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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Clopidogrel Acino Pharma GmbH 75 mg smikaAvppéva pe Aentd vpévio diokio

2. HOIOTIKH KAI IOXOTIKH XYNGEXH

KdBe emkoroppévo pe Aemtd vpévio diokio mepiéyel 75 mg khomidoypéng (og fecthkn).
"‘Exdoya: kd0e emucoloppévo pe Aemtd vuévio dtokio mepiéyet 3,80 mg vépoyovouévov kikelaiov.

I tov TA7pN KaTdloyo TV ekddY®V, PA. Tapdypago 6.1.

3. ODAPMAKOTEXNIKH MOP®H
Emuwcodoppévo pe Aemto vuévio diokio.

Aguka £0¢ VTOAEVKO, LOPLOPOELDT], OTPOYYVLAL KOl AUPIKVPTO EXUKOAVUUEVO, [lE AERTO VIEVIO JIOKIML.

4. KAINIKEX IIAHPO®OPIEXZ
4.1 OgpomevTikég evoeitelg
H «lomdoypéin evdeikvuton o€ eVAAIKES Yo TV TPOANYT TOV-aENpoBpouBoTiK®V ene1c0diny oE:

o AocBeveig pe épepaypa tov pookapdiov (amd Aiyeg ripépeg péxpt Ayotepo amod
35 NuéPeQ), 1oyapikd ayyelakd eyKePaAMKO enelcod10 (amd 7 nuépeg uéxpt AyoTepo 0o
6 UAVEQ) N EYKOTESTNUEVT TEPLPEPIKT OPTNPLIKN VOGO.

INoa nepiocdtepeg TAnpoeopicg mapaxoieiods va avatpééete oty mapdypapo 5.1.
4.2  Aocolroyio Kol TPOTOS YOPNYNONG

Aocoloyia
o Evilikeg ko nAikiopévor
H «homidoypéin mpémerva diveton og epdmal nuepniola d6on twv 75 mg.

Edv Eeyaotel pua 860!
- Evtog Mydtepo tov 12 @pdv HETE TNV KAVOVIKT TPOYPUUUOTIGUEVT ®PO.: Ol acOeVEic
TPETEL VL TAPOLV TN dOGN TOVG OUEGMG KOl LETE VO TAPOLV TNV ETOUEVT dOGT GTNV
KOVOVIKT] TPOYPOAUUOTIGIEVT DPOL.
- Metd and mepiocotepo and 12 dpec: o1 acbevelg mpémet vo TApOLV TNV ETOUEVT OOCT OTNV
KOVOVIKT] TPOYPOUUATICUEVT] DPA KoL VO, UV SmAactdcovy T doon.

. Hodrotpicog TAnOvepog

o Neppkn dvciettovpyia
H Bgpanevtikn eumeipio sivar meplopiopév o aobeveic pe veppikn dvciettovpyio (BA.
napbypapo 4.4).

o Hratum dvciettovpyio



H Bepamevtikn eumelpio etvar meplopiopévn o€ acheveig pe HETPLO NTATIKN VOGO, Ol
omoiot umopel va mapoveiaoovy apoppayikn tpodidbeon (BA. mapdypogo 4.4).

Tpomog yoprymongs
Amo otOpaTOG Yp1ioN

Eivar dvvato va yopnyesiton pe 1 xopic tpoen.

4.3 Avrevositeag

. YrepevaicOnoio 6tn dpactiKyi ovcia 1] 6€ KATOowo ond T EKO0YA.
. YoBapn nratikny dvcAettovpyia.
. Evepyog maboroykn apoppayic, OTmMG TEXTIKO EAKOG 1] EVOOKPOVIOKT OLLOPPOYia.

4.4  Ewikég TPOELOOTOUMGELS KU TPOPVAAEES KATE TN (p1jon

Ayoppayio. ko aiaTOAOYIKES OLATOPOYES

AOY® TOL KvOOVOU oploppayiog Kot OLUATOAOYIKAOV avemBOUNT®V gvepyelmv, Ba Tpémel va
dlevepyeitar eyKaipmg HETPTON TOV EUUOPPOV GVOTATIKOV TOV OUUATOC, KUY GAXES GYETIKEG
€€eTdoE1C OMOTEONTOTE KAVIKA GUUATMUOTO TOV VITOONAMVOLY opoppayic epeaviloviot Kotd T
dapkela g Bepoameiog (BA. mapdypago 4.8). Onwg pe GALOVG AVTIUOTETOMUKOVS TOPAYOVTES, 1|
KAOTIO0YPEAN Ba TPETEL VOL Y PNGILOTTOLEITAL [LE TPOCOYN € aobeveig Tov pmopel va eival o€ Kivouvo
aLENUEVNC aoppoyiog amd TP, XEPOVPYIKN exéuPaocn 1 dAle Taboloyikég KATAOTAGEIS KOl GE
acBeveic mov Aappdvovy aywyn pe AXO, nmopivi, avacTOAEIG TOV VTOJOYEDV TNG YAVKOTPOTEIVIG
lIb/I1la M un-otepoeldn avtipieypovaddn eapuake (MIAD) copmeplaufovouévey TmV avaoToAE®Y
g kapPoévrdong Cox-2. Ot acbeveig Oa mpémel va mapakolovdovvtal 6Teva yio Kabe onpeio
apoppayiog coumepAaBoavoprévng TG AovOAvVoLCag aLopPaYiog, E0TKA KOTA TIG TPAOTEG EfSOUAdES
™G OYOYNG KoM HETE 0o EMEUPOTIKES KapOOAOYIKES dradikaoies N yewpovpyikn exéuPoon. H
TAVTOYPOV YOPNYNON TS KAOTISOYPEANG E ATTO GTOLOTOC OVTITNKTIKG 08V GUVIGTATAL ENXEWDN UopeEl
vo avnoel v éviaomn g apoppayiag (BA. Tapdypapo 4.5).

Edv évag acBeviic mpodkettal va vroPAndel e TPoyPOUUOTIGUEVT XEPOVPYIKT EXEUPOCT Yio TV OOl
TPOCWOPIVA deV gival EMOVUNTA AVTIOLOTETAALOKT OPAoT), 1| KAOTLOOYPEAN Oo TPEMEL VO S1UKOTTETOL
7 nuépeg mpv amd ™ xepovpyikn enépfoom. O acbeveic o TPEmEL va EVLEPOVOVY TOVG 1ATPOVS KOl
TOVC 000VTLATPOLG OTL AOUPEVOVY KAOTIGOYPEAT, TPV OO TOV TPOYPULUATICUO KAOE YEPOVPYIKNG
eméuPoong Kot Tpv amd T AMyn Kade VEOL QoPLOKEVTIKOV Tpoidvtog. H khomidoypéin napateivel To
YPOVO ponc kat Ba Tpémel va ypnouomoteitan Le Tpocoyn oe acbeveic, ol omoiol Exovv PAGPeg pe
Taon vo apoppoycovy (18iGitepa YOO TPEVTEPIKESG Kl EVOOPOANLIES).

Ot acBeveig Oa mpémer va evnuepwBovv 0Tt 6tav Aapupdvovy Khomdoypérn icmg xpelaoTel
TEPLOCOTEPOG YPOVOGS UM’ OTL GLVHOWS TPOKEEVOL VO, GTALATIGEL 1] Oloppayia Kot 0Tt Ba Tpémet val
AVOQEPOLY OTTOLANTOTE aoLVNBIETN (WC TPOC TNV EVIOTION 1| TN SLAPKELL) CLLOPPAYic GTO YLOTPO
TOVG.

Opoufarixn Opouforeviry Hoppvpa (TTP)

TToAd omdvia éxetl avapepOei Opopuputikny Opopporeviky ITopevpa (TTP) petd amd yprion
KAOTIOOYPEANG, LEPIKEG POPEC LETE amd iKpng dtdpketog EkBeon. Xapaktmpiletor amd Opopponevia
KoL KPOOLYYELOTAONTIKY GLLOAVTIKY] OVOILIO TOV GUVOEETAL EITE [LE VEVPOLOYIKE ELPTLLOTAL, VEPPIKT
dvoiertovpyio | pe wopetd. H TTP eivar pio Suvntikd Bovatn@opoc KATAGTAoT TOL OmoLTel yKaipn
YY", CUUTEPIAUUPOVOUEVIC TS TAUCUAPAIPESTC.

Llpooparo 160Kk oyyelarxo eykepaliKo EXEIGOOIO
AOY® ™G EALeyNg dedopévamv dev umopel va vdpéel GOGTACN Yo AN KAOTOOYPEANC KATA TN
SLIPKELN TOV TPAOTOV 7 NUEPOV UETE 0td 0&D 1GYOUIKO AYYEIOKO EYKEQPOAKO ENEIGOO10.

Kvtoypwua P450 2C19 (CYP2C19)
Dappokoyevetikn: e aobeveig pe meplopiopévn petaforikn wavotnta tov CYP2C19, n
KAOTO0YPEAT OTIG GLUVIGTOLEVES dOCELS oynUaTilel AydTepn TOGHTNTA 0O TO SPUCTIKO LETOPOALTY
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™G KAOTOOYPEANG Kot £YEL LIKPOTEPN EMIOPOOT 0TN AgtTovpyia TV apomeTariov. EEetdoelg etval
drabéoipeg yuo TNV Tawtonoinor tov yovdturov tov CYP2C19.

Emedn n khomdoypéin petaporiletor oto dpaotikd petaforitn g ev uépet amd to CYP2C19, 1
YPNON PUPUOKEVTIKAOV TPOTOVI®V TOL 0vaGTEALOLY TN dpacn Tov evivpov avtov Ba avapéverol va
€XEL WG OMOTELEG O, LEIWUEVO EMITESD TOV OPAGTIKOV PETOPOALTN TNG KAomdoypEéAnc. H vy
oLoYETIoN TNG aAANAETidOpaonG avThg ival aBéfain. Q¢ TpoPVAALN, 1) TAVTOYPOVT YPTON LOXLPOV 1
pétpiov ovaotorénv tov o CYP2CL9 npénet va anobappivetar (BA. mopdypago 4.5 yia pia Acto
avaotorémv tov CYP2C19, BA. eniong mapdypogo 5.2).

Negpixn dvolertovpyio

H Ogpomevtikn eumeipio pe kKAomdoypéAn gival meplopiopévn oe aceveic e veppikn duciettovpyia.
'Y avtd N Khomdoypérn Ba Tpémet va YPNOLOTOLEITOL LE TTPOGOYN G° 0L TOVG TOVG 0loBeveig (PA.
napypao 4.2).

Hratikn ovolertovpyio

H epmepia eivon mepropiopévn o acbeveig pe HETpLo NIATIKY VOGO TOL UTOPEL VAL £YOVV QHLOPPOYIKT|
podiabeon. H Khomdoypédn, emopévmg, Ba Tpémel va yopnyeital pe Tpocoyr| 6°, TV TOVG
acBeveig (BA. mapdypogo 4.2).

Exdoyo.
To Clopidogrel Acino Pharma GmbH nepiéyet vdpoyovouévo kikéiato, o omoio pmopei va
TPOKOAEGEL GTOUOYIKEG dLOTOPAYEG KOt SLippOLal.

45  AMAemOpacelg pe GALO QUPUUKEVTIKA TPOIOVTA Kav SAAES HOPPES aAAeTiIOpACNS

AvumnKtikd awo 100 OTOUATOGS: 1| GUYXOPTYNOT KAOTSOYPEANG KOl OVTUTNKTIKMV OO TOL GTOWOTOG
dev cuviotdrat S0t pmopei va ovénoet v Evtaon g atpoppayiog (BA. mapdypapo 4.4). Av koin
yopnynon kKAomdoypEAng 75 mgmuépa, v TPOTOTOINOE TN QAPUOKOKIVITIKY TG S-Bapeapivig 1
tov INR (31e0voic opolomompévng oyéong) os cobeveic mov Aaufdvouy pakpoypdvio Oepomeio pe
Bapeapivn, n ouyyopnynomn kKAomidoypEAng e Bapeapivn avéavel Tov Kivouvo apoppayiog Aoy
aveEAPTNTOV AEITOLPYIDV TNG AIOGTACTG

Avaoroleic twv vmodoyéwv e ylokompwreivyg 1Ib/111a: n kKhomdoypéhn mpémet va ypnoiomoteitat e
TPOGOYN G€ aoBeVEIC TOV AOUPEVOUY TAVTOYPOVO AVACTOAEIS TWV VTTOSOYEWMV TNG YAVKOTPOTEIVIG
1b/1la (BA. mapdypogo 4.4).

