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HEPIAHYH TON XAPAKTHPIZTIKON TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Clopidogrel HEXAL 75 mg emkoAvppéva pe Aemtd vpuévio diokiol

2. HHOIOTIKH KAI IOXOTIKH XYNGEXH

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

IMoa tov TA7pN KaTdloyo TV ekddYwV, PA. Tapdypago 6.1.

3. DODAPMAKOTEXNIKH MOP®H
Emuwcodoppévo pe Aemto vpuévio diokio.

Agukd £0¢ VTOAEVKA, LOPLLOPOELDT], OTPOYYVLAL KOl AUPIKVPTO EXUKOAVUUEVO, [LE AETTO VUEVIO JIOKIM.

4. KAINIKEX IIAHPO®OPIEXZ
4.1 OgpomevTikég evoeitelg

H «lomdoypéln evdeikvuton o€ eVAAIKES Yo TV TPOANYT TOV 06N poBpouPOTiK®V £ne1c0di0V OF!

o AocBeveig pe épepaypa tov pookapdiov (amd Aiyeg puépeg péxpt Ayotepo amod
35 NpéPEQ), 1oyapikd ayyelakd eyKePAAMKO eXEIG0010 (amd 7 Muépeg uéxpt AMyoTePO 0O
6 UVEQ) N EYKOTESTNUEVT TEPLPEPIKT OPTNPLEKT VOGO.

o Acbeveig pue 0&0 otepaviaio chvopopo:

- 0&D atepaviaio chvdpopo ywpic avacmacn tov daotiuatoc ST (actabng omBayyn M
uepaypo Tov pookoapdion ywpic kopo Q), cvpmepiiappavouévov Tov achevoy o
vrofdrlovtal og Tomofétnon evdomnpobeong (Stent) petd amd drodeppikn enspPacn
OTEPAVIOIOV GE GVVOVUGUO LE OKETVAOGOAKVALKO 0D (AXO).

- 0&Y éuppaypo Tov pvokapdiov pE avioTact Tov dtactiuatog ST, og cuvdvacud e
AZXO0, og acbeveic mov avtipetonilovial cuvTNPNTIKA Kot gival KotdAAnAot va Aapfouvv
Opouforvtikiy oyoyn.

INa mepiocdtepeg TAnpopopieg Tapakaieice va avatpééete ony mapdypao 5.1.
4.2  Aocoleyio kol TPOTOG YOPNYNONS

Aocoloyia
. EVAAIKES Kot NAKIOUEVOL
H xhomidoypéin npémel va divetan og epamaé nuepnotlo d6on Tov 75 mg.

e aobeveic mov mhoyovv amd 0&D oTEPUVINiO GHVOPOLO:

- 0&D otepaviaio chvdpopo ympic avaomaon tov dactiuatoc ST (actadng otndayyn 1
guepaypo Tov pookapdiov ympig kopo Q): n aywyn pe kKhomdoypéin Oa npémet va Egxvd e
pia epamaé d6om eoptiong twv 300 mg kot petd, vo cvveyiletal pue 75 mg pio opd tnv nuépa
(ne axeTvAOCAAIKVAIKO 0D (AXO) 75 mg - 325 mg nuepnoimg). Kabmg vynidtepeg ddoelg
A0 ovoyeticOniav pe vynAodTePo Kivouvo alpoppayiog, cuativetar 1 66on AZO va pnv givot
peyorvtepn amd 100 mg. H Bértiom didpkeia g aymyng dev Exetl emionpa TpocdlopioTel.
Zrotyeia KMvik®v dokiumv vrootnpilovv T ypron péxpt 12 pnvec, e 1o Péyloto 6(QEAOC Vo
napatnpeiton otovg 3 unveg (PA. mapdypapo 5.1).



- O&0 épepaypo ToV HLOKaPSiov e avAcTaoT ToL dactHpaToc ST: 1 KAomdoypéAn Ba mpémet
va yopnyeitan g gpamaé nuepnoia doom tv 75 mg exvavtag pe pia 60om eOpTIoNng TV
300 mg o€ cvvdvacouod pe AZO, pe M yopig Opouforvtikd. o acbeveic dvo Tov 75 etdv N
KAOTIO0YPEAN Ba Tpémet va EeKva ympic 66om edpTione. H cuvdvacuévn Bepaneio Bo tpémet
va EEKIVAL TO GUVTOUOTEPO OLVOTO PETA TNV EVapEN TOV GCUUTTOUATOV Kot Vo, cuveyileTal To
AyoTEPO Y10 TE00EPIC EfOOUGOES. To 0pel0g amd To cLuVOLAGIO TNG KAOTOOYPEANG te AXO Yo
oo LeYaADTEPO TOV TE00GPOV ERSoUGSmV dev €xel peretnOel (BAére mapdypapo 5.1).

Edv Eeyaotel po 06om:
- Evtog Myotepo tov 12 opdv HeTd TV KAvOVIKN TPOYPOLLOTIGUEVT] Dpa: 01 0oOEVELS
TPEMEL VO TAPOVV TN dOCT| TOVE OUECHE KO LETH VO, TAPOVY TNV EXOUEVT] OOGN OTNV
KOVOVIKT] TPOYPOUUOTIGULEVT DPOL.
- Metd and mepiocotepo and 12 dpec: o1 acbeveig mpémet va TapovV TNV ETOUEVT dOGT GTNV
KOVOVIKT TPOYPOUUOTIGUEVT] BP0 KOL VO NV SITAAGLAGOVV T1 dO0M.

MHModraTpiog TAnOvepog
. H xhomidoypéin dev Tpémetl va ¥pnoIUOTOLEITOL O€ TOdLE AOY® AUPIPBOADV Yol TV
anotelecpotikotta (BA. Tapdypago 5.1).

o Neppikn dvciettovpyio
H Oepanevtikn eumeipio sivar mepropiopévn og aobeveic pe veppixii duociettovpyio (PA.
napypago 4.4).

o Hratim dvciettovpyia
H Bepanevtikn| epumeipio eivon meplopiopévn o acbeveiq jie pétpla oKy voco, ot
onoiot umopel vo, mapoveidoovy apoppayikn tpodidbeon (BA. mapdypago 4.4).

Tpomog yoprymong
Amo6 otonaTOg Ypfon

Eivai duvato va yopnyesiton pe 1 xopig tpoen.

4.3 Avrtevoeiteg

o YrepevaioOnoio 6t dpaotiki 0vcia | 6 KATOLo amd To EKO0YLL.
o Yofapn nratikn ducAettovpyia.
. Evepyog maboroyikn| arpioppoyic, OT®G TETTUKO EAKOG 1 EVOOKPOVINKT] CLoppayia.

4.4  Ewkég TPOELOOTOU|GELS KL TPOPVAAEELS KATA T YP1]ON)

Aoppoyio, kKot GaToAOYIKES OLOTAPOYES

AbOY® TOL KIvODVOL apoppayiog Kot OUATOAOYIKAOV avemBOUNT®V gvepyelmv, Ba Tpémetl va
dievepyeitar eykaipmg HETPTION TOV EUUOPPOY GVOTATIKOV TOV OUUATOC, KOUT GALEG OYETIKEG
€€eTA0E1C OTOTEONTOTE KAVIKA GUUTTMOUOT TOV VTOONAMVOLV opoppayia epeoviloviot Katd
ddpxera g Bepanciog (PA. mapdypago 4.8). Onwg pe GALOVG AVTIAHOTETOAAKOVS TOPAYOVTES, 1
KAOTISOYPEAN Ba TPETEL VOL YPNGILOTTOLEITOL [LE TPOCOYN O€ acbevelg Tov pmopel va eivat 6€ Kivouvo
QUENUEVNC oUOPPOYiaG amd TPODLL, XEPOVPYIKN eméuPfacn 1 dALeC TaBOAOYIKEC KATAGTAGEIS KOl GE
acBeveic mov Aapfavovy ayoyn pe AXO, nropivi, avosTOAEIG TMV VTOSOYEDV TNG YAVKOTPOTEIVIG
lIb/l1la M un-otepoeldn avtipreypovmddn eapuaka (MEAD) coumeplapufoavouévey TV avaoToOAE®Y
g kapPoévidong Cox-2. Ot acBeveig Oa mpémel va mapakorlovbovvtal 6Teva yio Kabe onpeio
aloppayiog coumeptAapfovopuévng e AovOavoucag aoppayiog, E0TKA KOTA TIg TPAOTEG ELGOUAdES
™G oyOYNG KoM HETE 0o eMeUPOTIKES KapO1OAOYIKES Sradikaoies 1) xewpovpyikn enéppoon. H
TAVTOYPOVT YOPNYNON TNG KAOTIOOYPEANG e 0O GTOLATOG OVTITNKTIKA OEV GUVICTATAL EXELO LITOPEL
va avEnoel v évraon g opoppayiog (BA. mapdypagpo 4.5).

Edv évag acBeviic mpodkettal va vmoPAndel € TPOYPOUUOTIGUEVT XEPOVPYIKT EXEUPOCT Yo TV OOl
TPOCWOPIVA deV gival EMOVUNTN AVTIOLOTETAALOKT OPAcT), 1| KAOTLOOYPEAN Oa TTPEMEL VO S1UKOTTETAL



7 nuépeg mpv amod T xepovpyikn enéppaoct. Ot acOeveic o mpEMEL VoL EVIEPDVOVY TOVG 1ATPOVS Kail
TOVG 000VTLATPOVG OTL AApPAVOVY KAOTIOOYPEAN, TPV OO TOV TPOYPAUUATICUO KAOE YELPOVPYIKNG
eméuPoong Kot Tpv amd T AMNyn Kabe VEOL QOPLOKEVTIKOV Tpoidvtog. H khomidoypéin napateivel To
xPOVO pong kat Ba TPEMEL VO, XPNCLOTOIEITAL LE TPOGOYN o€ asbeveic, ot omoiot Exovv PAGPeg e
Téon vo apoppayiocovy (1dtaitepa YaoTPEVTEPIKES Kal EVOOQOAMUIES).

O1 aoBeveig Ba mpémetl va evpepmBotv Ot 6tav Aapfdavovy kKhomdoypédn (LOVN 1| G GUVOVAGUO LE
AX0) iow¢ ypelaoTel mEPIoGOTEPOS ¥POVOC 0’ OTL GLVIOME TPOKEIUEVOL VL CTOUATHGEL 1] AUOpPaAyio
Kot Ot B0 TPETEL VoL AvOQEPOVY OTTO10ONTTOTE 0loLVHBIGTH (G TTPOC TNV EVTOTION 1] TN SLAPKELLL)
ooppayio 6to yurtpod Tovg.

Opoufatixy Opouforeviryy Hopeipo (TTP)

IToAD omdvia éxetl avapepBei Opoppotikny Opopporeviky ITopevpa (TTP) petd amd ypron
KAOTO0YPEANG, LepIKEG OpPEG LeTd amd PiKpng ddpketog £kBeon. Xapaktnpiletor and Opopfomevia
KO IKPOOYYELOTAONTIKY LLOAVTIKT] OVOLUIO TTOV GUVOEETAL EITE [LE VEVPOLOYIKE EVPTLLOTOL, VEPPIKT|
dvoiertovpyio 1 pe mopetd. H TTP etvon pia Suvntikd Bovatn@opog Katdotaon Tov omaitel £yKoipn
YY", COUTEPIAOUPAVOUEVIC TG TAOCUAPAIPESTG.

1lpoopoto 16Y0IUIKO OYYEIOKO EYKEPOIKO ETEIGOOIO0
AOY® ™G EAdetyng dedopévmv dev umopel va vdpéel cOGTAON Yo ANy KAOTOOYPEANG KATA TN
SLAPKELD TOV TPAOTOV 7 NUEPDV UETA ATO 0&D 1OYALUIKO AYYELOKO EYKEPUAIKO ETELGO10.

Kvtoypawua P450 2C19 (CYP2C19)

Ddappokoyevetikn: e acbeveig pe meplopiopévn petoforikn wavormta tov CYP2C19, n
KAOTIOOYPEAN OTIG CUVIGTMUEVEC 0OGELC SYNUATICEL AyOTEPT TOSOTNTO AT TO OPACTIKO LETAPOAITN
NG KAOTO0YPEANG Kol £XEL KPOTEPT EMIOPOCT GTN Acttovpyio TV alponetariov E&etdoeig eivat
dwabéoipes yuo TV tavtonoinor tov yovotvmov tov CYP2C19.

Emedn n khomidoypéin petaporiletor oto dpactikd petaforitn g ev uépet amd to CYP2C19, 1
YPNON PUPHOKEVTIKAOV TPOTOVI®V TOL 0VAGTEALOUV TN dpact Tov evivHOoL ovTov Ba avapéveTal va
£YEL MG AMOTEAECILOL LEIOUEVO EMITEDA TOV OPACTIKOD PETAPOAITN TG KAomdoypéAng. H kKAvikn
oLOoYETION TG aAANAETiOpaoNG AL TG ival aPéPain. Q¢ TpoPVAAEN, 1| TAVTOYPOVT YPTON IGYLPOV 1
pétpiov avactoréov tov CYP2C19 npsnet va amoBappivetar (BA. mapdypagpo 4.5 yio pia Mioto
avaotorémv tov CYP2C19, BA. emione mapdypopo 5.2).

Neppixn ovoieitovpyio

H Bepamesvtikn epmeipio pe kAomdoypén eivar mepropiopévn oe acobeveig pe veppikn duciettovpyia.
'Y avtd N Khomdoypédn Bo Tpénet va ypNOIUOTOLEITOL LE TTPOGOYN 6° 0L TOVG TOVG oobeveic (PA.
napaypago 4.2).

Hrozikn dvolertovpyio,

H eumepia sivar mepropiopévn og acbevei pe p€Tpla NmoTiky vOGo Tov UTOPEL VoL £X0VV OLLOPPUYIKN
nwpodidbeon. H khomdoypéin, emouévac, Bo Tpémetl va xopnyeital Le TPOGOYN G’ AVTOVS TOVG
acbeveig (PA. mapdypapo 4.2).

Exdoyo.
To Clopidogrel HEXAL zmepiéyst vopoyovopévo KikéAaio, To omoio Umopel vo, TpokoAEGEL GTOUUYIKES
dratapoyéc Kat didppota.



