ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Clopidogrel Zentiva 75 mg emukaAvppévo pe Aentd vUEVIO diokio
Clopidogrel Zentiva 300 mg emkodvppéva pe Aemtd vuévio dtokio
2. MMOIOTIKH KAI ITOXOTIKH XYNGEXH

Clopidogrel Zentiva 75 mg emkolvppéva pue Aemntd vuévio diokio
Ka0e emkaivppévo pe Aemtd vpévio dtokio mepi€yel 75 mg khomidoypeng (g 0&vn Beukn).

Exooyo. ue yvaoty opdor:
Kabe emkaivpupévo pe Aemtd vpévio diokio mepiéyet 3 mg Aaktodlng kot 3,3 mg vdpoyovaugvo
Kikehaiov.

Clopidogrel Zentiva 300 mg emkolvppéva pe Aertd vuévio dickia
Kdabe emxaioppévo pe Aemtd vpévio diokio mepiéyel 300 mg khomdoypedng (wg 0&vrn Beukn).

Exdoyo. ue yvawoty dpdor.:
Ka0e emkaivppévo pe Aemtd vpévio dtokio mepiéyetl 12 mg Aaktolng kot 13,2 mg vdpoyovoprévoo
Kikehaiov.

IMa tov TA7pN KeTdloyo TV ekddY®V, PA. mapdypogo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Emwcaioppévo pe Aemtd vpévio diokio (S1okio).
Clopidogrel Zentiva 75 mg emukaAvpuévo, pue Aentd vuévio diokia

Pol, otpoyyvdo, appikupto Kot @EpeL yapayévo Tov oplBpd «75» atn pio TAgupd Kot Tov aplduo
«1171» oy GAAN TAevpd.

Clopidogrel Zentiva 300 mg emkodvpuéva pe Aentd vuévio diokio
Pol, emipnkec kan pépet yapaypévo tov apBud «300» ot pia mhevpd kot tov apBpd «1332» oty
GAAN TTAEVPAL.

4. KAINIKEX TAHPO®OPIEX
41 OgpamevTikég gvoEiselg

Agvtepoyevnc TpoAnyn aOnpwbpoufotikdv eteicodinyv
H xhomdoypéin evdeikvotal oe:

o Evilikeg acbeveig pe épopaypa tov pookapdiov (amd Alysg nuépeg péypt Arydtepo amd 35
NUEPES), IOYOUIKO ALY YELKO EYKEPOMKO €MEIGOO10 (amd 7 NUEPES LEYPL AYOTEPO AT 6 UNVEC)
N EYKATEGTNUEVT] TTEPLPEPIKT APTNPLOKT| VOGO.

o Evilikec aoBeveig pe o0&y otepaviaio cuvopouo:

- 08D otepaviaio cuVOpoUo Ywpig avacTact Tov dactnuatog ST (aotadng oBayym 1
guepaypo Tov pookapdiov ympic kopa Q), cvumeplappavoutvav Twv acbevov mov
vrofdilovtal og tomoBétnon evdompobeong (stent) petd amd Sradepuiky eméufoon
oTEPOVINI®V 08 GLVOLOCUO HE OKETVAOCUAKVAIKO 050 (AXO).

- O& £uepaype Tov HLOKOPSIOL LLE AVACTOGT TOL dtacTtaTog ST, og GuVOLACUO UE
AX0, og acbeveig mov avtpetomilovtol cuVTNPNTIKA Kot ival KatdAAniotl va Adfovv
Opouporvtikn ayoyn.



2e aobeveic pe petpiov €og vyniod kvdvvov Iapodwud Ioyoyukd Exeicdowo (IIE) 1 éhaccov

Ioyouukd Ayyslokd Eykepaikd Eneicodwo (IAEE)

H xchomdoypéin oe cuvdvacpod pe AZO evdeikvutol oe:

o Eviilixeg acOeveic pe petpiov éoc vyniov kwvdvvov ITIE (Baduoroyioc ABCD2! >4) 4
éhaccov IAEE (NIHSS? <3) evtdg 24 wpdv and to ITIE 9 to IAEE.

péinun adnpobpoufotikav ko Opoufosuforiikmdv eneicodinv 68 KOATIKN LopUOpLYN

Y€ eviMKeC 060eVEiC [le KOATIKT LOPLOPLYT TOV £XOVV TOVAAYLOTOV £VO TOPAYOVTO KIVOUVOL Y1l
oyyelKa copPapota, Tov dev etvar duvatd va mapovy Bepaneia e aviaymviotéc Prrapivng K (ABK)
Kol 01 07oi01 £(0VV YOUNAO Kivouvo arpoppayiog, 1 KAOTO0YPEAN eVOEiKVLTOL GE GUVOLOGUO LIE TO
AX0 yuo v Tpdinym abnpobpopfotik®mv encicodiny kot enelcodinv Opoufospfoing,
GULUTEPIAAUPAVOLEVOL TOV OlYYELOKOD EYKEPUAKOV ETELGOOI0V.

INoa neprocdtepeg mAnpopopisg mapakoieiode va avatpééete otny mapdypaeo 5.1.
4.2  Aocoloyio Kol TPOTOG YopNyNoNg

Aocoroyia
Evijlikes kou nhikiouévor

Clopidogrel Zentiva 75 mg emkolouuévo ue Asmwro vuévio diokio,
H «homidoypéin mpénet va divetar o¢ epdmal nuepnola d6on tov 75 mg.

Clopidogrel Zentiva 300 mg emikolvouuéva ue Aswro vuévio oiokio,
Av16 10 dtokio Twv 300 Mg KhomdoypéAng mpoopileTon yia xprion wg 666m EOPTIoNC.

Xe aoBeveig mov macyovy and 00 oTEPUVINio GHVOPOLLO:

o 08D otepaviaio cuVOpoUO Ywpig avacTact Tov dactnuatog ST (actadng otnOayym 1
guepayuo Tov pookapdiov ympic kopa Q): 1 aymyn ue kKhomdoypéin Ba mpimel vo EeKva pe
pia gpamal d6om poptiong twv 300 mg | 600 mg. H epdmaé d6om @optiong towv 600 mg Oa
uropovoe va yopnyeitan o€ acbeveig niikiog <75 etmv 6tav TpoPAEmETUL dSLASEPUIKN
otepavioio mapépuPaocn (PA. mapdypagpo 4.4). H Oepamneio pe khomdoypéin o tpémet va
ovveyileton pe 75 mg pio popd v nuépa (pe aketvAocaitkvikd o&d (AX0) 75 mg-325 mg
nuepnoing). Kabng vymiotepec d0ceig AXO cvoyeticOnkav pe vymidtepo Kivovvo
apoppayiag, cvotnveral n 66on AXO vo unv eivon peyodvtepn amd 100 mg. H Bédtio
SLAPKELD TNG AY®YNC OEV EYEL EMioN L0 TPOGOLOPLOTEL. ZTOYEID KAWVIK®DY S0KIU®Y vITootnpilovv
T xpHom uéxpt 12 punveg, pe 1o pHéyioto 0per0g va Tapatnpeital otovg 3 unveg (BA. Tapdypapo
5.1).

080 uppaypo Tov LLOKEPSIOV [LE AVACTOGT TOL dloTHUATOG ST

1 KAomdoypéAn Oa mpémel va yopnyeital mg povi nuepnota 06on tav 75 mg Eekivavtag pe pio d6om

@optiong Twv 300 mg oe cuvovacpd pe AXO, pe N xopis Opopporvtikd. ' wTpikdg

Bepamevouevoug acbeveic avm tov 75 eTmv 1 KAomdoypEAN Ba Tpémel va Egkvd ympic doom

@optiong. H cuvdvacuévn Bepomeio Oa mpénet va EeKiva 10 GuvToudTEPO duVvaTO PETE TNV EVopén TOV

CLUTTOUATOV Kol v cuveyiletal To Ayotepo yio téacepig efdopdadec. To 6@erog amd T0 GLVIVAGHO

g KhomdoypEANG e AZO yio oo LeYaADTEPO TV TEGCAPV ERdoUddmVv dev &xet peretnOel

(PAéme mapaypoo 5.1).

Evilikeg aoBeveig pe petpiov éog vymiod kivdvvov IIE 1 élaccov IAEE:

e evinhikeg aoBeveig pe petpiov émg vyniov kvévvov ITIE (Babuorioyio ABCD2 >4) 1§ éhaccov
IAEE (NIHSS <3) 6a mpénetl va yopnyeiton pia 66om @optiong kKhomdoypéing 300 mg
axorovBobpevn and d6on KAomdoypéing 75 mg dnaé nuepnoiong kat AXO (75 mg -100 mg droé
nuepnoing). H Bepaneio pe khomdoypéin kor AZO Ba mpénet vo Eekivd evtog 24 opdv and 1o
ene106010 Ko va cuveyiletan yo 21 nuépeg axoAovBoduevn amd OV aVTIOLOTETOALNKT Oepameia.

! Hukia, Apmmpioxn mieon, KAviké yopoktnpiotikd, Adpketo kot Sidyvoon Zokyopddovg Atapritn
2 KMpoka Ayyetakod Eykepaiucotd Eneicodiov EOvikdv ISpupdrov Yyeiog
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e acbeveig e KOATIKNY LapLopLY, 1| KAOTOOYPEAT TPEMEL VA yopnyeiton mg pia nuepnotla 666 TV
75 mg. To AXO (75-100 mg nuepnoing) tpénel va apyilel kot va cuveyiletal 6€ GUVILAGUO LE TNV
KhomdoypéAn (BA. mapdypapo 5.1).

Edv Egyaotel o 66om:

. Evtdg AMyotepo tmv 12 opdv PETA TNV KAVOVIKT TPOYPOUUATIGUEVT dpa: o1 acBeveic mpémetl va
ThPOLV TN 366N TOLG AUESHG KOt LETA VO TAPOVV TNV EXOUEVT] SOCT| GTNV KOVOVIKY
TPOYPULUATIGUEVT] DPOL.

. Metd and nepiocotepo amd 12 mpeg: o1 acbeveig mpémel va Tpovv TNV XOUEVT OOCT TNV
KOVOVIKT TPOYPUUUATIGUEVT] MPO. KOL VO LNV SITAAGLACOVY T 00GT).

Toudrazpiros minBoouog
H xAomidoypéin dev Tpémel va ¥pnoIUomotEiTan o€ Todld AOY® apPBoAdY Y10, TV
anoteleopatikotnta (BA. mapdypago 5.1).

Neppixn ovolertovpyio.
H Bepomevtikn eumeipio sivor mtepropiopévn o acbevelg pe veppikn dvoiettovpyia (BA.
napaypago 4.4).

Hrartixn dvolertovpyio,
H Oepanevtikn gumeipia eivon meplopiopévn o acbeveis e pérpla nratiky voco, ot omoiotl propei va
TOPOVGIACOVY AOPPayIKY| Tpodidbdeon (BA. mapdypapo 4.4).

Tpomog yoprynong
Ao otoHaTOC YPNOT
Etvou duvatd va yopnyeital pe | xopic tpoemn.

4.3  Avrevositeag

. YrepevoioOnoio 61N dpacTikn ovsia 1| 6 KATo1o amd To £KO0Y0 TOV AVOPEPOVTOL GTNV
ToapAypoeo 2 | otV mapaypago 6.1.

o YoBapn nratikh Svciettovpyia.

o Evepyodg maboroyikr aupopporyic, OTmG TETTIKO EAKOG 1 EVOOKPUVIAKT GLLopparyic.

4.4 FE10kég TPOELOOTOMGELS KO TPOPVAAEES KATA TN Yp1jon

Awoppayio Kot ooToAOYIKES S10TOpayES

AdY® TOL KIVODVOL CLLOPPOYIOG KoL OUATOAOYIKOV aveTBOUNT®V gvepyeldV, Ba Tpémel va
dlevepyeitar yKaipmg LETPNOT TOV EUUOPPOV GLUGTATIKMY TOV OUUATOS, KO/ OAAES OYETIKEG
€EETACELG OTOTEONMOTE KAVIKA GUUTTMLLOTO, TTOV VTOONADVOLV oopparyia ppavifoviot Katd
duapxeta tng Oepamneiag (PA. mapdypapo 4.8). Onmg pe GALOLG OVTIOLOTETOAOKOVG TOPAYOVTEG, 1|
KLomdoypéAn Ba TpémeL va xp1OIUOTOIEITAL e TPOGOYT| 6€ acbeveig Tov pmopei va glvar o€ Kivouvo
ovénuévng apoppoayiog omd Tpavpa, YEPOVPYIKN enéuPfacn 1 dALEC TaBOLOYIKES KOTAGTACELS KOl GE
acBeveig mov Aapfdavovv aymyn pe AXO, nropivn, avasTOAEIS TOV VTOSOYEMV TNG YAVKOTPMTEIVIG
1Ib/11a 7 un-otepoedn avtipieypovmdn eapuaka (MEAD) coureplapfavouévav TOV avooTOAE®Y
¢ kapPolvrdong CoX-2 1 TV EKAEKTIKOV AVOGTOAE®Y enavomTpdoinyng ¢ ogpotovivng (SSRIS),
1N oyvpovg enaymyeic tov CYP2C19 1§ dAlo popprokevtikd Tpoidvia mov oyetilovial pe Kivouvo
apoppayiog 6nwc 1 tevro&lpuAdivn (BA. mapdypapo 4.5). Adym Tov avénpévou Kivohvou
apoppayiag, n TpumAn ovtoporetoiakn Oepaneio (Khomdoypéin + AZO + SumvpdatoAn) yio
SEVTEPOYEV TPOANYT EYKEQPAAKOD EMEIGOOIOV deV GuVIcTATOL GE 0c0eveic pe 0&H un kopdloeufoiikd
LOYOLUIKO eYKEPOAKO emelc6d10 N TIA (BA. moapdypapo 4.5 kot mapdypagpo 4.8). Ot acheveig Oa
TPENEL VL TAPOKOAOLOOVVTAL GTEVA Y1 KAOe onueio apoppayiog COUTEPIAAUPBOVOUEVIG TG
AavBdvovcag apoppoyiog, WK KaTd TIC TPMOTEG EPOOUADES TN OY®YNG KOUN UETA 0o emeuPaTikég
Kapdlohoykég Sadkacieg 1 xepovpykn enépPaoct. H tavtdyxpovn yopiynon e khomdoypéing pe
OtO TOVL GTOWUOTOG AVTUTNKTIKG O0EV GUVIGTATOL ETEWON UTOPEL VoL LENGEL TNV £VTOGCT) TG cpLoppayiog
(BA. mapdypogo 4.5).




Edv évag acBevic mpdkettal va vtoPfAndel € TPOYPOUUATIGILEVT YEPOVPYIKT EXEUPOCT Yo TNV Omoid
TPOCOPIVA deV givar ETBLUNTA AVTINUOTETAALNKT OpACT), 1| KAOTIO0YPEAT Oa TPEMEL VoL dloKOTTTETOL
7 nuépeg Tpv amd T yepovpyikn enépPaon. Ot acbeveig Oa TpEmel va EVIEPOVOVY TOVG 1TPOVG KOl
TOLG 000VTIATPOVG OTL AAUPEvoVY KAOTLOOYPEAT, TPV OO TOV TPOYPOUUATIGHO KAOE YEPOVPYIKNG
emépPaong Kot Tpty amd T Aqyn Kabe véov papuakevtikol Tpoidvtos. H khomdoypédn mapateivel to
xpOvo pong kat Ba Tpémel va ypnoyomoteital pe Tpocoyn oe acheveic, ol omoiot Exovv PAAPes pe
Téon vo apoppaynoovy (1010iTepa YUOTPEVTEPIKES Kot EVOOPOGAUIES).

Ot acBeveic Oa Tpémel va evnuepmBovv 6Tt 6tav AapPdvouy kKhomdoypéAn (Lovn 1 o cuvdvocud pe
AX0) iowg ypelootel TEPIGGOTEPOG YPOVOS O’ OTL GLVHOWS TPOKEUEVOL VO GTOOTNGEL 1) Apopparyio
Kot 6t Oa TPEMEL VAL AVAPEPOLY OTTOLONTTOTE AcLVNBIGTN (W TPOG TNV EVTOTION 1] T S1APKELD)
ooppayic. 6To yoTpd TOLG.

H ypnion ¢ epdmaé d6omc eoptiong twv 600 mg khomidoypéing dev cuvictdtol oe acheveic pe 0&d
oTEPAVLOI0 GUVOPOUO YWPIg avaoTact Tov ST SueTAHaToC Kot NAkiag >75 eT@v Ady® avénuévou
KIvdUVoL apoppayiag g avtdv Tov TAnducud.

Opoupwtikr Opouporevikn ITopevpa (TTP)

[ToAv omdvia €xet avapepbel Opopupaotiky Opopporevikn ITopevpa (TTP) petd and ypnon
KLOTOOYPEANGC, LEPIKEC POPEC PETA amd ikpng dudpketag EkBeon. Xapaxtmpileton amd Opoufonevia
KOl LUKPOOLYYELOTOONTIKY] OLULOAVTIKT OVOLL0 TOV GLUVOEETAL EITE [LE VELPOAOYIK( EVPTLLOTO, VEPPIKN
dvodettovpyia 1 pe mopetd. H TTP etvar pia Suvntikd Bovoatnedpog Katdotaomn Tov amottel £yKoipn
ay®Y"n, COUTEPIAAUPBAVOUEVNG TNG TAAGHOPAIPESTG.

Eniktmt oupooiria

Eniictnn awpoeidia £yl avapepBel petd amd ypnomn g KAOTIO0YPEANG. XE TEPITTAOCELG
emPefoarpévng LELOVOUEVTC TAPATACTG TOV XPOVOL EVEPYOTOUEVNG HEPIKNG BpopfortiacTivig
(@PTT) ue M yopic oupoppayia, Tpénet va e€etaleton n exikttn apo@idio. Ot aobeveic pe
emPeforopévn ddyvoon eTKTNTNG UOPIAMOG TPETEL VAL OVTILET®TI oVTOL Kot va, OgpamebovTol amod
€101K00G Kol 1 KAOTIOOYPEAN TPEMEL VA, S1OKOTTETAL.

[pdcpato 1oyonpxd oyyelokd eyKeQAAKO EXEIGOI0

Evopln s Oepanciog

- e aoBeveic pe 0&0 éhaccov IAEE 1 petpiov émg vyniov kivovvov TIIE, n SimAn
ovtioponetoiokn Oepaneio (Khomdoypéin kar AX0) Ba mpémet va Eekivd To apyotepo 24 dpeg
LETE TNV EUOAVIOT] TOV ENEIGOOTI0V.

- Agv vdpyovv oToLyEln GYETIKA LE TNV avoAOoYio 0PEAOVG-KIVODVOU TNG PpoyLypOViag OITANG
ovtioponetoMoakng Oepanciog oe acBeveig pe 0&L éhaccov IAEE 1 petpiov éo¢ vyniol
Kwdvvov IIE, pe 1otopucd (Un TpavpatiKig) evOoKpaviag apoppayiog.

- Ye aoBeveig pe un éhaccov TAEE, n povoBepoaneia pe khomidoypéin Oa mpénel va Egxva povo
UETE TIC TPDTES 7 NUEPEC OO TO EMEITOO10.

Aobeveic ue un édacoov IAEE (NIHSS >4)

Adyo Edderyng dedopévamv, 1 xpnor SITANG avTloporeTaAlokng Bepaneiog 6gv cuVIGTATOL
(BAéme mapaypoeo 4.1).

Tlpooparo élacoov IAEE 1 uétpiov éw¢ vwnlov kivovvoo TIIE o¢ aoOevels yia tovg omoiovg evoeikvoTol

n mpoypopuoatileton Topéufaon
Agv vdpyovv dedopéva Tov vo LTOGTNPILoLY TN XPNOoT SUTANG OVTIUOTETOAOKNG Oepameiog
o€ aobevelg Yio TOVG 0TTOIOVE EVOEIKVLTAL EVOAPTNPEKTOUT KAPMTIONG 1) EVOOYYELOKN
OpopPextopn, | oe aobevels yia Tovg onoiovg €xel Tpoypappatiotel OpopfOAvon 1 AvVTITNKTIKY
Oepaneio. H dumhn avtionponetaiiokn Oepomneio dev GuVIOTATAL GE AVTEG TIG KOTOGTAGELS.

Kvutdypopo P450 2C19 (CYP2C19)

Ddoppokoyevetikn: Le acbeveic pe meplopiopévn petaforikn wkoavornto tov CYP2C19, n
KLOTOOYPEAN OTIC GUVIGTOUEVEG 000ELG oYNUOTIEL MydTEPN TOCOHTNTA OO TO OPUCTIKO HETOPOAITN
™G KAOTO0YPEANC Kal EYEL LIKPOTEPT ENIOPOOT GT ActTovpYyia Twv cponetaiiov. EEetdoeig ival
drabéoipeg yo TNV Tavtonoinomn tov yovotvrov tov CYP2C19.




Enreon n khomdoypédn uetaporileton oto dpaotikd petafolritn g ev uépet amd to CYP2C19, 1
YAPNON PUPLOKEVTIKAOV TPOIOVIMV TOV avVOSTEALOLV TN dpdomn Tov evidpov avtov Ba avopéveTal va
€XEL WG OMOTELEG O, LEIWUEVO EMTEDD TOV OPACTIKOL PETOPOALTN TNg KAomdoypEAnc. H vy
GLOYETION NG OAANAETTIdpaoT g av TG elvar aféfoan. Q¢ TpoPOAAEN, 1| TAVLTOYPOVY YP1ON IGYLPDV 1
uétpiov avaotorémv tov CYP2C19 npénet vo amobappivetal (PA. mapdypapo 4.5 ylo o Aota
avactorémv tov CYP2C19, BA. erxiong mopdypago 5.2).

H yprion goppoakeutik@v mpoidviov tov endyovy tn opdor tov CYP2C19 avauévetar va 0dnyncouvy
o€ avuénuéva emimeda PapUdKov TOL EVEPYOL HETOPOALTN TNG KAOTOOYPEANG Kat B pTopovsay va
EVIoYVoOVVY TOV Kivouvo ayoppayioc. [IpoAnmrikd, 1 tautdypovn ¥pNon 1IoXVP®Y ETAY®YEDY
CYP2C19 6o mpémet va amoBappiOvetar (BA. Tapdypago 4.5).

Ymnootpopata tov CYP2CS
IIpocoyn yperaleton o acBeveic mov avtipet@milovtal OepameEVTIKA TAVTOYPOVO e KAOTIOOYPEAN Kol
QOPUOKEVTIKA TTPo1dVTa TTOL glvart vmostpopata tov CYP2C8 (BA. mapdypoeo 4.5).

AwcTovpodpeves ovtdpdoels HeTaEd Belevomupldvav

Ot aoBeveic Tpémetl va a&toAoyovvat Yio 10Topkd vrepevatsnaiag oe Betevomupdiveg (6mmg
KLOTO0YPEAN, TIKAOTIOIVT, TPpacOoVYPERT), dedopéEVoL OTL £xel avapepOel dStacTOPOVIEVT aVTIOpOCT
avdpeca og Beievomupdives (PA. mapdypoeo 4.8). Ot Beievomupidiveg vOE ETAL VO TPOKAAEGOLV NTLEG
£0¢ coPapic aAEPYIKES AVTIOPAGELS OTTMC EEAVOM LA, Oy YELOOION IO 1] OLUATOAOYIKES OLUCTAVPOVLEVES
avTpdoelg 0nmg Bpopfonevia kot ovdeteponevia. Ot acbevelg mov elyav avamTvel TPONyoOUEVT|
OAAEPYIKT OVTIOPOOT) KOV OUOTOAOYIKT avTidopooT o€ pio Bsievomupldivn evoéyetar va £xovv
avénuévo Kivéuvo avamtuéng g idtag | GAANG avtidpacnc o€ kamotla AAAT Oelevomupidivn.
Yuviotdtol Tapakorovnon tev aclevav pe yvooti aAlepyio oTig Osievomupidiveg yio onueio
vregpgvoicincios.

Neopr| dvclettovpyia

H Oepanevtikn gumeipia pe kKAomdoypéAn eivon meplopiopévn oe acbevelg pe veppikn Susigitovpyia.
I'V’ avté N KhomboypéAn B TPEMEL VO PN CLUOTOIEITOL U TPOGOYN G aVTOVS TOVg acBeveic (BA.
mopaypoeo 4.2).

Hrotwr) duciettovpyio

H eumepia etvar mepropiopévn o acbeveig Le péTplo otk vOco mov Umopel va £X0VV GLoppayIKni
nmpodidbeon. H khomdoypéln, emopévme, Bo Tpémet va yopnyeital Le TPOGOYN G 0VTOVS TOLG
acBeveig (PA. mapdypapo 4.2).

"Exdoya
To Clopidogrel Zentiva nepiéyel Aaktoln. Ot aoBeveig pe omdvio kKAnpovoutkd tpoAnuata

dvoave&iog otn YoAakToln, AP OVETAPKELN AOKTACNG 1] KOKT amoppoenon YAVKO N G-yoAakTolnG
dev PEMEL VAL TAPOLY AVTO TO PAPLLOKO.

AVTO TO POPUAKEVTIKO TPOIOV TTEPLEYEL VOIPOYOVMUEVO KIKELOLO, TO OTTOI0 UTMOPEL VO, TPOKOAECEL
GTOLLOYIKT dlaTOpayY| Kol SléppotaL.

45  Alnlemopaocsig pe A0 QUPUOKEVTIKA TPOIOVTA Kol GAAeg popPEis allnieniopacg

Dopuokevtikd Tpoidvta mov oyetiCovron pe kivouvo apoppayiog

Yrdpyel avénuévog kivouvog atoppayiog A0ym Tng ouvnTikng afpolotiknig dpdong. H tavtdypovn
YOPMYNOT POPUIKEVTIKDOV TPOIOVI®V TOV oyeTi{ovTan pe Kivouvo arpoppayiog Tpémel va yivetol pe
nmpocoyn (BA. mapdypago 4.4).

Avumrnktikd amo T00 GTOUATOS

H ovyyopnynon khomidoypéAng Kot avTIINKTIKOV oo TOV GTOUNTOG OEV GUVIGTATOL O10TL UITOPEL Vol
avénoet v évtoomn g awoppayiog (PA. mapdypapo 4.4). Av kain xopynon KAOTO0YPEANG

75 mg/muépa dev Tpomomoince TN oppakokivntikn e S-Papeapivng 1 Tov INR (S1ebvoig



opaAoTOMUEVG oYEoNG) o€ acbeveic Tov Aappdvouy pakpoypovia Bepomeia pe Bapeapivn, N
oVYYopNYNo” KAOTIO0YPEANG Le Bapeapivn awédvel Tov Kivovuvo atpoppayiag Aoywm aveEdptntwv
AELTOVPYIDV TNG UOCTACTG.

