOMO LE

EKTETAUEVT] PETOPOAKT IKOVOTNTO.

> CURE, ot CLARITY, otnv ACTIVE-A kot og o and t1g pehéteg kooptng (Trenk), dev
mopatRpnOnke avEnpévn cuyvotnTa cuUPandtoy Pdost TG LETOPOAIKNG LKOVOTNTAG.

Kapio omd avtég Tig avarldoelg oev gixe 10 néyedog yio va VIOmicel d1apopég otnyv Koot TV
OTOU®V [E UELOUEVT] LETABOMKT IKOVOTNTA.

Ewwoi tAnbvopuoli

H pappokoxivntikn Tov pactikov petafolitn e kKAomdoypéAng oev eival YVOGTH 6€ AuTOVE TOVG
€101K00¢ TANBvouovg.

Negpixn dvoiertovpyio

Metd and emovorlopuPavopeveg dOGEIC 75 mg KAOTIO0YPEANG TNV NUEPT GE GITOWN LE GOPOPT| VEPPIKA
voo0 (kaBapon kpeatvivig amd 5 péypt 15 ml/min), 1 avaGTOAN TG CLGGMOPEVOTG TOV OLUOTETAAIDV
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ov mpokaAgitat omd v ADP ftav yapunAdtepn (25 %) and avti mov napatnpndnke oe vy dropa,
®GTOGO, 1) TOPATOGT TOL YPOVOL PONG NTOV TAPOLOLN LLE EKEIVT TTOL KATOYPAPNKE GE VYU ATOLA TOL
erapPovay 75 mg kKhomdoypéing v nuépa. Emmpocsbétmg, n kAvikn avoyn ftav kaAn o 6Aovg
Tovg 0obeveic.

Hratiky ovolertovpyio

Metd and enavoropPavopeveg d6c1g 75 mg khomdoypéing tnv nuépa yio 10 nuépec o aobeveig pe
cofapn NTOTIKY SVGAEITOVPYIM, 1 OVOGTOAN TG CVCOMPEVONC AUOTETAAI®V dlapésov g ADP ftav
TaPOUOLN [LE EKEIVN TTOVL TTapaTNPNONKE 6 LY dTopa. H péon mopdtacn tov ypodvov pong fTav
emiong Tapdpola 6Tig 00 OUAES.

Doin

O gmmolooudg v aAlnropopemv tov CYP2C19 ov oyetilovtar e EVOLIUESO 1 TEPLOPIGUEVO
petafoiiopd dapépet avaroya pe T LAR/eBvicotnta (BA. appaxoyevetikn]). Ao tn Pifiieypaeia,
VILAPYOVV TEPLOPIOUEVE, dEdOUEVE Olabéata Yo va aEloAoynOel n KAVIKY ERXITTOOT YOVOTUT®OV TOV
CYP yo v gpodvion coufopdtov og kKAvikn Ekfaor.

5.3 TIIpoxlvikd dogdopéva yia TV ac@dreia

Kotd ™ dibpkela Tov pn KMVIKGOV LEAETOV GE 0poLPAioNg KOl GE UTOUTOVIVOLS, TO TTO GUYVA
TOPATIPOVLEVEC EMOPAGELS NTAY NTOTIKEC OAALOIDGELS. AVTEG TapOTNPNONKAY 68 OOGELS TOV
QVTITPOCHOTEVOVY TOVAGYIGTOV 25 Qopég TNV Ekbeom mov mapatpndnke o€ avOp®TOVE TOL
eAapfovay kKAvikég 066€1g TV 75 mg/muepnoimg Kot fTay xakdA00Ho oG EXIOPOoTC GTO NTOTIKE
petaporikd éviopa. Kapio enidpacn ota nratikd petafolikd Evivpa dev mopatnpnonie o
avOpdTOLE TOL ELAUPAVAY KAOTIOOYPELN OTIC BEPATEVTIKEG DOGSLG.

e oAl VYNAEG dOGELS, avapEPONKe eMioNG TEPLOPIGUEVI| YACTPIKT avoyT] (YUOTPITION, YOOTPUKEG
P POTIKES OAAOLDOELS KOUT| EUETOC) TNG KAOTIOOYPEANS GTOVG OLPOVPAIOVE KOl TOVG LITOUTOVIVOLC,.

Agv vmpe kapio EvogiEn kapkivoyovov dpaorigotav 1 KhomdoypEAn xopnyndnke yio 78 fdouadeg
o€ TovTIKovg Kot Yo 104 efoopddeg oe apovpaiovs, oe ddcelg pEypt kat 77 mg/kg v nuépa (n omoia
OVTITPOGMOTEVEL TOVAAYLGTOV 25 Qopég TNV ékbeomn mov eugavileTor 6Tovg avOpdmovg mov Aaufdavovy
75 mg/muepnoimg).

H «homdoypéln €xet dokipachel ge i oelpd in vitro Kot in vivo YovoTo&ik®v LEAETOV Kat Oev £J€1EE
yovoto&ikdTnTa.