45  AMAemdpacelg pe GALO QUPRUKEVTIKA TPOIOVTA Ko GAAEG HOPPES allnieniopacng

AVTmnKTiKG oo T0V0 OTOUATOS: 1| GUYXOPTYNGOT KAOTO0YPEANG KO OVTITNKTIKMV OO TOL GTOUOTOS
dev ovviotdTon 81011 puopei va avEnoet Ty évracn g cupoppayiog (BA. mapdypapo 4.4). Av ko
yopfynon KAomdoypéAng 75 mgmuépa dev TPOmOTOINGE TN PAPUAKOKIVITIKY TG S-Papeapivig 1
tov INR (81e0voig opalomomuévng oyéong) oe acbeveic mov Aapufavovy paxpoypovia Bepameio pe
Bappapivn, n cuyyopnynon kKhomdoypéing pe Pappapivn avédvel Tov Kivovvo apoppayiog Adym
aveEAPTNTOV AEITOVPYIDV TNG AUOGTACT|G.

Avooroleic twv vrodoyéwv e ylokompwteivyg TIb/111a: ) Khomdoypéin TPENEL VO YPNGLUOTOLEITOL LUE
TPOGOYN o€ 060eVEIC TOV AaUPAVOVY TAVTOYPOVO AVACTOAEIC TWV VTOJOYEWMV TNG YAVKOTPOTEIVIG
lb/1la (BA. mapdypogo 4.4).

Axetviooaicvlixo old (AX0): to AXO bg petéfode TV ovaGTOA TOV TPOKAAEL 1] KAOTIOOYPEAT|
oV Tpokarovuevn oo tnv ADP GuGomPELOT TV ALUOTETAAIDV, EVAD 1) KAOTILOOYPEAT EVIGKVGE TN
dpdon Tov AXO 6TV TPoKEAODUEVT OO TO KOAALNYOVO GUGGHOPELGT TV OUOTETAAI®V: £26TOGO, M
TavTtoypovr yopnynon 500 mg AZO dVo Qopég TNV NUEPA Yo Lo NUEPQ OEV aDENCE GNUAVTIKG TNV
TAPATACT] TOL YPOVOL PONG TOL TPOKAAEITOL OO TN AMYN TNG KAOTIOOYPEANG. Mid GapLLOKOOVVOLKTY
oAnieniopaon peta&d khomdoypéing kot AXO givar wbavn, pe amotédeoua Ty avénon Tov
KWwoOOVoL apoppayiag. Zvvendg, 1 cvyxopnynon tovg Ha tpénet va yiveton pe tpocoyn (PA.
napaypaeo 4.4). IIdvtog, n khomdoypéin kot to AXO yopnyndnkov poliyio dtdotnuo péypt éve, £10g
(BA. mapdypago 5.1).

Hropivy: og pio KMVIKY| LEAETN TTOL £YVE GE VY] ATOUA, 1 KAOTIOOYPEAT eV KATEGTNOE avayKoiat TN
petaBoAn g d6ong g nrapivng, ovte PetéPare tn dpaon g rmopivng oty TéN. H tavtdypovn
YOPNYNON TNG NTaPivNg OV EMNPEUCE TNV OVAGTOAT TIG CUOTHPEVCONG TOV AUOTETAAMMY TOV
TPOKOAEITOL A0 TNV KAOTOOYPEAT. Mio popproKoduvapiky] aAAnAenidpacn peta&d KAOTIO0YPEANS
Ko nropivng etvar mboavn, pe amoTélespa TRV aOENGN 1oV KvOHVOL OUOPPaYinG. ZUVETMG, M
ovyyopnynon tovg Ba npénet vo. yivetar ue mpocoyti (PA. mapdypago 4.4).

Opoufolvtird: n AGEAAELD TNE TAVTOHYPOVNG KOPNYNONG KAOTISOYPEANG, EWOIKMOV 1 LN Y10 TO IVAOES
BpouPorvTik®V TapayOVIOV Kot NrTapvev allohoynonke ce acBevels e 0&D Epepaypo Tov
povokapdiov. H cuyvotnta epeaviong KAWIKA OTLOVTIKAG ALopparyiog NToV TopOUOLd [LE OVTH TOV
napatnpfinke, 6tav ta Opopforvticd eappoka Kot n nrapivry cuyyopnyndnkay pe AXO (PAéne
napaypago 4.8).

MXA®P: oe po KMVIKT LEAETN TTOL £Yve o€ VYieic €0EAOVTES, 1 TAVLTOYPOVN XOPTYNOT KAOTOOYPEANG
Kol vampo&évng avénce T AavBEvousa aTOAELN AiLATOG Ol TO YAOTPEVTEPIKO. 26TOGO0, AOYM TNG
ENhenyng HeheTdv aAMPenidpacng pe Ao MEAD givol Tpog To Tapdv adlevKPivIoTo €0V VTTAPYEL
avENUEVOC KivOLVOg aiploppayiog omd TO YOoTPEVTEPIKO pe OAd o MEAD. Xuvenmg, To MZAD
CUUTEPILOUPAVOLEV®V TOV aVOSTOAE®V TNG KapPo&uAdong Cox-2 kai 1 KAomidoypéin Ba tpémetl va
ovyyopnyovvrar ue mpoocoyn (PA. mapdypopo 4.4).

AMeg tavtoypoves Bepaneies:

Eneldr iy khomdoypéin petaPoriletar ev puépet péow tov CYP2C19 yia va TpokdyeL 0 dpaoTikdg
UETGPOAITNC TNG, M XPNOT POPUAKEVTIKDV TPOIOVI®MY TOV AVOGTEAAOVY T dpdion avtod Tov eviduov
OVOUEVETOL OTL Oal £XEL OC OMOTELEC O PELOUEVD ETIMESD TOL SPAGTIKOD PETAPOAITN TNG
Khomdoypéine. H kKAvikn cvoyétion g aAlnAienidpoonc ovtig ivol aféfain. Qg mpopoiaén, N
TAVTOYPOVI YPNoN WoYLPDOV 1| LETPLOV avacToréwy Tov CYP2C19 npénet va amobappiveron (PA.
wapaypapovg 4.4 kot 5.2).

Dopuaxevtikd tpoidvia wov avactéAlovy o CYP2C19 neptlappdvovy v openpaloin Kot tnv
ecopempaloAn, T eAovfo&apivn, T eAovoetivn, T pokAoPepion, t Popikovaldin,
(QAOVKOVALOAT, TNV TIKAOTSIVY, TN SUPOoeAOEATivT, TN olueTdivn, TV KapPopalenivn, v
ofkapPalemivn Kal T YAOPOUEOIVIKOAT.



Avaotoleic Tng AvtAiag [pmtoviev (AATI):

H yopriynon 80 mg openpalding epdmaé nuepnoimg, €ite oTov 1610 ¥povo Ue TV KAOTIS0YPEAT, €iTE
ue 12 dpeg peta&h TV yopnynoemv Tov 000 PapudKov, Leimae TNV EkBeoT TOV dPUcTIKOD
petafolitn kotd 45% (860m @opTiong) kat 40% (86omn cvvinpnong). H ueiwon oyetiotnke pe 39%
(600m @opTIoNC) Ko 21% (366N GLVTHPNONG) UEIMON TN AVUGTOANG TG GLGCMPEVONC TV
apometariov. H ecopenpaloin avopévetot va £xel Tapopold aAANAETIOpacn e TNV KAOTIOOYPEAT).

AVTIQATIKA 0£00UEVE Y10 TIC KAVIKEG ETUTAOKES QTG TNG QAPLOKOKIVITIKNG

(PK)/ papuakodvvouikng (PA) arinienidpacng avapoptkd pe peilova kapdloyyetokd coppdporo
&xovv avapepbei amd peléteg mapatnpnong Kot KAMvikég pekétes. g Tpo@oialn, 1 TaLTOYPOVH YPTIoN
opempalding 1 ecouenpaloing npénel vo, amobappivetat (BA. mapdypago 4.4).

Ayotepo €vioveg LEldoelg TG £kBeong Tov petafolritn £xel mapatnpnOel pe v movtonpaloin 1
AovGoTpalOAN.

O1 6GLYKEVTPOGELC 6TO TAAGHO TOV dpacTikoD petaforitn peindnke katd 20% (d6om PopTIGNC) Kot
katd 14% (56om cuvtpnong) KoTd T StipKew TG TanTtdypovng oywyns pe 80 mg mavtorpalding
EPATOE NUEPNGIMS. AVTO GUGYETIOTNKE UE PEI®ON TNG HEONG OVOIGTOANG TNG CLGGMPEVTTG TOV
opomeTariov katd 15% kair 11%, avtictowyo. Ta aroteléopata avtd delyvouy 6Tl 1} KAOTIO0YPEAN
UTOpEL VoL yopnyElToL Le TNV TovTompaloAn.

Agv vtapyovv oTotyeia OTL GAAD PAPUOKEVTIKG TPOIOVTO TOL UELDMVOLV TE YUoTPIKG 0Eéa 0mtmg ot H2
amoxkielotég (ue e€aipeon ) owuetidivn, n onoia ivar avoaotoréag tov CYP2C19) 1| ta avtidEva,
eMNPeALOvLY TNV OVTIOUOTETOALOKT dPACT TNG KAOTIOOYPEANG.

AAO QOPUOKEVTIKG TTPOTOVTAL

"Evag aptBpog KMvik@v peAeT@v Exouv yivel pe Ty KAomdoypEAn Kot GAAN GuyxopTYOOUEVA
(OPUOKEVTIKA TPOTOVTA, MOTE Vo, epguvnOel 1 SLVATOTNTA POPLAKOSVVOUKADV KOl QOPUOKOKIVITIKMV
OAANAETOPAcE®V. Agv TapaTNPNONKAY KMVIKE CNUAVTIKEG QOPUUKOOVVOUIKES OAANAETIOPAUCELS,
Otav 1 KAOTIS0YPEAT GUYXOPNYNONKE 1e aTEVOAOAY], VIPEdTTiv, 1 pe GUVOLACUO OTEVOAOANG KoL
vigedimivine. EmmAéov, n poppokodvvapiky opac tng KAOTIO0YPEATG OV EMNPEACTNKE OTLLOVTIKY e
TN GLYYOPNYNON GovoPapPLTding 1 o1GTPOYSVOV.

H poppoakokivntikny g dtyo&ivng 1 e BeopuAdivng de petafAndnke pe  cvyyopnynon g
Khomdoypéing. Ta avtiogva de petéfaray to Babud g amoppdenons g KAOTOOYPEANC.

Agdopéva and v perétn CAPRIE vrodeikvoouy 0Tt 1) @aivouToivr kot 1) ToABovtapion, ol oroieg
petaporifovror amd to CYP2CY, pmopovv va cuyyopnynbovv pe acedieia pe Ty KAOTOOYPEAT.

Extog and T1g mAnpopopiec Yo, aAANAETIOPAGEIC LE GUYKEKPIUEVO QOPLOKEVTIKA TPOIOVTO TTOV
TEPLYPAPOVTOL TOPUTAV®, OgV Exovv deaybei peréteg aAANAemidpaong TG KAOTOOYPEANG UE LEPIKE
(OPLOKEVTIKA TPOIOVTO TOV YopNyovvTaL cuYVa o€ acbeveic pe abnpobpopfotikn acbévela. Qotdc0,
acOeveic mov ovupeTeiyov oTIg KAWVIKEG SOKIUEG UE TNV KAOTIS0YPEAT EAaPay Lo, Totkiiio
GUYXOPNYOVEVOV QAPLOKEVTIKMV TPOIOVTIOV GUUTEPIALUPOVOUEVOV TOV SLOVPNTIKAOV, TV B-
OAVOGTOAEMV, TV OVTOYOVICTMOV TOV PETOTPETTIKOV eviDUoL TG ayyelotaoivng (avaotoieic MEA),
TOV OVIAYOVICTOV SIOA®V 06PECTION, TOV TapAyOVTOV LEIMONG TV ETTEdMY YOANGTEPOANG, TOV
Y YEI00100TUATIKOV TOV GTEPAVINIOV ayYEiOV, TOV avTIOpNTIK®V TapaydvTov
(cvumeplapPavopévng TG tYGOVAIVIG), TV OVIIETANTTIKAV TAPoyOVIMV KOl TOV OVIOY®VICTOV TOV
vrodoytmv ¢ yAvkonpwteivng ITb/Ia yopic svpriuata KAViKG oNUOVTIKGOY averBOUNTOV
OAANAETIOPAGEWDV.

4.6 TovipétnTa, KOnon Ko yorovyia

Kbnon

Eme1dn dev vmdpyovv KAviKd dedopéva oyeTikd pe v £€kBeon otnv KAomdoypEAN Katd TV
€YKVHOoHVY, Elval TPOTWATEPO VA N ¥pNoonoteital 1 KAOmdoypEAN Katd T SIUPKELN TNG
EYKVLOOUVNG G HETPO TPOPVALENG.



Meléteg oe (Do dev KATESEIEQV AUETEG 1) ELECEG EMKIVOVVEG ETUTTAOCELS TNV EYKVLLOCVVT], OTNV
avantvoén tov gufpvov, 6Tov TOKETO 1| 6TN ueTayevwnTIKN avamtvuén (BA. mapdypogo 5.3).

Onlaouog

Eivat dyveoto edv 1 KAOTO0YPEAN AmEKKPIVETOL 6TO avOpdTIVO Untpikd yoia. Meléteg oe {da
KaTESEIEOV AMEKKPIOT) TNG KAOTIO0YPEATG GTO UNTPIKO YOAQ. LG HETPO TPOPOAAENC, 1) YoAovyia Oev
Ba mpémel va cuveyileTor KoTd T dtdpkela TG Bepameiog e KAOTSOYPELN.

Toviuotnra
H xhomdoypéin dev £xet kotaderyBel 0TL emnpedletl T yovipdtnta og peiéteg pe (oa.

4.7 EmOpAacels 6Ty IKAVOTNTO 001171161 KOl YELPIGHOV UNYOVAOV

H xhomidoypéin dev Exel Kopid 1 £xel aonUavTIN EXIOPACT GTNV UKOVOTNTO 01 YNONG KoL YEPLOUOD
punyovav.

