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IEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Plavix 75 mg emikodvppéva pe AemTtd VpéEVIo dlokio
Plavix 300 mg emukaAvppéva e AemTd VIEVIO dloKia

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Plavix 75 mg smkolvppéva pe Aentd vuévio diokio
Kda0e emodvppévo pe Aemtd vpévio diokio mepiéyel 75 mg khomdoypéing (og 6&vn Beuxn).

Exdoyo ue yvworég opdoeig:
Kabe emcodvppévo pe Aemtd vpuévio diokio mepiéyetl 3 mg Aaxtdlng kot 3,3 mg vépoyovOUEVOL
KIKEAQIOV.

Plavix 300 mg emkoivppéva pe Aentd vpévio diokia
Kdabe emodvppévo pe Aemtd vpévio diokio mepiéyel 300 mg khomdoypéing (wg 6&vn Beukn).

Exdoyo ue yvworéc opdoeig:
Kabe emodvppévo pe Aemtd vpuévio diokio mepiéyel 12 mg Aoktolng kot 13,2 mg vdpoyovouévou
KikeAaiov

IMa tov TApn kaTdroyo TV ekddy®V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Emucoioppévo pe Aemtd vpévio diokio.
Plavix 75 mg emkaivpuévo pe Aerntd vuévio StoKio

Pol, otpoyyvro, appikupto Kot pEpeL xopayuévo tov aptipd «75» ot pio mhevpd kot tov apfpd
«1171» oy dAAn mAevpd.

Plavix 300 mg smucoivpuévo pne Aertd vuévio dekio
Pol, emiunkec ko pépet yapayuévo tov aptOpd «300» ot pio mAevpd kot tov aptBpd «1332» oty
GAAN TAELPA.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikég vOEiselg

Aevtepoyeving mpolnyn adnpwbpoufwtikwy exeioodionv
H «homdoypéin evdeixvotar oe:

. Evilikeg aoBeveic pe épopaypa Tov pookapdiov (amd Alyec nuépeg uéypt Ayotepo amnd 35
NUEPEG), LOYOLKO OYYELONKO EYKEPUAKO EMEIGOO10 (0O 7 NUEPES UEYPL AYOTEPO OO 6 UNVEQ)
N EYKATEGTNUEVT] TEPLPEPIKT OPTNPLOKT VOCO.

. Evilkeg aoBeveic e 0&D atepaviaio chvOpopo:

- O&b otepaviaio ovvdpouo ywpig avacmacn tov dwotiuatog ST (actadng omOayyn 1
EUppaypa Tov puokapdiov yopig kopa Q), copmephappavopuévey Tav actevdv mov
vrofaiiovtar o€ TomoBEéTnon evoonpdbeong (stent) petd amd Sradepruxn enépPoon
OTEPAVIAIOV GE GUVOLOGUO LLE OKETVAOGOAIKVAIKO 0ED (AX0).

- O&0 épopaypa Tov pookapdiov pe avacmacn Tov dwuetpatog ST, 6 GUVILAGUO [E
A0 otg acBeveic mov vroPaiiovtar o€ d1adeppKn oTePaviaio TapEpPaon
(cvumepthapfavopévav Tov achevdv mov vrofailovial o€ TomobETnon stent) 1) o



acOeveic mov avtipeToTilovtol cuvTnPNTIKE Kot gival katdAAnAol va Adfovv
OpopPolvTiK)/IvOdOALTIKN aymY.

2e 000eveic e uetpiov Ewg vwnlov kivovvoo lapodiko loyoyuro Ereioodio (IIIE) 1 élaooov
loyayuro Ayysioxo Eykepoaliko Erncioooio (IAEE)
H «homidoypéin o€ cuvdvaouod pe AXO gvdeikvotol oe:
- Evfixeg acBeveic pe petpiov foc vyniod kivddvov ITIE (Baduoroyia ABCD2! >4)
élaccov IAEE (NIHSS? <3) evtdg 24 wphv and to ITIE 1 to IAEE.

Hpolnyn aBnpobpoufwrtinay kai Opouflosuforindv ensioodiwy oe KOATIKY Hopuopvyn

e eviAKeg ao0EVEIC LE KOATIKT] LOPLLOPLYT TOV £XOVV TOLAGYIGTOV £VO TOPEYOVTO KIVOUVOL Yl
ayyewKka coppdpata, Tov dev givar duvatd va mhpovv Bepaneio pe aviayoviotés Prrapivng K (ABK)
KOl 0L 00101 £Y0VV YOUNAO KivOuvo atpoppayiag, 1 KAOTIO0YPEAT EVOEIKVUTAL GE GLVOLOGUO LIE TO
AX0 ywo v Tpdinym abnpobpopfotikdv encicodiny kol enelcodinv Opoufoepfoing,
GUUTEPTAOULPOVOLEVOD TOV OYYELOKOD EYKEQPOAKOD ETEIGOSIO0V.

INoa nepiocdtepeg TAnpoopicc mapakoreicte va avatpééete oty mapdypaeo 5.1.
4.2  Aocoloyio Kol TpOTOS YOopPyNoNS

Aocoloyia
o Eviilkeg kon nAkiopévol

Plavix 75 mg emucoivppéva pe Aentd vuéVio dioKio
H xAomidoypéin npémet va divetor o¢ epdmaé nuepnioto d6on Tov 75 mg.

Plavix 300 mg emucaivppéva pe Aemtd vpévio diokia
Av16 10 d1okio Twv 300 mg KhomdoypéAng TpoopileTal yio xpnon mg 666N pOPTIONG.

Xe aoBeveig mov moyovv and o&d oteEPaviaio GHVIPOLO:

- 0&¥ otepaviaio ovvdpouo ympig avacmaon Tov dactipatoc ST (aotabng oBayyn 1
EUOPOYUO TOV pookapdiov ywpig kopa Q): n aywyn ue kKhomdoypéAn Oa mpénet va Eekiva pe pio,
epamas 06omn eoptiong tv 300 mg 1 600mg. H epdmnas d6on eoptiong tov 600 mg Ba propovoe
va yopnyeitar o€ acbeveig nAciog <75 et@v 6tav mpoPArémetar dadepuiky otePaviaio TapEpPfaon
(BA. mopdypaeo 4.4). H Oepancio e khomidoypédn Ba tpénet va cvveyiletat pe 75 mg pio gopd
v nuépa (Le akeTLAOGOAKLALKO 050 (AZO) 75 mg-325 mg nuepnoing). Kabohg vynidtepeg
d0ce1g AX0 ocvoyeticOnkayv pe vyniotepo kivouvo alpoppayiog, cvotivetal 1 66on AZO va pnv
elvar peyodvtepn and 100 mg. H BédTior didpkela TG oymyng 0ev €€l Emion o TPOGOIOPIOTEL.
Yroyygia KAMVIKOV dokiudv vrootnpilovv ) ypnon uéxpt 12 univec, pe to uéyloto 6QEAOC vo.
mapotnpeitar otoug 3 unveg (PA. mapaypoeo 5.1).

- 08D éuppaype Tov pookapdiov pe avaotact Tov dtuotipatog ST:

- Xg aobeveic mov avietomilovial GuVINPNTIKE, KOTAAANAOL Y10
OpopPoluTiknh/vedoAvTiK aymyn, 1 KAomdoypéAn Oa. mpémel va yopnyeital g
eamaé nuepnoto d6oM TV 75 mg EekvavTag e pia door eoptiong tov 300 mg e
ovvdvacud pe AXO, e 1 yopic Opopporvtikd. o wtpikdg Bepamevoevovg acheveic
v Tov 75 etdv 1 Khomdoypéln Ba mpénet va, Eekiva ywpig d6om eoptiong. H
ouvdvacuévn Bepameio Oa mTpénel va EeKva T0 GuVTOUOTEPO dUVATO PETE TNV Evapén
TOV COUTTONATOV Kot vo. cvveyiletal To Ayotepo yia téooepis efdopddes. To 6pelog
Ao T0 GLVOLAGHO TNG KAOTIOOYPEANG e AXO yia S1dotnpa LeYOADTEPO TV TEGGAPWY
ePooudomv dev €xetl peretn el (PAéme mapdypago 5.1).

- Orav mpdkerton va mpaypororon et dodeppikn otepaviaia mapépPacn (PCI):

- H Bepaneia pe khomdoypéin Ba mpémel va Eekva pe pua epdma d6om
@optiong 600 mg ce acbeveic mov vroParrovral o€ Tpwtoyevn PCI kot og

! Huda, Aptnpuaxn wison, KAvikd yapoxmpiotikd, Atdpkeia kot Sidyvoon Zoxyapddovg Ataphtn
2 Khipaxe Ayyetaxkod Eykepoiikov Eneicodiov EOvikdv Idpvpdtav Yyeiog



acBeveic mov vrofdaiiovial og PCI mepiocdtepo amd 24 dpeg amd tnv Aym
WOIOAVTIKNG oyoyNc. Ze acbeveic niiag > 75 etdv, Ta 600 mg LD Ba mpénet
va yopnyovvtal pe tpocoyn (BA. mapdypapo 4.4).

- H Bgpaneia pe khomdoypéin epdmal 66onc eoptiong 300 mg Ba mpémel va
yopnyeitar o€ acbeveic mov vmofdrioviat oe PCI evtog 24 mpmv amd tnv Aqyn
W®OOOAVTIKNG Oy®YNC.

H Bepoameio pe kKhomdoypéin Ba npénel va cuveyiletan ota 75 mg pio popd tnv

nuépa pe AXO 75 mg — 100 mg npepnoing. H cuvdvacuévn Bepancio Oo mpénet vo
£EKIVAL TO GUVTOUOTEPO CLVATOV LETA TNV EVOPEN TOV GUUTTOUATOV KOl Vo

ovveyiletan émog kKo 12 punveg (PA. mapdypoeo 5.1).

Eviilikeg acBeveig pe petpiov €mg vymiov kwvdvvoo IIE v éhaccov IAEE:

- e evilkeg aoleveic pe petpiov émg vyniov kvdvvov IIE (Babuoroyic ABCD2 >4) q
éhaccov TAEE (NIHSS <3) 0a mpénet va yopnyeital pio d6om @optiong khomdoypéing 300 mg
axolovBobpevn and d6omn Khomdoypéing 75 mg dnaé nuepnoimg kot AXO (75 mg -100 mg drag
nuepnoing). H Bepaneia pe kKhomdoypéin kar AXO Ba mpémetl va Eekvd evtog 24 wpdv omd 10
EMEIGO010 Kol va cuveyiletor yia 21 nuépeg akoAovbovuevn amd LoV OVTIOUOTETOALKN
Oepomeia.

Y& ao0eveic [l KOATIKN LOPUOPLYT, 1 KAOTIO0YPEAT TPETEL VAL YOPTYELTAL MG P NUEPTOLO dOGT TV
75 mg. To AXO (75-100 mg nuepnocing) npénet va apyilel kot va cuveyiletal 6e cuVOVAGUO pE TNV
KhomdoypéAn (BA. mapdypapo 5.1).

Edv &eyaotel o d6om:

- Evtoc Myotepo tov 12 opdV HETA TNV KOVOVIKT TPOYPOUUATICUEVT Bpa: Ol acbevelg Tpémet va
TEPOLV TN 3OCN TOLG AUECMG KAl LETE VO TAPOVV TNV EXOUEVT dOGT GTNV KOVOVIKY
TPOYPULUATICUEVT] DPAL.

- Metd and neprocdTepo amd 12 dpeg: o1 aobeveic mpémel va whpovy TNV exdUEVT 06T 6TV
KOVOVIKT TPOYPOLUOTIGUEVT] PO KOL VO U1V SITAAGIAGOVV TN dO0M.

Ewdwoi minbvopuoi

. Hlkiopévor acbeveic

0&0 otepaviaio ohvopouo ympig avacmaon Tov dactipatog ST (actabng onBayyn 1
EUPPayUa TOV puokapdiov ywpig kopa Q):

- H epdma& d6om @optiong twv 600 mg Bo uropodce va yopnyeitar oe acbeveig

NAKiIac<75 etmv dtav mpoPAémetor dtadeppukn otepaviaio wapéupacn (PA. Tapdypapo 4.4).

080 Euppaype Tov LLoKPSIoL LE avaoTact Tov dtaotipatog ST:

- Ze aoBeveig mov avTiueTOmi{ovTal GUVTNPNTIKG KOTAAANAOL Yl
OpouBorvTik)/IvdoALTIKY aymyn: o€ acBevelg nlikiag dvo tov 75 etdv 1 Bepaneia e
KhomidoypéAn Oa wpémel va Eekva ywpig pio epdmal 066M POPTIoNC.

Y& aobeveic mov vroParlovion og mpwtoyevn PCI kat oe acBeveic mov vwofarroviat g PCI
TEPIOGOTEPO OO 24 MPEG Ao TNV ANYN WOIOAVTIKNG Ay®YNG:

- Xe aoBeveig nliag > 75 etov, ta 600 mg LD B mpénet vo xopnyodviol Le Tpocoyn
(BA.mapdypapo 4.4).

o Iondatpicodg TAnbvopodg
H kAomidoypédn dev mpémel va ypnoIUOTTOLEITAL GE TOOLA AOY® AUPIPBOADV Yl TV
amotelecpatikotnto (BA. Tapdypago 5.1).

. Neoppikn dvciertovpyia
H Bepoamevtikn epmeipio. eivor mepropiopuévn o€ acbeveig pe veppikn dvcoiettovpyio (BA.
mapdypoeo 4.4).



. Hratwkn dvciettovpyio
H Bepoamevtikn epmeipio. sivor meproptopévn o€ acbevelg pe éTplo NIaTikg VOGO, Ol 07Toiot
umopei va Tapovcidcovy apoppoytkn tpodiddeon (BA. mapdypapo 4.4).

Tpomog yoprynong
Ao otoOUaTOG YpIoN
Eivar duvatd va yopnyeitor pe 1 xopic tpoen.

4.3 Avrtevoeigelg

. YnepevarcOnoio 6N dpUGTIKY OVGIN 1) G€ KATO0 0T TO £KO0Y0 TOV OVAPEPOVTOL GTNV
TopAypaeo 2 | otV mopdypapo 6.1.

. YoBapn nratikn dvcAeitovpyia.

. Evepyoc maBoloyikn apoppayic, OIS TENTIKO EAKOC 1 EVOOKPOVIOKT] OLLOPPaAYid.

4.4 FE10wkég TPostdomomcEls Kol TPoPLAAEES KaTd TN Yp1jon

Ayioppoyio. kol aUaToAOYIKES OLOTOPOYES

AOY® TOL KIvODVOL aOppayiog Kol OLUATOAOYIKAOV avemBOUNT®V gvepyelmv, Bo Tpémel va
dlevepyeitar eyKaipmg LETPNOT TOV EULOPPOV GUOTOTIKAOV TOV GLOTOS, KOUN GAAES GYETIKES
€EeTAOELG OTOTEOMTOTE KALVIKA GUUTTMLOTO TOV VTOONADVOLV aitpoppayio eLeoavifovtol Katd
duapkela g Oepaneiog (PA. mapdypapo 4.8). Onmg pe GALOVS AVTINHOTETOALOKOVG TOPAYOVTES, N
KhomdoypEAN Oa TPEMEL VO, XPTCILOTOLELTAL [IE TTPOGOYN 0€ aobeveig mov umopel va gival o€ kivouvo
avéENuévne apopparyiag omd Tpava, YEPOVPYIKN eXEUPaon 1 GALEC TUOOAOYIKES KOTAGTACELS KOl GE
acBeveic mov Aapfavovy aymyn ue AXO, nropivi, aVoGTOAEIS TMV VTOSOYEMV TNG YAVKOTPOTEIVIG
[Ib/I1a 1 pn-otepoctdn avtipAeypovmdr eapuoka (MEAD) courTepAdpPOVOUEVOV TMV 0VAGTOAE®DY
g KopPosuriong Cox-2 1 TV EKAEKTIKOV OVOCTOAEWMV ETAVATPOSANYNG TG oepotoviving (SSRIs),
N wyvpovg emaywyeic tov CYP2C19 1 dAha popurakevTikd tpoidvta mov oyetilovral pe kivouvo
apoppayiag 6mwg 1 tevTo&leuAdivn (PA. mapdypaeo 4.5). Ady® Tov avénpévou Kivdhvou
aioppayiag, n TpAN avtioponetaiiokn Bepomeio (kKhomdoypédn + AZO + SimuptdapoAn) yia T
deVTEPOYEVT TPOANYT] EYKEPAAIKOD EMELCOOT0V dEV CLVIGTATOL G aoBEVELS pe 0EL 1N KapdlogpPoikd
oy opukd eyke@oulikd encioddio 1 TIA (PA. mapdypago 4.5 kot mapdypago 4.8). Ot acOeveic Oa
TPENEL VAL TAPOKOAOLOOVVTAL 6TEVA Y1 KAOE onpeio apoppayiog copmepthapovouévng g
AavBavovcag apoppayiog, E0IKE KATA TIG TPMTEG ELOOUADES TNE Oy®YNG KOV UETH amd eMEUPOATIKES
KaPOLOAOYIKEG SladIKOGIEG 1 YELPOLPYIKT eméuPacn. H tavtdypovn yopnynon e kKhomdoypéAng pe
OtO TOV OTOWOTOG OVTUTNKTIKG 0EV GUVICTATOL EXEWON UTOPEL Vo LENGEL TNV €VTOOT TNG CLOPPayiog

(BA. mapdypago 4.5).

Edv évag acBevic mpoxettal va vtofAndei oe Tpoypopatiopévn xeypovpytkn eréufacn yio Ty omoio
TPOCWPVA deV gival EMBLUNTA AVTIOLLOTETAALOKT OpACT), 1| KAOTLO0YPEAN ol TPEMEL VOl S1OKOTTETOL
7 Nuépeg mpv amod T xepovpytkn enéppaoct. Ot acOeveic Oa mpémel va EVILEPOVOVY TOVG 1TPOVE KOl
TOVG 000VTLATPOVS OTL AUUPAVOVY KAOTOOYPELN, TPV OO TOV TPOYPAUUATICUO KAOE YEPOVPYIKNG
eméuPoong Kot Tpv amd T AMyn Kabe vEOL QoPUOKEVTIKOV Tpoldvtoc. H khomdoypédn tapateivel To
xpOvo pong kot Ba Tpémetl va ypnoyLomoteital Le Tpocoyn o€ acbeveic, ol omoiot Eyovv PAGPeg pe
Tdomn va, apoppaynoovy (1I010{TEPN YOOTPEVTEPIKEG KO EVOOQOAALILES).

Ot acBeveig Ba Tpémet va evnuepmBovv 6Tt 6tav Aappdvouy kKhomdoypEAn (Lovn 1} o Guvdvacud e
AX0) lowg ypelactel meplocdTEPOS YPOVOC o' OTL GLVNOME TPOKEEVOL VO GTOLUTICEL 1] OiLOoppayic
Ko 0Tt BoL TPETEL VoL AvaPEPOVY OTTOLONTOTE AlGVVIHO1GTN (MG TPOC TNV EVTIONION 1 TN SLAPKELN)
ooppayic 6To YiuTpo Toug.

H ypfion ¢ epdma d6ong eoptiong tawv 600 mg kKhomidoypéAng dev cuvictdtol oe acheveic pe 0&D
oTEQOVINI0 GVUVOPOUO Ywpig avaoracn Tov ST daotipatog Kot nhikiog >75 eT@v Ady® avénuévou
Kvduvou aipoppoayiag og avtdv Tov minbuoud.

AOY® TOV TEPIOPICUEVOV KAVIK®V dedopévev o€ acbeveig nikiog >75 etov pe STEMI PCI kot tov
avénpévou Kivovvou atpoppayiag, 1 xpnon eednas doong eopTiong KAomdoypéing tov 600 mg a



npénel va e€etdleTor uovo HeTd amd eEatopukevuévn a&loAdynon Tov Kivohvou aioppayiog Tov
acBevoug amd Tov 1Tpo.

Opoufwmixy Opouporeviry [oppipa (TTP)

Mol omdvia Exet avapepbel OpopPatikn @popporevikn [opevpa (TTP) petd amd ypnon
KAOTOOYPEANG, LEPIKESG POPES PETA amd Kpng dtdpketag EkBeon. Xapaktmpiletor amd Opoppomevia
KOIL JLIKPOOLYYELOTTOOTIKY] OLOAVTIKT] OVOLLLOL TTOV GUVOEETAL EITE [LE VELPOAOYIKA EVPTLLOTO, VEPPIKN
dvorettovpyia 1 pe mopetd. H TTP givan pia Suvvntikd Oavommedpog KatdoTtaoT Tov anattel £ykoipn
YY", COUTEPIAOUPOVOUEVIC TNG TAUCUAPAIPESTG.

Ernixtnty aqpogilio

Eniictnn apo@idia €xel avapepbei petd amd ypnon tng KAOmO0YPEANG. X& TEPUTTOGELS
emPefaropévng LELOVOUEVIG TAPATACTS TOV XPOVOL EVEPYOTTOINUEVNC LEPTKNG OpopfomiacTivig
(aPTT) pe 1 yopig arpoppayio, mpénet vo e&etdleton ) eniktntn apoidia. Ot acbeveic pe
emPeParopévn dudyvoon exiktng apo@iriiog Tpénel va aviipetoniloviot kKot va Oepamedovral and
€101K00G Kol 1] KAOTIO0YPEAT TPEMEL VO SLUKOTTETOL.

Tpooparo 16yauIKo 0yYELlOKO EYKEPOMKO ETEITOOLO
o FEvopln e Oepameiog

o Xg acbeveic pe 00 éhacoov IAEE 1 petpiov £w¢ vyniov kvddvov IIE, n dumin
avtioponetaiokn Oepaneia (Khomdoypéin kot AX0) Ba mpénetl va Eekivd To apydTeEPO
24 (pec PETH TNV EUOAVICT] TOV ETEIGOSIOV.

o Agv umhpyovv oTolyeio OYETIKA [E TNV AVOAOYIO 0PEAOVC-KIVOHVOL TNG Bpoyuypoviag
dutng avtoponetaiiakig Oepaneiog oe acbeveig pe o0& éhaccov IAEE 1 petpiov £émg
vynAov kvdvvov ITIE, pe 1otoptkd (Un TPavUATIKNG) EVOOKPAVING OLLOpPpayiag.

o ZXe aoBeveig pe un éhacocov IAEE, n povoBepaneio pe kKhomdoypéin Ba npémnel va exva
UOVOo LETA TIG TPMOTEG 7 MUEPES OO TO EMELGOO10.

o Acbeveic ue un élacoov IAEE (NIHSS >4)
AOY® ENheymg dedopEV®V, 1 ¥pNoN SUTANG AVTIOUOTETAALOKNG Bepameiag dev cuvioTdTol (PAETE
mopdypapo 4.1).

o [lpooparo élaooov IAEE 1 uétpiov éwg vyniod kivovvoo IIE oc acbeveic yia tovg omoiovg
EVOEIKVOTOL 1] TPOYPouUaTICETOL TOPEUSacH
Agv vdpyovy dedouEVH TOV Vo VITOSTNPILoVY TN YPNOT SUTANG AVTIHOTETAALOKTG OEpameiag o
acOeveic yio Tovg 0moiovg evosikvuTL EVOAPTNPEKTOUN KAPOTIONG 1 Evoayyelaxn Opoufektoun, 1
o€ aobeveig yio Tovg omoiovg Exel Tpoypappatiotel Opopfoivon N aviimnkriky Oepaneio. H durin
avtoponetailaky Bepaneio Sev cLUVIGTATAL GE OVTEG TIG KOTOOTACELS.

Kotoypwuo P450 2C19 (CYP2C19)

Doppokoyevetikn: Le acbevelg pe meplopiopévn petafoikn wavornta tov CYP2C19, n
KAOTOOYPEAN OTIG CUVIGTMUEVEC 0OGELC oyNUOTICEL AydTEPT TOGHTNTO AT TO OPOACTIKO PETAPOAITN
NG KAOTOOYPEANG Kal £XEL WKPOTEPT EMIOPOCT GTN Attovpyio TV alponetariov. E&gtdoeig sival
dwabéoipeg yuo TNV Tavtonoinom tov yovotvmov tov CYP2C19.

Eme1dn n khomidoypéin petaporiletal oto dpactikd petaforitn g ev puépet amd 1o CYP2C19, n
YAPNON POPUOKEVTIKADV TPOIOVIMV TOV 0VACTELAOVY TN dpdon Tov evidIov avtov Ba avapéveTal va
€XEL WG OMOTELEG O LEIWUEVO EMITES D TOV OPACTIKOV HETOPOAITN TNG KAoTdoYpEANG. H KAviky
GLOYETION NG AAANAETdpaong avThg elvar apéfam. Q¢ TpoOAAET, 1| TAVTOYPOVN ¥PNON ICYLPDV 1
pétprov avactorémv tov CYP2C19 npénet va, anobappivetar (PA. mapdypoao 4.5 yio o Aicta
avactorémv tov CYP2C19, BA. emiong mapdypapo 5.2).

H yprion eappokevtik@v tpoidvtov tov endyovy tn dpdorn tov CYP2C19 avauévetar va 0dnyncovv
o€ avénuéva emimeda PapUAKOL TOV EVEPYOL LETAPOAITN TNG KAOTOOYPEANG Kat Bo pTopovGay va
gVIoY0o0oVV ToV Kivouvo apoppayiog. IlpoAnmtid, n TautdYpovn (PO IoYVPOV ETOYOYEDV
CYP2C19 0o mpémet vo amoBappOvetal (BA. [Tapdypago 4.5).

Yrootpauoza tov CYP2CS



IIpocoyn yperaletarl o acbeveic mov avtipetomilovial OepamenTIKA TOVTOYPOVE LE KAOTOO0YPEAT Kot
QOPUOKEVTIKG TPOTOVTA TOV givarl vooTpdpate Tov CYP2CS (BA. mapdypago 4.5).

A10.0T00POOUEVES AVTIOPATELS UETOLD OelevomvpLOIVWDY

Ot acBeveic Tpémel va aloloyodvial yia 10Topikd vaepevatodnoiog ce Beievomupidiveg (6mmg
KAOTIOOYPERT, TIKAOTLOIVT), TPOCOVYPEAT), dEOUEVOL OTL £xEL ovaPePOEL S1UGTAVPOVIEVT AVTIOPOCT)
avdpeca og Betevomupidives (PA. mapdypapo 4.8). Ot Beievomupidiveg evo€yeTal Vo TPOKAAEGOLV NTTLEG
£0¢ coPapéc aAlepyIKEG AVTIOPAGELS OTTMOC EEAVONLLO, AYYELOOION IO 1] OLUOTOAOYIKES OLUCTAVPOVIEVES
avtdpdoelc 0mmg OpouPomevia kai ovdeteponevia. Ot acbeveic mov eiyav avomtuéel TponyovdeEVn
OAAEPYIKT AVTIOPOOT) KOV OLATOAOYIKY avTiOpaoT o€ pia Bglevomupidivn evoéyetatl va £xouv
avénuévo kivovvo avamtuéng g idtag 1 GAANG avTidpaong oe Kdmola GAAN Beievomuptdivn.
YuvieTdtol Tapakorovinon tav aclevav e yvootn aliepyia oTig Belevomupidiveg Yo onueia
vrepevaicinciog.

Negpixy dvolertovpyio

H Oepamnevtikn gumeipio pe kKAomdoypéAn eival meploptopuévn oe 0o0EVEL e VEQPPIKT SucAELITOVPYIa.
I't" awtd N Khomdoypédn Ba mTpEmeL va XPpMGIUOTOIEITAL Le TPOGOYT 6° VTS Tovg acBeveis (PA.
Topaypago 4.2).

Hratikn dvolerrovpyio

H eumepia sivon mepropiopévn og acbeveig pe HETPLO NIOTIKT VOGO TOV UTOPEL VAL £XOVV ALILOPPOLYIKN
nwpodidfeon. H khomdoypédn, emopévac, Bo mtpénet vo yopnyeital pe Tpocoyn 6° avTodg TOVg
aocBeveic (PA. mapaypopo 4.2).

Exooya.

To Plavix mepiéyel Aaxtoln. AcBeveic pe omdvia kKAnpovouikd tpofinqpota dvcavetiog ot
yoroktoln, EAAenyn olMkng Aoktdong 1 dSucamoppoenong YALKONG-yorakTolng dev Tpémel va
AOLBAVOUY 0VTO TO PUPLLOKEVTIKO TPOTOV.

AVTO TO QUPUAKEVTIKO TPOTOV TEPLEYEL VOPOYOVMUEVO KIKEAXLO0, TO OTTOI0 UTOPEL VO, TPOKAAECEL
OTOUOYIKESG OLOTAPOYES KOl O1APPOLaL.

4.5 Almiemopdosig pe GAA0 QOPRUKEVTIKE TPOTOVTO KO GAAES POPPES aAANAeTiOpaoNG

Dapuoxevtind Tpoiovra wov cyetiloviol e kivovvo ayoppoyios: Y mopyel avénuévog kivouvog
aoppayiag Aoy g dSuvnTikng afpototikng opacns. H tavtdypovn yopnynon GopUaKELTIKOV
TPOTOVTOV OV o)eTilovTol pe Kivouvo arpoppayiag Tpémetl vo Aaufavovrat pe mpocoyn (PA.
Tapdypoeo 4.4).



AVURNKTIKG OO TOV OTOUATOGS: | GLYXOPTYNGOT KAOTOOYPEANG Kol OVTITNKTIKMV OTO TOL GTOUNTOC
dev ouvioTdTat d10TL purmopel va avENoetl TNy Evtacn g aoppayiog (PA. Tapdypago 4.4). Av Ko
yopNynon KAomdoypéAng 75 mg/muépa dev TPOTOMOINGE TN PAPLOKOKIVITIKN TNG S-Bappopivng 1
tov INR (31e0voig opaiomompévng oxéonc) oe acbeveic mov Aapfdavovy pakpoypovia Oepaneio pe
Bappapivn, n cuyyopnynon Khomdoypéing pe Papeapivn avéavel Tov Kivovvo aipoppayiog Adym
aveEapTNTOV AEITOLPYIOV TNG AIUOGTACTG.

Avaotolelc twv vmwodoyéwv e yAvkompawrteivng IIb/Ila: 1 KAomdoypéAN TPETEL VO, XPNCULOTOLEITOL LLE
pocoyn o€ acheveic Tov AaUPAvVoVY TAVTOYPOVA OVUGTOAEIG TOV VITOSOYEWDV TNG YAVKOTPWOTEIVIG
[Ib/Ia (BA. Tapdypao 4.4).

Axetvlooalikviino old (AX0): to AXO dg petéfade TV 0VAGTOAN TOV TPOKAAEL 1] KAOTLOOYPEAN TNV
nwpokaiovpevn and v ADP cueodpevon tov apomeTolmy, Vi 1 KAOTId0YpEAT evicyvae T dpdon
oL AXO GtV TPOKOAOVLEVT OTO TO KOALNYOVO GUCCMOPELGT TMV ALUOTETUAM®VY. Q0TdC0, N
TanToyYpov yopnynon S00 mg AXO V0 QOPEC TNV NUEPQ Y10, LU0, TLEPA OEV ADENGE CTULAVTIKG TNV
TAPATOGCT) TOV XPOVOL PONG TOL TPOKOAEITOL AITO TN AYN NG KAOTIO0YPEANG. Mio QUpIOKOSVVOLIKT
oAnAenidopaon peta&d kKhomdoypéing kot AXO givar mbavr|, pe oamoTéAeca TV avénomn Tov
KvdOVoL apoppayiog. Zuvemms, 1 GuYYopnynon tovg Ba mpénet va yivetar pe mpocoyn (PA.
wapdypoeo 4.4). Ilavtog, n KhomdoypéAn kot to AXO yopnynhonkav pall yo dtdotnua péypt Eva £T0¢
(BA. mapdypago 5.1).

Hrapivy: o€ o KAVIKY HEAETN TTOV £YIVE GE VYL ATOUA, 1) KAOTILOOYPEAN OEV KATEGTNOE OVAYKOiD TN
petafoin g 060Mg g nrapivng, ovute HETEPaie TN dpdon g Nrapivng oty TéN. H tavtdypovn
YOPNYNON TNG NTAPIVIG OV EMNPENCE TNV OVAGTOAT TG GUCCOPEVONG TOV AUOTETAAMMY TOV
TPOKOAEITAL ATt TNV KAOTOOYPEAN. Mia popprokodvuvapukn aAAnAenidpaon peta&d KAOTIO0YPEANC
Ko nrapivng etvor Thoavy, pe amotélecpa TV abENCT] TOV KIVODVOL OLLOPPAYing. ZVUVETMG, M
ouyyopnynon tovg Ba mpémel va yiveton pe mpocsoyr| (PA. mapdypoeo 4.4).

Opoufiolvtind: 1 ACEAAELN TNG TOVTOYPOVNG YOPNYNONG KAOTIOOYPEANG, EIOIKAMV 1] LT Y10 TO IVADOEG
OpoppoivTikdv Tapaydvimv kot nrapvav aloloyninke oe acbeveig e 0£0 Epppaypa Tov
pookapdiov. H cuyvotnta epeavions KAVIKG OUOVTIKAG OULOPPAYING NTOV TOPOIOL0 LE VTN TTOV
napaTnpnOnke, 6tav ta OpopfoArvtiKd eappoka Kot 1 nrapivi cuyyopnyndnkav ue AXO (PAére
Tapdypoeo 4.8).

MEAD: og pia KMviKn LEAETN OV £yve G€ VYIEIG €0EAOVTEG, 1 TAVTOYPOVN YOPNYNON KAOTIOOYPEANG
Kot vorrpo&évng avénoe ) Aaviavousa andAELD. AiOTOG 0o TO YOOTPEVTEPIKO. 26TOGO, AOY® TNG
EMeyng pehetdv aAAnAenidpaong pe dalo MEAD givor mpog To Tapdv AdlELVKPIVIOTO €0V VTTAPYEL
avénuévog kivouvog arpoppayiog omd to yooTpevieptkod e Oha to MEAD. Xvvenmg, to MEXAD
ocoumeplopuPavouévey Tov avacTtoré®v e kapPo&uAidone Cox-2 kat 1 KAomidoypéAn Oa mpémel va
cuyyopnyovvral pe tpocoyn| (PA. mapdypapo 4.4).

SSRIs: epdcoov o1 SSRIs ennpedlovv v evepyomoinon Tov aponetoliov Kot av&avouy Tov kivouvo
aoppayiag, n Tavtodxpovn xoprynon t@v SSRIs pe kKhomdoypEin TPEmeL va YiveTal LE TPOGOYN.

AMeg towtoypoves Ospameicg:

Enaywyeig tov CYP2C19

Agdopévov 6t 1 KhoTdoypéAN petafoAiletal Lepik®dg otov evepyo petafoiitn e and to CYP2CI19,
N XPNOTM POPUAKEVTIKMOV TPOIOVTMOV TOV EXGYOVV T SPASTIKOTNTA ALTOV TOV VOOV aVOUEVETOL VO,
001 YNGOLY o€ aVENUEVA EMITESO QPOUPLAKOV TOV EVEPYOD UETAPOAITN TG KAOTIOOYPEATG.

H pwpapmikivn endyet évrova 1o CYP2C19, pe amotélecpa 1060 v aHENGCT TOV EXTESOV TOV
EVEPYOU LETOPOAITN KLOTLOOYPEANC OGO KOl TNV OVOGTOAN T®V OUOTETAAI®Y, YEYOVOC TOV EOIKOTEPQL
umopel va evioyvoet Tov Kivovvo arpoppayiag. o mpoAinmtikovg Adyoug, 1 Tovtdypovn xpnon
woyvpov eraywyéwv CYP2CI19 06a npénet va anoBappvvetal (PA. Tapdypoao 4.4).

Avaotoleig Tov CYP2C19



Ene1dn n khomdoypéin petafoiriletor ev pépetl péow tov CYP2C19 yia vo TpokdyeL 0 dpaoTikog
UETAPOAITNG TNG, M| XPTION POPUAKEVTIKOV TPOTOVI®V TOL AVACGTEAAOLV TN OpdcT) avTov ToL EVIDILOV
avapEVETOL OTL Ba el OC OTOTEAEC U PELOUEVO ETIMEON TOV SPAGTIKOD PETAPOALTN TG
Khomdoypéine. H khvikn cuoyétion g aAAnAienidpaong avthg eivar apéforn. Qg mpo@vraén, N
TAVTOYPOVT YPNOT IGYLPOV N LETPLOV avacToréwv Tov CYP2C19 mpénetl va amoBappuverar (BA.
mapaypdeovg 4.4 kot 5.2).

DopuaxevTikd TpoidvTa Tov eival ioyvpoi N pétprot avaotoreic tov CYP2C19 neptlappdvovy, yia
TOPASELY O, TNV OUETPALOAT Kal TV EcOUETPAlOAN, TN PAovPoEauivn, T eAovoetivn, T
pokAofepion, t Popucovaloin, T eAovkovaloAn, Tnv TikAomdivn, tnv kapPapalenivn kot tnv
epaPrpévin.

Avactoieic g AvtAiag [potoviov (AAIL):H yopfiynon 80 mg openpaloing spdmoé nuepnocing, site
GTOV 1010 (poOvo e TNV KLomdoypéA, gite pe 12 dpeg peta&d Tmv yopnynoemv Tov 600 eapuik®y,
peimoe v ékBeom tov dpactikov petafolritn katd 45% (56om edptiong) kot 40% (S6om
ovvtipnong). H peimon oyetiomnke pe 39% (860m @optiong) kar 21% (86om cuvtiypnong) peiworn mg
OVOLGTOANG TG CLGCMPEVOTG TV oponetaAiny. H ecopenpaloin avopévetat va £yel TapoUoLo
OAANAETIOPOOT) LE TNV KAOTLOOYPEAN.

AVTIQATIKA OEDOUEVE V1Ol TIG KAMVIKEG ETITAOKES OVTNG TNG POPUOKOKIVITIKNG
(OK)/pappaxodvvoutkng (PA) arinienidpaong avaeopikd pe peilova kopdiayyeloaxd coppfapato
&yovv avapepOel amd peléteg TapaTnpnong Kot KAVIKEG LEAETEC. G TPOPVUANEN, 1 TAVTOYPOVT YPNON
openpaloing N ecopenpaldoing npémel va amobappuvetat (BA. mapdypago 4.4).

A1yoTepO £vTOoVEG LEIDGELS TNG £kBeomg Tov petaforitn €xel mapatnpndet pe v mavtompaloin |
AavoompalOAn.

O1 GLYKEVIPDOGELG OTO TAAGO TOV dpACTIKOD peTaforitn peimbnke katd 20% (d6om poOpTioNg) Kot
katd 14% (d6om cvvtpnong) Kotd tn StapKew TG TavTOYpOovnS aywyns te 80 mg mavtonpalding
€Qamag nuepnoine. AVTO CLUGYETIOTNKE LE PLEIMOT TNG HECTC OVOGTOANG TG GVCCMOPELONG TWV
apometariov kotd 15% kot 11%, avtictoyo. Ta aroteléopata avtd deiyvovv 6Tt 1 KAOTISOYPEN
umopel va yopnyeitot pe tnv mwavtompaloAn.

Agv vapyovv ototyeio 0Tt GAAL PUPLOKEVTIKA TPOTOVTIO TOV LELOVOLY TA YOOTPIKE 0EEM Omtw¢ ot H2
OTOKAEIOTEG N TOL AvTIOEIVOL EMNPEALOVY TNV AVTILOTETAALOKT OpAoT| TG KAOTOOYPEANC.

Evioyvuévn avtipetpoixn Oepameio (ART): Ot acBeveic ue HIV mov vroPaiiovtal 6€ VIGYLUEVT
avtipetpoikn Oepameio (ART) datpéyovv LYNAO KIVOLVO ELPAVIONG OYYEIOK®DY GUUPOUATOV.

‘Exel mapatnpnbel onpoavtiky peimon g avacsToAng Tov olponeTaiinv o€ acbeveig ue HIV mov
é\aPav Bepomeio pe prrovaPipn M pe koumioiotdtn - evioyopévn ART Oepamneia. [Taporo wov n
KAVIKT] GUVAQPELD, 0VTOV TOV upnudtov eivat aféfom, vaipEay avbdpunteg avapopic achevav pe
HIV mov vrofAnnkav o€ aywyn pe prrovafipn, evioyvuévn ART, ot omoiot epedvicay enavactévoon
petd omd ™ Aon g oamdepaéng N uetd and Opoufotikd cOUPapa VIO TPOYPUUUATICUEVNC
Oepamneiog poptiong pe Khomdoypérn. H péon avacstoln tov aponetoriov propei va peiwbel pe myv
TAVTOYPOVT] YPNON KAOTOOYPEANG Kol prTovafipng. VVETMS, 1) TOLTOYPOVY XPNOT KAOTISOYPEANG e
gvioyvuévn ART Oepamneia 0o npémnel va amobappuvoet.



Al eopuoKeuTiKd Tpoidvta: 'Evag aptBpoc kKMvik®v Hehetdv £xovv Yivel pe TV KAOTIO0YPEAN Kot
A0 GLYYOPTYOVUEVO, QUPLOKEVTIKA TPOIOVTA, (OGTE Vo EpgLVNOEL 1| SUVATOTNTO PAPUAKOSVVAUIKOY
KO QOPUOKOKIVIITIKOV 0AANAETOpaoemV. Agv mapotnpiOnKay KAVIKE GNUOVTIKES
QOPLAKOOVVALIKEG AAANAETIOPAGCELS, OTOV 1) KAOTOOYPEAT GLYYOPTYNONKE Le aTEVOLOAT, VIpEdTivn,
N pe cuvdvacud atevoloing kot vipedumivng. Emimiéov, n papuokodvuvautkn dpdon g
KAOTIOOYPEANC SEV ENMMPEACTIKE CNUAVTIKA LLE TT) GLYYXOPNYNOT PovoPapPitdAng 1 016TpoyovVmV.

H pappokoxivntikn g otyo&ivng 1 tg Bgo@uAiivng o petafAndnke e ™ cvyyopynon g
Khomdoypéine. Ta avio&iva de petéfarav to Pabud e amoppdPnoNg TG KAOTIO0YPEANG.

Agdopéva amd v perétn CAPRIE vrodeikvoouy 6Tt 1 patvutoivn kot 1 ToABoutapidn, ot omoieg
petaforifovror amd to CYP2CY, pmopovv vo cuyyopnyndovv e acpaielo Le TV KAOTIOOYPEAT).

Doppokevtikd Tpoidvia mov givar vrootpopata tov CYP2CE: H khomidoypéin €xet derybel 6T
avéavel v ékbeon otn pemoayAvion oe vyieic ebehovtég. Meléteg in vitro Exovv deilel ot n avénon
g ékBeomg ot pemayAvion gival Adym g avaotoing tov CYP2C8 and 1o yAvkovpoviko
petafoiitn g kKhomdoypéing. E&attiag Tov kivduvou avuénpévmy GUYKEVIPOCE®MY 6TO TAAGUA, 1|
TAVTOYPOVT XOPNYNON KAOTOOYPEANG Kol PapLakmv oL ekkabapilovial kupimg pécw petafoAlcopon
amo 1o CYP2C8 (m.y., pemayhvion, makArta&éln) npénel va yivetol pe mpocoyn (PA. mapdypoeo 4.4).

Exto¢ amd T1g mAnpoopieg yio aAANAETIOPAGELS e CUYKEKPIUEVO, QOPIOKEVTIKA TPOIOVTO TOV
TEPLYPAPOVTOL TOPATAV®, OgV Exouv dteEaydel ueréteg aAAnAemidpacng tng KAOTIOOYPEANG LUE UEPIKL
(QOPUOKEVTIKG TPOTOVTA TOV YOPNYOVVTOL cLYVE G€ acbeveic pe abnpobpoufwtikn acbévela. Qotdc0,
acfeveic mov cLUUETEL OV OTIC KAVIKES SOKIUEG pe TNV KAoTdoypéAn Ehafay Hio Totkiiia
GLYYOPNYOUUEVOV QPUPUAKEVTIKOV TPOTOVIMV GCUUTEPIAALBOVOLEVOV TMV SLOVPNTIKAOV, TV -
OVOGTOAEMY, TOV AVTAYMVIGTOV TOV LETATPENTIKOV eVEDUOD NG ayyelotacivng (avactoieic MEA),
TOV OVTAYOVIGTOV SIOAWOV acBECTION, TOV TOPAYOVIOV LEIMOTG TV EMTESMV YOANOTEPOANG, TV
OYYELOO0GTAATIKOV T®V GTEQUVIOI®Y ayYEI®V, TOV AvTIOOPNTIKOV TopaydvT®V
(cvumepAapPovoprévng TS IVGOVAIVIG), TV AVTIETIANTTIKOV TOPUYOVIMV KOl TOV OAVTOLY®VIGTOV TV
VodoyEmV NG YAvkonpwteivng 1Ib/Ila ywpic svpApata KAVIKA GNUOVTIK®OV oveTOOUnTOV
OAANAETIOPAGEWDY.

Onwg kot pe GAAOVG amd TOL 6TOUATOG VAGTOAEIC P2Y 12, 1 GUYXOPTYNOT OY®VIGTOV OTIOEOMV EYEL
T SvvaTOTNTO Vo KABLGTEPNOEL KO VO LELDMGEL TNV ATOPPOPNON TNG KAOTIO0YPEANG TBAVMDG AOY®
¢ PBpadeiog yootpikng kévoons. H kKAvikn onpacio dev eivar yvootn. EEetdote T yprion €vog
TOPEVTEPIKOD OVTIOUOTETOAOKOD TapdyovTa o€ achevelg pe oD oTe@avVIaio GUVOPOUO TOV OTALTOVY
GLYYOPNYNON HOPOIVIG 1] GAA®V AY®OVIGTMOV OTIOEWMV.

PocovPactativn: H khomidoypéin €xet derybel 6t avédvel v éxbeom ot pocovPactativn o
aocBeveic xatd 2 popég (AUC) ko 1,3 popég (Cmax) petd tn yopnynon doong khomdoypéing 300 mg
rkat Kotd 1,4 popég (AUC) ywpic enidpacn ot Cmax petd omd enavaiapPovOorsvr Yopiynon LG
d0omg KhomdoypéAng 75 mg.

4.6 Tovipétnra, kKONon kM yorovyio

Konon

Eme1dn dev vmdpyovv KAvIKG de00UEVO GYETIKA UE TNV £kBeoT 0TV KAOTOOYPEAN KATA TNV
€YKVUOGHVN, EIVOL TPOTILOTEPO VO [N PN CILOTTOLEITAL 1] KAOTLOOYPEAT KATE TN OLAPKELN TNG
EYKLVHOGHVNG G HETPO TPOPVAAENG.

Meléteg oe {da dev KoTESEIEAY AUETES 1) EUUECES EMKIVOVVEG ETTTMOGELS GTNV EYKVUOGUVT, GTNV
avamtuén Tov gUPpPvov, GTOV TOKETO N 0TN UeTAYEVVITIKN avamTuén (BA. mapdypapo 5.3).

Onloouog

Eivar dyvaooto gdv 1 kKhomidoypédn anekkpiverol 6to avOpamivo untpikd yéia. Meréteg oe {da
KOTESEIEQY AMEKKPLOT TNG KAOTIOOYPEANG OTO UNTPIKO YaAa. Q¢ LETPO TPOPOAUENS, 1 Yokovyia Oev
0o mpémel va cuveyileton kotd ™ didpkela ¢ Oepaneiog pe to Plavix.
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Toviuotnro
H xhomidoypéin dev Exel kotaderyOel 0tL emnpedlel T yoviudtnto o€ peréteg pe (ma.

4.7 Emdpdaosig 6TV IKavVOTNTA 0011161 KOL (EIPICHOD PN EVILATOV

H rhomdoypéin dev £xet Kopid 1 £xEl aonpavTIn EXIOPOCT GTNV IKOVOTITA 0dNYNONG Kol YEPIGUOD
unxovnudToy.

4.8 AvemOounteg evépyereg
Lepiinyn tov Tpopil aopdleiog

H acpddeia g khomdoypéing a&loroyndnke og nepiocdtepovg and 44.000 acbeveic mov Exovv
GUUUETACYEL O€ KAMVIKEG HeAéTeC, cupneptlapfavopévov tepiocdtepov and 12.000 achevdv tov
éxovay Oepameia yio 1 xpovo 1 TeptocdTEPO. ZVVOMKCE, 1| KAOTIO0YPEAT 75 mg nuepncing NTov
ovykpiown pe 1o AXO 325 mg nuepnoing otn perétn CAPRIE, aveaptnta amd v niia, To pOAO
Kot T @LAN. O1 KAMVIKG GUVOEOUEVEG LE TO PAPLOKO OVETBVUNTESG EVEPYELES IOV TOPATNPN O KAV OTIG
perétec CAPRIE, CURE, CLARITY, COMMIT kot ACTIVE-A mepiypdeovtal mopakdto. Eni mAéov
g epmelpiag amd Tig KMVIKEG peAéTeg, avemBounteg evépyeleg £yovv emiong avoeepbei avbopuntmg.

H owpopparyia etvar ) To cvyvn avtidopacn mov avapipnke 1060 o KAVIKEG LEAETEC OGO KO LIE
Baon v gumepio LETd TNV KLKAOQOPIQ TOV TPOIOVTOG GTNV Ayopd, OOV ovapEpOnKe Kuplmg Kotd T
dlapKeln TOL TPMTOL PNVe. TG Bepameiog.

e aoBeveic g pedétng CAPRIE mov éhafav Bepancia gite e kKhomidoypéln eite pe AXO, 1
GLVOMIKY] GUYVOTNTO KAOE €ld0vg arpoppayiog fTav 9,3 %. H cuyvotnta eppdviong copfapmv
TEPICTOTIKOV NTOV TOPOLOLA Y10 TNV KAOTIO0YpEAT Kot To AXO.

> perétn CURE, dev mapovcidotnkay emtmAéov ueiloveg atuopparyieg e Tov Guvovaouod
Khomdoypéing pe AXO o€ didotnua 7 nUEPOV PETE TNV EXEUPACT AOPTOSTEPAVIOINS TAUPUKAUYTG,
o€ aobeveig mov otopdtnoay tn Oepaneio TEPIGGOTEPES OO 5 NUEPESG TPV T1] YELPOVPYIKN EXEUPON.
Y& aoBeveic mov cuvéyicay TNV ay®yn evtog 5 nuepd@v and TV eTEUPOCT] 0OPTOGTEQOVINING
TOPAKALYTG, 1] CLYXVOTNTA TV ENElc0diV NTav 9,6% yia v Khomdoypéin pe AZO kot 6,3% yo to
gKovikd pdppoko pe AXO.

> perétn CLARITY, vnpye cuvoAlkn adéNoT TV QUOppayLdY 6TV OUAd0 KAOTIO0YPEANG LE
A0 évavtt g opddog gikovikod eapudxov pe AXO. H cuyvotmra eupdviong peilovog arpoppayiog
Nrav mopdpota Letald Tov dVo opddwv. Ta amoTEAEGHLOTO OVTA 1oYDOVY KO Y10 TIC VITOOMAOEG
acBevav onwg opilovial amd YOPUKTNPIGTIKG avapopdg Kot amd Tov TOTo TG epameiog pe
Opoppoivtikd N nropivn.

2 perétn COMMIT, 10 cuvoMK6 TOGOGTO T EYKEPAAKNG Leilovog atpoppayiog 1 YKEPAAIKNG
aoppayiog oy YOUNAd Kot TopOUOI0 EVIOG TV dV0 OUAO®V.

2 perétn ACTIVE-A, 10 moc0016 ¢ peilovog apoppayiog NTov LEYUADTEPO GTNV OUAOM TNG
Khomdoypéing + AXO &vavti TG opddag E1KoVIKOD gappdakov (6,7% évavtt 4,3%). H peilov
aoppayio NTav Kupimg eEmKpaviakng TpoéAevong Kot oTic 600 opades (5,3% otnv oudda
Khomdoypéng + AXO- 3,5% otnv opdda etkovikol pappdakov + AX0), kuping arnd 10 YooTpeEVIEPIKO
ocolva (3,5% évavtt 1,8%). Yanpée o abEnom tng evOoKpavIaKnG aLoppayiog 6TV Opuada aywmyng
pe Khomdoypéin + AZO cuykpivopevn pe tnv opdda gikovikod eappakov + AX0 (1,4% évavtt 0,8%
avtiotoya). Aev VINPEE GTATIGTIKG GNUOVTIKY S10POPA GTA TOGOGTA TV BAvaTnPOPOV AHOPPAYIOV
(1,1% oty opdda khomdoypéing + AXO kat 0,7% oty opdda gikovikod eappdkov + AX0) kat Tov
ALLOPPAYIKOD ayYEIOKoD EYKEPUAKOV enelcodiov (0,8% kot 0,6%, avtictorya) peta&d Tmv ouddwv.

v perétn TARDIS, ot acBeveig e mpdo@aTo 10y oKd eYKEPOMKO EMEICOO10 TOV EAAPOV EVIOTIKN
avtoporetailokn Oepameio pe Tpia papuokevTiKd tpoidvto (AXO + kKhomdoypéAn + SmuptdapoAT)

11



EUPAVICAV TEPIGGOTEPN CLLOppayio Kot otpopporyio LeyaAdtepng coPapdTnTog o€ GUYKPION EITE UE
povoBepameio pe KAOTIO0YPEAT €iTe e cuvovacud AZO Kol SITVPOAUOANG (TPOCAUPHOGUEVO KOIVO
OR 2,54, 95% CI 2,05-3,16, p<0,0001).

Kataloyog twv avemBountwv evepyeimv o€ uopen wivaxa.

AvemBountec evépyeleg Tov gite pQAvIoTNKAY KOTA TN S1dpKeLn TOV KAVIKOV PLELETOV glTE
avaépOnkav avbopuntog Tapovoidlovtal otov Tivaka Tov akoAovdel. H cuyvotntd tovug opileton
pe Baon tig akdrovbeg mapadoyéc: ouyves (>1/100 émg <1/10)- oyt cuyvég (=1/1.000 £wg <1/100)-
onavieg (>1/10.000 £€wc <1/1.000)- moiv ondvieg (<1/10.000), un yvootég (dev pmopoldy va
extyunovv pe Baon ta dSwwbéoua dedopéva). Eviog kabe katnyopiog cuyxvotntoag ELGAvVIong, ot
avemBounteg evépyeleg mapotifevion katd pdivovoa celpd cofapoTnToc.

Kotmnyopia Yoyvég Oy ovyvég Yravieg IIoA0 omavieg, pn
Opyoviko YVOOTEC
oot

Awtapayég Tov ®popPomnevia, Ovdeteponevia, OpouPmtikn

OLLOTTOTIKOV Aevkomevia, ovumeptloppavo- | Bpoppomevikn

KOl TOVL NOGIvoeIAia HéVNG ™G mopevpa (TTP) (PA.

AgppUCOD cofopng napdypoeo 4.4),

GLOTNHOTOG 0VOETEPOTEVING OTAQCTIKY OLVOLUQL,
TOVKLTTOPOTEVIA,
aKOKKIOKLTTOpOLLa,
coPapi
OpouPomevia,
EMIKTNTN dpoiiia
A,
KOKKLOKVTTOPOTEVIQL,
ovorpiol

Kapdroxég >vvopopo Kounis

SloTapoyEg (ayyelocvomaoTiKn
OAAEPYIKT oTNOdYYM/
OAAEPYIKO EUPPOLyLaL

TOV HVOKaPdiov) 6To
mAoiclo avtidpoaong
vrepevolcOnciog
AOY® NG
Khomdoypéing*
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Awotapoyég Tov

Opovooia,

OVOCOTOTIKOD AVOQUAUKTOEOELG
GLGTNLOTOG avTdpaocelc,
(POPLOKEVTIKN
vrepevatctnecio
AOY®
SLOGTAVPOVUEVG
avtidpaong avauecso
o€ Belevomupidiveg
(6mwg TikAomdivn,
TPacovyPEAN) (PA.
Topaypoeo 4.4%),
OVTOAVOGO GUVOPOLO
KATA LVGOVAIVIG, TTOV
umopel vo odnynoet
o€ coPapn
VIOYALKOLULI,
Witepa o€ acbeveig
pe vmdétomo HLA
DRAA4 (mo coyvo
GTOV LOTOVIKO
mAnBvoud)*
Yoylatpikég Yevdaobnoerg,
Srotapoyég oVYYLON
Awotapoyég Tov Evdoxpaviokn Awotapoyéc g
VELPKOV opoppayio yevoNG, ayevucia
GLOTHLLOLTOC (avapépniov
OPLOUEVEC
TEPUTTMOELS LIE
Bovatneopo
ekPaon),
KEQOAQAYiL,
napoicOnoia, LaAn
OpBaipuég Ayoppayieg Tov
Sratapoyég 0pOaAL0D
(emmepukoToC,
gvoopdia,
aUEIPBANGTPOEIBOVE)

Awotapoyég Tov
®TOG KOl TOV

Tayyog

AafupivBov

Avyyelokég Aydtopo YoBapn aoppayia,

StoTopayég aoppayio omd o
EYXEPNTIKO TPAVLLO,
ayyettda, vrdtaon

Awtapoyés tov | Eniotaén Awoppayio amd v

OVOTTVELGTIKOV OVOTTVEVGTIKT 000

GUGTNLOTOG, (oupomTLON,

oL BpOKa Ko TVELLLOVIKN

TOV ooppayia),

pecobwpakiov Bpoyydomacuoc,
dtdpeon
TVELUOVITION,
NOGIVOPIAIKT
mveLLLOViaL
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Awotapoyég Tov
YOG TPEVTEPIKOD

Awoppayio
OV
YOOTPEVTEPL-
KOV GOANVA,
dudppota,
KOWAOKO
ahyog,
dvomeyia

Taotpikd Elkog Kot
dWAEKAOAKTVAIKO
é\Koc, yaotpitida,
éuetog, vavtia,
dvokotmdt T,
UETEWPIOUOG

OmicBomepirovai-
K1 apoppayio

Taotpevtepikn Ko
0me00TEPITOVOIKT
ooppayia pe
Bovatneopo ékPaon,
TOYKPEATITION,
KoAiTdO
(ovumeptiapPovo-
HEVNG TNG EAKMOOVE
N AELPOKVTTOPIKNG
KOAMTI30G),
oTopatitido

Awotapoyég Tov
NTATOG KOl TOV
YOANPOP®V

Oéela nrotikn
OVETAPKELDL,
nratitda, un
(QUGIOAOYIKES
doKIaGiEg NTATIKNG
Agrtovpyiag

Awtapoyég Tov
OEPUATOG KOt
TOV VTTOSOPIOV
16700

Mororog

E&avbnpoa, kvnopog,
aoppayio omd to
dépua (Topevpa)

[Mopporivydong
depuatitida (to&kn
EMOEPIKT
vekpolvon,
ovvopopo Stevens-
Johnson, ToAvpopeo
gpvbnpua, ofeia
YEVIKELULEVT
eEavOnuoTikn
QAVKTOIVOOT
(OI'ED)),
oyyelooiona,
oLVOpPOLO
QOPLAKOETOYDLLEVIG
vrepevasnoiag,
QOPUOKEVTIKO
egavonua pe
NOGIWOPIALN Kot
GUGTNUOTIKG
GUUTTAOLOTO
(DRESS),
epLONUOTOIEC N
OTOPOAMOMTIKO
e&avonuo, kvidmwon,
éxlepa, opaidg
Asymvog

Awrtapoyég Tov
OVOTOPOY®Y1-
KoV
GUGTNHOTOC KOl
TOL LOGTOV

Tvvawopaoctio

Awtapoyég Tov
LVOCKEAETIKOD

GUGTNHOTOC KOl
TOV GULVOETIKOV
1670V

MUvooKeLETIKT
opoppayio
(aipapbpo),
apbpitida,
apBpaiyia, poadyio

Awotapoyéc Tov
VEQPPOV KL TOV
oVPOPOPWV
000V

Awatovpio

Yrelpapatoveppitt-
da, avénuévn
KpeoTvivn aipotog
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Tevucéc Awoppayia [Mvpetdg
Swatapoyéc kar | ot 0éom

KOTOOTACELG TOPOKEVTN-

g 0500 ong

xopfiynong

ToapaxAivikég [MoapateTapévog

eketdoelg ¥POVOG pois,
UEI®UEVOG aplOpog
0VOETEPOPIADYV,
peltopévog aptBpdc
OLOTTETOAM MV

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

Avapopd mhoavoAroyovueveov ovemfounTev EVEPYELOV

H avagopd mbovoroyobuevov avemBOuntov evepyelmv PETH amd T Yopnynon &delog kKukAopopiog
TOL QUPUAKEVTIKOV TPOTdVTOG elvar onuovTtikn. Emitpénet T cuveyn mapakolovdnon e oyéong
0PEALOVG-KIVOVVOV TOV QUPUOKEVTIKOD TPOTOVTOC. ZNTEital omd TOVG ETayYEAUATIEG TOV TOUEN TNG
VYELOVOLIKNG TTEPIBOAYN S VO AVAPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELES
HEG® TOL €6VIKOD GLOTHLOTOG aVaPOPAG TOV avaypdeetal oto [apdptnua V.

4.9 Ynegpoocoroyia

Yrepdocoroyia LETA amd YOpnYNOT KAOTIO0YPEANG LWITopEl va, 00N YN OEL 0 TOPATACT) TOL YPOHVOL
POTG KO EMaKOA0VOEC apopparyikég emmAokés. Eav mapatnpnBoiv apoppayieg Oa mpémet va
e€etaotel mow etvor 1 KATGAANAN oyyn.

Agv &xet Bpebet avtidoto TG @apUaKOAOYIKNG dpdiong TG KAomdoypEAns. Eav amatteiton dpeon
d1opbmon Tov TaPATETOUEVOL YPOVOV POTG, 1 UETAYYIOT OUULOTETOAM®Y UTOPEL VO, AVOGTPEYEL TO
OTOTEAECLOTA TG KAOTILOOYPEANG.

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
5.1 ®@oppokodvVOPIKES 1O1OTNTES

DoppokobepamenTik Katnyopio: OVAGTOAELS GVCCDPEVONG AUOTETAAI®V EKTOC NTAPivIG,
kwdwog ATC: BO1AC-04.

Muyoviouog dpdong

H «homidoypédn elval Eéva Tpo@apraKo, EVOg amd TOLG LETABOAITEG TOV 0ToloL gival AvaGTOALNG TG
GLGOMPELOTG TV aponetadiov. H khomdoypéin tpénel va petaforiotel amd ta Evivpa Tov
CYP450 yia va mopdéet to dpaoTikd HeTAPOAITI TOV AVAGTEALEL TN GLUGCMPELCT) TV OUOTETAAIWDV.
O dpaoTikdg LETUPOAITNG TNG KAOTOOYPEANC EKAEKTIKA OVOGTEALEL TN GVLEVLEN TNG SPOCPOPIKNG
adevooivng (ADP) ue tov vodoyéa P2Y 12 tov arpometadov kat tnv exakdAovdn evepyomoinon,
péom tng ADP, tov cupmiéypatog g yAvkompwteivng GPIIb/Ila, avactéAlovtag pe Tov Tpdmo avtd
T1 GLGGMPEVCT| TOV UUOTETAAIOV. AOY® TNG UN ovooTPEYIUNG oVLEVENG, Ta ekTEDELEVOL
OHOTETAALY EMNPEALOVTAL Y10 TO VITOAOITO TOV YpOvov Lmng Tovg (Kot tposéyyion 7-10 nuépec) Ko
1 AVAKTNGOT TNG PUGIOAOYIKNG AEITOVPYiaG TV alponetaAinv cupufaivel e pulud avéioyo pe 1o
pLOUo6 avavémong tov aponeTaliov. H cuesompevon tov aponetaliov, Tov TpoKaieitol amd
aywviotég dAAovg omd v ADP, avacstéddetal, Emiong, amd TNV TOPEUTOIIOT TNG EVIGYVONG TNG
gvepyonoinomng amd v amelevbepovuevn ADP.

Emedn] o dpaoctikdg petafolritng mpokvmtel and ta Evivpa tov CYP450, opiopéva and ta onoia
TAPOVGIALOVY TOAVUOPPICUOVG 1) VITOKEWVTOL GE OVAGTOAT 0O GALO QUPLOKEVTIKA TPOidvTa, deV Oa

£yovv 6Ao1 01 ac0evelg EmAPKT OVOGTOAN TOV AUOTETAAI®DV.

DaprarodVVoIKES ETIOPAOEIS
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Enavaiapfoavopeveg d0celg Tmv 75 mg tnv NUEPO TPOKAAEGHY GNUOVTIKT OVOCTOAN TNG
nmpokaiovpevnc and v ADP cuccdpevong Tov aponetorov and m tpmtn nuépa. H avacstoin
ot ovéndnke TpoodevTiKd Kol EpTace o€ otabepd emimeda HeTa&y Tng 3ng Kot 7ng nuépag. X
otafepn KATAGTOON, 1) OVOGTOAN TNG AUOTETAALNKTG CLGGOPEVONG TOV TOPATPNONKE L 6OoN

75 mg v nuépa, nTav g 1aéng tov 40 % £wc 60 %. H cuoodpevon Tov aponetoiimy Kot o
xpOVog pong emaviABay otadlakd ot apykd emineda, YEVIKA HEGH GE S5 NUEPEG LETA TN SLOKOTT TNG
Oepaneiog.

KAwvikn aroteleouotikotyro. kot aopalsia

H acpdieia kot 1 amoTeAecHATIKOTNTO TG KAOTOOYPEANG £xEl 0EtoAoyN0el oe 7 SIMAEG-TVQAES
ueAéteg otig omoieg cuppeteiyay mave and 100.000 acbeveic: n CAPRIE, pia pelétn chykpiong g
Khomdoypéing évavtt tov AXO kot ot CURE, CLARITY, COMMIT, CHANCE, POINT ot
ACTIVE-A, pehéteg o0ykpiong tng KAOTO0YPEANG £VOVTL ELKOVIKOD QOPUAKOV, OOV KAl TO. VO
QOPUAKEVTIKG TPOTOVTA YopnyHONnKay og cuvdvacud pe AXO ko GAAN cuykekpluévn Bepameia.

Tlpooparo Euppoyua T0v HLOKAPAIOD, TPOTPYATO AYYELOKO EYKEPOAIKO ETELTOOLO 1 EYKOTECTHUEVH
TEPLPEPLKT] OPTHPLOKY VOTOS

H perétn CAPRIE copnepiérafe 19.185 acbeveic pe abnpobpoupwon, mov giye exkdniwbei pe
TPOGPATO ELPPAYLLO LLOKAPOIOV (< 35 NUEPES), TPOGPATO IGYOUKO OYYELNKO EYKEQPUALKO EMEICOOI0
(peta&y 7 nuépeg Kan 6 unveg) N eyKkatestnuévn meplpeptkn aptnptak’ voco (ITAN). ‘Eywve
TUYOLOTTOINGT TOV AcHevdV 6g Opddeg KAOTId0YpEANG 75 mg/Mmuépa ] AXO 325 mg/muépa Kot m
mapokorlovOnon dmpkece yua 1 €wg 3 ypdvia. ZTnv vroopdda pe EPEpaype. Tov pvokapdiov, o
EPLocOTEPOL ad TOoVG 0lobeveic Edapav AXO yua TIg TpDTEG Ayec NUEPES LETA TO 0ED EUEPAYLLL TOV
pvoxapdiov.

H «homidoypéin peiwoe onpavtikd T cuyvotTnTo ELEAVIONG VEOV IGYULUIKOV EMEIC0dimV (cUVOETO
TEAKO onueio aloAdyNoNe EUPPAYIATOC TOL LLOKAPITO, IGYALUIKOD ayYEINKOD EYKEPUAIKOD
€MEI00010V Kot Kapdayyelokod BavaTov) cuykpvopevn pe AZ0. Xpnouonoidviog To LOVTEAD
OTATIGTIKNG OVAALONG e oKomod TNV Bepameia, 939 eneicddia EETAGTNKAV GTIV OUAOO TNG
Khomdoypéing, kot 1.020 eneic6dia pe AXO (ueiwon tov oyetikov kvdvvov (RRR) 8,7 %, [95 % CI:
0,2 émg 16,4], p=0,045), mov avaroykd onpaivel 61t o€ kdbe 1.000 acbeveic mov EraPav aywyn eni 2
xpovia avtiotoryovv 10 [CL: 0 émg 20] emmpocbetor acheveic mov mpo@LALYONKAV Amd VEO 1GYALUKO
EMELG0010. AVAALGT TNG CLVOMKNG OVNOIUOTNTOC MG SEVTEPEVOV KATOANKTIKO oreio dev £de1ée
Kdmolo oNUAVTIKY dtapopd peta&d g KAoTdoypéAN (5,8 %) kat tov AZO (6,0 %).

€ o ovaAVGoT) VTOOUAS®Y aVE KATAGTACT] (EUGPAYLLN TOV HVOKAPIIO, IGYOUKO Oy YELNKO
£YKePOAKO emelcdd1o kat ITAN) 1o 6¢pelog amodeiydnke PéYIoTo (ETTVYYAVOVTOC GTUTIGTIKN SLOPOPd
p=0,003) ¢ acBeveic mov giyav copmepiinedei Aoyw ITAN (18iwg o€ ekeivovg mov giyav emiong
10TOPIKO ELPPAyRaTos Tov puokapdiov) (RRR = 23,7 %, CI: 8,9 émg 36,2) kot pkpdtepo (Ox1
ONUAVTIKG d10popeTikd amd AX0) og acbeveig pe ayyelaxko eykeeaikd enelodolo (RRR =7,3 %, CI:
-5,7 éwc 18,7 [p=0,258]). Xe acOeveic mov giyav cvumepinedel otn dokun pe povn arttoroyio
TPOCPUTOL EUPPAYLATOG TOV LLOKOPSI0V, 1) KAOTSOYPEAN NTOV aplBUNTIKA KaTdTEPT OAAE Y®Pig
oTOTIOTIKA onpavtiky otapopd and To AXO (RRR =-4,0 %, CI: -22.5 éwg 11,7 [p=0,639]). EmutAéov,
N avaiveon piog vroopddog pe fdon v niikia £0e1&e 6Tl To OPEAOG amd TNV KAOTIO0YPEAT| GE
acBeveic avo Tov 75 €T@V NTaV PIKPOTEPO OO EKEIVO OV TTapatnpOnKe oe acbeveic < 75 etdv.

Ene1dn n doxyu) CAPRIE dev tav og B€om vo eKTIUNGEL TNV OTOTEAECUATIKOTNTO TOV N1 HEPOLG
VTOOUAO®V, OeV Elval CAPES €AV 0L SLAPOPEG OT GYETIKT EAATTOGT TOV KIVODVOL GTIG VITOOUADES e

KOTAGTAOT £IVOL TPAYHOTIKES, 1) ATOTEAEG LA TOYNC.

OC&b arepaviaio oOvopouo
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H perétn CURE ovumepiélofe 12.562 acheveic pe 0&O otepaviaio cHvOpouo mpic avacTocTt ToV
dwotpatog ST (aotadn ondayyn M Epepayua Tov pookapdiov yopic kopa Q), Tov tpocHAbay puéca
o€ 24 dpeg LETA TNV ELPAVICT] TOV MO TPOGPATOL ENELGOOI0V OPaKIKOD GAYOVE 1] CUUTTOUATOV
ovppatav pe wyotpio. Ot acbeveic amartOnke vo, Egovv gite NAEKTPOKOPIOYPAPIKEG LETABOAEG
ovpupatég pe véa wyaipia 1 avénon tev kapdekov eviopmv i tportovivng I T tovAdyiotov dvo
QOPEC TAVD amd TO AvAOTATO PLGLOA0YIKO Optlo. Ot acbeveig TuyotomomOnKa 6g KAOTIO0YPEAT

(300 mg 660m PépTIoNG aKorlovBovuevn and 75 mg/muepnoing, N=6.259) 1 eikovikd QapLoKo
(N=6.303), kot Ta 300 yopnynOnkav oe cuvdvacud pe AX0 (75-325 mg epdmaf nuepnoing) Kot
aAleg kabepopéveg aywyés. Ot acheveic tav vd aymyn péxpt kat Eva xpovo. Xtn perétn CURE, og
823 (6,6%) acBeveic cuyyopnyndnkav aviayoviotés Tmv vrodoyéwv yAvkompoteivng Ib/I1a.
Hropiveg xyopnynmnkav og tepiocdtepo and 1o 90% tov achevidv Kot o oxeTkds pubpog aoppayiog
peTa&l KAOTS0YPEANG KOl EIKOVIKOD PUPUAKOD OV ETNPEACTNKE GTILOVTIKA OO TI GLYYXOPNYNOT

nmapivng.

O ap1Bpog TV 0cbevav mov a&loloyninKay oG TPOg To TPMTEVOV KATUANKTIKO onueio [Odvatog
KopALOyYELOKNG auTloAOYiag, ERepaypo Tov pookapdiov (MI), 1 ayyelokd eyKepaAlKO EnEG0010] fTaV
582 (9,3%) otnv opdda g kKAomdoypéing kot 719 (11,4%) otnv opdda Tov £1KOVIKOL papLdikov, pe
20% peimon tov oyeTikov Kvdvuvou (95% CI 10%-28%, p=0,00009) yia tnv opdda ¢ KAomdoypEANG
(17% oyetkn peimon tov kvddvov dtav o1 acbeveic ftav vd cvvinpNTKN aywyn, 29% otav eiyav
vroPAn0el oe emépuPaon SadepUkng SVAKNG ayyelomAaoTikng otepoviaiov (PTCA) pe 1 yopig
tonofétnon evéorpdbeonc (stent) ota otepoviaia kot 10% otav eiyoav vroPAndel og enépuPaon
aoptootepaviaiog mapdkapyng (CABG)). [TpoAnednkav véa kapdiayyelakd ene1coo10 (Tp@TEVOV
teMKO onpelo a&loAdynong), e OYETIKES HELMTELG TOL KvdUVo Tng thEemc Tov 22% (CI: 8,6, 33,4),
32% (CI: 12,8, 46,4), 4% (CI: -26,9, 26,7), 6% (CI: -33,5, 34,3) xon 14% (CI: -31,6, 44,2), xotd T
duapkeln TV daotnuatov g perétng 0-1, 1-3, 3-6, 6-9 kot 9-12 pnveg, avtictoyo. LUVETMOG, HETA
TOVG 3 PVESG AY®YNG, TO OQELOG TTOL TTapaTnPONKe TNV opdda KAomdoypéing + AXO dev avéndnke
TEPULTEP® EVOD 0 Kivouvog apoppayiag mapéueve (PA. mapdypopo 4.4).

H ypnon mg xhomdoypéing omnv CURE cvoyetiotke Le peiwon tng avéykng yua Opopforvtikn
ayoyn (RRR=43,3%, CI: 24,3%, 57%) ka1 avactoAeig vrodoyxémv yAvkonpwteivng I1b/1a
(RRR=18,2%, CI: 6,5%, 28,3%).

O apBuog TV 0obevav Tov agloloyndniay ®g TPog To GVVHETO TPOTEVOV KATAANKTIKO OTUEl0
[6dvatog kKapdiayyelakng attioAoyiag, Epepayio Tov pookoapdiov (MI), ayyslokd eyke@aitkd
enelo6o10 1 avBextikn woyoyio] ntav 1.035 (16,5%) oy opdda tng KAomdoypéAng kot 1.187
(18,8%) otnv opdda Tov KOVIKOV QoppdKov, pe 14% peiwon tov oxetikov kvdvvov (95% CI 6%-
21%, p=0,0005) ywa TV opdda g KAOTO0YPEANC. AVTd TO dPENOC TPOKVTTEL KUPIMG amd TN
OTUTIOTIKMG CTUOVTIKY LEIMGT TNG CLYVOTNTOC ELPAVIONG TOV EUEPAYLOTOC TOV pookapdiov [287
(4,6%) otV opdda g KAomdoypéAng kot 363 (5,8%) otnv opdda Tov E1KoVIKOD PapUdKov]. Agv
mopatnPNONKe ETIOPACT) GTN CLYVOTNTO EMAVEICAYWOYNG OE VOGOKOUELD Yoo aoTadr otnddyym.

Ta anoteléopata Onmg exTiOnKay o€ TANBLCoUOVG LE SLOPOPETIKE YOPAKTNPLOTIKA (TT.). aoTadn
o Bayyn M éuepoypa Tov puokapdiov ywpig kopa Q, youniod £mc vynAd kivévvo, dmapén dafnTn,
avaykn enéppaocng emavayyeimong, nikio, eOA0, KAT.) NTAV GOUEOVE LE TO ATOTEAEGLOTO TG
TPOTOUPYIKNAG AVOAVOTG. ZVYKeEKPIUEVa, o€ pia post-hoc avdivon 2.172 acbevav (17% tov cuvoAlkoh
mAnBvopov acBevav g perétng CURE), ot onoiot vtoPAnOnkav oe tomofémon evdonpdbeong
(stent) (Stent-CURE), ta. dedopéva £0e1&av 0TL, 0TV 1) KAOTIOOYPEAT GUYKPIVETOL LLE TO EIKOVIKO
QAPLOKO, KOTAOEIKVOETOL CNUOVTIKY HEiOT TOV oyeTikov kivdvvov (RRR) katd 26,2% otoug
acBeveic mov ehapuPavay KAOTIS0YPEAT MG TTPOG TO GLVHETO TPOTEVOV KATAANKTIKO onueio (0avotog
KOPOLOYYELOKNG OUTIOAOYIOG, EUEPAYLLO TOV LLOKOPIIOV, OYYELKO EYKEPAAIKO ETELGOOI0) KO ETIONG
pio onuavtikn peimon katd 23,9% tov oyeTikol Kvdvvov mg Tpog To cvOETO dgvTepedoV
KATOANKTIKO onpeio (Bdvatog amd KapdloyyeloKd aitio, ELEPOYLLE TOL LLOKOPSIo, ayYELHKO
EYKEPAAKO eMeGOO10 N avBekTikn woyopia ). EmimAéov, to mpoil acedielag tng KAOTS0YpEANG oF
OVTAV TNV VTO-OLAS 0GOEV®Y OV OMLLIOVPYNGE KATO10 131itepo TPOPANLA. ZVVETMG, TO
amoteléouata amd aVTd TO LITO-GHVOAO GUUPOVOVV LE TO. GUVOAIKA OTOTEAEGUOTO, TG SOKIUNG.
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Ta 0péAn Tov TapatnpOnKav pe v KAomdoypéin Ntav aveEaptnta amd diieg Oepaneieg mov
YOPNYOLVTOL 0EEMG 1 XPOVIOE Yl KapdlayyELOKA voonuato (6mwg nrapiv/mropiveg pikpol poplokon
Bapovg (HMMB), avtaymvietég vrodoyéwv e yivkorpwteivng 1Ib/I1a, vrolmidanpukd
QOPUAKEVTIKG TPOTOVTA, B-0VOCTOAELG, KOl OVOOTOAEIG TOV LETATPENTIKOV EVEDUOV TNG
ayyswotaocivng). H amotelecpaticotnto g KAomdoypéing tapatnpnonie ave&dptnta omd tn 06on
tov AXO (75-325 mg pia popd nuepnoing).

0&D éuopayuo Tov pvokapdiov pe avdcroon tov dwacthuatoc ST

e aoBeveic pe o0&V Euepaypa Tov pvokapdiov pe avaoroon tov dactipatog ST (STEMI), n
OCQUAELNL KO 1] ATOTELEGUATIKOTNTA TNG KAOTIO0YPEANG Exovv a&lohoynBel og dh0 TuyoOTOMUEVEG,
ELEYYOLEVEC [LE EIKOVIKO APUAKO, SITAEC-TVQAEG peréTec, oty CLARITY, og pio mpoontikn
avdivon vroouddag tng CLARITY (CLARITY PCI), kabmg kot oty COMMIT.

H doxcyu) CLARITY ocvpnepiérafe 3.491 acBeveic o1 onoiol mapovsiacav evtog 12 mpdv amd v
évapén g ST avdomaong ELEPAYIO TOV HVOKAPSIOV KOl TPOYPUUUOTIOTIKE VO EEKIVI|GOVY
Opopporvtikn Oepamneia. Ot acheveic Elafav KAomidoypéin (300 mg wg 600m POPTIONG Kot 6N
ocuvéyeln 75 mg/muépa, n=1.752) 1 eikoviko dppaxo (n=1.739), Kot oTig 500 TEPIMTOCELS O
ouvdvacud pe AXO (150 émg 325 mg ¢ 660m OpTIoNS Kl 6TN cLVEKELD 75 émg 162 mg/muépa), Le
&vav wmdoAuTikd Tapdyovto Kot, otav ypewalotav, pe nrapivi. Ot acbeveic rav vwod
mapakorlovnon yia 30 nuépec. To TpwTEVOV KOTAANKTIKO onueio a&loAdynong nTav n Tapovcio
OTOPPUYUEVIG EEALTIOG ELPPAKTOV GTEPAVIAING APTNPIOG OTNV ayYeloypaia Tpty amd Tnv ££000 TOV
aoevoug amd To vocokoueio, 1 Bdvatog 1 vToTPOTIALoV EUPPOYU TOV HVOKAPSIOL TPV TN
otepavioypapio. ['a acbeveic mov dev vroPANnONKAY G€ oTEPAVIOYPAPiQ, TO TPOTELOV KOTUANKTIKO
onueio a&ordynong nrav o Bévatog 1 1o vrotpomdlov Epppaypa Tov puokapdiov v Huépa 8 1
Katd v €£000 amd to vocokopeio. O mAnBuoudc tov acbevav copreperdpupave 19,7% yovaikeg kot
29,2% acbeveig > 65 etmv. Eva 6uvoro 99,7% tov acBevav éhafe wvmdorvtikd (tvmdo-1dukd.:
68,7%, un wmdo-edwkd: 31,1%), 89,5% nmapivn, 78,7% B-avactodreic, 54,7% avactoAeig Tov
petatpentikov gvEdpov g ayyelotaciving kot 63% otativec.

[Mocootd dexamévie 101G ekato (15,0%) Tov acbevav otnv opdda tng KAomidoypéing kat 21,7% otnv
OGSO TOL EIKOVIKOD (OPUAKOV £QTAGE GTO TPMOTELOV KATOANKTIKO onueio a&loAdynong,
AVTITPOCHOTEVOVTOS OOAVTN peimon Katd 6,7% kot 36% mbavn peimon ydptv T kKAomdoypéing
(95% CI: 24, 47%, p < 0,001), kupimg oYeTILOUEVEG IE PEIMOTN TOV OTOPPAKTIKOD APTNPLULKOD
epuppaktov. To 6pelog avtd vanpye o€ OAeS TIG TPOKABOPICUEVEG VTOOUAOES CLUTEPIAAUPOVOUEVTG
™G NMKiaG Kot Tov VA0V TOL AcBEVOVE, TNG EVIOTIONG TOL EUPPAKTOV Kol TOL TOTOV TOL
W®OSOAVTIKOV 1} TNE NTOPIvIg OV XPNCUOTO ONKE.

H avaivon vroopdadoag CLARITY PCI ovunepiérafe 1.863 acbeveic pe STEMI mov vropAnOnkav
o€ PCI. Ot acbeveic mov éElaPav doon doptiong (LD) khomdoypéine 300 mg (n=933) siyav
OMNUOVTIKN peimon oty enintwon Oavatov kapdiayyelakng artioroyiag, EM 1 ayyslokov
eYKePaAkov enelcodiov petd amd PCI og oOyKkpion pe ekeivovg mov EAafav EIKOVIKO QAPLOKO
(n=930) (3,6% e TPOKATUPKTIKN Oy®yn Me KAomdoypéAn Evavtt 6,2% e eikovikd eappako, OR:
0,54, 95% CI: 0,35-0,85, p=0,008). Ot acbeveig mov ElaPav LD xhomdoypéing 300 mg iyov
oNUOVTIKN pelmon oty enintwon Bavdatov kapdiayyelakng artioroyiog, EM 1 ayyelakov
EYKEPAAIKOV €meLc00iov Kotd TN otdprela twv 30 nuepmv petd v PCI og cbykpion e ekeivovg mov
Ehafav etcovikd eapuako (7,5% pe TpoKaTUPKTIKN ay®yn Ke KAomdoypéAn Evavtt 12,0% ue gikoviko
eappako, OR: 0,59, 95% CI: 0,43-0,81, p=0,001). Qot06G0, 6TOV 0VTO TO GOVOETO KATUANKTIKO
onueio a&toroyndnke otov cuvoAlkd TANBvoud g perétng CLARITY dev ftov otatioTikd
ONUOAVTIKO G SEVLTEPEVOV KATUANKTIKO GNUELD. AgV TapatnpNONKe OMUOVTIKY O10pOPE 6TA TOGOGTH
peilovog 1 ehdiocovog apoppayiog petald tav dvo Bepamneidv (2,0% e TPOKATAPKTIKT Ay®YT| UE
KhomdoypéAn Evavtt 1,9% pe sikovikd eappaxo, p>0,99). Ta gupripata ovtic e avaivong
vroatnpilovv TV TPdUN YpNon d6ong EOpTions kKAomidoypéing oe STEMI kot t otpotnyiki g
TOKTIKNG XPTONG TPOKATUPKTIKNG y®YNS HE KAOTOOYpEAN og acbeveic mov vroPdAilovtar og PCL.

H dokipuy COMMIT pe mapoayoviikd oyedioopod 2x2 counepiérafe 45.852 acbeveig ol omoiot
mopovciacay evtdg 24 wpav amd Ty Evapén TOV COUTTOUATOY LTOYIN ELEPAYUATOS TOV
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LooKopdiov e avAloyeG NAEKTPOKAPIOYPAPIKES OAAOIDGELS (T.). avaoraon ST, katdomaon ST 1
op1oTEPO oKeAKO amokAeiond). Ot acBeveig Ehafav khomidoypéin (75 mg/Mmuépa, n=22.961) 1
€IKOVIKO @dapuaxo (n=22.891), oe cuvdvacuod pe AXO (162 mgmuépa), yro 28 nuépeg 1 uéxpt v
£€0d0 and 10 vocsoxopeio. Ta cOvOeTo TPOTEHOVTO KOTAANKTIKA onpeia TV 0 BdvaTog amod
OTOL0ONTTOTE OLTiOl KO 1] TPMTY EUPAVICT) EXAVELPPAENGS, AYYEIKOD EYKEPUAIKOV ENEIGOSI0V N
Bavartov. O mAnbvoudc nepelappave 27,8% yovaikes, 58,4% acbeveig > 60 etdv (26% > 70 e1mdv)
Kot 54,5% acbeveig mov Aappavoy vodoAlvTiKA.

H «homdoypéin peiwoe onpaviikd to oyetiko kivovvo Bovétov amd onotadnmote artia Katd 7%
(p=0,029) Kot T0 6YETIKO KivOLVO TOV GUVIVUGUOD ETAVEUPPAENS, OYYELODKOD EYKEQPOAIKOD ETEIGOSIOV
1N Bavarov kotd 9% (p=0,002), avtimpocwngdovtag andivtn peimon katd 0,5% xar 0,9% avticTorya.
To 6¢pehog avtd NtV 6TAEPO Yo TV NALKIA, TO VA0 Kot TNV xoprynon N 6yt Opoufoivtik®dy Kot
TapoTNPNONKE EVIOG 24 PDV.

Khlomdoypéin eodmaé 60onc odptionc 600me og acheveic ue OV Xteoaviaio XHvOPOLO TOV
vroairlovior og PCI

CURRENT-OASIS-7 (Xprion BéAtiotng Adong KAomidoypédng kou Aomipivg yia ty Meiwaon twv
Enrovalaufovousvaov Zoufoviwv Efdouoc Opyoviouog yio. v ACtoloynon Zrpotnyikwv oe loyoiuiro,
Zbvopoua)

AVt 1 TLYAOTON UEVT TTOPAYOVTIKT| PEAETT cvumeptAdupave 25.086 avBpadmovg e 0&d otepaviaio
ovuvdpopo (OZX) mov mpoopilovtav yia tpwtoyevi PCIL. Ot acBeveic tuyotomombnkay gite o duthn
doon (600 mg v Huépa 1, émerta 150 mg tig Huépeg 27, émeita 75 mg nuepnoing) 1 6€ KOVOVIKY
d0oon (300 mg v Huépa 1, énerta 75 mg nuepnoing) kKAomidoypéing, katl o€ vynAn d6on (300-325
mg nNuepnoimg) N o€ younAn 86om (75-100 mg nuepnoing) AXO. Ot 24.835 eyyeypapuévor acbeveig
pe OZX vrofandnkoy o otepavioypagia kot ot 17.263 éhapav PCL. Meta&d tov 17.263 acbevav
mov éhafav Bepaneia pe PCI, og oOyKpion pe TV Kavovikn 066m, 1 SA 60661 KAOTIS0YPEANG
Lelwoe T0 T0G00TO TOL TPMTEVOVTOG KaTaAnkTikov onpeiov (3,9% évavtt 4,5% mpocaplosévon
HR= 0,86, 95% CI 0,74-0,99, p=0,039) ko1 peince onpovikd tn Opoupwon tov stent (1,6% évovtt
2,3%, HR: 0,68, 95% CI: 0,55 0,85, p=0,001). H peilova apoppayio NTov mo cuyvn Le TNV dumin
3001 amd OTL [ TNV Kavovikn 6001 kKhomdoypéing (1,6% évavtt 1,1%, HR=1,41, 95% CI 1,09-1,83,
p=0,009). Xe avti ™ perétn, n epana d6om poptiong KAomdoypéAng 600 mg £de1ée oTabepn|
mOTEAESULATIKOTNTA GE aobevelg nhkiog >75 etdv kot og acBeveic nhikiog <75 etdv.

ARMYDA-6 MI (H Avticaponerotioxy Ocparncio yio. ueiwon ts Mvookeletikng BAafng kata tnv
Ayyeromdootikn - Euppayuo too Mvokxapdiov))

AVTN 1 TUYALOTOMUEVT, TTPOOTTIKT, O1E0VNC, TOAVKEVTPIKN peAETN a&loAdynoe TV TTpo-Oepaneio pe
600 mg évavtt 300 mg khomdoypéing LD oto mhaicio enciyovtog PCI yio STEMI. Ot acbeveig
ElaPav kKhomdoypéin 600 mg LD (n=103) i} khomdoypéin 300 mg LD (n=98) wpwv and v PCI ko
61N GLVEYELD cLVTAYOYPaENONKay 75 mg/muépa amd v emopévn g PCI éwg 1 étoc. Ot acbeveig
7ov éhafav 600 mg LD kAomidoypéing giyav onuavTikd peiopévo puéyedog epepaylotog 6€ GOYKPLoN
pe exeivoug mov Elafav LD 300 mg. Yrp&e Aryotepo ouyvr Opoupodrivon oe Babpov pong MI <3
petd and PCI og 600 mg LD (5,8% évavt 16,3%, p=0,031), BerAtiwpévo LVEF oto e&uirmpio (52,1
+9,5% évavtt 48,8 £11,3%, p=0,026) ka1 ta peiCova avemBounta kapdiayyelakd coppavo 30
npepav NTav Atyotepa (5,8% évavtt 15%, p=0,049). Aev mapatnpndnke avénon g opoppayiog 1
TOV EMIAOKDV NG B€0MC 10000V (devTepedovTa KataAnkTikd onpeia v Huépa 30).

HORIZONS-AMI (Evapuovion Aroteleoudrwv ue Exovayyeiwon xor Stents oto OEO Euppayuo. tov
Mvoxkopdiov)

AVt 1 €K TOV VOTEP®V HEAETN avalvong dteénytn yia va aglodoynoet v 1 LD 600 mg
KAOTO0YPEANC TTapEYEL TaOTEPT] KOl LEYOADTEPT] OIVOIGTOATN TNG EVEPYOTOINONG TV OponeToAimv. H
avéivon e&étace v enidopaon pog LD 600 mg og ovykpion pe 300 mg oto KAVIKG 0mOTEAEGLOTA
30 nuepwv o€ 3.311 acbeveic and v kupra dokyn (n= 1153, opdda 300 mg LD, n = 2158, opdda
600 mg LD) npwv amod tov kapdiokod kabetnplacpud okolovbovpevn and door 75 mg / nuépa yio >6
punves petd to e&inpro. To amoteAéopata £0€150V OTULAVTIKG YOUNAOTEPQ LT TPOCAPUOGUEVA
mocootd Bvnopdtrag 30 nuepav (1,9% évavt 3,1%, p=0,03), eravepppdyion (1,3% évavtt 2,3%,
p=0,02) kot oprotikn | mbavn BpouPwon stent (1,7% Evavti 2,8%, p=0,04) pe tnv 600 mg LD ywpig
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VYNAOTEPA TOGOGTA apoppayiag. Me moAvpetafint) aviivon, pio 600 mg LD rftav €vag
aveEAPTNTOC TPOYVOGTIKOC TOPAYOVTAS YUUNAOTEPMY TOCOGTMV UEWOVOV aVETBOUNTMOV KOPIIOKOV
ovpupdvrtav 30 nuepav (HR: 0,72 [95% CI: 0,53-0,98], p=0,04). To mococtd peilovog atpopparyiog
(un oyxetilopevo pe 1o CABG) ftav 6,1% oty opddae twv 600 mg LD kat 9,4% oty opdda tov 300
mg LD (p=0,0005). To mococt6 ghdccovog apoppayiog rav 11,3% oty opdda twv 600 mg LD ko
13,8% omv opdda twv 300 mg LD (p=0,03).

Maoaxpoypdvia (12 unvec) oyoyn ne kAomdoypéin nali pe AX0O ot acOeveic ue STEMI uetd ond PCI

CREDO (Klomidoypéin yio. th Meiwon twv Averm@ountwv Zoufaviwv kot t Aidpkelo tng
TapaxolodOnong)

AV M TUYOLOTOINLEVT, SUTAG TVEAT], EAEYYOUEVT] LLE EIKOVIKO QAPUAKO LEAETN dievepynONKe oTIg
Hvouéveg [Molrteiec kot otov Kavadd yio v a&loAdynon tov 0péAovg g pokpoypoviog (12 unveg)
ayoyng pe kKAomdoypéin petd and PCL. TuyaiomomOnkav 2.116 acbeveig oe Ayn LD kAomidoypéing
300 mg (n=1.053) 1 ewkovikod papudakov (n=1.063) 3 éwc 24 dpeg mpwv and PCIL. Olot ot acBeveic
éoPav eniong 325 mg acmipivng. Xtn cvvéyela, 6Aot ot acbeveig Edapav kKhomdoypéAn 75 mg/muépa
¢w¢ v Huépa 28 kot 6115 600 opddeg. And v Huépa 29 émg toug 12 pnveg, ot acbeveig otnv opdda
g KAomd0oypEANG Adupavay kKhomdoypéAn 75 mg/Mmuépa kot ot acBeveic otV opdda eAéyyov rafav
gikovikd pdppoako. Kot ot 600 opddec AdpPavoav AXO ko’ 6An T dudpketa T perétng (81 émg

325 mg/muépa). 10 1 €t0¢, TapatnpNONKe oNUOVTIKY LEI®GT GTOV GUVOLOGUEVO Kivovvo BavdTov,
EM 1 ayyelokod £yke@oAkov 11600100 e TNV KAOTdoypEAN (26,9% oyetikn peioon, 95% CI:
3,9%-44,4%, p=0,02, andéivtn peiwon 3%) oe cOyKpion pe 1o elKoVIKO pappako. Aev mapatnpnonke
onuovTikny avénon oto mocootod peilovog apoppayiag (8,8% pe v KAomdoypén Evavtt 6,7% pe 10
goviko edpuaxo, p=0,07) 1 eldocovog arpoppayiog (5,3% pe v Khomdoypéin Evavtt 5,6% e to
€KoviKO @dpuaxo, p=0,84) oto 1 £10c. To KOplo gvpNUa CLTAHG TNG HEAETNG Eivarl OTL 1] CLVEXIOT TNG
KAOTIO0YPEANG Kot ToV AXO Yo TovAdyIoTOV 1 £10C 00N YEL GE GTATIOTIKA KOl KAVIKG OTILOVTIKN
peimon Tov pelovav OpouPoTikdv enelcodimy.

EXCELLENT (Anoteleouatikotnra tov Xience/Promus Evavtt tov Cypher oty Meiwon the Owiung
Ancrerag Merd v TomwoOétnon tng EvoorpoBeong)

AT 1 TPOOTTIKY], AVOIKTH, TUYOloTOmUEVN peAéTn o1eényon oty Kopéa yuo va a&loroyn0el edv n
6pnvn oA avtioponetalokn Beponeio (DAPT) givar un kotdtepn g 12punvng DAPT petd v
gUQOUTEVOT stent EKAVOTG PapPUAKOV. TN PEAET cvumepAneOnkay 1.443 acbeveig mov vofAnOnKav
G€ EUPVTELGT, Ol 0ToOi0L TVYaoTomONKav og Afyn 6pnvng DAPT (AXO 100-200 mg/Mmuépa cuv
KhomdoypéAn 75 mg/muépa yio 6 unveg Kot otn ovvéyeld AXO pepovopéva Emg Toug 12 univec) 1
12pumvng DAPT (AX0 100200 mg/muépa ouv KAomdoypEAn 75 mg/muépa yio 12 punvec). Agv
TapUTNPNONKE GNUAVTIKY SLopOPE GTNV ENXINTOOT AGTOYING TOV ayyEiov-aTOY0L (cOvOeT ékPaon
mov mephapPavet Bdvarto kapdlokng artoroyiag, EM 1 emavayyeiowon oto ayyeio-otdyo) mov nTav 10
KOPL0 KATAANKTIKO onpeio peta&d tav opddwv vwd 6unvn kot 12unvn DAPT (HR: 1,14, 95% CI:
0,70 1,86, p=0,60). Eztiong, n pelém dev katédelée onUavTIKT S10popa 6TO KOTAANKTIKO onpeio Tng
aopdrelag (ovvlern ékPaom mwov mepthapupdavel Odvato, EM, ayyelokd eykepaAikd enelcoo10,
Opoppwon tov stent 1 peiova apoppayia Pacel tov kprtnpiov TIMI) peta&d tov opddmv vmd 6unvn
wot 12unvn DAPT (HR: 1,15, 95% CI: 0,64-2,06, p=0,64). To x0p1o edpnpa avtig g HEAETNG fTav
ot 6unvn DAPT ftav un xatotepn g 12unvng DAPT avageopikd pe tov kivduvo actoyiog tov
ayyelov-cto)0L.

Amo-kMudkeon Tov Topayoviov avactoic e P2Y » oto O Zrepaviaio Xvvopopo

H petéfaon and &vav 1oyvpdtepo avactoréa Tov vVodoyéa P2Y 12 oty khomdoypéin o GuvdvacoUO
He TV aompivn petd v ofeio paon ote@aviaiov cuvdopopov, Exel a&loAoynbel oe dVO
Tuyoomompéveg perétec mov entyopnyovvrat amd tov epevvnen (ISS) - TOPIC kot TROPICAL ACS -
HE SEJOUEVE KMVIKDV ATOTELECUATOV.

To KMviKd dQeA0g TOV TPOKVITEL OO TOVS TTLO LOYVPOVG AVACTOAEIC P2Y 12, TiKOypeAdpn Kot
TPOUCOVYPEAT, OTIC PaCIKEG LEAETEC TOVG, OYETI(ETAL [LE ONUOVTIKT HEIDGOT) TOV VTOTPOTLALOVI®OV
OYOLK®V ENEIC0dimV (cuumeptiapfavouévne g o&eiag kot vto&eiog Opoupwong Tov stent, Tov
EUQPAYLLATOG TOV LLOKOPIIOV KoL TG EMELYOVLGUG EMAVAYYEIMONG). AV KOL TO 1OYALLIKO OPEAOG TV
otabepd Kb 'OAN TN S1APKELN TOV TPAOTOL £TOVG, TOPATNPNONKE HEYOAVTEPT LEIMGT GTNV IGYOUIKN
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VROTPOTN UETA OO 0EL GTEPUVINIO GUVOPOLO KOTA TIG APYIKEG NUEPES PETA TNV EVapEn TNG Oy@YNS.
Avtifeta, ot post-hoc ovorlOoELS KATESEIENY GTUTIOTIKA ONUAVTIKES AVENCELS OTOV Kivouvo
LLOPPAYIG IE TOVG 1oYVPOTEPOVE 0vaGcTOAELS P2Y 12, 01 omoiot epeavilovial Kupimg KoTd T didpKela
Mg PACTG GLVTINPNONG, UETE TOV TP@TO Uiva amd To 0&H otepaviaio ovvopopo. H TOPIC kot
TROPICAL ACS oyedidomKkay yio vo. LEAETHOOVV TNV AUPBAVVOT TGOV GLLOPPAYIK®V GUUPBAUATOV
STNPOVTOC TAPAAANAQ TNV ATOTEAEGUATIKOTNTO.

TOPIC (Xpovog avaorolic twv auporetoriov pueta orxo old arepaviaio cvbvopouo)

AVt 1 TUYOOTOINEVT, AVOIKTY| OOKLUN TepteAdPave acBevels pe 0&D atepoviaio GOVOPOLO ot
omoiol &xpnlav dadepuikng otepaviaiog tapéupacnc (PCI). AcBeveig mov Aaufdavouvy acmipivn Kot
évav woyvpotepo avactoréa P2Y 1» kot yopig avembBounto cdvpPapa, og éva pva petéfnoav oe
otabepn d00m aompivng cuV KAOTIOOYPEAN (ATOKAUAK®GOT 0 SITAT OVTIOUOTETAALNKN Bepameio
(DAPT)) 1 cuvéyiomn g QapUOKELTIKNG TOVG aymyne (apetapintm DAPT).

YUvoMKa, 645 amd Tovg 646 acbeveig pe Epnppayuo pookapdiov pe avdomaor tov ST

dwomuatog (STEMI) 1 éuepaypo pvoxkapdiov yopic avdcraon tov ST dwwotiuatog (NSTEMI) 1
aotodn o Bdyym avardvdnkay (arokiipdkmon DAPT (n = 322), apetapintn DAPT (n=323)). H
napakolovBnom oe Eva ypovo mpaypoatoroOnke yio 316 acbeveic (98,1%) otnv opdada
arokAlpndkwong DAPT kat 318 acBevov (98,5%) otnv apetafint opdda DAPT. H Sidpeon
mapaKkolovOnon Kot yia Tig 600 ouddeg rav 359 nuépeg. Ta YopaKTPIGTIKA TG LEAETDUEVNG
KOOPTNG NTAY TAPOLOLN OTIG dVO OADEG.

To kOp1o amotérecpa, 1 EUPAVICT] GUVIPOLOL KAPSIHYYELLKOD BavATOV, EYKEPAAIKOD ENEIG0010V,
enelyovooag emavayyeimong kot BARC (Bleeding Academic Research Consortium) aipopparyiog >2
010 1 ypdvo petd amd o&H otepaviaio cuvdpopo EraPe ydpa o 43 acbevelg (13,4%) g opddog
arokAlpdkwong DAPT kot o 85 acBevei (26,3%) g apetdfintng opddag DAPT (p <0,01). Avtn
1] OTOTIOTIKA GNUOVTIKH S10pOpE 0PEILOTAY KVPIWS GE AlYOTEPO TEPIOTOTIKG Opoppayiog, Ywopic
dlpopd oTo IoYaKa KataAnktcd onueia (p = 0,36), evo 1 BARC >2 awpoppayia mapatnpndnke
Myotepo ovyvd oty opdda amokipdakwong DAPT (4,0%) évavtt 14,9% otnv apetdfAintn opdda
DAPT (p <0,01). Ta couPapato apoppayiog wov opiotnkav og 6Aa 1o BARC gppaviotnkav cg 30
aocBeveic (9,3%) oty opdda aroxipakwong DAPT kat og 76 acbeveig (23,5%) oty apetapfintm
opada DAPT (p <0,01).

TROPICAL-ACS (doxuaoio. Awcviyons otnv Avoaotorn twv Aiworetaliov otnv Xpovia
Avuouporetotiaxy Ocpareio yio. O&éa Lrepaviaio Zovopoua)

AvTti 1 TUYOOTOINEVT, avolyTh HeAétn TepteAdpPave 2.610 acBeveis pe Betikd Pro-deiktn yroo 00
oTEQOVINI0 GUVOPOLO HETA 0o ety dladepKT oTepaviaia mapiuPfoc. Ot acbeveic
Toyoomombnkav va Adfovv gite mpacovypéin 5N 10 mg / d (nuépeg 0-14) (n = 1306) 1| Tpacovypéin
51 10 mg / d (nuépeg 0-7) Kot 6T cLVEXELR omoKAMpaKk®OnKay o€ KAomdoypéAn 75 mg / d Huépecg 8-
14) (n = 1304), o€ cvvdvacuo pe ASA (<100 mg / nuépa). Ty nuépa. 14, dre&nybn dokuun
aponetaitaxng Asttovpyiag (PFT). O acBeveic pe novo Tpacovypéin GuvEXLGOV IE TPAGOVYPEAT Yo
11,5 pnves.

Ot acBeveic Tov giyav vroPAndei oe amokApudmon vrofAnOnKav ce EAeyy0 VYNANG
avtwpootikotntag aponetaiiov (HPR). Eqv n tiu HPR>46 povddec, ot acBeveic petéfovay micm
otV mpacovypéAn S 10 mg / d yia 11,5 piveg: eav ot tpég HPR <46 povéoeg, ol aobeveic
ocuvélav ™ ANy Kromdoypéng 75 mg / d yia 11,5 uiveg. g €k ToVTOL, 1] OUASN ATTOKALLAK®OGCNG
v7to Kabodnynon, eiye acbeveig ite oe Tpacovypéin (40%) eite oe KAomdoypérn (60%). Olot ot
aoBeveic ouveyioav e aompivn Kot wapakoAovdnOnKay yio Eva ypovo.

To Tp®TEVOV KATAANKTIKO GNUELD (1] GUVOVAGLEVT] GUYVOTNTO EUPAVICTG KOPIlayYELKoD BavdTov,
EUPPAYUATOG TOV HLOKAPSIOV, EYKEPOUAKOV £NEIG0I0V Kol KAipokag apoppayiog BARC >2 otoug 12
pnvec) emetedydn amodekvbovtog pun katotepotnta. Evevivta névte acbeveic (7%) onv opdda
ATOKALAK®ONG VIO KaBodynon kat 118 acbeveig (9%) otnv oudda eEléyyov (p non-inferiority =
0,0004) giyov éva cdppapa. H vro kabodynon amokAMpdkmon, dev 0dnynoe og avénpévo
GLVOLOGLLEVO KIVOUVO EUPAVIoNS WoYaKOV cOUPapdtov (2,5% 6TV opada AToKAUAK®OONG EVAVTL
3,2% otV oudda eréyyov, (p non-inferiority = 0,0115), ovte 610 Pacikd devtepehov TeEAKO onueio
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g opoppayiag tov BARC >2 ((5%) oty opdda amoxiipdxwong Evavtt 6% oty opdda eAéyyov (p
=0,23)). H aBpoiotikn enintmon 6Amv Tov apoppaytkov encicodiov (katnyopio BARC 1 émg 5)
ntav 9% (114 copPauate) oty opada arokALakwong vo kabodnynon évavtt 11% (137 cvufdva)
oV opado eréyyov (p = 0,14).

A avtiaporetalakn Oepomeio (DAPT) og 0&) ehdocov IAEE 1 puerpiov o vyniov Kivdhvou
IIIE

H DAPT pe cvvdvacpd kAomdoypéing kot AXO w¢ Bepomeion TpOANYNG TOL AyYELKOD EYKEPUALKOV
enel006iov petd and 00 éhaccov IAEE 1 petpiov émg vymiov kivdvvov IIE a&loloynnke og dvo
Toyoomompéves peAéteg mov emyopnyovvrot and tov epevvnti (ISS) — CHANCE kot POINT — pe
dedopéva EkPaong yio TNV KAVIKN 0CQAAELN KOl 0ITOTEAEGLOTIKOTNTO.

CHANCE (Klomidoypérn oe aoBeveic Yynlod kivddvoo ue Oéa Ayyeroeykepalixd Encioodia wov Agv
Ipoxalovv Avornpio)

AVT 1 TUYALOTOMUEVT, OITAG TUQAT], TOAVKEVTPIKT, EAEYYOUEVT LLE EIKOVIKO QOAPLOKO KAVIKT UEAETT
ocvumeptérafe 5.170 Kwvélovg acbeveig pe o&o IE (Babuoroyic ABCD2 >4) 1| o0&y éhacoov ayyelako
eykepolko enelcodto (NIHSS <3). O acbeveic ko otig dVo opddeg Erafav avorytn Beponeio pe AXO
mv nuépa 1 (og d6on Kopovopevn omd 75 €wg 300 mg, cupP®va [ie TNV Kpion Tov Bepdmovtog
Tpov). Ot acbeveig Tov TuyaoTOONKOY GTNV OUAdA TOV GLVIVAGHOD KAOTIO0YPEANC—AXO Elafav
pia doom pdptiong KAomdoypéing tav 300 mg v nuépa 1, axolovBovpevn and pio doom
KAOTOOYPEANG TV 75 mg v nuépa Tic nuépes 2 g 90, kabmg kot AXO ot do6omn Twv 75 mg v
nuépa tic nuépeg 2 mg 21. O acbeveic mov Tuyatomombnkay oty opdade tov AXO Elafav sikovikd
@apprako avtiotoryo g KAOTOOYPEANG Tig NuEPES 1 €mg 90 kar AXO o1t doom TV 75 mg v NUéEpa
Tic nuépes 2 €mg 90.

H x0pa éxPoon amoTeLeoHATIKOTNTOC )TV 1) ELGAVIOT] OTOLOVINTOTE VEOL AYYELKOD EYKEPUAIKOD
€MEL00610V (1OYOUKOV KOl QUOPPAYIKOV) 0TIS TPMOTEG 90 nuépeg petd and 00 édaccov IAEE 1
vynrov kvdvvov ITE. Avto cuvéfn oe 212 aoBeveic (8,2%) otnv opdda Tov GuVELOGLOD
Khomdoypénc-AXO cvuykprrikd pe 303 acbeveig (11,7%) oty opdda tov AZO (avoroyio Kivohvou
[HR], 0,68, 95% didotnua epumiotocvvng [CI], 0,57 émg 0,81, P<0,001). TAEE mapovcidotnke o
204 acBeveic (7,9%) otnv opada Tov GLVIVAGUOV KAOTIO0YPEANG-AXO cuyKpitiKa pe 295 acbeveic
(11,4%) oty opada tov AXO (HR, 0,67, 95% CI, 0,56 £mg 0,81, P<0,001). Ayoppayikd ayyeloako
EYKEPAAKO EMEIGOO10 TaPOLGLICoTNKE o€ § acbeveig og kKabepio amd T1g dV0 opddeg g perétng (0,3%
og Kabe opdda). Métpa 1 coPopn arpoppayia topovoidotnke oe entd acdeveic (0,3%) otnv opdda
TOL GLVOILAGHOV KAOTLOOYPEANS-AXO Kat o€ oyTd acbeveig (0,3%) oty opdda tov AXO (P =0,73).
To 10606TO 0TOIOVINTOTE AULOPPAYIKOV GLUUPBAVTOV NTav 2,3% 6TV Opada TOL GLVOLAUCUOD
Khomdoypéns-AX0 cuykpitikd pe 1,6% oty opdda tov AXO (HR, 1,41, 95% CI, 0,95 éwg 2,10,

P =0,09).

POINT (Ilpooavoroliouévy ota Aiuoretarioa Avaotoln oe Néo IE kor EAdooov loyoyuxo Ayyeiaro
Eyxepotiko Eneiaodio)

AVT 1 TUYALOTOMNUEVT, OITAG TUQAT], TOAVKEVTPIKT, EAEYYOLEVT LLE EIKOVIKO QOAPLOKO KAVIKT UEAETT
ocvunepérafe 4.881 diebveig acheveic pe 0&O IIE (Babporoyio ABCD2 >4) 1| éhaccov ayyelako
gykepolko enelcodto (NIHSS <3). Okrot o1 acBevelg kat otig 600 opddes EraPav avorytn Bepaneia pe
AXO g nuépeg 1 €wg 90 (50-325 mg copgpmva e v kpion tov Bepdmovtog wwtpov). Ot acbeveic mov
ToyatomomOnkay otV opdadoe ¢ kKAomdoypéAng Eafav pia 6om EOPTIoNG KAOTIO0YPEANG TOV

600 mg v nuépa 1, akorovBovpevn amd KAOTd0YPEANG 0N 860N T®V 75 mg TNV Nuépa T NUEPEG 2
£w¢ 90. Ot acsbeveic TOL TLYAOTOON KOV GTNV OLLASN TOV EIKOVIKOD QAPLLAKOL EAaBaV EIKOVIKO
QApIOKO avTioTOYO0 TNG KAOTOOYPEANC TIg Nuépeg 1 €mc 90.

H x0pua éxPaon amotelecpatikdtnTog NToV £va cOVOETO KATOANKTIKO onpEio Tov TepteAdppove
peifova woyoyuxd encieodo (IAEE, EM 1 6avatog amod 1oyaipukod ayyslokd encieodo) v nuépa 90.
Av16 cuvéPn og 121 acbBeveic (5,0%) mov éhaPav Khomdoypérn cvv AZO cvykpitikd pe 160 acbeveic
(6,5%) mov éhafav povo AZO (HR, 0,75, 95% CI, 0,59 ¢wg 0,95, P = 0,02). H devtepevovoeg £kfoon
tov [AEE napovoidotnke oe 112 acbeveic (4,6%) mov éhafav khomdoypéin cvv AXO cuykplikd pe
155 aoBeveic (6,3%) mov éhapav povo AXO (HR, 0,72, 95% CI, 0,56 émg 0,92, P =0,01). H xopia
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éxPaon acedielag g peilovog atpoppayiog mapovsidotnke oe 23 amd toug 2.432 acbeveig (0,9%)
7ov Ehafav Khomdoypéin cvv AXO kot og 10 amd tovg 2.449 acbeveig (0,4%) mov Erafoav poévo AXO
(HR, 2,32, 95% CI, 1,10 éwg 4,87, P = 0,02). EAdccwv awpoppayia mapovcidotnke og 40 acbeveic
(1,6%) mov élaPav kKhomdoypéin cvv AXO kot og 13 acbeveig (0,5%) mov Edafav uévo AXO (HR,
3,12, 95% CI, 1,67 éwc 5,83, P < 0,001).

Avaivon g ypovikng mopeiag tov peretddv CHANCE kot POINT

Agv vnpye 0QEAOC MG TPOG TNV amoTeEAecUATIKOTNTA 0td TN cvvéyion s DAPT népav tov

21 nuepav. [paypotoromOnie pio KaTtovoun tng XPOoVIKNG TOPEiNg TV HEWLOVOV IGYOUIKOV
EMELG00I®V KoL TV PelOVOV aloppayldv Le Bdon Ty exydpnon g Bepomeiag yio vo avalvdei 1
enidpacn g Ppayvypoviog ypovikng mopeiag tng DAPT.

IMivaxag 1- Katavopn ypovikig mopeiag peilévov 16 oK@V ETEIG0010V Kot peEévav
awoppayiov ne Baon v exyopnon Bepansciog otic peréteg CHANCE kot POINT

Ap.
OUUBAVTWY
ExBaoeig oTig
HENETEG Ekxwpnon Sivoho n Vi 3n
CHANCE kai Bepareiag eBooudda  eBdopada  eBdoudda
POINT
MeiCova ioxaigikad  AZO (n=5.035) 458 330 36 21
€TMEI0B01a
KAM+AZO (n=5.016) 328 217 30 14
Aiagopd 130 113 6 7
MeiCwv aipoppayia  AZO (n=5.035) 18 4 2 1
KAM+AZO (n=5.016) 30 10 4 2
Alagopd -12 -6 -2 1
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KoAmixy napuopoyn

Ot peréteg ACTIVE-W ka1 ACTIVE-A, dwopopetikég dokipég tov npoypappatog ACTIVE,
ocounepérafoyv acBeveic pe kohmukn pappopvyn (KM), ot omoiot giyov TovAdyiotov Evav mopdyovta
KWvaOvoL yia ayyelokd cupfauata. Baoel tov kprmpiov stleaywyng, ot tatpoi evétaéav acbeveig otnv
ACTIVE-W &dv ftav vroyneiot yio Oeparneio pe aviayoviotés g Prrapiving K (ABK) (6nwgn
Bappapivn). H perétn ACTIVE-A nepiedappave acBeveic mov dev uropodoav va Aapovv Oepamneio pe
ABK eneidn dev umopovoay 1 dev emibopovoay va Adfovv Ty aymyn.

H perémn ACTIVE-W katédeiEe 6t n aywyn pe avtaymviotes g Prrapivng K ftav mo
OTOTEAEGILATIKY OO TNV KAOMIS0YPEAT Kot To AXO.

H perétn ACTIVE-A (N=7.554) 7Tov o TOADKEVTPIKT, TUXOLOTONUEVT], SITAN-TVOAY, EAEYXOLEVT
LLE EIKOVIKO QApUAKO UEAETN, 1] OTLOl0L GUVEKPIVE TNV KAOTOOYPEAN 75 mg/muépa + AZO (N=3.772) pe
gikoviko @dpuaxo + AX0O (N=3.782). H cuvietduevn d6on v to AXO Aoy 75 €og 100 mg/muépa.
Ot acBeveic nTav Vo ayoYn £0g Kot 5 ypdvia.

Ot acBeveic mov TuyatomomOnkav oto Tpdypappo ACTIVE ftav ekeivol mov mopovctdotnkay pe
amodedetypévn KM, onA. gite pe uoviun KM 7 pe tovddyietov 2 encioddia dtoreintovsog KM atovg
TeEAEVTOIOVG 6 PVES, Kal Y0V TOVAGYIGTOV £vay 0O TOVG 0KOAOLOOVG TOPAYOVTEG KIVOUVO: NAKia
> 75 etdv, N Nhia 55 g 74 etdv Ko gite caxyopmon dtapntn mov anoitovoe Oepaneia pe
QApUOKD, EITE ATOOESEIYIEVO TPONYOVLEVO Euppaye pookapdiov (EM) 1 amodedetyuévn otepaviaio
VOGO NTOV GE Ay®YN Y10 GUGTNUATIKN VTEPTOGT)® TPOTYOVLUEVO AYYELNKO EYKEPOAIKO ETEIGOD1O0,
TopodIKo woyopiko enelcodio (IIE), 1 cvotnuotcd epfoliopd ektog KNX- duciettovpyia g
aprotepdg Kotiiag pe KAdopa eEmBnong g aprotepng kowkiog <45%:- N amodederyévn TepLPEPIKT|
ayyewkn voco. H péon Pabuoroyic CHADS, ftav 2,0 (vpog 0-6).

Ta KOpLo KPITAPLOL OTOKAEIGHOD Y10 AGOEVEIG TOV KOTAYPAPNKAY TV EAKOG TEXTIKOV EVTOG TMV
TEAEVTAIOV 6 UAVOV" TPOTYOVEVT EVOOEYKEPOAIKT aipoppayio: cofapr Opoupomevia (aptOpog
awpometariov < 50 x 10%/1)- amaitnon Yo kKhomdoypéAn 1 amd Tov 6TONATOG avTITKTIKG (AZAIT)- 7
dvoave&ia og omoldNTOTE Ao TIG dVO OVGIES.

EBdopunvta tpia to1g ekatd (73%) tov acbevov mov evidydnkav ot perétn ACTIVE-A dev
uropovoav va Aapfovv ABK Adym g a&toAdynong Tov 1tpov, aduvoLitg COUUOPO®ONG Yo, TV
mapakorovOnon tov INR (d1ebviic oparomompévn oyéon), Tpodidbeong yio TTOON 1 TPOVUATIGUO TNG
KEPAANG, 1] GLYKEKPIUEVOD KIVOUVOL aupoppayiog: yio 1o 26% tav aclevav, 1 amd@acT Tov 10Tpov
Baciotnke otn pun embopia tov acevoic va Adaper ABK.

O mAnBuoudg Tev aclevav cvumepielaPe yovaikeg katd to 41,8%. H péon nikio nrav 71 €, to
41,6% twv acBevav ftav > 75 etov. 'Eva ovvoro 23,0% tov acbevav Aaufavoy avtiappuOukd,
52,1% Pnra-amoxhelotéc, 54,6% avactoreic tov MEA kot 25,4% otativec.

O ap1Bpog TV 0cbevav, ol omoiol £QTacayv o€ £va TPMOTEHOV KATUANKTIKO onueio (xpovog péypt Tnv
TPMTN EPOAVIOT] QYYELONKOD EYKEPAALKOD eMeG0diov, EM, cvotnuotikog epfolopog extog KNZ 1)
ayyewko Odvarto) frav 832 (22,1%) otnv opdda mov avipetoniomnKe pe kKAomdoypéin + AZ0 kot
924 (24,4%) otV opddo. Tov eKoVIKOV @apudkov + AXO (ueiwon Tov oyetikod Kivovvov 11,1%:
95% CI12,4% ¢wg 19,1%- p=0,013), xuping Ady® pog HeYAANG HEIDONG TNG GLYVOTNTOS TOV
AYYEWK®OV EYKEQUMKDV EMEIGOOIMV. AYyeloKkd eykepalkd eneioddia cuvéPncav oe 296 (7,8%)
acBeveic mov EhaPav Khomdoypéin + AZO kot 408 (10,8%) acbeveic mov Elafav erovikd papuoko +
A0 (peimon Tov oYeTIKoy Kivdvvov, 28,4%- 95% CI, 16,8% éwc 38,3%  p=0,00001).

THoudiozpixog ninBoouog

e o HeAéTn KAlakovuevng docoroyiag 86 veoyvav 1 Ppepdv g 24 unvav o€ Kivouvo
Opoppwong (PICOLO), n khomdoypérn a&loroyndnke oe dradoykég 06aelg Tmv 0,01, 0,1 kot

0,2 mg/kg oe veoyva kai Bpéen kot 0,15 mg/kg novo e veoyvd. H d6on tv 0,2 mg/kg métuye
péon mocooTiaia avacsToAn e Tééng Tov 49,3% (5 pM ADP-eraydpevn cusohpevon
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OOTETAAI®V), 1| omoia fTay cuykpiown pe ekeivn TV evnAikev Tov Aappdvovv Plavix
75 mg/muépa.

e U TUYOOTOMUEVT], STANG-TVPANG, TapdAANA®V opddov perétn (CLARINET), 906 maidiatpucoi
aocBeveic (veoyvd kot Bpépn) Le KLAVOTIKH GUYYEVH KOPOLOKT VOGO TOV AVTILETOMILETOL
TOPNYOPNTIKG [LE APTNPLOKT] TOPAKOUYT GO T CUGTNUATIKY TPOG TNV TVELHOVIKT KuKAOQOpida,
ToyotomomOnkav ya va Aapovv Khomdoypéin 0,2 mg/kg (n=467) 1§ ewovikd papuako (n=439) pali
Le Tautoypovn Bepameio LEYPL TO YpOVO TOL YEPOLPYEIOL oE devTepT pdon. O pécog ypdvog petaln
NG TOPNYOPNTIKNG OVTILETOMIONC LE TOUPAKOLYN KOl TNE TPAOTNG XOPYNONS TOL QUPUAKEVTIKOD
TPo1ovTog TG perétng Ntav 20 nuépec. Katd tpocéyyion 88% twv acbevav édafav tavtdypova AZO
(evpog 1 émc 23 mg/kg/Mmuépa). Aev vmpée onpovtikn dapopd petasd TV opddwv 6To TP®TEVOV
oVVOETO KaTAANKTIKO onpeio Tov Bavatov, Opoupwonc g Tapdkapyng 1 mapéppacng oxeTilopevns
UE TNV Kapdtd pv omd v nAkio tov 120 nuepmdv petd and enciodo1o mov Oewpnnke OpouPfotixnig
@vong [89 (19,1%) yio v opdda kKhomdoypeAng kat 90 (20,5%) yio TV opdda EIKOVIKOU GapUaKov]
(BA. mapdypapo 4.2). H apoppayio nTav 1 1o cuyva avapepOUeVn avemBOunTn evEPYELN Kol OTIG
300 opadeg KAOTIOOYPEANG KOl EIKOVIKOD PAPUAKOV: (0GTOCO, deV VTNPEE Kouio oNUAVTIKT d0Qopd
GTO TOGOGTO ALLOPPAYING HETOED TOV OUAd®Y. TN LOKPOYPOVIL TAPUKOAOVONGN TG 0CPAAELNG
OVTNG TNG LEAETNG, 26 000EVEIg e TNV TOPAKOUYT KO VPICTALEVT O NAKIQ EVOG £TOVGg EAafay
KAOTIO0YPEAN €m¢ TV NAkia Twv 18 pnvav. Koapd kawvovpio avnovyio yio v ac@aieio dgv
mopoTNPENONKE KATE TN S1APKELN OVTAG TNE HOKPOYPOVING TaPaKOA0VONoTG.

Ot dokipég CLARINET ko PICOLO dtevepyndnkay xpnoorot@vtog £vo, cuoTabéy dtdAvua
KAomdoypEANC. Xe o oxeTIkn LeAéTn Proicoduvapiag o EVAAIKES, TO GVOTOOEY dldALU
KLOTO0YPEANC £0€15E TTOPAOOLDL EKTAGT] KOl EAGYLGTO VYNAOTEPO TOGOGTO ATOPPOPNGNG TOL KHPLOV
KUKAOPOPOVVTOG (avevEPYOD) HETOPOAITI GUYKPITIKA LE TO EYKEKPIUEVO S1OKIO.

5.2 ®@appokokivnTiKES 1WO10TNTEG

Armoppognon

Metd amd epdmaé Kot emavarapfavOoreveg NUEPNOIEG 00GELS 75 mg and TOL GTOUATOG, N
KAomd0YpEAN amoppopdtat ToyEws. To péso vynAdTEPO EMinedo TN OUETAPANTNG KAOTSOYPEANG GTO
mAdopa (Katd tpocéyyion 2,2-2,5 ng/ml petd ond epdmas 66om 75 mg omd ToL GTOUATOC)
gupaviotnke mepimov 45 Aentd petd ™ yopnynon g 6oone. H amoppdoenon eivar tovidyiotov 50 %
pe Baon m pétpnon anoforng TV PETAROMT®OV TG KAOTO0YPEANG OTA 0VPAL.

Kazavoun

H xhomidoypéin kai 0 KOPLog KOKAOQOP®V (AveVEPYOGS) LETAPOAITNG TNE, OEGUEVOVTUL AVASTPEY LA
e TPOTEIVEG TOL avOpdTIvoL TAdopaToG (98 % kan 94 % avtictoy) in vitro. H déopevon in vitro
dev QTAVEL LEYPL KOPEGLOV Y10l EVAL EVPV PAGLLO CLYKEVTPOOTNG.

Biouetaoynpotionog

H «homdoypéin petaforileron ekteTopéva oto map. In vitro Kot in vivo, 1 KAOTLSOYPEAN
petaforileton pécm 600 KOPLOV UETAPOAIKDY 03MV: pio KATA TNV 0700, e TN LEGOAGPNON
€0TEPUCOV VOPOADETOL GTO OVEVEPYD TaPAy®YO ToL KopPoLuiikov 0&€og (85% TV KuKAOPOPOHVTI®V
peTafoT®mVv) Kot pia HE T pecoAdfnon moAlarAdv kKutoxpopdtov P450. H khomdoypéin
petaforiletar apyikd otov evdlapeco petaforitn 2-oxo-clopidogrel. Enaxolovbog petafolopdc tov
gvoldpecov petaporitn 2-oxo-clopidogrel éxel w¢ amotéleopa T dnuovpyio TOL dPUGTIKOD
petaforitn, éva mapdymyo Oe10ing. O dpaoctikdg petaforitng dnpovpyeitan kupiong ard to CYP2C19
pe ) cvpPorn amod ddpopa dira Eviopa CYP, tepilapfavopévov twv CYP1A2, CYP2B6 kat
CYP3A4. O evepyog petaforitng 0g10An, o omoiog amopovadnke in vitro, GuveEETOL YPNYOPO. KOL N
AVOGTPEYIUO [LE VTTOOOYEIS UOTETAAI®V, AVACTEAALOVTAG £TOL TI| GUGGMPELCT) TV ULLUOTETUAIWDV.

H Chax TO0 dpaotikov petafolitn eivoal SumAdoio petd amd o epdmras d6om eoptions twv 300 mg
oMM gival et amod Téooepig NUEPES pe 66om cuvinpnong tov 75 mg. H Chax mopatnpeital katd

pocéyyon petd amd 30 éwg 60 Aemtd petd T YopnyNOoN TG dOGNG.

Améxrxpion
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1oV GvOpomo, netd amd pio amd Tov 6TéHATOg SO KhomSoypéing ceonuacuévng pe C, to 50%
nepimov amoPdaiieTon pe ta 0vpa Kot to 46 % mepinov pe o KOTpava o€ dStdotnua 120 wpdv petd
omd T Ay TG 000MG. Metd amd spdmas d6on 75 mg amd Tov GTOLATOS, 1| KAOTO0YPEAN £xEL YpOVO
nuiceag {ong mepimov 6 dpec. O ypdvoc NUicENG OTEKKPIONS TOL KHPLOV KVKAOPOPOUVTOG
(avevepyoD) petafoiritn NTav 8 MPEeG, LETA O TNV €QATAE KOl ETOVOAAUPOVOLEVT] XOPYNOT).

Dopuoxoyevetikn

To CYP2C19 gumiéketon otn dnpiovpyio Kol Tov dpocTIKOD HETAPOAIT KOl TOV EVOIAUECOD
petafoiitn 2-oxo-clopidogrel. H @appocokivnTikn kot 1 avTIOLUOTETAALNKT OpAGT) TOV dPUCTLIKOD
UETAPOAITN TNG KAOTIOOYPEANG, OTWC LETPNONKAV LE ex Vivo LETPNOELS TNG CVGCOPEVOTG
LUOTTETAAIDVY, SlaPEPOVY avaroya (e To yovotumo Tov CYP2C19.

To aAniopopeo CYP2C19*1 avrtiotoryel oe TANPOC AEITOLPYIKO LETOPOAICLO, EVED TO OAANAOLOPPO
CYP2C19*2 xou CYP2C19%*3 givar un Aertovpyikd_. To aainriopopeo CYP2C19*2 kot CYP2C19*3
gvbvvovtar yo TNV TAEOYN i TOV OAANAOHOPPOV LEe Hetdpévn Aettovpyio otovg Kavkdoiovg (85%)
Kot otovg Actdreg (99%) pe petmpévn petaforikr| Asttovpyic. AAro adAnAdpopea mov oyetilovot
LE amoVTO 1 LELMIEVO PETOPOAIOUO givarl AydTepo cuyvd kot teptlappdvovy ta CYP2C19*4, *5, *6,
*7 a1 *8. 'Evag acbevig pe petopévn petafoikn Aettovpyia 0o dtabétel 600 aAinAdpopea pe
EMenym Aertovpyiag 6mwc opiletan mapamdve. Anpocievpéves ouyvotnteg yovotvinwy tov CYP2C19
pe petopévn petafoiikn Aettovpyia eivan katd tpocéyyion 2% yia toug Kavkdsiovg, 4% yuo toug
Mavpovg kot 14% yia toug Kivélovg. Yrapyovv dtaféciuec SoKIHOGIES Yio TOV OPIGHO TOV YOVOTVOITOV
tov CYP2C19 gvog acBevoic.

Muo, perdét dwotavpwong oe 40 vym dropa, and 10 og kaOe pia and T TEGGEPLS KT YOPiES
petaforkng wavotmrag tov CYP2C19 (oA vynin, ekteTopuévn, evOLGUEST Kot LELOUEVT),
aE0AGYNOE TN POPLOKOKIVITIKT KOl TNV AVTOTOKPLIOT] TOV OUOTETOM®Y yproiponotdvag 300 mg
KAOTO0YPEANG oL aKoAoVBgiTaL omd 75 mg/muépa kot 600 mg mov akoiovbeitar and 150 mg/Mmuépa,
70 KaBéva Yo S nuépeg (otabepomomuévn katdotaor). Aev TapatnpeNONKay GNUAVTIKES SL0POPES
otV ékbeom oTo SpaoTIKO PETAPOAITN KOL OTN LEGT] AVOGTOAY T1G CLUGCMPEVCTG TV OLUOTETAAIDV
(IPA) peta&d exeivov e ToAd VYA, EKTETAUEVT Kot EVOLAUEST) LETABOMKN 1KOVOTNTO.

210 GTOMO UE UELMUEVT HETAPOAIKT TKOVOTNTO, 1 EkOECT) GTOV dpaoTIKO HETAPOAIT pEl®ONKe KaTd
63-71% cvyKpITIKA e eKEIVO L EKTETAUEVT] LETAPOALKT tkavOTNTA. METH TO HOGOAOYIKO Gy

300 mg/75 mg, Ot AVTIOLUOTETAALNKEG AVTATOKPICELS LEMONKOV GTO ATOUO E UEIOUEVT LETAPBOAIKT
wavotnta pe péon [IPA (5 uM ADP) 24% (24 dpec) ko 37% (Huépa 5) dnwg cuykpibnke pe v IPA
39% (24 opeg) ko 58% (Huépa 5) ota dtopa pe extetapévn petaforikn avotna kot 37%

(24 opec) ko 60% (Hpépa 5) ota dropa pe evordueon petaforikn wavotnto. Otav ta dTopd pe
petopévn petaforikn wkavotnra EAafav 1o docoroykd oyfua tov 600 mg/150 mg, n €ékBeomn oto
dpaoTiko petafoiitn frav peyaddtepn omd 1o d0coAoykd oyfua Twv 300 mg/75 mg. Emmpocherta, n
IPA ftav 32% (24 opeg) kot 61% (Huépa 5), mov ftav peyaldtepe omd OTL 6T ATOUN [LE LEIOUEVT]
petafoiikn kavotnta mov EAaav to docoroyikd oynua 300 mg/75 mg Kot TaPOLUOLES e TIG AALES
opadec petaforikng Aettovpyiog tov CYP2C19 wov éhafav to docoroyikd oynua tawv 300 mg/75 mg.
"Eva katdAAnAo 0G0A0YIKO GYNa Y10 aLTO TOV TANBVoUS acbevav dev £xel kKobiepmbel o€ KAVIKEG
SOKIES.

SOHUEMVO UE TO TOPUTAVED OTOTEAECUOTA, GE L0 LETA-0VAAVGN TTOL TTepleAdupave 6 peléteg ue
335 dtopa OV AVTIHETOTIOTNKOV Pe KAOTIO0YPEAT 6€ oTafepomomUévn KATAOTOOT), KatadeiyOnke
ot 1 €kBeon oto dpacTikd petaforitn petmdnke katd 28% yio Ta dTopa e EVOLALEST) LeTABOALKN
Aertovpyia kot 72% yio ToL ATOQOL PLE LELOUEVT] LETAPOAKT AELTOVPYIO EVA 1) OVOGTOAN TG
oLeompeLoG alponetariov (5 uM ADP) peidbnke pe dtapopég otnv IPA tov 5,9% war 21,4%,
avtioTtotya, 0TV cLYKPiOnKe pe Ta dTopa pe ekTeTapévn LeTafoAlkn Agttovpyia.

H emppon tov yovotdmov tov CYP2C19 otig kKAvikég ekPacelg oe 0oOeVEIS TOV AVTIUETOTIOTIKAY [UE
KhomdoypEAN dev €xel a&lohoyn0el € TPOOTTIKES, TUYOLOTOMUEVES, ELEYYXOLEVES SOKIHEG. ‘Eyet
vrdpéel Evag aptBpdg avadpoUKOY avaADGEMY: MGTOCO, Yol TV 0EIOAOYNOT VTNG TG ENLOPACNC O
acfeveic Tov £YOVV AVTIUETOTIOTEL LE KAOTLOOYPEAT KO Y10 TOVG OTOIOVE VITAPYOVY YOVOTUTIKE,
arotedéopata: CURE (n=2721), CHARISMA (n=2428), CLARITY-TIMI 28 (n=227),
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TRITON-TIMI 38 (n=1477) ka1 ACTIVE-A (n=601), 6mw¢ kat £vag aptOpog SNUOGIELUEVOV HEAETOV
KOOPTNG.

Ytv TRITON-TIMI 38 kot o€ 3 and T1g perétec kooptg (Collet, Sibbing, Giusti), 1 GuvdVAGUEYT
opado acHevov e gite evoldpeo, €ite HEIOUEVT] HETOPOMKT tKavOTNTA YOV DYNAOTEPT GLYVOTNTA
KapOyYELOKOV SuUPapdTomv (BGvaTog, ELEPAYLLO TOL HLOKOPOIOD KOl 0YYELNKO EYKEPUAIKO
€MELG0010) N OpOUPmonNg TG eviompdBeonc (stent) CLYKPLTIKE LLE T ATOLO LE EKTETAUEVT] LETOPOALKN
KovoTNTO.

Ymv CHARISMA ka1 og o pedétn kooptig (Simon), o avénuévn cvyvotnto coppfopdtov
TapoTNPNONKE LOVO 0TO ATOpO e PELOUEVN LETABOAKN TKOVOTNTO OTAY GLUYKPION KOV LE TO GTOMO UE

EKTETAUEVT] LETAPOAIKT IKOVOTNTA.

¥ CURE, ot CLARITY, otv ACTIVE-A kot o€ o amd tig peréteg kooptng (Trenk), dev
mapaTnPeROnke avénuévn cuxvotnTa GLUPARATOV BACEL TNG LETAPOAIKNG TKOVOTNTOGC.

Koapio amd avtég T1g avaivoelg dev giye 1o néyeboc yuo va evromicel dtopopég otny EKfoocn Tov
OTOUMV LE UELMUEVT] LETAPOAIKT IKOVOTNTA.

Ewdwoi minbvopuoi

H poppoakokivntikn Tov dpactikod petafolitn g kKAomidoypEAng dev ival yvmoTH G& dVTODG TOVG
€101K00¢ TANBuo VG,

Negpixn dvoiertovpyio,

Metd and emavoropfavopevesg 006e1G 75 mg KAOTIO0YPEANG TNV NUEPO GE GTOUO LLE GOPapPT| VEQPIKY
voo0 (kabapomn kpeatvivig amd 5 uéxpt 15 ml/min), 1 avasToAR TS GVCCHOPEVLONG TWV OLUOTETAAIWY
7oV mpokaAgitat omd v ADP ftav yaunAdtepn (25 %) amd avt mov mapatnpnidnke o vyiq dtoua,
®OTOGO, 1 TOPATOGT TOL YPOVOL POTIG NTOV TAPOLOLN LE EKELVT) TOVL KATOYPAPNKE GE VY] ATOLM TOV
ghappavay 75 mg kKAomdoypéAng v nuépa. Emmpocstétwe, n KAk avoyn NTov KaAn oe 6A0VG
ToVG acbeveic.

Hratikn dvolerrovpyio

Metd and enavarapPoavopeveg d6oelg 75 mg kKAomdoypéAng v nuépa yro 10 nuépeg o€ acbeveig pe
cofapn NTOTIKT SLGAEITOVPYIA, 1] OVAGTOAN TG CLGCMPEVCONG AUOTETOA®Y dtapécov g ADP ftav
TapoOpold e eketvn Tov mapatnpninke o vy dtopa. H péon mopdtacn tov ypdvov pong frav
€MioNG TOPOLOLN OTIG OVO OUADEG.

Don

O emumoloopog TV aAlnAdpopewv tov CYP2C19 nov oyetiCovtar [ie eVOIAUESO 1| TEPLOPICUEVO
petaforioud dopépet avaroya pe T QUAY/eBvikotnta (PA. Papuakoyevetikn). Awo tn PifAoypaeia,
VILAPYOVV TEPIOPICLEVO. dESOUEVE OlaBEGIUa Y10 va aEloAoyn Ol | KAVIKY ERIMTOOT YOVOTLUTT®OV TOV
CYP ywo v gpodvion copufopdrov og kKAvikn kfoor).

5.3 Ipoxivikd dgdopéva Yo TNV 06QIAELQ

Koatd ) didpkela Tov pun KAVIKGOV LELETOV GE APpOVPAIOVG KOl GE UTOUTOVIVOVG, 0L TTO GUYVE
TOPUTNPOVUEVEG EMOPACELS NTOUV NAATIKEG AAAOIDGEIC. AVTEG TapotnphOnKay 6g dOGEIC TOV
AVTITPOCHOTEVOVY TOVAGYIGTOV 25 Qopég TNV Ekbeom mov mapatnpndnke og avlpd@mTOvE TOV
ehapfovay kKhMvikég 060e1g Tmv 75 mg/muepnoimg Kot ftay enakdAovo oG enidpacns 6T NTOTIKE
petafoika Evlopa. Kapio exidpacn oto nmatikd petaforikd vivua dev mapatnpndnke o
avBpadTovg Tov eAGuUPavay KAOTId0YPEAN OTIG BEpOTEVTIKEG HOCELS.

X moAD VYNMAEC 0OGELC, OvaEEPONKE EMIONG TEPLOPICUEVT] YOGTPIKN avoyn] (YaoTpitida, YOoTPIKEG
SPpoTIKEG AALOIDGELS KOUT EUETOC) TNG KAOTLOOYPEANG GTOVG BPOVPOIOVE KOl TOVG UITUUTOVIVOLC.
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Agv vmp&e Kapio EvogiEn kapkivoyovou dpdong otav 1 KhomdoypEAn xopnyndnke yio 78 efdoudadeg
o€ TovTiKovg Kot Yo, 104 eBdopddeg oe apovpaiovs, oe ddcelc puéypt kot 77 mg/kg v nuépa (n omoia
AVTITPOCHOTEVEL TOVAAYLGTOV 25 Popég TNV £kbeomn mov eugavileTor Tovg avOpdITovg mov Aaufdvouvy
75 mg/muepnoing).

H xhomidoypéin €xer dokipnacbel oe pia Gepd in vitro Kot in vivo YovoToEIK®V LEAETMV Kot deV €0€1EE
YOVOTOEIKOTNTA.

H «homidoypédn de Ppédnke va £xel EXidpaoN GTI YOVILOTNTO TOV OPCEVIKMOV KAl T®V ONAvKmv
apoLvPAi®mV Kol OV NTOV TEPOTOYOVOG OVTE GTOVE APOLPAIOLS 0VTE 6T KovvEMa. Otav yopnyndnke oe
Onralovteg apovpaiovg, 1 KAomdoypéAn mpokaiese ehappld kabvuotépnon otV avamTuén Tov
omoyovov. E1d1kéc QapLakoKIvnTIKES LEAETEG TOV EYIVOV LE POSIOGECTLAGIEVT KAOTLOOYPEAN
éoei&av OTL M uNTPIKn ovcia 1 o1 peTaPolriteg TG exkpivovtal 6to YaAa. Etouévmg, (o dueon
enidpaon (mia to&koTnTa), 1 Ho Eppecn enidpacn (Leimon e YevoTikng IkavoTnTag) dev Umopel
va amokAEloOet.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Katdroyog ekddymv

Tvpnvag:
Movvitoin (E421)
IMoAvaBvievoylvkoin 6000
Kvttapivn pikpokpuotoiiixg
Kwéhato vdpoyovopévo
Y 8po&umpomvuAoKLTTAPIVI YOUNATC VTOKOTAGTAGTC

Emixaloyn:
Yrpopeiroln (E464)
Aoktoln povoiidpikn
Tpuoketivn (E1518)
Titaviov d10&eido (E171)
Z10mpov o&gido epvbpod (E 172)

THapayovrag otirfwong:
Knpog kapvaovpng

6.2 AocvpparétnTeg

Agv gpappdletar.

6.3 Awdpkewa ong

3 xpovia.

6.4 Iowitepeg TPoPLAGEELS KOTE TNV VAAEN TOV TPOIGVTOS

e koyéreg and PVC/PVDC/Aluminium, guidccete o€ Beppokpoacio pikpotepn twv 30 °C.
e KOWELEG LOVO OO AAOVUIVIO, BEV VITAPYOLV EIOIKEG 00MYIEG SLATNPNONG Y10 TO TPOIOV AVTO.

6.5 ®@Vo1 KOl GVOTATIKA TOV TEPLEKTN
Plavix 75 mg emkaivpuévo pue Aertd vuévio StoKio

Koyéheg and PVC/PVDC/Aluminium 1 koyéhec povo amd alovpivio, 6€ KOLTLA Ao YOPTOVL TOV
neptEyovv 7, 14, 28, 30, 84, 90 kot 100 emkaAvppéva pe Aentd vuévio diokia.
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Yvokevaoieg koyeldv (blister), povadwv 66ong ard PVC/PVDC/Aluminium 1 povo oo aAOVUivVIo
0€ KoVTLd amod yoptovL Tov TEPEYovvy 50 x 1 emucaloppéva pe Aemtd vuévio diokia.

Plavix 300 mg emkoloppévo pue Aentd vUEVIo diokia
Yvokevaocieg koyed@v (blister), povadwv 666mG, amd GAOLUIVIO GE YoPTOKVTIO TOL TTEPLEYOVY 4 X 1,
10x 1,30 x 1 ko 100 x 1 emkaAvppéva pe Aemtd vUEVIO doKia.

Mmropei va unv KoKAOPOPOUV OAEG Ol GLOKEVAGIEC.
6.6 Iowitepeg TPoPLAGEELS aOpPLYNG

Kabe aypnoiponointo eoapuokevTikd Tpoidv 1 VTOAEUN TPETEL VO UTOPPITTETAL GOUPDVO, JLE TIG
KOTA TOTOLE 16 VO0VGEC CYETIKEG S1UTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

FoAAa

8. APIGMOI AAEIAY KYKAO®OPIAX

Plavix 75 mg gmkaioppéva pue Aertd vuévio diokia

EU/1/98/069/001 - Kovtid TV 28 emkaAVppéVOVY e AETTO VUEVIO SIOKIWV 6€ KOWELEG 0md
PVC/PVDC/Alu

EU/1/98/069/002 - Kovtid tmv 50 x 1 enucaloppévev pe Aentd vpévio diokiov oe Koyéreg and
PVC/PVDC/Alu

EU/1/98/069/003 - Kovtid tev 84 emikaAvppévov pe ATt DUEVIO JI0KI®V GE KOWELEC OO
PVC/PVDC/Alu

EU/1/98/069/004 - Kovtid tmv 100 emucolvppévev e Aertd vpévio dtokiomv o Koyéreg amd
PVC/PVDC/Alu

EU/1/98/069/005 - Kovtid tov 30 emtkaALUUEVOVY e AETTO VUEVIO SIOKIOV G€ KOWEAEG amd
PVC/PVDC/Alu

EU/1/98/069/006 - Kovtid tev 90 emikalvppévov e Aentd vpévio Siokimv o€ Koyéleg omd
PVC/PVDC/Alu

EU/1/98/069/007 - Kovtid tov 14 emtkaALUUEVOVY e AETTO VUEVIO SIOKIOV G€ KOWEAEG amd
PVC/PVDC/Alu

EU/1/98/069/011 - Kovutid v 7 eMKAAVUUEVOV IE AETTO DUEVIO O10KIMV 08 KUWELEG Amtd
PVC/PVDC/Alu

EU/1/98/069/013 - Kovtid tmv 28 emkaAvUUEVOV Pe AETTO DUEVIO S10KIOV 08 KUWELEG LOVO Old
oAovpivo

EU/1/98/069/014 - Kovtid tv 50 x 1 emtkaAvppuévov pe Aentd vuévio diokinv e KuyéELeg LOVO amd
alovpivo

EU/1/98/069/015 - Koutid TV 84 emikaAvppévoy e Aemtd vpévio SIoKimv o€ KOWELEC LOVO omd
oAovpivo

EU/1/98/069/016 - Kovtud tov 100 emkoAlvoppévav e Aento vuévio diokimv o Kuywéleg uovo amd
alovpivo

EU/1/98/069/017 - Kovtid tv 30 emiKoAvUUEVOVY LE AETTO DUEVIO JIOKI®MY GE KOYEAES LOVO aTTO
alovpivo

EU/1/98/069/018 - Kovtid tmv 90 emikaivppévov pe Aentd vpévio diokinv og Kuywéleg LOVO and
oAovpivo

EU/1/98/069/019 - Kovtid tov 14 emikoAvupévov pe AenTod DUEVIO SIoKIMV GE KOWELEC LOVO aTto
alovpivo
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EU/1/98/069/020 - Kovtid tv 7 emkaAvpUEVOVY pe AemTd DUEVIO S1oKimV 6 KOWELEG LOVO OTTd
alovpivo

Plavix 300 mg emuaivppéva pe Aemtd vpévio diokia

EU/1/98/069/008 - Kovtid tov 4 X 1 enucoloppévav pe Aemtd vuévio diokiov oe blister, povadwv
3001 amd oAoLLiVIO

EU/1/98/069/009 - Kovtid tov 30 X 1 emikaAvppévev pe Aemtd vévio diokiov og blister, povédwv
d001g amd aAovivio

EU/1/98/069/010 - Kovtid twv 100 x 1 emkodvppévev pe Aentd vuévio diokimv ot blister, povadwy
3001 amd oAovivio

EU/1/98/069/012 - Kovtid tov 10 X 1 emikaAvppévev pe Aemtd vpévio diokiov og blister, povédwv
3001 amd oAOLLIVIO

9. HMEPOMHNIA ITPQTHX ET'KPIZTHX/ANANEQXHY THX AAEIAX
Hpepounvia mpdtng €ykpiong: 15 loviiov 1998

Huepounvia tedevtaiog avavémong: 19 Ilovviov 2008

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

<HH prvag EEEE>

Aemtopepn TANPOPOPLOKH GTOLYEIN Y10 TO TOPOV PAPUAKEVTIKO TPOTOV givar S100€G1Ue 6TOV SIKTLAKO
t6mo 1ov Evpaonaikod Opyavicpod Qoppdkov: http://www.ema.europa.eu/
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ITAPAPTHMA 11

HHAPAXKEYAXTEX YIIEY®OYNOI I'TA THN
AITIOAEEMEYZH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ANIOTEAEEMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopo. kot d1evfuvon TV TOPUSKELAGTMV TOL £ivol VTELOVVOL Y10 TNV ATOSEGUEVGT] TV TOPTIOWV

- Plavix 75 mg emkodvppéva pe Aemtd vpévio diokio

Sanofi Winthrop Industrie

1, Rue de la Vierge

Ambarés & Lagrave
F-33565 Carbon Blanc cedex
TaAXio

Sanofi S.r.1.

Strada Statale 17, Km 22

67019 Scoppito (AQ) — Itaria

Sanofi Winthrop Industrie

30-36 avenue Gustave Eiffel

37100 Tours

TaAlio

- Plavix 300 mg emkaAvppéva e Aemtd vIEVIO dloKia

Sanofi Winthrop Industrie

1, Rue de la Vierge

Ambarés & Lagrave

F-33565 Carbon Blanc cedex

TaAAio

270 £VIUTIO QUALO 0JNYIOV XPNCEMG TOV PUPLOKEVTIKOD TPOTOVTOC TPETEL VO OVAYPAPETOL TO OVOLLOL
Kot 1 d1evBvven Tov TAPUCKELAGTN TOL Elval VITEHOVVOG Y10 TNV ATOSEGUEVCT) TG CYETIKNG TAPTIOUC.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX

. Ex0fce1g meprodikng Tapakorovdneng g aocaielog

O Kd1oy0g adeng KukAopopiag Ba katabétel ekBEGEIG TEPLODIKTG TUPAKOAOVONONG TG AGPAAELOS Y10l
TO €V AOY® TTPOTOV GOUPMOVO LE TIG OTOLTAOELS TOV 0pilovTal GTOV KUTAAOYO LE TIC UEPOUNVIEG

avapopdg ¢ Evaoong (katdroyog EURD) mov mapatifetal oto ApOpo 107y mapdypapog 7 g
Odnyiag 2001/83/EK kau €xel dnpocievbei otny evpmRATKT SIKTLOKT TOAN Y10 TO PAPLOKO.

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

. Yyéowo Awayeiprong Kivovvou (XAK)

Agv gpapudletar.
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ITAPAPTHMA III

EIHNIXHMANZXZH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EZQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Plavix 75 mg emikodvppéva pe Aemwtd VpéEVIo dlokio
clopidogrel

(2. TYNOEXIH E APAXTIKH(EZ) OYZIA(EX)

Kabe oioxio mepiéyetl 75 mg khomdoypeAng (wg 0&vn Beukn).

| 3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: kKikéhaio vépoyovaopévo kot Aaktoln. BA. @OAAo 0dnyidv yio meplocoOTEPEG
TANPOQOpIEG.

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

28 eMKOAVUUEVE e AETTO DUEVIO SLoKIM,
30 emkoAvpupévo pe AeTTO DIEVIO d1oKia
50x1 gmkoivppévo pe Aemtd VUEVIO Siokio
84 emucoloppéva e Aento vUEVIO dlokia
90 emkaAvpupéva pe AeTTO VUEVIO d1oKia
100 gmucoloppéva pe Aemtd vpévio diokia
14 emoAvppéva pe Aemto vUEVIO dlokio

7 emkoAvoppéva. e Aemtd VEVIO dloKia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONS TPV OO T YOPNYNOT).
Ao otOUaTOG Yp1IoN

AEN ITIPOXEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEINEI NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEIIOYN KAI

Na pvidooetar o€ Béom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv Ta TOLdIA.

[7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)
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| 8. HMEPOMHNIA AHEHX

AHEH {MM/EEEE}

9. EIAIKEYX XYNOGHKEY ®YAAEHX

dvAdooete og Beppokpacio pikpotepn tov 30 °C (Yo tig koyéreg and PVC/PVDC/Aluminium).
'H Agv vdpyovv e1d1kég odnyieg datnpnong (Yo Tig Koyéreg Hovo omd oAOVUIVIO).

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I1IOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11.  ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAX KYKAO®OPIAZ

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

FoAlrio

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/069/001 28 emkoivppéva e Aemtd vpévio dtokia og koyéreg and PVC/PVDC/Alu
EU/1/98/069/002 50x1 emukodvpupéva, pe Aemtd vpévio dtokia oe koyéreg amd PVC/PVDC/Alu
EU/1/98/069/003 84 emkaAivppéva pe Aemto vuévio otokio o koyéleg amd PVC/PVDC/Alu
EU/1/98/069/004 100 emkaivppéva pe Aemtd vuévio diokia o€ koyéreg omd PVC/PVDC/Alu
EU/1/98/069/005 30 emwolvoppéva e Aento vpévio diokia og koyéreg ond PVC/PVDC/Alu
EU/1/98/069/006 90 emkaAivppéva pe Aemto vuévio dlokio o koyéleg amd PVC/PVDC/Alu
EU/1/98/069/007 14 emuxaloppéva pe Aemtd vuévio diokio o kuyéreg amd PVC/PVDC/Alu
EU/1/98/069/011 7 enucaloppéva pe Aemntd vpévio dokia o koyéreg and PVC/PVDC/Alu
EU/1/98/069/013 28 emikaivppéva pe Aemtd vuévio diokio o€ KOYEAEG LOVO OO AAOVLLIVO
EU/1/98/069/014 50x1 emikodvupévo pe Aentd VUEVIO O10Kio 68 KOYEAES LOVO atd AAOVLLEIVO
EU/1/98/069/015 84 emkolvppéva pe Aemtd vpévio diokia o€ KuWEAES LOVO amd ahovpivo
EU/1/98/069/016 100 emikaivppéva pe Aemtd véEVIo S1oKia 6 KOWEAES LOVO amd aAOVUivO
EU/1/98/069/017 30 emikadvupévo. pe Aentd VUEVIO O10Kio 6€ KOYELES LOVO aTtd AAOVIVO
EU/1/98/069/018 90 emkaivppéva pe AeTTO DUEVIO O10KI0 G KOWEAEG LLOVO OTO AAOVUIVO
EU/1/98/069/019 14 emxolvppéva pe Aemtd vpévio diokia o€ KOWEAES LOVO amd ahovpivo
EU/1/98/069/020 7 emukalvppéva pe Aemtd vuévio diokio o€ Kuywéreg udvo amd alovpivo
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| 13.  APIOMOX IAPTIAAY

Hoprida:

| 14. TENIKH KATATAEZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHZ

16. NAHPO®OPIEX XE BRAILLE

Plavix 75 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0T0¢ YPOUU®TOC KDdKag (2D) mTov pépet Tov TePIANEOEVTO, LOVASTKO OVOYVOPLOTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYINOY KYWYEAH
KYWEAH/ 7, 14, 28 1 84 dwokiov

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Plavix 75 mg emikodvppéva pe Aemtd vpéVio dlokio
clopidogrel

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Sanofi Winthrop Industrie

| 3. HMEPOMHNIA AHEHX

AH=H {MM/EEEE}

| 4. APIOMOZX IIAPTIAAX

Hoprida:

| 5. AAAA XTOIXEIA

Hueporoylaxég nuépec

Agv

Tp

Tet

JRE)

ITop

Xap

Kvp

EBdopdda 1

EBoopdda 2 (yio ta kovtid tov 14, 28 kat 84 diokiwnv)

EBdopada 3 (yio o koutid teov 28 kot 84 diokinv)
EBdopdda 4 (yio ta koutid Tev 28 kot 84 diokimv)
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EAAXIXTEX ENAEIZEIX [TIOY IIPEIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYNOY KYWEAHX 'H XTIX TAINIEX
KYWEAH/30,50 x 1, 90 1] 100 dwoki®v

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Plavix 75 mg emikodvppéva pe Aemtd vpéVio dlokio
clopidogrel

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Sanofi Winthrop Industrie

| 3. HMEPOMHNIA AHEHX

AH=H {MM/EEEE}

| 4. APIOMOZX IIAPTIAAX

Hoprida:

| 5. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Plavix 300 mg emukaAvppéva e AETTO LUEVIO dloKia
clopidogrel

(2. TYNOEXIH XE APAXTIKH(EZ) OYZIA(EX)

Ka0g oioxio mepiéyet 300 mg khomdoypéAng (g 6&wvn Bewcn).

| 3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: Kikéhaio vépoyovaopévo kot Aaktoln. BA. @OAAo 0dnyidv yio meplocOTEPEG
TANPOQOpIEG.

| 4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

4x1 emkoivppéva e Aento LUEVIO dloKia
30x1 emkaivppéva pe Aewto vuévio diokio
100x1 gmucoloppéva pe Aemtd VEVIO dloKia
10x1 emkaAvppéva pe Aemtd véEVIo dloKia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

APacTe T0 PUALO 0INYIOV ¥PNONG TPV OO T YOPNYNOT.
Ao otOUATOG YpIoN

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEINEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev TPoceYYilovv Ta TULSIA.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATTAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY HIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

FoAMa

12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/069/008  4x1 emkaivppéva pe Aemtd vpévio diokia og ava povada d6ong KuoywéAn Hovo
omd aAovpivio
EU/1/98/069/009 30x1 emikodvppévo pe Aemtd vpévio diokia o€ ava povado d6oMG KuWwEAN Hovo
oo 0AOVUIVIO
EU/1/98/069/010 100x1 emkaivppéva pe Aemtd vugvio diokio og ava Lovada d6omMg KuyéEAN Lovo
omd aAovpivio
EU/1/98/069/012 10x1 emikodvppévo pe Aemtd vpévio diokia o€ avd povado d0omMG KuywEAN Hovo
omd aAovpivio

13. APIOMOX ITAPTIAAX

Moprida:

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHZ

| 16. HAHPO®OPIEX XE BRAILLE

Plavix 300 mg

17. MONAAIKOX ANAINQPIETIKOX KQAIKOX — AISAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16d100T0TOC YPOUU®TOC KOdKAG (2D) Tov pépet Tov TEPIANPOEVTO. LOVASTKO OVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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PC:
SN:
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY KYWYEAHX 'H XTIX TAINIEX

KYWYEAH 4x1, 10x1, 30x1 1 100x1 dwokiov

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX

Plavix 300 mg emikaAvppévo pe Aemtd vuévio diokiol
clopidogrel

| 2. ONOMA KATOXOY THX AAEITAY. KYKAO®OPIAX

Sanofi Winthrop Industrie

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOZX IIAPTIAAX

Hoprida:

| 5. AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®vAlo ooV ypiong: IIAnpogopiss yro Tov yprotn

Plavix 75 mg emkolvppéva pe Aertd vpévio o1eKia
KAOTOOYPEAN

AP aoTE TPOGEKTIKA OLOKANPO TO QPVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO
PappoKo, o10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 CUG.

- DuAGETE 0VTO TO PUALO 00N YLDV Ypriong. Towg ypelaotel va To dafdcete Eovd.

- Edv éxete mepartépo amopieg, p@TRGTE TO Y10TPO 1 TO POPUOKOTOLO GOC.

- H ocvvtayn yio avtd 10 appako xopnynonke amokAeloTikd yio 6. Agv TPEMEL VO SDGETE TO
0appoko og GAAovg. Mmopel va Toug TpokaAéael PAAPT, oo Kot OTav To, onUein TNG
acBEveldg Toug elvar id1a pe Ta Sikd oag.

- Edv mapotnpfoete Kamoto avemBOUnTn eVEPYELD, EVILEPMDGTE TOV YIATPO 1) TOV POPLOKOTOLO
o0G. Avtd 1oyvel kot yuo kKGO mhovi avemBOUNTN EVEPYELD TTOV OEV OVAPEPETAL GTO TAPOV
@OALO 0ONYLDV Ypione. BAéme mapdypago 4.

T egprEyeL 10 Tapov GUAAO 0ONYLOV:

T eivan To Plavix kot oo givor 1 gpfion Tov

T mpénet va yvopilete Tpv mapete 10 Plavix

[ag va mapete o Plavix

[TBavég avemBounteg evépyetleg

Iag vo puidocete o Plavix

[epreydpeva g cvokevaciog Kot Aoimég TANpopopieg

AR

1. Tu givan To Plavix kon wowa givan 1 ypfon Tov

To Plavix mepiéyetl kKAomdoypEAT Kol AVIKEL GE [0 KOTNYOPio QapuUiK®my Tov ovoualovtol
OVTIOLOTTETAAOK A QOPLOKEVTIKA TpoidvTa. Ta aponetdiia givarl ToAD piKpd copaTidlo Tov ailaTog,
T OO0 GLYKOAA®VTAL KaTd TNV THEN ToL aipatog. To avTipoTeTaAMaKd POPUAKEVTIKA TPOIOVTOL
eUTOdifovV OVTH TN CLGGOPEVOT) KoL ETGL LELOVOLV TIG TOOVOTNTES GYNLATICUOD BpOUPmV
(dwdkacio wov ovoudletal OpouPmaon).

To Plavix Aappdvetol amd eviAKeg yio TV TPOANYT GYNUATIoUOD Bpoumv ota orkAnpvuéva
apoeopa ayyeio (aptnpieg), pia oadikoacio yvootn cov adnpobpoufmaon, mov uropei va 00nyNceL o€
afnpobpoufotikd ene1c6010 (OTWOC IGYALUKO OYYELONKO EYKEPAAIKO ETEIGOII0, KAPIIAKO EXELGOSI0 1)
0avaro).

To Plavix cag £yt cuvtoyoypagnOel yio va fondnoel oty amopuyn oynuaticpod Opoupav kot va

EMTTAOOEL TOV KIVOUVO QUTAOV TOV ENEICOSI®MV ENTEON:

- €yete pia Tidnon oKANPLVONG TV 0pTNPLOV (ETiong YvmoTh oav afnpockAnpuven), Kot

- £YETE 16TOPIKO KAPSIAKOD ETEICOSI0V, IGYUUIKOD 0YYELNKOD EYKEQPAAKOD ETEIGOSIOV 1) TAGYETE
amo Lo KOTAGTOCT YVOGTY OG TEPIPEPLKN 0PTNPLOKT VOGO, 1)

- €xete 16T0p1Kd oPapod THVOL 610 6TNHHOG YVMOOTOV MG «aoTalN oTNOAYYN» N «EULEPOYLLO TOV
pvokopdiovy (kapdiakd encicddo). o Bepomeio avtng ™ TEONoNG 0 YIaTPOg Gag TOAVDS
va €yel TomobeTnoel evoompdbeo (stent) otV payuévn 1 6TEVOUEVT opTnpia Yo va
OTOKOTAGTICEL TNV OMOTEAEGLLOTIKY POT] TOL aipatog. Mmopel, eniong, va cag £xet yopnynei
Ao TO YTPO GOG KOl AKETVAOGOAKVALKO o0& (Uia ovcio TOL ATAVTATAL GE TOALN
POPUOKEVTIKA TPOIOVTA TTOL YPTCLLOTOLOVVTOL Y10 TV OVOKOVPIGT atd TOV TOVO KOl MG
avTITLPETIKG KaBmg emiong kot yuo TNV Tpdinym Opoufmong).

- £YETE TOPOVOIACEL GUUTTMLOTO AYYELLKOD EYKEPUALIKOD ENEIGOSIOV TOV VITOYWPOVV UEGH GE
GUVTOLO YPOVIKO SaoTNUE. (YVOGTO KOl O TOPOOIKO IOYULUIKO EXELGOOI0) 1) LEYALUKO
AYYEWKO EYKEQPUAKO EMEIGOO10 NTTog Papdtntag. Mmopel eniong va cag yopnynoel
OKETVAOGAAKVAIKO 0ED 0O TOV YLOTPO GOG EEKIVOVTOG LECH OTIG TPADTES 24 MPES.
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2.

€xete €va U1 KOVOVIKO Kapdlako puOud, pio KatdoTaon Tov OTOKOAEITOL «KOATIKY
HOPULOPUYT» KoL OEV UTOPEITE VO TAPETE PAPLLOKO TOV EIVOL YVOOTA MG OO TOL GTOUATOG
avTIInKTIKa (avtaymviotég Prrapivng K), ta omoia tpoiapfdvovy ) dnuovpyia véwmv
Opoppov kol epmodilovv Tovg vdpyovieg Opoppoug va avénboiv. [pénel va Exete evnuepmbel
OTL TOL €OTO TOL GTOUOTOG AVTUTNKTIKO» EIVOL TO OMOTEAECUATIKA OTO TO OKETVAOCUAIKVAIKO
0&Y N T cuvdvacpEVn yprion Tov Plavix kot Tov aKETVAOGAAIKVALKOD 0&E0C YU aVT TNV
katdotaon. O yiutpdg cag mpénel vo, cag £xel cuvtayoypapnost o Plavix pali pe
OKETVAOGOAAMKVAIKO 0EL €4V OV UTOPEITE VO TAPETE «ATO TOV GTOLOTOC OVTUTIKTIKE Kot OEV
€yete xivouvo peilovog arpoppayiog.

T péner va yvopilete mpy mapete To Plavix

Mnyv napete to Plavix

o€ mepintwon arlepyiog (vrepevacOnoiog) otny KAOTIO0YPEAN 1| GE 0TO0ONTTOTE dALO amd Ta
GLOTUTIKA 0LTOD TOV PUPLAKOL (AVOPEPOVTOL BTNV TOPAYPOQPO 6).

av éyete pio lTptkn whbnon mov Tpokalel evepyn apoppoyio dTwe EAKOC GTOUAYOV M
EYKEPOAAIKY| aLopparyio.

€dv mdoyete amd coPapr NTATIKY VOGO.

Av TIOTEVETE OTL OTOLOONTOTE GO CVTA GOG CPOPOVV 1) OV EXETE TNV TOPALUKPT appioria,
ovuPovievbeite Tov yatpd cag mpwv whpete Plavix.

IIpogidomou|oels Ko TPOPVAGEELS

AV 0mol0dMTOTE OO TIC O KATW AVAPEPOLEVES KATAGTAGELS IGYVEL Y10 00G, B0 TPEMEL VOL
EVNUEPADOETE TO YLTPO GOG TPV YPNOLponoceTe To Plavix:

Edv vrapyet kivovvog apoppayiog 6mmg:

waOnon mov cog BETel o€ Kivouvo E0MTEPIKNG alpopparyiag (). EAKOC GTOUA)OV).
atpatoloyikn dtatapoyn €€’ artiag g omolag £xeTe TPOSIAOEST Yo ECMTEPIKES ALUOPPAYiES
(opoppayieg 6TO ECOTEPIKO OTOLMVONTOTE IGTMOV, OPYEVAOV 1 0pfpDOCEDY TOL CAOUATOS GAQ)
TPOCSPOTOG GOPAPOG TPAVUATICUOG

TPOCPOOTN XEWPOVPYIKT ETEUPAOT (GUUTEPIALAUPAVOUEVOV KOl TOV 000VTIUTPIKOV ENEUPACEDV)
TPOYPOUUATICUEVT YEPOVPYIKT ETEUPOCT (CUUTEPIAMAUPAVOUEVOV KOL TOV 000VTIOTPIKOV
eneUPAceV) HECO OTIG EMOUEVESG EXTA NUEPECS

Edv &iye oynuatiotei Opopfog oe kdmola aptnpic Tov yKePAAOV Go¢ (oYK ayYELOKO
EYKEPOUAKO EMEIGOO10), TO OTTOTI0 GUVEPT KATA TN OEPKELD TV TEAELTALMV EXTA NUEPDV

Edv mdoyete and vOco TV VEQPAOV 1] TOL NTATOG.

Edv eiyate adiepylo 1| avtidpaon g 0mo100NTOTE PAPLOKO TOL YPNCULOTOLEITE Y10 VOl
OVTILETOTIoETE TNV AcBEVELD GO,

Edv etyoate mponyodevo 10Tpikd 16TOPIKO EYKEPUAKNG OLOPPAYING TOV OV 0QENITAY GE
TPOVUATIGHO.

Evoow maipvete 1o Plavix:

B TPENEL VO EVILLEPDGETE TOV YIOTPO GOG EAV £XEL TPOYPULLOATIOTEL KATOLH YELPOVPYIKN
enéuPoon (cuumepAapuPavouévng tng 0doVTIOTPIKNG EXEUPACTC).

Ba TpénEL EMIONG VO EVILEPDCETE TO YIOTPO GO AUECHS EAV TOPOVGLAGETE Ui 1OTPIKN
Katdotoon (eniong yvoot o¢ ®poufotik Opopporevikn [Hopevpa 1 TTP) mov eprhapfdvet
TVPETO Kol HOAOTES KAT® 00 TO SEPLO TOL UTOPEL VAL ELPOVIOTOOV ®G EpVOPES KNAIDES, e 1
xopic ave&nynt KOT®GN, GOYYLGT, KITPIVN UTOYP®GN TOL SEPLOTOC T} TOV UATIOV (IKTEPOC)
(BA. mapdypago 4 «ITiBavég avemBOunTec EvEPyELlEr»).

Edv xomeite 1} Tpavpatioteite, iomg Xpe0oTel TEPIGGOTEPOC OO TO GVVNOIGUEVO YPOVOG Y10 VO
OTOHOTNGEL N apoppayia. Avtd oyetileTor Le TOV TPOTO dPACTS TOL PAPLUAKOL apov gpmodilet
N dvvartotnTa dnpovpyiog Opoupov. I'a pukpng onpaciog KOWIHOTo Kot TPAVIOTICUOVC, T.Y.
€dv komeite, Katd 10 EHpiopa, cuvnBwg dev vadpyel TPOPANua. [Tapdia avtd, edv avnovyeite
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AOY® TG apoppayiog oag, o TPETEL VO ETKOIVOVIGETE PE TO YIOTPO G0¢ apécmg (PA.
mapdypaeo 4 «ITiBavéc avemBounteg evépyeiec»).
. O y1atpdg oag umopel va {ntnoet e€eTdoelg aipatog.

Mowora ko Eenpor
Mn divete 0010 TO PAPLOKO GTO TodLE EMELON] Ogv £xel dpdom.
Alro gappoxa ko Plavix

Evnuepmote tov yiatpd 1 TOV QOPLOKOTOL0 GaG GV TaipveTe, £xete mpOSOATA TAPEL 1| PLwopel va
TaPETE AAAA PAPUAKO, OKOO KO 0VTA TOL OEV Gag £xovv xopnynoel e cuvtoymn.
Kdamow dAha pdppoxe pmopel va ernpedoovy tn ypnon tov Plavix 1 avtictpooea.

Ewdwdtepa, Oo mpémet vo evnuep®GETE TO YLOTpd GO €6V Aapupavete

- QApUOKa TTOV EVOEYETAL VO 0VENGOVY TOV KIVOUVO aupoppayiog OTms:

o 0amd TOL GTOHOTOC AVTITNKTIKA, QAPLOKO TOV ¥PNCLOTOL00VTAL Yid TN Helmon g
TNKTIKOTNTOG TOL O{LOTOC,

O KOTOLO |1 OTEPOELDES UVTIPAEYUOVDOES PAPLOKO, TOV YPNOILOTOLEITOL GUVIOMG Yia TN
Oepaneia eMOOLVOV KOUT PAEYLOVOOIDV KATOGTAGEMY TOV HUGV 1] TOV aplphcemv,

o mmoapivn 1 0Tol0dMTOTE AAAO EVEGIUO PAPIOKO TOV YPTCULOTOLELTAL Y10, TN UEI®MGT TG
TNKTIKOTNTOG TOL O{LOTOC,

o TiKhomdivn, 1 GAAOVG OVTIOLUOTETAALKOVG TOPAYOVTEG,

0 €VOV EKAEKTIKO AVAGTOAEN EMOVATPOCANYNG GEPOTOVIVIG (TEPIAAUPAVOUEVOV OAAG LN
nepoplopevav otn eAovoéetivn i T eAovPolapivn), EApUaKe TOL Y¥PNCIUOTOOVVTOL
oLV Bmg Yo vo avTipeTOTicovy BepanevTikd TV KatdOAym,

o prpoumikivn (ypnotomoteital yia tn feponeio oPapdv LOAOVEE®DV)

- opempaloin 1 ecopenpalOir, PAPLOKO Y10 TNV OVTILETATIOT GTOUAYIKMDY EVOYANCE®V,

- @AovkovaoAn 1 PopucovalOAr, GAPLOKA Y10 TNV OVTILETOMTIOT LUKNTIUGIKOV AOIUDEEMV,

- epaPpévin, 1 dAla avtipeTpoitkd @appaka (ypnoomoteitat yio tn Oepaneio v Aoméemv
and HIV),

- KkapPapalenivn, EAPUOKO Y10, TNV AVTILETOTICT OPICUEVOV LOPODYV ETIANYIOG,

- HOKAOPBELION, PAPLOKO Y10, TNV OVTIUETOTION TNG KATAOAy™G,

- PETAYAVION, PAPUAKO Y1 TN BEPATEVTIKN OVTILETOTION TOL doPnTn,

- TOKMTAEEAN, QAPLOKO Y10 TN OEPATEVTIKT OVTILETMIGT TOV KOPKIVOV.

- omoedn: eved AapPdaverte Oepaneio pe KLOTIOOYPEAT, O TPETEL VO EVILEPDOETE TO YIOTPO GOG
TPV GOG cLVTAYOYPaPNOel 0TO1001MTOTE OTIOEDES (PN OLOTOIEITAL Y100 TN BEpameia TOv
cofapov Tdvov).

- pocovPoctativn (XPNOLOTOIEITAL VIO TN LEIMON TOV ETITEIWDV TNG YOANGTEPOANG GAG).

Edwv eiyate éva cofapd mévo oto otnbog (aotadn otndayyn 1 KopdlaKd NEIGO010), TAPOIKO
IOYOLLUKO ETEITOO10 1 IOYOLUIKO AYYELONKO EYKEPOUAIKO EMEIGOS10 NG PopOTNTAS, UTOPEL VO GOG
yopnynOet Plavix oe cuvdvaouod e akeTVAOGOAKLAIKO 0&D, Hic oVGio TOV ATAVTATOL GE TOAAG
QOPUOKEVTIKA TPOIGVTA TTOL YPTCLLOTOIOVVTUL Y10, TV AVAKODPIGT OO TOV TOVO KOl 1OG
OVTITLVPETIKA. Mid TEPIGTAGIOKT YPNOT AKETVAOCAAKVAIKOV 0EE0G (0L TepiocdTepo amd 1000 mg oe
dwotnua 24 opdv) dev Bo TPEMEL, YEVIKA, VO TPOKOAECEL KATO10 TPOPANLA, EVD GE GALES
MEPUMTMOOELS, TOPATETALEV ¥p1ion Oa mpémel va culntnBel pe 1o yoTpd cog.

To Plavix pe tpo@ég kon 016

To Plavix pmopet va Aappdvetor pe 1 yopic tn Aqyn Tpoeng.

Kotnon ka1 Onraocpég

Eivar mpotindtepo vo uny maipvete ovtd o Tpoiov KaTd T SidpKeLo TG KOOGS,
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Av glote €ykvog 1 vroyaleote OTL gioTe £yKLOG, B0, TPEMEL VAL EVIUEPDGETE TO Y1ATPO 1) TO
pappoakonold cag mpw Aafete Plavix. Av peivete €ykvog evo Aappavete Plavix, cupfovievdeite to
YTpd 060G APECOS, KAODS dEV GUVIGTATUL ) ANYN KAOTIS0YPEATG KOTA TN SdpKELD TG KONOTG.

Agv mpénet va, INAGLeTe evd YpNnoLOTOLEITE OLTO TO PAPLOKO.
Edv OnAalete 1 oyedialete va OnAaoceTe, JUANGTE LE TO YIOTPO GOC TPV TAPETE CVTO TO PAPLLOKO.

ZnNTNGTE TN GUUPOVAT TOV YLOTPOV 1 TOL POPLOKOTOLOD GUG TPOTOV TAPETE OTOLOONTOTE PAPUAKO.
0oMynon Ko EPGROS PNYOvVRATOV

To Plavix etvan aniBavo va ennpedost v tkavotnTd cog vo odnyeite 1 va xepileote punyaviLoTa.
To Plavix wepiéyer Aaktoln

Edv éxete evnuepwBel amd to yatpod oag 6tL Exete dvoavetia og kdmola cdicyopa (m.y. Aaktoln),
EMKOWVOVNOTE LE TO YIATPO GOG TPV VO TAPETE OVTO TO PAPLLOKO.

To Plavix wepiéyel vOpoyovOREVO KIKEANLO

AVTO evd€ ETAL VO TPOKAAEGEL GTOUOYIKES OlaTapayEG 1] dtdppotal.

3. Hog va wapete To Plavix

ITavtote va maipvete To PAPLOKO OVTO OVGTNPA COLPOVO LE TIC 0ONYIEG TOV Y1OTPOV 1| TOV
eoppakomolod cag. Eav éxete apeifolies, potiote TOV Y10TPO 1 TOV QUPLOKOTOLO GOC.

H ocvvietdpevn d6on, meptiapfavopévng ekeivng yuo toug acteveic pe o acBévela mov ovopdleran
CKOATIIKT LLoppopLyn» (Un Kavovikog Kapdtakog puluog), eivat éva diokio Twv 75 mg tov Plavix ava
NUéEPa oL AaUPAVETOL OO TOV GTOLOTOG UE 1] XOPIC TPOPN, Kot TNV id10 dpa KAbe nuépa.

Edv éxete epopavicel cofapd movo 610 o1ibog (aotadn omBdyym 1 Kapdlokd enelsod10), 0 YaTpdg
c0G umopel va cag yopnynoet tn 60om tov 300 mg 11 600mg Plavix (1 1 2 dwokia tov 300 mg1 41 8
dwokia Tov 75 mg) pia eopd Kot povo kotd v Evapén g Oepameiog. Xt GUVEYELX, 1| GUVICTMUEVT
d6om etvan €va dtokio Plavix tov 75 mg v nuépa OT®G TEPLYPAPETAL TOPATAVE®.

Edv éyete mopovc1icel GOUUTTOUOTO OYYELLKOD EYKEPUAIKOD EXELGOGIOV TOV VTOYDPNCAV LEGH OE
GUVTOUO YPOVIKO SLAGTNUA (YVOOTO KOl O TAPOSIKO IOYOLUIKO ETEIGOSI0) 1 IGYOLUIKO AYYELNKO
EYKEPAAIKO EMELGOS10 NOG PapdTNTAG, O YLOTPOG GOC Umopel va cag Exel yopnynoet 300 mg Plavix
(1 dwokio Twv 300 mg 1 4 dokia TV 75 mgE) pio popd otnV apyn g Oepaneiag. Xtn cvvéyela, N
ocuviotapevn 60on givat éva diokio Plavix tov 75 mg v nuépa 6Tmg meptypaeeTot Tapamdve pLodi
LE OKETVAOCUAIKVALKO 0&D Y. 3 Bdopadec. Xtn cuvéyela o yotpog Ba cuvtayoypagnoet gite Plavix
HOVO €lT€ AKETVAOGUAIKVAIKO 0ED LOVO.

To Plavix Ba mtpémet va 0 maipvete yio 660 ddotnpa o yroTpds cag cuveyilel va 6og To
GUVTOYOYPOQEL.

Edv napete peyardtepn 06on Plavix amé v kavoviki

Enicowvoviorte pe 10 y1otpd 6og 1 TV TANGLEGTEPT] VOGOKOUEINKT] VINPEGIO EKTUKTMV TEPIGTOTIKMY
AOY® TOL LENHEVOL KIVODVOL OLLopparyiog.

Eav eyboete va mapete To Plavix

Av Egydoete va AaPete pio 66on Plavix kot to Buunbdeite péoa oe 12 mpeg amd 11 cuvnbicuévn cog
mpa, AMaPete 0 d10Ki0 GOg AUECSHG Ko KATOTy AGPETE TO EMOUEVO d1oKi0 TNV cuvNnOiGUEVN Opa.
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Av 10 Egydoete Yo mEPLocOTEPO O 12 Dpeg AMANDG AAPETE TNV EXOUEVT] KOVOVIKT OO0 0T
ocvvnbiopuévn mpa. Mnv mapete SITAY 606T Y10, VO OVOTANPOGETE TO d1oKio oL EgYAcaTE.

I'oa 115 cvokevacieg Twv 7, 14, 28 kon 84 diokiwv umopeite va eAEyEete TNV NMUEPO TOV TPOTE TO
televtaio diokio Plavix av kortdéete To NUEPOLOYIO OV £lval TVT®IEVO 0TV KLWEAN (blister).

Eav otapoatioete vo naipvere to Plavix

M S10KOTTTETE TNV YWY EKTOS KO OV 60G TTEL 0 YIUTPOG 60G Vo, TO KaveTe. Emikovoviote pe 10
YTPO 1) TO PAPHOAKOTOLO GOG TPLV TO GTOUOTNOETE.

Edv éxete meplocOTEpPEg EPOTNOEL CYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOV, POTHGTE TOV Y10TPO 1)
TOV POPLOKOTOL0 GOG.

4. MBavég avemBOUNTES EVEPYELEG

Onwc 6Ma Ta papuoKa, £T61 KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPOoVGLAlovTal 6€ OAOVG TOVG AvOPMITOLC.

Emkowvovi|oTte pe To Y10Tp6 605 GpécmS 0V TOPOVOLIGETE:

- TPETO, onpeia AoipmEng 1 vepPoAKN G KOTMONG. AVTd TOAVAOC VO ELPAVIGTOVV AOY® TOV
OTAVIOV TEPMTOCEMY PEIMCENS KATOI®V KVTTAP®V TOV OHLATOS

- GUUTTMOUOTO NTOTIKOV TPOPANUATOV OTMG KITPIVIGLO TOV OEPUATOG KOUT TOV LATIOV
(ixtepog), aveEaptnta amd To v cLUVOdELETAL OO apLoppayia, 1 omoia epeaviletal KATo amd
70 déppo ¢ epLOPEC kNAIdEG Ko/ avyyvon (PA. mapdypapo 2 «IIpogidomotioelc Kot
TPOPUAAEEISY).

- oidnua 610 GTOUA 1 S1UTAPAYES TOV OEPUATOC, OTMG £EAVONUATA Kol KVNGUOG, PAVKTULVES TOV
dépuotoc. Avtd mbavov eivar onpadio AALEPYIKNG aVTIOPUCTG.

H mo ovyvi] avem@opntn evépyera mov el avapepOei pe to Plavix givar n axpoppayia. H
aoppayic TOavOV vo TapovsIUcTEL MG aLoppayio. Amd TO GTOUMYL 1) TO EVIEPO, LMAMTEG, ALLATMLLO
(acvvn0ioTn aoppayio 1 LOAOTOG KAT® 0 TO OEPUQ), AUOoppayio amd Tn HoTn, aipa ota obpa. X
piKpd aptbpuod mepumtdoemv Exel avapeplel apoppayic oTA LATIO, GTO ECOTEPIKO TNG KEQPUANG, OTOV
TVELLLOVO 1) OTIC apBPDGELC.

Eav mapatnpioere napateTopévny apoppayic otav naipvere to Plavix

Edv xomeite N tpovpatioteite, iomg ypelootel TEPIGGOTEPOG OO TO GLVNOIGLEVO XPOVOS Y1 VOl
OTOUOTNOEL 1] aupoppayic. Avtd oyeti(eTol Le TOV TPOTO dPAGTG TOL POUPLAKOD apov gUmodilel T
dvvartortnta onovpyiag Opopfov.

T"a pukpng onpaciog KoWipoto Kot TPaVHOTIoHONE, T.Y. €4V Komeite, katd 10 EKpiopa, cuvnOmG dev
vrapyel TpoPinua. Iapdia avtd, edv avnovyeite Adoyw g alpoppayiog cog, 0o tpémet va
EMKOWMVNGETE LLE TO Y10TPO 60 ApES®S (PA. mapdypapo 2 «I1pogdomotioelc Kot TPOPLAGEEIS»).

Addeg avemOOUNTES EVEPYELEG TEPLAGUPAVOLY:

Yuyvég avemBounteg evépyeleg (evoéyetal va ennpedoovy £oc 1 ota 10 dropa):
Alappota, KOIMokOg TOVOG, SVGTEYTN 1) KOVGOG,.

Oy ouyvég avemBounteg evépyeleg (evoéyetan va ennpedcovy émg 1 ota 100 dropa):
ITovoképaiog, EAKOC GTOLAYOV, EUETOG, VALTIH, SOVCKOIAIOTNTA, VIEPPOAIKE TOAAL OEPLO. GTO GTOMAYL

N o710 éviepo, e&avinuarta, kKvnopog, CaAn, aictnon «UopuUnyYKIGGHOTOC) Kol LOVSIAGILOTOC.

Yrdvieg avemBounteg evépyeteg (evoéyetal va ennpedoovy £mg 1 ota 1000 droua):
TAyyog, doykmpévo 600 6ToVG AVOpES.
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[ToAv omdvieg avemBounteg evépyeieg (evoéyetan va emnpedoovy émg 1 ota 10.000 dropa):

‘Tktepog: coPfapdc KOIMoKOS TOVOG e 1| YOPIc 06PLOAYIN: TVPETOS, OVGKOAO GTNV AVUTVOT] TOL
UEPIKEG POPEC GUVOIEVETOL OO PrIX0L YEVIKEVUEVEG AALEPYIKES AVTIOPACELS (Y100 TOPASELY LA, YEVIKT
aioBnon {éotng pe Eapvikn yevikevpévn duceopia péypt Amobopiog): oidnpo 6to oToOUN: PAVKTOIVES
TOV OEPLOTOG" OALEPYIO TOV EPHOTOG: EAKT) OTO GTOUO, (GTOUATITION) TTMGT TNG APTNPLUKNG TTiEoNS:
oLYYVOT" TOPAUGONGELG TOVOC 6T apBpOOELS: UVTKOG TOVOC: AALUYEG GTI YEDGN 1] OTOAELL TG
YEVLGTG TOV TPOPAV.

AvemBOunTteg evépyeleg pe un yvoortr ouyvotta (dev umopovv va extiunboivv pe faon ta dwbéotpa
dedopéva):

Avtidpaoelg vrepevaicOnoiog pe Owpakikd 1 KOIMOKO TOVO, EMILOVE CUUTTMOUOTO YAUNAOD
GOKYGPOL GTO OipLaL.

EmumAéov, o yatpdc cog pmopel va avayvopicel LeTafoAEG OTA OTOTEAEGUATO TV OLLOTOAOYIK®OV
eEetdoemv N TOV AVOADGEDY 0VPWV.

AvaQopd avemOOunTOV EVEPYELDV

Edv mapatnpnoete kdmoo avemBOUNTn VEPYELD, EVILEPDCTE TOV YIOTPO 1 TOV POPUUKOTOLO GOC.
AvT10 1oy0et Ko Yo kdOe mhavr avemBountn evEPyELR TOV OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
ypione. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeing, LEow Tov 0vikoD
GULOTILLOTOG OVaPOPAG ToL avaypdeetal oto [lapdptnua V. Méom tng avaeopds avembountov
EVEPYELDV Umopeite va, fonBNceTe TN GLAAOYN TEPICCOTEPMV TAPOPOPLOV CYETIKA LLE TNV ACPAAELL
TOV TOPOVTOG PAPUAKOL.

5. Iog va guraccete To Plavix

To @appako ovtd TPEMEL VO PUAACOETAL GE PLEPT TTOV OgV TO PAETOVV Kot OgV TO POAVOLV Ta TOLOEL.
Na pn xpnoLonoteite ovtd 10 PUPUOKO LETE TV NUepounvia ANENG OV AVUPEPETAL GTO KOVTI Ko
otV KLyéAn, petd tnv AHEH. H nuepounvia Anéng eivor 1 tedevtaio nuépa Tov pive Tov
ovVopEPETAL EKEL.

IMoa 11g cvvOnkeg POAAENG avatpééte oTo KOVTL.

Edwv 1o Plavix dwatifeton og koyéreg and PVC/PVDC/Aluminium, puAdcoete oe Beppokpacio
pikpotepn tawv 30 °C.

Edwv to Plavix dwotifeton o€ koyédeg povo amd oAovpivio, dEV VITAPYOVV EWIKES 00MYieg dlaTipnoNg.
No pn ¥pNnoonoLeite aVTO TO PAPLLOKO EAV TAPOTNPTCETE OTOL0ONTOTE 0PATO opeio PAALNG.
Mnyv metdte PApHOKA 0TO VEPD TNG OMOYETELONG 1) 0T GKOLTIdW. Potnote Tov pappakorold cag yio
TO TG VO TETAEETE TA PAPUOKO TOV EV YPNOILOTOLEITE T AVTA Ta pHETpa Bo Bonbncovv otnv
nwpootacio Tov mepPdAlovToc.

6. Iepreydpevo. TG 6VOKEVOGING KOl AOTES TANpOPOpieg

T epréyer To Plavix

H dpaoctixn ovoia givar | khomdoypédn. Kdbe diokio mepiéyel 75 mg khomidoypéing (g 6&vn
Beuxn).

Ta dAAa cuotatikd givar (PA. mapdypaeo 2 «To Plavix mepiéyet Aaxtdlny» kot «To Plavix mepiéyet
VOPOYOVOLEVO KIKEAOLOY):
- IMvpnvag diokiov: pavvitorn (E421), kikéloio vdpoyovouEVO, KOTTAPIVI MKPOKPUGTOAAIKY,
moAvatBvievoylvkoin 6000 katl VEPOELTPOTVLAOKVTTAPIVY] YUUNANG VTOKATACTUOTG,
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- EmwdAvym diokiov: Aaktoln povoidpikn (YoAoKTosakyapo), vepoueAholn (E464), tplaketivny
(E1518), cdnpov o&gidio epubpd (E172) ko Titaviov do&eido (E171),
- Hapdayovrag otidpoong: knpdg kapvaovpng.

Ep@dvion tov Plavix ko mepieyépeva TG cV6KELAGIOG

Ta emkoioppéva pe Aemtd vuévio dtokia Plavix 75 mg givatl otpoyyvAd, aupeikvpta, pol, pe

YOPUYUEVO OTN pia TAEVPE TOV aplBud «75» Kot 6TV GAAN TAgupd Tov apliud «1171». To Plavix

dlatiBeTan o€ KOLTIH Ao YOPTOHVL TOV TEPLEXOVV:

-7, 14, 28, 30, 84, 90 ka1 100 dioxio cuokevacuéva og kKoyéleg omd PVC/PVDC/Alu 1 o€ xoyéheg
07t6 AAOVUIVIO

- 50 x 1 diokia og koyéreg amd PVC/PVDC/Alu 1 og cuokevacieg kuyelav (blister), povadwv o6ong

omd aAovpivio. Mmopet va Unv KukAoQopovV OAEC Ol CLUGKELUGIEC.

Kéroyog Adsrog Kvkrogopiag kot llapaockevacstiig

Karoyog Adetog Kvukhogopiag:
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

ToAMa

ITopaockevaoTé:
Sanofi Winthrop Industrie

1, Rue de la Vierge, Ambares & Lagrave, F-33565 Carbon Blanc cedex, ['oAAia

n
Sanofi S.r.1.

Strada Statale 17, Km 22
67019 Scoppito (AQ) — Itaria
n

Sanofi Winthrop Industrie
30-36 avenue Gustave Eiffel
37100 Tours

ToAlio

I'a omoladnmote TANPOPOPia GYETIKA LE TO TOPOV POPUUKEVTIKO TPOIdV, TapaKaieicOe va
amevBuvbeite 6TOV TOTTIKO AVTITPOGMTO TOV KATOYOL TNG AOEWNG KUKAOPOPING.

Belgié/Belgique/Belgien
Sanofi Belgium
Tél/Tel: +32 (0)2 710 54 00

bbarapus
Swixx Biopharma EOOD
Ten.: +359 (0)2 4942 480

Ceska republika
Sanofi s.r.o.
Tel: +420 233 086 111

Danmark
Sanofi A/S
TIf: +45 45 16 70 00

Deutschland
Sanofi-Aventis Deutschland GmbH
Tel.: 0800 52 52 010

Lietuva
Swixx Biopharma UAB
Tel: +370 5 236 91 40

Luxembourg/Luxemburg
Sanofi Belgium
Tel/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)

Magyarorszag
SANOFI-AVENTIS Zrt
Tel: +36 1 505 0050

Malta
Sanofi S.r.1.
Tel: +39 02 39394275

Nederland

Sanofi B.V.
Tel: +31 20 245 4000
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Tel. aus dem Ausland: +49 69 305 21 131

Eesti

Swixx Biopharma OU
Tel: +372 640 10 30

E)ada
Sanofi-Aventis Movonpécwnn AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France

Sanofi Winthrop Industrie

Tél: 0 800 222 555

Appel depuis 1’étranger: +33 1 57 63 23 23

Hrvatska
Swixx Biopharma d.o.o0.
Tel: +385 1 2078 500

Ireland
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +353 (0) 1 403 56 00

Island
Vistor hf.
Simi: +354 535 7000

Italia
Sanofi S.r.1.
Tel: 800 536 389

Kvzpog
C.A. Papaellinas Ltd.
TnA: +357 22 741741

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

To mapév evLro 00N YIOV YpiioNs avabe®pOnke Yo TeELEVTAia Popa Tov <Mivag EEEE>.

Aemtopepeic TAnpopopieg Yo 10 PappoKko avtd sival dabécieg oto diktvako TOTo Tov Evponaikon

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43 1 80 185 -0

Polska
Sanofi Sp. z o0.0.
Tel: +48 22 280 00 00

Portugal
Sanofi - Produtos Farmacéuticos, Lda
Tel: +351 21 35 89 400

Romania
Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 235 51 00

Slovenska republika
Swixx Biopharma s.r.o.
Tel: +421 2 208 33 600

Suomi/Finland
Sanofi Oy
Puh/Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 (0)8 634 50 00

United Kingdom (Northern Ireland)
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +44 (0) 800 035 2525

Opyavicpov @appdxwv: http://www.ema.curopa.cu;
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®vAlo ooV ypiong: IIAnpogopiss yro Tov yprotn

Plavix 300 mg emukoioppéva pe Aemtd vuévio diokia
KAOTOOYPEAN

AP aoTE TPOGEKTIKA OLOKANPO TO QPVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO
PappoKo, o10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 CUG.

- DuAGETE 0VTO TO PUALO 00N YLDV Ypriong. Towg ypelaotel va To dafdcete Eovd.

- Edv éxete meportépo amopieg, poTNGTE TOV Y1OTPO 1 TOV PAPHOKOTOLO GOC.

- H ocvvtayn yio avtd 10 appaKo xopnynonke amokAeloTikd yio 6ag. Agv TPEMEL VO SDGETE TO
0appoko og GAAovg. Mmopel va Toug TpokoAéael PAAPT, akoOpa Kot OTav To. onueia TG
acBéveldg Toug elvar id1a pe Ta S1kd oag.

- Edv mapotnpnoete Kamoto avemBOunTn evEpYELd, EVILEPMDGTE TOV YIATPO 1) TOV POPLOKOTOLO
oG Avtd 1oyvel Kot Yo KaBe avemBOUNTN EVEPYELX TTOV JEV OVAPEPETOL GTO TALPOV POAAO
odnywv ypnong. BAéme mapdypaeo 4.

T egprEyeL 10 TapoOv GUAAO 00N YLOV:

T eivan To Plavix kot oo givor 1 gpfon Tov

T mpénet va yvopilete Tpv mapete 10 Plavix

[ag va mapete o Plavix

[TBavég avemBounteg evépyetleg

Iag vo puidocete o Plavix

[epreydpeva g cvokevaciog Kot Aoimég TANpopopieg

AR

1. Tu givan To Plavix kon wowa givan 1 ypfon Tov

To Plavix mepiéyetl kKAomdoypEAT Kol AVIKEL GE [0 KOTNYOPio QapuUiK®my Tov ovoualovtol
OVTIOLOTTETAAOK A QOPLOKEVTIKA TpoidvTa. Ta aponetdiia givarl ToAD piKpd copaTidlo Tov ailaTog,
T OO0 GLYKOAA®VTAL KaTd TNV THEN ToL aipatog. To avTipoTeTaAMaKd POPUAKEVTIKA TPOIOVTOL
eUTOdifovV OVTH TN CLGGOPEVOT) KoL ETGL LELOVOLV TIG TOOVOTNTES GYNLATICUOD BpOUPmV
(dwdkacio wov ovoudletal OpouPmaon).

To Plavix Aappdvetol amd eviAKeg yio TV TPOANYT GYNUATIoUOD Bpoumv ota orkAnpvuéva
apoeopa ayyeio (aptnpieg), pia oadikoacio yvootn cov adnpobpoufmaon, mov uropei va 00nyNceL o€
afnpobpoufotikd ene1c6010 (OTWOC IGYALUKO OYYELONKO EYKEPAAIKO ETEIGOII0, KAPIIAKO EXELGOSI0 1)
0avaro).

To Plavix cag £yt cuvtoyoypagnOel yio va fondnoel oty amopuyn oynuaticpod Opoupav kot va

EMTTAOOEL TOV KIVOUVO QUTAOV TOV ENEICOSI®MV ENTEON:

- €yete pia midnon oKANPLVONG TV 0pTNPLOV (ETTiong YvmoTh oav afnpockAnpuven), Kot

- £YETE 16TOPIKO KAPSIAKOD ETEICOSI0V, IGYUUIKOD 0YYELNKOD EYKEQPAAKOD ETEIGOSIOV 1) TAGYETE
amo Lo KOTAGTOCT YVOGTY OG TEPIPEPLKN 0PTNPLOKT VOGO, 1)

- €xete 16T0p1Kd oPapod THVOL 610 6TNHHOG YVMOOTOV MG «aoTalN oTNOAYYN» N «EULEPOYLLO TOV
pvokopdiovy (kapdiakd encicddo). o Bepomeio avtng ™ TEONoNG 0 YIaTPOg Gag TOAVDS
va €yel TomobeTnoel evoompdbeo (stent) otV payuévn 1 6TEVOUEVT opTnpia Yo va
OTOKOTAGTICEL TV OMOTEAEGLOTIKY] POT] TOL aipatoc. Mmopel, emiong, va cag £xetl yopnynOei
Ao TO YTPO GOG KOl AKETVAOGOAKVALKO o0& (Uia ovcio TOL ATAVTATAL GE TOALY
POPUOKEVTIKA TPOIOVTA TTOL YPTCLLOTOLOVVTOL Y10 TV OVOKOVPIGT Otd TOV TOVO KOl MG
AVTITVPETIKG, KAODG Emiong Kot Yo TNV TPOANYT Opopfmonc).

- £YETE TOPOVOIACEL GUUTTMLOTO AYYELKOD EYKEPUALKOD ENEIGOSIOV TOL VTOYWPOVV UEGH GE
GUVTOLO YPOVIKO SLaoTNUE, (YVOGTO KOl O TOPOOIKO IOYULUIKO EXELGOOI0) 1] IEYALUKO
AYYEWKO EYKEQPUAMKO EMEIGO010 NTLog Papdtntag. Mmopetl eniong va cag yopnynoel
OKETVAOGOAAKVAIKO 0ED 0O TOV YLOTPO GOG EEKIVOVTOG LECH OTIG TPADTES 24 MPES.
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2.

€xete €va U1 KOVOVIKO Kapdlako puOud, pio KatdoTaon Tov OTOKOAEITOL «KOATIKY
HOPULOPUYT» KoL OEV UTOPEITE VO TAPETE PAPLLOKO TOV EIVOL YVOOTA MG OO TOL GTOUATOG
avTIInKTIKa (avtaymviotég Prrapivng K), ta omoia tpoiapfdvovy ) dnuovpyia véwmv
Opoppov kol epmodilovv Tovg vdpyovieg Opoppoug va avénboiv. [pénel va Exete evnuepmbel
OTL TOL €OTO TOL GTOUOTOG AVTUTNKTIKO» EIVOL TO OMOTEAECUATIKA OTO TO OKETVAOCUAIKVAIKO
0&Y N T cuvdvacpEVn yprion Tov Plavix kot Tov aKETVAOGAAIKVALKOD 0&E0C YU aVT TNV
katdotaon. O yiutpdg cag mpénel vo, cag £xel cuvtayoypapnost o Plavix pali pe
OKETVAOGOAAMKVAIKO 0EL €4V OV UTOPEITE VO TAPETE «ATO TOV GTOLOTOC OVTUTIKTIKE Kot OEV
€yete xivouvo peilovog arpoppayiog.

T npéner va yvopilete Tpv mwapete To Plavix

Mnyv napete to Plavix:

o€ mepintwon arlepyiog (vrepevacOnoiog) oTny KAOTIO0YPEAN 1| GE 0TO0ONTOTE dALO amd Ta
GLOTUTIKA 0VTOD TOV PUPLAKOL (AVAPEPOVTOL BTNV TOPAYPOPO 6).

av éyete pio lTptkn wédnon mov Tpokalel evepyn apoppoyio dTwe EAKOC GTOUAYOVL N
EYKEPOAAIKT| oyLopparyia.

€dv mdoyete amd coPapr NTATIKY VOGO.

Av moteveTe 4TI OMOOOMTOTE OO AVTA GO APOPOVV 1 AV EYETE TNV TAPUUIKPT OU@PoAL,
ovppovievdeite Tov yiotpd cog mpv Tapete Plavix.

Ipogdomomoeis Kot TPoPVAGEELS

Av 0m0100MTTOTE OO TIC TO KATM OVOPEPOUEVES KATUGTACELS IOYVEL Y10 GOC, Oo Tpémet val
EVILEPMGETE TO YIUTPO GOG TPV Yprotponomoete to Plavix:

Edv vrapyet kivovvog apoppayiog 6mwg:

madnon Tov cag BETEL o€ KivOLVo E6MTEPIKNG apopparyiag (.Y, EAKOg GTOUAYOV).
alpatoloykn dtatapoyn €&’ artiag Tng omoiog £xete TPooldHeon Y10 E0OTEPIKES ALLOPPAYIES
(opoppayieg 0TO ECOTEPIKO OMOIMVONTOTE IGTMOV, OPYAVAOV 1 0pHpDOCEDY TOL CAOUATOG GOLG)
TPOCGPOTOG GOPAPOG TPAVUATICUOG

TPOCPUTN YEWPOVPYIKT ETEUPUCT (GUUTEPIAAUPAVOUEVOVY KOl TOV 000VTINTPIKOV EXEUPAGEDV)
TPOYPOUUATICUEVT YEPOVPYIKT ETEUPOCT (CUUTEPIAAUPAVOUEVOVY KOl TOV 000VTIUTPIKAOV
eneUPAceV) HECH OTIG EMOUEVES EXTA NUEPECS

Edv &iye oynuoatiotel Opopfog oe kdmowa aptnpic Tov yKePAAOL G0G (oYK ayYEIKO
EYKEPAAKO ENELGO10), TO OO0 GLVEPT KATA TN SLAPKELD TOV TEAEVTAIWV EXTA NUEPDOV

Edv mdoyete amd vOcO TV VEPPOV 1] TOL NTATOG.

Edv etyate ailepyia | aviidpoon o€ 0TO0ONTOTE PAPLLOKO TOV YPNCULOTOLEITE Y10, VL
avtiueTOTicete TV 0c0éveld cag.

Edv giyate mponyoduevo 10Tpiko 1GTOPIKO EYKEPUAIKNC OUOPPOYING TTOL OEV OQEINOTOV GE
TPOVUATIGUO.

Evéowm maipvete to Plavix:

Ba TPETEL VOL EVILLEPADGETE TOV YIOTPO GOG EAV £XEL TPOYPULULUATIOTEL KATOH XELPOVPYIKN
enéuPoomn (cupmepAapUPavopuévng TG 000VTIOTPIKNG EXEUPACTC).

Ba Tpénel EMIONG VO EVILEPDCETE TO Y1OTPO GO AUECHS EAV TOPOVGLAGETE Ui LLTPIKN
Katdotoon (eniong yvoot g ®poufotiky ®popporevikn [Hopevpa 1 TTP) mov meprhapfdvet
TUPETO KOl UOAWDTEC KAT® a0 TO OEPLLO TTOL UTOPEL VO EUPOVIOTOOV ®C EPVOPEC KNAIDES, e 1)
xopic ave&nyntn KOT®GN, GOYYLGT, KITPIVN OTOYP®CN TOL SEPLOTOC 1| TOV HATIOV (IKTEPOC)
(BA. mapdypago 4 «ITiBavég avemBOunTe evEpyeleg»).

Edv xomeite N} Tpavpatioteite, iomg xpelaotel TEPIGGOTEPOS OO TO GLVNOIGUEVO YPOVOG V1o VOl
OTANATAOEL 1 Ooppayic. Avtd oyetiletal pe To unyaviopod dpacns Tov apUAKoL opov
gumodilel ™ ovvatdTTa dnuovpyiog Opdupov. o pikpng onuoaciog Koyipota Kot
TPOVUOTIGUOVGS, TT.Y. €AV KOTElTE, K0T TO EVpiopa, cvviBwg dev vdpyet TpoPAnua. [lapoia
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aVTA, €AV avNovyeite AOYm TG aoppayiag cog, O TPETEL VO EMKOIVMVIGETE LIE TO YLUTPO GOG
apéows (PA. mapdypapo 4 «ITiBavéc avemBounteg evépyeiec»).

. O y1atpdg oag umopel va {ntnoet e€eTdoelg aipatoc.

Mowora ko Eenpor

Mn divete 0010 TO PAPLOKO GTO TodLE EMELON] Ogv £xel dpdom.

Alro gappoxa ko Plavix

Evnuepmote Tov yiatpd 1 TOV QOPLOKOTOL0 GOG GV TaipveTe, £xete mpdSOATA TAPEL 1| Lopel va

ThpETE AAAA PAPUAKO, AKOLO KOL 0VTA TOL dEV Gag £xovv yopnynoel pe cuvtoymn.

Kéamow aAla @dppoxe pmopel va ernpedoovy tn ypnon tov Plavix i avtictpooea.

Ewwdtepa, Oo mpémet vo evuep®GETE TO YLOTpd GG GV Aapupavete
- QApLOKA TTOV EVOEYETAL VO AVENCOVY TOV KIVOUVO auploppayiog OTms:

o 0tO TOV GTOWOTOG AVTIUTNKTIKA, PAPLLOKA TOV YPTGLLOTOIOVVTOL Y10, TN UEION TNG
TNKTIKOTNTOG TOL O{pLOTOC,

o KOO0 U1 GTEPOEIDEG AVTIQAEYUOVMIEG PAPLOKO, TOV XPTOLOTTOIEITOL GLVHOWE Y1 T
Oepaneia eMOOLVOV KOUT PAEYLOVOOIDV KATOGTAGEMY TOV HUGV 1] TOV aplphcemv,

o nrapivn 1 0mo10dNTOTE GALO EVEGILO QAPLOKO TOV YPNCIUOTOLEITAL Yia TN HEioT TNg
TNKTIKOTNTOG TOL OiLOTOC,

o TUAOTSIVT, 1] AAAOVG AVTIOLOTETAALKOVG TOLPEYOVTES,

o £vav EKAEKTIKO OVOOTOAEN ETAVATPOGANYNG GEPOTOVIVIG (TEPIAaPOVOUEVOY AALG N

nepoptlopevav otn eAovoéetivn i T eAovPoéapivn), EApUaKe TOL YPNCIUOTOIOVVTAL
oLV Bmg Yo vo avTipeTOTicovy BepaneuTikd TV KatdOAym,
o prpoumikivn (ypnoponoteital yio tn Oepomeio GoPapdv LOADVEWDV)

- opempaloin 1 ecopenpalOin, EAPLOKO Y10 TNV OVTILETATIOT CTOUAYIK®DY EVOYANCE®V,

- @AovkovaoAn 1 PopucovalOAr, GAPLOKA Y10 TNV OVTILETOMTIOT LUKNTIUGIKOV AOIUDEEMV,

- epaPpévin, 1 dAla avtipeTpoitkd @appakxa ( xpnoiponoteitol yio m Bepancio Tov AoudEemv
and HIV),

- KkapPapalenivn, EAPUOKO Y10, TNV AVTILETOTICT OPIGUEVOV LOPODYV ETIANYIOG,

- HOKAOPBELION, PAPLOKO Y10, TNV OVTILETOTION TNG KaTAOAnymg,

- PETAYAVION, PAPUAKO Y1 TN BEPAMEVTIKN OVTILETOTION TOL StaPnTn,

- TOKMTAEEAN, QAPLOKO Y10 TN OEPATEVTIKT AVTILETMIGT TOV KOPKiVOV.

- omoedn: eved AapPdavete Oepaneio pe KLOTOOYPEAT, O TPETEL VO EVILEPDOETE TO YIOTPO GOG
TPV GOG cLVTAYOYPaPNOel 0TO100MTOTE OTIOEDES (PN OLOTOIEITAL Y100 TN BEpameia TOV
cofapov Tdvov).

- pocovPoctativn (XPNOLOTOIEITAL VIO TN LEIMON TOV ETITEIWDV TNG YOANGTEPOANG GAG).

Edv eiyate éva cofapd mévo oto otnBog (aotadn otndayyn 1 KopdlaKd ENEIGOO10), TAPOIKO
1OYOLLUKO ETEITOD10 1 IOYOLUIKO OYYELOKO EYKEPOUAKO EMEIGOS10 NG PopOTNTAS, UTOPEL VO GOG
yopnynOet Plavix ce cuvdvoouod e akeTVAOGOAKLAIKO 0&D, Hic OVGio TOV ATAVTATOL GE TOAAG
QOPUOKEVTIKA TPOIGVTA TTOL YPTCLLOTOIOVVTUL Y10, TV AVAKODPICT OO TOV TOVO KOl 1O
OVTITLVPETIKA. Mid TEPIGTAGIOKT] YPNOT AKETVAOCAAKVAIKOV 0EE0G (01 TeplocdTepo amd 1.000 mg
o€ O1aotnia 24 opmv) dev Ba TPEMEL, YEVIKA, VO TPOKOAEGEL KATO10 TPOPAN UM, EVED GE GALES
MEPUMTAOOELS, TAPATETALEVN Yp1ion Oa mpémel va culntnBel pe 1o yoTpd cog.

To Plavix pe tpo@ég kon moto

To Plavix umopet va Aappdvetor pe 1 yopic tn Aqyn Tpoeng.

Kitnon ka1 Onracpég

Eivar mpotindtepo vo uny maipvete ovtd o Tpoiov KaTd T JidpKeLo TG KOOGS,
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Av glote €ykvog 1 vroyaleote OTL gioTe £yKLOG, B0, TPEMEL VAL EVIUEPDGETE TO Y1ATPO 1) TO
pappoakonold cag mpw Aafete Plavix. Av peivete €ykvog evo Aappavete Plavix, cupfovievdeite to
YTpd 060G ApESOS, KAOMS dEV GUVIGTATUL ) ANYN KAOTIO0YPEATG KOTA TN SdpKELD TG KONOTG.

Agv mpénet va, INAGLeTe evd YpNnoLOTOLEITE OLTO TO PAPLOKO.
Edv OnAalete 1 oyedialete va OnAaoceTe, JUANGTE LE TO YIOTPO GOC TPV TAPETE CVTO TO PAPLLOKO.

ZnNTNGTE TN GUUPOVAT TOV YLOTPOV 1 TOL POPLOKOTOLOD GUG TPOTOV TAPETE OTOLOONTOTE PAPUAKO.
0oMynon Ko EPGROS PNYOvVRATOV

To Plavix etvon aniBavo va ennpedost v tkavotnTd cog v 0dnyeite 1 va xepileote unyave.

To Plavix wepiéyer Aaxtoln

Edv éxete evnuepwBet amd to yotpod oag 6tL Exete dvooavetia og kdmola cdiyopa (m.y. Aaktoln),
EMKOWVOVNOTE LE TO YIATPO GOG TPV VO TAPETE OVTO TO PAPLLOKO.

To Plavix wepiéyel vOpoyovOREVO KIKEANLO

AVTO evd€ ETAL VO TPOKAAEGEL GTOUOYIKES OlaTapayEG 1] dtdppotal.

3. Hog va wapete To Plavix

ITavtote va maipvete To PAPLOKO OVTO OVGTNPA COLPOVO LE TIC 0ONYIEG TOV Y1OTPOV 1| TOV
eoppakomolod cag. Eav éxete apeifolies, potiote TOV Y10TPO 1 TOV QUPLOKOTOLO GOC.

H ocvvietdpevn d6on, meptiapfavopévng ekeivng yuo toug acteveic pe o acBévela mov ovopdleran
CKOATIIKT LLoppopLyn» (Un Kavovikog Kapdtakog puluog), eivat éva diokio Twv 75 mg tov Plavix ava
NUéEPa oL AaUPAVETOL OO TOV GTOLOTOG UE 1] XOPIC TPOPN, Kot TNV id10 dpa KAbe nuépa.

Edv éxete epoavicel cofapd movo oto 61h0og (actadn ombayyn 1 Kapdlokd Enels6010), 0 YoTPOS

c0G umopel va cag yopnynoet tn 60om tov 300 mg 1 600mg Plavix (1 1 261okia tov 300 mgn 4 1 8
dwokia Tov 75 mg) pia eopd Kot povo kotd v Evapén g Oepameiog. XTn GUVEYELX, 1| GUVICTMEVN
d6om etvan €va dtokio Plavix tov 75 mg v nuépa OT®G TEPLYPAPETAL TOPATAVE®.

Edv éyete mopovc1icel GOUUTTOUOTO OYYELLKOD EYKEPUAIKOD EXELGOGIOV TOV VTOYDPNCAV LEGH GE
GUVTOUO YPOVIKO SLAGTNUA (YVOOTO KOl O TAPOSIKO IOYOLUIKO ETEIGOSI0) 1 IGYOLUIKO AYYELNKO
EYKEPAAIKO EMELGOO10 NIOG PapdTNTAG, O YLOTPOG GOC Umopel va cag Exel yopnynoet 300 mg Plavix
(1 dwokio Twv 300 mg 1 4 dokia TV 75 mgE) pio popd otnV apyn g Oepaneiag. Xtn cvvéyeta, N
ocuviotdpevn doon givat éva diokio Plavix tov 75 mg v nuépa 6Tmg meptypaeeTot Tapamdve pLodi
LE OKETVAOCAAIKVALKO 0&D i 3 Bdopadec. XN cuvéyela o yotpog Ba suvtayoypagnoet gite Plavix
UOVO €lT€ AKETVAOGUAKVAIKO 0ED LOVO.
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To Plavix 0o mtpénel vo 10 maipvete yio 660 ddotnpa 0 yrotpdg cog cuveyilel va 6og to
GLUVTOYOYPOPEL.

Eév mapete peyorvtepn d6on Plavix amé tnv kavoviki

Enwcowvoviorte e To y1otpd oag 1 TV TANGIEGTEPT] VOGOKOUELNKT] VINPEGTN EKTOKTOV TEPIOTATIKMDV
AOY® TOL ALENUEVOD KIVODVOUL QLoppoyiog.

Edv éxete meplocoTEpEg EPOTIOELS GYETIKA LLE TN YPTOT] AVTOV TOV QAPUAKOL, POTHCTE TOV Y10TPO 1)
TOV POPUOKOTOL0 GOG.

4. MOavég avemBOpNTES EVEPYELEG

Onwg 6o To pAPLOKA, ETCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOPOoVGLALovTal G€ OAOVG TOVG AvVOPMOTOLC.

Emkowvow)ote pe To Y10Tp6 605 OpPéc®S OV TAPOVCLUCETE:

- TopeTo, onpeio Aoipméng N vrepPoiikng KOTMONS. AVTa THAVAS VO ELPAVIGTOVY AOY® TOV
OTAVIOV TEPIMTMCEMY PEIMCENS KATOI®MV KUTTAP®Y TOV OHLATOC

- GUUATMUOTO NTUTIKOV TPOPANUATOV OTTMG KITPIVIGUE, TOV dEPUATOS KOUT TOV UATIOV
(ixtepog), aveEdptnTa 0md TO €0V GLVOSEVETAL OO ALpLoppayia, 1 omoia epeavileTol KAt amod
70 0épua ¢ epLOPEC KNAIdEC Koy ovyyvon (BA. Tapdypago 2 «IIposidomocelg Kot
TPOPLALEEISY).

- 01010 6T0 GTONO 1 SLUTAPAYES TOV OEPUATOC, OTMS EEAVONUATA KOl KVNGLOG, PAVKTULVES TOV
dépuotoc. Avtd mbavov etvar onpadio AAAEPYIKNG aVTIOPACTG.

H mo ovyvn] avem@opntn evépyera oo £xel avapepBei pe to Plavix givar n opoppayio. H
aipoppayio mhavov vo TapovGLUCTEL MG ALOPPAYic OO TO GTOUMYL 1] TO EVIEPO, LOAMTES, AUATMLLO
(aocvvnBion aoppayio | HOAOTAG KAT® 0md TO dEPUA), atpoppayio omd Tn Lo, aifa oto ovpa. X
pikpd appod mepumtdcewyv Exel avapephel apoppayic. oTa LATIO, GTO ECOTEPIKO TNG KEPUANC, OTOV
7vedova 1 6TIG apBpdoels.

Edv ntapatnpijoete mapateTopévi apoppayio 6tov waipvete 1o Plavix

Edv xomeite 1| Tpavpatioteite, iomg ypelaotel TepocOTEPOS OO TO GLVNOIGUEVO YPOVOG Yia VoL
oTapOTAOEL N aoppayic. Avtd oyetiletal pe Tov TPOTO dPAoTG TOL PAPLLAKOV POV EUTOdILEL TN
dvuvartotnta onovpyiag Opoppov. Ia pikpnc onuaciog KoywipoTo Kot TPavUATIcUOVG, T.Y. €0V
Komeite, Katd to EHpiopa, cuviBmg dev vdpyel TpOPANpa. Ilapodia avtd, ebv avnovyeite Ady® TG
OopPaYiag oag, B0 TPEMEL VO EMKOIVOVIGETE LE TO YITPO GOG aUES®S (PA. mapdypapo 2
«IIpoeidomomcelc Kot TPOPLAGEEIS»).

AlLreg avemBOunTEG EVEPYEIES TEPLAUUPAVOLV:

Yuyvég avemBountec evépyeleg (evoéyetal vo ennpedoovy £éoc 1 ota 10 dropa):
Aldppoto, KOIAaKOG TOVOG, SuoTEYin 1| KAVGOC.

Oyt suyvég avemBounteg evépyeleg (evoéyetal va emmpedcovy émg 1 ota 100 dropa):

[Movoképaiog, €Akog oTOpd OV, EUETOC, VAT, SVOKOIAOTNTA, VIEPPOALKE TOALA CLEPLO GTO GTOWAYL
N o010 éviepo, e€avinuarta, kKvnopoc, {aAn, aicOnon «LupUNYKIEGHATOS» KOl LOVOLAGHLOTOG,.

Yravieg avemBounteg evépyeteg (evoéyetal va ennpedoovy £mg 1 ota 1000 droua):

Tayyog, doykmpévo 6tBog 6ToVg AVOpEs.
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Mol omdviec avemBounteg evépyeieg (evoéyetarl va emmpedoovy émg 1 ota 10.000 dropa):

‘Tktepog: coPfapdg KotMokdg TOVOG He 1| YOpigc 0oPLOAYiN: TUPETOS, OVGKOAN GTNV AVOTVOT] TTOV
UEPIKEG POPEC GLVOSEDETOL ATTd PrX0L YEVIKEVUEVEG AALEPYIKEG QVTIOPAGELS (Y10 TOPASELY O, YEVIKN
aioBnon {éotng pe Eapvikn yevikevpévn duceopia péypt Amobopiog): oidnuo 6to oTOUN: PADKTOIVEG
TOV OEPUATOG: OAAEPYIO TOL SEPHOTOG EAKT) OTO GTOUA (GTOUATITION)  TTMOON TNG APTNPLOKNG TTiEoNS:
GVYYLON" TOPAICONCELS: TOVOG OTIS ApOPMCELS: HVTKOG TOVOG: GALAYEG OTY| YEVGT] 1] OTMOAELD TNG
YEVLOTG TV TPOPAV.

AvemBounTtec evEPYELEG LE U YVOOTH LY VOTNTO (OEV LITOPOLY Vo EKTIUNB0VV pe Bdon ta dtabéoia
dedopéva):

Avtidpacelg vrepevaictnociog pe Opakikd 1 KOIMOKO TOVO, ETIHLOVE CUUTTMLOTO YAUNAOD
GOKYGpov 6TO aipa.

Emumiéov, o yotpdg cog pmopei va avayvopicel petafoArég 6To OMOTEAEGUATO TOV OLULOTOAOYIK®OV
eetdoe®v 1 TOV AVOADCEDY OVP@V.

Ava@opd avemOOuNTOV EVEPYELDV

Edv mopoatnpnoete kamowo avemBOUNTN eVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUIKOTOLO GO,
Av16 1oyveL Kat Yo KEOBe avemBountn evépyela mov dev avapEPETAL GTO TOPOV POUAAO 0O YLDV
xphone. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeing, LEow Tov 0vikod
GLOTILOTOG OVAPOPAG TTOL avaypdpeTal oto [lapdptnua V. Méom tng avaeopds avembountov
gvepyelmv pmopeite va fondfoete 0T GLAAOYN TEPIGCOTEP®V TATPOPOPLAV GYETIKA UE TNV ACPAAELD
TOV TOPOVTOG POPUAKOV.

5. Ilog va guraccete To Plavix

To @appako ovtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot HgV TO POGVOVV Ta TOLO1EL.
Noa pn yproiponoteite avTod T0 APOKO HETE TNV NEepoUNVia ANENG TOL AVAPEPETOL GTO KOVTE Kot
otV KLyéAn, petd v AHEH. H nuepounvia AnéEng eivor 1 tekevtaio nuépa Tov pive Tov
ovopEPETOL EKEL.

Agv vITapyovV EBIKEC 001 YieC dotpMoNg Yo, TO TPOIOV aLTo.

No pn ¥pMoLOTOLEITE 0VTO TO PAPLLOKO EAV TAPOTNPTCETE OTOL0OTOTE 0PATO ompeio PAAPNG.
Mnv metdte PappoKa 6To vepd TNG 0mOYETELOTNG 1) 6T GKOLTIdW. PoTthote Tov papuaxorold cag yio
TO TG VO TETAEETE TA PAPLLOKA TOV OEV YpNoonmoleite ma. Avtd ta pétpa Bo fondncovv oty
TPOCTAGiK TOVL TEPPAALOVTOG,.

6. Iepreydpevo. TG GVOKEVOGING KOl AOTES TANPOPOpPiES

Tvegpréyer To Plavix

H dpaoctikn ovoia givar 1 khomidoypéin. Kdabe diokio mepiéyet 300 mg khomdoypéng (wg 6&vn
Beuxn).

Ta dAla cvotatika eival (BA. mTapdypago 2 «To Plavix mepiéyel Aaktoln» kot «To Plavix mepiéyet
VOPOYOVOUEVO KIKEAOLOY):
- IMvpnvag diokiov: pavvitorn (E421), kikéloio vdpoyovouéVo, KOTTAPivY KPOKPUGTAAAIKY,
moAvatfvuievoyAvkoin 6000 kot VOPOEVTPOTLAOKVLTTOPIV YOUNANG VITOKATACTOONC,
- EmwdAvym diokiov: Aaktoln povoidpikn (YoAoKTooaKyapo), vpoueAholn (E464), tplaketivn
(E1518), cdnpov o&egidio epubpod (E172) ko titaviov do&eidwo (E171),
- Hoapdyovtag otidfwong: knpdg kapvaovpng.
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Epg@avion tov Plavix kot mepieyopeva g 6vokevoociog

Ta emkoAoppéva pe Aemtd vuévio diokia Plavix 300 mg eivon emunkm, pol, pe yapayuévo ot pio
mievpd tov apBpo «300» kot otnv GAAN mAgvpd tov apBud «1332». To Plavix dwutiBeton o xovTid
amo xaptovi mov meptEyouv 4 x 1, 10 x 1, 30 x 1 kou 100 x 1 diokiot CLOKEVAGUEVE GE KOWEAES
(blister), povédwv 66om¢ amd arovuivio. Mmopel va v KukAo@opoHv OAEG 01 GLGKEVUGIES.

Karoyoc Adcrac Kvkrhogpopiog ko Iapackevaotig

Kazoyog Adetog Kukhogopiag:
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

ToAAMa

ITapackevactic:
Sanofi Winthrop Industrie
1, rue de la Vierge, Ambares & Lagrave, F-33565 Carbon Blanc cedex, ['aAXia

INa omoladnmote TANPOPOPIio, GYETIKG [LE TO TOPOV PAPUAKEVTIKO TPOTOV, Tapakareiche va
amegvBuvbheite 0TOV TOTTIKO AVTITPOGOTO TOV KATOYOL TNG AOEWNG KUKAOPOPING.
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Belgié/Belgique/Belgien Lietuva

Sanofi Belgium Swixx Biopharma UAB
Tél/Tel: +32 (0)2 710 54 00 Tel: +370 5 236 91 40
Bbuarapus Luxembourg/Luxemburg
Swixx Biopharma EOOD Sanofi Belgium

Ten.: +359 (0)2 4942 480 Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)
Ceska republika Magyarorszag

Sanofi s.r.o. SANOFI-AVENTIS Zrt
Tel: +420 233 086 111 Tel.: +36 1 505 0050
Danmark Malta

Sanofi A/S Sanofi S.r.l.

TIf: +45 45 16 70 00 Tel: +39 02 39394275
Deutschland Nederland
Sanofi-Aventis Deutschland GmbH Sanofi B.V.

Tel.: 0800 52 52 010 Tel: +31 20 245 4000
Tel. aus dem Ausland: +49 69 305 21 131

Eesti Norge

Swixx Biopharma OU sanofi-aventis Norge AS
Tel: +372 640 10 30 TIf: +47 67 10 71 00
EAirGoo Osterreich
Sanofi-Aventis Movonpoécwnn AEBE sanofi-aventis GmbH
TnA: +30 210 900 16 00 Tel: +43 180 185—-0
Espaia Polska

sanofi-aventis, S.A. Sanofi Sp. z o0.0.

Tel: +34 93 485 94 00 Tel: +48 22 280 00 00
France Portugal

Sanofi Winthrop Industrie Sanofi - Produtos Farmacéuticos, Lda
Tél: 0 800 222 555 Tel: +351 21 35 89 400
Appel depuis I’étranger: +33 1 57 63 23 23

Hrvatska Romainia

Swixx Biopharma d.o.o. Sanofi Romania SRL
Tel: +385 1 2078 500 Tel: +40 (0) 21 317 31 36
Ireland Slovenija

sanofi-aventis Ireland Ltd. T/A SANOFI Swixx Biopharma d.o.o.
Tel: +353 (0) 1 403 56 00 Tel: +386 1 235 51 00
island Slovenska republika
Vistor hf. Swixx Biopharma s.r.o.
Simi: +354 535 7000 Tel: +421 2 208 33 600
Italia Suomi/Finland

Sanofi S.r.1. Ssanofi Oy

Tel: 800 536 389 Puh/Tel: +358 (0) 201 200 300
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Kvzpog Sverige

C.A. Papaellinas Ltd. Sanofi AB

TnA: +357 22 741741 Tel: +46 (0)8 634 50 00

Latvija United Kingdom (Northern Ireland)
Swixx Biopharma SIA sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +371 6 616 47 50 Tel: +44 (0) 800 035 2525

To wapdv @ULA0 00N YOV yp1ioNs avaBe®p1)OnKe Yo TeEAevTOia Popd Tov <Mnvoag EEEE>.

Agmtopepeic TAnpopopieg Yo To Pappako avtd etvar d1a0écipeg 6To dKTLOKO TOTO ToLV Evpmmaikon
Opyavicpov @appdkwov: http://www.ema.europa.eu/
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