Axetvlooalikvlixé ofd (4X0): 10 AXO d¢ petéfole TV avooToAr TOL TPOKUAEL | KAOTIOOYPEAN
oV Tpokarovuevn amd v ADP 6ueompenon TV AOTTETAAIDV, EVAD 1) KAOTLOOYPEAN eVioyvaE T
dpaon Tov AXO oTHV-TPOoKIAOVUEVT OO TO KOAANYOVO GUGGHPELGT TV OUOTETAAI®Y. £26TOG0, 1)
T Torpov Yopriynen 500 mg AXO 300 popéc Tnv nuépa Yo Lo NUEPA OV ADENGE ONUOVTIKE TNV
TOPATOOT) TOV XPOVOL PONG TOL TPOKOAEITOL AITd TN AYN NG KAOTIO0YPEANG. Mio QupHOKOSUVOLIKY
oAnieniopaon peta&y kKhomdoypéAng kot AXO eivon mbavi, pe amotédeoua Ty ovénomn tov
KWOOVoU. apoppayiag. Zuvendg, 1 ovyxopnynon tovg Oa npémet va yivetar pe mpocoyn (PA.
napGyoapo 4.4).

Hropivy: og o KMviK) LEAETN TTOL £YIVE G€ VY1 ATOWA, 1) KAOTILOOYPEAT OV KATEGTNGE avayKaio TN
petafoAn g 66omg g nrapivng, ovte petéPare tn dpaon g nropivng oty TéN. H tavtdypovn
YOPNYNON TNE NTaPivNg OV EMNPEUCE TV GVAGTOAT TNG GLGCOPEVCNG TOV ALULOTETAAMMDY TOV
TPOKOAEITOL A0 TNV KAOTO0YPEAT. Mio poppokoduvapukn aAAnienidpaon peta&d KAOTIO0YPEANS
Kot nrapivng etvor Thavy, pe amotéAecua TV adENCT] TOL KIVOUVOL OLLOPPAYING. ZVUVETMS, M
ovyyopfynon tovg Ba mpénet va. yivetar pe mpocsoyn (PA. mapdypago 4.4).

Opoufotvtina: | acEAELR TNG TAVTOYPOVIG XOPNYNOTNG KAOTSOYPEANG, EIOIKMV 1 U1 Y10 TO WWMOES
BpouBorvTiK®V TaPayOVIOY Kot NTapvedv allohoynonke e acBeveic pe 0&D ELEPOYLLOL TOV
pvokapdiov. H cuyvotnta epueaviong KAWVIKG GTLOVTIKAG GLLOpPpoyiog NTaV TopOUOL [LE OVTH TOV



napatnpionke, 6tov ta OpopuBolvtikd eappoko kot n nrapivy cvyyopnyndnkay e AXO (PAéne
napdypago 4.8).

MZEAD: oe o KAMVIKN LEAETN TTOL £YvE o€ VYLElg €0eAOVTEG, 1) TALTOY POV XOPT YN KAOTLOOYPEANC
Kot varpo&évng avénoe t AovOavouco, andAELN AiaTog o TO YOoTPEVTEPIKO. Q6TOGO, AOY® TNG
ENeyng LedeT®v aAANAemidpaong pe aGAla MEAD givol Tpog 10 TapdV adlEVKPIVIGTO EGV VTLAPYEL
avENUEVOG Kivouvog atpoppayiog omd To YooTpevteptko pe oAd to MEAD. Xvvendc, to MZAD
SVUTEPIAOUPAVOLEVOY TV 0vOoTOAE®Y TG KapPBourdong CoX-2 kot 1 khomidoypéAn Ba mpémet va
ovyyopnyovvtar ue Tpocoyn (PA. mapdypapo 4.4).

AMeg towtoypoves Oepameicg:

Emedn n khomidoypédn petaporileton ev pépet péow tov CYP2C19 yio vo TpokOYEL 0 SpacTIKOG
UETABOAITNG TNG, M XPNOT PUPHOKEVTIKOV TPOIOVIMV TOV AVOGTEAAOVV T Opdiom avtod Tov evihion
avapéveTol 0Tt Ba €xel ¢ OmMOTEAEC U PELWUEVD EMIMESD TOL SPAGTIKOL LETAPOALTN TNG
Khomdoypéine. H xhvikn cuoyétion e adinAeniopacng avthg ivat apéfain. Q¢ mpopviad, N
TV TOYPOVT PO 1oXVPOV 1 LETPLOV avacTtoAémv Tov CYP2C19 npénel va amobappdverar (BA.
Topaypaeovs 4.4 kot 5.2).

DappokevtiKd Tpoiovta tov avactéAlovy To CYP2C19 nepihappdvouy v opempaldin Kot v
€copempaloOAn, TN eAovPo&apivn, T eAlovoetivn, T LokAoBeuidn, t Popuovaldin,
@AOVKOVALOAN, TNV TIKAOTISIVY, TN ompopAoLacivn, T SETIdIvT, TV KepPapalenivy, v
o&xapPalenivn Kot TN YA®POLEAIVIKOAN.

Avaoctoleig g Avtiiag [pwtoviov (AATI):

H yopriynon 80 mg openpalding epdmaé nuepnoimg, eite otov-i310 xpdvo ue v KAOTIS0YpEAT, it
ue 12 dpec peta&d Tov yopnynoemv Tov 600 PapudKov, Lelnse TNV EkbeoT Tov dpacTikKoD
petaporitn kotd 45% (d60m podptiong) kot 40% (56on cuvinpnong). H peimon oyetiotnke pe 39%
(8601 @OpTIoNC) Kat 21% (866N cLVINPNONC) UEIMOT THE UVAGTOANG TG CVLGCMPEVONG TV
owponetariov. H ecopenpaloin avouévetal va £yt wapopota aAANAETidpacn pe v KAOTIO0YpEAT.

AVTIQATIKA O£00UEVA, Y10 TIG KAVIKEG EMUTAOKES QTG TNG POPLOKOKIVITIKNG
(PK)/papuakodvvouikig (PA) arinlenidpactc avapopikd pe peiCova kapdioyyeiakd coppduoto
&yovv ovapepOei amd peléteg TapatnPNoNg Kot KAMVIKEG peétes. Q¢ Tpo@vAaln, 1) TAVTOYPOV YPToN
openpaloing 1 ecopenpaloing mpérel vo anobappivetar (BA. mapdypago 4.4).

AryoTEpo €vtoveg LEImoElg NG ékbeong Tov petafolrit Exel mapatnpnOel pe v mavrorpaldin
Aovoompaloan.

O1 6VYKEVIPOOEIC 6T0 TAAGLO TOV dpacTikoD petafolitn peiddnke katd 20% (d6on edpTionc) Kot
katd 14% (86om cvvinprong) Kotd T StdpKela g TanTtdypovng aywyns pe 80 mg mavtorpalding
EPATOE NUEPNCI®CAVTO GUGYETIOTNKE LE UEI®ON TNG HECTG AVOGTOANG TNG CUGCOPELONG TOV
awponetaAiov ketd 15% kot 11%, avtictoyo. To arotelécpata avtd deiyvouv 0Tt 1 KAOTSOYPEAN
umopet vo yopnyeitol pe tnv tovtompaloin.

Agv vdpyovv otoryeio OTL AL PUPUOKEVTIKA TPOIOVIO TOL HELDVOVV T YUOTPIKA 0&éa Onmwg ot H2
amoxistotéc (ue e€aipeon ) cuetidivn, n onoia eivar avaostoréog tov CYP2C19) 1 ta avtio&va
emNEedlovy TNV OVTIOUOTETAALNKT) OPAGCT) TNG KAOTIO0YPEANS.

AMO QOPUOKEVTIKG TTPOTOVTAL

"Evag aptOpog KMvik@V peAeT@V Exouvv yivel pe tnv KLomidoypEAn Kot GAAS GuYXopTYOOUEVA
(POPUOKEVTIKA TPOTOVTA, MOTE VO, EpeVVNOEL 1] SLVOTOTNTA POPLAKOSVVALIKDY KOl QOPLUKOKIVITIKOV
oAnAemidpacemv. Agv TopatnpONKoY KAVIKG ONUOVTIKEG QUPUOKOSVVOUIKES OAANAETIOPACELS,
OTOV 1 KAOTISOYPEAT GLUYYOPNYNONKE LLE ATEVOAOAT, VIPESTIVT), 1] LE GLVOVACUO ATEVOAOANG Kot
vigedimivine. EmmAéov, n pappoakodvvapiky opact tng KAOTIO0YPEANG OV EMNPEACTNKE OTLLOVTIKG e

TN GuyyopnyNon eavofopPirtding 1 016TPOYOV®OV.

H goppokokivntikn g dtyo&ivng 1 e BgopuAdivng de petaPfAndnke pe m cuyyopnynon e
KhomdoypéAng. Ta avtioéva de petéfarav to Pabud e amoppodenong g KAOTIS0YPEANG.



Agdopéva, and v perétn CAPRIE vrodeucvdouy 6TL 1 patvutoivn kot 1 ToABovtapidn, ot omoieg
petaforifovtor amd to CYP2C9, propovv va cuyyopnynbovv pe acedieio pe v KAOTIOOYPET.

Extog and 115 mAnpopopieg Y10, aAANAETIOPAGEIC LE GUYKEKPLUEVO, QOUPLOKEVTIKA TPOIOVTO TOV
TEPLYPAPOVTOL TOPOUTAV®, OgV Exovv dte&aybel peréteg aAANAeTidpaoNG TNG KAOTOOYPEANC UE LEPIKE
(POPUOKEVTIKG TPOTOVTA TOV YOpNyoUVIaL LYV og acbeveic pe abnpobpoupwtiky acbéveln. Qotdco,
000eVEIC TOV CUUUETELY OV OTIG KAVIKEG SOKIEC e TNV KAOTO0YpEAN EAafav Lo ToKIAlo
GLYYOPTNYOVUEV®V PUPUIKEVTIKAOV TPOIOVIMY GUUTEPIAUUPAVOUEV®VY TOV SLOVPNTIKAV, TOV B-
AVOGTOAEMV, TOV OVTOYOVICTMV TOV PETOTPETTIKOV eviDUov TG ayyelotooivng (avaotoieic MEA),
TOV OVIOYOVICTOV SIOA®V 06PECTION, TOV TOpayOVTOV LEIMONG TV EMTEd®V YOANGTEPOANG, TWV
OYYEIOOI0OTUATIKOV TOV GTEPAVINI®V aYYEI®V, TOV avTIOOPNTIKOV TapoyOvVTOV
(cvumepiapfavopévng e tVGOLAIVIG), TV AVTIETIANTTIKMOV TOPAYOVI®V KOl TOV AVTOYOVIGTOV TV
vrodoyémv ¢ yAvkonpwteivng IIb/11a yopic svpripata KAvikd onUOvVTIKOV averiBOopnTomv
OAMNAETIOPAGEWDV.

46 Tovipétnra, KOnon Ko yorovyio

Konon

Emedn dev vdpyovv kKAviKa dedopuéva oyeTikd e TNV €kBecmn otV KAOTIOOYPEAT KATH TNV
EYKLUOGVHV, EIVOL TPOTIUATEPO VO [N ¥PNOILOTTOLEITOL 1) KAOTILOOYPEAT KOTG TN OAPKEL TNG
EYKVHOGHVNG OG HETPO TPOPOAAENG.