H «lomdoypéln de Ppébneva Exel EXidOpAOT GTN YOVILOTNTO TOV APCGEVIKOV Kl TOV ONAvK®dV
apoLPOLI®Y Kal OV NTUV.TEPATOYOVOG OVTE GTOVG apoVPaiovg 00Te ot Kovvéla. Otav yopnyndnke oe
Onralovteg apovpaiong, N KAomdoypéAN TpoKarlese Aappld kabvotépnon otV avarTvén Tov
amoyovov. E101KEG QaploKoKivnTIKEG LEAETEG TTOV EYIVOV [LE POSIOCGECT|LAGHLEVT] KAOTLOOYPEAN
éoe1&ov OTL M UNTPIKN ovGio 1 ot petafoAriteg g exkpivovral oto yoia. Emopévog, o dueon
emidpaon (e to&koTNTa), 1 o EPpEST enidpact (Lelmon TG YEVOTIKNG KOVOTNTOG) OEV Umopel
va amokAeloOet.

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX
6.1 Katdaroyog ekdoyowv

Tvpnvog diokiov:

IToAvaBvievoyilvkoin 6000

Kvttapivn, pikpokpovotoriikn (E460)

Kpoonofid6vn tomov A
Kwélato, vdpoyovmpévo
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Emixéivyn dioxiov:
IToAvaBvievoyivkdin 6000
ABvrokvttapivn (E462)
Trraviov d10&gido (E171)

6.2 AocvppoarétnTeg

Agv epoppdletar.

6.3 Awpkewa omg

3 xpovia.

6.4 Iowitepeg mTpo@uAiatels Katd TNV OAAEN TOV TPOIOVTOG
DdvAdocete oTNV apPyIKN KOYEAT Y10 VO TPOGTATEDETOL OO TNV VYPACIaL.
6.5 ®@Vo1 KOl GVOTATIKG TOV TEPLEKTN

Koyéheg and Alu/Alu mov mepiéyovv 7, 14, 28, 30, 50, 84, 90 kot 100 emkaivppéva e AETTO LUEVIO
S10Ki0 CLUGKEVUGEVEC GE KOVTIA aTtO YoPTOVL.

Mmropei va unv KuKAOPOPOLY OAEG Ol GUOKEVAGIEC.
6.6 Iowitepec mpo@uvrdcers amdppryng

Koapia g0 vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Archie Samuel s.r.0.
Slunna 16

61700 Brno

Togyn Anpoxpatio

8. APIOMOX(OI) AAETAY. KYKAO®OPIAX

EU/1/09/554/001 ~Kovtid tov 14 emkalvppévov pe Aentd vpEVIo Sokinv o€ KuyELEG LOVO and
aAovpivio

EU/1/09/554/002 - Kovutid v 28 emiKOADUUEVOV PE AETTO DUEVIO JIOKI®MV GE KOWELES LOVO A0
alovpivio

EU/1/09/554/003 - Kovtid toov 30 emkailvppévov pe Aentd vuévio SIoKimv o€ KOWELES LOVO oo
oAovpivio

EU/1/09/554/004 - Kovtid teov 50 x 1 emkaAvppuévov pe Aemtd vEVio SIoKinv g KOYELEG LOVO OO
oAovpivio

EU/1/09/554/005 - Kovtid tov 84 entkoaAvupévmv Pe AETTO DUEVIO SIOKIMV GE KOYELES LOVO amtd
aAovpivio

EU/1/09/554/006 - Kovtid twv 90 emikalvppévev pe AemTd LUEVIO SI0KIMV 68 KOWELES LOVO Ao
oAovpivio

EU/1/09/554/007 - Kovtid tov 100 emkoAoppévav e Aentd vuévio diokinv o Kuywéleg uovo amnd
alovpivio

EU/1/09/554/008 - KouTid TV 7 ETIKOAVUUEVODV e AETTO DUEVIO S10KIMV 08 KOYEAEG LOVO Ao
aAovpuivio
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9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX

23 Xentepuppiov 2009
10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLOKH GTOLYEIN Y10 TO TOPOV PAPUAKEVTIKO TPOTOV glvar S100£G1ua 6TOV SIKTLOKO
t6mo 1o0v Evponaikod Opyavicpod oppdkov: http://www.ema.europa.eu/
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ITAPAPTHMA II

MMAPAT'QI'OX YIIEYOYNOX I'TA THN AITOAEXMEYXH
TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  TIAPATQI'OX YIIEYOYNOZX I'TA THN AITIOAEEMEYXH TQN ITAPTIAQN

Ovopa kat d1evfuven Tov Topay®wyol Tov eivor VITELOVVOC YO TV OTOOEGUEVCT) TOV TAPTIOWV

Merckle GmbH
Ludwig-Merckle-Strasse 3
89143 Blaubeuren
T'eppovia

B. OPOI'H OI IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTiKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT GLVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

2botnue PopuokoeTaypOTVRoNS

O Karoyog Adeiag Kvkhopopioag mpémel va S106QaAIGEL OTL TO GUGTNA POPUAKOETOYPOTVIGNC TOV
napovotdletor otny evotnta 1.8.1. tng ddeiog KukAopopiag £xet eykotactadel kot Aettovpyei Tpiv Kot
KOTA TN O1dpKELN KUKAOQOPIOG TOL TPOIOVTOC GTNV ayopd.

Ex0£cg1g Teprodkng Tapakorovdneng g aoPALELNS

Koatd 10 ¥povo yoprynong g dodetag kuklopopiag, 1 vrofoin ekbéoemv neplodikng
TopaKoA0vONoN G acPaAELG OV amanTeiTAL Y10 TO €V AGY® TPoidy. Qo1d60, 0 Kdtoyog Adetag
Kvrhopopiog Oa katabétel exkBécelg Teplodikng mapakolodineng g acPAAELNS Yo TO EV AOY®
TPOIOV GV 1O TPOiOY TEPIAAUPAVETAL GTOV KATAAOYO UE TIG MUuepounvies avapopds s Evoong
(xatdAoyog EURD) mov mapatiBetot oto dpbpo 107y.mopdypopog 7 tng odnyiog 2001/83/EK ko €yet
dnuoctevdel oTNV EVPOTAIKN SIKTLOKT TOAN Y10 TOEEP UK.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

Yyéowo Awoyeipiong Kiwvovvoo (XAK)

Agv gpappdlertar.