4.8 AvemOvunteg evépyeleg

H aocgdAeia g khomdoypéing a&loroyndnke oe mepioadtepovg and 42.000 acbeveic mov Exovv
GUUUETACYEL O€ KAWVIKEG peAéTeC, cvpmepilapfovopévav tepiocotepov and 9.000 acbevov mov
éxavav Bepameio yio 1 ypdvo 1 teptocdTEPO. O KAVIKE GYETIKEC [LE TO PEPHAKO AVETIBOUNTES
evépyeleg mov mapatnpnnkav otig peréteg CAPRIE, CURE, CLARITY xoau COMMIT
TEPLYPAPOVTOL TOPUKAT®. ZVVOMKAE, 1 KAOTS0YPEAN 75 MQ nuepnacims Ntav cuykpicun pe 1o AZO
325 mg nuepnoing otn perétn CAPRIE, ave&aptnta and v niikia, To OO KoL TN QUAT.

Eni mAéov g epmeipiog amod T KMVIKEG LEAETES, AVETIBVUNTES EVEPYELEG EXOVV emiong avapepBel
avbopuntog.

H owpoppayia eivar 1) o cvyvn avtidpaon mov avagépbifke 1000 6e KAVIKEG LEAETEC OCO KOl e
Baon v gumepio HETA TNV KLKAOQOPIO TOL TPOIGVIOC GTNV AyOpd, OOV avaeEPONKe Kupimg KaTd T
dlipKeln TOL TPMTOV pNvo. TG Bepameiog.

e aoBeveic tng nerétne CAPRIE mov éhafav Ospaneia eite pe khomdoypédn eite pe AXO, n
GLVOAIKT] GLYVOTNTA KAOE €id0vg arpopparyiog nTav 9,3 %. H cuyvotnta epedviong cofapmv
TEPIOTUTIKAOV NTOV TOPOLOLO Vi TV KAOTIO0YPEAT Kal To AXO.

¥ pehét CURE, dev mapovacidotnkay emmAéov pueiloveg apoppayieg pe Tov cuvovacuod
KhomdoypéAng pe AXO o€ Sdotnua 7 NUep@V LETE TV ETEUPOCT] AOPTOCTEPAVIAING TOPAKOUYNG,
o€ acbeveig mov otapdticay  Bepaneio mepIocdTEPES OMO 5 NUEPES TPV TN YEPOVLPYIKY| EXEUPOOT.
Ye aoleveic mov cuVEYIGAY TNV ay®yN evtog 5 nuepdv and v enéUPooTn aopTocTEQPAVINiNG
TOPAKOUYTG, 1] CLYVOTITA TOV £ne160di0V ftav 9,6 % yia v Khomdoypéin pe AZO kot 6,3 % ywo to
gKoviKd pdppoko e AXO.

> perétn CLARITY, vaipye cuvoAikn adENGT TOV QUOPPOYLDY GTNV OLAS0 KAOTIO0YPEANG LUE
AXO0 évavtt g opdadag ikovikod eappakov pe AXO. H cuyvotmnta eppdviong peiovog apoppayiog
Aray Tapopote LeTa&d TV 600 opuddmv. Ta amoTEAEGLOTA AVTA IGYVOVY KOL Y10, TIC VITOOUAOES
actevov 0rtmg opilovTol amd YuPuKTNPLOTIKG avapopdg Kot amd Tov TOTo TG Depameiog pe
Opopporvtuca | nrapivn.

2 perétn COMMIT, 10 6uvolMkd T0G00TO U eYKEPAAIKNG neilovog apoppayiag 1 YKEQUAKNG
alpopparyiog Moy YoUnAd Kot TopopHolo EVIOg TV dVO OUAdMV.

AvemBounteg evépyeleg Tov eite EPEOVICTNKAV KATA TN SIAPKELN TOV KAVIKOV LEAETAOV gite
avaeéptnkav avbopuntoc mapovsidlovial otov mivaka Tov akolovdel. H cuyvotntd Toug opileton
ue Baon tig axorovdeg mapadoyss: cvyvég (>1/100 éwg <1/10), oy cvyvég (>1/1.000 wg <1/100),
onavieg (>1/10.000 éwg <1/1.000), mold omavieg (<1/10.000). Evtoc kabe katnyopiag cuyvotntog
EUOAVIONG, Ol AVeTBOUNTEC EVEPYELEG TTapaTifevTol Katd @Bivovoa celpd coPapdtnrtoc.



Katnyopia 2oyvEc Oy cvyvég Zrdvieg [ToAb omdvieg
Opyoviko
206TNHO
AwTopayég Tov ®pouPonevia, Ovdetepomevia, OpouPfmtikn
OLLOTTOUTIKOD Aevkomevia, ocvoumeptropfavo-  |BpopPomevikn
KOl TOV NOGWOEIAi pévng g coPapng |mopevpa (TTP) (BA.
AELPIKOD 0VOETEPOTEVIOG napdypapo 4.4),
GUGTNHOTOG OTAOCTIKY avoipio,
TOVKLTTOPOTEVIL,
OKOKKIOKVTTOPOLLO,
cofapn OpouPonevia,
KOKKLOKUTTOPOTEVIQ,
avorpLio
Awotapoyég Tov Opovoaia,
OVOGOTONTIKOD AvoeuloxTogldelg
GUOTNHOTOC OVTIOPAGELS
Yoyrorpkég Yevoaotnoelg,
SloTapoyEg ovyyvuon
Awotapoyég Tov Evdoxpaviakn :Atawpaxég ™G YevLoNg
VELPKOV aloppayia
GLOTNLOTOG (ovapépOnkay
OPIGUEVEC TEPUTTMOELG
pe Bavotnedpo
éxPaon), keparodyio,
nmapocOnoia, {dAn
OpBaipuég Ayoppayieg Tov :
dratapoyég 0pOaAL0D
(emmepvrodTOC,
gvoopBaAa,
apEPANoTpoedong)
Awtapoyég Tov "TAayyog
®TOG Kt TOV
AafopivBov
Avyyelokég Awdtopo YoBapn ayoppayia,
SloTapoyég aoppayia omd o
EYYXEPNTIKO TPV,
ayyeitda, vroTaon
Awtapoyés tov |Emiotadn Awoppayio amd v

AvomveuoTIKo
GUOTNLOTOG, TOV
Bmpakxa Kol Tov
uecobwpakiov

OVOTTVEVGTIKT 000
(oupdmTvon,
TVELLOVIKN
alpopporyia),
Bpoyyo6cmacuog,
didpeon Tvevpovitida




Katnyopia Xuyvég Oy ouyvég Xravieg [ToA omdvieg
Opyoaviko
Xvotnpa
Awtapoyés Tov |Apoppayia Taotpkd édkog ko  |Omcbonepirovaixkn |[acTpevteptKn Kot
YOGTPEVTIEPIKOV |TOV dMOEKASAKTUAKO apopparyio OmcBonepirovaixn
YOO TPEVTEPTIKOV | EAKOG, YUOTPITION, ooppayia pe
COANVO, £UeTOoG, vavTia, Bavatneopo éxPaon,
dudppora, dvokoiioTnTa, TayKpeaTiTION,
KOUMOKO UETEDPIOUOG KOATIdO
dAyoc, (cvoumepriappavouivng
dvomeyia ™G EAK®O0VE M
AELPOKVLTTAPIKNAG
KoAiTId0C),
oTopoTiTIoN
Awtapoyég Tov Oéela nroTikn
NMATOC KOl TV avETApKeLD, NIoTiTIdN,
YO PSPV L1 GUGLOAOYIKES
doKilacieg NTATIKNAG
[Aetrtovpylog
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
MvockereTiico Awoppayio
CLGTNUATOG KO (caipapBpo), apbpitida,
TOV GLVOETIKOV | apBpadyia, poaiyia
10700
Awtapoyés Tav Awatovpia Yreipopatoveppitida,
VEQPOV KOL TOV avénuévn Kpeatvivn
oVPOPOPWV aipaTog
0dmv
Tlevikég [Ayopporyio [Mvpetdg
dwtapayéc ke |otn 0éom
KOTAOTATELS TNG |TAPAKEVTNOTG
0800 YooNynong
[Mapakivikég [HopateTapévog ypdvog
eEETAOELG poNG, LELOUEVOG
ap1Ouog
0VOETEPOPIADV,
HEL®UEVOG apBpOg
OLLOTETOM MV




49 Ymnepoocolroyia

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

DoppokobepomenTIKy KATNYOPiN: OVAGTOAEIS GVGCOPELONG UUOTETAUAIDV EKTOC NTOPIVIIG,
koo ATC: BOLIAC-04.

H xhomidoypéin gival £va, Tpo@apurako, Evag omd Tovg LETOPOATEG TOV 0TTOIOV EIVAL AVAGTOAENS TNG
oveompevong Tov aponetaiiov. H khomdoypédn npénet va petaforiotel and ta Evivpa Tov
CYP450 yio va mapdéet 1o dpacTiKO LETOPOAITN TOV AVOCTEAAEL TN CLGGHPEVOT) TOV ALULOTETAAIWDV.
O dpaoTikdG HeTaPoAITNG TG KAOTIOOYPEANC EKAEKTIKA avaoTEALEL TN GD{EVEN TNC SIPOCPOPIKNG
adevooivng (ADP) e tov vodoyéa P2Y 1, tov aponetalmv Kot Ty £ToKkolovdn evepyomoinon,
péom g ADP, tov cupndéypatog g yAvkompwteivng GPIIb/I g, avactéAlovtag pe Tov Tpomo avtod
T1 GLGGMPELCT TOV ULUOTETAAIWOV. AOY® TNG 1N avaoTPEWIUNG 6VLEVENG, T ekTEDEEVDL
apometdAio emnpedlovtor yio 1o VOAOUTO TOL ¥POvoL Lw1ic Tovg (Katd mpocéyyion 7-10 nuépec) kat
1 AVAKTNOT TNG PLGLOAOYIKNG AEITOVPYiG TV arponeTaliny cvpPaivel pe pudud avdioyo pe to
pLOud avavémong tov alonetariiov. H cuvecdpevon twv aponetaiiov, Tov TpoKaAeital ard
ayoviotég dAlovg and v ADP, avaotélietat, exicig, omd Ty Topepnddion TG EVIGRVONG TG
gvepyonoinong and v aneigvbepovpevn ADP.

Emedn o dpaoctikdg petaforitng mpokvmretl omd to évivpa tov CYP450, opiopéva amd to onoia
TAPOLGIALOVV TOAVUOPPICLOVG 1] VITOKEIVTOL GE AVOGTOAT OO GALO POPUOKEVLTIKA TPoidvTa, oV Oa
€yovv 6Ao1 o1 acbevelg EMAPKT| OVAGTOAN TOV AULOTETAAMMV.

Eravoloppavouevec d0ceig tv 75 Mg v nuUEPO TPOKAAEGOV GTLLOVTIKT OVOGTOAN TNG
wpokarovpevng amod v ADP cucompevong tmv aiponetaiiov and ) tpdtn nuépa. H avaotoln
ot ovéNndnke TpoodevTikd Kol EpTace o€ otafepd enimeda peTald g 3ng Kot Mg nuépag. X
otofepn KOTAGTAGN, I} GVOOGTOAN TNG OULOTETOALOKTG GLCCMPEVCTG TOV TOPATPNONKE e dOGN

75 mg v nuépa, Nrav g tééng tov 40 % £wc 60 %. H cuccmpevon Tov alponeTtaAiny Kot 0 ¥povog
pong emaviABaY oTAdI0KA GTO aPYLKE ETTITEDA, YEVIKA LEGA OE 5 nuépeg petd tn dtokom g
Oepoameiog.

H aoopdXeia kot 1 amotelecpatikOTNTo TNG KAOTIS0YPEANG £XEl a&loloynOel o 4 SumAEC-TVEAES
ueAéteg otig omoieg ocvppeteiyav mivo ond 80.000 acbeveic: 1 CAPRIE, pio pedétn ovykpiong g
Khomdoypéing évavtt tov AXO kot ot CURE, CLARITY kot COMMIT, peAéteg ovykpiong g
KAOTIOOYPEANG EVOVTL EIKOVIKOD POPUAKOD, OTTOV Kot To. SV0 QUPUAKEVTIKE TPolovTa yopnyHonkav o
cuvovacud pe AXO Kot GAAN cvykekpluévn Bepomeia.

Tlpooparo Euppayua tov HLOKAPAIIOD, TPOTPATO AYYELOKO EYKEPOALKO ETELTOOLO 1 EYKOTECTHUEVH
TEPLPEPIKN OPTHPLOKT VOOOS

H perétn CAPRIE cupmepiérofe 19.185 acbeveic pe abnpobpoupwon, mov giye ekdniwdei pe
TPOGPUTO EPEPOYLLO LVoKapdiov (<35 NUEPES), TPOCPATO IGYOUIKO OYYELNKO EYKEPUMKO ETEIGOO0
(neta&d 7 nuépeg kat 6 uAveg) N eykateotnuévn mepipepikn aptnplaky voco (ITAN). Eywve
TUYOLOTOINOT TV 060evdV 68 opddeg Khomdoypiing 75 mgmuépa 1 AZO 325 mg/muépa kot n
mopokolovdnon dumpkece Yo 1 €wg 3 ypovia. Znv vwooudda e EPLEPAYLLO TOL HLOKAPSiov, ot
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EPLoGOTEPOL ad TOoVG 0obeveic Elapav AXO yua TIg TpDTEG Ayec NUEPEC LETA TO 0ED EUEPAYLLL TOV
pvokapdiov.