Meléteg oe {da dev KaTESEIEAY AUECES 1] EUUECES EMIKIVOVVEG ETUTTAOGELS GTIV EYKVUOGVVY, OTNV
avantvuén tov guPfpvov, oTov TOoKETO 1 6TN uetayevwnTikn avareuén (BA. mapdaypogo 5.3).

Onlaouog

Eivatl dyvawoto gdv 1 khomidoypEAN amekkpiveTon 6To. ovBpmmvo untpikod ydio. MeAéteg o (oa
KaTESEIEQV AMEKKPIOT) TNG KAOTIO0YPEANG GTO UNTPIKS YOAW. Q¢ HETPO TPoPOAAENC, 1| Yolovyio Oev
0o pémel va cuveyiletor Kot T didpkela TG Bepameiog e KAOTISOYPELN.

Toviuotnra
H xhomdoypéin dev £xet kotaderybel 0Tt emnpedlel T yovipodtnto o€ peréteg pe (oa.

4.7 Emopacelg 6Ty tKavoTnTa 001]YN61S KOl YEPLGHOD P avAY

H xhomidoypéin dev £xel kopd 1 el aonpovTn EXidpact GTNV IKOVOTNTA 0d1YNONG Kol YEPIGUOD
UNYOvVOV.

4.8  AvemOountsg evépyeleg

H acpdleia ¢ khomdoypéing a&toroyndnke yia 1 ypdvo 1 tepiocdtepo. Ot KAVIKG GYETIKEG UE TO
Qappoko evemBounteg evépyeteg mov mapatnpnonikay otn pekétn CAPRIE meprypdoovton mapokdto.
YuvoAkd, 1 kKhomdoypéAn 75 mg nuepnoiog ftav cvykpiown pe to AXO 325 mg npepnoimg ot
perémy CAPRIE, ave&apra amd Tnv nAikia, To GUAO Kol T QUAY.

Eni @héov g epmeipiog amod Tic KAWIKEG ueAéTeg, avembOunTeg evépyeleg Exovv emiong avapepOel
avbopunToc.

H awpoppayia givar ) o cuyvh avtidpaocn mov avoeépbnke 1060 g KMVIKEG LEAETEG OGO KOl LUE
Baomn v gumepio PeTd TNV KVKAOPOpPia TOV TPOIOVTOG GTNV Ayopd, OTOL avaPEPONKE KVPI®MG KOTA TN
Sudpkela TOL TPAOTOL pUNva TG Bepameiog.

Xe aoBeveic tng nedétng CAPRIE mov éhaPav Beparncia eite pe khomdoypédn eite pe AXO, n
GLVOMKY] cVYVOTNTA KABE €ldovg arpoppayiog nTav 9,3 %. H cuyvotnta epodviong cofapov
TEPLOTATIKAOV NTOV TOPOLOLN Y10 TV KAOTLO0YpEAN Kat to AXO.



AvemBounTeC EVEPYELEG TTOV E1TE EPPAVIOTNKAY KOTA T O1APKELN TOV KAVIKOV LELETOV £lTE
avaeépOnkav avbopuntog Tapoveidlovtal 6tov Tivaka Tov akoiovdel. H cuyvotntd toug opileton
ue Baon tig axkorovdeg mapadoysc: ocvyvég (>1/100, <1/10), oy ovyvég (>1/1.000, <1/100), ondvieg
(>1/10.000, <1/1.000), mwoiv omdavieg (<1/10.000). Evtdg kébe katnyopiog cuyvotnTog eReaviong, ot
avemBounteg evépyeteg mapatifevial katd pivovca celpd coPapdtnTag.

Katnyopia Xvyvég Oyt ovyvég Xmovieg [ToAV omdvieg
Opyaviko
206TNHO
Awotapoyég Tov ®poppomnevia, Ovdetepomevia, Opoppotikn
OLLOTTOUTIKOD Aevkomevia, ocvoumeptropupavo-  [Bpoppomevikn
K0l TOV NOGWoEAio pévng g coPapng |mopevpa (TTP) (BA.
AEpPUCOD 0VdETEPOTEVIDG napdypapo 4.4),
GUOTNUOTOC OTAOCTIKY ovalpiia,
TOVKLTTOPOTEVI,
OKOKKIOKLTTOPALUO,
coPapn Opoppomevia,
KOKK10KLTTOPOTEVIA,
ovorpLiol
Awotapoyég Tov Opovoaia,
OVOGOTONTIKOD AvoQUAOKTOEOEIC
GUGTNLOTOG avTIOpAacELg
Yoylatpikég Yevdaenoelg,
SLTOPaYES cGUYYLoN
Awtopayég Tov Evdokpoaviokn Awotapoyéc TG yevong
VELPLKOV aoppayia |
GUGTNLOTOG (avoeéptnkav
OPIGLEVEC TEPIMIWMOELS
pe Bavoammedpo
éxPaon), kepaAiaryio,
nmapoiobnoio, {aAn
OpBaipuxég Awoppayieg Tov
SloTapoyEg opHuipod
|(emumepuKOTOG,
gvoopBdia,
apPPANGTPoEId0VC)
Awotapoyég Tov "TAryyog
®TOG KO TOV
Aapopiviov ,
Avyyelokég Aydtopo YoBapn aoppayia,
SlTopPaYEG awoppayia omd o
EYYXEPNTIKO TPV,
ayyettida, vrdtaon
Awzapayég tov |Emiotaén Awoppayio amd v
Iuvanvsuctucof) OVOTIVEVGTIKT] 000
OGLOTNUATOC, TOV (ocpdmrvon,
Bmpaxo Kot Tov TVELHLOVIKN
pecobwpakiov alpopporyic),
Bpoyyocmacuog,

dugpeon Tvevpovitida




0800 yoprynong

Katnyopia Xuyvég Oy ouyvég Xravieg [ToA omdvieg
Opyoaviko
Xvotnpa
Awtapoyés Tov |Apoppayia Taotpkd édkog ko  |Omcbonepirovaixkn |[acTpevteptKn Kot
YOGTPEVTIEPIKOV |TOV dMOEKASAKTUAKO apopparyio 0me00TEPITOVAIKT
YOO TPEVTEPTIKOV | EAKOG, YUOTPITION, ooppayia |
COANVO, £UeTOoG, vavTia, Bavatneopo éxPaon,
dudppora, dvokoiioTnTa, TayKpeaTiTION,
KOUMOKO UETEDPIOUOG KOATIdO
dAyoc, (cvumeptiappavouévng
dvomeyia ™G EAK®O0VE M
AELPOKVLTTAPIKNAG
KoAiTId0C),
oTopoTiTION
Awtapoyég Tov Oéela nrotikn
NMATOC KOl TV aveTApKeLo, NroTitida,
YO PSPV L1 OUGLOAOYIKEG
doxipacieg NTATIKNG
[Aertovpylog
Awtapayég Tov [MbAoTog E&avOnpa, kvnouog, Mopporivydong
OEPLOTOG K aipoppayio amod To deppatitida (to&n
TOV VITOSOPLOV dépua (Topevpa) EMOEPUIKT VEKPOAVOT),
1670V ocbvvopopo Stevens-
Johnson, ToAvpopeo
epvonua),
ayyE00idnua,
epLONUOTOOEG
e&avonuo, kvidwon,
éxlepa, oparog
Aeymvog
Awotapoyég Tov MvockeleTikn
LVOGKEAETIKOD opoppayio
GLGTNUATOS TOV (coipapBpo), apbpitida,
GULVOETIKOD apBpadyia, poaiyia
1GTOV KOl TOV
0GTMV
Awotapoyéc Tov Awatovpia YrElpapoTovePpitida,
VEQPOV KL TOV avénuévn Kpeatvivn
oVPOPOPWV aipatog
000V
Tevucég Awoppayio [Mupetdg
dwtapayés Kot |otn Béom
KOTOOTAGELS TNG |TOPAKEVTNONG

Hopaxkdvikég
' eketdoelg

HopateTapévog ypdvog
PONGC, LELOUEVOG
appog
0VOETEPOPLADV,
pelwpévog aptBpde
opomeToMmv
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Yrepdocoroyio PETH amd yopNyNoN KAOTIO0YPEANG LITOPEL VO 00N YN OEL GE TAPATUGT) TOV XPOVOL
poN¢ Kal emaKOAOVOEC atpoppayikéc emmiokés. Eqv mapatnpnBovv apoppayiec Oa mpémel va
e€etaotel mown etvot | KATGAANAN ayoyn.

Agv €yer Ppebel avtidoTo TG PapUAKOAOYIKNG Opdong NG KAomdoypéing. Edv amatteitot dueon
O10pH®GON TOV TOPATETAUEVOD YPOVOL PONG, 1 LETAYYIOT OUUOTETOAM®Y UITOPEL VO OVACTPEYEL TA,
OTOTEAEGUOTO, TG KAOTLOOYPEATG.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX
51 ®@appoxodvvopikis 1010TNTES

DoppokobepomenTIKT KATNYOPiN: OVOGTOAEIS GVGCOPELONG UUOTETAUAIDV EKTOC NTOPIVNG,
koo ATC: BO1IAC-04.

H xhomidoypéin gival £va, Tpo@apurako, Evag omd Tovg LETOPOATEG TOV 0TTOIOL EiVaL AVAGTOAENS TNG
oveompevong Tov aponetaiiov. H khomdoypédn npénet va petaforiotel amnd ta Evivpa Tov
CYP450 yio va. mapdéet 1o dpacTikO HETOPOAITN TOV AVOCTEAAEL TN CLGGOPEVOT) TOV ULULOTETAAIWDV.
O dpaoTikdG HeTAPOAITNG TG KAOTIOOYPEANC EKAEKTIKA avaGTEALEL TN GDLEVEN TNC SLPOCPOPIKNG
adevooivng (ADP) e tov vtodoyéa P2Y 1, tov aponetalmv Kot Ty exokolovdn evepyomoinon,
péow g ADP, tov cupmdéypartog g yAvkornpwteiving GPIID/Ia, avaoctéAlovtag pe tov Tpomo ovtd
T1 GLGGMPELCT TOV ULUOTETAAIWOV. AOY® TNG 1N avaoTPEWIURS oDLEVENG, Ta ekTEDEEVL
apometdAio emnpedlovtor yio 1o VwOAOUTo TOL ¥POvoL LmNG tovg (Katd mpocéyyion 7-10 nuépeg) kat
N AVAKTNOT TS PLOLOAOYIKTG AgtTovpyiag TV aponetaiiny cupPaiver pe puOud avaroyo pe to
pLOUd avavémong Tov aloneTariiov. H cuecdpevuon Tov aponetaiioy, Tov TpoKaAsital ard
ayoviotég dAlovg and v ADP, avaotélietat, emicig, oamd v Topepnddion TG EVIGRVoNg TG
gvepyonoinong and v areigvbepovpevn ADP

Emedn o dpaoctikdg petaforitng mpokvmrel umd to évivpo tov CYP450, opiopéva amd to onoia
TAPOLGIALOVV TOAVUOPPICLOVG 1] VITOKELYTOL GE AVOGTOAT OO GALO POPUOKEVLTIKA TPOidVTa, oV Oa
€xovv 6Ao1 o1 acbevelg EMAPKT OVAGTOAN TOV AUOTETAMMV.

Eravolopupavouevec d0ceig tov. 75 mg tnv nuépa TPOKAAEGOV GTLLOVTIKT OVOGTOAN TNG
wpokaiovpevng amod v ADP sueompevong Tmv aiponetaiiov and ) tpdtn nuépa. H avaotoln
ot ovéNndnke TPoodevTiKG Ko EpTace o€ otafepd enimeda peTacd g 3ng Kot Mg nuépag. X
otofepn KOTAGTAGN, T} OVOGTOAN TNG OULOTETOALNKTG GLCCMPEVCTG TOV TOPATNPNONKE e dOGN

75 mg v nuépa, rrav g tééng tov 40 % £wc 60 %. H cuccmpevon Tov alponeTaAiny Kot 0 ¥povog
pong emaviABaV- GTadIOKA OTO aPYKE ETITEDA, YEVIKA LEGA o8 5 nuépeg pnetd tn dtokon g
Oepoameiog.