H epappoyn Paciletar o€ Eva pappoKevLTIKO TPOIOV avapopis Yol TO 0010 dEV £X0VV aVIYVOPLOTEL
{nTpoTo GYETIKG e TV EGPAAELN TTOV VO ATTOLTOVV TPOCHETES OPAGELS ELUYIGTOMOIN OGS KIVOUVOUL.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIEHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel ratiopharm 75 mg, emikoAvppévo pe Aentd vuévio diokio
Khomidoypéin

2. YXYNGOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kda0e emoivppévo pe Aemtd vpévio diokio mepiéyel 75 mg KAOTIO0YPEANS (G PECIAIKN).

3. KATAAOI'OX EKAOXQN

Eniong mepiéyetl kikéhato vdpoyovopévo. BA. pOAA0 0dnytdv Y10 mEPIeoOTEPEG TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

7 emukoAoppéva pe Aemtd LUEVIO dloKia
14 emkoAvppéva pe Aemto vuévio diokio
28 emKaALUUEVO LE AETTO VUEVIO dloKiol
30 emkoAvppéva pe AETTO DIEVIO O1oKIaL
50 gmKkoAvppévo pe AETTO VUEVIO O1oKia
84 emucalvppéva e Aento LUEVIO dloKin
90 emkaAvppéva Pe AETTO DIEVIO O1oKIaL
100 emucoloppéva pe Aemtd VUEVIO dloKia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 PUALO 0INYIDV XPNONG TPV OO T XOPNYNOT).

Ao otONATOG YPTioN.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IIPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAETIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdocetal og B¢om, TV omoia dev fAEmOVV Kal dev Tpoceyyilovv Ta Toudid.

‘ 7. AAAH(EY) ETIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH

22



9. EIAIKEX XYNOHKEYX OYAAZHX

DdvAdocete oTNV apyIKN KOYEAT Y10 VO TPOGTATEDETOL OO TNV VYPACIaL.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Archie Samuel s.r.0.
Slunna 16

61700 Brno

Toegyum Anpoxpatio

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/554/001 14 dwokia
EU/1/09/554/002 28 dokia
EU/1/09/554/003 30 dwokio
EU/1/09/554/004 50 dwokia
EU/1/09/554/005 84 d1okia
EU/1/09/554/006 90 diokio
EU/1/09/554/007 100 diokia

13. APIOMOX ITAPTIAAX

TToaptida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DopUAKEVTIKO TPOTOV Y10l TO OTOI0 AMOLTEITAL LOTPIKT CLVTOYT.

‘ 15. OAHI'TEX XPHXHX

‘ 16 ~IIAHPO®OPIEX XE BRAILLE

Clopidogrel ratiopharm 75 mg
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel ratiopharm 75 mg, emikoivppévo pe Aentd vpévio diokio
KAhomdoypéin

2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Archie Samuel s.r.o.

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOX ITAPTIAAX

TTaptida

5. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHYXHX
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®vrho ooNYIOV ypiong: [IAnpogopics yia Tov ypijoty

Clopidogrel ratiopharm 75 mg emkoivppéva pe Aentd vpévio d16Kia
Khomdoypéin

AP aOTE TPOGEKTIKG 0AOKANPO TO QVAAO 0ONYLOV YP1ONS TPOTOV UPYICETE VO. TAIPVETE AVTO TO
PapRoKo, O10TL TEPIAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.
- DuAGETE 0VTO TO PUALO 00N YLDV Ypriong. Towg xpelaotel va To dafdacete Eavd.
- Edv éxete meportépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOGC.
- H ocvuvtoyn yio autd 10 ¢appoko xopnynonke amokAEIGTIKA Yo GoG. Agv TPETEL VoL
dmaoeTe T0 PapuaKo og dAlovg. Mmopel va toug TpokaAiéasl BAAPT, akdua Kal OToV To
onueio g aoBéveldg Tovg givat id1a P Ta S1Kd GO,
- Edv mapatnpnoete kdmowo avemBOunt evEPYELN, EVILEPDOTE TOV YIOTPO N TOV
QOPUAKOTOL0 GOG. AVTO 1GYLEL KOt Yio KAOe Thav avemBountrn evépyeilo Tov dgv
avapEPETAL 6TO TAPOV PUAAO 0dNyIdV Ypriong. BAEne mapdypago 4.