H xhomidoypéin Ueiwoe GNUOVIIKA TN GLYVOTNTO EUPAVIONG VEMV IOYUUIKOV enelc0dimv (cvvBeTo
TEMKO onueio a&loldyNoNe ELPPAYUATOS TOV LLOKOPIIOV, 1GYULLIKOD OYYELOKOD EYKEPUAIKOD
enMEL60010v Ko kapdiayyelakod Bovdtov) cuykpivopevn pe AX0. Xpnoluonoidviog 10 HOVIELD
OTOTIOTIKNG ovéAvong pe okomd tnv Bepaneia, 939 eneicddia e€eTdoTnKAY GTIV OPLAdA TNG
Khomdoypéing, kat 1.020 eneic6dio pe AXO (ueiwon tov oyetikov kivddovov (RRR) 8,7 %, [95 % CI:
0,2 ¢w¢ 16,4], p=0,045), mov avaroyikd onuaivel 61t og kabe 1.000 acbeveic mov Erapav aywyn eni
2 ypovia avtiotoryovv 10 [Cl: 0 émg 20] emmpocbetol acbeveic mov mpo@uAdyOnKoy and véo
OYOUKO €TEIGOO10. AVAAVOT TG GUVOAIKNG BVIOIUOTNTOG (OC OEVTEPEVOV KOTAANKTIKO onpEio dgv
£0e1&e Kamola onpovTikn dtapopd petald g kKhomdoypiing (5,8 %) kat tov AXO (6,0 %).

Y& o avaAvon VToopdd®V ave Katdotaon (ELepayie ToV HuoKapdion, IoYOIKO oyYEloKo
gyKeoAMKko enelo6610 kat ITAN) 10 6@erog amodeiydnke Péyloto (ETTVYYAVOVTOG GTOTIOTIK dl1opopd
p=0,003) o¢ acbeveic mov iyov cvpmepiinedei Aoyw ITAN (16imwg oe exeivovg Tov giyov emiong
1OTOPIKO EUPPAYIOTOG TOV pvokapdiov) (RRR = 23,7 %, CI: 8,9 éwg 36,2) kat pukpdrepo (Ot
onuavtikd dtaeopetikd and AX0) oe acbeveic pe ayyeiaxd eykeparikd eneicoddio (RRR = 7,3 %,

CI: -5,7 ¢w¢ 18,7 [p=0,258]). X acbeveic mov iyov cvpumepiinedel otn dokiun ue wovn artioloyio
TPOCPATOV EUPPAYLATOSG TOV LLOKAPOI0V, 1) KAOTOOYPEAN NTaY aplOUNTIKA KOTOTEPN AAAL OPIg
oTOTIOTIKG onuavtiky dtapopd and 1o AXO (RRR =-4,0 %, CI: -22,5 £¢wg 11,7 [p=0,639]). EnutAéov,
N avéAvon piog vroopddog pe fdon v nikia £0e1&e OTL T0 OPEAOG OG- TNV KAOTIO0YPEAT| GE
aocfeveic avo TV 75 1@V NTOV LIKPOTEPO OO eKeivo oL Ttapatnpridijke oe acbeveic <75 et@mv.

Emnedn n dokiur) CAPRIE dgv tav o€ B0 va eKTIUNGEL TNV OTOTEAEGHATIKOTITO TOV €L LEPOVG
VTOOUAd®V, OEV EIVOL GUPES EAV OL DLPOPEG GT GYETIKT ELGTTOGCT) TOV KIVOVVOU GTIG VTOOUADES IE
KatdoTaoT lvol TPOYUATIKES, 1) OTOTEAEGLO. TOYNG.

O&D orepaviaio ovvopouo

H perétn CURE ocvumepiérafe 12.562 acbeveig e 0&O otepaviaio cOVOpoLo Ymwpic ovAoTacT TOV
dwaotiuotog ST (aotabn ot Oayym N Eueperyie Tov pookapdiov ywpic kopa Q), mov tpocHibav uéoa
o€ 24 dpeg PUETA TNV ELPAVION TOL 0 TPGGPATOV ENELGOSI0V OpakiKoh GAYOoVE 1| CUUTTOUATOV
ovpPatov pe wyopio. Ot acBevelg amontOnke va Exouvv gite NAEKTPOKAPIOYPAPIKES LETAPOAES
ovpPatég pe véa oyatpio  advénontov Kapdakdv eviopmv 1 tportovivig I T tovddyiotov 600
QOPEC TAV® 0td TO AVMTATO PUGTIOA0YIKO Optlo. Ot acbeveic TuyatomoOniay e KAOTIO0YPEAT

(300 mg 860m podptiong axorovBovpevn amd 75 mgmuepnoing, N=6.259) 1 sicovikd @appoKo
(N=6.303), ka1 o 800 yopnyndnkav o€ cuvdvacuod pe AXO (75 - 325 mg epdnas nuepnoimg) Kot
ddhec kabiepopévec aywyés. O acbeveic Ntav vad aywyn puéxpt ko éva ypovo. Xtn perétn CURE, og
823 (6,6 %) acOeveig cuyyopnyndnKay aviayovietés TV vIodoxtmv YAvkorpoteivng Hb/l1la.
Hrapiveg yopnynerikav oe nepiocdtepo amo to 90 % tov achevdv Kot o oxeTikog pulpog apoppoyiog
peta&h KAOTISOYPEANG Kol EIKOVIKOD QOPUAKOD OEV EMNPEACTNKE CTLAVTIKG aTd TI GLYXOPNYNoN
nropivng.

O oap1b1idg Tav acbevdv mov aEoAoyRONKY ¢ TPOG TO TPWTELOV KATAANKTIKO onueio [Odvorog
Kapdiayyelokng attiohoyiog, Epepayua tov pvokapdiov (MI), 7 ayyeiaxd eykepakd enelc6d10] HTov
582 (9,3 %) otnv opdda tng kKhomdoypéing kot 719 (11,4 %) otnv opdde ToV EIKOVIKOD POPLAKOD,
ue 20 % ueiwon tov oyetikov kivdvvov (95 % CI 10 % - 28 %, p=0,00009) yio tnv opdda tng
Khomidoypiing (17 % oyetikn peimon Tov Kivdbuvou dtav ot acbeveic oy VIO GLVTNPNTIKH oYY,
29 % otav eiyov vroPAndei oe eméuPfoom S0depUKNAG SIHVLAIKNAG AYYEIOTANGTIKNG CTEPAVINI®OV
(PTCA) pe 1 yopig tomobéon evdonpdbeong (stent) ota otepaviaio kot 10 % otav giyov vroBAnbel
ot enéupaon aoprootepaviaiog tapaxapyng (CABG). TIpoAnednkay véa kopdioyyelakd eteicodio
(mpwtevov tehMkd onueio a&loAdynong), He oYETIKEG LEIMGELS TOL KIvdUVoL TG Théemc Tov 22 %

(Cl: 8,6, 33,4), 32 % (Cl: 12,8, 46,4), 4 % (CI: -26,9, 26,7), 6 % (Cl: -33,5, 34,3) xou 14 % (Cl: -31,6,
44,2), katd ) diapkelo Tev daotnudtov g uerétng0-1,1-3,3-6,6 - 9 ko 9 - 12 unveg,
avtioTotya. XVVETMS, LETA TOVE 3 UNVEG AY®YNC, TO OPEAOC TOV TapuTNPHONKE TNV OpaAda
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Khomidoypéing + AZO dev avEndnke Tepartépm evd o kivovvog atpoppayiog mapéusve (BA.
napdypago 4.4).

H ypnion g khomdoypéing otnv CURE cvoyetiotnke pe peimon g avaykng yio Opoppfoivtiky
ayoyn (RRR= 43,3 %, Cl: 24,3 %, 57 %) ka1 avactoleic vrodoyswv yAvkompwteivng l1b/I11a
(RRR=18,2 %, CI: 6,5 %, 28,3 %).

O ap1Budg TV acbevady mov a&loAoynOnKay ®¢ TPoC To GVVOETO TPMTEHOV KATAANKTIKO GNUElD
[Bdvatog kapdiayyelakng attioloyiog, Euepayua Tov pvokapdiov (MI), ayyelakd eyke@oAkod
€me160010 1 avOextikn woyopio] rav 1.035 (16,5 %) oty opdda g kKhomdoypéing kot 1.187
(18,8 %) otnv oudda Tov gikovikod eapudakov, ue 14 % ueioon tov oyetikon kivddvov (95 % ClI

6 % - 21 %, p=0,0005) yio TV opdda T KAOTE0YPEANGS. AVTO TO OPELOG TTPOKVTTEL KVPIMG arrd T
OTOTIOTIKMOG GNUAVTIKY HEIDGN TNG GLYVOTNTOG ELPAVIOTS TOV ELPPEYOTOG TOV pookapdiov [287
(4,6 %) otnv opada g Khomdoypéing kot 363 (5,8 %) oy opdda Tov gikovikoD gapudkov], Agv
TopuTNPNONKE EMIOPAOT] GTN GLYVOTNTU EMUVEIGOYMYNG OE VOGOKOUELD Y10 0oTaldn otnddyyn.

Ta amoteréopata 6nwg ekTunONKay og TANOLOUOVS e SLUPOPETIKE YOPUKTNPLOTIKG (7). 0oTodn
omOayyn M uepoyua Tov pokapdiov ywpig kopo Q, youniod £wc vynAd kivévvo, Vapén dwafnn,
avaykn exépPaong emavayysioone, nikia, eOA0, K.AT.) NTOV GOUPOVE UE TO ATOTEAECUOTO TNG
TPOTUPYIKNG ovaAvong. Zvykekpyléva, o€ pio post-hoc avdivon 2.172 acBevav (17 % tov cuvolikoh
mAnfvopuov acbevav g perétng CURE), ot omoiot vrofandnkoav og tonebétnon evéonpdbeong
(stent) (Stent-CURE), ta dedouéva. £de1&av 011, 0Tav 1 KAOTIOOYPEAN GUYKPIVETOL LLE TO EIKOVIKO
QAPLOKO, KOTOSEIKVOETAL GNUAVTIKT LEI®GT TOV oyeTikol kivdbivoy (RRR) kotd 26,2 % otovg
acbeveig mov eAdufavay KLomSoypEAN ™G TPOG T0 GUVOETO TPMTEVOV KaTaANKTIKO onueio (Bdvartog
KOpSLoyYELOKN G OLTIOAOYIOG, ELOPOYLO TOV LVOKAPSIOD, AYYEIRKO EYKEQUAKO ETEIGOB10) KOt ETioNG
pio onpavtikn peimon katd 23,9 % tov oyeTikon KIvduvou mg TPog To cOVOETO devTepEVOV
KOTOANKTIKO onueio (0dvotog amd Kapdioyyelokd aitio, ELPPAyLe TOV HDOKOPSIon, oyYElaKo
£YKEPOAMKO enelc0810 1 avOektiky oyaipio ). Emmdéov, 1o mpogil acpaleiag tng kKAomidoypéing ot
VTV TNV VITO-0UAda 0.ofevVaY dev dNUIOVPYNCE KATO10 1510iTEPO TPOPANLA. ZVVETHDC, TO
amoTeEAéoUATA OO AVTO TO VITO-GHVOAO GUUPOVODV LLE TO, CUVOAIKA OTOTELEGHOTA TG OOKLUNG.

Ta 0péAn mov TapatnpRONKay pe TV KAomidoypéAn Ntav aveEaptnto amd GAAeg Oepamneieg mov
yopMyoOvTal 0EEMG N XPpOoVImS yio Kopdiayyelakd vooruata (6nwmg nrapivn/Mropiveg ikpol poptaxon
Bapovg (HMMB), avtayoviotég vrodoyémv g yAvkonpwteivrg IIb/1a, vrolmidayukd
QOPUOKEVTIKA TTPOIdVTA, B-avAGTOAEIC, KOl AVOGTOAELG TOV HETATPENMTIKOD EVEDLLOL TNG
ayyelotooivng). H amoteheouarixotnta g KAomdoypéAng napatnpridnke aveEdptnto amd tn 600m
tov AXO (75 - 325 mg pia eopd nuepncing).

Y& aoleveic pe 0&L EuPppayuo ToOv PVOKAPSIoL UE OVAOTOGCT) TOV GTAUATOS ST, 1 0CEAAEL. KOL M
OTTOTELECULATIKOTN TR TNG KAOTIO0YPEANG Exouv a&lohoynOel oe 300 TuyalOTOMUEVES, ELEYXOUEVES E
EIKOVIKO QAPUAKGC, OAEG-TVEAEG peréteg, Tnv CLARITY kot tny COMMIT.

H doxyun CLARITY counepiéhofe 3.491 acbeveig o1 omoiol mapovsiocay eviog 12 opmv amd v
évapén s ST avdomaong ELEPaypa TOL HVOKAPSTIOV KOl TPOYPOUUOTIOTNKE VO EEKIVIIGOVV
Opoufoivtikn Oepomeio. Ot acbeveic Erapav kKhomdoypéin (300 mg wg ddon edpTioNc Kot 6T
ouwvéyela 75 mgmuépa, n=1.752) 1 ewovikd pdpuako (n=1.739), ko otig 600 TEPUTTOCELS GE
ouvdvaoud pe AXO (150 émg 325 mg wg d6om PdpTioNs Kot 6T cuvEXELn, 75 Emg 162 mg/muépa), pe
&vay odoAVTIKO Tapdyovta kot, dtav ypealotav, pe nmapivn. O acHeveic nTav vod
napakorlovOnon yia 30 nuépec. To TpwTevOV KaTaANKTIKO onueio a&loAdynong frav n Topovcia
amo@paypEVNG e&0TiOG ELPPAKTOV CTEQOVIAING OpTNPIlOG GTNV ayYEWYpapio Tpv omd TNy ££000 TOV
aofevoug amd To voookopeio, 1 Bdvatog 1 vroTpomalov EUepayie Tov puokapdiov TP T
otepavioypapio. ['ia acBeveic mov dev vrofAnOnKav 6€ oTEQPAVIOYPAPiQ, TO TPOTEVOV KOTAANKTIKO
onueio a&oAdynong frav o Bévatog 1 T0 LLOTPOTIALOV EPPpaypa TOL pookapdiov Ty Huépa 8 1
Katd TV £€£080 amod to vocsokopeio. O mAnBuoudc tov acbevav copnepedpupave 19,7 % yovaikeg
kot 29,2 % acbeveic >65 etdv. 'Eva ohvoro 99,7 % tov acbevov Edape vwdoAvTikd (vemdo-g101Kd:
68,7 %, un wwdo-e1dwkd: 31,1 %), 89,5 % nmapivn, 78,7 % B-avactoleis, 54,7 % avactoreic Tov
UETATPETTIKOL EVEDUOV TNg ayyelotacivig kot 63 % ototivec.
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ITocootd dekamévre To1g ekatd (15,0 %) twv acbevav oty opdda g kKhomidoypiing kat 21,7 %
GTNV OLAA0 TOV EIKOVIKOD PAPUAKOV EPTUGE GTO TPMTEVOV KATUANKTIKO onueio agloldynong,
OVTITPOCHOTEVOVTOG OOAVTN peimon katd 6,7 % kot 36 % whavn peiowon xaptv Tng KAOTOOYPEANS
(95 % CI: 24, 47 %, p<0,001), xvping oXeTI{OUEVEG IE UEIMOT] TOV ATOPPAKTIKOD OPTNPLOKOD
enepaktov. To 6perog avTd VINPYE GE OAES TIG TPOKAOOPIGUEVEG VTOOUADES GVUTEPIAAUPAVOUEVNS
g NAKiog Kot Tov eOAOL TOV 0shevolg, TG EVTOMIGNG TOV ELPPAKTOV KOl TOV TOTOL TOL
W®OOALTIKOD 1] TNG NTOPIVIG TOV YPNCLOTOIONKE.