Llpooparo Euppayuo Tov HLOKAPAIOD, TPOTPATO AYYELOKO EYKEPOAKO ETELTOOLO 1 EYKATETTIUEVH
TEPIPEPIKT] OPTHPLOKI VOGOG

Hperétn CAPRIE copmepiérofe 19.185 acheveic pe abnpobpopupwon, mov giye ekdniwbei pe
TPOGPUTO EUEPOYL LLOKAPSiov (<35 NUEPES), TPOCHATO LOYUUIKO OYYEINKO EYKEPUMKO EMEGOS10
(neta&d 7 nuépeg kan 6 unveg) N eykateotnuévn mepipepiky aptnplakr voco (ITAN). Eywve
TUYOLOTOIN O™ TV 06HeVdV 68 opddeg KAomdoypéAng 75 mgmuépa 1 AZO 325 mg/muépa ko n
napakolovOnomn dipkece yuo 1 g 3 xpovia. Xtnv vroopdda pe EPepaype Tov pvokapdiov, ot
EPLEGOTEPOL ad TOoVg 0obeveic Elapav AXO yuo TIg TpDTEG Ayec NUEPEC LETA TO 0ED EUEPAYLLL TOV
pvokapdiov.

H xhomidoypéin Leiwoe GNUOVIIKA TN GUXVOTNTO EUPAVIONG VEMV IoY0UIKOV £nelc0dimv (cvvBeTo
TEMKO oNUelo a&loldYNoNC ELPPAYUATOS TOV HLOKOPIIOV, 1GYULLUKOD OYYELOKOD EYKEPUALKOD
€MELG0010v Ko kapdiayyelakod Bovdtov) cuykpivopevn pe AXO0. Xpnouonoidvog 10 HOVTELD



OTOTIOTIKNG avaAVOTG e 6KOoTO TNV Bepameia, 939 encioddia eEeTdoTKAV GTV ORAdA TG
Khomidoypéing, kot 1.020 eneic6dio pe AXO (ueiwon tov oyetikov kivddovov (RRR) 8,7 %, [95 % ClI:
0,2 émwg 16,4], p=0,045), mov avaroyikd onuaivetl 6Tt o kéOe 1.000 acOeveig mov Elafav aywyn eni
2 xpovia avtiotoryovv 10 [Cl: 0 éwg 20] emmpdcsbetor aobeveis mov TpouAdyOnKay amd véo
OYALKO ETEIGO010. AVAALGT TNG GUVOAIKNG BvNodTNTOC MG dEVTEPELOV KUTOANKTIKO orueio dgv
£0e1&e kKamota oNUavTIKY dtopopd peta&d g kKhomdoypéing (5,8 %) kot tov AXO (6,0 %).

Yg po avaAvon VITOOUAd®V ava KATAGTAON (EUEPOYLLO TOV HVOKOPSIO, IGYOLUKO Oy YELOKO
gyKeOoAMKO enelo0610 kat ITAN) 1o 6@erog amodsiydnke uéyloto (enttuyyGvoviog 6TaTIoTIKY d0popd
p=0,003) ot acBeveig mov giyav cvpmnepinedei Aoyw ITAN (18img o€ ekeivovg oL giyav emiong
10TOPIKO gUPPaypatog Tov pvokapdiov) (RRR = 23,7 %, CI: 8,9 éwg 36,2) kat pkpdtepo (01
OoNUOVTIKA dlapopeTikd and AXO0) oe acbeveig pe ayyeiaxd eykepatkd eneicddio (RRR = 7,3 %,

CI: -5,7 ém¢ 18,7 [p=0,258]). X¢ acbeveic mov eiyov cvpmepiinedel otn dokiuy pe LovN autioloyic:
TPOCPOTOL ELPPAYLATOG TOV LLOKAPSIIO, 1) KAOTIO0YPEAN NTOV aplOUNTIKAE KATMTEPT] OAAL YnPig
OTOTIOTIKA onpovtikn dapopd and 1o AXO (RRR =-4,0 %, CI: -22,5 ¢og 11,7 [p=0,639]): EnttAéov,
N avéAivon piog vroopddog pe faon v nhkia £6e1&e O6TL To OPEAOG amd TNV KAOTIO0YPEAT] GE
acfeveic ave TV 75 g1V NTOV pIKpdTEPO OO eKEivo oL TTapatnpnOnke oe acbeveic <75 et@v.

Emedn n doxyun CAPRIE dev ntav og 0€0m va KT GEL TV OTOTEAEGUOTIKOTITO TOV €T LEPOVG
VTOOUAd®V, OEV EIVOL GUPES EAV OL SLPOPEG OTI GYETIKY| ELATTOGCT TOV KIVOBVOL GTIG DVTOOUADES LE
KOTAOTOOT £IVOL TPAYUATIKES, ) ATOTEAEGLO TOYNG.

[ouorazpixog winBoouog

e o peAétn KApokovpevng docoroyiag 86 veoyvav 1 Ppep@y-en¢ 24 unvov og Kivouvo
Bpoupwong (PICOLO), n khomdoypéln a&lohoynOnke ce dEdoykég dooeis tov 0,01, 0,1 kot

0,2 mg/kg o€ veoyva kar Ppéen ko 0,15 mg/kg puovo og veoyva. H 66on twv 0,2 mg/kg métuye
uéon mocooTtiaio avastol e tééng tov 49,3% (5 WMSADP-enaymduevn cuocmpevon
apomeTaAmy), N omoia TV GVYKpioun e ekeivy TV evidikov mov Aapupdvouv Plavix

75 mg/Mmuépa.

Y€ (o TOYOOTOMUEVT], SIITANG-TVPANG, TapaAINA®Y opddmv perétn (CLARINET), 906 moudiotpikoi
acbeveic (veoyvd kat Ppéen) pe KOOVATIRI] GLYYEVT KOPSIOKT VOGO TOV aVTIHETOTIETO
TOPNYOPNTIKA LLE CPTNPLOKT TOPAKQMYT AT TN CLGTNUOTIKY TPOG TNV TVELLOVIKT] KLKAOPOpid,
ToyaomomOnkay yia vo Adpovv kXomdoypéin 0,2 mg/kg (n=467) 1 ewovikd eapuaxo (N=439) poli
pe tavtodypovn Bepameio pEypt 50 ¥pOHVo ToL yEpovpYEiov g devTEPT PdoT. O HEGOG ¥pOVOS LETAED
NG TOPYOPNTIKNG CVTILETEMIONS e TOPEKOLLYT] KOL TNE TPDTNS YOPNYNONS TOL POPUAKEVTIKOD
poiovToc g perétng ey 20 nuépeg. Katd tpocéyyion 88% twv acbevav érafav tavtdypova AXO
(ebpog 1 émg 23 my/kGfquépa). Aev viqpée onuavtiky d10popd petaé&d TV OUAd®mY 6T0 TPWTEVOV
oVuvBeTo KataAnktued-6nueio Tov Bavdatov, OpouPwong g mapdkapyng 1 tapéppaong oxetilOUevNg
LE TV Kopdtd Tpiv Gt v nikio Tov 120 nuepov petd amd eneicddio mov Oewpndnke Opoufmtiknig
eVong [89 (1901%) yio v opddo kKhomdoypéing kot 90 (20,5%) yio tnv opddo 1KOVIKOD GOPUAKOL]
(BA. mapbypapo 4.2). H cupopparyio oy 1 o cuyva avoeepOUeyT avemBOunTn eVvEPYELO KOl GTIG
000 opAdEL KLOTLO0YPEANC KOl EIKOVIKOD QUPLAKOV: 0GTOGO, eV VANPEE KOO OTUAVTIKT S1o(popa.
670 TQE00TO aoppayiag LETUED TV OUAO®V. XT1 LOKPOYPOVIL TOPAKOAOVON O TG OCPAAELG
OEITE TNG LEAETNG, 26 aoBevelg e TV TopdKapyn aKOLo VPIGTAREVN 6 NALKia £vOG £Tovg EAafov
kRomidoypéln Emg v niia tov 18 pmvov. Kapd kawvobdpilo avnovyia yio tnv acedieio dev
TopaTNPNONKE KOTE TN JEPKELD AVTNG TS HOKPOYPOVIOS TOPAKOA0VON GG,

Ot dokipég CLARINET kot PICOLO devepynniay xpnoIonotdvTog Vo GeTOOEY dtdAv Lo
KAOTIOOYPEANG. € Ll GYETIKN LEAETN Proicodvvapiog o€ EVAAIKES, TO GVGTAOEY dldAv L
KAOTO0YPEAN G £0€1EE TaPOOLN EKTOOT Kol EAAYLETO VYNAITEPO TOGOGTO ATOPPOPNONG TOV KUPLOL
KUKAOQOPOUVTOG (aveVEPYOD) HETAPOAITI GUYKPITIKG LLE TO EYKEKPLUEVO SIOKIO.
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Armoppognon

Metd and epanaf Kot emavalapfovopeveg nuepnoteg 06c6e1g 75 mg amd Tov 6TOHOTOC, 1
KhomdoypéA amoppodtal Toéme. To péco vynAdTEPO EMinedo ¢ AUETAPANTNG KAOTOOYPEANC GTO
mAdopo (kotd Tpocéyyion 2,2-2,5 ng/ml petd amd epdmo 66om 75 Mg amd Tov 6GTONATOS)
epoaviotnke mepinov 45 Aentd petd ™ yopnynon g doons. H amoppdenon eivar tovddyiotov 50 %
pe Baon ™ pétpnon amoforng Twv HETUPOATOV TNG KAOTIO0YPEANG GTA OVPO.

Koravoun

H xhomidoypéAn Kot 0 KOPLog KVKAOQopdV (avevepydc) HeTaBoAitng TG, SECUEDOVTIUL OVAGTPEYILA
UE TPOTEIVEG TOL avBpdTvoy mhdopotog (98 % kot 94 % avtictoya) in vitro. H déougvon in vitro
OEV PTAVEL UEYPL KOPEGUOD V1o EVOL VPV PACH GUYKEVIPWOOT|G.

Merafoliouog

H xhomdoypéin petapolrileton extetapéva oto rap. In vitro kat in vivo, n khomdoypéin
petaforiletar péom 600 KHPLOV PHETAPOAIK®Y 03MV: [ict KATA TNV 07Ol e TN LEGOAPNoN
£0TEPACHV VIPOAVETOL GTO AVEVEPYO Tapaymyo Tov KapPo&uikod o&éog (85% Tmv kuKAOPOPOVLVTOY
petaforrtdv) Kot pia pe T pecordpnon moAlamimv kutoypoudtov P450. H klomidoypiin
petafoliletor apykd otov evoldpeco petaforitn 2-oxo-clopidogrel. Eraxdiovbog petaforiopdc tov
evolauecov petafBoritn 2-o0xo-clopidogrel £xet og anotéleopo ) dnuiovpyio Tov SPUGTIKOD
petafolitn, éva maphywyo B0 ng. In vitro, avt 1 petaPorikn 086¢ pLbuiletar amd to CYP3A4,
CYP2C19, CYP1A2 ko1 CYP2B6. O gvepydg petafolritng Be1dAn, o-omoiog amopovmbnke in vitro,
GUVOEETOL YPIYOPO. KOL UT) OVOGTPEYILO. LLE VTOOOYELG AUOTETAM®V, OVAGTEALOVTOG £TGL T
GUGCMPEVCT TV OLLOTETOMMV.

H Cpax 1OV dpactikov petoforitn givar Sumhdoia HeTd amd, o epdmal 66om eoptions tov 300 mg
OTmG elval petd amd téooepic NUEPES Le d6on cvvteneng tov 75 mg. H Chax mopatnpeital kotd
npocéyyion petd omd 30 £wc 60 Aemtd puetd ™ yopr|yiion g dOeNG.