T epLéyeL 10 TaPOV PUAAO 0ONYLOV

T1 eivon to Clopidogrel ratiopharm kot wota givat 1 xpnor Tov

T pémel va yvopilete Tpotov mapete to Clopidogrel ratiopharm
Iag vo mapete 1o Clopidogrel ratiopharm

[MBavég avemBountes evépyeteg

[Mwg va puidoocetot to Clopidogrel ratiopharm

[Tepieyopevo g cLoKELOGING KOl AOITEC TANPOPOPIES

Sk

1. Th givan To Clopidogrel ratiopharm kot wowa ivain ypnoen Tov

To Clopidogrel ratiopharm mepiéyet T 0pacTIKN 0VGI0 KAOTIOOYPEAN 1) OTTOL0. AVIKEL GE Lot
KATNYopiot QOPUAK®OV TOV OVOUALOVTOL OVTIOLILOTETOMOKA QOPHAKEVTIKE TpoidvTa. Ta aiponetdiia
(ovopaldueva kai OpopfoxdTTopa) eivat TOAD-JIKPA cOUATIOW, TO. OTTOI0 CVYKOAAMDVTOL KOTO TV
&N Tov aipartog. To avTIHOTETOAMOKA POPUAKEVTIKG TPOTOVTA EUTOSILOVY OLTY TI GUGGMPELOT
KoL £TO1 LELOVOLV TIG THAVOTNTES GYNEOTIoHoV BpduPov (dradkasio mTov ovoudletotl Opoupwon).

To Clopidogrel ratiopharm Aapfévetor amd evilkeg yio TNV TpOANYT oynUoTicpod Opoupov ota
oKAnpoupéva apoopa ayyeio (aptnpieg), pia dtadikacio yvoot oav 0a8npobpdupwon, Tov pumopet va
oonynoet o€ adnpobpopfmrikd enelcdo1n (OTMG IGYUUIKO AyYELONKO EYKEPUAKO EMEIGHO10, KOPILOKS
enelo6o10 1 BGvoTo).

To Clopidogrel ratiopharm cag £xet cuvtayoypaendei yio vo fonbfcel 6TV amopuyr| GyNUOTIGILOD

OpouPav Kot vo- EAUTTOCEL TOV KIVOLVO 0UTOV TOV ETEICOIMV ENELON:

- €xete et TiBnorn oKANpLVOTG TOV ApTNPIOV (ETIONG YV®OTY Gov afnpockinpouven), Kot

- £YETE. 10TOPIKO KOPOLAKOV EMEIGOOI0V, IOYUUKOD AYYELNKOD EYKEPUALKOV ETEIGOOI0V 1
TAGYETE AMO L0 KOTAGTOOT YVOOTH OC TEPIPEPIKT OPTNPLOKT VOGO (Stotapayn TN pong
TOV Q{HLOTOG OTOL XEPLOL 1] OTO, TOOLML, YVAOGTN MG OYYELNKT] 0TOQpatn)

2. Tvrpémer va yvopilete npwv vo wapete to Clopidogrel ratiopharm

Mnyv napete To Clopidogrel ratiopharm

. o€ TEPIMTOOT AALEPYIOG OTNV KAOTO0YPEAN 1) GE OTOLONTOTE AALO TG TOL GLGTATIK
0VTOV TOL PAPHAKOV (CVOPEPOVTOL GTIV TOPBEYPAPO 6),

. av €yete pio 1otpikn donon mov Tpokadel evepyn aipoppayio OT®G EAKOG GTOUAYOV 1|
EYKEPAAIKY| oloppayia,

. €4v mdoyete amd coPapr| NTATIKY VOGO.
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Av moteveTe 0TI OTOOOMTOTE QMO AVTA GO APOPOVV 1 AV EYETE TNV TAPOUIKPT O@PoAia,
ovppovievdeite Tov yiotpd cog mpv tapete Clopidogrel ratiopharm.

[Ipocidomomoeirs Ko TPOPVAAEES
AmevBuvbeite 6ToV Yi0Tpo M TOV PoppaKkoTold cog Tpotov ttapete To Clopidogrel ratiopharm:
. Edv vapyet xivovvog apoppayiog 6mwmc:
- néOnon mov cog B£tel og Kivouvo ec@TEPIKNG alpopparyiag (TT.y. EAKOC GTOUAYOL).
- olpatoAoykn dwatopayn €&’ artiag tng omoiag £xete TPodiddeon yio e0OTEPUKEG
atpoppayieg (OUOPPaAYiEG OTO EGOTEPIKO OMOIWVONTOTE 10TMV, OPYAVOV 1| apBpdcoemv
TOL CONATOS GOG)
- TPOCSPUTOG GOPAPOG TPAVUATICUOG
- PO PATN XEPOVPYIKN EMEUPaOT (CVUTEPIAAUPAVOUEVOVY KOl TOV 000VTIATPIKOV
EMEUPACENDV) - TPOYPUUUUTIGUEVT] YELPOVPYIKT ETEPPaoN (CLUTEPIAAUPAVOUEVOV-KOL
TOV 000VTIOTPIK®OV ETEPPACEDV) LEGTH OTIC EMOUEVEG EMTA UEPES

. Edv elye oynuoatiotel 0pdppog oe kdmoto aptnpict TOV EYKEPAAOV GOG (LOY UKD
OYYELOKO £YKEPAAKO €MEIGHO10), TO 0TTO10 CLUVEPT KOTE TN OEPKELD TWV TEAEVTOIWOV ENTA
NUEPOV

o Edv Aappdavete kot kamolov GALO TOTO OPUOKEVTIKNG ay®YNG (PA. « Afpym - GAl®v
QOPUAKDVY).

. Edv ndoyete and vOco TV vEQPOV 1) TOL NTATOC.