H dox COMMIT pe mopayovtikd oyxedacpd 2X2 cvunepiédafe 45.852 acbeveic o1 omoiot
Tapovoiacay eviog 24 mpmv amd TV Evapén TMV GCUUTTOUATOV VTOYIN ELEPAYUOTOS TOV
pokapdiov pe avaroyeg NAEKTPOKAPSIOYPUPIKEG aALOIDGELS (T.). aviormacn ST, kotdomacn ST 7
aplotepd okeAMKO anokAelGHo). Ot acbeveic Ehafav Khomdoypéin (75 mgmuépa, n=22.961) 1
giovikd pdpuoako (N=22.891), e cuvovacuo pe AX0 (162 mgmuépa), yo 28 nuépeg N uéypr v
£€0d0 and 10 vocsokopeio. Ta cvvleta mpmTedhovia KOTAANKTIKA onueio nTav o Bdvatog and
OTOLOONTTOTE OILTIO KOL 1] TPMTT) EUGAVIOT] ETAVEUPPAENC, AYYEINKOD EYKEPAAIKOD ENEIGOGI0L 1)
Bavartov. O TAnBvoudc mepeddppave 27,8 % yovaikeg, 58,4 % acbeveic >60 etwv (26 % >70 etdhv)
Kot 54,5 % acOeveic mov Aapupavay vewdolvTIKA.

H xchomdoypéin peiwoe onuovtikd 1o oyetikd kivouvo Bavdtov amd onoladrmote artia Katd 7 %
(p=0,029) ka1 10 oyYeTIKO KivELVO TOL GLVEVLAGHOD ETAVEUPPUENC, AYYELNKOD EYKEPUAKOD ETEIGOSIOV
7N Bavdazov xotd 9 % (p=0,002), aviirpocwnedoviog amdAvtn peiwon katd 0,5 % ot 0,9 %
avtiototya. To 6@erog avTd NTaV oTadePd Yo TNV NALKia, TO POAO Kol TV Yopnynon 1 oyt
Opoppoivtikdv Kot TapatnpnOnke eviog 24 mpav.

Howdrorpicog wAnBvouog

e uo LeAETn KApakovuevnc docoroyiag 86 veoyvav 1i Ppepav g 24 unvov o€ Kivouvo
OpouPwong (PICOLO), 1 khomdoypéin a&loroynnke oe dradoyikég dooeig tov 0,01, 0,1 kot

0,2 mg/kg o€ veoyva kat Bpéen kot 0,15 mg/kg 1ovo og veoyvd. H d6on tov 0,2 mg/kg nétuye
péomn nocootiaia avacstoln g tédéng tov 49,3% (5 uM ADP-gnayduevn cuocdpevon
alpomeTaAinv), 1 omoia ftav cuykpiown pe ekeivn Tv evnlikov mov Aoufdvovy Plavix

75 mg/muépa.

€ [0 TUYOLOTTOINUEVT], SITANC-TUPANG, TapdAAnAwv ouddmv pedétn (CLARINET), 906 nodiatpikoi
acBeveig (veoyva kot Bpien) Us KOAVOTIKY GLYYEVT KOpSLoKT VOGO TOL avTipeT®niletan
TOPTYOPNTIKA LE OPTNPLOKT) TOPAKALYT OO TH GUCTNUATIKN TPOG TNV TVELHOVIKT KukAopopia,
ToyaomomOnkay yo. v AdBovy kKhomdoypéin 0,2 mg/kg (n=467) 1 ewkovikd appoxo (N=439) uali
ue Tautoypovn Bepoameia péEypt To ¥povo Tov yepovpyeiov ce debtepn pacn. O pécog ypdvog petaly
NG TOPNYOPNTIKNG GVTILETOMIONS E TOPAKAYT] KOl TNG TPMTNG YOPNYNONS TOV QUPLUAKEVTIKOD
poidvtog g uekémg ntav 20 nuépec. Katd mpocéyyion 88% twv acbevav éhafav tavtdoypova AXO
(ebpog 1 émg 23 mg/kgmuépa). Agv vipée onuavtikn Staeopd petaé&d TV ouddmy 610 TPWTEVOV
oLVOETO KaToAnKTIKO onpeio Tov Bavdrtov, Opoufwonc g mapdkapyng 1 Tapépufacng oxeTilONeEVNG
LE TNV Kapold mpwv amd v nAio tov 120 nuepdv petd and engicdolo mov Bewpndnke Opopupwtixig
eVonc [89 (19,1%) yio tnv opdda kKhomdoypéing kot 90 (20,5%) yio tnv opdda £1kovikoD GapraKov]
(Bx. wapdypapo 4.2). H cupoppayio ftav 1 w10 cuyva avopepOUevn avembountn evEpyEL KOl GTIG
d00 0pAdEC KAOTIOOYPEATG KOl EIKOVIKOD PAPUAKOV: (0GTOC0, deV DINPEE Koo ONUOVTIKT S10(popd
GTO0 TOGOGTO OLHOPPAYiag LETUED TWV OUAOWY. XT1 LOKPOYPOVIL TOPAKOAOVON O TG CPAAELNG
QUTAG TNG UEAETTG, 26 aobeveic pe TNV mopaKoyn akOUo VEIGTAUEVN o6& NAKia VOGS £Tovg EAaPay
KAomdoypEA Emg tnv nikia tov 18 umvov. Kapd kawvobpila avnovyia yio tnv ac@dieio dgv
TopaTnPNONKE Katd TN S1dpKEL OVTAG TNG LAKPOYPOVING TAPAKOAOVONONG.

Ot dokipég CLARINET ot PICOLO devepynniay xpnoIHonoidvTag £vo ceToOEY dtdAvo
KLomdoypEANG. e (o oxeTikn HeAétn Proicoduvaptiog o evjAKEG, T0 cuoTaBEY SLdAivpa
KAOTO0YPEANG €5e1EE TOPOLOLL EKTACT] KL EAGYIOTO VYNAOTEPO TOGOGTO ATOPPOPNONC TOV KVPLOV
KUKAOQOPOUVTOG (avevepyoD) HETABOAIT GUYKPLTIKA UE TO EYKEKPIUEVO B1oKIO.
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52  ®appoxokiviTiKEG 1010TNTES

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 KVKAOQOPOV (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 fmap. In vitro kat in vivo, n kKAomdoypéin
petaforiletar péom 600 KLV PHETAPOAIK®Y 03MV: [ict KATA TNV OToia e TN LEGOAGETIoN
£0TEPACHV VIPOAVETOL GTO AVEVEPYO TapaymyYo Tov KapBo&vikod o&éog (85% Tmv KuKAOPOPOLVTOY
petaforrtdv) Kot pia pe tn pecordpnon moAlamimv kutoypoudtov P450. H klomidoypiin
petafoliletor apykd otov evoldpeco petaforitn 2-oxo-klopidogrel. Eroakolovbog petafoiopog tov
evolduecov petaforitn 2-oxo-klopidogrel éyel wg amotédespa T dnpovpyio ToL SPAGTIKOD
petafolitn, éva maphywyo B0 ng. In vitro, avt 1 petaporikn 086¢ pubuiletar amd to CYP3A4,
CYP2C19, CYP1A2 ko1 CYP2B6. O gvepydg petafolritng Be10An, o oroiog amopovmbnke in vitro,
GUVOEETOL YPIYOPO. KOL LUT) OVOGTPEYILOL LLE DTOOOYELG AUOTETAAM OV, OVAGTEALOVTOG £TGL T
GUGCMPEVCT TV OLLOTETOMMV.

H Cpax 100 dpactikov petoforitn givar Sumhdoia pHetd and po epdmal 66om eoptions tov 300 mg
OTmG elval petd amd téooepic NUEPES Le d0on cuvtPNeig Tav 75 Mg. H Chax mopatnpeital Kotd
npocéyyton petd omd 30 £wc 60 Aemtd petd ™ yoprynon g dOeNG.

Améxrpion

Y1ov GvOpemo, petd omd piot omd ToL 6TONGTOC ddoT KAomBoypéAng ceonpacuévng pe “*C, To 50%
nepimov amofaAletal pe To ovpa Kot 0 46 % mepinov pe ta koénpava o didotnua 120 opodv petd
amo T Ay TG 600mG. Metd amd epdna d6orm 75 Mg amd Tov GTOHOTOC, 1) KAOTS0YpEAT EXEL XPOVO
nuicetog {ong mepimov 6 dpeg. O YpOVOC NIUGELNS OTEKKPIONG TOL KOPLOL KUKAOPOPOVVTOG
(avevepyov) petafolritn frav 8 Gpeg, HeTA amd TNV eQATAE KO ETOVUAAUPAVOUEVT] YOPTYNON.

Dapuorxoyevetikn

To CYP2C19 gumiéketatr otn dSnNUovpyia Kol TOV dpOoTIKOD UETAPOAITN KOl TOV EVOLAUECOV
uetoporitn 2-oxo-kiopidogrel. H poppokokivntiky Kot 1 avIIOOTETOAOKT dpaon Tov dpacTikon
petafolritn g KAOTIS0YPEANGC, OTMG LETPHONKAV LE €X VIVO PETPTGELS TG CVGCMPEVGNG
apoTETAAIOVY, daeépovy avaroya pe to yovotumo tov CYP2C19.

To aAinAdpopeo CYP2C19*1 avrtictoyel og TANp®S Aettovpykd HeTAROAOUO, EVD To OAANAOLOPPQ
CYP2C19*2 xou CYP2C19*3 givan un Aertovpyikd. Ta odinidpopea CYP2C19*2 ko CYP2C19*3
gu@bvovtal yio v TAsloyneia Tov aAANAOLope®V UE petuévn Asttovpyio otovg Koavkdotovg (85%)
Kot otovg Actdteg (99%) pe petopévn petaforikn Aettovpyic. AAlo aAiniopopea mov cyetilovrot
ue amovto 1 pelwuévo petafoiiond eivar Arydtepo ovyva kot meptrapfavovy to CYP2C19*4, *5, *6,
*7 ko *8. 'Evag acevic pe petopévn petoforikn Asttovpyio Oa S100€tel 300 aAANAOUOPPO. pE

g ey Aettovpyiag 6mwg opileton mapandve. Anpocievpéve yovotommy tov CYP2C19 pe petopévn
petafoiikn Aertovpyia eivar Katd tpocéyyion 2% yia tovg Kavkdsiovg, 4% yio tovg Madhpovg Kot
14% ywo Tovg Kivélovg. Ymapyovv StoB€c1ec SOKIAGIES Y10 TOV 0PIGUO TOV YOVOTOTTOV TOL
CYP2C19 evoc acBevoug.

Mua perétn daotadpwong oe 40 vy dropa, and 10 og kabe pia omd T1C TEGGEPIC KATNYOpieg
petaporikng woavotntag tov CYP2C19 (moAdd vynAr, eKtetapévn, evoldueon Kot UEIOUEVN),

a&10A0YNGE TN OPLOKOKIVITIKT KOl TNV OVTUTOKPIoT TOV ApoTeTodiov 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. METO TO SOGOAOYIKO YL

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 evdidpeon 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, 1
IPA Ntav 32% (24 dpec) ka1 61% (Huépa 5), mov Nrov peyoldtepeg omd 4Tt 6Ta GTOUN LUE UEIUEVT
petofolikn woavotta mov Erafav 1o Socoroykd oyfpa 300 mg/75 mg kot TapOpoLEG PE TIC GAAEG
ouddeg petaforkng Aettovpyiog tov CYP2C19 mov éhafav 1o docoroyikd oynua tov 300 mg/75 mg.
"Eva katdAAnAo d0G0A0YIKO Gyfpa Yo avTod Tov TANBucud acbevav dev Exel kabiepmbel og KAvikég
OOKIUEG.

SOUQ®VO UE TO TOPOTOVD UTOTELECUOTA, GE L0 LETA-0VAALGT TToVL TTepleAduPave 6 peléteg e
335 dropa Tov aVTIHETOTIOTNKAY [e KAOTIO0YPEAN o€ otabepomomuévn Katdotaor, Katadeiynke
ot ékbeon oto dpactikd petafoAitn puetmdnke katd 28% yio To dropa pe eVOLUEST HETABOATKN
Aettovpyia kat 72% yio To ATopo e PELMUEVT] LETAPOAIKT AELITOVPYIO EVE 1] AVOGTOAN TNG
ovoodpevong aponetorov (5 uM ADP) peiddnke pe dtopopég otrv IPA tov 5,9% Ko 21,4%,
avtioTotya, Otav cuyKpidnKe pe To dropa pe EKTETANEVT LETAPOALKT) AgtTovpyia.

H emppon tov yovotdmov tov CYP2C19 otig khMvikég ekPéoeic oe aoOeveic TOV AVTIUETOTIOTIKOY e
KhomdoypEAN dev €xel a&lohoynOel € TPOONTIKES, TVYOLOTOMUEVES, ELEYYXOUEVES doKIEG. 'Eyet
vrdpéel Evag aptBpdc avadporIK@OY VOADGEMY: MCTOGO, Yol TNV 0ELOAOYNOT VTNG TG EMLOPAUCNC OF
a00eVElC TOV £XOVV OVTILETOMIOTEL [1e KAOTLOOYPEAN KOl Y10, TOVG OTTO10VG VITAPYOVY YOVOTLTIKA
amoteréoparta: CURE (n=2721), CHARISMA (n=2428), CLARITY-TIMI 28 (n=227),
TRITON-TIMI 38 (n=1477) xou ACTIVE-A (n=601), 61m¢ kot évog aptBudc SnUocIevévev HELETdV
KOOPTNG.

Ytnv TRITON-TIMI 38 kot o 3 and ¢ peréteg kooptrg (Collet, Sibbing, Giusti), 1 cuvévacpévn
opdoa acevav e gite eVOLAUEDT), €iTe HEIOUEVN UETOPOAIKN KAVOTNTO ELYOV DYNAOTEPT] GLYVOTNTO
Kapdiayyelokmv copfoudtov (6avatoc, ELepayuc ToL HLOKAPSIon KoL OYYEINKO EYKEQPOAKO
enel0010) M OpouPwong g evdonpdbeong (Stent) cuykpitikd pe To. dTopa e EKTETAUEVT HETAPOAKY
KOVOTNTO.

Ymnv CHARISMA «at og pua pedétn kooptig (Simon), po avénuévn cuyxvotnta cuppopdtov
TapaTnPNONKE [LOVO oTA dTOopA LE PELOUEVN LETAPOAIKN TKOVOTNTO OTAV GUYKPIONKAY LE TO GTOMO LE

EKTETOUEVT HETAPOMKN 1KOVHTNTO.

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

Kopio amd avtég tig avaidoelg oev gixe To néyedog yio va VIOmicel dlapopég otnyv EKfoon TV
OTOU®V [E UELOUEVT] LETAPOMKT IKOVOTNTOL.

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 SVGAEITOVPYIM, 1 OVOGTOAN TG GLCCMPEVONC AUOTETAAI®V dtapésov 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/ebvikdmro (PA. Dappaxoyevetikn). And ) Pifleypaoia,
VILAPYOVV TEPIOPIOUEVE, dEdOUEVE Olabéaa Yo va aEloAoyn Ol n KAVIKY ERITTOOT YOVOTLUAHDY 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 UTOUTOVIVOLG, TO O GUYVA
TAPATPOVLEVEC EMOPAGELS NTAY NTOTIKEC OAALOIDGELS. AVTEG TapoTPNOTKaY 68 SOGELS TOV
QVTITPOCHOTEVOVY TOVAG)IGTOV 25 popég TNV Ekbeom mov mapatpndnke e avOp®TOVE TOV
erdppavay Khvikég 660e1g v 75 Mg/muepnoimg Kot NTav ETOKOA0UH0 LG ETIOPOOTG OTO NTOTIKA
petaporikd éviopa. Kapio enidpacn ota nratikd petafolikd Evivua dev mopatnpnonke o
avOpdTOLE TOL ELAUPAVAY KAOTIOOYPELN OTIC BEpATEVTIKEG OOTELG.

e oA VYL 600E1S, avapipONKe emiong TEPLOPIGUEVT YaoTPIKN avoyn (Yootpitida, yooTpikég
SPpoTIKEG AALOIDGELS KA EUETOC) TNG KAOTIOOYPEATIS GTOVE BPOVPOIOVS KOl TOVG UITAUTOVIVOVG.

Agv vmp&e kapio EvogiEn kapkivoyovov dpdong otav 1 KhomdoypéAn yopnyndnke yio 78 efdoudadeg
oe TovtikoOg kot yio 104 gfdopddec o apovpaiovg, o€ d6celc uéypt ko 77 mg/kg thv nuépa (n onoia
OVTITPOGMOTEVEL TOVAAYIGTOV 25 Popég TNV ékbeom Tov eupavileTor 6Tovg avOpdITOLg OV Aaufdvouvy
75 mg/muepnocing).

H xhomidoypédn éxet dokuacdei oe pio oepd in vitro kot in vVivo yovoto&ik®v pehetdv ko dev £0e1&e
yovoto&ikdtTa.

H «lomdoypéln de Ppébnice va £xel EXIOPAOT GTN YOVILOTNTO TOV APCGEVIKDOV Kl TOV OnNAvK®dV
apoLPOLi®Y Kal OV NTEV TEPUTOYOVOG OVTE GTOVG apoVPaiovg 00Te ot Kovvéla. Otav yopnyndnke oe
Onralovteg apovpaiovg, N KAomdoypéAn Tpokaiese happld kabvotépnon otV avarTvén Tov
amoyovov. Edkég aplokoKivnTikég LEAETEG TTOV EYIVOV [LE POSIOCECT|LAGHLEVT] KAOTLOOYPEAN
éoei&ov OTL M UNTPIKN ovaeio 1 ot petafoAriteg g exkpivovral oto yoia. Emopévog, o dueon
enidpaon (fima to&ikdtna), | o Eppecn enidpact (LeimON TNG YEVOTIKNG IKAVOTNTAG) OEV UTOPET
va amokA&icOel.

6. DAPMAKEYTIKEXZ IIAHPO®OPIEX
6.1 Katdaroyog ekdoyov

Tvpnvog diokiov:

IToAvaBvievoyilvkoin 6000

Kvtrapivn, pikpokpvotorrikn (E460)

Kpoonofid6vn tomov A
Kwéloro, vdpoyovmpévo
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Emikdioyn dioxiov:

IToAvaBvievoyivkdin 6000

Avrokvttapivn (E462)

Tutaviov di0&eido (E171)

6.2 AocvpPatoTnTeg

Agv epoppdletar.

6.3 Awdpxewa ong

3 ypdvia.

6.4 Idwitepeg TPOPULLAEELS KOTA TV PUAAEN TOV TPOIOVTOG
DdvAdocete oTNV apPyIKN KOYEAT Y10 VO TPOGTATEDETOL OO TNV VYPACIaL.

6.5 ®@Vo1 Ko GVOTATIKG TOV TEPLEKTN

Kuyéreg amd Alu/Alu mov tepiéyovv 14, 28, 30, 50, 84, 90 kot 100 emkolvppéva pe Aentd vuévio
S10Ki0 CUGKEVUGUEVEG GE KOLTIAL Ao YopTOHVL.

Mmropei va pnv KoKAOQOPOLV OAEG Ol CUGKEVAGIEC.
6.6 Iowitepeg TpoPULAEELS amTOpPLYNG

Koapia g0 vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
Acino Pharma GmbH

Am Windfeld 35

83714 Miesbach

Iepuavia

8. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/534/001 — 007

9. HMEPOMHNIA ITPQTHY ETKPIZHX/ANANEQXHY THX AAEIAX

28.07.2009
10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepn TANPoPoOpLaKd GTOLYElR Yo TO TPOTOV glvan drabécipa oty 16ToceAida Tov Evpmmaikod
Opyavicpov Papudakmv: http://www.ema.europa.eu/
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IHAPAPTHMA |1

A KATOXOX THX AAEIAYX ITAPAT'QI'HZ, YIIEYOYNOX
I'TA THN AIIOAEEMEYXH TOQN ITAPTIAQN

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 TV Topoy®ydVv Tov ival vTevduvol yio TNV amodEGUEVOT TOV TOPTIOMV

Acino AG
Am Windfeld 35
83714 Miesbach
Teppovia

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben

Teppovia

B. OI OPOI THX AAETAX KYKAO®OPIAX

o OI OPOI KAI OI TEPIOPIZEMOI XXETIKA ME TH ATAGEXH KAI'TH XPHXH IIOY
BAPYNOYN TON KATOXO THX AAETAYX KYKAO®OPIAX

DopaKELTIKO TPOTOV Y10 TO OTOI0 OTULTEITAL LTPIKT CUVTOYT|.

. OPOI'H ITIEPIOPIXMOI OXON A®OPA THN AXOPAAH KAI
AIIOTEAEXMATIKH XPHXH TOY ®APMAKOY

Agv gpappdlertar.
. AAAOQOI OPOI

2botnue PopuokoeTaypOTVRoNS

O KAK zmpénet va 0106(QaAiceL OTL TO GOGTNIO TNG PUPUAKOETAYPOTVIOTG, TOV TOPOVGLALETAL GTNV
Evotnta 1.8.1. g Adetog Kukhopopieg, 0mapyel Kot AEITovpyel TPV Kot KOTA TN SIOPKELD TNG
KUKAOQOPIaG TOV TPOIOVTOC TNV AyOpd.

2yéoio Moyeipiong Kivovvoo

Agv gpappoletar.

H aitnon Paciletar oe Eva appakevTiKd TPoidV avapopds Yio TO 0TT0i0 eV EXOVV aVAYVMPLOTEL
{NTALOTO GYETIKA UE TNV OCQUAELN TTOV VO OTOLTOVY TPOGHETEG dPUGTNPLOTITEG EAAYIGTOTOINGTG
KIVOOVa@V.

ExOeon Ieprooiknc HoparxolovOnong Aopdleias (EITIIA)
To mpoypaupa vropoing EITA npénel va akolovbei to mpdypappa EIIIA yio 1o Tpoiov avapopdc.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO CAHT'TQN XPHXHX
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A. EINIEHMANXH
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ENAEIZEIX I10OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel HEXAL 75 mg, extkoAvppéve. pe Aemto vpévio diokia
Khomidoypéin

| 2. LYNOEXH XE APAXTIKH(EX) OYZIA(EX)

KaBe emxoroppévo pe Aemto vpévio diokio mepiéyel 75 mg khomdoypéing (og fecthkn).

3. KATAAOI'OX EKAOXQN

Eniong mepiéyetl kikéhato vopoyovopévo. BA. @OALO 0dNyLdV Yo TEPIGGOTEPEG TANPOPOPIES.

4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO |

14 emuwcodoppéva pe Aemtd vpuévio dtokia
28 emkaAvppéva Pe AETTO VUEVIO dloKin
30 emkaAvppéva pe AETTO DIEVIO O1oKIa
50 emkoivppéva pe Aento vUEVIO S1oKia
84 emkaAvppéva pe AeTTO VUEVIO dloKin
90 emkaAvppéva pe AETTO DUEVIO O1GKIa
100 emkaAvppéva Pe AETTO LUEVIO dloKio

5.  TPONOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 POALO 0INYIOV TOW OO TN XOPNYNOT.

Amo6 oTONATOG YP1oN.

6. EIAIKH ITPOEIAOIIOIHZH LYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEIIOYN KAI
AEN {IPOXEITIZOYN TA TTAIAIA

Na guidooetar o€ BEon v omoia dev PAETOLY Kat dgv TpoceYyilovv To TOIdId.

| 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 _J

Acino Pharma GmbH
Am Windfeld 35
83714 Miesbach
T'eppovia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/09/534/001
EU/1/09/534/002
EU/1/09/534/003
EU/1/09/534/004
EU/1/09/534/005
EU/1/09/534/006
EU/1/09/534/007

13.  APIOMOZX ITAPTIAAX

[Moptida

14. TENIKH KATATAEH I'IA TH AIAGEZH

DoppoxevTiKd TPOTOV Yie TO OTOT0 AMOLTEITAL LUTPIKT] CLVTOYT).

[ 15.  OAHTIEZ XPHEHE |

| 16. TIAHPO®OPIEX XE BRAILLE |

Ciopidogrel HEXAL 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 HEXAL 75 mg, exikoAvppévo. pe Aentod vpévio diokio
Khomdoypéin

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 HEXAL 75 mg emukaloppéve pe Aewtd vpuévio diokia,
Khomidoypéin

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1O1S 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
avemBOUNTN EVEPYELD TTOV JEV OVAUPEPETOL GTO TAPOV GOALO 00N YLDV, TaPAKOAEIGOE Vot
EVIUEPDGETE TO YLOTPO 1| TO POPUOKOTOLO GOLG.

To wapov UALO 00N VIOV TEPIEYEL:

Tt eivon o Clopidogrel HEXAL ot o givar n) gprion tov

T npéner va yvopilete mpotod napete to Clopidogrel HEXAL
Mo va napete o Clopidogrel HEXAL

[MBavég avemBounteg evépyeteg

¢ va puidooetal to Clopidogrel HEXAL

Aowég mAnpopopieg

ok~ E

1. TI EINAI TO CLOPIDOGREL HEXAL KAI IiOIA EINAI H XPHXH TOY

To Clopidogrel HEXAL mepiéyet T dpaotikn ovoio KAOmdoypéAn 1 0moio aviKeL GE Lo, Kot yopia
QOPUAK®OV TOV OVOUALOVTOL OVTIOOTETOAMOKE GOPIAKEVTIKE TpoidvTa. Ta arponetdiio
(ovoualdpeva kot OpoppokidTTapa) eivat TOXD UKp& coUATIOW, TO 0010 GLYKOAADVTOL KATH TNV
&N Tov aipatog. To avTIHOTETOAMOKE POPUAKEVTIKA TPOTOVTA EUTOSILOVY OLTY TI GUGGMPELOT
Kot £T61 pEtdvoLY Ti¢ Thovotnteg oynuatiopnod Opoufov (Studikacio Tov ovopdaletor Opoupwon).

To Clopidogrel HEXAL LAoufdvetar yio tnv mpoAnym oynuaticpot 0poupov ota okAnpouéva
apo@dpa ayyeio (aptnpieg), pio Sradikacio yvoot cov abnpobpoufwon, Tov umopet va 0dnyncel e
afnpobpopfmticd ene166d10, (OTOS 1IGYUUIKO OYYEIOKO EYKEPUAMKO ETEIGOO10, KAPOLOKO EXEGOO0 N
0dvaro).

To Clopidogrel HEXAL cag éxet cuvtoyoypoen0el yio va fondncel oty amopuyr oxnuatiopod

OpouPmv KoL Vo EAATTHOGEL TOV KIVOLVO OUTOV TOV ENEICOOIWMV ETELON:

- £xete pioswdbnon oxkAnpuveng Tav aptnpdv (eriong yvwot cav adnpockinpovven), Kot

- €XETE I0TOPIKO KOPIAKOD EMEIGOSI0V, IGYOUIKOD AYYELLKOV EYKEPOAKOD ETEIGOSIOV 1|
TAoYETE OMO LK KATAGTOOT YVOOTY G TEPIPEPIKT apTNPLaKT vOco (Statapayn TG pong
TOV OpOTog 6T Y€ 1] 6T TOJK, YVOGTH MG OYYEWKT omopposn) 1

- £YETE 10TOPLKO GoPapov TOVOL 6To 6TNH0G YveoToh 1¢ «actadn otnddyyn» 1
«EUPEPOyILo ToOL pvokapdiov» (kapdlakd eneloddio). Ta ) Bepameio avtig g TadnoNg
0 Y1TpOg 60¢ TOaVAC va £xel Tomobetnoet evéompdbeon (Stent) otnv epayuévn 1
OTEVOUEVT] 0pTNPIC Y10 VO OTOKATOCTIOEL TV OMOTELECLOTIKT POT| TOV OipLOTOG. Oa
npémel, emionc, va oag £xetl yopnynoei amd 1o yloTpd cog Kot akeTVAOSAAKVAIKO 0ED (pio
0VGi0 TOV ATAVTATOL GE TOAAE PUPLOKEVTIKA TPOTOVTO TTOV YPTCLULOTOLOVVTOL Yol TNV
AVOKOV(IGT OO TOV TOVO KOl MG OVTITVPETIKA KOOMDG ETIONG KOl Y10 TNV TPOANYT

Bpoupwong).
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2. TI IPEIEI NA I'NQPIZETE IIPIN NA ITAPETE TO CLOPIDOGREL HEXAL

Mnyv ntapete To Clopidogrel HEXAL:

o o€ mepinTmon adiepyiog (Vepevalctnciag) oty KLomdoypEAN 1 6 0TOLOdNTOTE GALO
ovototikd Tov Clopidogrel HEXAL,

. av éyete pio lTptkn whbnon mov Tpokalel evepyn apoppoyio OTwS EAKOC GTOUAYOL N
EYKEPAAKY] apLopporyia,

. €dv mdoyete amd coPfapr NTATIKY VOGO.

AV ToTEVETE OTL OMOLOONTOTE GO CVTA GOG OPOPOVV 1 AV EXETE TNV TOPAKPT apeiBolia,
ovpPovievdeite tov yiorpd cag npv mhpete Clopidogrel HEXAL.

Ipocsére Waitepo pe to Clopidogrel HEXAL:
AV 0mo10dMTOTE OO TIC O KATM OVOPEPOLEVES KOTAGTAGELS IGYVEL Y10 00, Bo TPETEL VOl
EVNUEPDGETE TO YTPO GoG TPV ypnoipomomoete to Clopidogrel HEXAL:
. Edv vapyet kivovvog apoppayiog 6mmg:
- naOnon mov cag Bétel oe Kivouvo E0MTEPIKNG atpoppayiag (.. EAKog oTOUAYOY).
- atpatoroykn dtatapoyn €€ artiag e omoiog £xete TPOOIAOEST Y10 ECWTEPIKES
awpoppayieg (apoppayiec 610 E0MOTEPIKO OTOIMVINTOTE 1GTAOV, OPYOVAV 1 apdpdhce®v
TOL COUATOC GAG)
- TPOCPUTOG GOPAPOG TPAVUATICUOG
- TPOGPUTN XEPOVPYIKN enépuPacn (cuumePLaUBOVOLEV®Y Kil TV 000VTILTPIK®Y
eMEPPAOEDV) - TPOYPAUUATIGUEVT] XEPOVPYIKT emEpPacty (cupmeptAapuPavousvay Kot
TOV 000VTIOTPIKOV EXEPPACEMV) HECH OTIC EMOUEVES EMTA TUEPESG

. Edv eiye oynuotiotei Opoupoc oe kamola aptnpio Tov eyke@dAov cog (1oyaiukd
QYYELOKO EYKEQPUAIKO ETEIGOO10), TO 0mOi0 GLVERN KaTd T ddpKeELn TV TELELTOIOV EXTA
NUEPOV

o Edv AopPdvete kot kdmotov dAlo tOTo gaprokeutikig aymyng (PA. «Afqyn dAiov
QOPUAKDVY).

. Edv mdoyete amd vOco TV VEQPAOV 1 TOV NTATOC.

Evoow maipvete to Clopidogrel HEXAL:

. Ba TPENEL VOL EVILLEPDGETE TOV YIOTPO GOG EAV EXEL TPOYPAUUATIOTEL KATOD XELPOVPYIKN
eméppaon (copmeptAapPovoprévng g 000VIINTPIKNAG ETEUBOOTS).
. Bo Tpénel ENIOMNG VAL EVILEPDGETE TO YOTPO GO OUECHS EAV TAPOVGLAGETE Lia LOTPIKN

katdotoaon (eniong yvoty og Opoufotiky Opoufonevikr Iopedpa 1} TTP) mov
TEPLOUPAVEL TVPETO KOl LOAMTES KAT® OO TO OEPIN TOV UTOPEL VO, EULPOVIGTOVY MG
epuBpéc KNALdES, e M yopig aveENynTn KOT®GT, GUYYXLOT, KITPIVN ATOYP®CT TOL
dépuatog N tov potidv (iktepog) (BA. mapdypago 4 «ITIGANEX ANEITI®OYMHTEX
ENEPTEIEZ»).

. Edv omeite | TpavpatioTeite, I0mG XPEINGTEL TEPIGGOTEPOC OO TO GVVNOIGUEVO YPOVOG
YU VL GTOHOTAGEL 1] apoppayia. Avtd oyetileTal pe Tov TpOTo dpAcnS TOL PAPUAKOV
2oV gumodilet tn dvvatotnTo dnpovpyiag Opoufov. ' pukpng onpaciog KoyipoTo Kot
TPOVUATICUOVG, TT.X. €0V KOTElTE, KaTA TO EVPLOoUN, CLVNO®G OV VITAPYEL TPOPAN QL.
[Mopdra avtd, dv avnovyeite Adyw TG apoppayiog cog, Oo TPETEL VO EMKOIVOVIGETE
Le 10 ytp6 6og apécmg (PA. mapdypapo 4 «[MIOANEX ANEIIIOYMHTEX
ENEPTEIEX»).

. O ywTpog oag pmopel va {nmoet e€etdoslg aiplotog.

Moo kon £enpor
To Clopidogrel HEXAL dgv npoopileton yio yprion and moudid 1 pnpouc.
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Afyn GALOV QappaKov

Mopakareiche vo, evuepOGETE TOV YIATPO 1) TOV QOPLOKOTOLO GOC EAV TaipveTe N EXETE TAPEL
TPOCPUTO GALO PAPHOKO, KOO KoL 0VTE TOV OgV 6ag Exovv yopnynbei pe cuvtayn.

Kémoo Al pappoko propei va exnpedoovy T xpion tov Clopidogrel HEXAL 7 avtictpogo.

Ewwotepa, o mpénet va evnuep®dceTe T0 Y1oTpd 0aG GV AaUPAVETE

- 0O TOV GTOUATOG OVTUTNKTIKGA, QOPLOKE TTOV YPTNCLLOTOLOVVTOL Y10 TN LEIWGT TNG
TNKTIKOTNTOG TOV OULATOC,

- KOO0 U1 GTEPOELDES OVTIPAEYUOVDOEC PAPLOKO, TTOV YPNCLOTOLEITOL GLVITOMG Yo TN
Oepameio endIVVOV KOV PAEYHOVOIDV KOTOOTAGEDV TOV LVAOV 1] TV apBpdoEV,

- nmapivn | 0wo10dmoTE GALO EVEGILO PAPLAKO TOV YPTCLOTOLEITOL YiaL T1) HEIMOT) TG
TINKTIKOTNTOS TOV aipLaTog,

- ouenpaloin, ecopempaloin 1 GYUETISIVY, PAPUAKE VIO TNV AVTILETOTICN GTOUUYIKDV
EVOYANOEDV,

- @Aovkova oA, fopikovaloAn, oumpoProacivn, 1| YA@POUPAVIKOAT, PAPUOKE, VIO TV
AVTILETOTION PAKTNPIOKDV KOl LUK TIACIKOV AOTUDEEDV,

- oAovo&etivn, prlovPoapivn | pokAoPepidn, EAPLAKO Y10 TNV AVTIUETOMTION THE KatdOAlnymng,

- kappopalenivn | o&kapPalenivn, APLOKA VIO TNV OVTILETMTION OPIGUEVOV HOPPDV
gmnviag,

- TIKAOTLO VY], VO AAAOG OVTIOHOTETOAMOKOG TOPAYOVTOG.

Edv eiyote éva coPapd movo oto otbog (aotadr otnBdyyn 1 Kapdlokod €1e160810) Uropel va 6og
yopnynBei Clopidogrel HEXAL cg cuvdvacuod pe aketvAocolkvikd o&0, pia ovoio mov amovtdral
0€ TOALN PAPUOKEVLTIKA TPOIOVTO TTOL YPNGLOTOLOVVTAL Y10 TNV CVOKOVPIOT] 0O TOV TOVO KOl (G
avTimupeTikd. Mia TepIoTao1oK ¥PNoT GKETVAOCAAIKVALKOD 0&E0¢ (Ot Teptocdtepo and 1000 mg oe
Stdotnua 24 @pmv) dev Bo, TPEMEL, YEVIKA, VO TPOKUAECEL KATO10 TPOPANLO, EVD GE AAAES
TEPIMTAOGELG, TOPOTETAUEVT YpNion Ba mpénet va cuintnOei pe to yatpd cag.

ANy tov Clopidogrel HEXAL pe tpo@éc kon motd
To Clopidogrel HEXAL umopei va Aappavetar pie  yopig tn AMym tpoenic.

Kinon kot Onioopog
Eivar Tpotynotepo va unv maipvete avtd to Tpoidv KoTd T SidpKeln T KONong.

Av giote £yKvog 1 vToy1aleote OTL sioTe £YKLOC, Ba TPEMEL VoL EVILEPDGETE TO YIOTPO M TO
eapuaxomotd cog mpwv AaPete Clopidogrel HEXAL. Av ugivete £ykvog eved Aappdavete Clopidogrel
HEXAL, ovppovievbeite to yiatpd cog apécms, Kabmg dev cuviotdrtal 1 Ayn KAOTO0YpEANG KaTd
) S1dpketa TG KOMomNC.

Agv mpénet vo INAalete evd yp1OYLOTOLEITE OLTO TO PAPLOKO.
Edv OnAdlete N oxedrdlete va Onidoete, PIANGTE e TO YIOTPO GOG TPV TAPETE ALTO TO PAPLLOKO.

ZnNoTE TN SLVUPOVAT TOV YLOTPOD 1] TOV PAPUAKOTOIOD GOG TPOTOD TAPETE OTOLOONTOTE PAPLOKO.
OMYy161 KO LELPLOROS PN OVAVY

To Clopidogrel HEXAL givon anifavo vo exnpedoet Thv ikavotntd oag vo odnyeite 1 va yeipileote
HNYOVES.

INUavTIKEG TANPOQOPIES oYeTIKA e opiouéve cvotoTika Tov Clopidogrel HEXAL:

To Clopidogrel HEXAL mepiéyet vopoyovmpévo Kikélato, to omoio givor mbovd va TpokaAiécet
OTOUOYIKES OlaTapayég 1 Stdppota.
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3. QX NA ITAPETE TO CLOPIDOGREL HEXAL

IMéavrote va naipvete to Clopidogrel HEXAL avompd cOupmva pe tig 0dnyieg Tov yiotpod cag. Edv
€xete apelPoAieg, poTNOTE TOV Y1TPO 1 TOV POPLOKOTOLO GOC.

Edv éxete eppavioet cofapd ndévo oto otbog (aotadr omOayyn 1 Kapdlokd enelcddio), 0 y1oTpoc
oag umopei va oag yopnynoet t d6on tov 300 mg Clopidogrel HEXAL (4 dwoxia twv 75 mg) pia
@opd ko povo Katd v Evapén g Bepaneiog. Xn cuvéyeln, 1 ovvinOng 6don elvar €vo dtokio
Clopidogrel HEXAL twv 75 mg v nuépa, to onoio mpénet va Aoufdvetar and 10 6toua pe 1| yopig
TPOPN Ko TNV 1010 dpa kébe pépa.

To Clopidogrel HEXAL 6o mpénet vo 1o maipvete yio 660 dtdotnua o yiotpdg oag cvveyiletl va cog 1o
GUVTOYOYPOQEL.

Eav napere peyorvtepn d6on Clopidogrel HEXAL am6 v kavoviki
Emwcowmviorte e To y1otpd oag 1 TNV TANGIEGTEPT VOGOKOUELNKT] VTN PEGTN EKTUKTWOV TEPIOTATIKMY
AOY® TOL aENpEVoL Kivohvou aipoppayiog.

Eav Egyaoete vo napete To Clopidogrel HEXAL

Av Egydoete va AdPete pia d6om Clopidogrel HEXAL ko to Bounbeite péoaoe 12 dpeg amod
ocvvnBiouévn cag dpa, AdPete 1o S1oKi0 GOG AUESMG Kot KATOTLY AdPete T0 endpevo diokio TV
ocvvnbiopuévn mpa. Av 1o Eeydoete Yo mEPIocdTEPO 0md 12 Mdpeg amhmdg AAPETE TNV EMTOUEVT] KOVOVIKT|
d0om 61N cuvnOepuévn dpa. MnVy TapeTe SITA SO0T Y10 VO AVATANPMOETE T d00T Tov EeYAcaTe.

Eav etapotioste va naipvere to Clopidogrel HEXAL

Mn S10KOTTTETE TNV AYOYT] EKTOS KL OV GO TTEL 0 YIATPSS 50G Vo TO KAVETE. Emkowvmvnote pe to
YTpO 1 TO POPUOKOTOLO GOG TPV TO CTULOTI|OETE.

Edv éxete meplocdtepeg EpMTNCELG CYETIKE, LLE TN YPNOT} AVTOV TOV TPOTOVTOG POTNOTE TO YLUTPO 1) TOV
QOPUOKOTOLO GOLG.

4. INIGANEX ANEINIOYMHTEX ENEPI'EIEX

Onwg 6Aa ta pappaka, étot ko o Ciopidogrel HEXAL pmopei va Ttpokadécet avembounteg
EVEPYELEG AV KOl OEV TapoLG1alovTal 68 OAOVE TOVG aVOPMOTOVG.

H ocvyvomta tov mbavov avembduntov evepyeidv mov mopatifevral o Katw opileTor cOUE®VA e
™V ako6Aovdn cuvOnkn:

- ToAD cuyvn (emnpealel meprocdtepovg amd 1 yprotn otovg 10)

- ovyvn (eanpealet 1 émg 10 yproteg otovg 100)

- Oyt ovyvn (emmpedlet 1 €og 10 xproteg otovg 1.000)

- onavia (ermpealel 1 émg 10 yprioteg otovg 10.000)

- oD ‘ondvio. (emnpealel Arydtepoug amd 1 ypriot otovg 10.000)

- pn yvooth (1 cuyvotnta dev pmopel vo vtoloylotel e Pdon ta dobéoia dedopéva)

EmikoitvoviioTe pe To Y10TPpO 60¢ OpuEcMS OV TUPOVGLOCETE:

- TopeTo, onpeio Aoipméng N vepPoAIKnG KOTMONS. AVTE TOAVAHS VO ELPAVIGTOVV AOY®
TOV OTAVIOV TEPIMTOCEMY PEIMCENMS KATOIWV KLTTAP®V TOV OpLOTOG

- CUUTTOUATA NTOTIKOV TPOPANUATOV OTOE KITPIVIGHO TOV SEPUATOS KA TV LOTIOV
(iktepog), ave&aptnrta amd o edv GuvodeveTal amd aloppayia, 1 omoio epeavifeton
KATm 0mo 10 dépua ¢ epuOpéc knAidec kaun ovyyvon (BA. mapdypapo 2 «IIpocélte
Wwaitepa pe to Clopidogrel HEXAL»).

- oidNua 670 GTON 1) SlaTAPAYES TOV OEPUATOG, OTTMG e&avONUATO KOl KVIGUAC,
PAVKTOLVEG TOVL 0EPUATOC. AVTA TBAVOV givol onuddto dAAEPYIKNG avTidpaoTG.

H mwo ovyvi avemOopnty evépyera mov £yl avopephel pe v kKhomdoypéAn sivor 1 apoppayio. H
apoppayio TOavOV va, TapoVcIIoTEL MG aLpoppoyio amd To GTOUd)L 1 TO £VIEPO, LMAMTES, ALULATMLLO
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(aovvnBiotn crpoppayio | LOAGTOC KAT® 06 TO dépUW), aoppayio omd T Lo, aipo ota ovpa. X
UiKpd apdpod mepmtdoewyv Exel avapepOel apoppayio oTo LATIO, GTO ECOTEPIKO TNG KEPUANG, GTOV
TvevoVa. 1 6TLG apBpAOCELS.

Edv mapatmpnoete mapatetouévn apoppayio otov maipvete to Clopidogrel HEXAL. Edv komeite 1y
TPOVHOTIOTELTE, 100G YPELNCTEL TEPLGGOTEPOG OO TO CLVNOIGUEVO YPOVOS Y10 VO GTAUOTNGEL 1)
aipoppayio. Avtd oyetiletan pe Tov TpOTO dpAcNS TOL PapudKov agov eunodilel T duvatdTnTa
dnuovpyiag OpouPov. IMa pukpng onuaciog KOWILOTO KOl TPAVHOTICHOVS, T.Y. E0V KOTEiTE, KATH TO
&vpiopa, cuvnbmg dev vdpyet TpdPAnua. [apodio avtd, v avnovyeite AOY® g apoppayiog oag,
0o Tpémel vo. EMKOVOVIGETE LE TO Y1aTpd 060G apéoms (PA. mapdypago 2 «IIpocéEte 1Wbwaitepa pe T0
Clopidogrel HEXAL>).

Alheg avemBounTeg evépyeleg mwov £xovv avaep0ei pe o Clopidogrel HEXAL sivan:
Yuyvég avemBOUNTEG EVEPYELEG:
Aldppota, KOIAOKOG TTOVOS, dVGTEYIN 1) KOVGOC.

Oyt ovyvéc avemBounteg evépyeleg:
ITovoképaAog, EAKOC GTOLAYOV, ELETOG, VALTIO, SVCKOIALIOTNTA, VIEPPOAIKE TOAAE GEPLO GTO GTOMAYL
N 670 éviepo, eovOnuarta, kKvnopog, Cain, aictnon «pupunyKIo LaToG» Kot HOLS i UOTOG.

Zravia ovemBountn evépysla EVEPYELX.:
Tayyog,.

[ToAv ondvieg avemBounteg evépyeteg:

‘Tktepoc, coPapdg KotMakog TOVOGS LE 1 ympic 06QLOAYiN, TVPETOS, SVGKOAIN GTNV CVOITVOT| TOV
UEPIKEG POPEC GLVOOEVETAL OO PX0, YEVIKEVUEVEG HAAEPYIKES OVTIOPAGELG, OO GTO GTOUA,
(QADKTOLVEG TOV OEPUATOG, OAAEPYIO TOV OEPLATOC, PAEYLLOVT] TOV GTOUATIKOV BAEVVOYOVOD
(cTopartitida), LTMOGN TNG OPTNPLAKAS TEGNG, GVYYVON, TAPALGONGELS, TOVOG OTIC ApOPDOELS, VKOG
TOVOG, AALOYEG OTY] YELOT TV TPOUYUATOV.

EmmAéov, o yiatpdc 6og pmopel va, avayvopicel LETAPOAEG OTO OMOTEAECLATO TMV OLLLOTOAOYIK®Y
eEetdoeVv 1 TOV OVOAOGEDY 0VPWV.

Edv kdmowa avemBOuntn evépyeia yiveton coPapn 1 av mopoInpioeTe KAmowo avemBOunTn evépyeia
IOV OEV AVAPEPETOL GTO TAPAV PVAAD 0dNYIDV, TAPUKAAEITOE VO EVIILEPDOETE TO Y1ATPS | TO
POPULOKOTOLd GOC.

5. HOX NA ®PYAAXYXETAI TO CLOPIDOGREL HEXAL

Duidooete oTNY CPYIKN KOYEAT Y10 VO TPOGTATEDETOL OO TNV VYPAGIaL.

Noa puidooetal o€ pépn mov dgv 10 POAVOLY Kot dev TO PAETOVY Ta, TOLOAL.

Noa un ypnowonoteite to Clopidogrel HEXAL petd v nuepopunvia ANENG mov avapEpetol 6To Kouti
Ko otV KoWéAn petd ™ AHEH. H nuepounvia Anéng eivar | televtaio puépa Tov univo mov

OVOPEPETAL.

No un xpnowomnoteite to Clopidogrel HEXAL v mapampnoete omotodfmote opotd onueio {nuidg
GTNV KLYEAT 1] OTO EXKOAVUUEVO PLE AETTO VUEVIO O1oKidL.

Ta pdppoka dev TPETEL VO, ATOPPITTOVTOL GTO VEPD TNG AMOYETELONG N 0T cKoLTidn. Pwteiote 10

(OPLLOKOTTOLO GOG TAG VO, TETAEETE TA. PApUKE TTOV deV ypetalovtot . Avtd ta pétpa o
BonBncovv oty Tpoctacio Tov TePPAAAOVTOG.
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6. AOIIEX IAHPO®OPIEX

T negpréyer to Clopidogrel HEXAL
H dpaotikn ovesio ivar ) kKhomidoypéin. Kdabe diokio nepiéyet 75 mg khomdoypéing (o¢ Peciikn).

Ta dAlo cvotoTikd ivot:

Tvpnvog diokiov:
IMoAvaBvrevoyivkdin 6000
Kvtrapivn, pixpokpvotorrikn (E460)
Kpoomofiddévn tomov A

Kikérato, vdpoyovmuévo

Emixdloyn dioxiov:
IMoAvaBvievoyivkdin 6000
ABvrokvttapivn (E462)
Titaviov d10&gidio (E171)

Epng@avien tov Clopidogrel HEXAL kot wepieyopevo g 6V6KEvOGiog

Ta emkoloppévo pe Aemto vuévio diokio Clopidogrel HEXAL givot Agvkd €o¢ vrddevka,
LOPUOPOELDN, GTPOYYLAGR Kot appikvpta. Atotifeviol o kovTid amd yoptdv Tov mepiéyovy 14, 28, 30,
50, 84, 90 ko 100 diokio cuckevaouéve o KuWELEG amd aAovpivio, Mropel va pnv KukAo@opovv
OAEG Ol CLOKEVAGIEC.

Kartoyog dogrog kokrhopopiag

Acino Pharma GmbH
Am Windfeld 35
83714 Miesbach
eppavia

Hopaywyoc

Acino AG
Am Windfeld 35
83714 Miesbach
Teppavia

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben

I'eppavia

[Ma omo1admoTe TANPOPOPin GYETIKA LE TO TUPOV POPUAKEVTIKO TPOIOV, TUPAKAAEIGTE VO
amgvhuvbeite otov KATOYO TNG GdELNG KuKAOPOPiag:

Belgié/Belgique/Belgien Luxembourg/Luxemburg
Sandoz N.V. HEXAL AG

Telecom Gardens Industriestralie 25
Medialaan 40 D-83607 Holzkirchen
1800 Vilvoorde Allemagne/Deutschland
Belgié Tél/Tel: + 49 8024 908 0

Tel: +32 (0)2 722 97 97
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Bbbarapus

Representative office Sandoz d.d.
Business Park Sofia, buil. 8B, fl. 6
1766 Sofia

Ten.: + 359 2 970 47 47

Ceska republika

Sandoz s.r.o.

Jeseniova 30

13000 Praha 3

Tel: +420 221 421 611

Email: office.cz@sandoz.com

Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
info.sandoz-dk@sandoz.com

Deutschland

HEXAL AG
Industriestrafie 25
D-83607 Holzkirchen

Tel: + 49 8024 908 0
Email: service@hexal.com

Eesti

Sandoz d.d. Eesti filiaal,
Pérnu mnt 105,
EE-11312 Tallinn,

Tel: +372 6652400

E\\aoa
Sambrook Pharmaceutical

4, KAZANTZAKI & AG. PANTELEIMONOS

GR- 13561 AG. ANARGYROI
TnA: + 30 210 8323 372

Espafia

Bexal Farmaceutica S.A.
Av/Osa Mayor no 4, Area B
E-28023 Aravaca / Madrid
sandoz.responde@sandoz.com

France

Sandoz SAS

49, avenue Georges Pompidou
92593 Levallois-Perret Cedex
Tél: +33 1 4964 4800

Magyarorszag

Sandoz Hungéria Kft.

Timar u. 20.

H-1034 Budapest

Tel.: +36 1 430 2890

Email : info.hungary@sandoz.com

Malta

V.J.Salomone Pharma Limited
Marsa HMR 14

Tel: + 356 21220174

Nederland

Sandoz B.V.

Veluwezoom 22

1327 AH Almere

Tel: +31 36 5241600

Email info.sandoz-nl@sandoz.com

Norge

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmark
info.saindoz-dk@sandoz.com

Osterreich

HEXAL Pharma GmbH
Carlbergergasse 44
A-1235 Wien

Tel: + 43 (0)53382000

Polska

Lek Polska Sp.z 0.0.
ul. Domaniewska 50 C
PL - 02-672 Warszawa
Tel: +48 22 549 15 00

Portugal

Sandoz Farmacéutica Lda.
Alameda da Beloura

Edificio 1, 2° andar - Escritério 15
2710-693 Sintra

Tel: +351 21 0008781

Romaéania

Sandoz Pharma Services S.R.L.
Victoria Business Park

Soseaua Bucuresti-Ploiesti 73-81
Corp 2, etaj 2, Sector 1

Tel: +40 21 4075183
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Ireland

Rowex Ltd.

Newtown

IRL - Bantry Co. Cork
Tel: + 353 27 50077

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Danmork
info.sandoz-dk@sandoz.com
Italia

HEXAL S.p.A. c/o Sandoz S.p.A.
Largo Umberto Boccioni 1
1-21040 Origgio / VA

Tel: + 39-02-96 541

Kvnpog

Panicos Hadjigeorgiou

For P. T. Hadjigeorgiou co Itd

Postal address: P.O. Box 53158-3301 Limassol,
Cyprus

Office address: Yildiz 31-3042 Limassol Cyprus
TnA: 00357 25372425

Fax: 00357 25376400

e-mail: hapanicos@cytanet.com.cy

Latvija

Sandoz d.d. Representative Office in Latvia
Meza Str. 4

LV-1048 Riga

Tel: +371 67892006

Lietuva

Sandoz Pharmaceuticals d.d.,
Branch Office Lithuania
Seimyniskiu Str. 3A
LT-09312 Vilnius

Tel: +370 52636037

Slovenija

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana

Tel: +386 1 5802111
info.lek@sandoz.com

Slovenské republika

Sandoz d.d. - organiza¢na zlozka

Galvaniho 15/C
SK-821 04 Bratislava
Tel: +421 2 48 200 600

Suomi/Finland

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Tanska/Danmark
info.sandoz-dk@sandoz.com

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgherihavn S
Danmark
info.sandoz-dk@sandoz.com

United Kingdom

United Kingdom

Sandoz Ltd

37 Woolmer Way

Bordon GU35 9QE - UK
Tel: +44 1420 478301
uk.drugsafety@sandoz.com

To wapdv @ULAO 00N YOV yp1IoNGc EYKPIONKE Y10 TEAEVTAIO POPE GTIS

Aemtopepn TANPOPOPLOK GTOLYEIN Y10 TO TPOTOV glvar dtabéoipa oty 16T0ceAIda Tov Evpmmaicod

Opyovicpov @apudkmv: http://www.ema.europa.eu/

33


mailto:info.lek@sandoz.com�
mailto:info.sandoz-dk@sandoz.com�
mailto:info.sandoz-dk@sandoz.com�
mailto:hapanicos@cytanet.com.cy�
mailto:info.sandoz-dk@sandoz.com�
mailto:uk.drugsafety@sandoz.com�

	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