Améxrpion

Y1ov GvOpemo, petd omd piot omd ToL 6TORATOS ddoT KhomBoypéAng ceonpacuévng pe *C, To 50%
nepimov amofaAletal pe To ovpa Kot 10 46 % mepimov pe ta koémpava o didotnua 120 opodv petd
amo T Ay TG 600mG. Metd amd epana d6orm 75 Mg amd Tov GTOHOTOC, 1) KAOTO0YpEAT EYEL XPOVO
nuicetag Long mepintov 6 mpeg. O x00vVog NUIGELNS OTEKKPIGNG TOL KHPLOL KUKAOPOPOVVTOG
(avevepyov) petafolritn Arav 8 dpeg, HETA amd TNV EQATAE KO ETOVUAUPAVOUEVT] YOPTYNON.

Dapuorxoyevetikn

To CYP2C19 gumiéketal otn dSnuiovpyia Kol Tov dpocTIKOD UETAPOAITN KOl TOV EVOLAUECOV
petoforitn 2-oxo-clopidogrel. H @oappokokivnTikn Kot 1 avTIoUoTETAMOKY dpAoT| TOL dpaoTIKOD
petafodritn g Khomdoypéng, Onmg LeTpHONKV LE €X VIVO PETPNGELG TG CVGCMPEVGNG
a1pomeTaAioy, Staupépovy avdAioya pe to yovotumo tov CYP2C109.

To aAinAdpopeo CYP2C19*1 avtictoryel og TANPp®G Aettovpykd HeTAROAOUO, EVD Ta OAANAOLOPPQ
CYP2C19*2 xou CYP2C19*3 givan un Aertovpyikd. Ta odinidpopea CYP2C19*2 ko CYP2C19*3
gubivovtat yio v TAEOYNQia ToV aAANAOLOpe®V UE petuévn Asttovpyio otovg Koavkdotovg (85%)
icat otovg Aotdteg (99%) pe petopévn petaforkn Asttovpyio. Ao arAnidpopea mov cyetilovtot
UE amovTo 1 pelouévo petafoiiond eivar Arydtepo ovyva kot meptrapfavooy to CYP2C19*4, *5, *6,
*7 ko *8. 'Evag acevic pe petopévn petoforikn Asttovpyio Oa S100€tel 300 aAANAOUOPPO. pE

EM ey Aertovpyiag 6mwe opiletar Tapamavm. Anpocievpuéves cuyvotnteg yovotimov tov CYP2C19
pe petopévn petafoiikn Aettovpyia eivan Katd pocéyyion 2% yio tovg Kavkdstovg, 4% yo toug
Moavpovg kot 14% yia toug KivéCovg. Yrapyovv drabéoipeg dokipacieg yio Tov opiopd Tov YovoTHIou
tov CYP2C19 gvdc acBevouc.

Mua perétn draotadpwong oe 40 vy dropa, and 10 og kabe pia omd T1¢ TEGGEPIC KaTnYOpieg

petaporikng woavotntag tov CYP2C19 (moAdd vynAr, eKtetapévr, evoldueon Kot UEt@UEVN),
a&10A0YNGE TN OPUOKOKIVITIKT KOl TNV OVTATOKPIoT TOV AponeTodiov ypnoyoroidvtog 300 mg
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KhomidoypéAng mov akolovbeitar amd 75 mgMmuépa kar 600 mg wov axoiovbeiton and 150 mgMmuépa,
10 kaBéva Yo 5 nuépeg (oTabepomomuévn katdotacn). Agv TopoaTnPNONKOY GNUAVTIKES S10POPES
otV ékbeom 61O dpaOTIKO PETAPOAITN KOl GTN LECT] AVOGTOAN T1G CLGCMOPEVCTG TOV ULUOTETAAIDY
(TPA) petald exeivmv pe ToAd VYNAY, EKTETOUEVT Kl EVOLAUEST] LETABOAIKY 1KAVOTNTO.

210, GTOMO. e PELMUEVT] LETAPOAIKT IKOVOTNTO, 1] £KOE0T] GTOV SPAGTIKO HETOPOAITN HEDONKE KOTA
63-71% cuykpiTikd P ekeiva pe EKTETAUEVT] LETAPOAKT tkavOTNTa. METH TO SOGOAOYIKO oYL

300 mg/75 mg, ot OVTIOHOTETOAAKES OVTOTOKPIGELG LEIDONKOY GTO GTOUO LE UELOUEVT] HETABOALKY
wavotnta pe péon IPA (5 uM ADP) 24% (24 dpeg) kot 37% (Huépoa 5) 6nme cuykpibnke pe v IPA
39% (24 dpeg) ko 58% (Huépa 5) ota dropa pe ektetapévn petofolkn wavotmro kot 37%

(24 dpeg) xar 60% (Huépa 5) ota dropa pe evddpeon petaforikn woavotnta. Otav to GTopo 1e
peluévn petaBoAlikn wkavotnto éhafav o docoroyikd oynua twv 600 mg/150 mg, n ékBeon oto
dpaoTikd petofolitn frav ueyaddtepn and 10 Socoroyikd oyfua tov 300 mg/75 mg. Emmpocheta, 1y
IPA Ntav 32% (24 dpec) ka1 61% (Huépa 5), mov Nrov peyoldtepes omd 4Tt 6Ta GTOUN LUE UEIMIEVT
petofolikn wavotta mov Erafav o Socoroykd oyfpa 300 mg/75 mg kot Tapopoteg pe TIC GANEG
ouddeg petaforkng Aettovpyiog tov CYP2C19 mov éhafav 1o docoroyikd oynua tov 300-mg/75 mg.
"Eva katdAinAo d0G0A0YIKO Gyfa Yo avTod Tov TANBucud acbevav dev Exel kabiepmbel Ge KAvikég
OOKIUEG.

SOUQ®VO UE TO TOPOTOVD UTOTELECUOTA, GE L0 LETA-0VAAVGOT TToVL TTepleAduPove 6 peléteg e
335 dropa oV aVTIHETOTIOTNKAY e KAOTIO0YPEAN o€ otabepomomuévn Kardataor, Katadeiynke
ot ékbeon oto SpacTikd petafoAitn puelmdnke katd 28% yio To dropa pe EVOLGUEST) HETABOAKN
Aettovpyia kot 72% yio To ATopo e PELMUEVT] LETAPOAIKT AELITOVPYIO EVM 1] AVOGTOAN TNG
ovoodpevong aponetorov (5 uM ADP) peiddnke pe dtopopég otv IPA tov 5,9% Ko 21,4%,
avtioTotya, 6tav cvyKpidnKe pe To dropa pe eKTETANEVT LETAPOAIKT| AgtTovpYyia.

H emppon tov yovotdmov tov CYP2C19 otig khMvikég ekPaceig oe aoOevei TOV AVTIUETOTIOTIKAY e
KhomdoypEAN dev €xel a&lohoynOel € TPOOTTIKES, TVYOLOTOMUEVES, ELEYYXOUEVES doKIEG. 'Eyet
vrdpéel Evag aptBpdc avadporIK@OY aVOADGEMY: MGTOCO, Yo TNV 0EOAOYNOT VTHG TG EMLOPACNC OF
a00eVelC TOV £XOVV OVTILETOMIOTEL [1e KAOTLOOYPEARR KO Y10, TOVG OTTO10VG VITAPYOVY YOVOTLTIKA
amoteléopata: CURE (n=2721), CHARISMA (n=2428), CLARITY-TIMI 28 (n=227),
TRITON-TIMI 38 (n=1477) xou ACTIVE-A (r=601), 6nm¢ kot évog aptBudc SnUocievévev PeErETdV
KOOPTNG.

Ytnv TRITON-TIMI 38 kot o 3 and 1i¢ peréteg kooptrg (Collet, Sibbing, Giusti), 1 cuvévacpévn
opdoa achevav e gite evOlaUEDT, eite LEOUEVN LETOPOAIKN KAvOTNTO ElYOV VYNAOTEPT] GLYVOTNTO
Kapdiayyelokmv copfoudtov (Bdvatog, Epuepayua ToL HLOKAPSIOn KoL OYYEINKO EYKEPOAKO
enel00010) M OpouPwong g evoonpdbeong (stent) cuykpitikd pe To. dTopa e EKTETAUEVT HETAPOAKY
KavoTNTa.

Ytmnv CHARISMA ot og pua pedétn kooptig (Simon), po avénuévn cuyxvotnta cuppapdtov
TapaTnPNONKe LOVO 0Ta dTOopA LE PELOUEVN LETAPOAIKN TKOVOTNTO OTAV GUYKPIONKAY LE TO GTOMO LE

EKTETAUEVT] HETOPOMKT 1KAVOTITOA.

¥t CURE, ot CLARITY, otv ACTIVE-A «ot o€ o and tig pekéteg kooptng (Trenk), dev
mapoTnpNOnKe avEnuévn cuyvotnTa suuPapdtoy Bdost TG LETOPOAIKNG IKOVOTNTAG.

Kopio omd avtég tig avardoelg oev giye To néyedog yio va VIOmicel dlapopég otny Koot TV
OTOU®V [E UELOUEVT] LETAPOMKT IKOVOTNTAL.

Ewwoi tAnbvopuoi

H pappokoxivntikn Tov pactikov petafolitn e kKAomdoypéAng oev eival YVOGTH 6€ AuTOVE TOVG
€101K00g TANBLGLOVG.

Negpixn dvoiertovpyio

Metd and emovorlopuPavopeveg d0GeIC 75 My KAOTIO0YPEANG TNV NUEPT GE GITONN LE GOPapPT| VEPPIKA
vooo (kdBapon kpeatvivig omd 5 péypt 15 ml/min), n avaotodf] TG GLECOPEVOTG TOV CUOTETOAMY
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nov pokaAeiton and Tnv ADP ftav yaunidtepn (25 %) and avth mov Topotnpnidnke o€ vyiq dropa,
®GTOGO, 1) TOPATOGT TOL YPOVOL PONG NTOV TAPOLOLL LLE EKEIVT TTOL KATOYPAPNKE GE VYU ATOLA TOL
erapPovay 75 mg kKhomidoypéing v nuépa. Emmpocstétmg, n kKAvikn avoyn ftav kaAn o 6Aovg
TovG aobeveic.

Hratiky ovolertovpyio

Metd and enavoropPavopeveg d6celg 75 Mg khomdoypéing tnv nuépa yio 10 nuépec oe aocbeveig pe
cofapn NTOTIKY SVGAEITOVPYI, 1 OVOGTOAN TG GVCCMPEVONC AUOTETAAI®V dlapésov g ADP ftav
TaPOUOLN [LE EKEIVN TTOVL TTapaTNPNONKE 6 VY dTopa. H péon mopdtacn tov ypovov pong frav
emiong Tapdpola 6Tig S0 OUAOES.

Doin

O gmmolooudg v aAlnropopemv tov CYP2C19 ov oyetilovtal e EVOLUUESO 1 TEPLOPIGUEVO
petafoliopd dapépet avaroyo pe T euAn/ebvikomro (PA. Dappaxoyevetikn). And ) Piflieyvoapia,
VILAPYOVV TEPIOPIOUEVE, dEdOpEVE OlabEéaa Yo va aEloAoynOel n KAVIKY ERXITTOOT YOVOTHT®MY TOV
CYP yio v guedvion coufopdtov og kKAvikn Ekfoor.