. Edv elyate adiepyio 1] avtidpaon g 0mO00NTOTE PAPHOKO TOVYPIGLOTOLEITE Y10 VoL

OVTILETOTIOETE TNV 00OEVELD GO,

Evéow naipvete to Clopidogrel ratiopharm:

. Bo TPENEL VOL EVIULEPDGETE TOV YOTPO CAG EAV EXEL TPOYPOAUUATIOTEL KATOH XELPOVPYIKN
enéppaon (cvumepthapifavopévng tne 000vVIOTPIKNG ETERPAOTG).
. ®o TPEMEL EMIONG VAL EVIUEPDOETE TO YLOTPO TG OUESHOE EAV TOPOVCLAGETE Uid, LOTPIKN

katdotaon (eniong yvootm o¢ ®poufotiki Gpouporevikr [Hopevpa n TTP) wov
TEPILOUPAVEL TUPETO KOl LDAMTES KATM OO TO OEPLLN TOV UTOPEL VO, EPPOVIGTOVY MG
epuBpéc KNALdES, e M yopig aveENyntn KOT®GT, GUYYLOT, KITPIVN ATOYP®CT TOL
déppotoc N Tov patidv (iktepog) (BA. mapdypago 4 «ITBavég avemBOuNTEG EVEPYEIEDD).

. Edv xomeite 1| TpavpatioTeite, I6mG XPEINGTEL TEPIGGOTEPOC OO TO GVVNOIGUEVO YPEVOG
Y10 VO GTOHOTHGEL 1] o ppayic. Avtd oyetileTol pe Tov TpOTo dpAcnS TOL POPUAKOD
oV eumodilel tn dvvarotnTo dnpovpyiag BpopPfov. o pikpng onuaciog KoyipoTo Kot
TPOVUATIGLOVG, T.Y. EAV KOTEITE, KOTd TO E0pIopa, cuviBme dev VILapyEL TPOPAN L.
[Mopdra avtd, edv avnovyeite AOyw TG alpoppayiog cag, 0o TPETEL VO ETKOIVMOVIGETE
He 10 Y10Tpo o apEcms (PA. Tapdypago 4 «ITiBavég avemBOuNTEG EVEPYEIEDD).

. O yatpog oagumopel va {ntroet e£eTdoelg aipoTog.

Hoowa
Mn divete 0UTO TO PAPUAKO GTO, TOLOIE ETEWDN deV £)xEL dpdom.

Ao pdppoxa kot Clopidogrel ratiopharm

Evnuepoote tov yuotpd 1 TOV QUPUOKOTOLd GOG £V TAIPVETE/YPNCILOTOLEITE, £YETE TPOCPOTA
TAPEVYPNOLUOTOUCEL 1) LTOPEL VO TAPETE/YPTCLUOTOWCETE AAAL PAPLLOKCL.

Kdamnow dAAa pdppaka propet vo emnpedcovv ) ypnon tov Clopidogrel ratiopharm 1) avtictpoa.

Ewwotepa, Oo mpémet vo evnuep®CETE TO YLoTpd 60G GV AouPaveTe

- a7tO TOV GTOLOTOG AVTUTNKTIKA, OAPLOKO TOV YPNGILOTOIOVVTOL Y10 T LEIMOT) TN
TNKTIKOTNTOG TOV AiHLOTOC,

- KGO0 U1 GTEPOEIDEG AVTIPAEYUOVMOES PAPUAKO, TOV YPTCILOTOIEITAL GUVHOMG YiaL TN
Oepaneio eM®OVVOV KAV PAEYLOVOIDV KOTAGTAGEDY TOV LUOV 1 TOV apdpdcemv,

- nmapivn | omolodmoTe GAAO EVEGILO PAPUAKO TOV YPTCLOTOLEITOL Y10, T UEIDOT TN
TNKTIKOTNTOG TOL AipOTOC,

- openpaloAn, ecopenpalOAn 1 GUETIOVN, PAPULAKO VIO TNV OVILETMOTIOY] GTOUUYIKDV
EVOYANCEDY,
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- pAovkovaloin, Bopikovaldin, cuTpo@AEacivr, | YA®POUEUIVIKOAN, QAPLOKO Y10, TV
AVTILETOTION PAKTNPLOKDV KOl LUKNTILGIKOV AOUOEEMV,

- Aovo&etivn, phovPo&apivi 1 LokAoBepion, eapUaKa Yol TNV OVTIETOTION TG KATAOAYMC,

- kapPapalenivn N o&kapPalenivn, EApUAKA Y10, TNV OVTILETOTION OPICUEVOV LOPPDOV
emumyiog,

- TIKAOTILO VT, VO AAAOG OVTIOHOTETOAOKOG TOPAYOVTUG.

AkeTVAOGAAKVALKO 0&D, pio ovoio TOV amavTaTol 68 TOAAG PUPUAKEVTIKE TPOTOVTA TOV
YPNOLOTOLOVVTOL YO TNV OVOKOVPLoT 0td TOV TOVO Kot G avTirupeTikd: Mia mepiotaciakn xpnon
OKETLAOGOALKLAKOV 0EE0C (0L mepiocdTepo amd 1000 mg og didotnuo 24 wpdv) dev o Tpénet,
YEVIKA, VO TPOKOAEGEL KATO10 TPOPAN L, EVED O AAAEG TEPIMTMOGELS, TOPUTETAUEVT ¥pNoN Oo Tpémel
va ou{nmOel pe To yoTpd cog.

To Clopidogrel ratiopharm pe tpo@ég kon Totd
To Clopidogrel ratiopharm pmopei va Aapfavetal pe 1 yopig T Aqyn tpoens.