Avaotoleic twv vrodoyéwv e yAvkompwteivig IIb/Ia
H «homidoypéin mpémet va ypnoiponoteital pe Tpocoyn o€ acteveig mov Aapfavouy tavtdypova
avacTorelg TV vtodoysmv ¢ YAvkorpwteivng lb/a (BA. Tapdypago 4.4).

Axetvrooalikviind 0ld (AX0)

To AXO dev petéfade TV 0VAGTOAN OV TPOKAAEL 1] KAOTILOOYPEAT] GTNV TTpokolovuevn omd tnv ADP
GLUGGMPEVOT TOV ALUOTETAAIDV, VD 1 KAOTO0YPEAN evicyvoe T dpdon Tov AZO otnv
TPOKAAOVUEVT OO TO KOALOYOVO GLGOMPEVCT| TOV AUOTETOM®Y. 6TOG0, 1| TOVTOYPOVI YOPNYNOT
500 mg AXO 600 @opég TV NUEPa Yo o nUEPA OV aHENCE GNUAVTIKA TNV TOPATAGT] TOL YPOVOL
POTNG TTOL TPOKOAEITOL aTd TN Ay NG KAomdoypéAng. Mia poppokoduvapukn aAAnAenidpoon
peta&d khomdoypéing kat AXO eival mhovi, e amoTEAEG O TNV aADENGN TOL KIVODVOL a1poppayiog.
SUVETMG, N cLYYOoPNYNOoN Tovg Ba Tpémel va yivetar pe mpocoyn (BA. mapdypago 4.4). [Tavimg, n
KhomdoypéAn kar to AXO yopnynOnkav pali yio dibotpa péxpt éva £tog (PA. mapdypago 5.1).

Hropivy

e o KMVIKN LEAETN TTov €Yve g VYU ATOpA, 1) KAOTOOYPEAT dEV KATEGTNOE avarykaia T HETOBOAN
g 06oNG TG Nrapivng, ovte HETEPaLe TN dpdon TG Nropivng oty mén. H tavtdypovn yopnynon
NG NEapivig dev EXNPENCE TNV OVOGTOAN TS CLGGMPEVCTNG TV OUOTETOAI®V TOL TPOKOAEITAL ALTTO
v KhomdoypéAn. Mia poppokoduvapukn aAAnienidpaon petasld kKhomdoypéing kot nrapivng etvat
mOovn, e ATOTEAEG O TNV ADENGT TOL KIVOHVOL coppayiog. TVVETMS, 1| cLYYopNYNoT Tovs Ba
npémel va, yivetor pe mpocoyn (PA. mapdypoao 4.4).

Opoufotvtixa,

H acopddera g tawtdypovng xoprynong KAOTII0YpEANS, EWOIKAOV 1] U Yol TO dOES OpopforvTikdv
TapayovTOV Kot nrapveav a&lohoyndnke oe acleveic pe 0&0 Euppayua tov pookapdiov. H cuyvotra
EUPAVIONG KAMVIKE GNUAVTIKNG Ooppayiog NTov Topouoto Pe ouTh Tov mapotnpnonke, 6tav ta
Opouporvticd pdppoka Kot 1 nrapivy cuyyopnyndnkav pe AXO (BAéne mapdypaeo 4.8).

MXAD

e o KAMVIKN LEAETN TTov €Yve o€ VYielc €0eAOVTEG, 1] TOLTOYPOVN XOPTYNOT KAOTOOYPEANG Kot
vampo&Evng avénoe tn AavOavovco ammAELD ILOTOC OO TO YOOTPEVTEPIKO. QQG6TOGO, AOY® TNG
ENhenyng peretdv aAAnAenidpaocng pe dAla MEAD givol Tpog To TapoV adEVKPIVIGTO EQV VITAPYEL
avénpévog kivovvog arpoppayiog and 1o yootpevieptkd pe 6ia to MEAD. Xvvenmg, to MXAD
GUUTEPIAOUBAVOLEVOVY TOV avasToréwV TG KapPo&uidong Cox-2 kot 1 kKhomdoypéin Ba mpémel va
cuyyopnyovvtol pe Tpocoyn (PA. mapdypapo 4.4).

SSRIs
E@doov o1 SSRIS exnpedlovv v evepyomoinon TV ooneTaAimv Kot ovEAVOUY ToV Kivouvo
apoppayiag, n Tautodxpovn xopnynon twv SSRIS pe khomdoypéin Tpémel va yivetal Pe TPOGoxN.

Alleg tovtdypoveg Bepameieg

Enoywyeic tov CYP2CI19

Agdopévov 6T 1 KAOTTIO0YPEAT PeTOfOAILETaL LEPIKADG GTOV evepyd petafoAritn g amo to CYP2C19,
N XPNON PUPUAKEVTIKMY TPOTOVTWOV OV ETAYOVV T OPACTIKOTNTO 0LTOV TOV eVEDIOL AVOUEVETAL VO
odnynoovy o avENUEVA ETITESQ TOV EVEPYOV LETAPOAMTN TNG KAOTIOOYPEANG,.

H pwpapmikivn endyetl éviova to CYP2C19, pe amotélecpa 10600 v adENGT Tov ETTEIOL TOL
EVEPYOV LETOPOAITN KLOTLOOYPEANC OGO KOL TNV OVOGTOAN TMV UOTETOAI®Y, YEYOVOC TOV E101KOTEPA.
umopei va evioyDoeL Tov Kivouvo atpoppoyiag. I'a mpoinmtikodg Adyove, 1 Tantdypovn xpHon
oyvpav enaywyéov CYP2C19 Ba npénet va anobappvvetat (BA. mapdypapo 4.4).



Avaoroleic oo CYP2CI9

Emedon n khomdoypédn uetaforileton ev pépet péow tov CYP2C19 yia va TpokdyeL 0 dpaoTIKOG
UETAPOAITNG TNG, M XPTOT POPUAKEVTIKOV TPOIOVI®MV OV AVAGTEAAOVY TN dpAoT) ovTov Tov eViDLOL
avapéveTol 0Tt 0o £xel WG OMOTEAEG O, LEIOUEVA EMUTESD TOV OPUCTIKOV UETAPOALTN TG
Khomdoypéine. H kKhvikn cuoyétion g aAlnAienidpoaonc avtig ivor aféfain. Q¢ mpopvraén, 1
TAVTOYPOVN YPNoN oxLpdv N uEtplmv avaotoréwy Tov CYP2C19 npénel va amobappivetol (PA.
Tapoypaeovg 4.4 kat 5.2).

Doppokevtikd Tpoidvta Tov gival woyvpoi N pétprot avactoreic tov CYP2C19 mepiapfavovuy, yio
TOPASELY LA, TNV OUETPAOAT KoL TV ECOUETPALOAN, Tr PAovPo&auivn, T eAovotetivr, T
poxAofepion, tn PopikovaloAn, T eAovkovaloAn, TV TiKAomdivn, Vv kapPapalenivn kot tnv
eQapipevin.

Avaortoleic g Avthiag Hpwrtoviwv (AAIT)

H yopnynon 80 mg ouempalding anaé nuepnoing, eite 6Tov 1010 ¥povo pe TV KAomdoypéAn, gite ue
12 dpeg petal&d v yopnyNcemy T@v 600 EUPUAK®V, HEimae TNV €kBecn TOL dPACTIKOD LETUPOALTN
Katd 45% (doom eoptiong) kot 40% (d6om cuvtipnong). H peiwon oyetiotke pe 39% (d6on
@optiong) kal 21% (d6om cuVTHPNOTG) LEIDOT TNG AVUGTOANG TG GVCCOPEVCTG TOV CLLOTETAAIWDV.
H ecopempaldin avapévetatl va £xel TapOUole OAANAETIOPAGT IUE TNV KAOTIO0YPEAT).

Avtipatikd dedopéva Yo Tig KAMVIKES EMTAOKES AVTNG TG GapuakokviTikig (OK) /
@apurakodLVouIkng (PA) aAAnAenidpacnc avagopikd pe peilova kapdioyyelokd copfauata xovy
avaeepbel amd peréteg TOPATPNONG KoL KAVIKEG LEAETEC. Q¢ TPOPVALSEN, 1| TAVTOYPOVT] ¥PNON
openpaloing N ecopenpaldoing mpénet va anobappovetar (PA. mapdypoeo 4.4).

AyoTepo Evioveg PHelmoEl TG £kBeonc tov petafolritn £yovv moapatnpndel pe Ty mavtompaloAn 1§ ™
Aaveompalon.

O1 oVYKEVTPDGELS GTO TAUGHO TOV dpacTikoV petofolritn pewddnke katd 20% (50om @oOpTIoNS) Kot
Kkatd 14% (860m Guvtpnomng) KoTd T SEpKELD TS TAVTOYXPOVNS oy@yng ue 80 mg movtompaloing
amoé nuepnoimg. AVTO GUGYETIOTNKE e Pel®moN TG HEONS OVOGTOANG TG GUGGMPEVLGTG TOV
arpometariov katd 15% kot 11%, avtictorya. Ta anoteléopato avtd delyvouv Ot 1 KAOTOOYPEAN
umopei va yopnyeitan pe tnv wavtonpalOAn.

Agv vdpyovv otoryeia OTL AN POPUAKEVTIKA TPOIOVIO TOL LELDVOLY TO YUOTPIKA 0&éa dmwg ot H2
amoKAEIGTEG 1] TO avTIOE VO EMNPEALOVY TNV OVTIOHOTETAALOKT dPaoT TG KAOTLO0YPEATC.

Evicyvuévn avupetpoirn Oepomeio (ART)
Ot acBeveic pe HIV mov vrofdiiovion og evioyvpévn avtipetpoikn Oepaneio (ART) dratpéyovv
VYNAO KIVOLVO EUQAVIOTG OYYELOKDY GUUPAUATOV.

"Eyer mapatnpnBei onpavtikn peimon e avactoAng tav aponetariov oe acbeveic pe HIV mov
éloPav Bepamneio pe prrovaPipn M pe kopmioiotdn - evioyvuévn ART Bepameio. [apodro mov 1
KAWVIKT] GUVAPELD AVTOV TOV EVPNUATOV glvar aféfain, vanpéay avBopunTeg avapopés acbevav pe
HIV mov vmofAndnkayv ce aywyn pe prtovaPipn, evioyopévn ART, ot onoiot epedvicov
EMOVOOTEVOOT] LETA OO TN ADoT TG amoppatne 1 mapovciocay Opoufwtikd couPape vTd
Tpoypoppatiopévn Bepaneio poOpTIoNg pe Khomdoypédn. H péon avactodn tov aponetaiiov pmopel
va, LewmBel pe TV TouTodY POV YPNoT KAOTIOOYPEANG Kol PLTovafipnc. VVERMOC, 1) TOVTOYPOVN XPNoN
Khomdoypéing e evioyvpuévn ART Bepancio Oo mpénel va aroBappovoei.

AM\O. QOPUOKEVTIKA TPOTIOVTOL

"Evag aptBpog kKAvikav PeAeT@v Exouv yivel pe Tnv KAomdoypEA Kot GAL0 cuyyopTYOOUEVA
QOPUOKEVTIKA TPOTOVTA, MOTE VO, EpeLVNOEL 1 SVVATOTNTO PAPLOKOOVVULUK®DV KOl QOPLOKOKIVITIKOV
oANAemIdpdoemy. Agv TapoTnpRONKAY KAMVIKA GUOVTIKES PUPLOKOOVVOUIKEG AAANAETIOPAGCELG,
otav 1 KAOTO0YPEAT GLYXopNYNONKE LE OTEVOAOLN, VIPESITIVN, 1] LE GUVIVLUGUO OTEVOAOANG KOl
vigedivine. EmmAéov, n poppokodvvapiky opact tng KAOTO0YPEANG OV EMNPEACTNKE OTLLOVTIKG, e
TN GLYYOPNYNON GuvoPapPiTding 1 oleTpoydvmy.




H @appoxoxtvntikng g otryo&ivng i tg Bco@uihivng dev petafAnOnKe e T GLYXOPNYNOT TG
Khomdoypéine. Ta avtio&iva de petéforav to Pabuod g amoppdenong e KAOmOoYpEANC.

Agdopéva amd v perétn CAPRIE vrodeucvoouy 0Tt 1 atvoToivr kot 1 ToABouTapidn, ol omoieg
petaforiloviot oo to CYP2C9, umopodv va cuyyopnynovv pe ac@dieia pe Ty KAOTIO0YPEAT).

Dapuaxevtixd mpoiovra wov eivor vroorpwuate tov CYP2CSH khomdoypédn éxel derybei 6t1 av&avel
v ékbeon ot pemoyAvion o vyieic eBelovtéc. Meléteg in vitro éxovv deilel 6t abénom g
éxbeong ot pemayAvion eivar Aoyw ¢ avactoAng tov CYP2CS8 amd 1o yAvkovpovikd petaforitn
g Khomdoypéing. EEartiag Tov Kivdivou avénuévav GuYKEVTPMOGE®Y GTO TAAGA, 1) TOLTOYPOV
yopnynom KAomdoypEANG Kot poprakov mov ekkabapifovrol Kuping péow petafoAiopov and 1o
CYP2CS8 (m.y. pemayAvidn, mokAta&EAn) npénel va yivetal pe mpocsoyn (PA. mapdypago 4.4).

Extog and t1g mAnpopopieg yio aAANAETIOPACELS UE CLYKEKPIUEVD POPLUOKEVTIKG TPOTOVTA TOV
TEPLYPAPOVTUL TOPATAV®, OgV Exovv dteEayOel peréteg aAANAETIOpaOTG TG KAOTIOOYPEATG UE UEPTKA
QOPUOKEVTIKG TPOTOVTA TOV YopMyoUVTOL cLYVA Ge acheveic pe abnpobpoufwtixy acbévela. Qotdco,
acBevelg mOV GUUUETEL OV OTIG KAMVIKEG SOKLUES LE TNV KAOTO0YPEAN EAaPay Lo ToukiAio
GUYYOPNYOVUEV®V POPUUKEVTIKDOV TPOIOVI®MV GUUTEPIAAUPAVOUEVOY TOV SIOVPNTIKGV, TV [3-
OVOGTOAEMV, TMOV OVTAYMVICTMV TOL UETOTPETTIKOD eviOUOV TG ayyetotacivig (avactoreic MEA),
TOV AVTOYOVIGTOV SIAWOV acBecTion, TOV TOPayOVI®OV HEIMONG TV EMMESMV YOANOTEPOANC, TMV
OYYELOJGTOATIKMOV TMV GTEPAVIAI®V OYYEI®V, TOV OVTIOOPNTIKOV TapayovTOv
(cvumepAhapuPoavoprEVNG TS IVGOVAIVIC), TV AVTIETIANTTIKOV TOPAYOVIMV KOl TOV AVTOLY®VIGTOV TV
vodoysmv g YAvkompwteivng IIb/I1a ympig svprpato kKAvikd onpovtikdy avertdountov
OAANAETIOPACEWDV.

Onwg kot pe AAovg amd Tov 6TOUATOG avacsToheic P2Y 12, 1 cuyyopnynon aymvieT@V oToEdmV EXEL
T SvvaTOTNTO VO KABLGTEPTGEL KOl VAL LEIDGEL TNV OmoppOPN o TNG KLOTO0YPEANS TBAVADG AOY®
¢ Ppadeiog yooTpkig kévoons. H khvikn onpocia dgv givon yvootn. Egtdote ) ypnon evog
TOPEVTIEPIKOD OVTIOLLOTETOAOKOVD TapdyovTa 6€ acbeveig ue o) oTePaviaio GHVIPOUO TOV OTALTOVV
GLYYOPNYNON LOPOIVIG 1] GAA®V OYOVIGTMV OTOEWMV.

Pocovfoarotivy

H xhomdoypéin €xel derybel dtL av&avel v €kbBeon ot pocovfactotivn oe aobeveig katd 2 PopEc
(AUC) kat 1,3 opéc (Cmax) petd ) yoprynon 80ong khomidoypéing 300 mg ko katd 1,4 popég
(AUC) yopic enidpaon o1 Cmax, LT and emavoropufavouevn xopnynon wog 66ong KAomdoypeAng
75 mg.

46 TovipétnTa, KOON Kot yorlovyia

Kvnon

Enedn dev vdpyovv kKAvikd dedopéva oyeTkd e TNV EkBeot otV KAOTIS0YPEAT KATA TNV
€YKLHOOUVN, vl TPOTIUOTEPO VAL LN YPNOLHLOTTOLEITAL | KAOTLOOYPEAT KATE T SIAPKELD TNG
EYKLHOOHVNG OC HETPO TPOPOAAENG.

Meléteg oe {da dev KaTédel&ay AUecec 1| EUUESEC EMKIVOLVEG ETIMTMOGELS GTNV EYKVLLOGVVT], GTNV
ovamTuEn Tov eUPpPvoL, GTOV TOKETO 1 6T peTayevvnTikn ovartuén (BA. Tapdypago 5.3).

OnAaopog
Eivow dyvooto dv 1 KAomdoypEAN omekkpiveTal 6To avOpmdmvo untpikd yéio. Meiéteg o (ma

KATESEIEAV AMEKKPLOT TNG KAOTIOOYPEANG OTO UNTPIKO YAAM. ¢ HETPO TPOPOAAENC, 1) Yolovyia dev
Oa mpémel va cvveyileton katd ™ didpkeia g Oepoaneiog pe to Clopidogrel Zentiva.

Tovwotnta
H xhomdoypéin dev £xet koTaderyOel 0Tt ennpedlel T YOVIUOTNTO GE PEAETEG e (Da.



4.7 Emopdacseig 6Ty IKOvOTITA 001Y161)G KUL YELPLGHOD HNYOVIRATOV

H xhomdoypéin dev £xet Kopd 1 £XEL AGHUOVIN EMIOPACT OTNV IKOVOTNTO 01 YNONG KOl YEPIGHOD
unyovnuaToy.

4.8  AvemOovunteg evépyeleg

IepiAnyn Tov Tpoeil acedieiag

H aocedieia tc kKhomdoypéing a&loloyndnke o mepiocdtepovg amd 44.000 acbeveic mov £xovv
GUUUETACYEL O€ KAMVIKEG PeEAETEC, cupmeptlopfavopévov tepiocdtepav amd 12.000 achevav Tov
éxovav Oepameia yio 1 ypovo 1 meEPLocOTEPO. ZVVOAIKA, 1 KAOTOOYPEAT 75 Mg nuepncimg NTav
ovykpiown pe to AXO 325 mg nuepnoing otn peaétn CAPRIE, aveEdptnta amd v nlikio, To gUAO
Kot T @LAN. Ot KAVIKG GUVOEOUEVES e TO PAPOKO OVETIBVUNTES EVEPYELES TOV TAPOTN PN OTKAY OTIG
peréteg CAPRIE, CURE, CLARITY, COMMIT kot ACTIVE-A meprypdpovtan mapakdto. Eni miéov
NG epmelpiag amod TIg KAVIKEG HeAETES, avemBounteg evépyeleg £xovv emiong avaeepheil avbopunitoc.

H oapoppayia eivarl n mo cuyvi avtidpaomn mov avaeEpbnie 1060 o8 KAVIKEG LEAETEG OGO KOl [E
Baon v gumelpio. HETA TNV KUKAOQOPIO TOL TPOIOVTOG GTNV ayopd, OOV avapipnke Kupime Katd T
SLapKELD TOV TPMTOL UNve TG Oepameiag.

e aoBeveig g perétng CAPRIE nov éhafav Oepaneia gite pe kKAomidoypéin gite pe AXO, 1
GUVOAIKT cvyvoTnTa KéBe gidovg arpoppayiog tav 9,3 %. H cvyvdémra epedvions copfapdv
TEPLOTATIKMV MTAV TAPOLLOLK Y1 TV KAOTS0YpEAN Ko To AZO.

¥ perétn CURE, dev mopovcidomkay emmAéov ueilovec apoppoyieg pe Tov Guvovacuo
KhomdoypéAng pe AXO o€ 1doTNU 7 NUEPDY UETA TNV EXEUPACT] OPTOGTEPAUVIOING TAUPUKOUYTG,
o€ acbevelg mov otapdtnoay tn Oepaneio TEPIGGOTEPES OO S NUEPEG TPV T1| YELPOVPYIKT EXEUPaON.
Y& aobeveig mov cuvE oAV TNV ay®YN EVTOG S NUEPDV amd TNV ETEUPOCT] 0OPTOGTEPAVINING
TOPAKAUYNG, 1] CLYVOTNTO TOV ENEC0dImV NTav 9,6% 1o v Khomdoypéin pe AZO kar 6,3% ywo to
€IKOVIKO Qdppoko pe AZO.

2 peiétn CLARITY, vanpye cuvoltkny abEnom TV aoppayLdy 6TV Opado KAOTIO0YPEANG e
AXO0 évavtt g opddog ekovikod eapudkov pe AXO. H ouyvotnta epedviong peilovog aipoppayiog
Ntav mapopote HeEToEd Tov 600 opuddwv. To amoteAéopoTa avTd ITYLoAY KOl Y10 TIG VTOOUASES
acBevav 6nwg opioTnkay PAGEL YOPAKTNPIOTIKOV AVOPOPAS Kal amd ToV TOTOo Tng Bepaneiog pe
Opopporvtuca § nEopivn.

>t perétn COMMIT, 10 GUVOAIKO TOGOGTO Un EYKEQOAKNG Leilovog oploppayiag 1 EYKEPUAKNG
apopparyiog NTav yopnAd Kot TopoHolo EVIOG TV dVO OUAdMV.

>t perétn ACTIVE-A, 10 1060016 TG Heilovog aupopparyiog NTav HEYOADTEPO GTIV OUASA TNG
Khomdoypéing + AXO £vavti TG Opadog EKOVIKOD Qappdakov (6,7% évavtt 4,3%). H peilwov
apoppayio NToV Kupimg e£@KPOVIOKNE TPOEAEVOTG KOl OTIC dVO opddeg (5,3% oty opdda
Khomdoypéing + AXO, 3,5% oty opdda eikovikov papudiov + AZX0), Kuplmwg amd To YUSTPEVTEPIKO
coAva (3,5% évavtt 1,8%). Yrnpée pia avénomn g evOoKpOVIOKNG GLUOpPOyiag GTnv oudod oymyng
pe kKAomdoypéAn + AXO cuykpvopevT HE TNV opdda gikovikod eappakov + AX0 (1,4% évavt 0,8%
avtiotoyya). Aev vINPEe CTOTIOTIKA GTUAVTIKY d10POpE GTA TOGOGTA TV BOvVATNPOP®V ULLOPPAYIDV
(1,1% otV opdda khomdoypéing + AXO kot 0,7% oty opdda gikovikod papudkov + AX0) kot Tov
OLLOPPOYIKOD OYYELOKOD EYKEPUALKOV enelc0diov (0,8% kot 0,6%, avtictorya) petad Tov ouddmv.

v perétn TARDIS, ot acBevelg e mpdGOATO 10Y ALK EYKEQPAAIKO EMEIGOS10 TOV EAOPAY EVTATIKN
avtioponetolokn Bepaneio pe Tpia eapuakevticd tpoiovta (AX0 + kKAomdoypEAn + SITuPIOAUOAT))
EUPAVICAV TEPIGCOTEPT OLLOPPOYia Kol cpoppayio LeyaAvTEPNG cOPAPOTNTOC GE GUYKPIOT| EITE LUE
povoBepameio e kKhomidoypEAn gite pe cuvovacoud AXO Kot STuPLOapOANG (TPOGAPLOGIEVO KOVO
OR 2,54, 95% CI 2,05-3,16, p<0,0001).
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Kotdroyoc tov avemtBountwv eVEPYEIOY GE LOPON TIVOKO,

AvemBounteg evépyeleg Tov eite ppavioTnKay KOTd T S18pKELN TOV KAVIKOV PLEAETOV glTe
avapépnkay avbopunitog Tapovoidlovtal otov Tivaka mov akoiovdel. H cuyvotntd toug opileton
ue Baon tig akdAoLOEg Tapadoyés: cuyvés (=>1/100 émg <1/10), oyt cuyvég (>1/1.000 émg <1/100),
omavieg (>1/10.000 émg <1/1.000), oAb omavies (<1/10.000), un yvootés (dev umopovv va
ekTiunBovv pe Paon ta dwwbéoua dedopéva). Eviog kdbe kotnyopiog cuyvdtnrag epedviong, ot
avemBounteg evépyeleg mapotifevtar katd edivovoa celpd cofapoTnToc.

Katmnyopia Yoyvég Oy ovyvég Xravieg oAb omavieg, pn
Opyoviko YVOOTEC
Yovotnuo

Awotapoayéc Tov ®poppomnevia, Ovdetepomevia, | OpouPotikng

OILLOTTON TIKOV Aevkomevia, ocvumeptlappavo | Opoppomevikn

KOl TOV NOGWOEIALa KEVNC TNG mopovpa (TTP) (PA.

AEppUCon cofoapng Tapdypoaeo 4.4),

GUGTNUOTOC 0VLOETEPOTEVING OTAOGTIKY avorpia,
TOVKLTTOPOTEVID,
axKokKlokvtTapopia,
coPopi
Opoupomevia,
EMIKTNTN OLLOPIATL
KOKKIOKVTTOPOTEVIQL,
ovopio

Kapdoxég YOvdpopo Kounis

SlTapoyéC (ayyel06V0TOOTIKN
OAAEPYIKN
omBayyn/ aAlepyikd
EUQPOYLLO. TOV

pvokapdiov) 6to
mlaiclo avtidpaong
vrepgvocnciog
AOY®D NG
KLomdoypénc*

Awotapayéc Tov
(LVOGOTIOWTIKO
U CLOTHUATOC

Opovooia,
OVOQUAOKTOELOELC
OVTIOPACELS,
POPUOKEVTIKN
vrepevarcnocia
AOY®
daoTavPodEVNS
avTidpOoT G AVAUESL
o€ Oelevomupidiveg
(6mwg Tikhomdivn,
TpacovypEAn) (PA.
Tapdypoeo 4.4)*,
0VTOOVOGO
GUVOPOLO KATA
WGOLAVNG, TTOVL
umopei va 00 yNoeL
o€ gofapn
vroYyAVKOLia,
Wwitepa o€
acBeveic pe vrdTvTo
HLA DRA4 (mo
GLYVO GTOV WITMVIKO
mAnbooud)*
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Katmyopia Yoyvég Oy ovyvég Yravieg oAd omavieg, pn
Opyaviko YVOOTECH
Yovotnuo

Yoyatpikég YevoacOnoelg,
SLTapoyEC G0YYLoN
Alotapoayéc Tov Evéokpaviokn Awotapoyéc g
VELPLKOV opopparyio yevomg, oyevoio
GULGTNLOTOG (avapéptnkov
OPLOLEVEG
MEPUTTAOGELS LE
Bovatneopo
éxfoon),
KeQoAaAyia,
mapoicOnoia, {AAN
OpBahpucég Awoppayieg tov
SlTapory€C o@OaA0D
(emumepuroTOC,
evoopdApLa,
AUPPANGTPOELDOVG)
Alotapoayéc Tov Tayyog
®TOG KO TOV
AaBopivhov
Ayyelokég Aydtopo YoBoapn apoppoyia,
SloTapoy€C ooppayia amd To
EYYELPNTIKO TpavLLO,
ayyeuitida, vroOTOoN
Awtapayéc tov | Eniotaén Awoppayio amd v
OVOTTVELGTIKOD OVOTTVEVOTIKN 000
GUGTNLOTOG, (oupomTVON,
TOoL BdpaKa Kot TVELLLOVIKT
OV opoppayia),
pecobwpdiiov Bpoyydomacuog,
duapeon
TVELUOVITLON,
NOGIVOPIAMKN
mveLLLOViaL
Awtapayéc tov | Awoppayia | Faotpkd édkog ko | OmcBomeprtovai | Iaotpevrepikn ko
YOGTPEVTEPIKOD | TOL OMOEKAOUKTLAKO -KN cpopparyio omicBomepirovaikn
YOOTPEVTEPL- | EAKOG, YOOTPITION, opoppayio pe
KOV GOANVA, | EUETOC, VavTia, Bavatnedpo éxPaon,
dlappota, dvokotmédtTO, moyKpeaTitioa,
KOWAOKO UETEWPIOUOG KOAITIO0
dAyog, (ovumepropPovo-
dvomeyia UEVNC TNG EAKDOOVG
N AELPOKVLTTAPIKNG
KOAITIONG),
oTouaTITION
Alotapoayéc Tov Oé&ela nmotikn
NTOTOC KOl TV OVETAPKELQL,
XOANPOP®V nrotitda, un
(PLGLOAOYIKES

doKaoies NIATIKNAG
Agrtovpyiog
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Katmyopia Yoyvég Oy ovyvég Yravieg oAd omavieg, pn
Opyaviko YVOOTECH
Yovotnuo

Awtoapayéc tov | Moiwmag E&avOnpa, kvnouog, IMoppoivymong
OEPILATOG KOl opoppayia omd to depuatitidn (toikn
TOL VTTOJOPLOV dépua (ropevpa) EMOEPLIKN
1GTOV vekpoAvo,
ouvopopo Stevens-
Johnson, TtoAbpopeo
epvnua, ofeia
YEVIKELUEVT
eEavOn otk
e AVKTOIVOON
(OTE®)),
ayyglooidnua,
GUVOPOLO
(QOPHLOKOETOYDHEVN
¢ vmepevarsbnoiag,
POPUOKEVTIKO
eEavonua pe
NOGWOEIALN Kot
GUOTNHOTIKA
GUUTTOLOTOL
(DRESS),
epLONUATOdEC 7
OTOPOAOMTIKO
eEavonua, kvidmon,
éxlepa, opolog
Aeymvag
Awotapoayéc Tov IMovawouactio
AVOTOPOY@Y1-
KOV
GUGTNUOTOC KOl
TOL LOGTOV
Awotapayéc Tov MuvoockeleTikn
HVOCKEAETIKOD ooppayio
GUGTNOTOC KOl (aipapBpo),
TOV GLVOETIKOD apBpitida,
1GTOV apBpodyia, pooiyia
Awotapoayéc Tov Awatovpio ZREPUUATOVEPPITL-
VEPPAOV KO TOV da,avénpévn
oVPOPOPWV Kpeativivn aipotog
000V
evucéc Awoppayio TTvpetog
dwoTapayéc ko | ot 0éon
KOTOGTACELG TOPOKEVTN-
™¢ 0000 ong
xopfynong
HopaxkAvikég [MopateTapévog
eketdoelg YPOVOG poT|s,
peltwpévog aptBpdc
OVLOETEPOPIAMY,
UEMUEVOG aplOHOg
OLUOTIETOAIWV

* [IAnpogopieg mov oyetilovtal pe TNV KAOTOOYPEAN LE «UN YVOCTH» GUYVOTNTA.
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AvoQopd mBavoLoyOLUEVOV aVETBOUNTOV EVEPYEIDY

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumy HeTd amd T Yop1yNnom Adelc KUKAOPOpiag
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOIOVTOG. ZNTeiTal amd Tovg EXayyEAUOTIEG TOL TOUEN VYELNG
VO AVOQEPOVY OTOIEGINTOTE TOUVOAOYOVLEVES AVETIOOUNTEG EVEPYELES HEG® TOL €BVIKOV
GUOTNLOTOG OVOPOPAS TTOV avaypapetal oto [apdptnua V.

49 Ynepdocolroyia

Yrepdocoroyia HETA amd yoprynon KAOmO0YpEANG UTOPEL VO 001 YNGEL GE TOPATACT TOL YPOVOV
POTG Kol EMAKOA0VOES apoppayikég emmAokég. Edv mapatnpnBovv aupoppayieg Ba mpémet va
e€etaotel mota elvat 1 KOTAAANAN ayoyn.

Agv €yxel Bpebel avtidoto g papuaKoroyIKng dpacng TG kKAomdoypéAne. Edv amotteiton dpeon
d10pOwo Tov TAPATETAUEVOL YPOVOL PONG, N LETAYYIOT OLUOTETAAMMV UITOPEL VO AVACGTPEWYEL TA
OTOTEAEOUATO, TNG KAOTILOOYPEANG.

5. DAPMAKOAOI'IKEX IAIOTHTEX
51 ®@appoxodvvopkés 1010TNTES

DoppokobepamenTIKn KATNYOPit: OVOGTOAEI GVCCOPEVONG UUOTETOAI®VY EKTOC NTTOPIvIG,
kodikog ATC: BO1AC-04.

Mnyavicudc dpdong

H «homidoypéin elvat Eva Tpo@apuaKo, Evag amd Toug LETABOATEG TOV 0TTOil0L Eival AVACTOALNS TNG
oLGGMPELONG TV aponetoliov. H khomdoypédn tpénel va petaforiotel amd ta EvEupua Tov
CYP450 ywo va mapdéet 1o dpaoTiKO LETOPOAITN TOV OVOGTEAAEL TN CLGGMPEVCT) TOV OLULOTETAAIWDV.
O dpaoTiKog LETAPOAITNG TG KAOTOOYPEANG EKAEKTIKA avOGTEAAEL TN GVLEVEN TG SLPWGPOPIKNG
adevooivng (ADP) pe tov vodoyéa P2Y 12 v arpometariov kot tnv enakdAovdn evepyomoinon,
péow g ADP, tov cupmléypatog g yavkompmteivng GPIIb/Ia, avactélhovtog pe tov 1pdmo avtd
T1 GLGGMPEVCT| TWV UUOTETOAIWV. AOY® NG LN ovooTPEYIUNG oV{EVENG, Ta ekTeBEIEVLL
oomETAAL0 emNPealovTal yio To VTOAOLTO TOV XPovov L{ng Tovg (Katd mpocséyyion 7-10 nuépec) Ko
N AVAKTNGOT TNG PUGIOAOYIKNG AELTOLPYING TV OponeTaAinY cupPaivel pe puBud avéioyo pe 10
pvOud avavémong tov aponetarinv. H cusomdpevon towv oponetaliny, Tov Tpokoieital amd
ayoviotég dAAovg omd v ADP, avaoctéddetar, emiong, amd TNV TapeUTOSIoN TG EVIGYLONS TNG
gvepyomoinong amod tnv amelevdepovpevn ADP.

Eme1dn o dpaotikog petaforitg mpokvmrtet omd to évivpa tov CYP450, opiouéva oo to. onoia
TAPOLGIALOVY TOAVLOPPIGHOVG 1) VTOKEIVTOL GE OVUGTOAN altd GALN POPUAKEVTIKA TPOTdVTa, eV Oa
£€xovv 0Lo1 o1 060gvelg EMOPKT OVOIGTOAN TOV OUOTETAAIWDV.

Doppokoduvaukés EmdpAcELS

Enavolappavopeveg 60ce1g twv 75 Mg tnv nuEPO TPOKAAEGAV GTLOVTIKT] OVOGTOAN TNG
mpokalovpevng and v ADP cuccdpevong tov aponetariov arnd  tpdtn nuépa. H avactoin
ovTh avENONKe TPoodevTikd Kot EpTace o€ atabepd enimeda peTa&d ¢ 3ng Kot 7ng NUEPOC. X
otabepr| KATAGTACT], | AVOGTOAN TNG AUOTETAALOKNG GCLGCMPEVGT|G TTOV TOPATIPNHONKE e dOoN

75 mg v nuépa, Ntav g taéng tov 40 % g 60 %. H cueompevon TV aponeTaAiny Kot 0 ¥povog
pong emaviABoY GTASIKG T, aPYIKE ETITEDQ, YEVIKA LEGO GE 5 NUEPES UETE T SLOKOTT TNG
Oepamneiog.

Khlvikn amotedecpotikdtnta kot ac@dielo

H acpdleto Kot 1 amoTeEAeSLATIKOTITO TS KAOTO0YPEANG £xEl allohoynOel o 7 SIMAEC-TLPAEC
peAéteg otig omoieg cuppeteiyav méve arnd 100.000 acbeveic: 1 CAPRIE, pio pelétn obykpiong g
Khomdoypéing évavtt tov AXO kot ot CURE, CLARITY, COMMIT, CHANCE, POINT a1
ACTIVE-A, pehéteg 60yKplong TG KAOTIO0YPEATG EVOVTL EIKOVIKOD QUPLAKOD, OOV Kol TO VO
QOPUAKEVTIKG TPOTOVTA YopnyHONKav e cuvovacud pe AXO kot GAAN kabiepopévn Bepaneia.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Llpoopato Euppoayuo T0v HDOKAPAIIOD, TPOCPATO OLYYELOKO EYKEPOALKO ETEITOOLO 1] EYKATEOTHUEVH
TEPIPEPIKT OPTHPIOKH VOGTOS

H perémn CAPRIE ovunepiérafe 19.185 acbeveic pe abnpobpoupwon, mov eiye exkdniwbei pe
TPOGPATO EULPEPAYLL LOKAPOIoL (< 35 NuUEPES), TPAGPOTO IGY UKD OYYELNKO EYKEQPOUALKO EMEIGCOS10
(peta&d 7 nuépeg kar 6 unveg) N eyKatestnUévn meprpepikn aptnploky voco (ITAN). ‘Eywve
TUYO0TTOINGT TV 0cHEVOV 68 OpAdeG KAOTIO0YPEANG 75 mO/muépa 1 AXO 325 mg/mpépa kon m
mapakolovOnon dmpkece yia 1 £o¢ 3 ypdvio. TNV vIooUAd UE EUPPAYLLO. TOV LLOKOPSIoV, Ol
EPLocOTEPOL 0o TOLG 0obeveic EhaPav AXO yio TIc TpdTEG Alyeg NUEPES UETE TO OED EUEPAYLLX TOV
pvokoapdiov.

H xhomidoypéin peiwoe onuavTikd tn cuxvoTnTo ELPAVIONS VEDV I0YULKOV ETEIGOdImV (c0VOETO
TEAKO oneio a&loldynong ELEPEYLOTOC TOL HVOKOPIIO, IGYULUIKOD OYYELKOD EYKEPUATKOD
€nE100010VL Kot Kapdlayyelakod Bavatov) cvykpvouevn pe AZO. Xpnollonoidvtog To HOVTELD
OTATIGTIKNG aviAlvong e okomod v Oepameia, 939 encicddia e€etdotniay oty opudda g
Khomdoypéing kot 1.020 encioddio pe AXO (ueiowon tov oyetikod kKivdvvov (RRR) 8,7 %, [95 % CI:
0,2 éwg 16,4], p=0,045), mov avaroyud onuaivel 6t og kGbe 1.000 acbeveis mov Edafav aywyn emi 2
ypévio avtiotoyovv 10 [CL: 0 émg 20] emmpochetorl acOeveic mov TPOPLAGYONKAV OO VEO 1GYOULIKO
€MEI00010. AVAAVGT TNG GLVOAIKNG Bvyno1udTTOC ¢ 68VTEPEHOV KATUANKTIKO oreio dev £0e1&e
Kkdmwota onuavTikn Stopopd petadd g kAomdoypEAng (5,8 %) kot tov AZO (6,0 %).

e o avEADGT] VTOOUAd®V avE KATACTOOT (ELPPUYLU TOV HVOKAPOIOV, IGYAIKO OYYELOKO
eyKepolko enelcdoto kot ITAN) to 6¢pelog amodeiydnke Péyloto (EmMTLYYEVOVTOG GTATIOTIKY SLopopd
p=0,003) o€ acbeveig mov elyav copumepinedei Aoyw ITAN (18iwg o€ ekeivovg mov giyav emiong
1GTOPIKO EUPPAYLOTOG TOL pookapdiov) (RRR = 23,7 %, Cl: 8,9 émg 36,2) kot pikpotepo (0L
onNUoVTIKG dtapopetikd amd AXO) oe acheveis pe ayyeloko gykepaiko encicodio (RRR =7,3 %, ClI:
-5,7 ¢wg 18,7 [p=0,258]). e acbeveig mov eiyav cupmepAn@Oei otn doKun pe LovVN attoAoyio
TPOCPOTOL ELPPAYLATOS TOL LVOKAPIIOV, 1) KAOTLOOYPEAT NTOV aptOUNTIKE KATMTEPT) CAAL YOPIG
OTOTIOTIKA onuavTikh dtapopd and 10 AXO (RRR =-4,0 %, Cl: -22,5 éwg 11,7 [p=0,639]). EmnAiéov,
N avdAivon pioag vroopddog pe Paorn v nikia £de1&e Ot To 6PeLOG amd TNV KAOTIOOYPEAT GE
acBeveic avo Tov 75 €TV NTOV LIKPOTEPO OO EKEIVO OV TTopatnpOnke oe acbeveic < 75 etdv.

Emedon n dokyuny CAPRIE dev ftav og 0€6M va EXTIUNGEL TNV OTOTEAEGUOTIKOTITA TOV ETL LEPOVG
VTOOUAS®V, OEV EIVOL GAPES EAV O1 JIAPOPEG GTN GYETIKT EAATTMOGCT TOV KIVODVOV GTIC VITOOUAOES 0V
KaTAoTOOT VL TPAYUATIKES, | OTOTEAEGLLOL TOYNG.

O&b otepaviaio advdipouo

H perém CURE ocvpmepiédafe 12.562 acbeveic pe 0&0 ote@oviaio GuvOpoLo ¥wpic avaoTact Tov
daotpotog ST (aotadn ot Oayyn N ELepoypo Tov pokapdiov ywpic kopa Q), Tov TpocHAbay péca
o€ 24 dpeg PETA TNV EULPAVION TOL O TPOGPATOV ENELGOSI0V B®PAKIKOD GAYOVE 1| CLUTTOUAT®V
ocuppatov pe woyopio. Ot acheveic amotnOnke va xovv eite NAEKTPOKAPIIOYPAPIKEG LETAPBOAEG
ovuPatég pe véa woyatpio 1 ovénon tov Kapdlokdv eviipmv 1 tportovivng I T tovAdyiotov dbo
QOPEG TAV® OO TO AVATUTO PLGLOAOYIKS Opro. Ot acsbeveic TuyoomTomONKaY e KLOTIO0YPEAN

(300 mg 860m @oépTIonc axkorovBovpevn amd 75 mg/Mmuepnociong, N=6.259) 1| eikovikd papuroKo
(N=6.303), ka1 ta dOo yopnyndnkov o€ cuvdvacud pe AXO (75-325 mg dmof nuepncing) kot GAAEG
kabepopéveg aywyéc. Ot aobeveig tav vo aywyn puéypt kot Eva ypdvo. Xt puedét CURE, og 823
(6,6%) aoBeveic cuyyopnyHONKav avtaymviotég Tav vrodoyswv yAvkorpwteivng lb/I11a. Hropiveg
yopnynOnkoav oe Tep1ocoTEPO amd T0 90% TV AoOEVAOV KOl 0 GYETIKOG pLOUOG apLoppayiog HeETaEd
KAOTIOOYPEANG KOL ELKOVIKOD QOPHAKOL deV ETNPEAGTIKE CNUOVTIKG OTO TN GLYYOPN YN oM NTAPivic.

O ap1Bpog TV 0c0evadv Tov aloloyninKay ®g TPog TO0 TPOTEVOV KATAANKTIKO onueio [Bdvatog
KapdLoyyEloKnG attlohoyiag, Euepaypo Tov pookopdiov (MI), 1 ayyelokd eyKe@aAlKo enelcod10] nToV
582 (9,3%) oty opdado ¢ KAomdoypéAng kot 719 (11,4%) otnv opudda Tov EIKOVIKOD QapUdKov, L
20% peiwon tov oyeTikov kvduvou (95% CI 10%-28%, p=0,00009) yia trv opdda TG KAOTIS0YPEANG
(17% oyetikn ueimon tov KvdHvov 0tay ot acbeveic Tav vId cuvInpPNTIKN aywyr, 29% otav giyav
vroPAndei o eméuPfoon dradepkng Sk ayyelomiootikng otepaviaiov (PTCA) ue 1 yopig
tonofétnon evéonpobeong (stent) ota otepaviaia kol 10% otav eiyov vroPAndel oe emépPoon
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aoptooteoviaiog mapakauyng (CABG)). ITpoAnednkay véa kapdioyyelakd exe1cootd (Tp®TEVOV
TEMKO onpeio a&loAdYNoNG), LE GYETIKES LEIDGELG TOV Kivduvov G théemg tov 22% (CI: 8,6, 33,4),
32% (CI: 12,8, 46,4), 4% (Cl: -26,9, 26,7), 6% (CI: -33,5, 34,3) xon 14% (CI: -31,6, 44,2), kotd ™
dugpkela Tov dlaotnudtoy g peaétng 0-1, 1-3, 3-6, 6-9 kot 9-12 pnveg, avtiotoyya. Zuvenmc, Letd
TOVG 3 UNVES AYMYNG, TO OPEAOG TTOV TopaTPONKE oTNV oudda KAomdoypEAng + AXO dev avEndnke
TEPAUTEP® EVD 0 Kivouvoc apoppayiag mapéuewve (PA. mapdypoeo 4.4).

H ypnon ¢ khomdoypéing otnv CURE cuoyetiotnke pe peimon g avaykng yo. Opouforvtikn
ayoyn (RRR=43,3%, Cl: 24,3%, 57%) «a1 avactoleic vrodoyiwmv yAvkompmteivig lb/I1la
(RRR=18,2%, CI: 6,5%, 28,3%).

O ap1Buog Tv acbevav mov a&loloyninkay o¢ Tpog T0 GUVIETO TPMTEVOV KATAANKTIKO GNUEID
[86vatog kapdiayyelokng artioloyiag, Epppaypo Tov pvokapdiov (MI), ayyelakd eyke@oiikd
eMel00010 1 avBektikn woyopia] rav 1.035 (16,5%) oty opdda e kKhomdoypéing kon 1.187
(18,8%) otnv oudda Tov EIKOVIKOD Qapudkov, pe 14% ueimon tov oyetikod kivovtvov (95% CI 6%-
21%, p=0,0005) yio tnv opddo ¢ KAOTO0YPEANC. AVTd TO OPELOC TPOKDTTEL KUPIMG AT Tn
OTOTICTIKOG CNUAVTIKY UEIOTN TNG CLYVOTNTOS ELPAVIONS TOL EUPPEYHATOS TOV pvokapdiov [287
(4,6%) otnv opdda ¢ KAomdoypéAng kot 363 (5,8%) otnv opdda Tov gKoviKoD @apuakov]. Agv
mapaTnPHONKE EXIOPAUOT) GTN GLYVOTNTA ETOVEIGAY®YNG OE VOGOKOUELO Yio. aoTaldn otnOdyym.

Ta anoteAéopota Ommg ekt Onkay o€ TANBLOUOVS HE SLUPOPETIKE YOPOKTNPIOTIKA (TT.). aoTabn
omBayyn M Euepayua Tov pookapdiov ywpig koua Q, xaunio g vynAd kivovvo, vrapén dfntm,
avaykn enépPaong exavayyeimons, nAkia, A0, K.AT.) NTAV COLPOVA LLE TO, ATOTEAEGLLOTO TNG
TPOTAPYIKNG AvaAvoNG. Zuykekpipéva, o€ pio post-hoc avaivon 2.172 acbevav (17% tov cuvoikoD
TnBvopov acbevav g perétng CURE), o1 onoiol vtofAnOnkay og tomofétnon evoompdbeong
(stent) (Stent-CURE), ta dedouéva £de1&av 0Tt, 0TV 1 KAOTLOOYPEAT] GUYKPIVETOL LUE TO EIKOVIKO
QOPUOKO, KOTOOEIKVOETOL OTUAVTIKY Heimon Tov oyeTikol kivdovvov (RRR) katd 26,2% otovg
acbeveic mov eddppovay Khomdoypén mg mpog o cHvheTo TpwTeHoV KaTaAnKTikd onueio (Bavatog
KOPOLOYYELOKTG OUTIOAOYING, EUGPAYLLO TOV LLOKOPIIOV, OYYELOKO EYKEPUAIKO ETELGOSI0) KO ETIONG
pio onpovtiky peiwon katd 23,9% tov oyeticon kivdhvov mg mpog To cLVOETO devTepevOV
KaToANKTIKO onueio (Bdvatog amd Kapdayyelokd aitio, EREPAyLo TOL LLOKAPIIoV, OyYELOKO
EYKEPOMKO eMEIGOO10 1 avBexTiKn oyoupia ). EmmAéov, To mpogid acpdlelag TG KAOTIO0YPEANG G
QLTI TNV VTO-0LAdN AGHEVAOY OV dNULIOVPYNOE KATO10 1310iTEPO TPOPAN A, ZVVETHDC, TA

amoTeELEC LT OO AVTO TO VTTO-GVVOAO GUHPMOVOVV LLE TO, GUVOALKA AIOTEAEGLLATA TNG OOKIUNG.

Ta 0péAn Tov TapatnpNONKav pe TV KAomdoypéAn Ntav aveEaptnto amd dAAeg Oepamneieg mov
yopNyovvTol 0&EmS 1 Xpovimg Yo Kapdlayyelokd voonpuata (0rmg nrapiviy/mMrapives pikpol poplokon
Bapovg (HMMB), avtayoviotég vrodoyéwv g yAvkompwteivng IIb/I11a, vroAumdoikd
QOPUAKEVTIKG TPOTOVTA, B-0VUCTOAELG, KOl AVOGTOAEIG TOL PETATPERTIKOV VOOV TNG
ayyetooivng). H amotelecpatucotnta g KAomdoypéing topatnpndnke aveEdptnta omd ) 0d6on
tov AXO (75-325 mg pio popd nuepncing).

e aoBeveic pe 0&0 Euepaye ToL LLOKOPIO LE AVACTOGT TOL SoTNUATOS ST, 1 AGPAAELD KO 1|
OTOTEAECUATIKOTNTO TNG KAOTLOOYPEANC £x0uV 0E10A0YNOEl GE dVO TLYOOTTONUEVES, EAEYXOUEVES LE
EKOVIKO PappoKo, OumAEC-ToEAEG peréteg, Tnv CLARITY kot tny COMMIT.

H doxcyun CLARITY cvounepiédafe 3.491 acbeveig o omoiot Ttopovciacay evidg 12 wpav amd v
évapén g ST avaoToong ELEPUYLLO TOV HVOKAPSIOV KOl TPOYPUULOTIOTIKE VO EEKIVIGOLY
OpopPorvtikn Oepameia. O aobeveic EraPav Khomdoypéin (300 mg wg d6on eopTIoN Kot 6T
ocuvéyela 75 mg/muépa, N=1.752) 1 eikovikd eappoxo (N=1.739), kot o115 600 TEPIMTOGELG OE
ouvdvaoud pe AXO (150 émc 325 mg wg d66m PopTIoNS Kot 6N cuvexeln 75 émg 162 mg/muépa), pe
évav vmdoAvTikd Tapdyovto Kot, dtav yperalotoy, pe nrapivny. Ot acbeveig oy Vo
napakorlovOnon yia 30 nuépec. To TPpOTEVOV KATAANKTIKO oNEl0 aloAdYNoNG NTOV 1] TAPOVGTia
amoQPaYUEVNG EEOLTIOG EUPPAKTOL GTEPAVINING aPpTNPIlag TNV ayyeloypapio Tpy and TV €060 Tov
000gvoug amd To VoGoKouEio, 1 Bdvatog 1 vToTPOTIAlOV EUPPAYLLO. TOV HVOKAPSIOL TPV TN
otepavioypapio. ['a aoBeveig mov dev vofANnOnKay 6€ GTEPAVIOYPAPiQ, TO TPOTELOV KOTUANKTIKO
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onueio a&toloynong nrav o Bévatog 1 10 VIoTPOTIALOV EuPpaypa Tov pvokapdiov v Huépa 8 1
Katd v €£000 amd to vocokopeio. O mAnbuopdc tov acbevov coprnepiérafe 19,7% yovaikes ko
29,2% acBeveig > 65 etmv. 'Eva 6uvolo 99,7% tov acbevadv Elafe vodolvtikd (vwdo-e1dikd:
68,7%, un wwdo-gdwcd: 31,1%), 89,5% nmapivn, 78,7% B-avactoireic, 54,7% avactoieic Tov
petatpentikov eviduov g ayyeotacivng kot 63% otativec.

[Mocoo16 dexamévie To1g ekatd (15,0%) Tov acBevav atnv opdda tng Khomdoypéing kat 21,7% otnv
OULAdO TOV EIKOVIKOD QUPUAKOD EPTOCE GTO TPOTELOV KUTOANKTIKO onpeio a&loAdynong,
AVTITPOCMOTELOVTOC OTOAVTY peimon Katd 6,7% kot 36% mbavn peimon xdpv g KAOTS0YPEANG
(95% ClI: 24, 47%, p < 0,001), kuping oxeTlOUEVES LE LEIMGT TOV OTOPPOKTIKOD OPTIPLOKOD
euppaktov. To 6peloc awtd vanpye o€ OAeS TIG TPOKADOPICUEVEG VTOOUAOEG CLUTEPIAAUPAVOUEVTG
NG NAIKIOG Kot TOL PUAOL TOL 0o0EVOVE, TNG EVTOTIONG TOV EULPPAKTOV KOl TOV TUTOV TOL
WOOOAVTIKOV 1 TNG NTaPivNg OV YPNCIHOTOMONKE.

H doxciunn COMMIT pe mapayoviikd oxedlacpod 2xX2 cvunepiélafe 45.852 acbeveic ot omoiot
TAPOLGiacay EVTOG 24 wp®mV omd TNV Evapén TOV GUUTTOUATOV VITOYIN ELPPAYUATOS TOV
pookapdiov e avaAoyES NAEKTPOKAPIIOYPAPIKES AALOIOGELS (.. avacomacn ST, katdomaon ST 7
aplotepd okeMKo anokAeiond). Ot aobeveic Erapav kKhomdoypéin (75 mg/muépa, N=22.961) 1
€KOVIKO pdppoko (N=22.891), o€ cuvdvacuo pe AXO (162 mgmuépa), yio 28 nuépec | LéypL TV
£€0d0 amd 10 vosokopueio. Ta ohvBeTo TpTELOVTH KATOANKTIKG onueio fTav o BdvoTog amod
OTOL0ONTTOTE OLTIOL KO T) TPMTT EUPAVICT) EMAVEUPPAENS, AYYELLKOD EYKEQPOAKOD ETEGOSIOV 1|
Bavatov. O minbvoude meprerdpPove 27,8% yovaikes, 58,4% acBeveic > 60 etav (26% > 70 etdv)
Kot 54,5% acBeveig mov Aaufavay vodoALTIKA.

H «homdoypéin peiwoe onuaviikd to oyxetiko kivouvo Bavérov amd onotadnmote atia katd 7%
(p=0,029) ka1 10 GYETIKO KiVELVO TOL GLVIVOCLOD ETAVEUPPAENG, OYYELNKOD EYKEPAALKOD ETEIGOOIOV
1N Bavartov katd 9% (p=0,002), avtitpocwredovtag amdrvtr peimon katd 0,5% wat 0,9% avticTtoyo.
To 6perog avTo NTav oTabepd yio v NAikia, To GOAO Kot TN Yoprynon N 6xt OpopforivTikdv Kot
mapatnpnonKe evtog 24 wpamv.

Amo-khiudrwon twv mopoyoviwy ovaotolis e P2Y 1 oto O Ltepaviaio Zvvopouo

H petdfoon and évav woyvpdtepo avacstoréa tov vrodoyéa P2Y 12 otnv KAomdoypéin e cuvdvacud
HE TNV aompivn HETA TNV 0&ela PACT) GTEPAVINIOL GLUVOPOLOVL, £xel a&loloynbel og dvo
TUYOOTOMUEVEG PEAETEC IOV emLyopryovvTot amd Tov epevvnty (ISS) - TOPIC koaw TROPICAL ACS -
pe OE00UEVO KAVIKOV OTOTEAEGULATOV.

To KAviKd 6(peLOC TOV TPOKVTTEL OO TOLG TLO 1oYLPOVG avaoToreic P2Y 12, Tikoypelopn Kot
TPAGOVYPERT, OTIG PacIKEC LEAETEG TOVG, OYETICETOL LE ONUAVTIKT LEl®oT TV VTOTPOTLAlOVI®mY
OYOKOV ENEc0dimV (cupmeptlopfavopévng g o&elog kot vroteiog OpopuPwong Tov stent, Tov
EUPPAYLOTOG TOV LLOKAPIIOV KOl TNG EMELYOVCOG ETOVAYYEIMONC). AV Kol TO IOYOUIKO OPEAOG TV
otafepd Kb 'OAN T d1dpKeELD TOV TPAOTOV £TOVS, TOPATNPNONKE LEYOADTEPT LEIMOT) GTNV IOYOLUIKN
VTOTPOTN LETE ad 0ED GTEPUVINIO GOVOPOLO KATH TIG OPYIKES NULEPES LETA TNV EvapEN TNG AYOYNG.
Avrtifeta, o1 post-hoc ovaldoEIS KATESEIENY OTATIGTIKG ONUAVTIKEG AVENGELG OTOV KiVOLVO
OLOPPaYlaG LE TOVS 1oYVPATEPOVS avacToAels P2Y 12, o1 omoiot ppavifoviat kupiwg Kotd T didpreta
™G AN GLVTHPNONG, HETA TOV TPMTO PNva otd to 050 otepaviaio suvdpopo. H TOPIC ko n
TROPICAL ACS oyedldotTnKay Y10, Vo LEAETHGOVV TNV GUPALVGT TV ALOPPAYIKGOV GUUPBUUATOV
STNPAOVTOG TAPAAANAC TNV ATOTELEGHOATIKOTNTA.

TOPIC (Xpovog avaotodng twv aoretaliony uetd omd old otepoviaio abvopouo)

Avti 1 TVYaOTOMUEVT, avOlKTH doKiun TtepleldpuPave acBeveic pe 0&H ote@aviaio cOVEPONO Ot
omoiol Expnlov dtadepuikng otepaviaiog topéppacnc (PCI). AcBeveic mov Aaufdavovy acmipivny Kot
£vav 1oyvpoTEPO avaoToréa P2Y 12 kot ywpic avemBounto couPapa, oe Eva pivo Letéfnoav o€
otabepr| d0om aoTpivig oLV KAOTIO0YPEAT] (ATOKAUAK®OOT) GE SITAT] OVTIUUOTETOALOKT Oepamneia
(DAPT)) 1} cuvéyion g QApUOKELTIKNG TOVG aymYNg (apetdfintn DAPT).

2uvolikd, 645 amd Tovg 646 acbeveig pe Euppaypa pookapdiov pe aviomaon tov ST
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dwothuozog (STEMI) 1 éuepaypo pvokapdiov ywpic avdonacn tov ST dactiuatog (NSTEMI) 7
oaotadn oBayyn avarvdnkav (arokipakwon DAPT (n = 322), apetdfintm DAPT (n = 323)). H
TapakolovOnon og éva ypovo wpoypatoromOnke yio 316 acbeveic (98,1%) otnv opdda
arokAudkmonc DAPT kot 318 acbevav (98,5%) otnv apetapint opdda DAPT. H didpeon
mapoakoAovOno” Kot Yia Tic 600 opddec Nrav 359 nuépec. Ta YopuKTNPIOTIKE TG LEAETOUEVNG
KOOPTNE TV ToPOLoLe GTIC SV0 OUAOEC.

To kOp1o amotérecpa, 1 EUPAVIOT] GUVOPOLOV KAPSLOYYELKOD BavVATOV, EYKEPAAIKOD ETEIG0dI0V,
eneiyovoag emavayyeimong kot BARC (Bleeding Academic Research Consortium) apopporyiog >2
otov 1 ypovo petd and 0&0 otepaviaio cvvdpopo EhaPe ydpa o 43 acbeveig (13,4%) g opddoag
arokAudkmonc DAPT kot og 85 acBeveig (26,3%) g apetapintng opadoac DAPT (p <0,01). Avt n
OTUTIOTIKA GTILOVTIKT SaPOPE 0OQELOTOV KVPIWE 6€ AyOTEPA TEPIGTOTIKG AUOPPAYIOG, WPIg
dlpopd oTa Ioyopukd kataAnktikd onpeia (p = 0,36), evo n BARC >2 axpoppayia mapatnpndnke
AlydtepO cuyvd oty opdda amokApdkmong DAPT (4,0%) évavtt 14,9% otnv apetdfAintn opddo
DAPT (p <0,01). Ta coppauata apoppayiog mov opiotkav o¢ Oia to BARC gupaviotnkay og 30
acBeveic (9,3%) oty opdda amokipakwong DAPT kot o€ 76 acbeveig (23,5%) oty apetapintm
opada DAPT (p <0,01).

TROPICAL-ACS (doxiuaoio Awavinone oy Avootorn twv Aiuomretalinv oty Xpovio.
Avuoyponetrotioxn Ocspameio yio Oléa Ztepoviaio 2ovopoua)

Avti 1 TuyaoTompévn, avoryti uehétn mepleddpupave 2.610 acbeveig pe Betikd Pro-deiietn Yo 0EH
OTEPAVIOI0 GUVOPOLO UETA amd emLTLYN dtodeprkn otepaviaia mapépupaot. Ot acOeveic
ToyaomomOnkay va Adafovv eite mpacovypéin 51 10 mg / d (Huépeg 0-14) (n = 1.306)
npacovypéin 51 10 mg / d (Huépeg 0-7) ko otn cuvéyeia omokAMpok®Onkay oe Khomdoypéin 75 mg
/ d (Huépeg 8-14) (n = 1.304), o€ ovvdvacuod pe ASA (<100 mg / nuépa). Tnv nuépa 14, die€nydn
dokuun arpometaiakng Asttovpyiog (PFT). Ot acOeveic pe pévo mpacovypéin cuvéyioay e
TpacovypEAN Yo 11,5 pveg.

O1 acBeveic mov giyav vroPAndel oe amokAudkmon vrofANOnKay ce EAeyy0 VYNNG
avtpactikotrag aponetoriov (HPR). Edv i tiu HPR > 46 povddeg, ot acBeveic petéfovay micw
otV pacovypéAn 51 10 mg /d ywa 11,5 prveg. Eqv or ipéc HPR < 46 povadeg, ov acBeveic
ocuvélav ™ Ay Khomdoypéing 75 mg /d ya 11,5 puiveg. Qg ek T00TOL, 1) OUASN OTOKAIUAK®OGNC
vro kaBodnynon, eixe acbeveic eite og Tpacovypérn (40%) gite oe Khomdoypéin (60%). Orot o1
acBeveic cuvéyioay pe aomipivn Kot Tapakoiovdndnkay yia Eva ypdvo.

To mpmtevoV KATAANKTIKO GNUEID (1] GLVOVAGUEVT] GLYVOTNTO EUPAVIGTC KapILayYELaKoD BavdTov,
EUPPAYLOTOG TOV HLOKOPOIOV, EYKEPAALKOV englcodiov kot kAipakag atpoppayiag BARC >2 otovg 12
pveqg) enetedydn amodewvoovtag pn katwtepotnta. Evevijvta névie aobeveic (7%) oy opdda
anokAMpdkoons vrod kabodnynon kot 118 acbeveic (9%) oty opdda eréyyov (p non-inferiority =
0,0004) eiyav éva ocdpuPapa. H vto kaBodnynon amokMpudkwoon, dev odnynoe o avénuévo
GUVOVLAGUEVO KIVOLVO EUPAVIONG IGYUKAOV GUUPapdToV (2,5% oty opdda amokALdkmong EvavTt
3,2% otV oudda eréyyov, (p non-inferiority = 0,0115), ov1e 610 Bacikd devtepedov TEMKO onueio
g opoppayiog tov BARC >2 ((5%) oty opdda amoxiipdkwong Evavtt 6% oty opdda eAEY oV
(p=0,23)). H aBpototikn enintmon OA®v TV apoppaytk®dv encicodiov (katmyopic BARC 1 éwg 5)
ntav 9% (114 couPauata) 6Ty opado arokAudkmong vro kabodnynon évavtt 11% (137 couPava)
otV opado eréyyov (p = 0,14).

Mk avuouponerorioxy Oepameio (DAPT) oe 0ld édaooov IAEE 3 petpiov éwg vyniod kivodvoo TIE
H DAPT pe cuvdvacpod khomdoypéing kot AXO mg Oepameio TpOANYNG TOL AYYEIOKOD EYKEPUAIKOD
enelc0diov petd amd o éhaccov IAEE 1 petpiov émg vymiot kivddvov IIE aiorloynonke og dbo
Tuyoomomuéveg peléteg mov emyopnyndniayv and tov epevvnti (ISS) — CHANCE xot POINT — pe
dgdopéva EKPaong Yo TV KAVIKT 00QUAELN KoL OTOTEAEGUOTIKOTITO.

CHANCE (Klomdoypéln oe aobeveic Yynlov krvovvoo ue O&éa Ayyeroeykepalixa Emeioddia mov Agy
Ilpoxalovv Avornpia)

AV 1 VYOO IEVT, SUTAL TVPAT, TOAVKEVTPIKT, EAEYYXOUEVT] LLE EIKOVIKO PAPLOKO KAVIKY
perétn oovumeprérofe 5.170 Kwvélovg acbeveig pe o&o IE (fabuoroyioc ABCD2 >4) 1 0&0 éhaccov
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ayyelko eyke@aAlko enelcooto (NIHSS <3). Ot acBeveig kKot otig 600 opddec Erafav avory
Oepamcio pe AXO v nuépa 1 (o€ d6om Kvpavdpevn amd 75 émg 300 mg, cOupva Le TNV Kpion Tov
Oepamovtog wtpov). Ot acbeveic Tov TvyooToMONKAY STV OUASO TOL GLVOVAGLOD KAOTOOYPEATC—
AX0 éhaPav pio 0601 @opTiong KAomdoypéAng Tmv 300 mg v nuépa 1, akolovBovpevn amd pio
d6om KhomdoypéAng Tov 75 Mg v nuépa tig nuépec 2 €mg 90, kabng kot AXO o1 d0don tev 75 mg
™mv nuépa tig nuépeg 2 ¢ 21. O acbeveic mov TuyatomomOnkav oty opdda tov AXO Elapav
EIKOVIKO PAPUOKO aVTIGTOL(O TNG KAOTdoYpEANG T nuépeg 1 g 90 ko AZO ot d6on Tewv 75 mg
™V Nuépa tig nuépeg 2 wg 90.

H x0pra éxPaocn amoTeAeoUATIKOTNTOG NTAV 1] EUEAVICT] OTOIOVINTOTE VEOL OYYELKOD EYKEPOAKOD
€MEI00010V (1oYOUIKOV KOl QUOPPOYIKOD) 6TIG TPMOTEG 90 Nuépec petd amd o0& éhaccov IAEE 1
vynAov kvdvvov ITIE. Avto cuvépn oe 212 acBeveig (8,2%) otnv opuddo Tov GLVOLACUOD
Khomdoypéinc-AXO cvuykprtikd pe 303 acbeveig (11,7%) oty opdda Tov AZO (avoloyia Kivdbvou
[HR], 0,68, 95% &idotnpa epmotoocvvng [CI], 0,57 émg 0,81, P<0,001). IAEE nopovcidotke o 204
acBeveic (7,9%) oty oudda Tov GuVOLECUOV KLOTO0YPEANC-AXO cuykprtikd pe 295 acbeveig
(11,4%) omv opdda tov AXO (HR, 0,67, 95% CI, 0,56 £w¢ 0,81, P<0,001). Ayopparykd ayyeloakod
EYKEQOMKO eMEIGOO10 TOpoLGLIoTNKE o€ 8 acbevelg og Kabepio amd Tig VO OUAdEG TNG LEAETNG
(0,3% o€ kabe opdda). Métpra 1| coPfopn aipoppayia mtapovoidotnke o entd acbeveic (0,3%) oty
0uad0 TOL GLVOLACUOV KAOTIOOYPEANC-AXO kot o€ oxtd aobeveig (0,3%) otnv opdda tov AXO (P =
0,73). To 10600TO OMOLWVINTOTE OLLLOPPAYIKMOV GLUHPAVT®V NTav 2,3% 6TV opdda ToL GLVILOGOV
Khomdoypénc-AX0 ocvykprrikd pe 1,6% oty opdda tov AXO (HR, 1,41, 95% CI, 0,95 éwc 2,10, P =
0,09).

POINT (Ilpooavarohiouévy aro Ayiometralio. Avaororn oe Néo HIE koi EAacoov loyoupuro Ayyeiaro
Eyxepotixd Ereiood10)

AV 1 VYOO IEVT, SUTAL TVPAT, TOAVKEVTPIKT, EAEYYXOUEVT] LE EIKOVIKO PAPLOKO KAVIKY
peAétn ovumeprédoPe 4.881 diebveic aobeveic pe 0&o IIE (Babuoroyia ABCD2 >4) 1 éhaccov
ayyeloko eykepoiko enetcooto (NIHSS <3). Olot o1 acBevelg kat otig 600 opddes Elafov avoryt
Oepameia pe AXO Tig nuépec 1 €mwg 90 (50-325 mg cdupmva pe v kpion tov Bepdmovtog tatpov). Ot
aoBeveig mov TuyatomoOnKay oty opdda g KAomdoypEAng Elafav pia 66om EOPTIoNG
Khomdoypéing tv 600 mg v nuépa 1, axorovBodevn amd KAomidoypéing ot 66om TV 75 mg
v nuépa Tic nuépes 2 émg 90. O acbeveic mov TuyaomomMONKaY 6TV OUASH TOVL EIKOVIKOD
Qopuarov Erapav EIKOVIKO APLOKO avTIoTOLY0 TG KAOTO0YPEANC TIg nuépec 1 £mg 90.

H x0pra éxPacn amotelecpatikdtnTog NTay Eva cOVOETO KATUANKTIKO GNUEL0 ToVL TTepleAdupave
ueilova woyopukd erelcoola (IAEE, EM 1 0dvotog amd ioyapuikd ayyelokd ene1cod10) Ty nuépa 90.
Av16 ouvéPn og 121 aoBeveic (5,0%) mov Ehafav Khomdoypédn cvv AZO cvykprtikd pe 160 acbeveic
(6,5%) mov éhapav povo AXO (HR, 0,75, 95% CI, 0,59 éwc 0,95, P =0,02). H devtepevovoa kPaocn
tov IAEE napovoidotnke oe 112 acbeveig (4,6%) mov rafav khomdoypéin cuv AXO GUYKPITIKG e
155 aobeveig (6,3%) mov éhafav poévo AXO (HR, 0,72, 95% CI, 0,56 ¢w¢ 0,92, P = 0,01). H xopua
éxPaon aocedreros g petlovog opoppayiog mapovoldotnke o€ 23 amd tovg 2.432 acbeveis (0,9%)
7ov éhafav kKhomdoypéin cvv AXO kot o 10 amd toug 2.449 acbeveig (0,4%) mov Elafav uévo AXO
(HR, 2,32, 95% CI, 1,10 éwg 4,87, P = 0,02). EAdccov apoppayio tapovcidotke o 40 acbeveig
(1,6%) mov éafoav Khomdoypein ovv AXO Kkou o€ 13 acBeveig (0,5%) mov érafav povo AZO (HR,
3,12, 95% CI, 1,67 éwg 5,83, P < 0,001).

Avalvon e ypovikic wopeiag twv ueietwv CHANCE ko1 POINT

Agv vipye OPEAOG MG TPOG TNV OMOTEAESUATIKOTNTA 0t TN cvvEyion g DAPT wépav tov 21
nuepav. Ipaypotomodnke pio Kotavoun g xpovikng mopeiog Twv e OVmV IGYOUUK®V ETEIGOImY
Kot TV LEWOVOV apoppayldv e Bdon vy ekydpnon g Bepaneiog yio va avaAivbei ) enidpoon trng
Bpayvypoviag ypovikng mopeiog g DAPT.
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ITivaxog 1- Katavoun ypovikng mopeiag LellOvov 1o UUKOY ETEG0dImV Kot LElOVOV OLOpPayIDY
ue Baon v exympnon Bepaneiog otic peréteg CHANCE kat POINT

Ap. oopfavtov

ExBdoeic otig

peAETEG Exyopnon , , Al 3M
CHANCE «at Gspomsiag Zbvoro m SBSOWJ&X gBSoudSa gBSoud&x
POINT
Mzeilova AXO (n=5.035) 458 330 36 21
1O OUIKA
EMELGOIL
KAIT+AXO 328 217 30 14
(n=5.016)
Awapopd 130 113 6 7
Meilwv AXO0 (n=5.035) 18 4 2 1
ooppayio
KAIT+AZO 30 10 4 2
(n=5.016)
Awapopd -12 -6 -2 -1
KoAmixn popuapoyn

O1 peréteg ACTIVE-W xan ACTIVE-A, dwopopetikés dokipés Tov mpoypappotog ACTIVE,
ovumeptérafPav acbeveig pe Kohmkn poppopovyn (KM), ot omoiot elyav TovAdyiotov Evav Tapdyovio
Kvovvov Yo ayyelokd coppdpata. Bdoel tov kpitnpiov eicaymyng, ot wtpol evétalav acbeveic otnv
ACTIVE-W &dv fitav vroyneiot yio Oepaneio pe aviayoviotég g Prrapiving K (ABK) (6nwogn
Bappapivn). H perétn ACTIVE-A nepiehdupave acbeveic mov dev uropodoav va Aapovy Oepameio pe
ABK ene1dn dev pmopovcav M 0ev entbvpovoay vo Adfovv Ty aywyn.

H perémn ACTIVE-W katédei&e 6T 1 aywyn e avtaymviotég g Prrapivng K ftav mo
OTOTEAECUATIKN OO TNV KLOTd0YpEAN Kot To AXO.

H perém ACTIVE-A (N=7.554) 1oy pio TOADKEVTPIKT], TUYALOTOINUEVT], OUTAN-TVEAN, EAEYXOUEVT
LE EIKOVIKO QAPUOKO HEAETN, 1 OTT010L GUVEKPIVE TNV KLOTOoYpEAN 75 mgmuépa + AZO (N=3.772) ue
gkoviko edpuaxo + AX0O (N=3.782). H cuvictouevn 66om yia to AXO frav 75 £og 100 mgmuépa.
O1 aoBeveic Nrav vwd aymyn €wg kot 5 xpovia.

Ot acBeveic Tov tuyatomomOnkav oto Tpdypappe ACTIVE ftav ekeivol mov mopovclioTnKay UE
amodedetypévn KM, oni. gite pe poviun KM 1 pe tovAddyiotov 2 encioddia dwodeintovsoag KM atovg
TeEAEVTAIONG 6 PNVES, Kat oy TOLAdIGTOV £vay and Tovg akdAovbovg Tapdyovieg Kivdivov: natkia
> 75 etdyv, N nhkia 55 éog 74 etV Kot gite caxyopmon Stapntn mov anattovce Oepaneio pe
QapuoKa, £ite amodedelyUEVO TPONYOVUEVO EUepayLLo pvokapdiov (EM) i amodederyuévn otepaviaia
VOG0, NTOV GE AY®YT] Y10 GUCTNUATIKN VIEPTOGT], TPOTYOVUEVO OYYELNKO EYKEPUAIKO EMEIGOI0,
Tapoodtko oyoko enelcodto (IIE), § cvetnuaticd euforicpd ektog KN, duvcoiettovpyia g
aplLoTEPAG KOWiaG [e KMo eEdBNoNG TG aptotepng Kothiag <45%, N amodederylévn Teptpeptkn
ayyewokn voco. H péon Babporoyio CHADS; fitav 2,0 (evpog 0-6).

Ta KOpLo KPITAPLO ATOKAEIGLOD Y10 0COEVEIC NTOV KATUYEYPOUUUEVO EAKOC TENTIKOV EVTOG TV
TEAEVTAI®V 6 PNVAOV, TPOTYOVLEVT] EVOOEYKEPAAIKN apoppayia, coPapn OpouPfomevia (aplOpoc
arponetoMav < 50 x 10%1), anaitnon yio kKhomdoypéAn 1 amd Tov 6TépaToC avtmnkTikd (AXZAIL), 7
dvoavetia oe omoladNToTE 0o TIG VO OVLGIEC.

EBoounvta tpia 1015 ekatd (73%) tov acbevav mov evidydnkav ot perétn ACTIVE-A dev
umopovcay va AdBovy ABK Adym ¢ a&toAdynong Tov 1tpol, aduvapiog COULOPO®GNS Yo TV
napakorlovOnen tov INR (Siebvic opahomomuévn oyéon), Tpodtdfeonc yio Tt 1| TPAVUATICUO TNG
KEPAANG, 1] GLYKEKPLUEVOL KIvovvou aupoppayioc. o 26% tov aobevav,  amdeacT Tov 1Tpov
Baciotnke ot un embopio Tov acbevoic va Aafer ABK.
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O mnBuopog tov acbevav cvpmeptédafe 41,8% yovaikeg. H péon niaxio tav 71 €, 10 41,6% 10V
acBevav Mtav > 75 et@v. Zuvolkd 23,0% tov acBevadv AdpPovay aviiappoduikd, 52,1%
Prta-amokAeiotég, 54,6% avaotoreig tov MEA kot 25,4% otativec.

O ap1Bu6g TV acbevdv, o1 0moiol EPTUGAV GTO TPMTELOV KATOANKTIKO onueio (xpodvog uéypt Tnv
TPAOTY EPPAVIOT] AYYELNKOD EYKEPAAIKOD eMElc0dion, EM, cuotnuatikog epffoMopdc ektog KNX 1
ayyewoko Odvato) frav 832 (22,1%) onv opddo Tov aVTIHETORICTNKE Ue KAomdoypéAn + AXO kot
924 (24,4%) otnv opddo Tov glkovikoy papudkov + AXO (ueimon Tov oyetikod Kivovvov 11,1%,
95% ClI 2,4% ¢mg 19,1%, p=0,013), kuping Loym piag HEYAANG HelmoNG TG GLYVOTNTOG TV
AYYEWK®DV EYKEQOMKADV EMEICOMIMV. AYYElOKA £YKEPUAKE ETElcOO10 GLVEPT GOV 68 296 (7,8%)
acBeveic mov EdaPav Khomdoypéin + AZO ko 408 (10,8%) acbeveig mov Edafav eikovikd appako +
A0 (ueimon Tov oyetikod Kivovvov, 28,4%, 95% ClI, 16,8% émg 38,3%, p=0,00001).

Toudrazpiros minBoouog

e (o peAétn KAlpakoOuevng docoroyiog 86 veoyvav 1 Ppeemv £m¢ 24 unvov o Kivouvo
Opoupwoncg (PICOLO), n kKhomdoypéin a&loroyndnke oe dradoyikég doaelg tov 0,01, 0,1 kot

0,2 mg/kg o€ veoyvad kot Bpéen kat 0,15 mg/kg povo oe veoyvd. H d6om twv 0,2 mg/kg nétuye
uéon mocooTioin avacToAn ™G Tééng tov 49,3% (5 uM ADP-grnayduevn cucompevon
QLUOTETAAIMV), 1) omoia Tav cuykpicwun pe ekeivn Twv evniikov mov Aaufdavovv Clopidogrel Zentiva
75 mg/mpépa.

Y€ [0 TUYOLOTTOINUEVT], SITANC-TVPANG, TapdAAN AV ouddmv perétn (CLARINET), 906 odiarpikol
acBeveic (veoyvd kai fpEpn) Le KLOVOTIKH GLYYEVH KOpOLOKT VOGO TOV AVTILET®MILETOL
TOPTNYOPNTIKG LE APTNPLOKN TOPAKAUYT] OO T GUGTNUATIKY] TPOG TNV TVELLOVIKT KUKAOPOpia,
Tuyatomomnkay yio va Adfovv khomdoypéin 0,2 mg/kg (n=467) 1 ewcovikd edppako (N=439) poli
ue tantoypovn Bepameia péypt To Ypdvo tov yepovpyeiov oe devtepn pdon. O pécog ypdvog uetal&d
NG TOPNYOPNTIKNG OVTIUETOTIONG HE TUPAKOLYT KOL THG TPATNG XOPNYNONS TOV PAPUOKEVTIKOD
TPoidvtog tng perétng Nrav 20 nuépec. Katd npocéyyion 88% tawv acbevav éhafav tavtdypova AXO
(evpoc 1 £m¢ 23 mg/kg/muépa). Aev vanipEe onuavtikh d10popd HETOED TV OUAS®OY 6TO TPMTEVOV
ovvbeto KataAnKTiko onpeio Tov Bavdarov, Opoufmong g mapdkapyng 1 Tapéppacns oxetilopevng
pe v kapdd Tpv and Ty NAkio Tov 120 nuepov petd and engicdo1o mov BewpriOnke OpopfotiKig
@Oong [89 (19,1%) yia v opddo khomidoypéAng kot 90 (20,5%) yia v opdda 1KoviKoD QopUAKOL ]
(BA. mapdypago 4.2). H aipopparyio Tov 1 To GLYVE avopePOUEVT] OVETIOVUNTN EVEPYELN KOL OTIG
500 opddec KLomdoYpEANG Kat E1KOVIKOD Qoprdkov. Q61dc0, dev LIPEE Kol OTUOVTIKY d10popd
GTO TOCGOGTO ALLOPPAYInG LETAED TOV OUAd®V. TN HAKPOYPOVIL TOPAKOAODONGN TS UCPAAELNG
OVTAG TNG MEAETNG, 26 aoBeveic e TNV TopaKayT akOUe DEIGTAUEVT 68 NAKI0 EVOG £ToVg EAafav
Khomdoypédn émg v nhkia tov 18 unvev. Kapd kawvodpia avnovyia yio tnv acedieio dev
mapoTNPNONKE KATA TN SEPKELD AVTNG TNG LOKPOYXPOVIS TapaKolohOnonG.

O1 dokipég CLARINET wan PICOLO dievepynOniay ypnoonoidvTag éva. cueTabéy didiva
KAomdoypéAnc. e o oxetikn LeAétn Proicoduvapiog oe eViAIKES, T0 GLGTOOEY ddAv L
KLOTOOYPEANG £0€1Ee TapdUOLn £KTACT KOl EAGYIOTA VYNAGTEPO TOGOGTO ATOPPOPNONG TOL KHPLOV
KUKAOQOPOHVTOC (avevePYOD) UETAPOAITI GUYKPITIKG LIE TO EYKEKPIUEVO J10KIO.

5.2 ®oppoKoKIVNTIKEG 1OLOTNTES

Amoppoégnon

Metd amd epdanas Kot ETavarapfovOoIEVEG NUEPNCIEG dOGELS 75 MY ad TOV GTOUOTOG, 1|
KAomdoypéAN amoppoatal TaxEmc. To pHéco vynAdTEPO ENiMESO TNC AUETAPANTNG KAOTLOOYPEANC GTO
mAdopo (katd Tpocéyyion 2,2-2,5 ng/ml petd omd gpdma 66om 75 mg amd Tov 6TOUATOS)
eupaviotnke mepimov 45 Aemtd petd tn yopnynon g doons. H amoppdenon ivar tovrhdyiotov 50 %
pe Baon m pérpnon amofoing Twv HETAPOATOV TNG KAOTIOOYPEANG GTO 0V

Kotavoun

H rhomdoypéin kot 0 K0p1og KOKAOPOp®V (avevepyoc) HETABOAITNG TNG, OECUEVOVTOL OVASTPEY O
e TPOTEIVES TOL avBpdTIVoV TAGoHaTog (98 % Kot 94 % avticTtoya) in vitro. H déopevon dev ¢ptdvel
HEXPL KOPEGLOV in Vitro Y10, £va 0PV PG CLUYKEVIPWOGOTC.
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Biopetooynpatiopdc

H xhomdoypéin petafoiriletor ekteTapéva 6To fmap. In vitro Kot in vivo, 1 KAOTIOOYPEAT
petaforiletor pEcm 600 KOHPLOV UETABOAK®V 0dMV: Wio KATd TNV omoio e T LEGOAPNoN
€0TEPUCOV VOPOAVETAL GTO OveVEPYO TTapdymyo Tov KapPfoLuikov 0&Eoc (85% TV KukAo@opovVI®mV
petofoAlTt®mv) Kot pia pe T HecoAdfnon moAlanimv Kutoypoudteov P450. H klomdoypéin
petaforileton apykd otov eviidueco petafolritn 2-0xo-clopidogrel. EraxolovBog petafoliopog tov
gvoldpecov petaforitn 2-0xo-clopidogrel £xel ¢ amotédleoua Tr dSNUIOVPYIO TOL dPUGTIKOD
petaforitn, éva mapdymyo Oedinc. O dpaotikdg petaPoritng dnpovpyeital koping omd to CYP2C19
pe ™ cvpporn and drapopa aiia vivpa CYP, repiropfavouévev tov CYPLAZ, CYP2B6 kot
CYP3A4. O gvepyog petafolritng BeidAn, o 0moiog omopovadnKe in vitro, GUVOEETAL YPNYOPO. KOL 1N
OVAGTPEYIUA [LE DTTOSOYELS OUOTETOM®Y, AVACTEAALOVTAG £TOL T1 GUGCOPEVCT TOV UUOTETOAI®Y.

H Cinax T00 dpaotikov petafolitn gival SumAdoio Hetd amd po epdmras 06om eoptiong twv 300 mg
OmmG givon petd amo téooepig NUEPEC Le 06on cuvmpnong tov 75 mg. H Crnax mopatnpeital kotd
pocéyyon uetd amd 30 émg 60 Aemtd LETA TN YOoPyNoN TG ddoNG.

Améxkpion

1oV avOpwmo, petd and pio amd tov otdpaTog d00n Khomdoypéing onuoacpévng pe #C, to 50%
nepinov anmofdAileton pe Ta ovpa Kot 10 46 % mepinov pe ta kémpava oe ddotnua 120 opdv petd
amo T AqYN TG 600mG. Metd amd epana 66om 75 My amd Tov GTOUATOC, 1) KAOTIOOYPEAN EYEL XPOVO
nuicetog {ong mepimov 6 dpeg. O ypOdvog NUIGELNS OTEKKPIGNG TOL KOPLOL KLKAOPOPOUVTOG
(avevepyol) petafoiitn Ntav 8 mpeg, Hetd amd epdmas Kot exavorlapfavopevn xopiynon.

DopuoKoyeveTiKy

To CYP2C19 gumhéketar otn dnuovpyio Kot ToL dpAGTIKOD UETABOAITN KL TOL EVOLAUEGOV
petaporitn 2-oxo-clopidogrel. H gapuokokivntikn Kot 1 avTIoHOTETUALOKT] SPACT] TOL SPUGTIKOD
peTafoAitn g KAOmId0YPEANG, OTMC LETPNONKAY LE ex Vivo LETPNOELS TNG CUGCMPEVLCTC
QLUOTTETAAI®V, SLAPEPOVY avAAOYa, e TO YovoTumo Tov CYP2C19.

To aAinAidpopeo CYP2C19*1 avtictoyel o TANpmg Agttovpykd PeTABOAOUO, EVD To OAANAOHOPPQ
CYP2C19*2 xou CYP2C19*3 givan un Aertovpyikd. To adiniopopeoa CYP2C19*2 ko CYP2C19*3
gvbivovtal ylo TNV TAEOYNEio TV CAANAOLOPPOV UE uetmpévn Asttovpyio atovg Kavkdoiovg (85%)
ka1 otoug Actdteg (99%) pe petopévn petafoiikn Asttovpyio. AAho oAAnidpopea mov cyetilovtat
Ue omovTa N LElwUévo petaforopd eivar Ayotepo cuyvd kot tepthapupdvovy ta CYP2C19*4, *5, *6,
*7 a1 *8. 'Evag acOevig pe petopévn petafoitkn Aettovpyia 0o dtafétel 600 olniduopea pe
EMenym Aettovpyiog 6mwg opiletan mapoumdvm. Anpocievpéveg cuyvotnteg yovotinwv tov CYP2C19
pe petopévn petafolikn Asttovpyia eivan katd tpocéyyion 2% yio tovg Kavkdoiovg, 4% yia Tovg
Mavpovg kot 14% yia toug Kivélovg. Yrdpyovv dtaféciuec So0KILOGIES Yo TOV OPIGIO TOV YOVOTVOITOV
tov CYP2C19 evdc acBevoig.

Mo perém dwotawpwong o 40 vym dropa, amd 10 og kdbe pio amd TIg T€0GEPIS KOTNYOPIEg
petafortkng wavomrag tov CYP2C19 (oAb vymAn, ekteTouévn, eVOLAUEST| Kol LELOUET),
a&10AGYNOE TN POPLOKOKIVITIKT KOl TNV AVTATOKPIoT] TOV OHOTETOAM®Y ypnoipomoldvtag 300 mg
KAomdoypéAne mov akolovbeitar amd 75 mg/muépa ko 600 mg mov akolovbsitat amd 150 mg/muépa,
T0 Kabéva yia 5 nuépeg (otabepomomuévn katdotaot). Aev TapatnpNONKoY GNUAVTIKES SL0POPES
otV ékBeom oTo SpaoTIKO UETAPOAITN KOL GTN LECT] AVOGTOAN TNG CLGCMOPEVOTG TV OLUOTETAUAIDY
(IPA) peta&d exetvov pe TOAD VYNAY, EKTETAUEVT] Kol EVOIAUEST] LETABOAIKN KOVOTNTA.

210 dTopo pe PELMUEVT UETABOAIKT KOVOTNTO, 1| £Kk0E0T GTO dpacTiKd peTafoAitn pelmbnke kotd
63-71% ovykpitika pe eketva pe extetapévn petofolikn uwavotnta. Metd 1o 606oA0YIKO GyTLa

300 mg/75 mg, ot AVTIOHOTETAMOAKES OVTATOKPIGELS HELOONKOY GTO. ATOUA e UEIWUEVT] LETOPBOAIKT
wovotnta pe péon IPA (5 uM ADP) 24% (24 dpeg) kau 37% (Huépa 5) 6nmg ouykpinke pe v IPA
39% (24 opeg) ko 58% (Huépa 5) ota dropo pe ektetapuévn LeToBorkn tkavotnto kot 37%

(24 dpeg) kar 60% (Huépa 5) ota dropa pe gvorapeon petaforkn wavoteo. Otav to dropa pe
peiopévn petaforkn| tkavotnta Ehafov to docoroyikd oynua towv 600 mg/150 mg, n ékbeon oto
dpaotikd petafority frav peyordtepn amd 10 docoroyikd oynua tov 300 mg/75 mg. Emnpocheta, n
IPA ftav 32% (24 dpec) xar 61% (Huépa 5), mov rov peyakitepeg and 1t 6T0 ATOLO e LEWOHEVN
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petaforikn tkovdtnTa Tov Ehapav 1o Socoroyikd oyfua 300 mg/75 mg kot Tapduoteg pe Tig GANES
ouddeg petaforikng Aettovpyiag tov CYP2C19 nov éhafav 1o docoroyikd oyfua twv 300 mg/75 mg.
"Eva kotdAAnAo 060A0YIKO Goyfua Yio avTd Tov TANBucud acBevmv dev Exel kKobiepmbel o KAMVIKEG
SOKIUEG.

ZOUQOVO LLE TO TOPOTAV®D OTOTEAEGLLOTA, GE U0 LETA-0VAALGT] TTOV TTEPLEAGUPOVE 6 LEAETES e
335 dtopa mov avtipetOmicTNKOV e KAOTIO0YPEAT o€ oTafepomoInuUéV KATAOTOOT), KatadeiyOnie
ot 1 €kbeon 610 dpaoTikd peTafoAritn petmonke kot 28% Yo To ATOUN LE EVOLAUEST UETABOATKN
Aerrovpyio kon 72% yio ToL ATOpO PE LEWWUEVN LETOPOAIKN AetTovpyin EVD 1) AVAGTOAN TNG
oveompevong aiponetariov (5 uM ADP) pueidbnke pe dtapopég otnyv IPA tov 5,9% ot 21,4%,
avtioTtorya, 0ToV oLYKPIONKE pe Ta ATopO Pe EKTETAPEVT HETAPOAIKT AELTOVPYiaL.

H emppon tov yovotimov tov CYP2C19 otig kAvikég exPdoeic o€ aohevelg OV AVTIHETOTIGTNKAV UE
KLomdoypEAN dev €xetl 0aElohoyN0Oel € TPOOTTIKEG, TLYUOTOINUEVES, EAEYXOMEVES doKIUEC. ‘Exet
vrapéet Evag apliuog avadpoUtkay avoldcemy. Qotdco, Yia TV aEoAGYNoT oVTHG TG EMIOpAcNS O
acBeveic Tov EYOVV AVTIUETOTIOTEL L KAOTLOOYPEATN KO Y10, TOVG OTOI0VG VTTAPYOLY YOVOTVTIK(
armoteréopata: CURE (n=2721), CHARISMA (n=2428), CLARITY-TIMI 28 (n=227),
TRITON-TIMI 38 (n=1477) xo1r ACTIVE-A (n=601), 6mw¢ kot évog aptBudc SnUoCIEVUEVOY HELETDV
KOOPTNC.

Yty TRITON-TIMI 38 ka1 og 3 and tig peréteg kooptng (Collet, Sibbing, Giusti), n cuvdvaouévn
opado aclevav e ite evOldpeo, €ite HEIOUEVT LETOPOMKT tkavOTNTa ElY0y VYNAOTEPT GLYVOTNTA
Kapdlayyelokdv cupPapdtov (0avatog, ELepaypo ToL HVoKaPdiov Kot ayyYELNKO EYKEPUAKO
ene106010) N BpduPwong g evéonpobdeong (Stent) cuykpiTikd Le To ATOPO e EKTETAUEVT] LETAPOAKN
KovoTnTaL.

Ytv CHARISMA kot o€ pia perétn kooptg (Simon), po avénuévn coyvotto coppapdtmv
mapoTnpOnKe HOVo oTa dTopa He PELOUEVN LETAPOAIKN KavOTNTA OTa GLYKPiONKay pe T dTopa pe
EKTETAWEVT] LETAPOAIKT IKOVOTNTO.

¥mv CURE, omv CLARITY, otqv ACTIVE-A kat o€ puo. omo6 tig peréteg koopthg (Trenk), dev
mapatnpionke avénuévn cuyvotta copPapdtoy PAcel TG HETABOAIKNG IKAVOTNTOC.

Koapia and avtég tig avardoelg dev glye 1o péyebog yia va gvtomicet dtapopés otnv ékPaocn Tov
UTOUMV UE UELOUEVT UETAPOATKN TKOVOTNTO.

Edikot minfuopoi
H poppokokivntiki Tov dpactikod PETOPoAiTn TG KAOTOOYPEANG eV Elval YVMOOTH GE QLTOVG TOVG
€101ko0¢ TAnBvoovG.

Negpixn dvaleitovpyio,

Mertd and enavaropPoavopeveg d0celg 75 Mg kKAomdoypEANG TV NUEP GE ATOUA e GoPapn VEPPIKN
voo0 (kdBapon kpeatvivig oo 5 péypt 15 ml/min), 1 avactoln TG GLCEMPEVONE TOV CLUOTETOA®Y
7ov mpokaAgital and v ADP ftav yaunAotepn (25 %) and avti mov mapatnpinke oe vy dToua,
®GTOCO0, 1] TOPATACT TOL YPOVOL PONG NTAV TAPOLOLN LLE EKEIVI] TTOL KATAYPAPNKE GE VYU ATOUO TOV
ghauPavav 75 mg khomdoypéing v nuépa. Emmpoctétmc, n khvikr avoyn fitav koAl o OA0VG
Tovg acbeveic.

Hraztikn dvolertovpyio

Metd and eravorapfavoueveg d0celg 75 Mg kAomdoypéAng v nuépa yia 10 nuépeg o€ acbeveig pe
cofopn NTOTIKT SLGAEITOLPYIA, 1) AVOGTOAN TG CLGCMOPEVOTG apoTeTaM®VY dtapécov g ADP ftav
TaPOUOL0, e ekelvn TOL TapaTnPNONnKe o€ VY dtopa. H péon mopdracn tov ypdvov pong Ntav
emiong mapouoL 6TIG dVO OUAOES.

Doy

O gmmorocudg Tv aAiniopopemv tov CYP2C19 nov oyetilovtal pe EVOLOUESO 1 TEPLOPIGUEVO
peTaforiopd dopépel avaroya pe T LANY/eBvikotnta (BA. @appaxoyevetikr]). Ao tn PifAtoypagia,
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vdpyovy mEPLopiouéEva dtabéatpia dedopéva Yia va aEloAoynoel n KAVIKY EXITT®OOT YOVOTUTT®MV TOL
CYP yia v gpedvion copfopdtoav g kivikn Ekfaon.

5.3 TIIpoxivika dedopéva Yo TV d6QdreLa

Koatd ) dtdprelo Tov pun KAVIKGOV HEAETOV GE 0pOLPAIOVE KOl LWITOUTOVIVOLS, Ol IO GLYVE
TOPOTNPOVUEVEG EMOPACELG NTAV NAATIKEG AAAOIDGEIS. AVTEG TapaTNPHONKAY G€ dOGEIS TOL
AVTITPOCMOTELOLY TOLAGYLGTOV 25 Popég TNV ékBeom oV mapatnpnHOnke og avOpmToVE TOV
ghauPavay KMvikég 006€1C TV 75 Mg/Mmuepnoing Kot oy enakdAovbo og enidpacng ota NTaTiKd
petaforka Eviopa. Kapia enidpacn ota nrotikd petafoiuct évivpa dev mapatnpndnke o
avBpmmovg mov eAdpuPavayv KAomdoypéin otig Bepanevtikég 600ELS.

e Tohh VYNAEG BOGELS, AvaPEPONKE EMIONG TEPLOPIGUEVT YOOTPIKN avoyn (YOOTPITIdN, YOOTPIKES
SPpoTIKES OALOIDGELG KOUT EUETOG) TNG KAOTOOYPEANG GTOVG CLPOVPOIOVS Kol TOVG UTOUTOVIVOLG,.

Agv vip&e kapio EvoelEn kapkivoyovov dpdong otav 1 KAOTd0ypEAN xopnynonke yio. 78 eBdoudoeg

oe movTikoLg kot yio 104 gfdopddeg o€ apovpaiovg, og d0oelg péypt kot 77 mg/kg v nuépa (n onoia
AVTITPOGMOTEVEL TOVAAYIGTOV 25 popég TV £kbeon mov eppaviletol oTovg avOpmdmovg Tov Aaufavovy
75 mg/muepnoing).

H xhomidoypéin €xerl dokipuacBel og pio cepd in vitro Kol in vivo YOVOTOEIKGOV PEAETMV Kot dev €51
YovoTo&IKOTNTO.

H «homidoypéin b Ppébnie va Exel emidpacn o1 YOVILOTNTA TOV APCEVIKOV Kol TOV ONAVKOV
apoLPOi®VY Kal OV NTAV TEPATOYOVOG OVTE GTOVG apovpaiovg 0vte ot Kovvéla. Otav yopnynodnke ce
Onralovteg apovpaiovg, 1 KAomdoypéAn mpokaAiese ehappld Kaduotépnon oty avamtuén Tov
amoyovov. E1dukég papprokokivnTikég LeAETEG IOV Eytvay e padlooT|LacLéVN KAomdoypérn £dei&av
OTL M UNTPIKN ovoia N ot petafolites tng ekkpivovial 610 Yaia. Emopévag, o dpeon enidpaon (nro
oot Ta), 1 po EPUEST) EMidpact (Lelmon TNE YEVOTIKNG IKOVOTNTOC) 0V UTOPEL VoL amokAEIcOEL.

6. OAPMAKEYTIKEXZ TIAHPO®OPIEX
6.1 Kaotdloyog gkdoymv

Hvpnvag:
Maoavvitoan (E421)
[ToAvaBvrevoyivkdin 6000
MikpokpLGTOAAIKTY KVTTOPIV
Yopoyovouévo KikEALo
Y dpo&umpomviokuttapiv YOUNANS VITOKATAGTAGNG

Emixdloyn:
YrpopeAholn (E464)
Movoddpikn Aaktoln
Tproketivn (E1518)
Awo&gidro titaviov (E171)
Oé&eido a1ompov epubpod (E 172)

Hopayovrag otilfwong:
Knpodc kapvaovpng

6.2 AovppotoéTnTeg

Agv epapuodletar.
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6.3 Awdpkera {ong
3 xpovia.
6.4 Idwitepeg TPoPUAAGEELS KOTA TV QUAEY TOV TPOTOVTOG

Ye koyéreg and PVC/PVDC/Aluminium, puAdocete oe Beppokpacio pikpotepn tov 30 °C.
e Koyéleg Hovo amd aAOVUIVIO, TO PAPUAKELTIKO aTO TPOTOV dev amartel Wiaitepeg cuVONKeG
QOAOENC.

6.5 ®@Hon Kol GLOTUTIKA TOV TEPLEKTN
Clopidogrel Zentiva 75 mg smikaivupévo pe Aewtd vuévio diokio

Koyédeg and PVC/PVDC/Aluminium 7 koyéhec pdvo omd oAovpivio, 6€ KOUTIE o YapTOVL TOV
nepigyovv 7, 14, 28, 30, 50, 84, 90 kot 100 emkalvpupéva pe Aewto vuévio diokia.

Yvokevooieg datpntov kKoyedov (blister), povadwv d6ong and PVC/PVDC/Aluminium v pévo and
OAOLUIVIO GE KOLTLH Ao YopTOVL Tov TTEpLEyovy 50 X 1 emikaivppéva pe Aemtd vpévio diokia.

Clopidogrel Zentiva 300 mg emkodvpuéva pe Aentd vuévio diokio
Yvokevooieg didtpntov koyelov (blister), povadmwv d6ong, and aAoLUIVIO 68 KOVTIA amd YapTOVL TOL
mepéyovv 4 X 1, 10 x 1, 30 X 1 ko 100 X 1 emkodivppévo pe Aemntd vuévio diokioa.

Mmropei va, unv KoKAOQPOpOUV OAEG 0L GLOKEVAGIES.
6.6 Idwitepeg TpoPULAEELS amToppLYNG

Kda0e aypnoiponointo eopuokevtiKd tpoidyv 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOO TOTOVE 1GYVOVGEC OYETIKEC SLUTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Zentiva k.s.

U kabelovny 130
102 37 Prague 10
Togyum Anpokportio

8. APIOMOI AAEIAY. KYKAO®OPIAX

Clopidogrel Zentiva 75 mg emkolvppéva e Aentd vuévio diokio

EU/1/08/465/001 - Kovtid tov 14 emkoalopupévov pe Aentd vuévio Siokinv o€ Kuyéhe omo
PVC/PVDC/Alu

EU/1/08/465/002 - Kovtid tov 14 emkolvppévov pe Aemtd vuévio Siokimv o Kuyéleg udvo amod
aAovpivio

EU/1/08/465/003 - Kovtid tov 28 emkalvppévoy pe Aentd VEVIO S10KIOV 68 KOWEAES OO
PVC/PVDC/Alu

EU/1/08/465/004 - Kovtid tov 28 emtkolvppévov pe Aemtd vuévio S1oKimv o KOYELEG udvo amd
alovpivio

EU/1/08/465/005 - Kovtid tov 30 emtkalvppévov pe Aentd vpévio d1okinv 6€ KOWELEC 0o
PVC/PVDC/Alu

EU/1/08/465/006 - Kovtid tov 30 emkodlvppévov pe Aemtd vuévio S1oKimv o KOYELEG udvo amd
aAovpivio

EU/1/08/465/007 - Kovtid tmv 50 X 1 emikaAvpupévmy pe Aentd DUEVIO SIoKImV 68 KOWELEG amd
PVC/PVDC/Alu
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EU/1/08/465/008 - Kovtid twv 50 X 1 emtkaivupévov pe Aentd vpuévio diokinv o€ Kuyéleg Lovo omd
oiovpivio

EU/1/08/465/009 - Kovtid tov 84 emkalvppévov pe Aentd VEVIo S1oKinV 6€ KOWELES OTtO
PVC/PVDC/Alu

EU/1/08/465/010 - Kovtid tov 84 emkolvppévov pe Aemtd vuévio Siokimv o KOYELEC udvo amod
aAovpivio

EU/1/08/465/011 - Kovtid tov 90 emkalvppévov pe Aemntd vpévio S1oKinv 6€ KOWELES 0o
PVC/PVDC/Alu

EU/1/08/465/012 - Kovtid tov 90 emkolvppévov pe Aemtd vuévio SioKimv o KOYELEC udvo amod
alovpivio

EU/1/08/465/013 - Kovtid tov 100 emtkolvppévov pe Aemtod vpévio diokinv o Koywéleg amd
PVC/PVDC/Alu

EU/1/08/465/014 - Kovtid tv 100 emtkolvppévoy pe Aemto vpévio diokinv o KoyEAES LOvo and
aAovpivio

EU/1/08/465/018 - Kovtid tov 7 emiKOAVUUEVOV UE AETTO DUEVIO SIOKIMV 68 KOYELEG amd
PVC/PVDC/Alu

EU/1/08/465/019 - Kovtid T@v 7 entkoloppévmv pe Aentd vpévio Siokimv o€ Kuywéleg Hovo omod
aAovpivio

EU/1/08/465/021 - Kovtid tov 50 emkolvppévov pe Aentd vuévio diokinv oe KuWELEC 0o
PVC/PVDC/Alu

Clopidogrel Zentiva 300 mg emkolvppéva pe Aertd vuévio dickia

EU/1/08/465/015 - Kovtid tav 4 X 1 emkoloppévov e Aertd vuévio diokimv oe dtdtpnta blister,
HOVAd®V 30T G amd OAOLLLIVIO

EU/1/08/465/016 - Kovtid twv 30 X 1 emkaivupévov pe Aentd vpévio diokiov o didrpnta blister,
povadwv d6ong omd ahovpivio

EU/1/08/465/017 - Kovtid tov 100 X 1 emikodvppévov pe Aertd vuévio dtokiov og didtpnto blister,
HOVAd®V 300TG amd OAOLLLIVIO

EU/1/08/465/020 - Kovtid twv 10 X 1 emkaivupévov pe Aentd vuévio diokiov o didrpnta blister,
HOVAd®V 300TG OO OAOLLLIVIO

9. HMEPOMHNIA IMNPQTHE ET'KPIZTHX/ANANEQXHY THX AAEIAX
Huepounvia mpdtng £ykpiong: 16 Ioviiov 2008
Huepounvia tekevtaiog avavémong: 17 Askepuppiov 2012

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemntopepeic TANPoQopieg Y10 TO TOPOY QOPUUKEVTIKO TPOioV gival d100EGIES GTOV SIKTVAKO TOTO
tov Evponaikod Opyovicpod @apudkov: http://www.ema.europa.eu/
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IMAPAPTHMA 11

MAPAXKEYAXTHX(EX) YIEYOYNOZX(OI) I'TA THN AITIOAEEMEYXH
TQN HTAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHZEIX THX AAEJAY KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TTAPAZKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN AITIOAEEMEYXH TQN
IHAPTIAQN

Ovopo kot dtevbuven tov(Twv) TopacKeLOoT(dV) oL givor VTenBuvoc(ol) Yo TNV ATOdEGLELGT TOV
ToPTId®V

- Clopidogrel Zentiva 75 mg emukaAvppévo pe Aentd vUEVIO diokio

Sanofi Winthrop Industrie

1, Rue de la Vierge

Ambares & Lagrave
F-33565 Carbon Blanc cedex
TaAhio

Delpharm Dijon

6, Boulevard de I’Europe
F-21800 Quétigny
ToaAXia

S.C. Zentiva S.A.

B-dul Theodor Pallady nr. 50, sector 3,
032266 Bukarest

Povpavia

- Clopidogrel Zentiva 300 mg emkolvppéva. pe Aemtd vuévio diokia

Sanofi Winthrop Industrie

1, Rue de la Vierge

Ambares & Lagrave

F-33565 Carbon Blanc cedex

ToAAia

370 £VTUTIO QOALO 0ANYIDV XPNOTG TOV PUPLOKEVTIKOD TPOIOVTOC TPETEL VAL OVOYPUPETOL TO OVOLLNL
Kot 1 S1evBvVoT TOL TAPACKELOGTH TTOV Eival VTEHOLVOG Y10 TNV ATOSEGEVLGT TNG GYETIKNG TAPTIONS.

B. OPOI H OI IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd TPOidV Yo T0 OO0 ATOLTELTOL LOTPIKT] GLVTAYY].

I AAAOI OPOI KAI ATITAITHZEIX THX AAEIAY KYKAO®OPIAX

. Ex0¢os1¢ Teprodikng mapakorovdnong s aspareros (PSURS)

Ot anortioelg yio v vroPoin towv PSURS yio o ev Adym @apuakevtikd mpoidv opiloviatl otov
KaTt@AOYo UE TIC uepounvieg ovapopds s Evoong (katdioyog EURD) mov topatibetonl oty

napdypoeo 7, tov ApBpov 107y, tng odnyiog 2001/83/EK kon kébe emaxdiovdng emikoponoinong
OT®MG ONUOCIEVETL GTIV EVPMTOIKT OIKTLOKT TOAN Y10 TOL PAPLUAKAL.
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A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoro Awayeiprong Kivovvoo (ZAK)

O Kdaroyog Adeiag Kukhogpopiag (KAK) Oa die&aydyet Tig amattodpueveg dpactnploTnTes Kot
TOPEUPAGELS PUPLOKOETOYPVTVIONG O¢ Tapovotdlovial ato cupeovniéy XAK mov tapovceialetan
otV evotnra 1.8.2 g dde1ag KukAOQOPIog Kol OTOEGONTOTE EXOKOAOLOES EYKEKPIUEVES
avaBempnoeig tov TAK.

‘Eva emucaiporompévo TAK Oa mpénet va kototebei:
*  Metd and aitnpa tov Evponaikov Opyoaviepod Oapudxmv,
¢ OnotedNmoTE TPOMOMOLEITAL TO GVGTN O, dlayEIPLONE KIVOHVOU, E101KE MG ATOTEAEGLO ANYNG
VE®V TANPOGOPIDV TTOV HTOPOVV VOl EMPEPOLY GNUAVTIKT GALAYT OTH GYECT] 0OPEAOVC-
KvOHVOL 1| G mOTEAEGHLA TNG EMITEVENG EVOC OTLOVTIKOD OPOCTILOL ((POPUAKOETOYpOTVIOT
N EAOYLOTOTOINGT KIVOVVOU).
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ITAPAPTHMA III

EINIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX IOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel Zentiva 75 mg emukaAvppévo. pe Aentd vuEVio diokia
KAOTLO0YPEAN

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

KdBe diokio mepiéyel 75 mg khomdoypiing (wg 6&wvn Beukn).

3. KATAAOTI'OX EKAOXQN

Eriong mepiéyet: vopoyovopévo kulato kot Aaktdln. BA. gOAAo 0dnyidV Yo TEPIocOTEPES
TANpoQopiec.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

14 gmucodoppévo pe Aemtd vUEVIO OloKia
28 emkaAvppéva pe AETTO LUEVIO dloKio
30 emaAvppéva pe AETTO VEEVIO d1oKia
50x1 emkaAvppéva pe Aewto vUéVio dlokiol
84 emkaAvppéva pe AewTo LUEVIO dloKio
90 emaAvppéEva pe AETTO VEEVIO d1oKia
100 emkaAvppéva e AETTO LUEVIO dloKia
7 emucoAVUpEVO e AETTO DUEVIO OloKial

50 emKoAVULEVO e AETTO DIEVIO OLoKIOL

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Amo6 oTOUATOC YPNOT

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXETITIZOYN TA ITAIAIA

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHZEH
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9. EIAIKEYX XYNOHKEX OYAAZEHX

duvidooete og Bepuokpaocio pkpotepn tov 30 °C (ya tig koyéreg and PVC/PVDC/Aluminium).
'H Aev vrdpyovv dwaitepeg ouvOnkeg euAaéng. (Yo Tig KOWEAES LOVO OO OAOVUIVIO).

10. IATIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva k.s.

U kabelovny 130
102 37 Prague 10
Togyucm Anpokportio

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/08/465/001 14 dokia
EU/1/08/465/002 14 dwokio
EU/1/08/465/003 28 diokio
EU/1/08/465/004 28 diwokio
EU/1/08/465/005 30 dwokio
EU/1/08/465/006 30 dwokio
EU/1/08/465/007 50x1 dokio
EU/1/08/465/008 50x1 dokio
EU/1/08/465/009 84 dwokio
EU/1/08/465/010 84 dwokia
EU/1/08/465/011 90 dwokio
EU/1/08/465/012 90 dwokio
EU/1/08/465/013 100 dioxio
EU/1/08/465/014 100 doxio
EU/1/08/465/018 7 dwoxio
EU/1/08/465/019 7 dwoxio
EU/1/08/465/021 50 dwokio

‘ 13. APIOMOZX ITAPTIAAX

TToptida

14. TENIKH KATATAZH I'TA TH AIAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOL LOTPIKT CUVTOYT.
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‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Clopidogrel Zentiva 75 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160100T0TOG YPOUU®TOS Kddkag (2D) mov @épel Tov TepIAn@OEVTO LOVOITKO aVayVOPIGTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIZTEX ENAEIZEIZ IIOY IPEIEI NA ANATPAG®ONTAI ETIZ X YZKEYAXIEX
TYIOY KYYEAH
(KYWEAH / 7, 14, 28 1} 84 diokiov)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel Zentiva 75 mg diokia
KAomdoypéAN

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva k.s.

3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY HPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHHOY KYWEAHX 'H XTIX TAINIEX
KYYEAH / 30, 50, 50 x 1, 90 1} 100 dwokimv

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel Zentiva 75 mg diokia
KAomdoypéAN

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva k.s.

3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. AAAA ETOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel Zentiva 300 mg emikodlvppéva pe Aemtd vuévio dtokio
KAOTLO0YPEAN

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e diokio mepiéyet 300 mg kAomdoypéAng (g 6&vn Beukn).

3. KATAAOI'OX EKAOXQN

Enriong mepiéyet: vopoyovmpévo kuclato kot Aaktdln. BA. gOAA0 0dnyidv Yo TEpIocOTEPES
TANPOPOpPIEC.

4, OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

4x1 emuodlvpupéva, pe ATt LUEVIO oKl
30x1 emkalvppéva pe AeTTo LUEVIO d1oKi0
100x1 emuxaAvppéva e AETTO LUEVIO dloKIN
10x1 emkoAvppéva pe AemTod LUEVIO dloKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNON.
Amo6 oTOUATOC (PN

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITATAIA

Na puAdooetol og 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEYX XYNOHKEX OYAAEHX
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10.

IATAITEPEX ITIPO®YAAEEIX T'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEJIAY KYKAO®OPIAX

Zentiva k.s.

U kabelovny 130
102 37 Prague 10
Togyum Anpokportio

12.

APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

EU/1/08/465/015 4x1 emkolvppéva pe AEmTO LUEVIO SloKio
EU/1/08/465/016 30x1 emkaAvppéva pe Aentd vuévio diokia
EU/1/08/465/017 1001 emkalvoppévo, pe Aemtod vpuévio diokio
EU/1/08/465/020 10x1 emkolvppéva pe Aentd vuévio diokio

‘ 13.  APIOMOZX ITAPTIAAX
Moptida
14. TENIKH KATATAZH I'TA TH ATAGEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOT0 AMOLTEITOL LOTPIKT GLUVTOYT.

| 15,

OAHT'TEX XPHXHX

| 16.

HAHPO®OPIEX XE BRAILLE

Clopidogrel Zentiva 300 mg

17.

MONAAIKOX. ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKag (2D) mov @épel Tov TepIAN@OEVTO LOVASTKO aVayVOPIGTIKO

K®OOKO.

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

PC

SN

NN
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHHOY KYYEAHX 'H XTIX TAINIEX

KYWYEAH 4x1, 10x1, 30x1 1} 100x1 dwokimv

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel Zentiva 300 mg diokio
KLomdoypEAN

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Zentiva k.s.

3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. AAAA ETOIXEIA
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B. DYAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprijot

Clopidogrel Zentiva 75 mg emukaAoppéva pe Aemtod vpévio Siekio,
KLomdoypEAN

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PaPROKO, 10T TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES YIX GUS.

- doraEte avtd To EOALO 0N YDV Yprone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNOTE TO Y10TPO 1 TO POPUUKOTOLO GOC.

- H ocvvtayn yio avtd 1o edppoko xopnynnke amokAeloTiKd Yio 60G. Agv TPETEL VO ODOETE TO
@apuroKo o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLO KO OTOV TO GUUTTOUOTO TNG
acBéveldc Toug tvor id1a e Tor O1Ka oag.

- Edv mopatnpnoete kamoto avemBOun evEpyela, EVNUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
cag. Avtd 1oyvel kat yio KGO mhoavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETAL GTO TAPOV
@OALO 0ONY1DV Yprone. BAéme mapdypago 4.

T wegpréyer To mopév eUALO 0ONYLAOV:

T eivan o Clopidogrel Zentiva kot mota givon 1y yprion tov
T npémer va yvopilete npv ndpete to Clopidogrel Zentiva
o va mapete to Clopidogrel Zentiva

[MBavég avemBounteg evépyeteg

Ia¢ va. purdooete to Clopidogrel Zentiva

[Tepreydueva tng cLoKeEVOGING Kot AOUTES TANPOPOPIES

o wdE

1. T givon To Clopidogrel Zentiva kon owe. givar i yprjon tov

To Clopidogrel Zentiva mepiéyet KAomdoypEAN Kot AVIKEL GE [0, KOTNYOPio POPUAK®OV TOV
ovouACovTOoL OVTILILOTETOALOKE QAPUAKEVTIKG TPoiovTa. To alpomeTAAA vl TOAD HIKPA COUOTIOW
TOV Q{HLOITOG, TO OTTOT0 GLYKOAADVTOL KOTA TNV TTNEN Tov aipotoc. Ta aviioponetaiiond
(QOPUAKEVTIKE TPOTOVTA EUTOSILOVY QLTI TI GLCCMPELGT KAl ETGL LEIBVOLV TIG THOVOTNTEG
oynuaticpov Opoupwv (daducacio Tov ovopdaletar Opoupwon).

To Clopidogrel Zentiva Aapfdvetot omd eviiAikeg yia v TpoAnymn oynpotiopod Opdufov ota
oKANPUEVE apo@opa ayyeia (aptmpieg), pia dadikacia yvowoti oav adnpobpoupwon, mov pumopel va
odnynoel o€ abnpobpoufmtiKd enelcddio (OTMG IGYOUIKO AYYELOKO EYKEPUMKO ETEIGOO10, KOPIIOKO
€NEG0010 1 Bdvato).

To Clopidogrel Zentiva cogc éxet cuvtayoypaendei yio va Bondfcel 6Ty ano@uyn cyNUATIGHOD

OpouPov Kot Vo EAATTMOGEL TOV KIVOLVO OLTMV TOV ETEIGCOSIMV ETELON:

- éxete pla mdBnom oKAnpuvong TV aptnpldV (eniong yvooty| cov afnpockinpuvon), Kot

- €XETE 10TOPIKO KAPIOKOD EMEICOOI0V, IGYAUIKOD OYYELKOD EYKEPOAKOD ETEIGOOIOV 1) TACYETE
omd o KATdoTooN YVOOTH O TEPLPEPIKT] APTNPLOKT| VOGO, 1)

- €xete 16T0p1KO GoPapod TOVOL 6T0 6TNOOC YVMGTOO MG «aoTadN oTNOGYYM» 1 «EUPPAYLL TOV
pvokapdiovy (kapdiakd enelc6o10). T tn Bepameio avtig TG TAONGNC 0 Y1TPOG GOG TOAVADC
va éxel tomobetnoel evdompobeon (stent) oty payuévn 1 oteEvoOUEVT] apTNpic Yo va
OTTOKATOGTI|OEL TV OMOTEAEGLOTIKT POT] TOL aipotog. Mmopei, emiong, va cag yopnynoel amd
TO Y1OTPO GOG KOl OKETVAOGOATKLALKO 0&D (Lo 0vGio TOV ATaVTATOL GE TOAAE PUPLOKEVTIKA
TPOTOVTO TOV YPTGLLOTOLOVVTAL Y10 TV OVAKOV(LOT OO TOV TOVO Kol MG OVTITUPETIKE KaBDS
emiong Kot yio, v Tpoinym 0poufoonc).

- £YETE TOPOVCIAGEL GUUTTOUOTO ALYYELNKOD EYKEPAAIKOD ENEIGOOI0V TTOV VTTOYWPOVV HECH GE
GUVTOLO XPOVIKO SLAGTNUE, (YVOGTO KOl O TOPOSIKO IOYOLUIKO ETEIGOIIO) 1) IOYOLUKO
OYYELWKO EYKEPUALKO £MELGOO10 NTTLOG PapvtnTog. Mmopel emiong va cag xopnynoel
OKETVAOGUAIKVAIKO 0&D 0mtd TOV Y1oTpo G0¢ EEKIVOVTAG LEGT OTIC TPMTEG 24 DPES

- &xete va U1 KOvoVIKO Kapolako puiud, pio KataoTaon ToL OTOKUAEITOL «KOATIKY
LOPUOPUYT» KoL OEV UTOPEITE VL TAPETE PAPHOKO TOL EIVOAL YVOOTH MG «OTO TOV GTOUATOG
avTIInKTIKG (avtayoviotég Prrapniving K), ta omoia tpoiapfdavouy ) onpovpyia véwmv
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2.

OpouPov Ko eumodilovv toug vapyovteg BpopPoug va avéndovv. Ipénel va Exete evnuepwbet
OTL T OO TOV GTOWOTOG AVTUTNKTIKEY EIVOL IO TOTEAEGUOTIKA OO TO AKETVAOGOAKVALKO
o0&y M ) cvvdvacpévn ypnon tov Clopidogrel Zentiva kot tov axetviocarikvAiikod 0&€og YU
avt ™V katdotaot. O yiTpdg oag mpémnel vo 6og &yl cuvtayoypagpnoet to Clopidogrel
Zentiva pali pe okeTvA0oaAIKVALKO 0ED £dv dgv pmopeite vo, TAPETE «Omd TOV GTOUNTOG
OVTITINKTIKO KoL 0ev €xete Kivouvo peilovog atpoppayiog.

T npéner vo yvopilete mpwv napete to Clopidogrel Zentiva

Mnyv napere To Clopidogrel Zentiva:

e mepintwon aliepyiag (vepevatcneiog) otnv KLOTOOYPEAN 1| GE OTTOLOONTOTE AAAO OO TO.
GLGTATIKA OVTOV TOV PAPUAKOV (VaPEPOVTAL GTNV TOPAYPAPO 6).

Edv éyete pia watpkn mdbnom mov mpokaiel evepyn| apoppoyio OTmG EAKOG GTOUAYOL 1)
EYKEQOAIKT] apopparyia.

Edv mdoyete omd cofapn nratikny voco.

Edv motebete 61 0T0100MTTOTE OO QTA GOG ALPOPOVV 1) EAOV EYETE TNV TOPOUIKPT AUEPOAia,
ovppovievdeite tov yiotpd cag npv mapete Clopidogrel Zentiva.

IIpogcdomou|oels Ko TPOPVAAEELS
Av 0m0100MTTOTE OO TIC TO KATM OVOPEPOUEVES KATUOTACELS LGYVEL Y10, GOC, B0 TpEmel va
evNUEPMOETE TO Y10Tpo oag mpv mapete to Clopidogrel Zentiva:

edv vapyel Kivovvog apoppayiog 6T

o] 7éOnon mov cog 0€tel oE Kivouvo ec®TEPIKNG otpoppayiog (.. EAKOC GTOUMYOV).

(o] alpatoAoyIkn dtotapayn €€’ artiog e omoiag £xete TPOdIADEST Y10 ECOTEPIKEC
aipoppayieg (apoppayieg 6To E0OTEPIKO OTOIWVINTOTE 1IGTMV, OpYdvmv 1 apBpdcewy
TOV GOUATOS GOG)

o TPOCPOTOC GOPAPOG TPAVUATIOUOG

(o] TPOCPOTN YEWPOVPYIKY| EMEUPACT] (CUUTEPTAAUPAVOLEV®V KOl TOV 000VTIOTPIKMOV
enepPacenv)

o TPOYPOUUATIOUEVT XELPOVPYIKT| ETEUPACT] (GUUTEPIAAUPAVOUEVOVY KOL TOV

000VTIOTPIKOV EMEUPACEDV) UEGO OTIG ETOUEVES EXTA MUEPEC
edv elye oynuatiotel OpopPog oe kdmowa aptnpic TOV £YKEPAROL GO (IOYUUIKO ayyELKO
EYKEPOAIKO EMEIGOO10), TO 0TTOI0 GUVEPT KATA TN JAPKELD TOV TEAEVTAIOV EXTA MUEPDOV
€6y TAGYETE AMO VOGO TV VEQPAOV 1] TOL NTTATOG.
edv elyate aAiepyia 1] avtidpaoT G€ OTOOINTOTE PAPLAKO TOV YPCLLOTOLEITE Yo VL
OVTILETOTICETE TNV 06OEVELD GaG.
€0V €lY0TE TPOTYOVLEVO LOTPIKO IOGTOPIKO EYKEPUAKNG OLLOPPAYIOG TOV OEV OPEINOTAV GE
TPOVUATIGHO.

Evoco naipvete to Clopidogrel Zentiva:

Bo TPEMEL VOL EVILLEPADGETE TOV Y1IATPO GAG EAV EXEL TPOYPAUUATICTEL KATO10 XELPOVPYIKN
enéppaon (cvumepthapfavoprévng tne 000VILUTPIKNAG ETERPAOTG).

Oo TpénEL ENIOMG VO EVIUEPDGETE TO YLOTPO GO AUECHS EAV TOPOVGLAGETE il 1OTPIKN
Katdotaon (eniong yvoot) og @poufotiky @pouforevikn [Hoppdpa | TTP) mov meptroufavet
TVPETO Kol LOA®TEG KAT® 0td TO SEPLLA TTOL UITOPEL VO ELPOVIGTOVV MG PpLOPES KNAMOES, e I
Yopig aveENyntn KOT®GT|, GUYYLON, KITPvN amdyp®on ToV dEPUOTOC 1 TOV HATIOV (IKTEPOG)
(BA. mopdypago 4 «ITiBavég avemBOuNTEG EVEPYELESY).

Edv komeite M tpavpatioteite, icmg ypelactel mepiocdtepog and 10 cuvnoicuévo ¥pdvog yio va
oTOUOTNOEL N a1poppayic. Avtd oyetileTon pe Tov TPOTO dPAGTC TOL PAPUAKOV apov eumodilel
N dvvatotnTa dnovpyiag Opopfov. o pkpng onpaciog KOWIHOTo Kot TPOVUATIGUOVG, TT.Y.
eaqv komeite, Katd 1o EKpiopa, cvvBwg dev vdpyel TpoOPAnua. Ilapdia avtd, edv avnovyeite
AOY® TG oupoppoayiag cag, o TPETEL VO EMIKOIVOVNGETE LE TO YLOTPO 060G apécms (PA.
napaypapo 4 «IMBavic avembounteg eVEPYEIED»).

O ywatpog oag pmopel va {ntioet e€gtdoelg aipotoc.
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IMoord ko Epnpor
Mnv divete avtd 10 PApLOKO 6T TodLd ETELON Oev £xel dpaon.

Arho @appoxa ko Clopidogrel Zentiva

Evnuepdote tov Y10Tpd 1 TOV QOpLOKOTOLd GOC EAV TOIPVETE, £XETE TPOCPUTA TAPEL 1| LTOPEL VO
TAPETE AAAOL PAPLLOKOL, CKOLLO KO QLT TTOL OV GOG £xovv yopnynoel e cuvtay.

Kémowa dAlo @dppoka pmopet va ennpedoovy ) yprion tov Clopidogrel Zentiva 1 avtictpoga.

Ewdkotepa, Oa mpémel va evuep®oeTe T0 Y10Tpd 060G 0V AauPavete
- QAPUOKA TTOV EVOEYETAL VO ALENCOVY TOV KIVOLUVO opLoppayiog OTmg:

o] otd TOV GTOUATOS OVTUTNKTIKE, QAPLLOKE, TTOV YPTCLLOTOLOVVTOL Y10l TN HEIMON TG
TNKTIKOTNTOG TOL OiHOTOC,

o KATO10 U1 OTEPOEIOEG AVTIPAEYLOVMDOEG PAPLOKO, TTOV YPTOLUOTOIEITOL GLVHBWS Yol TN
Bepaneio em®OVVOV KaUN PAEYHOVOIDV KOTAGTACEDY T®V HOOV 1 TOV apdpdoemv

o] nmapivn N 0o10dNTOTE GALO EVEGIUO QAPLOKO TOL ¥PNCIUOTOLEITOL Yia. TN HElOT TNg
TNKTIKOTNTOG TOV OULATOC,

o TuAOTdivN 1| GAAOVG OVTIOLUOTETAALKOVG TTOPAYOVTEGS,

o] évay EKAEKTIKO OVOGTOAEN EMAVATPOCANYNG GepOTOVIVIG (TTEPIAAUPavOUEVOY QAAG U

nepoptlopevmv ot eAovoetivi 1 T eAovPoapivn), PApUKE, TTOV ¥PTCIUOTOOVVTOL
cuvnbmg Yo vo avTiLeTOTicovy BepaneuTikd TV KatdOAlnym,
(o] prpaumikivn (ypnoonoteital yio ) Bepaneio coPfapdv poldvoemv)

- ouenpaloAn N ecopempaloin, PAPUAKO VIO TNV OVTIUETMTION CTOUAYIKDOV EVOYANGEDY,

- @AovKovaloAn N Popucovaldin, GAPLOKA Y10 TNV OVTILETOMIOT LUKNTIOGIKOV AOIUDEEMV,

- epaPpévin M Ao avTipeTpoikd eappoka (xpnotponotovviat yia T fepaneio Tov AomdEewy
and HIV),

- KkapPapalenivn, EAPIOKO Y10 TNV OVTILETOTICT OPIGUEVOV LOPODV ETANYING,

- LOKAOPBEION, PAPLOKO Y10 TNV AVTIUETOTION TNG KATdOAny™NG,

- PETAYALVION, PAPLLOKO Yia. TN OEPATEVTIKY AVTIUETOMTIGT TOV dofnTn,

- ToKMTAEEA, PAPLOKO Y10 TN OEPATEVTIKT AVTIUETMICT) TOV KOPKIVOV,

- omoeN: eved AapPdaverte Bepaneio pe KAOTOOYPELT, O TPETEL VAL EVIUEPADCETE TO YIATPO GOG
TPV GO cLVTAYoYpaPnBel omolodnmote omoeldés (ypnoomoteitan yio T BepameioTov
6oPapod TéVov)

- pocovPactativr (YpNOHOTOIEITOL Yio TN LEIMOT] TOV EMTEIDV TNG YOANCTEPOANG OUG).

Edv eiyote éva coPapd novo oto otibog (aotadn otnbéyyn 1 Kopdiokd eneicdd10), mapodikd
IGYOLUKO ETEIGOS10 1) IOYOLKO Ay YELOKO EYKEQPOAKO EMEIGOS10 NG BapdTNTag, UTopel va Gog
yopnynOei Clopidogrel Zentiva oe cuvdvacpd pe axeTvA0GHAKVALKO 0&D, pio oVGio TOV amavTaTot
€ TOAAG QOPLLOKEVTIKE TPOTOVTO TTOV YPNGULOTOLOVVTAL Y0 TV OVOKODPLoT) 0t TOV TOVO KOl (G
AVTUTUPETIKA. Mia TEPIGTAGIOKN YPNOT| AKETVAOGAAIKLALKOL 0EE0G (0L TepiocdTepo amd 1000 mg oe
duotnue 24 opdv) dev Ba TPETEL, YEVIKA, VO TPOKOAECEL KATO10 TPOPAN UM, EVD GE GALES
TEPIMTOGELS, TOPUTETAUEVT YpNon Oo Ttpémetl va culnmOel pe to yrotpd cag.

To Clopidogrel Zentiva pe Tpo@1] kot w016
To Clopidogrel Zentiva propei va Aappdavetar pe 1 xopig ™ Aqyn tpoeng.

Kionon kot Onhaopog

Eivar mpotipndtepo va unv moipvete auto to Tpoidv KoTd T StipKela TN KONomng.

Edv giote éykvog 1 vroyidleote 011 eloTe £YKVOC, B0l TPETEL VO EVIUEPDGETE TO YLOTPO 1 TO
eappaxorold oag tpw Adfete Clopidogrel Zentiva. Eqv peivete £ykvog evod Aappavete Clopidogrel
Zentiva, ovppovievdeite 10 y1atpod 60¢ apioms, Kabmg dev cuvictdtal ) Afyn KAomdoypEAng KouTd
T S1apKEL TNG KON ONC.

Agv mpénetl vo INAaleTe evd ypMoILOTOLEITE OLTO TO PAPLLOKO.
Edv OnAdlete 1 oxedidlete vo Onidoete, WIANOTE LE TO YIOTPO GOC TPV TAPETE OLTO TO PAPLOKO.

ZnNtoTe TN GLUPOLAT TOV YLITPOD 1] TOL POPLOKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPLLOKO.
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Oonynon ko EPGROS Py avnpdTmv
To Clopidogrel Zentiva givat amiBovo va emnpedoet Ty kovomTd cog vo odnyeite 1 va yepileote

LN OVILLOLTOL.

To Clopidogrel Zentiva epiéyer haxtoln
Edv o yiatpog cag, cog evnuépmae 0Tt £xete dvoaveéio o OpIopéEVa GAKYOPO, ETKOIVOVIOTE [LE TOV
Y1Tpd GOG TPV TAPETE AVTO TO POPLAKEVLTIKO TPOTOV.

To Clopidogrel Zentiva mepiéysr vépoyovopévo Kikéhoro
Mmnopei vo TpoKaAEGEL GTOHOYIKT dtaTopayn 1 Sdppota.

3. Iag ve mapete To Clopidogrel Zentiva

[Tavtote va maipvete To PAPUOKO CVTO CLGTNPE GCOUPOVO, LE TIG 0dNYiES TOV YLOTPOD 1] TOV
eoppaxomolod cac. Edv éyete appifories, pmtiote Tov y1oTpo 1 TOV QAPULOKOTOL) GOG.

H ocvvietdpevn do6om, mepiiapfavouévng ekeivng yo tovg acbeveic pe o actévela mov ovoudletal
CKOATUKNY, pLoppapLy T (Un Kavovikog kapdlakog pubudg), eivar éva diokio twv 75 mg tov Clopidogrel
Zentiva ava nuépa mov Aappdvetar amd Tov oTOUATOC HE 1 XmpPig TpoPn, Kot THv 010 dpa Kabe
nuépa.

Edv éxete gppavicet coPapd ndvo oto otibog (actabn omdayyn 1 Kopdiokd enelcod10), 0 Y10TPOg
oag umopei va oag yopnynoet m d6on twv 300 mg 13 600 mg Clopidogrel Zentiva (1 1 2 diokio tov
300 mg 1 4 1 8 diokia Twv 75 MQ) pio @opd kot povo katd v évapén g Oepaneiag. Xt cuvéyeia, M
ouviotoOpevn d0on givar éva dtokio Clopidogrel Zentiva twv 75 mg v nuépa 0nwg TeptypapeTal
TOPOTAV®.

Edv &yete mapovc1icel CUUTTOUOTA AYYELLKOD EYKEPUAIKOD EXEIGOOI0V OV VILOYDPNCAV LEGA CE
GUVTOUO YPOVIKO SLAoTNHE (YVOOTO Kol O THLPOSIKO IGYAUIKO ETEIGOOI0) 1) IOYOLUIKO Oy YELOKO
£YKEPAMKO eme160010 Niag PapvnTog, o Yiotpdc oag urnopei va cag yoprnynost 300 mg Clopidogrel
Zentiva (1 diokio twv 300 mg 7 4 diokia Twv 75 mg) pio opd otny apyn ¢ Oepomeiog. Xt
oLVEYELD, I GLVICTONEVT dOoT ivan éva diokio Clopidogrel Zentiva twv 75 mg mv nuépa 0nmg
TEPLYPAPETAL TOPATAV® ULl Le OKETVAOGUATKVAIKS 0&D Yo 3 efdouddec.

1 cvvéyeta o yorpoc Bo cuvtayoypagncet gite Clopidogrel Zentiva povo ite akeTVAOGOAIKVALKO
0&0 povo.

To Clopidogrel Zentiva 6a mpénet va to maipvete yio 660 d1doTna 0 Y1oTpOg oG cLVEYIlEl va 6ag TO
GLVTOYOYPOPEL.

Eav napete peyorvtepn d6on Clopidogrel Zentiva amd v kavoviki
EmkowvmvioTte pe o y1aTpd Gag 1 TNV TANGIEGTEPT VOGOKOUELNKT] VTN PEGIN EKTOKTWOV TEPICTATIKMDY
AOy® Tov ALENUEVOL KIvOLVOL aipoppayiog.

Eav Eeyaoete vo mapete to Clopidogrel Zentiva

Edv Eeydoete va Aafete pia 66om Clopidogrel Zentiva kot to Bounbeite péoca o 12 dpeg amd ™
ouvnOopévn cag dpa, AdPete To S1oKi0 GO APESMG Kot KATOTLY AdPeTe TO ENOLEVO d10KIO TV
cuvnbiouévn mpoa.

Edv 1o Egydoete yia mepiocdtepo amd 12 dpeg amhmg AAPeTE TNV EXOUEVT] KAVOVIKT dOGT GTN
ouvnOepévn dpa. Mnv Tapete SITAY dOCT Yl VO AVATTANPMOGETE TO O10KI0 TOV EEYAGTE.

Eav otapoatioste va naipvete to Clopidogrel Zentiva

M1 O1OKOTTETE TV AYOYN EKTOG KL EAV GOG TEL 0 YLOTPOS 6AG V. TO KAveTe. Emkovoviote pe to
Y1aTpd 1] TO POPLOKOTOLO GOG TPLY TO CTUUOTI|GETE.
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Edv &yete mep1ocdtepeg EpMTNOELS GYETIKA LE TN YPTOT CLTOV TOL PAPUAKOV, POTAOTE TOV YITPO N
TOV QUPLOKOTOLO GG,

4, IMBavéc avemBounTeg evépyereg

Onwg 6ha To eAppaKa, £TGL KOl AVTO TO QAPUOKO UITOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, AV
Kot OgV TOPOLGLALoVTaL GE OAOVG TOVG AvOPMTOVC.

Emxowvmwvi)ote pe 10 Y101po 660G Apécms EAV TUPOVOLACETE:

- TLpeTO, onpeio Aoipnméng N vrepPoitkng KOT®ONG. AvTtd TOAVAS VO ELPAVIGTOVY AOY® TV
OTAVI®V TEPMTOCEMV PEIMONE KATOIWV KLTTAP®V TOV OiLLOTOG.

- CUUTTMOUOTH NTOTIKMOV TPOPANUATOV OTMG KITPIVIGHE TOV dEPUATOG KOUT TOV LATIHOV
(iktepog), ave&aptnta and 10 edv cLVOSEVOVTAL OO apoppayia, 1 oroia epeavileTot KT amd
70 déppo ¢ epLBpEc kNAideg ka/n ovyyvon (PA. Tapdypapo 2 «I1pogldomoncelg Kot
TPOPLAGEEIS).

- oidnua 6to otdH 1} dSaTapyES TOV dEPHATOS, OGS eEovOnpaTa Kot KNGOS, PAVKTOIVEG TOV
dépuotoc. Avtd mhavov eivar onuadio aAlepyikng avtidpaong.

H mo svyvi] avem@opuntn evépysia mov £xel avagepOsi pe o Clopidogrel Zentiva sivor i
awpoppayia. H opoppayio mbBavév va mapovstootel og aipoppayio omd 1o oTopdyl 1 T0 EVIEPO,
UOADTES, AdTopo (acvvhfioT apoppayic | LOAOTOG KAT® 0 TO EPUN), AULOPPOYicl ATd TN
potn, aipo ota ovpa. Ze kpo aplfud tepimtdoeny £yl avopepbel apoppayio ota pdtio, 6To
E0MTEPIKO TNG KEPOUANC, OTOV TVEDUOVA 1) OTIG ApOBpADCELS.

Eav ntapatnpicete mopateTapsévny awpoppayio otav taipvere to Clopidogrel Zentiva

Edv xomeite N tpavpatioteite, iomg xpelaotel meplocdtepog omd 0 suvnicpévo ypdvog yia va
GTOpHOTNGEL 1 cpoppayio. Avtd oyetiCeton Le Tov TPOTO dPAGNS TOV PAPLAKOL aPoV EUTOdILEL TN
dvvatotnto onpovpyiag OpopPov. I'a pikpng onuaciog KOWitoTo Kot TPaVUATIGUOVG, T.Y. AV
Komeite, katd to Eupioua, cuvnBmg dev Vtapyel TpOPAN . [Tapora avtd, edv avnovyeite AOy® tng
apoppayiog cag, O Tpémel va emKovOVNoETE U TO YTpd cag apécws (PA. mopdypapo 2
«ITpo€1d0TONGELG KOl TPOPLAGEEIS®).

AlLrec avemBOunTeg evépyeres mepriappavoov:
2uyvéc avemBounteg evépyeleg (evoéyetan va ennpedoovy émg 1 ota 10 droua):
AlGppota, KotMakog Tovog, duomeyia 1 Kavcog,.

Oy ovuyvég avemBounteg evépyeleg (evogyetar va ennpedoovv €og 1 ota 100 dtopa):
ITovoképarog, EAKOC 6TOIAY0V, EUETOC, VALTIH, OVGKOIAIOTNTO, VIEPPOAIKE TOAAL OEPLN GTO GTOMAYL
N o710 éviepo, eovOnuata, kKvnopog, Cain, aictnon «HupuUnyKIIoHaTOG» Kot LOVIIAGIOTOG.

Xrdvieg avemBounteg evépyeleg (evoyetar va ennpedoovy éo¢ 1 ota 1000 dropa):
Tayyoc, doykopévo 6tnBog 6TOVG AVOPES.

IToAb omdvieg avemBounteg evépyeleg (evoéyetal va emnpedoovy ém¢ 1 ota 10.000 dropa):

"Tktepocg, 6oPapdg KotMakog THVOC LE 1 XOPIG 0GPLAAYIM, TVPETOC, SVCKOAMO GTNV CVOTVOT| TTOV
UEPIKEC POPEC GUVOSEVETAL OO PTY0L, YEVIKEVUEVEC OAAEPYIKEG AVTIOPAGELG (YLOL TOPASELY LA, YEVIKY
aioBnon {éotng pe Eapvikn yevikevpévn duceopia péxpt Amobupiag), oidnuo 610 GTOH, PAVKTOIVEG
TOV OEPLOTOG, OALEPYiD TOV dEPLATOG, EAKT GTO OTOUA (GTOUATITION), TTMCY] TNG APTNPLOKNG TTEGNG,
GLYYVOT], TaPAGHNGELS, TOVOG OTIG APBPAOCELS, HVTKOG TOVOS, OALAYEG OTT] YEVCT] 1] ATAOAELN TNG
YEVOTNG TOV TPOPDV.

AvemBounteg evépyeleg e pn yvwotn ouyvotro. (0eV Hmopovyv va eKTIUNBoOV e Bdon ta dabéoia
dedopéva):

AvTtidpacelg vrepevaicinciog pe Opakikod 1 KoMokd TOVO, ETIHLOVO COUTTMOLOTO YOUNAOD
GOKyGpOL GTO aiplol.
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EmmAéov, o yiatpdg cog pmopet vo avayvopioet LETAPOAEC OTA AMOTEAEGUOTO TOV ALLUATOALOYIKOV
€EETACEWMV 1] TOV OVOADGEDV OVP®V.

Ava@opd avemOOuUNTOV EVEPYELOV

Edqv mapatnpnoete kKdmola avemiBountn evépyeLd, EVILEPDGTE TOV YIATPO 1] TOV PUPLOKOTOLO GOG.
Av16 10yet Kat yio kéBe oy avemiBounTn evEPYELD TOV JEV AVAPEPETOL GTO TAPOV PVAAO 0NV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Léow Tov Bvikod
GULGTHLOTOG AVOPOPAS TTOL avaypaeeTol oto lapdptnua V. Méowm g avapopds avemBountov
EVEPYEIDV UmOpEeiTe Vo, fonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOS POAPUAKOL.

5. Mog ve pvracsete To Clopidogrel Zentiva

To @dppako avtd TPETEL VO, PUAACGETOL GE PLEPT TTOL OgV TO PAETOVY Kot dgv TO POEvVOLY T TaLd1dL.
Noa punv YpNCOTOLELTE AVTO TO PAPUAKO LETH TNV UEPOUNVIL ANENG TOV AVOPEPETAL GTO KOVTL KOl
otV KLWéAN, petd tnv AHEH. H nuepounvia Aqéng eivoan ) tedevtaio nuépo ToL UiV TOL
OVOQEPETOL EKEL.

INa 116 cvvBnkeg OAAENG avatpéETe 6TO KOVTL.

Edv to Clopidogrel Zentiva diatibston og koyéreg and PVC/PVDC/Aluminium, guAdcoete o€
Oepuokpaocia pkpodtepn twv 30 °C.

Edv to Clopidogrel Zentiva diatifston o koywéheg povo amd olovpivio, dgv VAP ovY E181KEC 00N Yieg
dwatpnong.

No unv xpnoiuonoleite ovtod T0 POPUUKO EGV TAPATPNCETE OTOLOONTOTE 0PATO OTUEI0 OAAOI®ONC.

Mnv metdite @ApULAKO GTO VEPD TNG ATOYETELGNG N OTA OIKLOKA aroppippata. Potiote tov
QOPUOKOTOLO GOG Y0l TO TMG VO TETAEETE TO, PAPUOKO TTOL OEV XPNOLLOTOLEITE T AvTd T péTpa O
BonBioovv oty Tpoctacia tov mepPdAiiovtog.

6. Iepreydpeva TS 6LOKEVAGIOG KUL AOUTTEG TANPOPOPIEg

T agpréyer to Clopidogrel Zentiva
H dpactikn ovcia eivar 1 khomdoypéin. Kabe diokio mepiéyel 75 mg khomidoypéing (g 6&vn
Beukn).

Ta dAlo ovotatikd sivar (L. Topdypago 2 «To Clopidogrel Zentiva mepiéyet Aaxtoln» kot «To

Clopidogrel Zentiva mepiéyet vVOPOYOVOUEVO KIKELOLOR):

- IMupnvag dtokiov: poavvitodn (E421), vdpoyovopévo KIKELILO, KPOKPLGTOAAIKTY KuTTapivn,
moAvaBuievoylukoin 6000 kot vdpo&umpomvAoKvTTAPivY YAUNATG VTOKATAGTAONG

- Enucédoyn diokiov: Aaxtoln (Yohaktoodicyopo), vapoueAroln (E464), tplaxetivn (E1518),
0&eidio adnpov gpvbpod (E172) kar d10&gidio Titaviov (E171)

- [opdyovtog otiAfmong: knpog Kapvaodpngs.

Ep@avien tov Clopidogrel Zentiva kot agpieyopeva TG 606KELOGI0G

Ta emcodoppéva pe Aemtd vuévio drokio (Srokia) Clopidogrel Zentiva 75 mg eivol otpoyyvAd,

apeikvpta, pol, e yopayuévo ot pio TAELpd Tov aptBpd «75» Kot otnv dAAN TAevpd Tov apBud

«1171». To Clopidogrel Zentiva diotibgton 6€ KOVTIA 0O YUPTOVL TOV TEPLEYOVV:

- 7,14, 28, 30, 50, 84, 90 xou 100 dickio cvokevacuéva, o koyéres ard PVC/PVDC/AlU 1 og
KOYEAEG a0 AAOLLIVIO

- 50 x 1 dwokia oe kKoyéreg and PVC/PVDC/Alu 1 og cuckevaoieg didtpntov koyedov (blister),
Hovadwv d6on¢ omd aAovpivio.

Mmropei va, unv KoKAOQPOpOUV OAEG Ol GLOKEVAGIES.
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Karoyog Adsrog Kvkhogopiog ko Ilapackevaostiic

Kdaroyog Aderog Kuikhopopiog:
Zentiva k.s.

U kabelovny 130

102 37 Prague 10

Togyknq Anpokportio

IHopackevaoctéc:
Sanofi Winthrop Industrie

1, Rue de la Vierge, Ambarés & Lagrave, F-33565 Carbon Blanc cedex, I'oA)ia

n
Delpharm Dijon

6, Boulevard de I’Europe, F-21800 Quétigny, I'oAXia

n
S.C. Zentiva S.A.

B-dul Theodor Pallady nr. 50, sector 3,

032266 Bukarest
Pouvpavia

INo omoladMmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakaieiche va

angvBuvheite 0TOV TOMIKO AVTITPOGMITO TOV KATOYXOL TNG ASEWNG KUKAOPOPING.

Belgié/Belgique/Belgien
Zentiva, k.s.

Tél/Tel: +32 (78) 700 112
PV-Belgium@zentiva.com

Bbnarapus

Zentiva, k.s.

Ten: + 35924417136
PV-Bulgaria@zentiva.com

Ceska republika

Zentiva, k.s.

Tel: +420 267 241 111
PV-Czech-Republic@zentiva.com

Danmark

Zentiva Denmark ApS

TIf: +45 787 68 400
PV-Denmark@zentiva.com

Deutschland

Zentiva Pharma GmbH
Tel: +49 (0) 800 53 53 010
PV-Germany@zentiva.com

Eesti

Zentiva, k.s.

Tel: +372 52 70308
PV-Estonia@zentiva.com

EALada
Zentiva, k.s.
TnA: +30 211 198 7510
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Lietuva

Zentiva, k.s.

Tel: +370 52152025
PV-Lithuania@zentiva.com

Luxembourg/Luxemburg
Zentiva, k.s.

Tél/Tel: +352 208 82330
PV-Luxembourg@zentiva.com

Magyarorszag

Zentiva Pharma Kft.

Tel.: +36 1 299 1058
PV-Hungary@zentiva.com

Malta

Zentiva, k.s.

Tel: +356 2034 1796
PV-Malta@zentiva.com

Nederland

Zentiva, k.s.

Tel: +31 202 253 638
PV-Netherlands@zentiva.com

Norge

Zentiva Denmark ApS
TIf: +45 787 68 400
PV-Norway@zentiva.com

Osterreich
Zentiva, k.s.
Tel: +43 720 778 877



PV-Greece@zentiva.com

Espaiia

Zentiva Spain S.L.U.
Tel: +34 91 111 58 93
PV-Spain@zentiva.com

France

Zentiva France

Tel: +33 (0) 800 089 219
PV-France@zentiva.com

Hrvatska

Zentiva d.o.o.

Tel: +385 1 6641 830
PV-Croatia@zentiva.com

Ireland

Zentiva, k.s.

Tel: +353 818 882 243
PV-Ireland@zentiva.com

island

Zentiva Denmark ApS
Simi: +354 539 5025
PV-Iceland@zentiva.com

Italia

Zentiva ltalia S.r.l.
Tel: +39 800081631
PV-Italy@zentiva.com

Kvbmpog

Zentiva, k.s.

TnA: +30 211 198 7510
PV-Cyprus@zentiva.com

Latvija

Zentiva, k.s.

Tel: +371 67893939
PV-Latvia@zentiva.com

To wapdv @UAL0 00N YOV YprioNs avade®pi)Onke Yo TeEAEVTOiR POopd Tov <Mnvog EEEE>,

Aentopepeic mAnpoopieg Yo 10 appoako avtd gival dabéoiueg otov dikTvakd 1010 Tov Evporaikon
Opyoaviepod Gopudkmv: http://www.ema.europa.eu/
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PV-Austria@zentiva.com

Polska

Zentiva Polska Sp. z 0.0.
Tel: + 48 22 37592 00
PV-Poland@zentiva.com

Portugal

Zentiva Portugal, Lda

Tel: +351210601360
PV-Portugal@zentiva.com

Roméania

ZENTIVA S.A.

Tel: +4 021.304.7597
PV-Romania@zentiva.com

Slovenija

Zentiva, k.s.

Tel: +386 360 00 408
PV-Slovenia@zentiva.com

Slovenska republika
Zentiva, a.s.

Tel: +421 2 3918 3010
PV-Slovakia@zentiva.com

Suomi/Finland

Zentiva Denmark ApS
Puh/Tel: +358 942 598 648
PV-Finland@zentiva.com

Sverige

Zentiva Denmark ApS
Tel: +46 840 838 822
PV-Sweden@zentiva.com


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

@vAro ooV piong: IIAnpogopics yra Tov yprijot

Clopidogrel Zentiva 300 mg emkoloppéva pe Aemtod vpévio dickio,
KLomdoypEAN

AP aOTE TPOGEKTIKG OLOKANPO TO PVAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PapPROKO, 10T TEPLAAPPAVEL GNUAVTIKES TANPOPOPIES YIX GUS.

- dvrdgte avto To EOALO 0N YDV Yprone. Towg ypelactei va to dofdcete Eavda.

- Edv éxete mepatépm amopieg, pOTNGTE TO Y10TPO 1 TO POPUOKOTOLO GOC.

- H ocvvtayn yio avtd 1o edappoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODCETE TO
@apupoko og GAAovg. Mmopel va Toug TpoKaAEéael PAAPN, akoOpa Kot OTav To, SNUElR TNG
acBéveldc Toug tvor 010 e Tor O1Kd oag.

- Edv mopatnpnoete kamoto avemBOun evépyeia, EVNUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
caG. Avtd 1oyvel kat yuo KaBe mhoavn avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONY1DV ¥prione. BAéme moapdypago 4.

T wegpréyer o mapév eUALO 0dNTLOV:

Tt eivan o Clopidogrel Zentiva kot ota givon 1y yprjon tov
T npémer va yvopilete npv ndpete to Clopidogrel Zentiva
o va mapete to Clopidogrel Zentiva

[MBavég avemBounteg evépyeteg

I va purdooete to Clopidogrel Zentiva

[Tepreydueva tng cuokevAGig Kot AOUTES TANPOPOPIES

oL E

1. T givon To Clopidogrel Zentiva ko owe. ivar i ypijon tov

To Clopidogrel Zentiva mepiéyet KAomdoypéAN Kot AVIKEL GE HL0. KATIYOPLo QOPUAK®OY TOV
ovouALovTOoL OVTIOLILOTETOALOKE QAPUAKEVTIKG TPoiovTa. To alpomeTaA vl TOAD HIKPA COUOTIOW
TOV Q{LOITOG, TO OTTOT0 GLYKOAADVTOL KOTA TNV TNEN Tov aipotoc. Ta aviioponetaiiond
(QOPUAKEVTIKE TPOTOVTA EUTOSILOVV QLTI TI GLCCMPELGT KAt ETGL LEIMVOLV TIG THOVOTNTEG
oynuaticpov Opopupwv (draducacio Tov ovopdaletar Opoupwon).

To Clopidogrel Zentiva Aapfdavetor omd eviAkeg yio v TpoAnym oynpotiopod Opdufov ota
oKANpUpEVE apo@opa ayyeia (aptmpieg), pia dadikacio yvowoti oav adnpobpoupwon, mov pumopel va
odnynoel o€ abnpobpoufmtiKd enelcddio (OTMG IGYUUIKO AYYELOKO EYKEPAMKO ETEIGO10, KOPIIOKO
€NELG0010 1 Bdvato).

To Clopidogrel Zentiva cog éxet cuvtayoypaendei yio va Bondfcel 6TV ano@uyn cyNUATIGHOD

OpouPov Kot vo EAUTTMOGEL TOV KIVOLVO OLTMV TOV ENTEIGOSIMV ENELON:

- éxete pia mdBnom oKAnpuvong TV apTnpldV (eniong yvooty| cov afnpockinpuvon), Kot

- €XETE 10TOPIKO KAPIOKOD EMEICOOI0V, IGYALUKOD OYYELNKOD EYKEPOAKOD ETEIGOSIOV 1) TACYETE
omd o KATdoToon YVOOTH (O TEPLPEPIKT] APTNPLOKT| VOGO, 1)

- €xete 16T0p1KO GoPapod TOVOL 6T 6TNOOC YVMGTOO MG «aoTadn oTNOGYYM» N «EUPPAYLLL TOV
pvokopdiovy (kapdiakd encioddo). [a m Bepameio avtig T Ténong o yatpodg cag mhavmg
va €xel tonobemoel evdompdbeon (stent) oty paypévn 1 oTeEVOUEVT 0pTnpio Yio va
OTTOKATOGTI|OEL TV OMOTEAEGHOTIKT POT] TOL aipotog. Mmopel, emiong, va cag Exet yopnynoel
omd 10 Y1TPO GOG KOl OKETVAOGUAKVALKO o0&V (pio ovcio TOL amAVTATAL GE TOAAN
QOPUOKEVTIKA TPOIOVTO. TTOV YPTCLLOTOIOVVTAL Y10, TNV AVOKOVPIGT OT0 TOV TOVO KOl 1OG
OVTITVPETIKA, KaODg emiong Kot yio Ty TpdAnyr 0popfwong).

- £YETE TAPOVOIAGEL GUUTTOUOTO CLYYELNKOD EYKEPAAIKOD ENEICOO10V TTOV VTTOYWPOVV HECH GE
GUVTOLO XPOVIKO SLAoTNUE. (YVOGCTO KOl (O TOPOSIKO IOYOULIKO ETEIGOIIO) 1) IOYOLUKO
OYYELWKO EYKEPUALKO £MELGOO10 NTLOG PapvtnTog. Mmopel emiong va cag xopnynOel
OKETVAOGUAIKVAIKO 0&D 0td ToV Y1oTpd G0¢ EEKIVOVTOG LECO OTIC TPDTES 24 MDPES.

- éyete va U1 Kavovikd Kapolako puiud, pio KatdoTaon Tov OTOKOAEIToL «KOATIKN
LOPUOPUYT» KoL OEV UTOPEITE VO TAPETE PAPHOKA TOV EIVAL YVOOTH MG «OTO TOL GTOUATOG
avTInKTkey (avtayoviotég Prrapnivng K), ta omoia tpoiaufdavouy ) onpovpyia vémv
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2.

OpouPov Ko eumodilovv toug vapyovteg BpopPouvg va avéndoiv. Ipénel va Exete evnuepwbet
OTL T OO TOV GTOWOTOG AVTUTNKTIKEY EIVOL IO TOTEAEGUOTIKA OO TO AKETVAOGOAKVALKO
o0&y M ) cvvdvacpévn ypnon tov Clopidogrel Zentiva kot tov axetviocaikvAiikod 0&€og YU
avt ™V katdotaot. O yurpdg oag mpémnel vo 6og £yl cuvtayoypagpnoet to Clopidogrel
Zentiva pali pe okeTvA0oaAIKVALKO 0ED £dv dgv pmopeite vo, TAPETE «Omd TOV GTOUNTOG
OVTITINKTIKO KoL 0ev €xete Kivouvo peilovog apoppayiog.

T npéner vo yvopilets mpwv va wapete To Clopidogrel Zentiva

Mnyv napere To Clopidogrel Zentiva:

o€ mepintwon aAlepyiog (vrepevarcnciog) otnv KAOTSOYPEAN 1| GE 0TOL0ONTOTE AALO O Ta
GLGTATIKA OVTOV TOV PAPUAKOV (VapEPOVTAL GTNV TOPAYPAPO 6).

oV EYETE MO 1TPIKT TAONOT TOV TPOKAAEL EVEPYT OLLOPPOYiD OTTMG EAKOG GTOUAYOL 1)
EYKEQOAIKT] opopparyia.

€qv mhoyete amd coPfopn NTOTIKA VOGO.

Av TIGTEVETE OTL OTOLOONTOTE GO AVTO GO OLPOPOVV N AV EXETE TNV TOPUKPT appiPoria,
ovppovievdeite tov yiotpd cag npv mapete Clopidogrel Zentiva.

IIpogcdomou|oels Ko TPOPUVAGEELS
AV 0m0100MTTOTE OO TIC 7O KATM OVOPEPOUEVES KATUOTACELS IOYVEL Y10, GOC, B0 Tpémel va
EVILLEPMDCETE TO Y1OTPO GUG TPV YPTCLOTOMCETE TNV KAOTOOYPEAN:

Edv vrdpyet kivovvog arpoppayiog 0nmg:

(o] 7éOnon mov cog B€tel og Kivouvo ec®TEPIKNG opoppayiog (.. EAKOG GTOUYOV).

o alpaToA0YIKY dtortapayn €€’ artiog e omoiag £xete TPOdIADEST Y10 ECOTEPIKEG
aipoppayieg (apoppayieg 6To E0OTEPIKO OTOIWVINTOTE 1IGTMV, Opydvev 1 apBpdcewny
TOV GOUATOS GOG)

o TPOCPOTOC GOPAPOG TPAVUATIOUOG

(o] TPOCPOTN YEWPOVPYIKY| ETEUPACT] (CUUTEPTAAUPAVOLEV®V KOl TOV 000VTIOTPIKMOV
enepPdacenv)

o] TPOYPOUUATIOUEVT XELPOVPYIKT| ETEUPACT] (GUUTEPIAAUPAVOUEVOV KOL TOV

000VTIOTPIKOV EMEUPACEDV) LEGO OTIS ETOUEVES EXTA MUEPEC
Edv eiye oynuartiotel 8popfog oe kdmota aptnpio tov eykepdiov cog (1oyokd ayyeloko
EYKEPOAIKO EMEIGOO10), TO 0TTOI0 GUVEPT KATA TN JAPKELD TOV TEAEVTAIOV EXTA NUEPDOV
Ed&v ndoyete and voco TV vep®dV 1 TOL HITOTOC.
Edwv eiyate adlepyio 1 avtidpaon ce 0mo100MTOTE PAPLOKO TOV YPTGLUOTOIEILTE Y10 VOl
OVTIHETOTICETE TNV 06OEVELD GOG.
Edwv giyate mponyodpevo 10tpikd 16Toptkd EYKEPOAIKNG OUOPPyiog TOL OV OPEINOTAV OE
TPOVUATIGHO.

Evéow maipvete to Clopidogrel Zentiva:

Bo TPEMEL VOL EVILLEPADGETE TOV Y1IATPO GAG EAV EXEL TPOYPAULATIGTEL KATO10 XELPOVPYIKN
enéppaon (cvumepthapfavoprévng tne 000VILUTPIKNG ETERPAOTG).

Oo TpEnEL EMIOMG VO EVIUEPMDCETE TO YLOTPO GO OUECHOS EAV TOPOVGLAGETE i 1OTPIKN
Katdotaon (exiong yvoot) og @poufotiky @pouforevikr [opedpa | TTP) mov mepropfdavet
TVPETO Kol LOADTES KAT® 0d TO dEPLA TOL UTOPEL VO ELPAVIGTOOV MG EpLOPES KNALOEG, Le M
Yopig aveENyntn KOT®GT, GUYYLON, KITPpvn amdyp®on ToV dEPUOTOC 1 TOV HATIOV (IKTEPOG)
(BA. mopdypago 4 «ITiBavég avemBOUNTEG EVEPYELESY).

Edv xomeite 1 tpavpatioteite, icog ypelactel mepiocdtepog and 10 cuvnoicuévo ¥pdvog yio va
oTOUOTNOEL N arpoppayic. Avtd oyetileTon pue Tov TPOTO dPAGTC TOL PAPUAKOV aPov eumodilel
T dvvatotnTa dnovpyiag Opopfov. o pkpng onUaciog KOWIHOTo Kot TPOVUATIGUOVG, TT.Y.
eaqv komeite, Katd 1o EOpiopa, cvvnBwg dev vdpyel TPOPAnua. Ilapdria avtd, edv avnovyeite
AOY® TG oupoppoayiag cag, o TPETEL VO ETIKOIVOVNGETE LE TO YLOTPd 060G apécs (PA.
napaypapo 4 «IMBavic avembOunTeg EVEPYEIEC»).

O ywatpog oag pmopel va {ntioet e€etdoelg aipotod.
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IMoord ko Epnpor
Mn divete 010 TO PAPLOKO GTO TOdLd EMELON OeV £xEL OpAo.

Arho @appoxa ko Clopidogrel Zentiva

Evnuepdote tov y10Tpd 1 TOV QOpUOKOTOLd GOC EAV TOIPVETE, £YETE TPOCPUTA TAPEL 1| LTOPEL VO
TAPETE AAAOL PAPLLOKO, CKOLLO KO QLT TTOL OV GOG £xovv yopnynOel e cuvtayn.

Kémowa dAlo @dppoka pmopet va ennpedoovy ) yprion tov Clopidogrel Zentiva 1 avtictpoga.

Ewdikotepa, Oa mpénet vo evuep®ceTe T0 Y10Tpd 060G 0V AauPaveTe
- QAPUOKA TTOV EVOEYETOL VO ALENCOVY TOV KIVOLUVO opLoppayiog OTmg:

o] otd TOV GTOUATOS OVTUTNKTIKE, QAPLLOKE, TTOV YPTCLLOTOLOVVTOL Y10l TN HEIMON TNG
TNKTIKOTNTOG TOL O{HOTOC,

o KATO10 U1 OTEPOEIDEG AVTIQAEYLOVMOEG PAPLOKO, TTOV YPTOLUOTOIEITOL GLVHBW®S Yol TN
Bepaneio em®OVVOV KON PAEYHOVOIDV KOTAGTAGEDY TOV HOOV 1 TOV apfpdoemv,

o] nrapivn N 0mo10dNTOTE GALO EVEGIIO QAPLOKO TOL ¥PNCIUOTOLELTOL Yia. TN UElOT TNg
TNKTIKOTNTOG TOV OULATOG

(o] TuAomdivn 1 GAAOVG AVTIOHOTETOALKOVG TTOPAYOVTES,

o] &vay EKAEKTIKO OVOGTOAEN EMAVATPOCANYNG GEPOTOVIVIG (TTEPIAaUPavOUEVOY QAAG U

neproptlopevmv ot eAovoetivi 1 T eAovPoapivn), PapUKe, TTOV ¥PNCIUOTOOVVTOL
cuvnbmg Yo vo avtipetonicovy Bepaneutikd TV KatdOiloym,
o prpaumikivn (ypnoponoteital yio ) Oepaneio cofapdv poldvoemv)

- ouenpaloAn N ecopempaloin, PAPUAKO VIO TNV OVTIIUETMTION CTOUAYIKDOV EVOYANGEWDY,

- @AovKovaoAn 1 Popucovaloir, GAPLOKA Y10l TNV OVTILETOMIOT LUKNTIGIKAV AOIUDEEMV,

- epaPpévin, N dAla avtipeTpoitd edppaxa ( ypnoyomoteitot yia tn Oepaneio v AomdEewmv
and HIV),

- KkapPopalenivn, EAPIOKO Y10, TNV AVTILETOTICT OPICUEVOV LOPODV ETANYIOGC,

- LOKAOPBENION, PAPLLOKO Y10l TNV AVTIUETOTION TNG KATdOAy™NG,

- PETOYAMVION, PAPLOKO Yiat TN OEPATEVTIKY AVTIUETOTIGT TOL dofnTn,

- ToKMTOEEAT, PAPLLOKO Y10 TN OEPATEVTIKY AVTIUETMICT) TOV KOPKIVOV,

- omoeN: evd Aapfavete Bepaneio pe kKAOmOOYPEAT, Ba TPEMEL VoL EVILEPDOETE TO YIUTPO GOG
TPV 60 cuvtayoypapndel omotodnmote omoeldés (ypnoomoteitan yio T Bepaneio Tov
cofopov THVov)

- pocovPactativn (YpNOUOTOLEITAL Y10 TN LEIDOT] TOV ETTEIDV TNG YOANOTEPOANG CUG).

Edv eiyote éva coPapd movo oto otibog (aotabn atnbdyyn 1 kapdiokd nE160810), TAPOSIKO
IGYOLUKO ETEIGOD10 1 IOYOUIKO OyYELOKO EYKEQPOAIKO EMEIGOO10 NTTIOG PapOTNTOG, UTOPEL VO GOG
xopnynoei Clopidogrel Zentiva ce cuvdvacpd pE AKETVAOGAMKVALKO 0&D, pio 0VGI0 TTOV ATTaVTATOL
G€ TOALA QOPUOKEVTIKA TPOIOVTA TOL YPNGLOTOLOVVTOL Y10l TV OVAKOVPLOT) ad TOV TOVO KOl 1OG
AVTUITLPETIKA. Mio TEPIOTAGLOKT] YPTOT AKETVAOGUAKLALKOD 0&€0g (0L meptocdTepo amd 1.000 mg
o€ doTnua 24 opmv) dev Bo TPETEL, YEVIKA, VO TPOKOAEGEL KATO10 TPOPAN LA, EVD GE AAAEG
TEPIMTAOGELG, TOPATETAUEVT YN o Ba Ttpémetl va cvlnmBetl pe o yratpd cag.

To Clopidogrel Zentiva pe Tpo@ég ka ot
To Clopidogrel Zentiva pmopei va Aaufdvetor pe 1 yopic ™ Aqyn Tpoeig.

Kinon kot Onhaopog

Etvou mpotipdtepo va punv Toipvete avtd To TPoidv Katd Tn ddpKeLd TG KONoNG.

Av glote €ykvog 1 vroyaleote 0Tl gioTe £yKLOG, O TPETEL VAL EVILEPADCETE TO Y1ATPO 1] TO
eoppakomold cog mpv AaPete Clopidogrel Zentiva. Av peivete éykvog eved Aappavete Clopidogrel
Zentiva, ouppovievdeite 10 y1atpd 60¢ apioms, kKabmg dev cuvictdtar 1) Afyn KAomidoypEAng Katd
T S1apKEL TNG KUNONG.

Agv mpénetl vo ONAaleTe evd ypnoomoleite ovTd TO PAPLOKO.
Edv OnAdlete N oxedidlete vo Onidoete, WANOTE LE TO YIOTPO GOC TPV TAPETE OLTO TO PAPLOKO.

ZNToTE TN GLUPOVAT TOV YLOITPOD 1] TOL PAPUOKOTOLOD GOC TPOTOV TAPETE OTOLOONTOTE PAPLOKO.
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Oonynon ko EPGROS Py avnpdTmv
To Clopidogrel Zentiva givar amiBavo va emnpedoet Ty kovomTd cag vo odnyeite 1 va yepileote

HNYOVEG.

To Clopidogrel Zentiva mepiéyer Aaxtoln
Av 0 yuTpdg Gag, oG EVNUEP®TE OTL £xETE duoaveia € OPIGUEVH GAKYOPO., ETIKOVOVIOTE LE TOV
Y1Tpd GOG TPV TAPETE AVTO TO POPLUKEVLTIKO TPOTOV.

To Clopidogrel Zentiva mepiéyel vépoyovopévo Kikéioro
Mmnopel vo TpOoKaAEGEL GTOHOYIKT dlaTOpoyn Kot dtéppota.

3. Ilag ve mapete To Clopidogrel Zentiva

[Tavtote va maipveTe To PAPUOKO QLTO CLGTNPE GCOUPOVO, LE TIG 0ONYiES TOV YLOTPOD 1] TOV
eoppoxomrolod cac. Edv éyete appifories, pmtiote Tov y1oTpd 1 TOV QUPULAKOTOL) GOG.

H cvvietduevn d6om, tepthapfavouévng ekeivng yio toug acteveic pe o acéveia mov ovopdaleton
CKOATIKN poppopuyn» (pm Kovovikog Kopdiokog pupog), etvon éva diokio twv 75 mg tov Clopidogrel
Zentiva ava nuépa mov AapPAvetal and ToL GTOUATOG UE 1) YOPIG TPOPT], Kot TNV idta dpa Kabe
nuépa.

Eav éyete eppavicetl copapd mdévo oto othfog (aotabn otnBayyn 1 Kapdiakd enelcdd1o), o YoTpog
oag umopei va oag yopnynoet m 86om twv 300 mg 11 600 mg Clopidogrel Zentiva (1 1 2 dwokio tov
300 mg m 4 1 8 diokio Twv 75 MQ) pio popd kot povo katd v Evapén g Deponeiog. Tt cuvéyela, 1
ocuvioTOpevn d0on givar éva dtokio Clopidogrel Zentiva twv 75 mg v nuépa 0mwg meptypaosTal
TOPOTAV®.

Edv &yete mapovc1ioEl CUUTTOUOTA AYYELKOD EYKEPUAIKOD ETEIGOOI0V TOV VITOYDPNCAV LEGA CE
GUVTOUO XPOVIKO SLAoTNUa (YVOOTO Kol O TALPOSIKO IOYOUIKO ETEIGOIIO0) 1 IGYOLUIKO Ay YELONKO
EYKEPOMKO EMEIGOO10 LG fopdTNTAS, 0 YIOTPOG GOG UTOopEL va cag £xetl yopnynoet 300 mg
Clopidogrel Zentiva (1 diokio twv 300 mg 7 4 diokia Twv 75 Mg) pio opd otnv apyn g Oepaneiog.
11 cLvEEL, 1| CLVIGTOWEVT dOom givar éva dwokio Clopidogrel Zentiva twv 75 mg v nuépo 0T
TEPLYPAPETOL TOPATAV® ULl Le OKETVAOGUATKVAIKS 0&D Yo 3 efdouddec.

1 cvvéyeta o yorpoc Bo cuvtayoypagncet site Clopidogrel Zentiva povo ite akeTVAOGOAIKVALKO
0&0 povo.

To Clopidogrel Zentiva 6a mpénet va to maipvete yio 660 d1doTna 0 YoTpOg G0G cLVEIlEL va 6ag TO
GLVTUYOYPOPEL.

Eav napete peyorldtepn d6on Clopidogrel Zentiva amd v kavovikn

EmcowvmvioTte pe o y1aTpd Gag N TNV TANGIEGTEPT VOGOKOUELNKT] VTN PEGTN EKTAKTOV TEPICTATIKMDY
AOy® Tov aLENUEVOL KIvOUVOL aipoppayiog.

Edv éxete meplocdteEpEg EPOTNOELG OYETIKA LLE TN YPNOT] AVTOL TOV PUPLUAKOV, POTICTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GG,

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eApproKa, £TGL KO AVTO TO QAPUOKO LTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 Ogv Tapovcldlovtal 6 OAOLG TOVG AVOPMOTOLG,.

EmkotveovioTe pE 170 Y10TPO 60 APECOS OV TAPOVOLAGETE:

- mopeTd, onueia Aoipméng 1 vrepPoikng KOT®oNG. AvTd TOAVAOS Vo ELEOVIGTOVV AOY® TOV
OTAVIOV TEPUTTOCEMV LELOCENS KATOI®V KUTTAPM®V TOV OHLOTOC
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- CUUTMUOTO NTUTIK®V TPOPANUATOV OTMG KITPIVIGHO, TOV OEPUATOS KOUUT TOV UATIOV
(iktepoc), avedptnra amd To edv cuVodEVETOL Ao aoppayia, 1 onoia epeoavileTol KAT® omd
70 dépHa ¢ epLBpPEC kKNALdEG Ka/ ovyyvon (PA. mapdypapo 2 «IIpogidorooelg Kot
TPOPLAAEEIS).

- oloNHa 6T0 GTOUA 1 O1OTAPUYES TOV OEPLATOS, OTTMC EEAVONLLOTA KOl KVNGUOC, @AVKTOLVESG TOV
dépuatog. Avtd mbavéov givor onpdote aALEpYIKNG avTidpaomg.

H @0 ovyvi] avemBountn evépysta mov £yl ovapepOsi pe to Clopidogrel Zentiva givol n
awpoppayio. H aoppayio mhovov vo Topovclactel g opoppayio. amd 10 GTopdyL 1 T0 EVIEPO,
UOA®TEG, ApdTopo (acvvtiotn apoppayico 1 LOAOTOG KAT® 0md TO SEPUA), ayoppayic amd Tn
potn, aipo oto ovpa. Ze Kpo aplfud nepintdceny £xel avopepbel apoppayio ota pdtio, 6To
E0MTEPIKO TNG KEPUANC, OTOV TVEDUOVO 1) GTIG apOpDOELS.

Eav nopatnpiiocte mapatetopévny awpoppayio 6tav naipvere to Clopidogrel Zentiva

Edv xomeite N tpavpatioteite, icmg ypelaotel teplocdTEPOC 0md T0 GuVNOIGUEVO YPAVOG Yia Vol
OTOUOTNOEL N apoppayio. Avtd oyetileTon pe TOV TPOTO dPAGTC TOL PAPUAKOV aPoV eUmodilel ™)
duvatotnta onovpyiag Opopfov. I'a pkpng onpaciog KOWiHoTo Kot TPAVUATIGUOVG, T.Y. 0V
Komeite, katd to Evpioua, cuvnbmg dev Vdpyel TPOPANUa. [Tapoia avtd, edv avnovyeite AOY® Tng
atpoppoayiag cag, 0o TPEMEL VL EMKOVOVNGETE LE TO Y1TPd 060G apécms (PA. moapdypapo 2
«IIpo€1BOTONOELS KO TPOPLAGEEIS).

Addeg avemOOUNTES EVEPYELES TEPLAAUPAVOLY:
2uyvég avembounteg evépyeleg (evogyetal va ennpedcovy £o¢ 1 ota 10 droua):
Algppota, KOIAMaKOg TOVoG, SuoTeEyia 1 KOsOG,.

Oy ovyvéc avembBounteg evépyeteg (evoéyetar va ennpedoovy ém¢ 1 ata 100 dropa):
IMovoképarog, EAk0g GTONM OV, EUETOG, VLTI, SVGKOIAOTNTO, VTEPPOAIKA TOALA AEPLA GTO GTOUAYL
N o710 éviepo, eovOnuata, kKvnopog, Cain, aictnon «upunyKIoUaToG» Kot LOVIIAGIOTOG,.

2ravieg avembounteg evépyeieg (evoéyeton va ennpedoovy €mg 1 ota 1000 dtopo):
TAyyog, doykmpévo othfog 6Toug AVOpES.

IToAb omdvieg avemBounteg evépyeleg (evogyetal va emnpedoovy ém¢ 1 ota 10.000 dropa):

"Tktepog: coPapdc KOMakOS TOVOG UE 1| XOPIG 0CPLAAYI: TUPETOG, OUGKOAID GTNV AVATVOY], TTOL
UEPIKEG POPEG GLVOIEVETAL OO P10l YEVIKEVUEVEG AALEPYIKES AVTIOPACELS (YL TOPASELY LA, YEVIKN
aioOnon (éotnc pe Eapvikn yevikevpévn duapopia pEypt AMmobvpiog): oidnua 6to oTdH: PAOKTOIVES
TOV OEPUATOG: OAAEPYIO TOL SEPUOTOC: EAKT) OTO GTOUE (CTOHOTITION): TTTOOT TNG OPTNPLOKNG THECT|G!
GVYYVOT|: TOPAIGONCELG TOVOG OTIG APBPAOCELS: HVTKOG TOVOG: AAAUYEG GTI) YEDON 1] OTOAELL TNG
YEVOTNG TOV TPOPDV.

AvemBOuntec evépyeleg Ue un yvoaotr ouyvoteta (dev pmopovv va ektiunfodv pe Bdon ta dtobéoipa
dedopévar):

Avtidpdoelg vepevaictnoiog e Bopakiko 1 kotlokd TdVo, EMIHLOVE GUUTTMIATA, YOUNAOD
GOKyapov GTO aipLo.

EmimAéov, o yuutpdc cog pmopel va, avayvmpicel LETAPOAEG OTA OTOTEAEGATO TMV OLLLOTOAOYIK®Y
eetdoe®v N TOV AVOADGEDY OVPWV.

Ava@opd avemOOunTmV gvepyetdv

Edv mapatnpioete kdmolo avemBountr eVEPYELD, EVIUEPDGETE TOV YOTPO 1) TOV POPLOKOTOLO GOG.
Av10 1oyt Ko Yo kdBe mbavn avemBountn evépyela Tov dev avapEPETAL GTO TAPOV PUALO 0ONYIDV
yphone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiog, uéocw Tov 0vikod
GLOTNLOTOG OVOPOPAS TTOV avaypaetal oto [apdptnua V. Méow g avagopdg avemiBountomyv
EVEPYELMV UmOpEiTe Vo, fon0NcETE 0TI GLAAOYN TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV OCPOIAELL
TOV TTOPOVTOS POAPUAKOL.
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5. g va pvraooete To Clopidogrel Zentiva

To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVIE ANENG TOV AVOPEPETOL GTO KOVTI Ko
otV KOyéAn, petd v AHEH. H nuepounvia ARéng eivar n tehevtaio nuépo Tov Hivo mov
OvVOQEPETOL EKEL.

Agv vtapyovv €1d1kéEC 0dMYieg dlatpnoNg Yol T0 TPOidV aTo.
Na pn xpnoponoleite avtd T0 PAPLOKO EGV TOPATPNCETE OTOIOOTOTE 0pOTod orpeio PAAPNG.

Mnv metdte APLOKO GTO VEPO TNG OMOYETELONG 1) OTA GKOVTIOIN. POTNGTE TOV PUpUOKOTOLO GOGC V1o
TO TTAOG VO, TETAEETE T PAPLLOKA TOV OEV YPNOLOTOoLEiTe . AvTtd Ta pétpa o fonbncovv oty
TpooTacio Tov TEPPAALOVTOG.

6. epreyopevo TS CVOKEVAGIOS KUl AOUTES TAT|POPOPiEg

T ngpréye to Clopidogrel Zentiva
H dpaoctikn ovoia givar 1 khomidoypéin. Kébe dioxio mepiéyet 300 mg khomdoypédng (wg 6&vn

Beukn).

To GAha cvotatikd sivat (PA. tapdypagpo 2 «To Clopidogrel Zentiva nepiéyet Aaxtolny» ko «To

Clopidogrel Zentiva mepiéyet vVOPOYOVOUEVO KIKELOLOR):

- IMvupAvag dioxiov: pavvitorn (E421), kikéloto vdpoyovmuéEVo, KOTTAPIVI KPOKPVGTOUAALKY,
moAvoBuAevoyAukoin 6000 kot V3POELTPOTVAOKVTTAPIVY YAUNATG VTOKATAGTACNG

- Emucdioym diokiov: Aaktoln povotidpikn (yolaktoodkyapo), vpoueAdoln (E464), tplaketivn
(E1518), ocompov o&gidio epuBpd (E172) ko titaviov dro&eido (E171),

- Hoapayovrag otidBoong: knpdg kapvaovpng.

Ep@avien tov Clopidogrel Zentiva kot agpieyopeva T 606KELOGI0G

Ta emcodoppéva pe Aemtd vuévio drokio (Srokio) Clopidogrel Zentiva 300 mg sivan emunkn, pol, pe
yopayuévo ot pio mAevpd tov aptfpd «300» Kot otnv GAAn migvpd tov apBud «1332». To
Clopidogrel Zentiva diatifeton oe KovTid amd yaptovi Tov mepéyovv 4 X 1, 10 x 1, 30 X 1 ka1 100 x 1
dokio cvokevacuéva oe drdtpnteg kKoyéleg (blister), povadmv 66ong and arovpivio.

Mmropei va, unv KuKAOPOpPOoLV OLEG 0L GUGKEVAGIES.
Kéroyog Aderag Kvkrhogopias ko Iapaywydg

Kdaroyog Aderog Kuikhopopiog:
Zentiva k.s.

U kabelovny 130

102 37 Prague 10

Togyum Anpoxportio

IMopaockevaoTic:

Sanofi Winthrop Industrie

1, rue de la Vierge, Ambares & Lagrave, F-33565 Carbon Blanc cedex, I'oALia

I"a omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOidV, TapaKaAeiche va
oamevBuvleite 6TOV TOMIKSO AVTUTPOGMOTO TOV KOTAYOL TNG AOELNG KUKAOPOPLOGC.
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Belgié/Belgique/Belgien
Zentiva, k.s.

Tél/Tel: +32 (78) 700 112
PV-Belgium@zentiva.com

bbarapus

Zentiva, k.s.

Ten: + 35924417136
PV-Bulgaria@zentiva.com

Ceska republika

Zentiva, k.s.

Tel: +420 267 241 111
PV-Czech-Republic@zentiva.com

Danmark

Zentiva Denmark ApS

TIf: +45 787 68 400
PV-Denmark@zentiva.com

Deutschland

Zentiva Pharma GmbH
Tel: +49 (0) 800 53 53 010
PV-Germany@zentiva.com

Eesti

Zentiva, k.s.

Tel: +372 52 70308
PV-Estonia@zentiva.com

E\LGda

Zentiva, k.s.

TnA: +30 211 198 7510
PV-Greece@zentiva.com

Espafa

Zentiva Spain S.L.U.
Tel: +34 91 111 58 93
PV-Spain@zentiva.com

France

Zentiva France

Tél: +33 (0) 800 089 219
PV-France@zentiva.com

Hrvatska

Zentiva d.o.o.

Tel: +385 1 6641 830
PV-Croatia@zentiva.com

Ireland

Zentiva, k.s.

Tel: +353 818 882 243
PV-Ireland@zentiva.com
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Lietuva

Zentiva, k.s.

Tel: +370 52152025
PV-Lithuania@zentiva.com

Luxembourg/Luxemburg
Zentiva, k.s.

Tél/Tel: +352 208 82330
PV-Luxembourg@zentiva.com

Magyarorszag

Zentiva Pharma Kift.

Tel.: +36 1 229 1058
PV-Hungary@zentiva.com

Malta

Zentiva, k.s.

Tel: +356 2034 1796
PV-Malta@zentiva.com

Nederland

Zentiva, k.s.

Tel: +31 202 253 638
PV-Netherlands@zentiva.com

Norge

Zentiva Denmark ApS
TIf: +45 787 68 400
PV-Norway@zentiva.com

Osterreich

Zentiva, k.s.

Tel: +43 720 778 877
PV-Austria@zentiva.com

Polska

Zentiva Polska Sp. z 0.0.
Tel: + 48 22 37592 00
PV-Poland@zentiva.com

Portugal

Zentiva Portugal, Lda

Tel: +351210601360
PV-Portugal@zentiva.com

Romaénia

ZENTIVAS.A.

Tel: +4 021.304.7597
PV-Romania@zentiva.com

Slovenija

Zentiva, k.s.

Tel: +386 360 00 408
PV-Slovenia@zentiva.com



island

Zentiva Denmark ApS
Simi: +354 539 5025
PV-lceland@zentiva.com

Italia

Zentiva Italia S.r.l.
Tel: +39 800081631
PV-Italy@zentiva.com

Kvnpog

Zentiva, k.s.

TnA: +30 211 198 7510
PV-Cyprus@zentiva.com

Latvija

Zentiva, k.s.

Tel: +371 67893939
PV-Latvia@zentiva.com

Slovenska republika
Zentiva, a.s.

Tel: +421 2 3918 3010
PV-Slovakia@zentiva.com

Suomi/Finland

Zentiva Denmark ApS
Puh/Tel: +358 942 598 648
PV-Finland@zentiva.com

Sverige

Zentiva Denmark ApS
Tel: +46 840 838 822
PV-Sweden@zentiva.com

To mapév ¢vALo 00N LAV YpfioNs avadempOnke Yo TeElevTaio Popa Tov <Mivag EEEE>.

Aentopepeic TANpoopieg yio To papproko avtd eivar drabéoipeg otov dikTvakd TOTo ToL Evpmmraikon
Opyoaviopod Goappdkmv: http://www.ema.europa.eu/
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