5.3 IIpoxlvikd dogdopéva yia TV ac@dreia

Kotd ™ dibpkela Tov pn KMVIKGOV LEAETOV GE 0poLPAiovg KOl GE UTOUTOVIVODS, TO TO GUYVA
TAPATIPOVLEVEC EMOPAGELS NTAY NTOTIKEC OAALOIDGELS. AVTEG TapOTNPNONKAY GE OGELS TOV
QVTITPOCHOTEVOVY TOVAG)IGTOV 25 popég TNV Ekbeom mov mapatpnOnke cg avOp®TOVE TOLV
eAdppavay Khvikég 660e1g v 75 Mg/muepnoimg Kot NTav EToKOA0VH0 LG ETIOPOOTG OTA NTOTIKA
petaporikd éviopa. Kapio enidpacn ota nratikd petafolikd Evivpa dev mopatnpnonie o
avOpdTOLE TOL ELAUPAVAY KAOTIOOYPELN OTIC BEPATEVTIKEG dOGELG.

e oA VY& 600ELS, avapipOnKe emiong TEPLOPIGUEVT yaoTPIKN avoyn (Yootpitida, yooTpikés
SPpoTIKEG AALOIDGELS KA EUETOC) TNG KAOTIOOYPEARG GTOVE BPOVPOIOVS KOl TOVG UITAUTOVIVOVG.

Agv vmp&e kapio EvogiEn kapkivoyovov dpdong 6tav 1 KhomdoypEAn yopnyndnke yio 78 efdoudadeg
oe TovtikoOg kot yio 104 gfdouddec o apovpaiovg, o€ d6celg uéypt ko 77 mg/kg thv nuépa (n onoia
OVTITPOGMOTEVEL TOVAAYIGTOV 25 Popég TNV Ekbieomn Tov eugavileTol Tovg avOpdITovg Tov Aaufdvovy
75 mg/muepnocing).

H xhomidoypédn éxet dokuacOei o€ pio oepd in vitro kot in vivo yovoto&ik®mv pehetdv kot dev £0e1&e
yovoto&ikdtTa.

H xlomdoypéin de Ppébnke va £xel EXidOpAOT GTN YOVILOTNTO TOV APCGEVIKDOV Kl TOV OnAvK®dV
apoLPOi®Y Kal OV NTEV TEPATOYOVOG OVTE GTOVG apoVPaiovg 00Te 6T Kovvéla. Otav yopnyndnke oe
Onralovteg apovpaioug, N KAomdoypEAN TpoKarlese EAappld kaBvotépnon otV avarTvén Tov
amoyovov. Edkég QaplokoKivnTikég LEAETEG TTOV EYIVOV [LE POSIOCECT|LAGHLEVT] KAOTLOOYPEAN
éoe&ov OTL M UNTPIKN ovGio 1 ot petafoAriteg g exkpivovral oto yoia. Emopévog, o dueon
emidpaon (fma to&ikdtnra), | o Eppecn enidpacn (Lei®ON TNG YEVOTIKNG IKAVOTNTAG) OEV UTOPET
Vo amokAELe0EL.

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX
6.1 Katdaroyog ekdoyov

Tvpnvog diokiov:

IToAvaBvievoyilvkoin 6000

Kvtrapivn, pikpokpvotorrikn (E460)
Kpoonofid6vn tomov A

Kwéloro, vdpoyovmpévo

EmixdAvyn dioxiov:
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IToAvaBvievoyilvkoin 6000

ABvrokvttapivn (E462)

Twrtaviov do&eidio (E171)

6.2 Acvpporétnreg

Agv gpappoletar.

6.3 Awdpkero {ong

3 xpovia.

6.4 Idwitepeg TPOPULAEELS KOTA TV QVAIEN TOV TPOTOVTOG
DVAAGGETE GTNV APYLKT] KLWEAT Y10 VO TPOGTOTEVETOL OtO TNV VYPOGiaL.

6.5 ®Vo1 Kol GLOTATIKG TOV TEPLEKTN

Koyéheg amd Alu/Alu mov mepiéyovy 14, 28, 30, 50, 84, 90 ko 100 emkaivupéve. e Aemtd vuévio
d1oKio GLOKEVAGUEVEG G KOVTIHL amd YopTOVL.

Mmropei va. unv KuKAOQOPOLY OAEG Ol GLGKEVAGIEC.
6.6 Idwitepeg TpoPUAAEELS amOppLYNG

Koapia g1dkn vroypéwon.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Acino Pharma GmbH

Am Windfeld 35

83714 Miesbach

Ieppavia

8. APIOMOX(OI) AAETAY. KYKAO®OPIAX

EU/1/09/548/001 — 007

9. HMEPOMHNIA IMTPQTHY ETKPIZHX/ANANEQXHY THX AAEIAX

21.09.2009

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLOKY GTOLYEIR Y10 TO TPOTOV givar drabéoiua oty 16ToceAida Tov Evpmmaikod
Opyaviopod Goppaxkov: http://www.ema.europa.eu/
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IHAPAPTHMA |1

A KATOXOX THX AAEIAYX ITAPAT'QI'HY, YIIEYOYNOX
I'TA THN AIIOAEEMEYXH TOQN [TAPTIAQN

B. OI OPOI THX AAEIAY KYKAO@®OPIAX
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A. KATOXOZX THX AAEIAX TAPAT'QI'HXE, YHHEYOYNOZX I'TA THN AIIOAEXMEYXH
TQN ITAPTIAQN

‘Ovopa kot d1evbuvon Tov mapayyoD wov ivor vrenfuvog yio TNV amodEGLUEVOT TOV TAPTIOWV

Acino AG
Am Windfeld 35
83714 Miesbach
Teppovia

B. OI OPOI THX AAEIAY KYKAO®OPIAX

. OI OPOI KAI OI IEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH I1OY
BAPYNOYN TON KATOXO THX AAEIAYX KYKAO®OPIAX

DoppoxevTikd TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] GLVTOYY).

° OPOI'H IIEPIOPIXMOI OXON A®OPA THN AX®PAAH KAI
AIIOTEAEXMATIKH XPHXH TOY ®APMAKOY

Agv gpappoletat.
o AAAOI OPOI

2botnuo PapuorxoeraypdmTvnons

O KAK mpénet va S106(paAicel OTL TO GUGTNLO TG QUPULKOETAYPOTVIOTG, TOV TOPOLGLALETAL GTNV
Evotta 1.8.1. g yuo xopriynon Adestog Kukhopoping, vmdpyetl Kot Agrtovpyet Tptv Ko KoTd ™
ddpKeLn TNG KVKAOPOPIaG TOL TPOIOVTOG GTNV AyOPE.

2xédio Moyeiprons Kivovvoo

Agv gpappdletar.

H aimon Paciletar g éva poprokenTiicd TPoidV avapopag Yo To 0Toio dgV EXOVV aVaYVOPIoTEL
INTHHOTO GYETIKG LLE TNV AGQAAELD, TOV VO ATTOLTOVY TPOCHETES SPUSTNPLOTNTES EANYLIOTOTOINGNG
KWOOvVov.

Exbeon leprodiknc HoparxorotOnone Aopdleias (ETITTA)
To mpdypappa vrofoing EINIA npénet va akolovBei to tpodypappo ETITIA yio to mpoidv avapopdc.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO GAHT'TQN 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 Acino Pharma GmbH 75 mg, emtkadivupéva pe Aemtd vuévio dtokio
Khomidoypéin

2. LYNOEZIH IE APAXTIKH(EZ) OYZIA(EX) D

KaBe emxoroppévo pe Aemtd vpévio diokio mepiéyel 75 mg khomdoypéing (og fectikn).

3. KATAAOI'OX EKAOXQN

Eniong mepiéyetl kikéhato vopoyovourévo. BA. @OALO 001 y1®dV Y10 TEPIGGOTEPEG TANPOPOPIES.

4, PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO N

14 gmucodoppévo pe Aemtd vUEVIO dtoKia
28 emkaAvppéva e AETTO VUEVIO dloKin
30 emkaAvppéva pe AETTO DUEVIO O1oKIM
50 emkaivppéva pe AETTO DUEVIO O1oKIaL
84 emaivppéva pe Aento vUEVIO SloKia
90 emkoAvpupévo pe AETTO DUEVIO O1oKIa
100 emkaAvppéva e AETTO LUEVIO dloKin

5. TPOIIOX KAI OAOX(OJ) XOPHTHEHE

AwPacte T0 PUALO 0INYIOV 7PV OTO TN XOPNYNOT.

ATO GTOHOTOC YPNON-

6. EIAIKH TPOEIAOTIOIHZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION NMPEIEI NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na-pvldooetar o€ OEomn v omoia dev PAETOLY Kot dgv TpoceYYilovv To TOIdIA.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIE), EAN EINAI AIIAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZHX

DVAAGGETE GTIV APYLKT KOWEAT Y10 VO TPOGTOTEVETAL A0 TNV VYPOGid.

10. IAIAITEPEX TIPO®YAAEEIZ I'lA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTOQN ‘H TQN
YIHIOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Acino Pharma GmbH
Am Windfeld 35
83714 Miesbach
T'eppovia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/09/548/001
EU/1/09/548/002
EU/1/09/548/003
EU/1/09/548/004
EU/1/09/548/005
EU/1/09/548/006
EU/1/09/548/007

13.  APIOMOZX ITAPTIAAX

[Moptida

14. TENIKH KATATAEH I’ IA TH AIAGEZH

DoppoxevTiKd TPOTOV Y1tk TO OTOT0 ATOLTEITAL LUTPIKT] CLVTOYT).

[ 15. OAHTIEZ XPHEHE

[ 16. TIAHPO®OPIEE XE BRAILLE

Ciopidogrel Acino Pharma GmbH 75 mg
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel Acino Pharma GmbH 75 mg, emkalvppéva pe Aemtd vpuévio diokio
KAhomdoypéin

2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Acino Pharma GmbH

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOX ITAPTIAAX

TTaptida

5. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHY: TAHPO®OPIEX I'TA TON XPHXTH

Clopidogrel Acino Pharma GmbH 75 mg smikaloppéve. pe Aemtd vpuévio dickio,
Khomdoypéin

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV YP1 OIS TPOTOV UPYICETE VO, TAIPVETE AVTO TO
PAaPLUKO.
- DuAGETE 0VTO TO PUALO 00N YLDV Ypriong. Towg xpelaotel va To dafdcete Eavd.

- Edv éxete mepartépo amopieg, p@TNGTE TO Y1O0TPO 1 TO POPUOKOTOLO GOC.

- H ocvuvtoayn yio autd 10 ¢appako yopnynonke yio cag. Aev mpénel va SOGETE TO PAPLAKO
o€ AAovg. Mmopel va Tovg TpokaAéoetl PAAPT, aKOU Kot OTAV TO, GUUTTOUATE TOVG
glvar idwo pe To S1Kd oag.

- Edv kamota avemiBountn evépyeila yivetar GoPapn 1 av TapotnprGETE KATOL0
avemlBOUNTN EVEPYELL TTOV JEV OVUPEPETOL GTO TOPOV GUALO 00NYIDV, TAPAKOAEIGOE Vel
EVIUEPDGETE TO YLOTPO 1| TO POPUOKOTOLO GOLG.

To wapov UALO 00N VIOV TEPIEYEL:

T eivon o Clopidogrel Acino Pharma GmbH kot oo giva 1y xpron ton

T npénet va yvopilete Tpotod napete to Clopidogrel Acino Pharma GribH
IMog va mapete to Clopidogrel Acino Pharma GmbH

[MBavég avemBounteg evépyeteg

g va puidooetat to Clopidogrel Acino Pharma GmbH

Aowég mAnpopopieg

ok~ E

1. TI EINAI TO CLOPIDOGREL ACINO PHARMA GMBH KAI IIOIA EINAI H XPHXH
TOY

To Clopidogrel Acino Pharma GmbH nepiéyet 11 dpaoctiki ovcio kKAOTd0ypEAN 1 0moic AVIKEL GE
L0 KOTIYOPi0 pOPUAK®OV TT0V 0VOUALOVTOL GVTIOHOTETOAOKE POPUAKEVTIKG TpoidvTa. Ta
awponetdAia (ovopalopeva kot Bpopfoxittrapa) eivol ToAD pKpd copaTid, To 0mToio GLYKOAAMVTOL
KaTd TV TEN ToL aipaToc. Tao avVTIOUOTETAAMAKA POPUAKEVTIKE TpoidvTa epmodilovy vt
GLGOMPELGT KoL £TC1 HEIDOVOLV TIC 718avOTNTEG GYNHoTIcuoD Opdupov (dradikacio mov ovoudleTal
Opoupwon).