Kotnon ka1 Onraocpég
Eival mpotipndtepo va unv maipvete autod to Tpoidv KoTd T SidpKelo T KONonG:

Av glote £yKkvog 1 vroy1aleote OTL €l0TE £YKVOC, Bal TPEMEL VOL EVILEPDTETE TO Y1OTPO N TO
eoppakonold cog wpwv AaPete Clopidogrel ratiopharm. Av peivete éykvog eved Aappdavete Clopidogrel
ratiopharm, cuppovievbeite 10 yoTpd G0¢ AUESMG, KAODS OV GLVIGTATOL 1] AW KAOTIOOYPEANG
KT T S1GPKEL TG KOTONG.

Agv mpénet va, INAalete evd ypnoylomoleite avtd 1o PappoKo.
Edv Onidlete 1 oxedidlete va Onldoete, WA OTE pe TO YIRTPO GOG TPV TAPETE AVTO TO PAPLOKO.

ZNTNGTE TN GUUPOVAT TOV YIATPOV 1 TOL PUPUOKOTOLOD GOG TPOTOV TUPETE OTOLOONTOTE PAPUAKO.

0o ynon Ko LEPePOS PNy avay
To Clopidogrel ratiopharm givat omifavo varemmpedoet Ty IkavoTTd cog va odnyeite | va yepileote

HNYOVES.

To Clopidogrel ratiopharm wepi€yel vopoyovopévo Kikéiaio
AVTO VOEYETAL VO TTPOKAAEGEL GTOUOYIKES SLoTapayEC 1| Stdppota.

3. og va wapetevo Clopidogrel ratiopharm

[Tdvtote va maipvete T0 PAPLOKO ALTO AVGTNPE GOUPOVE LE TIG 00T YIES TOV YLOTPOV 1 TOV
eappakonolod cag. Eav éxete apeifolieg, potiote TOV Y10TPO 1 TOV QUPUOKOTOLO GOC.

H ocvvigtodpevn d6on eivar éva dwokio Clopidogrel ratiopharm twv 75 mg tnv nuépa, to omoio mpémet
va AapBavetot omd to oTOHA LE 1 Y®pPic TPoPT] Kol TNV 1dto dpa KAOe pépa.

To Clopidogrel ratiopharm 0o mpémel va 10 Taipvete Yo 060 dAoTNUA O YOTPOG 6o cvuveyilel va cag
TO GLVTUYOYPOQPEL.

Edv wapete peyardtepn 66on Clopidogrel ratiopharm amé Tnv kovoviki
Emkowvmviote pe To y1tpd cog 1 TNV TANGIEGTEPT] VOGOKOLELNKT] VINPECIH EKTUKTWOV TEPIOTATIKMY
AOY® TOL CLENUEVOL KIVOUVOD GLLOpPOyiog.

Eav &eyaoete va napete 1o Clopidogrel ratiopharm

Av Egydoete va AaPete pio d6om Clopidogrel ratiopharm kot to Bupunbeite péoa og 12 mpeg omd
ocuvnOiopuévn cog dpa, AMaPete To d10KiI0 Gag AUECHOE Kot Katomy AAPeTe T0 enduevo diokio Tnv
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ouvnBopévn dpa. Av 1o Egxdosete Yo TEPIocOTEPO Amd 12 dpeg AmADg AGPETE TNV EMOUEVN KAVOVIKN
doom ot cuvndicuévn dpa. MnVv TapeTe SITAT 60T Y10 VO OVATANPAOGETE TO d10KI0 TOL EEXAGOTE.

Eév otapoatiocete va naipvere to Clopidogrel ratiopharm
Mn SWKOTTTETE TNV AYOYT] EKTOS KO OV 6UG TTEL 0 YLOTPOS 060G Vo, TO KAveTE. Emikovmvnote pe 1o
YTpO 1 TO POPLOKOTOO GOG TPV TO CTUHOTI|CETE.

Edv éxete meplocoOTEpPEG EPOTNOELS GYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.

4. IMBavég avemOBOUNTES EVEPYELEG

Onmg 6Aa 1o pAPLOKOL, £TCL KOL 0VTO TO PAPIOKO UTOPEL VoL TPOKAAEGEL AVETIBOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AVOPMITOVC.

Emxowmvi|ote pe 10 T10TPO 606 OPEGMS OV TUPOVGLAGETE:

- TLPETO, onpeio Aoipwéng 1 vtepPoikng KOT®ONG. AVTE TOAVMOG VO ELPAVICTOVV
AOY® TOV OTAVIOV TEPMTOCENDY PUEUDCEMS KATOIOV KVTTAP®OV TOV. GILLATOG

- CUUTTOUOTO NTOTIKOV TPOPANUATOV OTTMG KITPIVIGLLO TOV OEPUATOS KOV TOV
patidv (iktepog), aveEapnta omd To €4V GVVOdEVLETAL Ao aloppayia, 1 omoia
eneavifetol KAT® omd 10 dEPU MG epLOPEG KNAidES Koy VYo (BA. Tapdypapo
2 «I1pogldomomoelg Kol TPOPVAAEELS?).

- 010N 6TO GTOWA N SLUTAPOYES TOV OEPLOTOC, OTMMG EEAVONLOTO KAl KVNGUOG,
PAOKTOVEG TOL dEPUATOG. AVTA TAVOV givorl oNpddio aALEPYIKNG avTidpaomng.

H mo ovyvn avem@opuntn evépysero mov £yl avapepbet tie v KhomdoypéAn etvar n opoppayio. H
apoppayio Thavov va TapovGIUCTEL MG ALOPPAYIL ATO TO GTOUGYL 1| TO EVIEPO, LOAMTES, OUATOO
(aocvvn ot apoppayio 1 HOAOTOG KAT® 0O TODEPUA), QHOPPayic amd T K0T, aijd ota 0vpa. X
LUIKPO aplOpd TepImTOGE®V €Yl avapepOel apoppayia oto LATIo, GTO ECMTEPIKO TN KEPUANG, GTOV
TVedUOVO. 1 6TIG apOpOCELS.

Edav mopatnprocere mapatetapévny axpoppayio otav naipvete to Clopidogrel ratiopharm.

Edv komeite 1 tpavpatioteite, icmG¥pLlootel mEPIGGHTEPOG AT TO CLVNOIGLEVO YPOVOG Y10, VO
OTOUOTNOEL 1] alpoppayic. Avtd oyetileTol pe TOV TPOTO dPAGTC TOL POPLUAKOV apov eumodilel T
duvartotnta dnuovpyiag Opopfov. Ia pikpic onpaciog KOWilaTo Kot TPOVUATICHOVG, T.Y. £V
Komeite, Katd to EVpiopa, cuvnbmg dev vrdpyel TpoPAnua. [Tapodia avtd, edv avnovyeite Loyw® g
alpoppayiog cog, 0o TPETEL VO EMKOIVOVINOETE [E TO Y10Tpd oag apéonc (PA. mapdypoeo 2
«IIpoc1domoInoelg Kot TPOPUAGEEID»).

Addeg avemOOUNTES EVEPYELEG TTOV EY0VV ava@ePOel pe Tnv Clopidogrel ratiopharm givon:

Yuyvég avemBopnteg evépyeleg (evoéyetar va ennpedoovy £o¢ 1 ota 10 dropa):
Ardippoto, KOtaKog TOVOS, SuoTEYia 1] KOVGOC.
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Oy ovyvéc avemBounteg evépyeleg (evogyetat va emnpeacovy £mg 1 ota 100 dtopa):
[Movoképaiog, EAkog GTOUdY OV, EUETOC, VAT, SVGKOIAOTNTA, VITEPPOALKE, TTOALG AEPLO GTO
oToudyL M oto €viepo, e&avinpata, Kvnopog, (AN, aichnon «LupuUNYKIAGHOTOS» Kol
LOVOLAGLOTOC,

Yravia avemBountn evépyela evépyeta (evoéyetar va ennpedost £éog 1 ota 1.000 dtopa):
Tayyog.

[ToAv omdviec avemBounteg evépyeteg (evoéyetor va emnpedoovy émg 1 ota 10.000 dropa):
"Tktepog, coPapdc Kothakdg TOVOG e 1| Xopig 00PLAAYiN, TUPETOG, OVGKOALN GTNV AVOTVON
IOV UEPIKEG POPEG GLVOIEVETAL UTTO P1)a, YEVIKEVUEVEG AAAEPYIKES OVTIOPACELS (Yln
napaderypo, yevikn aictnon (éotng pe Eapvikn yevikevpévn svepopia péxpt Amobopiag),
01010l 6TO GTONO, PAVKTOVEG TOV OEPHOTOC, AALEPYiO TOV SEPUATOG, EAKT) GTO GTOUM
(otopartitidn), TTOGN NG APTNPLOKNG THESNG, GVYYLOT, TAPUIGHNCELS, TOVOG OTIC 0pBPDGELS,
MLIKOC TOVOG, QALAYES GTT| YEDOT TV TPOPOV.

EmumAéov, o yuatpdg cog pmopei va avayvopicel petafoArég 0TA OMOTEAEGUATO TOV OIOTOAOYIKOV
eEetdoemv 1 TOV AVOADGEDY 0VPWV.

Ava@opd avemOounTOV vePYELOV

Edv mapotnpioete Kamolo ovemBOUN T EVEPYELD, EVILEPDGTE TOV YLOTPO ) TOV QUPLOKOTOLO GOC.
AvT0 1oyveL Kot Yo KEOe Thavi avemBountn VEPYELN TOL OEV AVOPEPETOL GTO TOPOV PUALO 0dNYIDV
ypnonc. Mmopeite emiong va avapépete avemBounteg evépyeieg anenbeiag, Héow Tov Bvikon
GULOTILOTOG OVAPOPAG TTOL avaypdpeTol oto Hapdptnua V. Méow 1ng avapopds avembountov
EVEPYEIDV Umopeite va, fonBNceTe TN GLAAOYN TEPICCOTEPMV. TAT|POPOPLOV CYETIKA LLE TNV ACPAAELL
TOV TOPOVTOG PAPUAKOL.

5. Iog va guidacoetar To Clopidogrel ratiopharm

DVAAGGETE TNV APYLKT KOWEAT Y10 VO TPOGTOTEVETAL OO TNV VYPOGia.

To eappako ovtd TPETEL VO UAACOETALGE PEPT TTOV OEV TO PAETOVV Kal OgV TO POAVOLV Ta TOLOIAL.
Na pn ¢pMNOOTOLEITE AVTO TO PAPLIOKO LETE TNV MepOoUNVia ANENG TTOL AVAPEPETOL GTO KOVTL Kot
otV kuyéAn petd t AHEH. H npepounvia Aéng eivon | tedevtaio npuépa ToL PUNVO TOL OVOPEPETOL
eKel.

No pn gp1oonoleite tuTd T0 PAPUAKO EQV TOPATPNCETE 0TOI0ONTOTE 0paTd oNueio Cnutdg oty
KOWEAN 1 OTO EMKOAVUUEVO PE AETTTO VUEVIO dloKia.

Mnyv mtetdite APLLOKO GTO VEPO TNG ATOYETEVGNC 1| 0T GKOLTIOWN. P®TAGTE TOV QOPLAKOTOLO GOG Yo
TO TG Vo LETAEETE TA PAPLLOKO TTOV OgV YpNollomoteite mo. Avtd to pétpa o fonbrcovv oty
TpooTasia Tov mEPPEAlovTog.

6. Ieprey6peVo TG GVOKEVOGTUG KUL AOUTTEG TANPOPOPIES

T wepréyer o Clopidogrel ratiopharm
H dpaotikn ovoia givar | khomdoypéhn. Kdabe diokio mepiéyel 75 mg khomdoypéing (og Peciiikn).

Ta dAla cvotatika gival (BA. Tapdypago 2 «To Clopidogrel ratiopharm mwepiéyet vOpoyOV®LEVO
KIKEAOLO»):

Tvpnvog diokiov:

IToAvabvievoyivkdin 6000
Kvttapivn, pikpokpovotoriikn (E460)
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Kpoomofiddvn tomov A
Kikérato, vdpoyovmuévo

Emixéivyn dioxiov:
IToAvaBvrevoyivkdin 6000
ABvroxvttapivn (E462)
Tiraviov d10&gidto (E171)

Epg@avion tov Clopidogrel ratiopharm kot wepieyépevo g cvokevaciog

Ta emkaioppéva pe Aentd vuévio diokio Clopidogrel ratiopharm givot Agvkd Em¢ vtoAgvKa,
LOPUOPOEIDT, GTPOYYVAG Kot appikvpta. Atotifevion og kKovuTid amd yoptdvi Tov teptéyovy 7, 14,28,
30, 50, 84, 90 ka1 100 dioKic. GLOKEVAGUEVE GE KOWEAEC 0O aAOVUIVIO. Mmopel vo unv KukAo@opoiv
OAEG O1 CLOKEVAGIEC.

Karoyog dogrog kokhopopiog

Archie Samuel s.r.0.
Slunna 16

61700 Brno

Togyn Anpoxpatio

Mapaymyoc

Merckle GmbH
Ludwig-Merckle-Strasse 3
89143 Blaubeuren
T'eppovia

INo omoladnmote TANPOPOPio. GYETIKG [LE TO TAPOYV-PAPUAKEVTIKO TPOTOV, Tapakaleiche va
amevBuvleite 6TOV TOTIKO AVTITPOGMTO TOV KATOYOL TNG AdEL0G KUKAOPOPIoG:

Belgié/Belgique/Belgien Lietuva

Teva Pharma Belgium N.V./S.A./AG UAB "Sicor Biotech"
Tél/Tel: +32 3 820 73 73 Tel: +370 5 266 0203
Bbbarapus Luxembourg/Luxemburg
Tesa @apmactotukbic beiarapus EOO/] ratiopharm GmbH

Tenm: +359 2 489 95 82 Tel: +49 731 402 02
Ceska republika Magyarorszag

Teva Pharmaceuticals CR, s.r.o. Teva Magyarorszag Zrt.
Tel: +420 251°007 111 Tel.: +36 1 288 64 00
Danmark Malta

Teva Denmark ApS Drugsales Ltd.

Tif: +45 44 98 55 11 Tel: +356 21 419070
Deutschland Nederland

ratiopharm GmbH ratiopharm Nederland B.V.
Tel: +49 731 402 02 Tel: +31 800 0228 400
Eesti Norge

UAB "Sicor Biotech" Eesti filiaal Teva Norway AS

Tel: +372 661 0801 TIf: +47 66 77 55 90
EALGda Osterreich
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Teva EAMGc ALE.
TnA: +30 210 72 79 099

ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1 97 007

Espaiia
ratiopharm Espaifia, S.A.
Tél: +34 91 567 29 70

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel.: +48 22 345 93 00

France
Teva Santé SAS
Tél: +33 15591 78 00

Portugal
Teva Pharma - Produtos Farmacéuticos, Lda
Tel: +351 21 423 59 10

Romania
Teva Pharmaceuticals S.R.L
Tel: +40 21 230 65 24

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 51 321740

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 1 58 90 390

Island
Teva UK Limited, Bretland
Simi: +44 1323 501 111

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 2 57267911

Italia
Teva Italia S.r.1.
Tel: +3902 89 1798 1

Suomi/Finland
ratiopharm Oy
Puh/Tel: 4358 20 180 5900

Kvnpog
Teva EALdg A.E., EALGO
TnA: +30 210 72 79 099

Sverige
Teva Sweden AB
Tel: +46 42 12 11 00

Latvija

UAB "Sicor Biotech" filiale Latvija

Tel: +371 677 849 80

United Kingdom
Teva UK Limited
Tel: +44 1323 501 111

To wapdv AL 00OV yp1ioNs avaBswpnOnke Yo TELEVTAIO POPE TOV

Aentopepn TARPOPOPLAKA GTOLYELD Y10 TO TPOTOV aVTO glval S100Ec1a GTOV SIKTLOKO TOTO TOL
Evponaikod Opyavicpod Papudakov: http://www.ema.europa.eu/
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