To Clopidogrel Acino Pharma GmbH Aappdvetor yio tnv mpdAnym oynuoticpod 0pdupov ota
oKkAnpvuéva opoeopa. ayyeic (aptnpieg), pia dadikacio yvoot cav adnpodpdupmon, wov propsei vo
odnynoel o€ abnpobpoufatikd ene1cod1a (OTMG IEYALUKS ayYELOKO EYKEPOUAIKO ETEIGOB10, KOPIIOKO
€MELG0010 1 BAvarto).

To Clopidogrel Acino Pharma GmbH cac £xet cvvtayoypagndei yio va fondfcet otnv amoeoyn

oYNUOTIGHOV BpoUPV Kol Vo EALUTTAOGEL TOV KIVOLUVO OVTAV TV ETEIC00IMV ETELON:

- £xete pio wabnon okAnpuveng tav aptnpldv (eniong yvoot cav abnpookinpovven), Kot

- £yeTe 16TOPIKO KAPIAKOD EMEICOSI0V, IGYUUIKOD OYYELOKOD EYKEQPOAKOD ETEIGOSIOV 1
TOOYETE OO |10 KOTAGTAGT YVMOTH O TEPLPEPIKT] APTNPLOKT vOcO (dlatapoyn TG pong
TOV OipoTog ot ¥EPLa 1) 6Ta TOdIA, YVOOTH MC AYYEINKT 0TO@patn)

2. TI HPEIEI NA I'NQPIZETE ITPIN NA ITAPETE TO CLOPIDOGREL ACINO

PHARMA GMBH

Mnyv napete To Clopidogrel Acino Pharma GmbH:

o o€ mepinToon aArepyiog (vVepevaictnoiag) oty KLomdoypEéAn 1 6 0mOL0dNTOTE GAAO
ovortotikd Tov Clopidogrel Acino Pharma GmbH,

. av éyete pio Tptkn wénon mov Tpokalel evepyn apoppoyio OTwS EAKOC GTOLAYOL N

EYKEPAAKY] apLopporyia,
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. €dv méoyete amd coPapr| NTATIK VOGO.

Av ToTEVETE OTL OTOLOONTOTE ALO OV T GO APOPOVV 1 AV EXETE TNV TOPAUIKPT a@IPoAia,
ovpPovievbeite tov yiotpd cag npv mhpete Clopidogrel Acino Pharma GmbH.

Ipocéére Wraitepa pe o Clopidogrel Acino Pharma GmbH:
AV 0mo100MTTOTE OO TIC TTO KATM OVOPEPOUEVES KATAGTACELS IOYVEL Yo GOG, Oa Tpémet va
EVINUEPDOGETE TO Y1OTPO G0 TPV ypnoipomomoete to Clopidogrel Acino Pharma GmbH:
. Edv vrapyet kivovvog aupoppayiog 6mwmg:
- ndOnon mov cog BEtel og Kivouvo gomTEPIKNG apoppayiag (.. EAKOC oTOUdYOL).
- alpatoloyikn dtatopoyn €5’ artiag tng omoiog £xete TPOdIAHESN Y10 ECOTEPIKEG
apoppayies (apoppoyies 6T0 ECOTEPIKO OTOIOVONTOTE 1GTAV, OPYAVAV 1| apOpdceE®Y
TOV oOUATOC 6aC)
- TPOCPUTOG GOPAPOG TPAVUATICUOS
- TPOGPUTN XEPOVPYIKN EXEUPACT (CUUTEPIAOUPBOVOLEVOV KO TOV 080VTILTOUCHYV
eMePPAoEV) - TPOYPAUUATIGUEVT] YEWPOVPYIKT enéuPacn (cvpmepiiapfovousvaov kot
TOV 000VTIOTPIKOV EXEUPACEMVY) HECH OTIC EMOUEVEC EMTA NUEPESG

. Edv eiye oynuotiotel Opopupoc og kKamola aptnpio Tov eyKe@aAov cog (1o} UKo
QYYELOKO EYKEQPAAIKO ETEIGOO10), TO 0TOi0 GLVEPN KaTd TN JAPKEIRL TOV TELEVTAIOV ENTA
NUEPOV

. Edv Aoufdvete kot kémolov GAAo THTO QapuakenTikng aymyne (B «Aqyn dAiov
QOPUAKDVY).

. Edv ndoyete and voco tav ve@pdv 1} TOL NTATOC.

Evoow naipvete o Clopidogrel Acino Pharma GmbH:

. ®o TPETEL VO EVILLEPDGETE TOV YIUTPO GOG EAV EYELTTPOYPOULLOTIOTEL KATOH YELPOVPYIKN
enéupaon (copmeprtiapPavopuivng e 08ovTloTpIkng exéufaong).
. ®a TpémeL EMIONG VAL EVIUEPDOETE TO YIOTPE GAG OUECHOS EAV TOAPOVGLAGETE Lid LOTPIKN

katdotoaon (exiong yvoot) og @pouforticii Opouforevikr [Topedpa 1| TTP) mov
TEPIAOUPAVEL TUPETO KOl LOAMTES KETE OO TO OEPLLA TOV PTMOPEL VAL ELPAVIGTOVV OG
gpLOpPEC KNALDES, e 1 Yopig aveéNyritn KOT®GT, GVYYLOT, KITPIVN ATOXP®GT TOL
dépuartoc M tov potiav (iktepoc) (BA. mapdypago 4 «ITIGANEX ANEITII®@YMHTEX
ENEPTEIEL»).

. Edv xomeite 1| TpavpatioTEiTE, I0MG XPEINOTEL TEPIGGOTEPOS IO TO GVVNOIGUEVO YPOHVOG
Y10 VO CTALLOTOEL 1] aploppayic. Avto oyetiletal e Tov TpOTO dpAomng TOL PAPUAKOD
a@o¥ eumodilet tn dvvaToTnTo dNpovpYiag OpouPov. Mo pikpng onuaciog KoyipoTo Kot
TPOVUOTIGHOVGS, .Y EAV KOTElTE, KOTA TO EVpIopa, cuvHBwG dev LILapyEL TPOPAN QL.
ITapora avtd, edv avnovyeite Aoy TG apoppoyiog cog, Oo TpEmel va EXIKOVOVAGETE
UE T0 yatpd cog auécng (PA. mapdypapo 4 «[TI@ANEX ANEIIIOYMHTEX

ENEPTEIEY»).
. O ywrpdc oag propei vo {ntioet e£eTdoelg aipatog.
HMoors ko £pnpor

To Clopidogrel Acino Pharma GmbH dev mpoopiletat yia yprion omd maidid 1 £pnpovg.

ANyN GAAOV QupRIK®V

Mopoakareiche va evUeEPDOCETE TOV YIUTPO 1 TOV QUPLOKOTOLO GOC EAV TaipVETE N EXETE TAPEL
TPOCPOTO GAAD PAPLOKO, KOO KOl QVTE TOV OV GO Exovv yopnynbei pe cuvtayn.

Kémowo GAla pappoko pmopet va emnpedoovy 1 ypnon tov Clopidogrel Acino Pharma GmbH 7
avtioTpoQa.

Ewwotepa, Oo mpémet vo evnuep®doeTe T0 YoTpd oG GV Aapupavete

- omd TOV GTOUATOG OVTUTNKTIKG, QAPLLOKA, TTOV YPTCLLOTOIOVVTOL Y10, TN LEIWCT TNG
TNKTIKOTNTOS TOV OLiLATOG,

- KOO0 U1 GTEPOELDEG OVTIPAEYLOVMIES PAPLLAKO, TOV YPTGIULOTOELTAL GUVIHOMG YiaL TN
Oepameio enddvvmv Ko AEYLOVOO®Y KOTUOTAGEMY TV LLOV 1 TV apdpdoewy,
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- nmapivn | 0omolodmoTe GAAO EVEGILO PAPUAKO TOV YPTCLOTOLEITOL Y1, T UEIMOT) TN
TNKTIKOTNTOG TOV OLHLATOC,

- openpalOAN, eGOUETPAlOAN 1 GUETIOIVY, PAPUAKO Y10 TNV OVIYUETAOTIOT] GTOUAYIKDV
EVOYAOEWDV

- @AovkovaloAn, PopikovaloAn, cumpoPrloacivn, 1| YA@PAUPAIVIKOAT, PAPLOKO, VL0, TNV
QVTILETOTION POKTNPLOKDV KOl LUK TILCIKOV AOTUDEEDV,

- @AovOEETiVN, PAovPoapivn 1 LoKAOPEUION, PAPLAKO Y10l TNV AVTIUETOMION TG KATaOAnymng,

- rkappBopalenivn | o&kapPalenivn, ApLOKA VIO TV OVTILETOTION OPIGUEVOV LOPODV
emnviag,

- TIKAOTILO VY], VO AAAOG OVTIOHOTETOAOKOG TOPAYOVTUG.

AKkeTVAOGAAKVALKS 0&D, pio ovoio ToV omavTdTol 68 TOAAG EOPUAKEVTIKA TPOTOVTO TOV
YPNOLLOTOLOVVTOL Y10 TNV OVOKOVPLGT] Otd TOV TOVO KO G avTImupeTikd: Mia mepiotactokn yprc]
AKETLAOCOAIKVALKOD 0&E0G (O TeprocdTtepo amd 1000 Mg oe Sidotnpa 24 mpdv) dev Ba mpénet,
YEVIKA, VO TPOKOAEGEL KATO10 TPOPANUE, EVED O AAAEG TEPIMTMOGELS, TOPUATETAUEVT ¥pNon do Tpémel
va ou{nmOei pe To yloTpd cag.

ANy tov Clopidogrel Acino Pharma GmbH pe tpogéc kol motd
To Clopidogrel Acino Pharma GmbH pmopei va Aaufdveton pe 1 yopic ™ Ay tpoeng.

Kinon ko 0nhaocpog
Eivar Tpotipnotepo vao unv maipvete avtod to Tpoidv KoTd T SiipKeln TG KONong.

Av glote €ykvog 1 vroyaleote OTL gioTe £yKVOG, O TPENEL VAL EVILEPADGETE TO Y1ATPO 1 TO
eopuaxomotd cog mpv Aafete Clopidogrel Acino Pharma GmbiH. Av peivete éykvog evd Aoufdvete
Clopidogrel Acino Pharma GmbH, cvppovievdeite 1o yrotpd cog apéong, kabng dev cuvictdral n
AMym KAOTO0YPEANG KATA TN S1GPKELN TG KOT|ONG.

Agv mpénet vo ONAALeTe EVD YPNOYLOTOLEITE OVTO TG PAPLOKO.
Edv OnAdlete N oxedialete va Onidoete, WIANGTE JIE TO YIOTPO GOG TPV TAPETE ALTO TO PAPLOKO.

ZN™oTE TN GLUUPOVAT TOV YLOTPOD 1] TOV EOPUAKOTOOD GOC TPOTOD TAPETE OTOL0ONTOTE PAPLLOKO.
Oonynon Ko YEPGROS PNYOVAOV

To Clopidogrel Acino Pharma GmbH givai aniboavo va ennpedost Ty kovdtntd cag vo, 0dnyeite 1 va
yepileote unyovés.

Inpavrikég TAnpoeopiss oyeTikd pe opropéva cvotatika tov Clopidogrel Acino Pharma
GmbH:

To Clopidogrel Acino Pharma GmbH mepiéyst vdpoyovopévo kikéhato, To omoio ivat mbavo vo
TPOKOAEGEL GTOROYLKEG draTapayég 1 S1dppota.

3. QY NA MTAPETE TO CLOPIDOGREL ACINO PHARMA GMBH

ITévrote va naipvete to Clopidogrel Acino Pharma GmbH avotnpd copemva pe tig 0dnyieg tov
yotpov cag. Edv éyete apeipolries, potnote ToV Y1oTpd 1) TOV POPUOKOTOLO GO,

H ovving d6om eivar éva diokio Clopidogrel Acino Pharma GmbH twv 75 mg tyv nuépa, to onoio
pémel va AapuPavetal omd To oTOM UE ) XOPIC TPOoPTN Kol TV id1o dpa kabe pépa.

To Clopidogrel Acino Pharma GmbH 6a npénet va. to maipvete yio 660 31G0TNUA O YIATPOS GOG
cuveyilel va 6ag TO GLVTAYOYPOPEL.
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Eav napete peyorvtepn d6om Clopidogrel Acino Pharma GmbH amé tnv kavovik)
Emkowmviote pe 1o ytpd 6og 1| TV TANGLEGTEPT] VOGOKOLELNKT] VINPECTH EKTAKTOV TEPICTATIKMOV
AOY® TOL aLENUEVOL KIVEHVOL aipoppayiog.

Eav Egyaoete vo napete To Clopidogrel Acino Pharma GmbH

Av Egydoete va Aafete pio 66om Clopidogrel Acino Pharma GmbH kot to Bvunfeite péca oe 12 dpeg
amo6 tn cvvniopévn cag dpa, AdPete To S1okio cog APESMS KOl KATOTY AAPETE TO EMOpEVO d10Ki0 TNV
ouvnBopévn dpa. Av 10 Egxdosete Yo TEPLocOTEPO amd 12 Mdpeg amAdg AGPeTe TNV EMOUEVN KAVOVIKN
d0om ot cuvnOisuévn dpa. MnVy TapeTe SITAN dOOT Y10, VO OVATANPAOCETE TN d00T Tov EEYGcaTE.

Eav etapoatiocste va maipvete to Clopidogrel Acino Pharma GmbH

Mn SWKOTTTETE TNV AYOYT] EKTOS KL OV 6OG TTEL 0 YLUTPOS 060G Vo, TO KAVETE. Emikovmvnote Le o
Y10TPd 1 TO POPLOKOTOLO GOG TPV TO CTULOTI|CETE.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPTOT AVTOV TOL TPOTOVTOG POTNOTE TO YLUTPO 1) TOV
QOPUOKOTOLO GOG.

4. INIOGANEX ANEINNIOYMHTEX ENEPI'EIEX

Onwg 6Aa To pappaka, £tot kat To Clopidogrel Acino Pharma GmbH pmopei va mpokaiécet
aveTIOOUNTEG EVEPYELEC AV Kal OV TOPOVCLALOVTOL G OAOVE TOVE OVOPDOTOUC,.

H ocvyvomto tov mifavov avemBountov evepyeidv mov topatifevran o Katw opileTol cOpemva Pe
Vv aKoAovOn cuvOTKn:

- TOAD ouyvn (emnpedlel meptocdtepovg amd 1 ypriotn otewvg 10)

- ovyvn (enmpedlel 1 émg 10 yproteg otovg 100)

- oy ovyvn (emmpedlerl 1 éog 10 yprioteg otovg 1.000)

- ondavia (ennpedlel 1 éwc 10 yprioteg otovg 10.000)

- oD ondvio, (emnpealel Arydtepoug amd 1 ypiict otovg 10.000)

- un yvootn (n cuyvotnta dev pmopel vo nToloylotel pe Pdon ta Sobéoiua dedopéva)

EmxowvoviioTe pe T0 Y0TPO 660G OpESMS OV TUPOVGLOCETE:

- TopeTo, onpeio Aoipméng N unepPoAIKNG KOT®ONG. AVTE TOUVAS VO ELPAVIGTOVV
AOY® TOV OTAVIOV TEPITTMCEMY PLEIMCENS KATOI®MV KUTTAP®V TOV AiLATOG

- CUUTTOUOTO NTATIKGV, TPOPANUATOV OGS KITPIVIGHE, TOV SEPUOTOG Ko TaV
potiov (iktepog), aveEdptnta amd 10 £4v GLVOSELETAL 0O aoppayio, 1 oroin
gnpaviCeton ko and 1o dépua mg epvBpic kNAideg kam ovyyvon (BA. Tapdypago
2 «IIpooééte 1d1aitepa pe to Clopidogrel Acino Pharma GmbH»).

- oidNo 6Te oTOH 1 SLOTAPAYES TOL SEPLOTOC, OTMG EEAVONILATA KOl KVNGLOG,
PAOKTALYEG TOV 0épUaTOC. AVTd TBAVOV givor onuddto aAlepyIKNG avTidpaomnc.

H mo ovyvi evemOopnty evépyera mov £yel ovapepbei pe v Khomdoypéin givail n aipoppayio. H
apoppayic Thavov va TapovclooTEl MG Aoppayic Ao TO GTOUAYL 1] TO EVIEPO, LOAMTES, OUATOLLO
(covviOiotn apoppayio i LOAGTOC KAT® 06 TO dEpUW), apoppayio omd T Lo, aipo ota ovpa. X
piKpd appod mepmtdoewyv Exel avapepOel apoppayio 6To LATIO, GTO ECOTEPIKO TNG KEPUANG, GTOV
TVEDLLOVO 1] OTLS apBPDOCELS.

Eav napatnpicete mopoteTansivy apoppayio otav naipvere to Clopidogrel Acino Pharma
GmbH.

Edv xomeite N Tpavpatioteite, iomg ypelaotel tepliocdTePOG 0md T0 cuvNOicUEVO XPOVOG Y1a VoL
OTOUOTNOEL 1] apoppayic. Avtd oyetileTal e ToV TPOTO PAGCTG TOL PUPLAKOD apOoV gUmodilel T
duvartotnta dnpovpyiag Opoppov. Ia pikpic onuaciog KOWIiHaTo Kol TPOVUATICUOVG, TT.X. £V
Komeite, Katd to Ehpiopa, cuvinBmg dev vapyel TpdPANua. lapdia avtd, edv avnovyeite Ady® g
alpoppoyiog cog, o TPENEL va EMIKOVOVIAGETE LE TO Y10TPO cog apéong (BA. mapdypago 2
«IIpocéte 181aitepa pe o Clopidogrel Acino Pharma GmbHb»).

26



Aldeg avemBounTeg evépyeles mov £xovv avaeepOei pe o Clopidogrel Acino Pharma GmbH:
Yuyvég avemBOuNTeC EVEPYELEG:
Atdppoto, KOIAaKOG TOVOS, SVOTEYIN 1) KOVGOC.

Oyt ouyvéc avemBounteg evépyeleg:
[Movoképarog, €EAkog GToUdy OV, EUETOC, VALTI, SLGKOIALOTNTA, VITEPPOALKE TOALY AEPLO GTO
otopdyt | oto €viepo, eavinuata, Kvnopog, (AN, aicOnon «pupUnyKIdcHaToc» Kot
LOVOLAGLOTOC,

Yrdvia avemBountn evépyela
Tavyyoc.

[ToAV omdvieg avemBounteg evépyeteg:
"Tktepog, cofapdc kKothakdg TOVOG e 1| xopig 0oPLAAYia, TUPETOG, OVGKOALD GTNV AVATVON
OV UEPIKEG POPEG GLVOOEVETAL OTd PY0L, YEVIKEVUEVEG AALEPYIKES OVTIOPAGELS, OIOTL0L OTO
OTOUA, PADKTUIVEG TOV OEPUATOG, OAAEPYID TOV OEPUATOC, PAEYOVI] TOV GTOUATIKOV
BAevvoybvou (oTopaTiTidn), TTOGCT TNG OPTNPLOKNG TESNG, GVYYLGT, TAPUGONGELS, TOVOG
oTIG apBpmacELg, HUTKOG TOVOG, AALAYEC GTT) YEVOT) TOV TPOYLATOV.

Emumdéov, o yiatpdc cag pmopel va avayvopicel LeTaPoAES OTO OTOTEAEGUATE TV OLLLOTOAOYIK®OV
eEetdoemv 1N TOV OVOADOGEDY 0VPWV.

Edv kamowo avemBountn evépyeia yivetor coPapn 1 av mopotnpioete Kamolo avemBounTn evépyesia
OV O&V AVAPEPETAL GTO TAPOV GVAAO 00N YDV, TopaKaAEiGOHE VO EVIjLEPDGETE TO Y1ATPO 1) TO
QOPUOKOTOLO GOC.

5. MOQX NA ®YAAXIETAI TO CLOPIDOGREL ACINO PHARMA GMBH

Dduvrdooete otV OPYIKN KOWEAN Y10 VO TPOCTATEVETOL OO TNV VYPACLO.

Noa puAdooetal o€ puépn mov 6gv 10 POAVODY Kt OV TO PAETOVY Ta, TOLOA.

Na un xpnowornoteite to Clopidogrel Acino Pharma GmbH petd tv nuepopnvia Aéng mov
ovVaQEPETAL 6TO KOLTL Kot oty kuwéAn petd m AHEH. H nuepounvia Aéng sivon | tekevtaio pépa

TOL UNVA, TTOL OVOQEPETOL.

Noa un ypnowonoteite to Clopidogrel Acino Pharma GmbH gév napatnpficete omolodnmote opatd
onueio {NUag oty KLWEAN 1 6TA EMKAAVUUEVO LE AETTTO DUEVIO dloKia.

Ta pdappoka dev TPETEL VoL OMOPPITTOVTAL GTO VEPO TNG AMOYETELGNG 1) 6T okovTtidw. Pwteiote T0
(QOPLOKOTTOLO GOIG TAC VO, TETAEETE TAL PAPLOKE, TTOV deV ypetaloviat To. Avtd o uétpa O
Bonbncovy otV Tpoctacio Tov TEPPAALOVTOG.

6. AOIIIEX IAHPO®OPIEX

T epréyer To Clopidogrel Acino Pharma GmbH
H dpaotikn oveio givar 1 kKhomdoypéin. Kdébe diokio mepiéyet 75 mg khomdoypéing (o¢ Peciiikn).

Ta dAla cvotatikd givarl:

Tvpnvog diokiov:
[ToAvaBvievoyivkdin 6000
Kvtrapivn, pikpokpvotoilikn (E460)
Kpoomofio6vn tomov A

Kiwéhato, vdpoyovopévo
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Emixaloyn diokiov:
[oAvaiBvievoyivkoin 6000
ABviokvttapivn (E462)
Twrtaviov do&eidio (E171)

Epgeavien tov Clopidogrel Acino Pharma GmbH kot wepieyopevo g 6vokevociog

Ta emcoloppéva e Aemto vuévio diokia Clopidogrel Acino Pharma GmbH givat Aevkd émg
VTOAELKA, HOPUOPOELDT], CTPOYYVLAL Kol appikvpto. Alatifevtal € KOLTIA 0o YOPTOVL TOV TEPLEXOVY
14, 28, 30, 50, 84, 90 kot 100 diokia cuokevoouéEva o KOWELEG amd aAovpivio. Mropei va pnv
KUKAOPOPOVV OAEC 01 GVOKELOGIES.

Karoyog ddgrog kukrhopopiog

Acino Pharma GmbH
Am Windfeld 35
83714 Miesbach
T'eppovia

Hoapaywyos
Acino AG

Am Windfeld 35
83714 Miesbach

Teppovia

I'a omoladnmote TANPOPOPia GYETIKA LE TO TOPOHV POPUOKEVTIKO TPOIOV, TUPAKAAEIGTE VO
amgvBuvbeite otov KGTOYO TNG GdELNC KuKAOPOpPiag.

To mapdv evALo 00N LAV YprioNG eYKPIONKE Tia TEAEVTALN QOPE OTIG

Agmtopepn TANPOPOPLOKE GTOLYEIN Y10 TO TPOTOV givar dtobéoipa otV 16T00EAda Tov Evpomnaikcon
Opyovicpov @apudkmv: http://www.ema.europa.eu/

28



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	A. ΚΑΤΟΧΟΣ ΤΗΣ ΑΔΕΙΑΣ ΠΑΡΑΓΩΓΗΣ, ΥΠΕΥΘΥΝΟΣ ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	B. ΟΙ ΟΡΟΙ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Α. ΕΠΙΣΗΜΑΝΣΗ
	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ



