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MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel BGR 75 mg emikoivppéva pe Aertd vpévio diokio

2. TIOIOTIKH KAI TOXOTIKH XYNOEXH
Kd&Be emxarvppévo pe Aemtd vpévio diokio mepiéyetl 75 mg khomdoypéing (mg 6Evo Beukd Grag).

"Exdoyo pe yvoorr dpdon:
Kd&Be emxaroppévo pe Aemtd vpévio diokio mepiéyet 108,125 mg Aoktdlng.

Mo Tov mAnpn KatdAoyo Tov ekdoy®v, PA. Tapdypago 6.1.

3. ®APMAKOTEXNIKH MOP®H
EmwcaAvppévo pe Aemtd vpuévio diokio.

Pol, otpoyyvrd Ko eAapp®S KUPTA ETKOAVUUEVE Le AETTO LUEVIO dloKia.

4. KAINIKEX IAHPO®OPIEX
4.1 OgpamevTiKég evoeielg

Aevtepoyevig Tlpolnyn aBnpobpoufwtindv emciocodicwy

H xhomdoypéin evdsikvoton oe:

- Evilikeg acBeveic pe Eugpaypa tov pookapdiov (amd Alyeg nuépeg uéxpt Ayotepo and 35
NUEPEG), 1OYAKO AYYEINKO EYKEQPOAMKO EMEIGOS10 (a0 7 NUEPES LEYPL AYOTEPO amd 6 PNVEG) N
EYKOTECTNLEVT TEPUPEPIKT OPTNPLOKT VOGO.

- Evihkeg acBeveic pe 00 otepaviaio cuvopopo:

- O&b otepaviaio oOvEpouo ywpig avaotoon tov dnotuatog ST (aotabng omOdayym 1M
EUepaypa Tov pookapdiov ympic kopa Q), cvumephapPovorévey Tov achevdy Tov
vroPaiiovion og TonoBETnon evdompdBeong (stent) petd and dradeppikn enéppao
OTEQOVIAI®OV, GE GUVIVOGUO UE OKETVAOGOALKVALKO 0&1 (AX0).

- 0&D épppaypa Tov pookapdiov e avdomaor tov dwuotnpatog ST, o€ cuvdvaoud e
AX0, og aobeveic Tov avTIHETORTILOVTOL GLVTNPNTIKA Kot Eival KATAAANAOL va AdBovv
Opopporvtikn ayoyn.

Llpolnyn aBnpobpoufwtikdy kor Gpoufosuflolikdv eneloodinwy e KOATIKH LOPUaPOYR

e eviMkeg 0o0evelg e KOATIKY LOPLOPLYH TOV £Y0VV TOVAYIGTOV VO TOPEyOoVTo KIvOUVOL Yo,
ayyewkd cvpfapata, Tov ogv gtvon duvato va tapovv Bepaneio pe avrayoviotés Prrapivng K (ABK)
K0l 01 0710101 S TPEYOVV YOUNAS Kivouvo atpoppayiog, 1 KAOTS0YpEAT EVOEIKVUTOL GE GUVOVOAGHO LE
10 AZO Y10 v TpOANYN anpobpopfotikedv Kot Bpoppoepforikmv eneicodimv,
GUUTEPILOUPOVOUEVOD TOV AYYELOKOD EYKEPOUAIKOD ETEIGOOIOV.

[N meprocoTepeg mAnpopopies mapakareice Omwg avatpélete oty mapdypapo S.1.
4.2  Aocoloyia Kol TpémOS YopNYNOoNG
Aocoloyio
- Eviilkeg ko nAkiopévol
H xhomidoypéin mpémel va divetal og epdma nuepnota d6om tov 75 mg.

e aoBeveic mov mhoyovv amd 0£H oTEPAVINio GUVIPOLO:
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0&D ote@aviaio ochvdpopo ywpig avacracn Tov daotiuotoc ST (aotadng omOayym 1
Euepaypa Tov pookapdiov ympic koua Q): n aywyn pe Khomdoypén Oa mpénel va Eekiva pe
pio epdmaé 06om eopTiong Tv 300 mg kot PETd, vo cuveyiletar pe 75 mg pio popd v nuépa
(pe axeTvAocoikvlkd 00 (AX0) 75 mg-325 mg nuepnoing). Kabog vyniotepeg 06ceig AZO
oLOYETICONKAV e VYNAOTEPO KivOUVO arpoppayiog, cuvioTdTol 1 660m AXO vo unv givor
vynAdtepn amd 100 mg. H BéATiom Sidpreia g aywyng dev el emionua TpocdoptoTel.
Agdopéva KAvik®v Sokipmv vootnpilovv ypnon péxpt 12 unves, pe to éyloto 6QeAog va. £t
mapotnpndei otovg 3 pveg (PA. mapdypopo 5.1).

0&D éuppaypa Tov pookapdiov pe avaotact tov daotipratog ST: n Khomdoypéin Oa mpénet
Vo yopnyeiton ¢ EQAmas nuepnota 600 TV 75 mg EEKIVOVTOS LE Hio 06T POPTIoNG TMV

300 mg o€ cuvdvooud pe AXO ko pe M xopic Opopporvtikd. o acbeveig nAciog dvo tov

75 etdv 1 KhomdoypéAn Ba Tpémel va Eekiva ywpig 66om eoptions. H cuvdvacuévn Bepaneia
Bo Tpémer vo EeKIvA TO GUVTOPATEPO SVVOTO LETA TNV EVOPEN TOV CUUTTOUAT®V KoL Vo,
ouveyileton yio t€ooepig fdopadeg TovAd oTov. To 6PEAOC 0md TO GLVOLACUO KAOTLOOYPEANG
pe AXO yio Stdotn o, LEYOADTEPO TV TEGCAP®V ERSoUAdwV dev Exel pehetnOsl (BA.
Tapdypoeo 5.1).

e acbeveic [e KOATIKN LopUOpLYT, 1 KAOTIO0YPEAN TTPETEL VoL YOpNYELTAL ™G QATas Niepn oo dOoN
tov 75 mg. To AXO (75-100 mg nuepnoing) mpénet va EgKva Kol va cuveyileTol 6& GUVOVAGUO LE
v Khomdoypén (PA. mapdypago 5.1).

Edv mopodnebei puo d6on:

- Evtoc Myotepo tov 12 opdv HETd TV KOVOVIKT TPOYPOLLOTIGUEVT ®pa: ol acbevelg
TPEMEL VOL TAPOVV T1 5OOT| TOVG OUECHOS KO LETE VO, TTAPOLV TNV EXOUEVT] dOCT| GTNV
KOVOVIKT] TIPOYPOLLLATIGUEVT] DPA.

- Metd and nepiocotepo and 12 dpeg: o1 acheveic mpémel va Tapovv Ty emopevn d6omn
GTNV KOVOVIKT TPOYPOUUATIGHEVT] BP0, KOL VO UV SITAOGIAGOVV TN SO0

IMondratpikdg TANBVGHOG
H xhomdoypédn dev Tpémel vo pnoIOTolEiTaL 6€ TOdd AGY® ApPBOA®Y Yl TNV
amoterecpotikotTa (PA. Tapdypopo 5.1).

Neppikn dvciertovpyia
H Bepamevtucy gunepio etvon mepropiopévn oe aobeveic pe veppixn svsiertovpyia (PA.
mopaypago 4.4).

Hrotikn dvsiertovpyia
H Bepamevticn gpmepio eivon meplopiopévn o aoBeveic e HETPLO NTOTIKT VOGO 01 07010l
propel va éxovv arpoppayikn tpodidbeon (PA. Tapdypapo 4.4).

Tpomog xopryynong

A6 otOpaTOG YpNoN.

Eivar duvatd va yopnyeiton pe 1| xopic tpoen.

4.3 Avtevositeg

- YrepevarcOnoio otn Spactikn ovcia 1] 6€ KATO0 0o To £KO0Y0 TOV OVOPEPOVTOL GTNV
TopAypaPo 2 1 oty tapdypoeo 6.1.

- 2oBapn nratikn duciertovpyia.

- Evepydc maboloyixn aypoppayio OTmG TERTIKO EAKOG 1} EVOOKPAVIOKT] OLLopparyia.

4.4 E101kég TPOEOOTOMGELS KOl TPOPVAAEELS KUTA TN Ypijon

Awuoppoyio kot 0ipuaToAoVIKES O10TOPOYES

AOY® TOV KIVSUVOL GLILOPPAYIOG KOt OLLOTOAOYIK®Y OVETIOOUNTOV EVEPYELDV, Ba TPETEL VAL
dlevepyeiton eyKaipws PHETPNOT TOV EUHOPP®Y GUGTATIK®OV TOV OiLOTOG KOV GAAES GYETIKEG
€EETAGELG OTOTEINTOTE KAVIKA GUUTTMLLOTO TTOL VITOONADVOLY opopporyio epgavifovran Katd T
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dupketa g Bepameiog (PA. mapdypao 4.8). Onwg pe GAALOVG AVTIOUOTETAMAKOVG TOPAYOVTES, M
KAomdoypéAn Ba mpémet va ypnoLoToLEiTaL e TPOGOYN 6€ aobeveig mov pmopel va givat o€ kivovvo
avénpévng opopparyiog amd Tpavpa, xepovpyikn exéupaon 1 GAieg TaBoAOYIKES KATAGTAGELG KOl GE
acBeveic mov Aappdavouvv aymyn pe AXO, nrapivn, avacToAElS TOV VTOSOYEWY TNG YAVKOTPMTEIVNG
[Ib/111a v pn-otepoeldn aviipAeypovadn eapuoke (MEA®D) cupumeptAoUPovVOUEVOVY TOV OVOCTOAE®V
¢ Kukhoo&uyevdonc-2 (Cox-2), ] T®V EKAEKTIKOV OVOCTOAE®MV ETAVOUTPOCANYNG TNG GEPOTOVIVIG
(SSRIs), 1§ GA 0 QapUAKEVTIKG TPOTOVTO TOV GYETILOVTOL e KivOUVO arpoppayiog OTms N
mevto&LpuAALivn (BA. Tapdypago 4.5). Ot acBeveic Bo Tpémet va mapoakorovbodvtol 6TeEVE Yo kKibe
onpeio opoppayiog cvpmeptrapovopéving e Aavlavoucag aoppayiog, EW0IKA KOt TI TPMTES
ePOoUAdEC TNG Oy®YNG KOUT HETA amd EXEUPOTIKEG KOPOIOAOYIKEG S10O1KAGIES 1| XEPOLPYIKY
eméuPoon. H tavtdypovn yopnynon g KAOTIO0YPEANG E amd GTOUATOG OVTUTNKTIKG OEV GLVIGTATOL
EME1ON pmopei va owénoet v évtacn g opoppayiog (BA. mapdypogo 4.5).

Edv évag acBevig mpdxettor va vtoPAnOet o TpoypapaTicHéV YEWPOVPYIKT ETEUPAOT] Yol TV omoia
TPOCMOPIVA OeV Eivart EMBVUNT 1] AVTIOUOTETAALAKT OpdoT, 1| KAOTO0YpEAT Oa Tpémet va
drakomteTan 7 nuépeg mpv omd TN xEpovpykn enépPacn. O acbeveic Bo mpémet va evipepdVOLY TOVG
YWTPOVG KOl TOVG 000VTIATPOVG OTL AAUPEVOLY KAOTIOOYPEAN, TPV OO TOV TPOYPUUUATIGHO KADE
YEPOVPYIKNG EXEPPOONG Kot TPV amd TN ANy KAOE vEOL apprakeLTIKOD TPoidvTog. H khomdoypéin
Tapateivel To ypdvo pong Kot Bo TpEmeL va yp1oYLoToLEiTIL LE TPOGOYT| G€ 0oOEVELS 01 omoiot £xouv
BAGPEG e Thom Vo apoppaynoovy (13101TEPA YOOTPEVTEPIKEG KO EVOOPOALLIEG).

O1 acBeveig Oa mpémer va evruepmBovv 6Tt 6tav Aappdvovv KAomdoypén (LOvn 1 6€ GLUVOLAGUO pe
AX0) iomg ypelaoTel TEPIGGOTEPOG YPOVOS O’ OTL GLVIOWOE TPOKEUEVOD VOL CTOUATHGEL 1] OLLOPPOYio.
Kot 0T1 B TpEMEL va ovapEPOVY 0TOLdNTOTE AGLVNOIOTN (G TPOG TNV EVTOTION 1| TN JEPKELRL)
aoppayio 6Tov y1Tpd TOVG.

Opoufwnixn Opoupforeviky Loppipo. (TTP)

[ToAv omavia €xet avapepbel Opopupwtikn @popporevikr [opevpo (TTP) petd and ypron
KAOTOOYPEAG, HEPIKES POPEC LeTh amd pikpr|g didpretag EkBeon. Xapaktnpiletar omd Opopfonevia
KO LUKPOOLYYELOTOONTIKY OLOAVTIKT OVOILLLLOL TT0V GUVOLETOL E1TE L€ VEVPOLOYIKG EVPILLOTO, VEPPIKN
dvoiertovpyia 1 pe mopetd. H TTP eivon pio Suvnrikd Bavatn@opog katdotoom mov omottet Eykapn
YOy COUTEPILALPOVOUEVTG TG TAACLOPAIPESTS.

Erixtny capopilio

Emiktnmn apogiria £xel avoepepbei petd amd ypnon KAOTIS0ypEANG. X TEPMTMOGELS eMPEPomUEVIG
LEUOVOUEVIG TOPATACTC TOL ¥PpOVOL gvepyomompévng peptkng Opopporractiving (aPTT) pe 1 ywpig
apoppayia, mpénet va eEgtdleton n emiktntn apo@idia. Ot acOeveig pue emPePoarmpévn didyvoon
EMIKTNTNG apoIAog TPEmeL vo. avTietomilovtot Kot va Bepamedovtot amd E101KOVG, Kol 1
KAOTIOOYPEAT TPETEL VAL SIOKOTTETOL.

Tlpooparo 1)Ko ayyeloko eYKePArIKO ETEITOOIO
AOY® NG EMAELYNG dESOUEVAV, OV UTOPEL VO VITAPEEL GVGTACT V1o ANYT KAOTOOYPEANG KOTA TN
SPKELD TOV TPOTOV 7 NUEPDV UETE otd 0&D IGYALKO OYYELUKO EYKEQPOAMKO ETEIGOO10.

Kotoypwua P450 2C19 (CYP2C19)

dappoxoyevetikn: Xe acbeveig pe meplopiopévn petaforkn wkovornta tov CYP2C19, 1
KLOT0YPEAT 0TI GLVICTMHEVES dOGELS oynuatilel Aydteprn mocoTTa ad TO SpaoTIKO peTafoAitn
NG KAOTO0YPEANG KOl EYEL LUKPOTEPT EMIOPaoT] 6TN AEtTovpyio Tov alponetarioy. E&etdoeig eivor
dbéopeg yio v Towtomoinom tov yovotvmov Tov CYP2C19 tov acbevn.

Eme1dn n khomidoypéhn petaforiletor oto dpactikd petafolritn g ev puépet and 10 CYP2C19, n
LPNON PAPUAKEVTIKMV TPOIOVIMV TOV OVAGTEALOLY TN dpdoT Tov evEDIOV ovtov Oa ovapévetal vo
EXEL OC ATOTELEGLOL LEWOUEVA EMITESD TOV dPaoTIKOD peTaforitn g Khomdoypéine. H khvikn
oLGYETION TG AAANAETIdpaonG aLTG elvan aféfam. Qg TpoeHAaEn, N ToLTOHYPOVH YP1ON 1OXVPDV 1
pétprag 1oy0voc avactorémv tov CYP2C19 npénel va amobappivetar (BA. mapdypago 4.5 yio pia
Mota avactorémv Tov CYP2C19, BA. eniong mapdypago 5.2).



Yrootpawuaro oo CYP2CS
[Ipocoyn yperaletar o aobeveic mov avtipeTomiloviol BepamevTiKd TavTdYpOova e KAOTIOOYPEAT Kot
(QOPLOKEVTIKA TpoidvTa oV givarl vtootpdpata tov CYP2C8 (BA. mapdypago 4.5).

A100T00povUEVES OVTIOPATEIS UETOLD BE1EVOTVPIOIVOV

O1 acbeveig mpénet va a&loloyoval yio 16Toptko vepevacOnciog oe Betevomupidiveg (OTmg
KAOTISOYPEAT|, TIKAOTISIVY, TPOGOVYPEAT) dESOUEVOD OTL £XEL avapEPDEL S1OGTALPOVIEVT] aVTIOPAOT|
avapeoa o€ Betevomvpidives (PA. mapdypago 4.8). Ot Beievomupidives EVOEXETOL VO TPOKOAEGOVV NTLEG
€mG ooPapég arrepyiKég avtidpacels Onmg eEAvON L, ayYE100idNLLa 1] CLOTOAOYIKES O1UGTAVPOVLLEVES
avtidpacelg 6mwc OpopPornevia kot ovdeteponevia. Ot acbeveic Tov elyov avamntuéel TponyovEVN
OAAEPYIKY] OVTIOPAOT KOUT UOTOAOYIKT 0vTidpaon o€ pio Oglevomupidivn evOEETOL Va £XOVV
avénuévo kivéuvo avantuéng g idlog | GAANG avtidpoong g Kamoto GAAN Beievomupidivn.
ZuvioTdTol Topakolovinon Tewv aclevov e Yvomoth adlepyio oTic Oglevomupidiveg yio onpeio
vrepevoncnciog.

Neppixn dvalertovpyia

H Bepamevtivng spmepio pe kKAomdoypéin eival TEPLOPIGUEVT] 6€ OGOEVEIS [LE VEQPIKT] SLGAELTOVPYIOL.
I vt N Khomdoypérn Bo TPEMEL VoL ¥ PN OLOTOIEITAL [LE TPOCOYN GE ALTOVG TOVG acBeveis (BA.
Tapdypaeo 4.2).

Hratikn dvolertovpyia

H eunepia elvan meplopiopévn o acbeveig e peéTpla NTaTIK vOoOo TOL PTOPEl va £X0VV OLLOPPOYIKN
podidBeon. H khomidoypéhn, emopévag, Oa mpémel va yopnyeitol Le TPOGOY GE 0VTOVG TOVG
acBeveic (BA. mapdypago 4.2).

Exdoya

To Clopidogrel BGR mepiéyet Aaxtoln. Ot acBeveic pe ombvia kKAnpovopikd tpofinpata dvoaveiog
ot YOAOKTOLN, TANPN AVETAPKELN AOKTACNG 1] KAKT amoppopnon YAVKO{NG-yolaktolng dev mpémel
vo. AMPEVOUY auTO TO POPLOKEVTIKO TPOTOV.

4.5 AMnAemopacels pe GAL0 QUPROKEVTIKA TPOIOVTO KO AALES HOPQPEG aAANAETIOpAONC

DapoKevTIKG TPOIOVTO. TOV CYETICOVTOL UE KIVODVO ayuoppoyiog: Y Tapyel avENUEVOg Kivouvog
apoppayiog Aoy g duvntikig abpoiotikng dpdong. H tavtdypovn yopnynon QoproKeLTiK®y
TPOoidvVIOV oV oyeTilovion Ue Kivovvo atoppayiog mpémet va yivetar pe tpoooyn (PA. mapdypopo
4.4).

AVTmnKTiKG omo ToD GTOUOTOG: 1) GLYYOPNYNOT KAOTO0YPEANG KOl AVTITINKTIK®OVY 0TO TOV GTOLOTOG
dev ouviotdral 01011 pmopel va avénoet v évraon g apoppayiog (BA. mapdypapo 4.4). Av kol n
yopNyNon KAomdoypEANG 75 mg/muépa 0V TPOTOTOINGE TN POPLOKOKIVITIKY TG S-Bapeapivig 1 ¢
INR (61e0voic opohomomnpévng oyéong) o€ acbeveig mov Aapfdavovy pokpoypdvio Bepameio e
Bapeapivn, 1 cuyyopnynon kiomdoypéing pe Papeapivn avédverl Tov kivouvo apoppayiog Aoym
aveEapTnTOV ETOPAGE®Y GTNV AUOCTICT.

Avaotoleic twv vrodoyéwv e ylvkorpwteivyg IIb/Ia: ) KAomd0oypEAY TPENEL VA, YPTCULOTOLEITOL UE
TPocoyn o€ acbevelg mov Aapfavouy TAVTOXPOVO AVOGTOAEIS TOV VTOSOYEWDV TG YAVKOTPMTEIVNG
[Ib/Ia (BA. mapdypapo 4.4).

Axetvrooadikvolixo old (A20): 1o AXO dev peTéPaAE TNV AVAGTOAN TOV TPOKAAEL 1) KAOTLOOYPEAN
otV TpoKaAovpEVT otd TNV ADP cucompevon Tov apometoliov, evd 1 KAOTO0YPEAT EVIGYLGE T
dpaon tov AZO otV TPOKOAOHUEV OO TO KOAAOYOVO CLGCMPEVGT TV ULUOTETAAIDY. Q6THG0, N
TauTOYpovn xoprynomn 500 mg AX0 500 Qopéc TNV NUEPA Yo o NUEPA SV aHENCE CTLLOVTUKE TV
TOPATAOT] TOV YPOVOV PONG TOV TPOKUAEITOL ArTd Tr ANy TG KAOTO0YPEANG. Mio (pOPLOKOSUVOLIKT
aAAnAenidpaon petad kKhomdoypéing kot AXO eivor mlovn, Le amoTéAESHa TV 0OENCT TOV
KvoUvoL arpoppayioc. ZuVenmg, n cuyyopnynon tovg Ba mpénet va yiveron pe mpocoyn (PA.
napdypago 4.4). ITdvtwc, n Khomdoypéin kat 1o AZO yopnyndnkov poall yio Sidotnuo péypt Eva £10g
(BA. mapdypago 5.1).



Hropivy: oe puo khvikn pedétn mov de€nydn og vyu] dtopa, 1 KAOTS0YpEAT dev KATEGTNOE
avaykaio TN HeTofoAn g d6oM¢ ¢ NTapivng ovte pnetéPare T dpdomn g nrapivng oty mhén. H
TOVTOYPOVI] XOPNYNON TNG NTOPIVIG SEV EXNPENCE TNV AVAGTOAN THG CLGCDPEVGNS TV ULLOTETAAM MV
7OV TPOKOAEITAL 0d TNV KAOTO0YPEAT. Mia @appoakoduvapkn aAAnAenidpacn peta&y
KAomdoypéAng kot nrapivng eivar mbovn, pe anotédeopo TV adENGN TOL KVGUVOL OILLOPPAYioG.
YUVETMC, 1 GLYYXOPNYN oM Tovs Ba Tpénet va yivetal pe mpocoyn (PA. mapdypapo 4.4).

Opoufoivtica: M AGEAAELN TG TAVTOXPOVNG YOPNYNONG KAOTOOYPEANG, EWOIKAOV 1 U1 Y10, TO VAOEG
OpopporvTiK®dV TopayOVI®OVY Kol NTopvav aflohoyndnke oe acbeveic e 0&D Epepayua Tov
pvokapdiov. H cuyvotnta epedviong KAMVIKA OTLOVTIKAG Goppayicg Tov TopOHoLd LE 0VTH TOL
mopotnpnOnke 6tov T Opopforvtikd QappaKka Kot 1 nroapivn cuyyopnynnkay pe AXO (BA.
napdypago 4.8).

MXAD: og o KAavikn pedétn mov deénydn o vyteilg eBeloviég, n Towtdypovr yoprynon
KAomdoypEANG Ko varpo&évne anénoe ™ AovBdvovca amdAEd aiplotoc 0md TO YUSTPEVTEPIKO.
Qo61600, AOY® TG EMAEWYNG HEAETOV aAAnAentidpaonc e dAha MZAD sival mpog To mapdv
0d1EVKPIVIOTO dV VITAPYEL AVENUEVOC KIVOUVOS OLOpParyiog amd TO YOOTPEVIEPIKO e OA0 To. MZAD.
Yovenmg, 1o MEAD® cupmepAopPOVOUEVOY TV avacTOAE®VY TG KukAoo&uyevionc-2 (Cox-2) kain
KAomdoypéAn Ba mpémel va cuyyopnyobvton pe tpocoyn (BA. mapdypagpo 4.4).

SSRIs: epocov ot SSRIs ennpedlovv tnv evepyomoinon TV GOTETOM®Y Kot avEAVOLY TOV Kivauvo
apoppayiog, 1 tavutodypovn xopnynon tv SSRIs pe kKhomdoypédn Tpémet va yiveTal [Le TPOGOYT).

AMeg tavtdypoveg Oepomeics: Eneidn n kKhomdoypéAn petaforiletan ev pépet péow tov CYP2C19 o10
dpaoTIKO TG HETAPOAITN, 1 ¥PNOT POPUOKEVTIKAOV TPOIOVIMV TOV OVAGTEAALOVY T1 dpAon avTod Tov
evlopov avapévetat 6Tt Ba Exel G AmOTEAEGLA LELWUEVO ETITEDN TOV SPACTIKOD HETAPOALTY TG
Khomdoypéine. H khvikn cuoyétion g aArnienidpaong avtg givat aféBan. Q¢ mpopvriaén, n
TOVTOYPOVN XPNON WOYLPDOV N LETPLAG 1Y VOGS avacToréwv Tov CYP2C19 mpénet va amoBapplOveton
(BA. mapaypdpovg 4.4 kot 5.2).

DappokevTikd Tpoidvta Tov givar toyvpoi N pétprot avactoreic tov CYP2C19 mephapfavovy, yia
TOPAdELY LA, TNV OUETPAlOAN Ko TV ecopenpalOin, T eAovBo&apivn, tn erlovo&etivn,
pokAoBepion, t Poptkovaloin, T provkovaloAn, v TikAomdivn, v kopPapalenivn kot v
epafipévin.

Avoaotoleig g Aviiiag [Tpotoviov (AAII):

H yopfiynon 80 mg openpaloing epdna nuepnoing ite otov id10 ypodvo pe TV KAOTIS0YpEAN gite pe
Stdotnua 12 opdv PETOED T®V YOPNYNOE®V TOV dV0 PapUAK®V peiwoe v £kBeon Tov dpacTIKOV
petafolitn katd 45% (86om edptiong) kot 40% (56om cvvtnpnong). H peiwon oyetiomke pe 39%
(060m @odpTIoNS) Ko 21% (860m cvvTpNoNG) Lelmwon ™S AVAGTOANG TS CLGGMOPEVOTG TOV
oponetoriov. H ecopenpaldin avapévetor va €yl Tapdpoto, aAANAETIOpaoT Le TNV KAOTOOYPEAT).

AVTIpaTIKA 0E00UEVE Y10l TIC KAVIKEG EMTTAOCELS AVTNG TG POPUOKOKIVITIKNG
(OK)/pappaxodvvapukng (PA) adAnAeniopoaong avapoptka e peilovo kapdioyyslokd cupBapoTo
€xouv avapepbel amd HEAETEG TOPATAPNONG Kot KAVIKEG LEAETEG. QG TPOPOAAEY, 1) TOVTOYXPOVY XPION
ouenpaloAng 1 ecopenpalding mpémet vo amobappovetal (BA. Topdypoao 4.4).

Arydtepo £vioveg Peldoelg g kBeong otov petaforitn £xovv mapatnpnOel pe v mavtonpaloin 1
™ Aavoompaloin.

O1 GLYKEVIPMOGEIS GTO TAACLLO TOL dpaoTikKoD petafolritn peiddnikay kotd 20% (d6om eoOpTIoNG) Kot
katd 14% (d6om cvvtipnong) Katd ™ dibpkea Tng TavTdXpovNs oy@wyns ne 80 mg mavtonpaloing
epamaé NuePNoing. AVTO GUGYETICTNKE HE PEIMON TNG HEGC AVAGTOANG TNG CUGGMPEVOT|G TOV
oponeTtoMmv katd 15% kot 11%, avtictotya. Ta amoteAéopata avtd deiyvouv 0Tt 1) KAomdoypéin
UTopEL VoL Yopmyeital Pe TNV TOVIOTPalOA.

Agv vTapyovv oTotygia. 0Tl GALN PUPUAKEVTIKE TPOIOVTO TTOV LEWDVOLV T, YOOTPIKA 0&En Omw¢ ot H2



ATOKAEIOTEG 1 TO ovTIOEVEL EMNPEALOVY TNV AVTIHOTETAALOKT OPACT) TNG KAOTLOOYPEANG.

Evioyvpévn avtipetrpoikn Oepomeio (ART): Ot acBeveic pe HIV mov vroPdAlovtar o€ evioyvpéveg
avtipeTpoikég Oepaneiec (ART) dwarpéyovv vynAo kivouvo gLEAVIOTG Oy YELOKDY GUUBALATMV.

"Exet mapatnpnBetl onpovtikny peiwon g avacstoing Tov olonetaiov o acbeveic pe HIV mov
vroPAnOnkav oe ART evioyvuévn pe prrovafipn 1| kopmiciotdrn. [apodio mov 1 KAk onuocio
aVTOV TOV evpnudtev givor afépain, vanpéav avbdpunTes avapopés acbevav pe Aoipwén HIV mov
vrofAnOnkav oe ART evioyvpévn pe prtovaPipn, ot omoiot peavicay ETEGOOIN ETOVACTEVOONG LETA
a6 TN Avom g amdepaéng 1 vIEaTnoay OpouPmTiKd ETEGO010 6TO TANIGLO BEPATEVTIKOD GYNILOTOC
@opTionG pe KhomdoypéAn. H péon avaostodn towv aiponetaMov propet va peiwbel pe v
TOVTOYPOVN YPNoTM KLOTd0oYpEAN S Kal prtovafipne. Emopévac, n tantdypovn xpnon kAomdoypéAng ue
evioyopéveg ART Bepaneieg Oo Tpémer vo amobappivetat.

AN QOPUOKEVTIKA TPOTOVTOL:

"Evag ap1Bpdg khvikdv peletav Exovv dteEaybel pe v khomdoypédn Kot dAAa GuYXopyoOUEVa
(QOPLOKEVTIKA TPOIOVTO MOTE VO EpELVNOEL 1) SLVATOTNTO, PAPUAKOSVVOUIKDV KO pOPUOKOKIVITIKOV
oAnAemdpdoemv. Aev TapaTnPRONKOV KAVIKG GNUAVTIKES POPLOKOSVVOIKES OAANAETIOPACELS
otav 1 KAOmSoYpEAN cLyxopNYNONKE Le aTeEVOLOAN, Vipedutivn, 1 L GUVOLOCUO ATEVOAOANG Kot
vipedumivng. Emumiéov, 1 pappoakodvvapukn opaon e KAomdoypEANG OV EMNPEAGTIKE CNUAVTIKA LE

N cuyyopNyYNon eavoPapPitding 1 o1eTpoydVOV.

H gpoppoxokivntikn g dtyo&ivig 1 g Ogo@uidivng dev petafinbnke pe m cvyyopnynon
Khomdoypéing. Ta avtidEva dev petéfarav To Babuod tng amoppodPnong g KAOmdoypEANS.

Agdopéva amd ) perétn CAPRIE vrodeucvoouv 6T 1 gotvutoiv kot 1 ToABouTapidon ot omoieg
petapoiilovrar amd to CYP2C9 pmopovv va cuyyopnyndodv e acediela e v KAOTIOOYPEAD.

Dappoaxevtid tpoidvta mov givar vrootpmpota Tov CYP2CS: H khomdoypéin €xet derybei 611
avéavel v ékBeom ot pemayAvidn o€ vyieig ebehoviég. MeAéteg in vitro £xovv dgi&et 6TL 1 adEnon
¢ €kBeong o pemayiwvidn eivar Adyw g avactoAing tov CYP2C8 amd 1o yAvkovpovikd
petapoAitn g khomdoypéne. EEautiog tov Kivdhvou avEnuévov cUYKEVIPAOCE®MY G6TO TAAGL, 1)
TOVTOYPOVN XOPNYNOT KAOTIS0YPEATG Kol papudkmv Tov ekkabapilovtal kuping Lo peToPoAMGOD
amd 1o CYP2CS (m.y., pemayAivion, moakMTaEEAn) Tpémel va yiveton pe tpocoyn (PA. mapdypago 4.4).

Extog amd T mAnpopopieg yio aAANAETIOPAGELS e GUYKEKPIUEVE POPLOKEVTIKA TPOIOVTO TOV
ePLyphpovTon Tapamive, dev Exovv deEoybel pedétec alndenidpaong g KAOTSOYPEANG e HEPIKE
(QOPLOKEVTIKA TPOIOVTO TTOV YOPNYOoUVTOL GLYVE 6€ acbeveig pe adnpobpoupotikn acdéveln. Qotdco,
acBeveic TOL GUUUETET OV OTIC KAVIKEG dOKIUES e TNV KAOTO0YPEAT EAaPov i TotKiAia,
GLYYOPNYOVUEVOV POPUOKEVTIKDV TPOIOVIMOV GCUUTEPIAUUPOVOLEVOV TV FLOVPNTIKOV, TGV B-
OVOOTOAE®V, TOV OVTAYOVIGTMOV TOV LETATPETTIKOD VIOV TNG aryyelotacivng (avactoieic MEA),
TOV OVTOYOVIGTOV SlOA®V acBecTion, TV Tapaydviov HEIMoNG TV EMTESMV YOANGTEPOANS, TOV
OYYELOOOGTAATIKMY TOV GTEPAVIOI®V AYYEIOV, TOV aVTIOOPNTIKOV TapoydvTiov
(ovumeprAapPavopévng TG WGOLAIVIG), TOV OVTIETIANTTIKMV TOPOyOVIMV KOl TMV OVIOYOVICTOV TOV
vrodoytwv ¢ yAvkorpmteivng IIb/I1a ywpig supAuate KAVIKG GTUOVTIKGOV avembOuntov
oAANAETIOpACEDV.

Onwg Kot pe GALOVS amd ToVL 6TOUATOG avooTOAES P2Y 12, 1) suyyopfynon ayovicTdv OmoEddY XL
™ duvatdtnta vo KaBueTEPTGEL KO VOl LELOGEL TNV amoppOPNoN TG KAOTIO0YPEANG TOAVAS AOY®
™G Ppadeiag yoorpkng kévaons. H khvikn onpocio dev eivat yvootn. Na egetdletar n) yprion evog
TOPEVTEPTKOV OVTIULLOTETAALOKOD TAPAYOVTO G 0.0OEVEIS e 0ED GTEQAVINIO GOVIPOLLO TTOV OTALTOVV
oLYYOPNYNON LOPPIVNG 1 AWV Ay®VIGTAOV OTIOEDADV.

4.6 Tovipétnra, Kinon Kol yorovyio

Konon
Emedn dev vmapyovv khvikd dedopéva oyetikd pe v £kBeon oty kKAomdoypéin katd tnv



€YKVHOOUVT, lvol TPOTIUNTED VO L1 YPTCLOTOLEITOL 1) KAOTIOOYPEAT KATA T SLOPKELN TNG
EYKVLOGVVNG G LETPO TPOPVAAENG.

Meréteg og Cma dev kaTédel&ov Aueceg N EUUECES EMKIVOVLVES EMMTMGELG GTNV EYKVUOGUVY, OTIV
avanTuEn Tov eUPpov, GToV TOKETO N 0T peTayevvnTIKY avartuén (BA. mapdypaeo 5.3).

Onloouog

Eivar dyvooto dv 1 KAOmO0ypEA amekkpiveTal 6To avOpmmvo untpikd yola. Meréteg oe (oo
KoTESEIEAV OMEKKPLON TNG KAOTIS0YPEANG GTO UNTPIKO YhAa. Qg pHéTpo TPpoeOAAENG, 1 YaAovYio dEV
Oa mpénet va cuveyiletan kKatd t dwpkela g Oepaneiog pe Clopidogrel BGR.

Toviuotnra
H xhomidoypédn dev €xet kataderybel 0T emnpedlet T yovipotnto og peréteg pe (oo

4.7 Emdpdaoseic otV IKAVOTNTO 001 YN6NS KOL LEPIGUOV PNYOVIIHATOV

To Clopidogrel BGR dgv et kapio 1 €€l 0onpovTn ETIOPAOT GTNV IKAVOTNTO 0O1YNONG KOl
XEPIGUOV LNYOVIIUATOV.

4.8 AvemOOunteg evépyeieg

Lepiinyn 00 TPOYIA 0oPdLEIOG

H acediern e kKhomdoypéing a&roroyndnke oe mepiocotepovg amd 44.000 acbeveic mov £xovv
GUUUETACYEL O€ KAVIKEG PEAETES, GUUTEPILOUPOVOLEVDV TTEPIEGOTEP®V 0o 12.000 acBevdv mov
EaPoav Bepameia yio 1 xpovo 1 TeP1GGOTEPO. ZVVOAIKA, 1] KAOTOOYPEAN 75 mg nuepnoimg fTav
ocvykpioyn pe to AXO 325 mg nuepnoing ot pekétn CAPRIE aveédptnta amd v nAikia, To ¢OA0
Kot T eUAR. Ot KAvIKG oYeTILOUEVEG e TO QAPHOKO aVETIOOUNTEG EVEPYELES TOV TTapOTPNONKOV
otig peréteg CAPRIE, CURE, CLARITY, COMMIT xot ACTIVE-A meprypdpoviot Topakdto.
Emmiéov g epmerpiog amd Tig KMVIKEG LEAETEG, avemBOUNTEG EVEPYELES £X0VV EMioNG avapepOEel
avBopunTmg.

H awpoppayia givor n mo cvyvi avtidpaon mov ovapépOnke 1060 6 KAVIKEG LEAETEG OGO KO LLE
Bdon v eumepia petd v KukAoEopio ToOL TPOIOVTOG GTNV ayopd OOV avapEPONKeE KLuplwg KoTd ™
S1apKeLn TOL TPOTOV Pva NG Bepameiog.

Ye acBeveic e perétng CAPRIE mov éhaPav Oepancia site pe khomdoypéin gite pe AXO, n
GUVOAKY] cuyvOTNTO ELPAVIoNG KABE gldovg atpoppayiog ntav 9,3%. H cuyvotnta epedviong
GOPOp®V TEPIOTATIKAOV NTAV TOPOLOLN Y1l TNV KAOTLO0YPEAN Kot To AXO.

>t perém CURE, dev mopovsidotnkay emmAéov peiloveg apoppayieg e Tov Guvovacuo
KAomdoypéANg e AZO og dtdotnua 7 NUEPOV UETA TNV ETEUPOCT] COPTOCTEPAVINING TOUPAKAUYNG GE
acBeveic mTov oTopdTnoay T Bepomeio TEPIGGOTEPO ATO 5 NUEPES TPV T YEPOLPYIKTN ETEPPOCT. X
acBeveic mTov cuvé ooy TNV aymyn eviog S NUEPOV Ao TNV EMEUPOOT] COPTOCTEPAVIOING
TOPAKALYTS, 1) SLYVOTNTA TOV ENECOdIMV Tav 9,6% Yo v KAomdoypédn pe AXO, kot 6,3% yo to
gKoviKo edpuaxo pe AXO.

¥t perém CLARITY, vap&e cuvolikn adénon TV aoppayldv 6Ty opado KAOTO0YPEANG Le
AX0 évavt g opddag ewovikov gappdrov pe AXO. H cuyvotnta epedviong peilovog aoppayiog
Nrav Tapdpote petaé&d Tawv dVo opuddwv. To amoTEAEGUATO AT IGYVOVY KoL Y10l TIG VITOOUASES
acfevov OTmg 0pilovtol amd YOPUKTNPIGTIKA aVOpOPAS, Kot amd TOV TOTO ¢ Oepameiog [e
Opouporvtikd | nmapivn.

2t perdémn COMMIT, 10 cuvoAkd T0G0oTd PN £YKEQOAKNG HeIlovog apopparyiog 1 EYKEPAAIKNG
QLLOPPAYIOG NTOV YOUNAO Kol TAPOLOL0 EVTOS TV 30O OUASWV.

2t perdém ACTIVE-A, 10 060016 g pteilovos opopparyiog oy LeyOADTEPO GTIV OUASO TNG
Khomdoypéing + AZO £vavtt Tng opddag wovikod eapudkov (6,7% évavtt 4,3%). H peiov
alpoppayio HTav Kuplog eEOKPAVIOKNS TPoEAEVOTG Kol 0TLG dVO0 opddes (5,3% oty oudda



Khomdoypéing + AX0, 3,5% otnv opdda erovikov gappdiov + AZ0), Kupimg and T0 YOSTPEVTEPIKO
corMva (3,5% évavtt 1,8%). Yanpée o abEnor g evOoKpOavIOKNE OLLOPPAYiNG 6TV OLAdH ay®YNG
pe KhomdoypéAn + AXO cuykpvopevn Ue TV opdda elkovikod eapudkov + AZ0O (1,4% évavt 0,8%

avtiotoya). Agv vpEe OTATIOTIKG ONUAVTIKY d10POPE 6T TOGOGTA TV HavaTnEOPOV ALOPPAYIDV
(1,1% otv opdda khomdoypéing + AXO kot 0,7% oty opdda gikovikov eappdkov + AX0) kot Tov

QLLOPPAYLKOD OYYELOKOV eYKeQOAKOD eneicodiov (0,8% kot 0,6%, avtictowya) peta&d TV opddmv.

Katdaloyog twv avem@duntwy evepyeiay oe Loppn wivara.

AvemBOunteg evépyeleg mov €ite EUEAVICTNKOY KATE TN SIUPKELN TOV KAVIK®OV HEAETOV glte
avaeéptnikav avBopuntoc napovoidlovial 6Tov mivaxe mov akoiovdel. H cuyvotntd toug opileton
pe Paon tic axodrovbeg cvppdoeig: ovyvég (=1/100 éwg <1/10), dxt ovyvég (=1/1.000 €wg <1/100),
onavieg (>1/10.000 émg <1/1.000), oAl omdvieg (<1/10.000), un yvootéc (6ev Umopovv va.

ekt Oovv pe fdon to drbéoipa dedopéva).
Evtog kdfe xatnyopiog cuyxvotntos epedvionc, ot avemfBounTeg evépyeieg mapotifeviot Kotd

eBivovca oelpd cofapoTnToc.

Katnyopia Xoyvég Oy ovyvég Xrdvieg IloAV omavieg, pn

Opyaviké YVOOTECH

ZvoTnua

Awopoyég Tov ®poppomevia, Ovdetepomevia, BOpopPfmtikn

OLLLOTTOTIKOY Agvkomevia, ovpmeprhapPovopévng e | Opopfomevikn

KOl TOV NOGWOPIAI cofapng ovdetepomeviag mopevpa, (TTP) (BA.

AELPIKOV mapaypoeo 4.4),

GUOTILLOTOC AmAQGTIKY ovorpio,
TOVKLTTOPOTEVIAL,
OKOKKLOKVTTOPOLLLIOL,
coPapi
OpopPomevia,
eMikTNTN opLoPiiol
Aa
KOKKIOKVTTOPOTEVIQL,
avorpio

Kapdiokéc Xovdpopo Kounis

dwtapayég (0yY€E100LOTTAGTIKY|
aAlepykn o Oy
/ oAhepykd
EUQPAYLLO TOV

pvoxapdiov) oto
mAoic1lo avtidpaong
vrepevcOnciog
AMOY® ™G
KAOmdoypEANG*

Awtapoyég Tov
0LVOGOTOW TIKOV
GUGTNHOTOC

Opovooio,
AVOQPLAOKTOELSELG
aVTIOPAGCELS,
(POPLOKEVTIKY
vrepevcOnGia
AOY®
dlaoTOpovLLEVNG
avtidpaong avapeoa
o¢g Belevomupidiveg
(6mmg TIkhomdivn,
wpoacovypEAN) (BA.
mapaypoo 4.4)%,
aVTOdvVOGO
GUVOPOUO KOTA
WGOVAIVIG, TTOV




pmopel vo 0dnynoet
o€ coPopn
VIOYAVKALO,
Wwitepa og
acOeveic pe vTOTLITO

HLA DRA4 (mwo
oLYVO GTOV
lomwviko
TAnOoouo)*
Yoylorpiicég Yevdarcnoerg,
draTopoyég oLYYLON
Awrtapoyég Tov Evdoxpaviaxn Awrtapoyég g
VELPIKOD opoppayio yevong, ayevoia
GULGTILOTOGC (avaeépOnray
OPIOUEVEC
TEPUTTADCELG LE
Bovatneopo
exPaon),
KEPOAOAYiO,
napaicinocia,
CoAn
OpBoipukég Ayoppayio Tov
SwTopoyés opBoiov
(emmepukoTog,
evoopOaALLa,
apPPANGTPoEd0nC)
Awtapoyég Tov TAryyog
®THG KOt TOV
AafopivOov
Avyyeloxéc Awdtopa YoBapn orpoppayia,
Swatapayég apoppayic amd o
EYXEPNTIKO TPAVUAL,
ayyeitida, LTOTUoN
Awrtapoyés tov | Emiotoén Awoppayio amd v
OLVOTTVELGTIKOV OVOTTVEVGTIKT] 000
GULGTHLLOTOG, (oupomTTVLON,
oV BdpoKo Kot TVELHOVIKN
TOV apoppayia),
pesofwpakiov Bpoyydomacog,
duapeon
TVELUOVITIOO,
NOGWOPIAIKY
TVELHLOVIDL
Awrapoyés tov | Apoppayio tov | Taotpkd éhkog ko | OmocBomepirovaikn Taotpevrepkn Kot
YOOTPEVTEPIKOD | YOOTPEVTEPIKOD | dMOEKAOUKTVALKO alpoppayiol omo00mEPITOVAIKT
COAVO, éAKog, yooTpitidoa, alpoppayio pe
dwbppota, éuetoc, vavtioa, Bavatneopo éxPaon,
KOWMOKO GAYOC, | SLGKOIMOTNTO, TAYKPEATITIOON,
dvomeyio HETEMPIOUOG KOMTIO0
(cvumepriappavo-
HEVIC TNG EAKADOOVG
N g
AELPOKVTTOPIKNG
KOMTI00G),
oTopaTiTdon

Awtapayég Tov
NTOTOG KoL TV

O&eio nmoTikn
OVETAPKEL,
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YOANPOPOV nratitdo, pn
(QLOLOAOYIKES
SOKIUAGIES NTOTIKNG
Agrtovpyiog
Awtapoyés tov | Modlomag E&avOnpa, [Moppoivydong
dEPLOTOG KO KVNGHOG, deppoatitida (To&kn
TOL VTLOSOPLOV apoppayio amd o EMOEPLKT
16700 déppo (Topevpa) VEKPOALGT,
ouvopopo Stevens-
Johnson, ToAvpoppo
gpvinpa, o&eio
YEVIKELUEVT
eEavOnuoTikn
QAVKTAIVOOT
(OI'ED)),
QYYEL001OM PO,
oLVOpOLO
(QOPUOKOETOYDEVIG
vrepevacnaiag,
(QOPLOKEVTIKO
eEavOnua pe
NOGWOPIAT Kot
GLGTILOTIKG
GUUTTAOUOTO
(DRESS),
€PLONUOTAOIES 1|
OTTOPOALOOTIKO
e&avonua, kvidwon,
éxCepa, opahdg
AEYMVOG
Awtapoyég Tov IMvaucopaotio
AVOTTOPOLY YL
KOV
GULGTILOTOG KO
TOV LLOGTOV
Awtapayég Tov MvooKeleTIKn
LLDOCKEAETIKOD apoppayio
GLGTILOTOG KO (aipopOpo),
TOV GLVOETIKOD apBpitida,
16700 apBparyia,
poodyio
Awropoyés Twv Ayotovpia Xrepopatoveppitt-
VEQPOV KOl TV o0, avEnuévn
oVPOPOPOV KpeoTvivn aipoTog
00mV
Tevicég Awoppayio ot IMTupetdg
Swtopoyés kol | Béom
KOTAOTACELG TOPOKEVINONG
g 0500
XOpMynong
[MopoaxAvikég [Mopatetapévog
egetdoelg YPOVOG pong,
UEWUEVOG 0ptOpOS
0VOETEPOPIA®V,
HempEVOS op1Opdg
QLLOTETOAM®V

* TIAnpogopieg mov oyetilovton e TNV KAOTIS0YPEAN LE «UN YVOGTI» GLYXVOTNTO.
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Avapopd mhavoroyodueveV avemBouNTmV EVEPYELDY

H avoeopd miboavoroyoduevov avemBOunt@v evepyeidv PETE omd T YOpNYNoN GOE0S KUKAOQOPIaG
TOL QPOPUOKEVTIKOV TPOlovTog eivan onpavtikny. Emupémel ) cvveyn mapakoAiovdnon g oyéong
0PEAOVG-KIVOHVOD TOL QOPUOKEVTIKOD TPOIOVTOC. ZNTEITOL Gmd TOVG EMOAYYEAUATIEG VYELOG Vo
OVaQPEPOVY OTOLEGONTOTE THOVOAOYOVUEVEG OVEMBOUNTES evEPYEleC UEC® TOV €BVIKOD GULOTNLLOTOG
ovapopas wov avaypapstor oto Iapdptnuae V.

4.9 Ymnepooooroyia

Yrepdocoroyio LETA amd Yop1yNon KAOTIOOYPEANG LITOPEL VAL 0O YNGEL GE TAPATACT] TOL YPOVOL
ponG Kot ETakOA0VOEG apoppayikég emmAokéc. Edv mapatnpnBodv apoppayiec Oa mpémet va
e€etaotel mola givar 1 KATAAANAN aywyn. Agv éxel Ppebel avtidoTo TG PapUAKOAOYIKNG dpdong TG
KAomdoypéAng. Eqv amotteital dpeon 016pOmon tov mopatetapévov ypdvov pong, 1 HeTdyyion
OLHLOTETOM®Y PTOPEL VO AVOSTPEWEL TO, ATOTEAECLLOTO TNG KAOTIOOYPEANG.

5. O®APMAKOAOI'IKEX IAIOTHTEX
5.1 ®oppokodvvapikég 1010TNTEG

Dappoxobepomentiky katnyopio: AviifpoufmTikol TapAyOVTES, OVOCTOAELG CLGCMOPEVONC
opomeTaMmv eKTdC Nroapivng, kKmdkodg ATC: BO1AC-04.

Muyaviouog dpdons

H xhomidoypéin givat éva Tpo@appoko, £vag and Toug HETABOAITEG TOL 000V Eival AVUCTOAENS TNG
cvecmpevong Tv aponetariov. H kKhomdoypéin mpémet va petaforotel amd ta Evivpa Tov
CYP450 ywo va Topa&et to dpaoTikd PeTABOAITN OV OVOCTTELAEL T GUGGMPEVOT] TOV AUUOTETAAIWDV.
O dpaotikds petaforitng e KAOmSoYpEANG EKAEKTIKA avaoTEAAEL TN 6VLEVEN TG SIPMGPOPIKNG
adevooivng (ADP) pe tov vodoyéa P2Y 12 tov apometoliov Kot Tnv enakdAovdn evepyomoinon,
péom e ADP, tov cupmiéypatoc g yAvkompwteivng GPIIb/Ia, avactéAlovtag pie Tov Tpdmo avTtd
T1 GLGGMOPEVCT] TOV OUOTETAAIDV. AOY® TNG 1N avoaoTpEYIUNG o0levéng, Ta ektebeiéva
OLUOTETAMO ETNPEALOVTAL Y10 TO VTOAOUTO TOV XPpOvov Lm1g Tovg (Katd tpocséyyion 7-10 nuépeg) kat
1 AVAKTNOT TNG PLOIOAOYIKNG AELITOVPYIAG TOV AHOTETOAI®V cupPaivel pe puOLd aviloyo e To
pLOUO avavEéwong TV alponetaliov. H cueompevuon Tov aplonteTaAiny Tov TpoKaAeitol amd
ayovioTég aAAovg amd v ADP avactéAletal emiong amd v mapeumddion g evicyvong e
gvepyomoinong twv oponetolmv amd v aneievbepovpevn ADP.

Enedn] o dpaoticog petaforitng oynparifeton and ta Evivpa tov CYP450, opiopéva omd to omoio
TAPOVG1ALOVY TOAVHOPPICLOVG 1 VTOKEWVTOL GE AVOGTOAN AO AL POPLOKELTIKA TPOTOVTA, deV Bl
£€yovv Lot o1 0o0eveElg EMOPKT OVOGTOAN TWV CLLOTETOAMV.

DopLoKOOVVOUIKES ETLOPAOEIS

Enmovaiappavopeveg d6ceig v 75 mg v NUEPA TPOKAAEGAV GTLLOVTIKT] OVOGTOAN TNG
wpokaAoOpevNg amd v ADP cusompevong tov aponetariov ond ™ npmtn nuépa. H avactoin
ovt avENBNKe TPoOodeLTIKA Kol £pTace og otafepd enimeda peta&d g 3ng Kot 7ng Uépag. X
6T00EPOTOMUEVT KATAGTOGT, 1 LEGT] OVOGTOAN TNG OUUOTETAALKTG GVGCOPEVGNG TOL
apaTnpnOnKe pe do6omn 75 mg v nuépa Nrav g taEng Tov 40% Ewg 60%. H cuccmdpevon twv
OLILOTETAM®Y Kot 0 YpOVOG pong emaviABaY GTASIOKA GTO aPyIKA ETITEDA, YEVIKG PHECO GE 5 NMUEPES
petd t daxomn tng Oepameiog.

Klvikn amoteleouotikotyo. kol aoporEio,

H ac@dieio kot 1 amoTeAeGHATIKOTNTO TG KAOTIO0YPEANG Exovv a&loloynbel oe 5 SmAG-TVQAES
UeAETEG OTIG omoieg ovppetelyav Tave amd 88.000 acbeveic: n CAPRIE, pio pedétn obykpiong g
Khomdoypéing évavtt tov AXO kot ot CURE, CLARITY, COMMIT kot ACTIVE-A, peléteg
GVYKPIONG TG KAOTOOYPEANG EVOVTL EIKOVIKOD QOPLAKOD, OOV KOl TO VO (OPUOKEVLTIKA TPOIOVTA
yopnynonkav oe cuvdvacud pe AXO kot GAAn kabiepopévn Bepameio.
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Tlpooparo Euppayuo 100 HLOKAPAIIOD, TPOGPOTO AYYELOKO EYKEPOAKO ETEITOOIO 1 EYKOTETTHUEV
TEPLPEPIKN OPTHPLOKH VOTOS

H peiétn CAPRIE ovumepiéhafe 19.185 acbeveic pe abBnpobpdpfmon mov eiye ekdnAwdel pe
TPOGPATO EUPPOYLLO LLOKOPOIoV (<35 NUEPES), TPOGPUTO IGYOUIKO OYYELOKO EYKEQPOAMKO ETEIGOSI0
(neta&o 7 nuépeg kot 6 unveg) N eykateotnuévn teplpepikn aptnprokn voéco (ITAN). ‘Eywve
TUYa0ToiNoN TV 0ofevdv o€ ouddec KAomdoypEéAng 75 mg/muépa 1 AXO 325 mg/Mmuépa Kot
mapaKorovdnon dupkese yuo 1 émg 3 xpovio. XNV VTOOUASN [LE ELEPOYLLO TOV HVOKOPSIo, Ot
neplocoTEPOL and Toug acbeveic Edafav AXO yio Tig TPAOTES Alyeg NUEPEG UETA TO 0EL EULPPOYLLOL TOV
pvokapdiov. H khomidoypédn Leimoe onUavTIKE T GLYVOTINTO ELPAVIONG VEOV 10YOLLKOV
eMEG0SIMV (GVVOETO KATAANKTIKO ONUEID EULPPAYLLOTOS TOV LLOKAPSIOV, IOYULLKOD 0yYELNKOD
EYKEPUMKOV EMEIC0010V Ko Kopdiayyelokov Bavdtov) cuykpvouevn pe AZ0O. Xpnoeomoldviog To
HOVTELO OTATIOTIKNG avdAvong pe [IpdBeon yia Bepaneia, 939 cuppdvta mapatnpndnkoy oty opdada
g Khomdoypéing, kat 1.020 cvpPavra pe AXO (peiowon tov oyxetucod kvdvvov (RRR) 8,7%, [95 %
CIL: 0,2 éwg 16,4], p = 0,045), mov avoroywd onuaivel 61t o€ kdBe 1.000 acbeveic mov Elafav aymyn
eni 2 ypovia avtiotoryovv 10 [CL: 0 éwg 20] emmpdobetor acheveig mov TpopuAdydnkav amd véo
woyoukd enelcoo1o. H avilvuon g cuvolikng Bvnotpdmrog g deutepedov KATAANKTIKO onueio dev
£0e1&g KAmOlo OMUAVTIKT S10popd LeTaED TG KAOTdoypEAN (5,8%) kat Tov AXO (6,0%).

e po avaAveT VIOOUAd®V aVE KOTAGTOOT (EUEPAYILO TOV HVOKOPSTOV, IGYOUKO Oy YELOKO
eykePaAKo enelo6o1o kat [TAN) to 6¢pelog amodeiydnke LEYIOTO (EMTVYYXAVOVTOG GTATIOTIKY SLPOPEL
p = 0,003) o€ acbeveig mov giyav copmnepiingdei Adyw ITAN (18iwg oe exeivovg mov giyav eniong
10T0p1KO gpEpdrypoTog Tov pvokapdiov) (RRR =23,7%, CI: 8,9 éwg 36,2) kot pikpdtepo (0L
onuoavtikd Stpopetikd and AX0) og acbeveig pe ayyeioxd eykepaiicd enecodio (RRR =7,3%, CI: -
5,7 ¢wg 18,7 [p=0,258]). Ze acBeveic mov elyav cupmeptAneBel 6tn dokiun e LoV aitioloyio
TPOGPATO EUPPOYLLO TOV HDOKOPI0V, 1] KAOTIS0YpEAN NTAV 0PLOUNTIKG KATATEPY, AAAY X®PIG
oTOTIOTIKG onpavtikn dtapopd amd to AXO (RRR = -4,0%, CI: -22,5 éwg 11,7 [p=0,639]). EmnmtAéov,
1 aviivon piog vroopddag pe Baon v nhikio £6e1&e 6TL TO OPEAOS 0 TNV KAOTIOOYPEAT| GE
acBeveic dvo TV 75 €TdV NTOV LUKPOTEPO 0T eKEIvo OV mapatnPOnke oe acbeveic <75 etdVv.

Enedn n doxpur) CAPRIE dev tav o€ B€om va eKTIUNGEL TNV ATOTEAEGULOTIKOTNTA T®V €T LEPOVG
VTOOUAdW®V, OEV EIVOL GOPES EAV O SL0POPEG OTN GYETIKN EAGTTMGT TOV KIVODVOL GTIC VTOOUASES OvEL
KOTAGTOON EIVOL TPAYUOTIKEG, 1] OTOTEAEGLLO TOYNG.

O¢&H orepaviaio advipouo

H peiétn CURE ocvumepiélofe 12.562 acBeveic pe 0&H otepaviaio cuvopopo ympic avaomact Tov
dwotipatog ST (aotabng omBayyn N ELepayra TOL poKapdiov yopig kopo Q), Tov TpocHAbov
evtog 24 wpav and v Evapén Tov mo TPOSPATOL ENEIG0Si0V Bwpakikod dAYOVg 1| CUUTTOUATOV
oupPatdv pe woyopio. Ot acBeveic amartnke va £xovv gite NAEKTPOKAPIIOYPAUPIKES PETABOAES
ovpPoatég pe véa woyopio 1 ovénon tov kapdiokmv eviipwmv 1| g tportoviviig I T tovAdyiotov 600
QOPEG TAV® A0 TO AVAOTATO PLGLOAOYIKO Opro. Ot acbeveig TuyatomomOnKoy e KAomdoypEAn (560
@optiong 300 mg axorovBovpevn amd 75 mgmpépa, N=6.259) ] og eikovikd eappoko (N=6.303),
YOPMNYOLLEVA KOl TO dVO 6€ cLVOLACSHO e AXO (75-325 mg epdmal nuepnoimg) Kot GAAEG
kaBiepouéveg aymyéc. Ot acBeveic nTav Vo aywyn péxpt Kot éva xpovo. Xt perétn CURE, og 823
(6,6%) acBeveig cuyyopnynOnkay aviaywvioté Tmv vrodoyémv yAvkonpoteivng IIb/Ia. Hrapiveg
xopnynmnkav o mepiocoTEPO 0md T0 90% TV 06EVAOVY Kot 0 GYXETIKOG pLOUOG atpoppayicg HETAED
KAOTLOOYPEANG KOl EIKOVIKOD QAPLAKOD OEV EXNPEAGTNKE CIOVTIKA 0Td TN GLYYXOPYNON NIoapivng.

O apBpdc v acBevdv TOV EUEAVIGOV TO TPOTEVOV KATUANKTIKO onpeio [Bdvatog Kapdiayyelokng
atoAoyiag, Epepaypa Tov pookapdiov (EM), 1§ ayyelakd eykepaiid encioddo] nrav 582 (9,3%)
otV opdda g Khomdoypéing kat 719 (11,4%) oty opdda Tov gikovikov eappdakov, e 20%
peimon tov oyeTkov Kivdvtvov (95% CI 10%-28%, p=0,00009) yia trv opdda tng KAOTIS0YPEANS
(17% peiwon tov oxeTKod Kvdvvov otav ot acheveic Tav vd cuvinpnTiky aywyn, 29% otav giyov
vroPAnOet og emépPoor dradepptkng dStovAkng ayyelomAaotiking otepaviaimv (PTCA) pe 1 xopic
tonobétnon evoonpobeonc (stent) kot 10% otav giyav vmoPAndel oe enépPocn 0opTOGTEQAUVINING
nmapakapyng (CABQG)). ITpoAnednkav véa KapdlayyeloKd Tl (TPMTEHOV KOTOANKTIKO ONUEID),
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L€ LELMGELS TOL GYETIKOV KtvdOvov g TaEemg 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) ka1 tov 14% (CI: -31,6, 44,2), Ko1d T S1dpKELD TOV SOCTNUATOV
g nerémng 0-1, 1-3, 3-6, 6-9 ko 9-12 pnveg, avtictorya. VVenms, PETE TOVG 3 UIVES OYOYNS, TO
O0peAog oV mapaTnPOnKe oTNV opada KAomdoypEAns + AXO dev avénbnke Tepattépw evod o
Kivouvog arpoppayiog mapéueve (PA. mapdypago 4.4).

H ypnon g khomdoypéing otnv CURE cvoyetiotnke pe peimon g avéykng yo OpopfoAivtikn
ayoyn (RRR=43,3%, CI: 24,3%, 57,5%) ka1 avactoleic vrodoyéwv yAvkompmteivg I1b/111a
(RRR=18,2%, CI: 6,5%, 28,3%).

O ap1Bpo6g v acBevodv Tov eLEdvicay T0 GOVOETO TPMTEVOV KATOANKTIKO onpeio [Bdvartog
KapOLyYELOKNG attodoyiog, Epepaypa Tov pookopdiov (EM), ayyelokd eyke@aiko ETE1cO010 1
avOekticn wyorpio] frav 1.035 (16,5%) oy opdda g kromdoypéing kon 1.187 (18,8%) otnv
OMAda TOV EIKOVIKOD Qapuakov, pe 14% peiowon tov oyetikod kvdvvov (95% CI 6%-21%, p=0,0005)
Yo TNV opdda TG KAOTOOYPEANG. AVTO TO OPEAOG TPOEKLYE KVPIWS OO TN GTATICTIKAOG OT)LLOVTIKY
peimon g ocuyvoTNTOG ELPAVIONS TOL ELPPAYLATOS TOV pvokapdiov [287 (4,6%) otnv opdda TG
KAomidoypéAng kat 363 (5,8%) otV opdda TOL EIKOVIKOD GAPUAKOL].

Agv mapatnpndnke enidpoon ot cuYVOHTNTO ETOVEIGOYWYNG O VOGOKOLEID Yo aoTad] otnOayym.

Ta amoteléopata Tov EAEONcOV e TANOLGUOVG LE SUPOPETIKA YAUPUKTNPIOTIKA (TT.). 0oTabn
omOayyn M Epepaypa Tov pookapdiov ywpig Kopa Q, xaunid g vynAd enineda KvdHvov, daprng,
avaykn eméuPoong emavayyeioong, nAkio, eOA0, K.AT.) NTOV GOUQ®VO. LE TO ATOTEAEGLLOTO TNG
TPOTAPYIKNG oviAvonc. Zuykekpipéva, o€ pia post-hoc avdivon 2.172 acBevov (17% tov cuvoAlkon
mOvopod acbevov g pelétng CURE), ot onoiot vrofAnOnkav og tomobétnon evdompdbeong
(stent) (Stent-CURE), ta dedopéva £6e1&av 0Tt 1 KAOTOOYPEAT €V CUYKPICEL LLE TO EIKOVIKO (PAPLLOKO,
eméderle onuovTikn peiwon tov oyetkov kivovvov (RRR) katd 26,2% wg tpog to obhvheto mpotedov
KATaANKTIKO onpeio (0Gvatog Kopdloyyelokng attioAoyiog, ELPPOYLO TOV HVOKOPSIon, oyyeEloKo
EYKEPAMKO €MELGO10) KO €mioNg Hio ONUOVTIKY HEIDOT] TOV GYETIKOV KivdHvou kotd 23,9% we mpog
70 oUVOETO deVTEPEHOV KATAANKTIKO oMUelo (0AvoTOg amTd KapSLOyYELOKNG OTIOAOYIOG, ELPPOYLLO TOV
HLoKapdiov, ayyelokd EYKEPAUAKO ETEIGO10 1 avBekTiK 1oyopticr). EmmAéov, to Tpo@il acpdieiog
™G KAOTOOYPEANG GE GLTNV TNV VITOONAS0 AGHEVAY dev ONIOVPYNGE KATOLOV 1010{TEPO
TPOPANUOTIGUO. ZVVETMDC, TO ATOTEAEGHOTO OO OVTO TO VITOGVUVOAO GUUPOVOVV LE TO, GUVOAK(L
amoTELEGHATO TNG SOKIUNG.

Ta opéAn mov mapoatnpOnkay pe TV KAomdoypéin NTav aveédptnro and dAleg Oepaneieg mov
yopNyouvTal 0EEMG 1 ¥POVIDS Yo Kapdtayyelakd voonpata (0mme nropivy/Mrapives KpoD Hoplokon
Bapovg (HMMB), avtaywvictég vrodoytmv g yAvkorpwteivng IIb/I11a, vrolumidapukd
QOPUOKEVTIKE TPOTIOVTA, B-0vOCGTOAELS, KOl avaoTOAELG TOV peTatpentikol eviOILOL NG
ayyeotacivng). H amoteleopaticotnta g KAomdoypéing mapatnpnonke ave&dptnra omd ) 6o
tov AXO (75-325 mg pio popd uepNoing).

e aobeveic pe 0EH pppaypa Tov HLOKaPSIov HE avAcoTacT Tov dlaotiuatoc ST, n acedieio Kot 1
OTOTELEGLOTIKOTNTA., TNG KAOTOOYPEANG Exouv aloroynOel o SO TLYUOTOMUEVES, ELEYXOLEVEG LIE
EIKOVIKO PapLoK0, SIMAG-TVEAES peréteg, Tnv CLARITY kai tv COMMIT.

H doxy CLARITY ovpmepiéhafe 3.491 aoBeveig mov mpooniBov evtog 12 wpdv amd v Evapén
EUPPAYUATOG TOV HVOoKapdiov pe avaomacn Tov dtaotipotog ST Kot TpoypaplaTicTnKE va
Eexwvnoovv Bpopporvtikn Bepaneia. O1 acheveic Erafav Khomdoypéin (06on eoptiong 300 mg,
akolovBoduevn amd 75 mg/muépa, n=1.752) 1 eicovikd papuoxo (n=1.739), kot oT1g 600 TEPUTTOCELS
o€ cuvovaoud pe AXO (g doon eoptiong 150 éwg 325 mg, akolovBolpeva amd 75 €mg

162 mg/muépa), Le £vav VOSOATIKO Tapdyovta Kot, otav ypetalotav, e nrapivn. Ot acBeveic ntov
vt Topakorovdnon yia 30 nuépec. To mpTEHOV KATAANKTIKO ONLELD TAV 1) TOPOLGIN
amoPpayHEVNG e&attiog ELPPAKTOL OTEPAVIAING apTNPiog OTNV ayyeloypapio Tpv amd TV ££050 TOv
acBevn amd To vocokopeio, 1§ Bdvatog 1 vrotpomidlov EREPAyLLO. TOL LLOKAPSIoL TPV TN
otepovioypagio. I'a acBeveig mov dev vmofAndnkav o oTE@AVIOYPAPiaL, TO TPOTEHOV KATAANKTIKO
onpeio NTav o BAavatog 1 10 vrotpomdlov Euepayie Tov pokapdiov Emg v Huépa 8 ) péypt
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e&umpiov and 10 vocsoxopeio. O mAnbuopdc acbevav copmepreddppove 19,7% yovaikeg kon 29,2%
acBeveic > 65 etv. Eva ouvoro 99,7% tav acbevav Elafe tvowdolvtikd (tvmdo-1dikd: 68,7%, un
wwdo-edkd: 31,1%), 89,5% nmapivn, 78,7% B-avactolreic, 54,7% oavactolelg Tov petaTpenTiKon
evlopov g ayyerotacivng ko 63% ototivec.

[Tocoo16 dekamévte toig ekatd (15,0%) TV aobevdv oty opdda e kKhomdoypéing kot 21,7% otnv
OLLAO0 TOV EKOVIKOD POPLAKOV EPTOCE GTO TPMOTELOV KATAANKTIKO GTLEID, OVTITPOCHOTEDOVTUG
amoALTN peloon katd 6,7% kot 36% mbavn peiowon vrép e Khomdoypéng (95% CI: 24, 47%, p <
0,001), xupiwg oyetildpeves pe HEIDOT) TOV OTOPPAKTIKOD OPTNPLOKOL ELPPAKTOV. To 6pelog avTd
ntav otabepd og OAEC TIG TPOKAOOPIGUEVEG VTOOUADEG CLUTEPIAAUPAVOUEVNS TG NAMKING KOl TOV
@OLoV TOV ac0eVT], TNG EVIOTIONG TOL ELPPAKTOV KOl TOV TOOV TOV VMOIOAVTIKOD 1| TNG NTAPIvIG TOV
YPNOYLOTOMONKE.

H doxyuy COMMIT pe napayovtkd oyedacpd 2x2 cvumeptérafe 45.852 acbeveic mov Tpocnibav
evtog 24 opadv amd TV EVapEN CUUTTOUATOV TIHOVOAOYOVUEVOL EUPPAYLATOS TOV LVOKAPSIov e
avaA0YEG NAEKTPOKAPIOYPAPIKEG AALOIDOELS (.. avdoraon ST, katdonaon ST 1 apiotepd oKeAKO
amokAeopo). Ot acBeveic Elafoav Khomdoypéin (75 mg/Mmuépa, n=22.961) 1| EIKOVIKO QAPLOKO
(n=22.891), o& cvvdvacpo pe AZO (162 mg/muépa), yio 28 nuépec N uéxpt e&utmpiov omd o
voookopeio. Ta chvOeTo TPOTELOVTO KOTOANKTIKA onpeio Tav 0 0AvaTtog amd omoladnmote aitiol Kol
N TPAOTN ELPAVIOT EXAVEUPPAENGS, AYYEINKOD EYKEPAAIKOD €mEG0dT0V 1| BaviTov. O TANBVGOG
nepedapPave 27,8% yovaixeg, 58,4% acbeveig > 60 etdv (26% > 70 etadv) kon 54,5% acBeveic mov
EMafov vmSOAVTIKA.

H xhomidoypéin peimoe onpavtikd to oxetiko kivouvo Bavatov and omolodnmote artia katd 7% (p =
0,029) kot 10 oYETIKO KIVOLVO TOL GUVOVACLOV EXAVELUPPUENG, OYYELNKOD EYKEQPOUAIKOV ENTEICOOI0V 1)
Bavdrov xatd 9% (p = 0,002), avtitpocwnedovtag andAvt peimon Katd 0,5% won 0,9%, avtictorya.
To 6¢peroc avtd NTav 6tabepd WS TPOG TNV NAKiaA, TO PUAO Kot TN Yop1ynomn N oyt Opopforvtik®v Kot
TapaTnpnonke evtdg 24 wpdv.

AnoxMpdkwon tev Mapaydviov Avactod)g e P2Y 1, 6to O Etepaviaio Xvvoporo

H petafoon amod Evav ioyvpdtepo avactoréa Tov vtodoyéa P2Y 2 oty kKhomdoypéin o cuvdvooud
He TV aomipivn petd v ofela pdaon atepaviaiov cuvdpdpov, £xel a&lohoyndel og 600
TUYOLOTOMLEVEG LEAETES IOV emLyopnyovvTon amd tov epevvnt (ISS) — otnv TOPIC xon v
TROPICAL ACS - pg ded0péva KAVIKOV OTOTEAECUATOV.

To KAWIKO 0pELOG TOV TPOKDTTEL OO TOVE IO 1GYVPOVS OVOOTOAELG P2Y 12, Tikaypeddpm Kot
TPOCOVYPENT, OTIG PacIKEG LEAETES TOVG, OYETILETOL e GNUAVTIKT HEIMOT TV VIOTPOTLULOVI®V
WOYOKOV emelcodinv (cvurepthappavopévev g o&elog kKot vroeing Opopfmong tov stent, tov
EUPPAYLOTOG TOV HVOKAPSIOV KOl TG ETELYOVGOG EMAVAYYEIDONG). AV KOL TO IGYALLUKO OPEAOG TV
o10fepd K0 'OAN TN SLPKELD TOV TPADTOL £TOVE, TOPATIPHONKE HEYAADTEPT] LEIDOT] GTNV 1OYOUIKT
VIOTPOTT HETA 0O 0D GTEPAVINIO GVVIPOLO KUTA TIG aPYIKEG NUEPES UETE TNV EvapEn TG Ay®YNC.
Avtifeta, o1 post-hoc avorlOGELS KATESEIENY GTATIOTIKG GNUAVTIKEG VENOELS GTOV KivOuVo
apoppayiog pe Toug 1oxLPITEPOLS avacToAelg P2Y 12, 01 omolot epgavilovton kupimg KaTd T dbpreta
g PACNC GLVTHPNONG, LETA TOV TPMTO UAVA amtd To 0D otepaviaio ovvdpopo. H TOPIC ko
TROPICAL ACS oyedidotnioy yio vo. LEAETHCOVV TNV AUBALVOT) TOV OULOPPAYIKOV GUUPOUATOV
SATNPAOVTAG TUPAAANAL TNV OTOTELEGLATIKOTITCL.

TOPIC (Xpovog Avaororic twv Aiuometodiov uetd oxd ol Zrepaviaio covipouo)

AVTI N TVYOLOTONUEVT, AVOIKTY doKiu TTeplelapPave acbeveig pe o&d otepaviaio Guvopopo ot
omoiot &ypnlav dradeppkng otepaviaiog mtapéppaong (PCI). AcBeveic mov Adpupavav acmipivn Kot
gvav 1oxvpoTEPO avacstoréa P2Y 12 kot yopic avemBounto couPapio, o€ Eva uivo Petéfnoay o
ot0fepn 060N AomPivig Kot KAOTIS0YPEANG (AMOKAIUAK®OOT) G€ SITAN avTIopoTETaMOaKY Oepaneio
(DAPT)) 1 cuvéyioav T GopUOKELTIKT TOVG aymyn (apetdfint DAPT).

YuvoAikd, 645 and toug 646 acBeveig pe STEMI 1§ NSTEMI 1 actafdn otBdyyn avaiodnikov
(amoxhpdkmon DAPT (n=322), apetapintn DAPT (n=323)). H naparxorovdnon oe Eva ypdvo
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apaypoatoromOnke yio 316 acbeveic (98,1%) otnv opdda amoxhpdkwong DAPT kot yio 318 acBeveic
(98,5%) otnv opada apetapintng DAPT. H didueon mapakorlodbnomn kat yio. Tig V0o opdoeg T
359 nuépeg. Ta yopaKTNPIOTIKG TG LEAETMUEVNG KOOPTNG NTAV TAPOHOLL GTIG OVO0 OUAOES.

To kOp1o amoTEAEG L, O GVVIVLOCUOS KAPSLOYYELKOD BOVATOV, 0yYELOKOD EYKEPAUAIKOD ENEICOSI0V,
emetyovoag emavayysioong ko apoppayiog >2 katd BARC (Bleeding Academic Research
Consortium) otov 1 ypovo petd omd o0& otepoviaio cuvopopo, Erafe ympa og 43 aobeveig (13,4%)
™G opadag anokAmpdakmong DAPT kot oe 85 aoBevelg (26,3%) g opddag apetapinmeg DAPT (p
<0,01). Avti 1 OTATIOTIKA CNUOVTIKT SLPOPE OQEIAOTAV KVPIMG € AlYOTEP TEPLOTOTIKA
alpoppayiog, ywpig dtapopd oto 1oyopukd Katainktikd onueio (p=0,36), eved ooppoyio >2 kotd
BARC mapatnpnfnke Arydtepo ovyvd oty opdda amokipdkoong DAPT (4,0%) évavtt 14,9% oy
opdda apetafAnte DAPT (p <0,01). Ta copfdpata ayproppayiog mov opictnkoy 6Ad og katd BARC
eppaviotnkav o€ 30 acBeveig (9,3%) otv opddo amokipdkmong DAPT kot og 76 acBeveis (23,5%)
oV opdda apetapAintmg DAPT (p <0,01).

TROPICAL-ACS (doxiuacio Axavinong oty Avoaatorn twv Ayometolioov oty Xpovia
Avtioaapornetatioxy Ocpomeio yra Oléo Lrepaviaio Zovopoua,)

AVt 1 TUYOLOTTONPEVT), ovoryTh LeAéTn epleAdpPave 2.610 acBeveig pe Betikd Prodeiktn yio 0&0
OTEQOVIAIO CHVOPOLO HETA amd emtTLYN O1adepKT otepaviaia Tapéupact. Ot acbeveig
TuyalonomOnkoy va Aapovv gite mpacovypéin 51 10 mg/d (Huépeg 0-14) (n=1.306), | Tpacovypéin
51 10 mg/d (Huépeg 0-7) ko otn cuvéyeta anokipokabnkay oe khomdoypéin 75 mg/d (Huépeg 8-
14) (n=1.304), o& cvvdvacouo pe ASA (<100 mgMmuépa). Tnv Huépa 14, die&nydn doxun
oponetaAlokng Aettovpyiog (PFT). Ot acBeveic mov Ehafav Tpacovypédn HOVO GLVEXIGAV LIE
TpoocovypéAn yuo 11,5 unqvec.

Ot acBeveig mov giyov voPAndet oe amokAdkwon vroPAROnKay ce EAeyyo VYNANG
avtwpaoctikotrag oponetariov (HPR). Eqv n tyu HPR >46 povédec, ot acBeveic petéBovav micw
oV mtpacovypéin SN 10 mg/d ywa 11,5 pnveg, edv n iu HPR <46 povédeg, o1 acBeveig cuvénlov
™ Mym KhomdoypéAng 75 mg/d ywa 11,5 piveg. ¢ ek TovTov, 1 KaO0dYOOLEVT] OpLAdQ
ATOKAMUAK®ONS, glxe acbeveic eite og mpacovypéAn (40%) eite o Khomdoypéin (60%). Orot o
acBeveic cuvéyioav pe aompivr kou Tapakorovdndnkay yio Eva ypovo.

To mpwtevov KoToANKTIKO onpeio (1 cuvovacuévn cuyvotnTa epPdvions kKapdiayysiakob Bovdrtov,
EUPPAYUOTOG TOV HVOKAPSION, 0YYELOKOD EYKEPUAIKOD ENEIC0010V Ko aipoppayiog fabuov >2 kotd
BARC otovug 12 pnvec) emetevydn dekvdovtag pun katwtepdta. Evevivta névte acbeveic (7%) oy
KaBodnyovduevn opddo. amokipudkmong kot 118 acbeveic (9%) otnv oudda eréyyov (p non-
inferiority=0,0004) eiyov éva cOpuPapo. H kaBodnyodpevn amokipdkmon dev 0d1yNnce o€ avénuévo
GULVOLAGUEVO KIVOUVO ELOAVIONG IOYALIKOV GUUPaRATOV (2,5% oty opdda amoKMUAK®OOTG EVOVTL
3,2% oV opdda eléyyov, p non-inferiority=0,0115), odte oto Paoikcd devtepedov TEAKO onueio NG
awpoppayiog katd BARC >2 ((5%) oty opdda anokipdxmong évavit 6% oty opdda erEyyov
(p=0,23)). H abpoiotikn exintwon 6Amv TV auoppoyik®v encicodiov (kotnyopio katd BARC 1 éng
5) frav 9% (114 cvpPapata) oty kabodnyovpevn opdda amokipdkmons évovtt 11% (137
ouppdpata) otnv opdda eréyyov (p=0,14).

Kolmixn popuopoyn

O1 peréteg ACTIVE-W kar ACTIVE-A, Egympiotéc dokipég Tov mpoypappoatog ACTIVE,
ocvpuneptérafav acbeveig pe Kodmkn poppopvyn (KM), o omoiot iyov TovAdyioTov évay Topdyovto
KvoLVou Yo ayyewokd cvppdpata. Baoet tov kpumpiov eloaymync, ot ywatpol evétaov acbeveig
omv ACTIVE-W &dv fitav vroyneiot yuo Oepaneio pe avraymviotés g Prrapiving K (ABK) (60mmg n
Bappapivn). H perétn ACTIVE-A nepieddppave acBeveig mov dev pmopovcav va Adfovv Oepameia pe
ABK ene1om dev pmopodvoav 1 dev emtBopodoay va Aafouvv v aymyn.

H perémn ACTIVE-W kotédeiée 0Tl avTImNKTIKY oyoyn pe avtoyoviotés g Prrapivng K ftav mo
OTOTEAEGLOTIKY 0Td TNV KAOTLO0YPEAN Ko To AXO.

H perétn ACTIVE-A (N=7.554) fjtav o TOAVKEVTPIKT, TOYXOIOTOMUEVT, SITAG-TOQOAN, EAEYYOLEVT
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LLE EIKOVIKO QAPLOKO LEAETN 1| oTola. GLVEKPIVE TNV KAOTdoYpEAN 75 mg/muépa + AXO (N=3.772) pe
gwoviko eapuako + AX0 (N=3.782). H cuviotduevn 66om yio o AXO ftav 75 g 100 mg/muépa.
O1 acBeveig frav vtd aywyn Emg kai S xpovio.

O1 acbeveig mov Toyoomombnkav oto mpdypappe ACTIVE ftov exeivol mov tposnAbov pe
amodederypévn KM, onA. eite pe poviun KM 1 pe touddyiotov 2 enetcodia dtoreintovoag KM tovg
TELELTAIOVG 6 UNVES, KOt glyav TOLAGYIGTOV £vav amd Tovg akdlovBovg mapdyovtes Kivdvvov: nAlkio
> 75 etdv, N nAkia 55 €0¢ 74 e1dv Kot gite GakyopOON ST TOL ATALTOVGE PAPUOKEVTIKY|
aymyn, €ite amodedetylévo Tponyovpevo uepaypa pookapdiov (EM) i amodedetypévn otepaviaio
vHG0, NTAV GE AY®YN Y10 GUGTNLOTIKT VITEPTAGT], ELYOV TPOTNYOVLEVO AYYEINKO EYKEQPOUAKS ETEIGOD0,
Tapodkod wyapuko enciodoo (IIE), 1 cvotuotikd epporiopd exktog KNZ, dvoiettovpyio g
aplotepds Kokiag e kKhdopa eEdbnong g aptotepng kotkiog <45%, 1 amodedetylévn TEPLPEPIKN
ayyelokn voco. H péon Babporoyio xatd CHADS: fitav 2,0 (gvpog 0-6).

To kopla KPLTHPLoL OTOKAEIGUOV 0GOEVOV TOL KATAYPAPTKOV NTAV TEXTIKO EAKOG EVIOG TMOV
tehevtaiov 6 UNvov, Tponyovuevn evooeykepaMk apoppayia, cofapn Opopporevia (aptOpog
apometariov < 50 x 10%/1), amaitnon yia KAomdoypéin 1 amd Tov 6TépoToC avTimkTikd (AZAIT), 1
dvcavetio o€ 0modNTOTE Ao TIG VO OVGIEG.

EBdopnvra tpia to1g ekatd (73%) tov acBevdv mov gvtdybnkov ot pehétn ACTIVE-A dev
pmopovoe vo Adfet ABK Adyw watpikng agloldynong, advvapiog Cuppudpeong yo tmy
napaxorovdnon g INR (31e6vrg oparomomuévn oyéon), Tpodidbeong yio TTdCM 1 TPAVUATIOUO TNG
KEPOAANG, 1 CLYKEKPLEVOL KivdOvou arpoppayioc. o to 26% twv acBevdv, n 1Tpikn ondeoon
Boaoiotnke ot un embopio tov acbevn va AdPfet ABK.

O mAnBvonds acBevav cvumeprélafe yovaikeg kotd 1o 41,8%. H péon niwia nrav 71 €, 1o 41,6%
TV acBevav ftav > 75 gtdv. 'Eva ouvoro 23,0% tov acBevav éhafe avtioppouduid, 52,1%
prto-amoxieiotés, 54,6% avaotorelg tov MEA kot 25,4% ototives.

O ap1Buo6g v acBevmv, ol 0moiol £QTacV 6TO TPMTEVOV KATAANKTIKO onpeio (ypovog péypt Tnv
TPATN EPOAVION QYYEWKOD EYKEPAAMKOV €MEG0d10V, EM, cuotnatikod gpfoiopot extog KNX 7
ayyelokol Bavatov) Nrav 832 (22,1%) otnv opdda mov rafe khomdoypéin + AXO kot 924 (24,4%)
TNV OpAda TOV EKOVIKOD Qappakov + AX0 (peimon Tov oyeticov kvdvvov 11,1%, 95% CI12,4%
¢mg 19,1%, p=0,013), kuping AOy® piog LeydAng LeElmoNg TNG CLXVOTITAS ELPAVIONG TV Ay YELKOY
EYKEPUAIKDV ENEICOIMV. AYyeloKd eyKePaMKd enelc0dia cuvéPncav oe 296 (7,8%) aobeveic mov
Eafav khomdoypéin + AXO kot og 408 (10,8%) acbeveic mov ELaPav sikoviko edpuaxo + AXO
(neiwon Tov oyeTIKOV Kvdvuvov, 28,4%,-95% CI, 16,8% émg 38,3%, p=0,00001).

Toudrarpixog winBoouog

e o peATn KMpaKkovpevng docoroyiag 86 veoyvav 1 Bpedv niikiog £og 24 unvav og Kivouvo
Opoppwong (PICOLO), n khomdoypérn a&roroyndnke oe dradoyikég d6cerg twv 0,01, 0,1 ko

0,2 mg/kg oe veoyva xon Bpéen kat 0,15 mg/kg puovo oe veoyva. H d6om tov 0,2 mg/kg métuye ™
péom mocootaio avaoTtoAn TG TdEns Tov 49,3% (5 uM ADP-eraydpevn cucodpevon
OoTETOAI®V), 1) OTtola NTOV cLYKpiouN e eKelvn TV evnAikov mov Aapfdvouy KAomdoypén
75 mg/muépa.

g o TUYOoTOmUEVT, SITAA-TVPAY, TapdAAnAwy opddwy pekétn (CLARINET), 906 mtoudiorpucol
acBeveic (veoyva kot Bpéen) [Le KVAVMTIKY GLYYEVY KAPILOKT VOGO TOL aVTILETOTIETON
TOPTYOPNTIKG LE OPTNPLOKT] TOPAKOUYT OO T1 GUGTNLOTIKNY TPOG TV TVELLOVIKT KUKAOQOpia,
Tuyatonomdnkay yio va Adpovv khomdoypéin 0,2 mg/kg (n=467) 1 eucovikd dppaxo (n=439) poli
pe Totoypovn Bepameio péypt o ypdvo Tov yepovpyEiov o devTePN Pdot. O pécog xpovog petac&n
NG TOPNYOPNTIKNG AVILETOMIONG LE TAPAKOUYN KL TNG TPMTNG YOPNYNONG TOV PUPULOKEVTIKOD
poidvtog ¢ perétng Nrav 20 nuépes. Katd mpocéyyion 88% twv acbevav Elafoav tavtdypova AXO
(evpog 1 ém¢ 23 mg/kgMmuépa). Aev vanpée onuavtikn dapopd LETOED TOV OUAS®OV GTO TPMOTEVOV
ovvOeTO KOTOANKTIKO onpeio Tov Bavdtov, Opoupwong e mapdiapyng N TopEppacns oxeTiloONeVNg
pe v Kapdld mpv amd v nikio tov 120 nuepodv petd and enelcddio mov BewprOnke Opopupwtikng
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@Vong [89 (19,1%) Yo trv opdda KAomdoypéAng kat 90 (20,5%) yio Trv opdda e1kovikov eapLdicov]
(BA. mapdypago 4.2). H oupopporyic RTov 1 TO cLYVE avapepOUEVT avemBOUNT EVEPYEL KOl OTIC
00 opadeg KAOTOOYPEAING Kot EIKOVIKOD QapLdkov: motdco, dev vnpée Kopio oNUavVTIKY dtapopd
0TO0 TOGOOTO ALOPPOYInG LETAED TV OUAS®V. XTN LoKpoXPOVIOL TOPAKOAOLONGN TG AGPAAELOS
QVTNG TNG MEAETNG, 26 acBeVElS e TNV TOPAKOYT) KOO DELOTAUEVT 6 NAKio EvOg ETovg EAafav
KAomdoypéAN £wc v ki Tov 18 unvov. Kapio véa avnovyia yio v acpdieio dev
TopaTNPNONKE KOTA TN SIEPKELD AVTNG TNE LOKPOYPOVING TOPOKOAODONGNC.

Ot dokipéc CLARINET kot PICOLO bevepynOnkav 4pnolomoudvtag £ve cLGTAOEY dtdAvLo
KAOTIOOYPEANG. Ze P oYETIKN LEAETT PlodtafectdTnTOC G€ EVAMKES, TO GVOTABEY SLdAvLLOL
KAOTdOYPEANG £d€1EE TapOLOL EKTOOT) KO EAAYIOTO VYNAOTEPO TOGOGTO ATOPPOPTOG TOV KVPLOV
KUKAOPOPOVUVTOG (0veEVEPYOD) LETAPOAITI GLYKPITIKG LE TO EYKEKPLUEVO O10KIO.

5.2 ®@oppokokivnTikES 1010TNTEG

Amopponon

Meté and e@dmat kot emovalapfoavopeves nuepnote d06eIC 75 mg amd 6TOUATOS, 1] KAOTOOYPEAN
amoppo@atat ToEmG. To péco vyYMAOTEPO eMimedo TG APETAPANTNG KAOTIDOYPEANG 6TO TAAGHLO (KAT
npocEyyion 2,2-2,5 ng/ml petd and epdmos 66om 75 mg amd oTtOUATOS) ELPAVIcTNKE TEPiTOL 45
Aemtd petd ) yoprynon g o6ons. H anoppdenon sivar tovrdyiotov 50% pe Baorn ) pétpnon
amofoAng TV peTafoTdOV TG KAOTOOYPEANG OTO OVPOL.

Karavoun

H xAomidoypédn Kot 0 KOp1og KuKAOQop®V (avevepyds) HETAPOAITNG TNG, SECUEVOVTOL AVACTPEWYLLLNL
pe mpmteiveg Tov avBpdmvov TAdopatog (98% kot 94% avtictoya) in vitro. H déopevon in vitro dev
QTAVEL LEYPL KOPESLOD Yia £Vl VPV PAGLO GLYKEVIPAOGTC.

Bioueraoynuartiouos

H xhomdoypén petaforileron exkteTopéva oto Nrap. In vitro Kol in vivo, | KAOTOOYPEN
petoforiletat pEc® dV0 KOPLV PETAPOAKMY 00MV: Hio Katd TNV omoia pe T HeGoAdPnon
EGTEPUCAOV VOPOAVETOL GTO AVEVEPYO TaPEywyo ToL KapPoLuAkol 0&€og (85% TtV KLKAOQOPOLVT®OV
petafoMtdv) kot pio pe ™ pecoAdpnon morlamiomv Kutoxpmudtov P450. H khomidoypéin
petaforilerar apykd otov evoldueco petapoiritn 2-oxo-clopidogrel. Emaxoiovbog petafolMopog tov
evoldpecov petafolritn 2-oxo-clopidogrel éyel G amoTéAEGHLO TO GYNUOATIGUO TOV SPUCTIKOV
petaPoAitn, éva mapdymyo Be10Ang ¢ Khomdoypéing. O dpactikdg petoforitng oynuatileton
Kupiog amd 1o CYP2C19 pe ™ ovpPoin amd diaeopa dAro évivpo CYP, nepilapfovopévov tov
CYP1A2, CYP2B6 xor CYP3A4. O dpactikdg petafolritng 0e10An, o onolog amopovednke in vitro,
GUVOEETAL YPTYOPO KOL 1T AVOGTPEYILLO LLE VTOOOYELS AUOTETAAI®Y, AVOTTELAAOVTOC £TGL TN
GLGGMPEVCT| TOV OLOTETAAIWDV.

H Crax T0V dpootikoy petofolritn givar Sumhdoto petd and pia pdmas d6om eoptions tov 300 mg
Omwg elvan PeTd amd Técoepic NUEPES e 06om cuvinpnong Tov 75 mg. H Cha mapotnpeiton Kotd
npocéyyion 30 g 60 Aemtd petd ™ yoprynomn g 666nG.

Amofoin

Ttov avOpmmo peTd amd pio amd Tov oTépaTog doon Khomdoypéing ceonuacuévng pe *C, to 50%
nepinov amoPfarieTon e Ta 0vpa Kot 0 46% mepimov pe o KOmpava o dStdotnua 120 opdv petd ond
™ My g 066onc. Metd amd epdmal doon 75 mg amd Tov 6TOUATOS, 1 KAOTOOYPEAN EXEL YPOVO
nuioglog {ong mepinov 6 dpeg. O ypdvog nuicetog {wng amofoAng Tov KVPLov KUKAOPOPOHVTOG
(avevepyov) petafolitn oy 8 dpeg, Letd amd TV €@amas Kot ELavalapPovorevn xopnynon.

Dopporxoyevetikh

To CYP2C19 gumiéketal 610 GYNUATIONO TOGO TOV dpACTIKOD LETAPOAITN OGO KAl TOV EVOLAUEGOV
petafoiitn 2-oxo-clopidogrel. H appokokivnTikn Kot 1 0VTIOHOTETAALNKT SPAoT] TOV dPACTIKOD
petaforitn g KAOmOOYPEANGS, OTOC LETPNONKOV LE ex VIvo PUETPNGELS TG CUGCMOPEVLONG
alpomeTaMmV, dStpépovv avaroya pe to yovotumo tov CYP2C19.
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To aAnAdpoppo CYP2C19*1 avtictotyel og TANPp®G AELTOVPYIKO HETOPOAMGUO EVH TOL AAANAOLOPOQ
CYP2C19*2 kau CYP2C19*3 givan un Aertovpykd. Ta ariniopopeo CYP2C19*2 kar CYP2C19*3
gvfivovtan yio v TAEoYN@lo TOV GAANAOLOPpQOV e petmpévn Aettovpyia otovg Kavkdotoug (85%)
Kot 6Tovg Actdteg (99%) pe petopévn petaforkn Agttovpyio. AAha aAANAOpOpPa oV oyeTilovTat
pe amovTo 1 LELOUEVO HETOBOMOUO Elval AydTepo cuyva Kot tepthappdvouy to CYP2C19%4, *5, *6,
*7 xon *8. "Evag acBevic pe petopévn petafoiikn Aettovpyio Oa S100étel 500 aAAnAdpopea Le
EMdewyn Aertovpyiog Ommg opiletan mTapamdve. ANpoctevpuéveg cuyvotteg yovotimmy tov CYP2C19
pe pewopévn petaforkn Aettovpyia eivan kotd mpocéyyion 2% ya tovg Kavkdoiovg, 4% yio toug
Eyyxpopovg kot 14% yia toug Kwvélove. Ymapyovv dtabéoiieg dokipacies yio 1oV Tpocdtoptoid Tov
yovotimov Tov CYP2C19 evog acOevn.

Mua dtastavpoduevn perétn o 40 vy dropa, omd 10 o kdbe pio amd TIg TEGGEPIC KATYOPIES
petapoikng wovotnrag tov CYP2C19 (modd vynAn, EKTETOUEVT], EVOIAUEST] KOL LELOUEVT),
aE10AOYNOE TN POPLAKOKIVIITIKT KO TNV OVTATOKPLoN TMV oneTaAwv ypnoporoidvtog 300 mg
KAOTS0YpEATG MOV akoAoVONONKay arnd 75 mg/muépa kot 600 mg wov akolovONONKay omd

150 mg/mpépa, o kabe oynpa yio S nuépec cuvolikd (otabepomompévn Katdotoon). Agv
TOPATNPNONKAV OTUOVTIKEG d10pOopEC 6TV EkBE0T| 6TO OPOoTIKO UETABOAITN KOl 6T LECT AVOGTOAN
MG oVocMPELONG TV oporetaAiov (IPA) peta&d exeivov e moAD VYNAN, EKTETANEVT KL EVOLAUEST
petafoikn wavotna.

210, ATOMA UE HEIWUEVT LETABOAIKT tKOVOTNTA, 1) €KOECT 0TO OpaCTIKO PETAPOAITN HEIDOONKE KOTA
63-71% GUYKPITIKA pe eKEtval Le ERTETAUEVT] HETAPOAKN tKOvOTNTA. METE TO SOGOAOYIKO GYN LA
300 mg/75 mg, Ol OVTIOUOTETAALNKES AVTATOKPIGELG LEDONKAY GTO ATOLO e LEIWUEVT] LETABOAIKT
wovotnta pe péon IPA (5 uM ADP) 24% (24 dpeg) ko 37% (Hpépa 5) dnmg cuykpifnke pe v IPA
39% (24 mpeg) kan 58% (Huépa 5) ota dtopa pe ekteTapévn peTafolkn| tkavotnta kot 37%

(24 dpec) kar 60% (Huépa 5) ota dtopa pe evdtdpeon petaforkn wavotnta. Otav to dtopo pe
petmpévn petaPoltkn kovotnta Edapav to docoroyikd oynpa tov 600 mg/150 mg, ) £ékBeon oto
dpooTikd petaforitn Nrav peyodldtepn and 0Tt pe 10 S060A0YIKO oynue v 300 mg/75 mg.
EmmpdcBeta, n IPA ftav 32% (24 dpeg) ko 61% (Huépa 5), mov ftav peyaidtepeg omd 6Tl ota
dropa pe petopévn petafoiikn wavotnra mov Erafav 1o docoroykd oo 300 mg/75 mg Kot
TaPOLOLES PE TIG AAAEG opddeg petaforkng Aettovpyiog Tov CYP2C19 ov éhafav 10 S0G0A0YIKO
oynua tov 300 mg/75 mg. ‘Eva katdAinio 6060A0y1KO oy yio avtd Tov TANOVGHO acOevdY dev
éxer kobiepwBel og KAvikég dokipléc.

ZOUQ®VO LE TO TOPOTAVE OTOTEAEGLATO, OE L0l LETA-OVAAVOT TOV TEPEAdPave 6 peréTeg pe

335 droua mov Elafoav aymyn e KAOTSoYpEAT 6 GTAOEPOTOMUEVT KATAOTOOT), KatadeiyOnke 6t
ékBeon oto dpaoctikd petaforitn peiddnke katd 28% yio o dtopa pe evotdpeon petaforkn
Aertovpyia Ko 72% yio oL dTopol pe HELOUEVT] HETOPOAIKT] AEITOVPYI EVD 1 AVOGTOAN TNG
ovoompevong aipometariov (5 uM ADP) peiddnke pe dtapopés oty IPA g tdems Tov 5,9% Kot
21,4%, avtiototya, 6tav cuykpinke Le Ta GTONA LE EKTETAUEVT] LETAPOAKT AgtTOVPYIaL.

H emppon tov yovotimov tov CYP2C19 o1ig khvikég ekPdoeic oe aobeveic mov Ehafav aywoyn pHe
KLomd0YypéAT OV Exel aEloAoyNBel € TPOOTTIKES, TUYAOTOINIEVES, EAEYYXOMEVES dokés. Eyet
Vrapéet Evog aplOpog avadpopKdY avoAdcE®mV, ®GTOCO, Yio TNV a&loAOYNCT VTG TNG EMIOPAOTC O
acBeveic mov Exovv AAPetl aymyn pe KAOTOYPEAT] KOl Y10 TOVG OTTOI0VG VITAPYOVV YOVOTUTIKA
aroteréopota: CURE (n=2721), CHARISMA (n=2428), CLARITY-TIMI 28 (n=227),
TRITON-TIMI 38 (n=1477) xor ACTIVE-A (n=601), 6nwg Kot évog optOpog dSNUOGIELUEVOVY LEAETMV
KOOpTNG.

Ytnv TRITON-TIMI 38 ka1 o€ 3 and 11g peréteg kodpng (Collet, Sibbing, Giusti), 1 cuvdvacpévn
opado acbevav ue gite evdldpeo, gite pel@UEVN LETABOAIKT tKOVOTNTA ElYE VYNAOTEPT GLYVOTITO
KapdyYEK®V GUUPARATOV (BGVATOG, EUEPYLLO TOV HVOKAPSTIOV KoL 0yYELOKO EYKEPAALKO
eMeGO010) N OpouPwong g evdonpodBeong (stent) CLYKPITIKA [LE TOL ATOLL [LE EKTETAUEVT] LETAPOMKN
KovoTnTa.

2mv CHARISMA kot og po pedémn kodptng (Simon), av&nuévn cuyvotmra coppapdtov

TapaTNPRONKe LOVO GTO ATOpO e PELOUEV LETAPOMKT IKAVOTNTO OTAV GUYKPIONKAVY LLE TAL ATOUA LUE
EKTETAUEVT LETAPOAIKN TKOVOTYTAL.
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2t CURE, ot CLARITY, otv ACTIVE-A kot og pia ond tig peréteg kooptng (Trenk), dev
napatnpnOnkKe avénuévn cuyvornta copPapdtoy paoet g LetafoiKng IKOVOTNTOGC.

Kopio amd avtég Tic avaidoelg dev nTav exopkovg Heyéfovg yio va evtomioet dapopég otny Ekfaon
TOV ATOHOV PE LEWOUEVT LETABOAIKY LKAVOTNTA.

Edwoi mAinbvouoi

H @appaxokivntikny Tov dpactikol petaforitn g KAomdoypeéAng dev gival yvmotn o€ 0uTovE TOVG
€101K00¢ TANOLCUOVG.

Neoppixy dvalerrovpyio

Metd and emavarapPovopeveg 06c6€1c 75 mg KLOmO0ypEANG TNV NUEPA. GE ATOUA e coBapn VEQPIKN
vooo (kdBapomn kpeatvivng and 5 péypt 15 ml/min), | avacToAN TG CLGCHPELONC TOV ULLOTETAAMMV
mov wpokoieitar and v ADP ftav yauniotepn (25%) and avt mwov moapoatnpridnke o vym dropa,
®oTOGO, 1 TAPATAGT] TOL YPOVOL PONG NTOV TAPOLOLN LE EKEIVI] TTOV KATOYPAPNKE GE VY1 ATOLLO TTOV
ehappavav 75 mg khomdoypéing v nuépa. Emmpochétwc, n khivikn avoyn oy Kok o€ dhovg
TOVG aoBeveic.

Hranikn dvalerrovpyio

Metd omd emavoropufoavoueveg 60celg 75 mg KAomdoypEAng v nuépa yia 10 nuépeg oe acbeveic pe
cofapn Nratiki SVGAEITOLPYID, 1| AVAGTOAN THG CLOCOPELONG AOTETOAM®Y dtapésov g ADP ftav
napopola Le EKEv TOL TapatnpHOnKe o€ vy dtopa. H péon mapdracn tov xpodvov pong ftav
emiong mopopod otig 000 opddec.

Doin

O gmimoAacpog TV aAlniopopewv tov CYP2C19 nov oyetiCovtal e EVOLAESO 1| TEPLOPICUEVO
petafoAlopod dtapépet avaroya pe ™ euAY/eBvikdtnrta (PA. Pappaxoyevetikn). And ) BipAoypaoeia,
VILAPYOLV TTEPLOPIGHEVA dedopEVA dtabéaipa o Aclatikovg TANBLGHOVG Yo va a&loloynBel 1 KAvikn
enintwon yovotummv Tov CYP yia v eppdvion copfopdrov og kKAvikn £kfaon.

5.3 IIpoxhvikd dedopéva yio TNV A6QPAAEL

Kotd ) d1dpketo Tov un KAVIKOV LEAETMV GE 0pOoLPAIOVG KOl GE LITOUTOVIVOVG, Ol TTO GLYVA
TOPATNPOVUEVEG EMOPAGELG NTAV NTOTIKEG OAAOIDGELS. AVTEG TapaTNPNONKAY g dOGEIG TOL
OVTIITPOSMTELOLY TOVANYIOTOV 25 Popég TNV €kBeomn mov mapatnpnOnke o€ avOpMTOLG TOL
erdppavay KAvikég 060¢€lg Tov 75 mg/Mmuépa kot Tav emakoAovdo Hiag eTidpaomng 6To NTUTIKE
petaPorkd éviopa. Kapia enidpaon ota nroatikd petaforucd Eviopa dev mapatnpnonke o
avBpmmovg Tov eAdpavay KAOTIO0YPEAN OTIC BEPUTEVLTIKEG DOGELG.

e ToAD VYNAEC SOGELS, AvapEPONKE EMIONG TEPLOPICUEVT YOOTPIKNY avoyr| (YaoTpitida, Stafpmdoelg
GTOWAYOV KOUN EUETOC) TNG KAOTIOOYPEANG GTOVE OPOVPAIOVE KOl TOVE UTOUTOVIVOLC.

Aev vmnpée kapio EvOeEn KapKivoydvov dpdong 0tav 1 KAOTLO0YPEAN xopnynonke yo. 78 fdouddec
oe movTkovg Kot yio 104 efdopddeg oe apovpaiovs, og docelg péypt kar 77 mg/kg v nuépa (n omoia
AVTITPOGMTEVEL TOVAAYIGTOV 25 popéc TNV ékBecm Tov Tapatnpeital og avOpOTOLE TOL AopBAvoLY
v KAvikn 8601 tov 75 mg/muépa).

H xhomidoypéin éxetl SokpooBel o pio oelpd in vitro Kot in vivo PEAETOV YOVOTOEIKOTNTOG KOl OEV
£0e1&e yovoto&ikn dpdon).

H chomidoypédn dev Ppébnke va, £xel EMIOPACT GTN YOVILOTITO TOV OPCEVIKOV KOl TOV ONAVKOV
apoVPaimV Kot OV NTOV TEPATOYOVOG OVTE GTOVS OPOVPAIoVg 0VTE Gt KovvEALa. Otav yopnynonke oe
Onralovteg apovpaiovg, N KAOTISOYPEAN TPOKAAEGE ELOPPE KaBVOTEPNOT TNV AvAnTLEN TOV
omoyovov. E1dikég popprakokivnTikEG LEAETEG TTOV £YVAV UE POOIOGECT|LOGLEVT] KAOTIOOYPEAN
£oe1&av OTL 1| UNTPIKY ovcia N ot petafoAriteg g amekkpivovtal 6To yaio. Emopévag, o dupeon
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emidpaon (Mmia ToEOTNTA), 1| Lol ERPESN EMIOpaOT (HEIDOT TNG YELOTIKNG IKOVOTNTAG) dEV pmopel
VoL anoKAEIGHEL.

6. DAPMAKEYTIKEYX IAHPO®OPIEX
6.1 Koatarloyog ekdooymv

Tvpnvog diokion:

Aoktoln

Kvtropivn pikpokpuotaiiikn
[Ipolehativomompévo apvio apapocitov
[ToAvaBvievoyivioin 6000

Kwéhoto vdpoyovopévo

Emixéioyn:

Ynpopehdoln (E464)

Titaviov 610&eidio (E171)

210 pov 0&gido epubpd (E172)
TéaAxmc

[Ipomvievoylvkoin

6.2 AovpPototnteg
Agv gpappoletat.
6.3 Awdpxero {og

Kowédn (OPA/AI/PVC-Al)
3 xpbvia.

D16An HDPE

3 xpovia.

Metd to TPp®TO GvoryLo TG PLAANG, TO PAPUAKEVTIKO TPOIOV Tpémet va, ypnoloroindei evtdg 2
HVov.

6.4 Iowitepeg mpopuraters katd T @OLAEN TOV TPOIdVTOC

Koyéln (OPA/Al/PVC-AD)

DVALGGETE GTNV 0PYIKT GUGKELAGIO Y10l VO TPOCTATEVETOL OO TV VYPUCIO KO TO QWG

@16/ HDPE

ITpwv 10 dvorypo:
To poppokevTiKd avtd TPoidv dev amartel Wdiaitepeg cuvONKes Beppokpaciog Yo TV EVAAEN TOV.
DuALGGETE OTNV 0PYIKT GUOKELAGIO Y10l VO TPOGTATEVETOL OO TV VYPACIOL.

Metd t0 dvorypa:

Mn pvAdocete og Beppokpacio peyorvtepn towv 25°C.

Awonpeite ™ Q1A KOAG KAEIGUEVT Y10 VO TPOCTATEVETAL OTO TNV VYPUGIL.

6.5 @von KO CVOTATIKA TOV TEPLEKTY

Koyérec amdo OPA/AI/PVC-AI mov epiéyovv 7, 14, 28, 30, 50, 56, 60, 84, 90 kot 100 emkaivppéva

pe Aemtd vpEVIO dlokio 6g KOuTi.
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D16 HDPE (6ykog: 15 ml), tdpa and moivrporviévio (PP) pe éva apuypavtikd péco: 30
EMKOAVUUEVOL pE AETTTO VEEVIO oKl 6€ KOVTI.

®16An HDPE (6ykog: 150 ml), mdpa and molvmponvrévio (PP) pe éva apuypovtikd péco: 500
eMKAAVULEVA pE AemTO VEVIO Stokin o€ KOVTi.

Mmropei va punv KokAo@opovv OAEG 01 CUGKEVAGIEG.
6.6 Iowitepec TpoPLAAEELS amTOPPLYNG

Kopio 181kn vroypémon yio amdppiym.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Laboratoires BIOGARAN

15, boulevard Charles de Gaulle
92707 Colombes Cedex

TadAio

8. APIOMOX(OI) AAETAX KYKAO®POPIAX

oty kowérn

7 emuaivppéva pe Aemto vpévio dwokio: EU/1/09/558/001
14 emaioppéva pe Aemto vpuévio diokia: EU/1/09/558/002
28 gmkoAvppéva pe Aemtd vuévio otoxia: EU/1/09/558/003
30 emaivppéva pe Aemto vuévio diokia: EU/1/09/558/004
50 emucoloppéva pe Aemto vuévio dwokia: EU/1/09/558/005
56 emucoloppéva pe Aemto vpévio dokia: EU/1/09/558/006
60 emkaivppéva pe Aemto vuévio diokia: EU/1/09/558/007
84 emucoloppéva pe Aemto vuévio dokia: EU/1/09/558/008
90 gmkoivppéva pe Aemtd vpévio dokia: EU/1/09/558/009
100 emaAvppéva pe Aemto vpévio dwokio: EU/1/09/558/010

Loty pradn

30 emkoivppéva, pe Aemtd vuévio dokia: EU/1/09/558/011

500 emcaAivppéva pe Aemtd vpuévio drokio: EU/1/09/558/012

9. HMEPOMHNIA IMPQTHX ET'KPIZHX / ANANEQXHY. THX AAEIAX
Hpepopnvia mpdng éykprong: 21 ZentepPpiov 2009

Hpepopnmvia tedevtaiog avavémong: 8 Moiov 2014

10. HMEPOMHNIA ANAGEQPHYXHY TOY KEIMENOY

Aemtopepeilg TANPOQOPIEG Y10 TO TOPOV PAPUAKEVTIKO TPOTOV eivar d100€01LEG OTOV SIKTLOKO TOTO
tov Evponaikod Opyavicpov Oapudkmv: http:// www.ema.europa.eu/.
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ITAPAPTHMA I

ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEXMEYXH
TQN HAPTIAQN

OPOI 'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEZIMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEYX YIIEYOYNOI I'TA THN AITIOAEEMEYXH TQN MAPTIAQN

‘Ovoua kat d1ievfvvon Tov(tmv) TapackevacsT(dV) Tov eivor vTevhvvoc(ot) yio TNV oTodEGUEVCT) TOV
TaPTIdOV

KRKA, d.d., Novo mesto
Smarjeska cesta 6

8501 Novo mesto
ZhoBevia

KRKA-POLSKA Sp. z o.0.

ul. Réwnolegta 5

02-235 Warszawa

IMoAwvia

KRKA - FARMA d.o.o.

V. Holjevca 20/E

10450 Jastrebarsko

Kpoaria

270 £vTUTO PUAAO OONYIDV YPNOTG TOV PUPUAKEVTIKOD TPOIOVTOG TPETEL VAL OVAYPAPETOL TO OVOLLOL
ka1 1 91e0BVVeN TOL TAPACKEVAGTH TOV £ival VIELOVVOS Y10 TV OTOSEGUEVGN TNG GYETIKNG TOPTIOOC.

B. OPOI'H HEPIOPIZMOI ZXETIKA ME TH ATAGEXH KAI TH XPHXH

DapuokevTikd TPOIOV Y10 TO OO0 ATALTELTAL LOTPIKT) GLVTAYTY).

I. AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

. Ex0éog1g meprodikng mapakorovOneng mg acparerag (PSURS)

Ot amaitioelg yio v vwoPfoAn twv PSURS yio to ev Ady® gappoakevtikd poidv opilovrol
GTOV KATOAOYO LE TIG nuepounvieg avapopds s Evoong (katdioyog EURD) mov mapatiBeton

otV Tapdaypaeo 7, Tov apbpov 107y, g odnyiag 2001/83/EK kat ke emacdAovONG
EMKALPOTOINGNG OTOG dNUOGIEDETUL GTIV EVPOTOIKT] SIKTVOKT TOAN Y10l TO PAPLLOKOL

A. OPOI'H HEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyé010 orayeipiong Kivovvovy (XAK)

Agv gpappoletar.
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ITAPAPTHMA III

EINIEHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIXHMANXZH
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ENAEIZEIX TIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

XAPTINO KOYTI/ywo kvyéheg kKo grain

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel BGR 75 mg emucoivppéva pe Aemtd vpévio diokio

clopidogrel

[2.  TYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Kdéfe emkaivppévo pe Aemtd vuévio diokio mepiéyetl 75 mg kKhomidoypéAng (g 6&vo Beukd drog).

| 3. KATAAOI'OX EKAOXQN

[epiéyer emiong Aaktoldn.
Awaote T0 OALO 0INYIOV Y10, TEPLGCOTEPES TANPOPOPIES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

EMKOAVULEVO pe AETTO LUEVIO S10KI0
Loty kowérn

7 emkaivppévo pe Aemtd vpévio diokio
14 gmkoAvppéva [Le AETTO VILEVIO dloKia
28 emkoivppévo pe Aemtd vEVIO d1oKia
30 emKOADIEVA [LE AETTTO DUEVIO OLoKin
50 emucaAoppéva pe Aemtd VUEVIO dokio
56 emucaAvppéva pe AETTO VEVIO dlokio
60 emicoAvppéva e AeTTO LUEVIO dloKin
84 emucaloppéva pe Aemtd VUEVIO dlokio
90 emKoAvPpPEVA [LE AETTO DUEVIO SloKin
100 emkaAvppévo e AemTd VUIEVIO dloKia

Loty gpradn

30 emKOAVUUEVA [LE AETTTO DUEVIO OLoKin
500 emkaAivppéva pe Aemtd vpévio Siokio

5. TPOHOX KAI OAOX(OI) XOPHI'HXHX

Awfaote To EUALO 0dNYIOV XPHONE TPV Ad TN YPNOM.
Ao otopatog xpnon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXYXETAI XE OEXH THN OITIOIA AEN BAEITIOYN KAI AEN
IMPOXEITIZOYN TA TTAIAIA
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Noa puAdocetol og Béom, TNV omoia dev PAETOLY Kot dev Tpoceyyilovy Ta madtd.

[7. AAAH(EX) EIAIKH(EZ) MIPOEIAONOIHZH(EIZ), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

Tty pradn

Metd to TPATO GVOLYLO TNG PLIANG, TO PUPLOKEVTIKO TPOldV TPEmeL va, yproipomombel eviog 2
UNvaov.

Hpepopnvia avoiypatog:

| 9. EIAIKEY XYNOHKEX OYAAEHX

Loty kowédy
Dvldooete GTNV OPYIKT] GLOKELOGIN Y10 VO TPOSTUTEVETOL OO TV VYPOGIO KOl TO (MG,

oty piadn

IIpw 1o dvorypo:

DvldooeTe GTNV OPYIKT] GLOKELOGIN Y10 VO TPOSTUTEVETAL OO TNV VYPOGiaL.
Metd t0 dvorypo:

Mn euvrdooete o€ Beppokpacio peyardtepn tov 25°C.

Awatnpeite T ELIAN KOAG KAEIGHEVT Y10 VO, TPOCTATEVETAL OO TNV VYPUCIOL.

10. JAIAITEPEX [TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN ‘H TQN YIIOAEIMMATOQN
IHOY INPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Laboratoires BIOGARAN
15, boulevard Charles de Gaulle - 92707 Colombes Cedex, ['aAlio

12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

Lo v kowély

7 emkaAvppévo pe Aemtod vpévio diokia: EU/1/09/558/001
14 emadvppéva pe Aemtd vpévio doxia: EU/1/09/558/002
28 emkodvppéva pe Aento vuévio diokio: EU/1/09/558/003
30 emikoloppéva pe Aemtd vpévio dtokio: EU/1/09/558/004
50 gmucodloppéva e Aemto vpévio dtokia: EU/1/09/558/005
56 emkoloppéva e Aemto vpévio dtokio: EU/1/09/558/006
60 gmucoloppéva pe Aemto vpévio dtokio: EU/1/09/558/007
84 emkaivppéva pe Aemtd vuévio dtokia: EU/1/09/558/008
90 gmucoloppéva pe Aemtd vpévio dtokio: EU/1/09/558/009
100 emkaivppéva pe Aemtod vuévio diokia: EU/1/09/558/010

Ta ty piadn
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30 emucoloppéva pe Aemto vuévio dokia: EU/1/09/558/011
500 emucoivppéva pe Aemtd vuévio diokio: EU/1/09/558/012

| 13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH |

| 15. OAHTIEX XPHIHX |

| 16. TIAHPO®OPIEX XE BRAILLE |

Clopidogrel BGR 75 mg

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A1Gd100TOTOG YPAUU®OTOG KMOOIKAS (2D) Tov 0EpEL TOV TEPIMNPOEVTO LOVASTIKO OVOYVOPLETIKO KOOKO.

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

PC
SN
NN
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EAAXIXTEYZ ENAEIZEIYX ITOY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel BGR 75 mg gmucoloppéva pe Aemtd vpévio diokio

clopidogrel

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Laboratoires BIOGARAN

| 3. HMEPOMHNIA AHEHX

EXP

| 4.  APIOMOZX IAPTIAAX

Lot

5. AAAA YTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAZXIA

ETIKETA I'TA TH ®IAAH

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Clopidogrel BGR 75 mg emucoivppéva pe Aemtd vpévio diokio

clopidogrel

[2.  TYNOEZH XE APAXTIKH(EX) OYZIA(EX)

Kdfe emkaivppévo pe Aemtd vuévio diokio mepiéyetl 75 mg kKhomidoypéAng (g 6Evo Beukd drag).

| 3. KATAAOI'OX EKAOXQN

[epiéyer emiong Aoktoln.
Awaote T0 OALO 0INYIOV Y10, TEPLGCOTEPES TANPOPOPIES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

EMKOAVULEVO pe AETTO LUEVIO S10KI0

500 emkaivppéva pe Aemtd vpévio Siokio

[5.  TPOIOX KAI OAOX(OI) XOPHTHEXHE

Awfdaote T0 OALO 0ONYIOV XPHONE TPV GO TN (PNOT).
Ao otoOpTOG XPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI AEN
IMPOXEITIZOYN TA ITAIAIA

Na puAdocetat og B¢om, Tnv onoia dev PAEmovy Kot dev Tpoceyyilovy To TOLdd.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOHOIHEH(EIX), EAN EINAI ATTAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP
Metd To TPAOTO AVOLYHO TNG PLIANG, TO POPHOKEVLTIKO TPOTOV TPEMEL VAL Yp1oLLoTom el eviog 2

UNvaov.
Hpepopnvia avoiyparoc:
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| 9. EIAIKEX XYNOHKEYX ®OYAAEHX

ITpw 10 dvorypa:

DVALGGETE OTNV 0PYIKT CLOKELOGIN Y10, VO TPOCTATEVETAL OO TNV VYPUCIL.
Metd 10 dvorypa:

Mn gpuAdoocete o Beprokpacio peyardtepn tov 25°C.

Awonpeite T 1A KOAG KAEIGUEVT] Y10 VO TPOGTATEVETAL OTO TNV LYPAGIa.

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKON IMTPOIONTON ‘H TQN YIHOAEIMMATON
HOY MPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

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

Laboratoires BIOGARAN
15, boulevard Charles de Gaulle - 92707 Colombes Cedex, ['aAAio

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/558/012

[ 13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'lA TH AIAGEXH |

| 15. OAHTIEX XPHXIHX |

| 16. IAHPO®OPIEX XE BRAILLE l

17. MONAAIKOX ANATNQPIETIKOE KQAIKOX — AISAIASTATOX TPAMMQTOX
KQAIKAX (2D)

<Agv gpapuodletor.>

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

<Agv gpapuodleton.>
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EAAXIXTEYX ENAEIZEEIYX ITOY ITPEITEI NA ANATPA®ONTAI XTTX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA I'TA TH ®IAAH

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHI'HEHE |

Clopidogrel BGR 75 mg emucaioppéva pe Aemtd vpévio diokio
clopidogrel

Amod otopatog xpnon

[2.  TPOHNOX XOPHIHIHX

Awfaote To OALO 0ONYIOV XPHONE TPV ATd T YPNOT).

| 3. HMEPOMHNIA AHEHX

EXP

Merté to dvorypa:
XpNoomoote EVIOg 2 Pnvav.

Huepopnvia avoiypatog:

| 4. APIOMOX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT’ OI'KO 'H KATA MONAAA

30 emucoloppéva pe Aemtd VUEVIO dokio

6. AAAA YTOIXEIA

[epiéyer emiong Aoktoln.

Laboratoires BIOGARAN
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B. DYAAO OAHI'TQN XPHXHX
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®Orho odNYIOV xpionc: IIAnpogopicg yio Tov ypriotn

Clopidogrel BGR 75 mg emkaivppéva pe Aentod vpévio owoKia
KAOTOOYPEAT|

AWPaoTe TPOGEKTIKA OLOKANPO TO GUALO 0ONYIADV YPNONS TPLY UPYIGETE VU TAIPVETE AVTO TO

QPappraKo, 10T TEPLAPPAVEL ONUAVTIKES TANPOPOPIES Y10 CUGC.

- DdoidEre ovtd T0 POALO 0O YLDV ¥pNoNG. Tows ypetaotel va To dafdoete Eavd.

- Edv &xete mepartépm amopieg, pOTNOTE TOV Y1ATPO 1] TOV QOPHOKOTO0 GO,

- H ovvtayn yio ovtd 10 edppoko yopnyndnke amokAeloTikd Yo 6oc. Agv TPENEL V. SMOETE TO
@appako og AAAoVG. MTopel va Tovg TpoKaAEésel PAAPN, kO KOl OTOV TO, GUUTTAOUNTO TG
acBéverdg Toug givan 1o pe Tal S1KA oo,

- Edv mapatnpnoete kamoio avemBOunTn evépyela, EVUEPDOGTE TOV YIATPO 1] TOV QUPUUKOTOLO
60G. AVt 1oyvEL Ko Yio KABe mbovn avemBOunTn evépyela Tov deV avoQEPETOL GTO TAPOV
@OALO 0NV Ypiong. BAéne mapdypago 4.

T tepréyer To mapov eOALO 00N YIOV:

T givar to Clopidogrel BGR kot oo ivar 1) xprjor tov
T mpénet va yvopilete mpwv napete 1o Clopidogrel BGR
IIog va ndpete 1o Clopidogrel BGR

ITBavég avemBOuNTEg eVEpyeLeg

[og va puidooete to Clopidogrel BGR

[Tepreydpeva e cvokevaciog kol Aouég TANpoPopieg

SNk Lh =

1. Th givan to Clopidogrel BGR kat wowa givar i) yp1jon tov

To Clopidogrel BGR mepiéyetl khomidoypéin kot aviKel G o Katryopio gapudkmy mov ovopdlovrol
OVTIOLUOTETOAMOKE POPUOKEVTIKA TpoiovTo. To arpomeTdhio givatl ToAD PIKpE cOUOTIOW TOV AipoToC,
Ta 07010, GLYKOAADVTOL KOTA TNV TNEN TOL aipatog. Ta ovTIOUOTETAALOKE POPUAKEVTIKA TPOTOVTQ
gUTOSICOVV VTN TN CLOCAOPELGT KOl ETGL PELDVOLV TIG TOAVOTNTEG GYNUOTIGHLOV OpouPmv
(d1adwkacio Tov ovoudletal Opoppwon).

To Clopidogrel BGR Aappdvetor amd eviAIKeG yio TV TPOANYN oynUoTicol Opoufmv ota
oKAnpopéva apoedpa ayyeio (aptnpieg), pio dtadikacio yvoot) cov adnpobpoupwon, Tov propet va
odnynoet o€ abnpobpopPatikd ene1cd10 (OTMG IGYAUIKO 0yYELNKO EYKEPUAIKO ETEIGO0, KOPIOKO
enelo6d10, N Odvato).

To Clopidogrel BGR cag éyet cuvtayoypagnei yio vo fonbnoet oty amopuyn oynuaticpon

OpOuPoV KAl VO EAATTMGEL TOV KIVOLVO 0VTAOV TV coPapdV EMEIGOdIWV ETEON:

- "Exete pia wdOnon okAnpuvong tov aptnpidv (eniong yvowot oav afnpookAnpuven), Kot

- "Exete 10T0p1kd KopdiokoD EXEGOOI0V, 1IGYAUKOD 0YYELKOD EYKEPUAIKOD ETEICOOI0V N
ThoyeTe Amd Lo KATAGTOGT YVOGTY MG TEPLPEPIKT] APTNPLOKT| VOGO.

- "Exete epoavicel oPapd mdvo 610 6100g yvwotdc g «aotadng otnddyym» 1 «ELepayie Tov
pookapdiovy (Kapdiakod enelcdo10). o ) Oepameio ovthg TG TAONONG 0 YI0TPOG GOG
mhovads va £xel Tonobetnoet evdompdbeon (stent) otnv eporyrévn 1 GTEVOUEVT apTNpia Yo Vo
OTOKOTOGTIOEL TNV OMOTEAEGLLOTIKT POT] TOL OHHOTOC. O TPEMEL EMIONG VO GOG EXEL
yopnyNOel amd Tov Y10Tpd G0G Kol AKETVAOGUAKLALKO 0&D (pio ovoia Tov BpickeTon o TOAAG
(QAPLOKO TTOV YPNCUYLOTOLOVVTOL Y10 TV AVOKOVPIOT) otd TOV TOVO KOl OG OVTITUPETIKA KaBMg
emiong Kot yio v tpdinym Opoupwong).

- "Exete un kavovikod kopdiokd puiud, o Katdotoon tov ovoualetol «KOATIKY LOPLOPLYT,
Kot OgV UITOPELTE VO, TAPETE PAPLLAKO TOV EIVOL YVOOTA (G €O TOV GTOLOTOG AVTITNKTIKA
(avtaymviotég Brrapivng K), ta onoia mporapfdavouv ) dnovpyio vémv 0poupav Kot
eumodifovv toug vrdpyoveg Opopupovg va avénbobv. Ipémet va Exete evnuepwbel 611 To «Omd
TOV GTOUATOG OVTUTNKTIKA» EVOL TTO OMOTEAEGLOTIKA OTO TO OKETVAOGOAIKVAIKO 05V 1] TN
ovvdvacpévn gprion tov Clopidogrel BGR kot Tov axetvAocoiikviikon 0EE0G Y1’ ovth TV
ndOnon. O ywtpdc cag tpénet va cag £xel cuvtayoypapnoet To Clopidogrel BGR padi pe
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OKETVAOGOMKLAKO 0&D €0V OV UTOPEITE VO TAPETE «OTO TOL GTOLOTOG OVTUTIKTIKE KOl OEV
dwatpéyete kivouvo coPapng apoppayiog.

2. T wpémer vo. yvopiletre npwv napete To Clopidogrel BGR

an napete 1o Clopidogrel BGR
o€ TEPIMTOOT OAAEPYIOG GTNV KAOTIO0YPEAN 1| G€ OTOLOONTOTE GALO OTd TOL GLGTUTIKG OVTOV
oV Qapudiov (avaeépovtal otV Tapdypago 6).

- av €yeTe o 1TPIKN TAONGN OV TPOKAAEL EVEPYN apOppayic OTWS EAKOC GTOUAYOL 1)
EYKEPAAKN apoppayio.

- €Gv Taoyete omd coPaprn NTOTIKN VOGO.

Av vopilete 611 0TO100MTTOTE AO OVTA GOG APOPE 1 OV EXETE TNV TOPOUIKPT] opPBoAia,

ovppovievbeite Tov yraTpd cag mpw ndpete to Clopidogrel BGR.

Mpogrdomomocels kot TIPpoPuAdEeLs
Av ool dNToTE 0o TIG MO KATM aAvapEPOUEVES KATAGTAGELC 1GYVEL Y10 060G, O Tpémet vo
evnuepmaoete Tov yTpd oag mpwv wdpete 1o Clopidogrel BGR:
- €dv vapyel kivouvog arpoppayiog OTWS:
- pio éOnon mov oag BEtel o€ Kivouvo E0MTEPIKNG aLoppayiog (OTmG EAKOG GTOUMYOV).
- opatoloyikn dtatapoyn €€ aitiag g omoiog £xeTe TPoSIABEST Y10 ECWTEPIKEG
apoppayies (apoppayieg 6To ECAOTEPIKO OTOLOVONTOTE 1GTMV, OPYaveV 1| apbpdoemv
TOV GOUOTOG OOG)
- TPOGPATOG GOPUPHS TPALUATIOUOS
- TPOGPAT XEWPOLPYIKN EXEUPACT (GUUTEPILOUPOVOUEVOV KOL TOV 000VTIOTPIKMDY
emepPfaoemv)
- TPOYPOULUATIGUEVT] YEPOVPYIKT EXEUPACT] (GUUTEPILOUPOVOUEVOV KO TV
000VTLOTPIK®V ETEUPACEDV) HECH OTIG ETOUEVES ETTA UEPES
- €aqv elye oynuotiotel BpopPog oe kdmola aptnpio TOL EYKEPAAOV Gag (oYK AyYELKO
EYKEPOAMKO ENEIGOB10) TO 0TOI0 GLVEPT KOTA T SIGPKELD TV TEAEVTAIMV EXTA NUEPDV
- gbv maoyETE MO VOGO TV VEQPPMOV 1] TOV NTTOTOG
- €dv elyoate aAlepyio 1 avtidpaon e 0mo0INTOTE PAPLLAKO TOV YPTCYLOTOLETE Yo Vol
avTeToTicete TNV ac0éveld cag.

Evoow maipvete 1o Clopidogrel BGR:

- Oa TPEMEL VAL EVILEPMDGETE TOV YIITPO GOG EAV EXEL TPOYPOUULOTIOTEL KATOLO XELPOVPYIKN
enépPoon (cvopmeptiapfavopévng g 0doVTIOTPIKNG ETEUPAONC).

- ®a Tpémel EMIONG VO EVIUEPDGETE TOV YIATPO GOC OUECHS EAV TAPOVCIACETE LN IOTPIKY|
Kkatdotaor (emiong yvoot) og @poppatikn Opopporevikn [opevpa 1 TTP) mov mepriapfdver
TUPETO KOl UOAMTTEG KAT® OO TO OEPLLOL TTOL UTOPEL VAL ELPAVIGTOVV MG EPLOPES KNAISES, e M
Yopig aveENyntn VePPOAKT KOTWOT), GLYYVON, KITPVI OTOYP®CN TOL SEPUATOG 1] TOV HOTUDV
(ixtepog) (PA. mapdypao 4 «ITiBavig avemBOUNTEG EVEPYELEDY).

- Edv komeite 1| tpovpotioteite, icmg ypelaotel TePIGGOTEPOG 0d TO0 GLVNOIGUEVO YPOHVOS Y10 VO
oTopaTHOEL ) cpoppayic. Avtd oyetileTon pe Tov TpOTo dpdiong Tov PapLdKov aPov EUTOdILEL
T dvvatdtnta dnuovpyiog Opdupov. o pkpnc oNUAGIog KOWILoTa Kol TPOVUOTIGUOVG, T.Y.
€ komeite, koTd 10 EVpropa, cuvnBmg dev vrdpyel TpoPAnua. [apdia avtd, edv avnovyeite
AOY® TG oploppayiog coc, Bo TPENEL VL ETMKOVMVNGETE LE TOV Y1TPO G0G OUESMS (PA.
Tapdypoo 4 «IMBavég avemBounTec EVEPYEIEDD).

- O yotpog cag pmopet va {ntioet eE€Taoelg aipoTog.

MHowowa kon Epnpor
Mn bivete avTd TO PAPROKO GTO TOdLHL ETEWON OV £XEL dpAOT.

Aldro pappoxe kot Clopidogrel BGR

Evnuepdote tov y1otpo 1 TV @oplakorold cog edv mailpverte, £xete Tpocpata mhpel 1} pmopel vo
TOPETE AAAL PAPLLOKA, OKOLLO KoL QVTA TOV OgV Gag £xovv yopnynbel pe cuvtayn.

Kémow dAha pappoka propei va emnpedoovv m yprion tov Clopidogrel BGR 1 avtictpoga.
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Ewdwotepa, Oa mpémel va evnpepdoete Tov YoTpd cag eqv Aapfdvete
- QAPUOKO TTOV EVOEYETOL VO AVENGOLV TOV KIVOUVO Ooppayiog Omme:
- amd OTOUOTOG OVTITNKTIKE, PAPLLOKO TOV XPTGLOTOLOVVTOL Vi T Helmon g
TNKTIKOTNTOG TOV AiplaTog,
- KGO0 U oTEPOEOES OVTIPAEYLOVAIESG PAPLLOKO, TOV YPNCILOTOLEITAL GUVIOMG Yio TN
Oepomeio ETOIVVOV KON PAEYLOVOIDOV KOTAGTACE®DY TOV LUV 1] TOV 0pHpmhCEwY,
- Mmopivn 1] 0TO0dNTOTE AAAO EVEGLLO QAPLLOKO OV XPTGLLOTOLEITAL Yio TN pelwon g
TNKTIKOTNTOG TOL ApLTOG,
- Khomdivn, €vag GALOG OVTIOUOTETAALNKOG TOPAYOVTAG,
- €vav EKAEKTIKO OVOGTOAEN EMAVATPOCSANIYNG TNG GEPOTOVIVIG (TEPIAOUPAVOUEVOY OAAG N
mepropllopevmv ot erlovotetivn 1 T eAovPo&aptivn), EAPLAKO TOV ¥PTCLLOTOIOVVTOL
GLVNOME YOl TNV AVTETOTION TNG KATAOAIYNC,
- opempalddn N ecopenpalOAn, PAPLOKO Y10 TNV OVIYLETMTLIOT CTOUAYIK®DY EVOYANCEDV,
- @hovkovaloin 1 BopucovaldAn, GAPLAKE Y10 TV OVIILETOTIOT LUKNTIAGIKOV AOUMEEWDY,
- eeafpévin N GAAC OVTIPETPOTKA QAPLAKO (YPTOLLOTOLOVVTOL Y10 TNV OVTILETOTION TOV
hodéemv tov HIV),
- xopPopalenivn, @APLOKO Y10 TNV OVTILETOTION OPIGUEVOV LOPPOV ETIANYING,
- HOKAOPeUION, GAPLOKO VIO TNV OVTILETOMTION TNG KATAOANYNG,
- PEMOYAVION, PAPUOKO YO TV OVTILETMOMTION TOL dtoTn,
- mwakMTa&éN, PAPLLOKO Y10 TNV AVTILETOMTICT TOV KAPKivov,
- omoedn: evocm AapPdavete Oepameia e KAOTISOYPEAT|, Bol TPETEL VAL EVILLEPMDGETE TOV YIATPO
G0G TPV GOG CLVTAYOYPaENOel 0TOLOdNTOTE OMIOEIDEG (YPNCLOTOLEITOL Y10 TV OVTULETMTION
oV GoPapod TOVOL).

Eav éxete eppavicel cofapod moévo oto otiBog (aotadn otnBayyn 1 Kopdiakd eneicod1o) Umopel va
cag ovvtayoypaenBel Clopidogrel BGR og cuvdvacio e akeTvAocaiikvikd o&D, pio ovcia Tov
Bpicketal € TOALG GAPLAKO TOV YPTCLLOTOLOVVTAL Y10, TIV OVOKOVPIOT| 0O TOV TOVO Kot T HEi®on
TOV TVPETOV. Mia TepIoTOGIOKN ¥PNON AKETVAOCAAKLAKOD 0&E0G (Ot Tepiocdtepo and 1000 mg oe
duotnpa 24 wpmdv) dev Ba TPEMEL YEVIKG VO TPOKAAEGEL KATO10 TPOPAN LD, EVAD 1) TOPATETAEVT
y¥pNon o€ dAleg mepumtdoelg Oa mpémel va cvlntn el e Tov yoTpd oag.

To Clopidogrel BGR pe tpo@n kot 70ot6
To Clopidogrel BGR pmopet va Aappdvetot pe 1 yopig tpoen.

Kvnon ko Oniacpog
Eilvot Tpotipidtepo vo unv Taipvete anto to gAPLOKO KOTO T OGPKELN TG KOTONG.

Eav giote £yxvoc M voyidleote 0TL €iote £yKvOC, B0 TPEMEL VL EVILLEPDGETE TOV YATPO 1 TOV
eapuroakornold cag mpv mépete to Clopidogrel BGR. Av peiverte €yxvoc evad Aappdvete Clopidogrel
BGR, cvpfovievdeite tov yotpd oag apécmg, kabdg dev cuvictdtal n Aqyn KAOTIO0YPEANG KaTA T
dlapkelo TG KHNOMC.

Agv mpémel va OnAdleTe evd ypnoomoteite ovTo TO PAPUOKO.
Edv 6nAalete 1 oyedialete va OnAdoete, WAMNGTE LE TOV YIOTPO GOG TPV TAPETE OVTO TO PAPAKO.
ZNTOTE TN GLUPOVAT TOV YIUTPOV 1 TOV PAPLOKOTOIOD GOG TPV TAPETE OTOL0OMTOTE PAPLOKO.

OMynoN Kol LEPLOROS P UVIIULETOV
To Clopidogrel BGR givat anifavo va ennpedost tnv ikavotntd cog vo odnyeite 1 va xepileote

LY OV LLOLTOL.

To Clopidogrel BGR negpiéyer Aaktoln

Edv o yuotpdg oag, cog evnuépmaoe OtL £xete duoavedio o OpIoIEVA GAKY 0P, ETIKOWVMVNGTE LLE TOV
YTpO GOG TPV TAPETE OVTO TO POPUAKEVTIKO TPOTOV.

3. g va mapete To Clopidogrel BGR
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[évrote vo maipvete T0 QAPHOKO 0VTO CLGTNPE GOLPMOVO LE TIG 00NYIES TOL YATPOV 1) TOV
QOPLOKOTO0V Goc. Eav éxete apeiforicc, poThote TOV Y10Tpd 1) TOV QOPLOKOTOLO GO,

H ocvvietdpevn d6om, meptiapfavopévng exeivng yo aobeveic pe o mdbnon mov ovopdletan
CKOATIIKY| poppapuyny (Un Kavovikdg kapdokog pubudc), sivar éva diokio Clopidogrel BGR twv
75 mg v nuépa to omoio TPEMEL VoL AapPAvETaL 0o To GTOWN LE 1| XOPIC TPOPN Kot TNV id1a dpa
KéOe nuépa.

Edv éyete eppavioel coPapd mévo oto otfog (actadn ombayyn 1 kapdiakd Ene1G0810), 0 Y1TPOS
oag pmopet va cog yopnynoet 300 mg Clopidogrel BGR (4 diokio tov 75 mg) pia gopd kat pLovo kot
mv évopén g Oepameioc. Xtn cvvéyela, 1 cuvictdpevn doo gival éva diokio Clopidogrel BGR twv
75 mg v Nuépal OTMG TEPLYPAPETOL TOPATAVE®.

To Clopidogrel BGR 8a wpénet va 1o maipvete yio 660 didotnpa o yiotpds cag cvveyilel va cog to
GLUVTAYOYPOAPEL.

Eav mapete peyorvtepn 06on Clopidogrel BGR a6 Tnv kavovik
EnwowmvioTe pe Tov y1atpd cog 1) TNV TANGLEGTEPT VOGOKOUELNKT] VINPECIH EKTOKTMV TEPLIGTATIKMV
AGY® TOV 0VENIEVOL KIVOUVOL opLopparyiog.

Eav Eeydoete va napete To Clopidogrel BGR

Av Egybdoete va mapete pio 66om Clopidogrel BGR kot 1o Bupnbeite péoa oe 12 dpeg amd
ouvnOouévn oag MPa, TAPTE TO SIOKIO GO OUESMG KO OTI GLUVEXELD TTAPTE TO EXOUEVO O1GKI0 TNV
cuvnOopévn dpa.

Av 10 Egyaoete Yo meptocdTEPO amd 12 dpec, amAdg TapTe TNV endUeVn epdmal 66om ot
cuvnBopévn dpa. Mnv mépete SumAn 6661 Yol Vo avaTANpMOGETE TO H16KI0 TOL EEXACATE.

Eév otapaticere vao naipvere To Clopidogrel BGR
Mnv GTOUOTAGETE TNV OYWYT EKTOG KOL AV 60G TTEL 0 YIOTPOS 6OS VO TO KaveTe. Emucovoviote pe
TOV Y10TPO 1} TOV PUPLOKOTOLO GOC TPV T GTOOTICETE.

Edv éyete meplocOTEPEG EPMTNOELS GYETIKA LE T YPTOT] AVTOV TOV PAPUAKOV, POTNOTE TOV YA TPO 1
TOV POPUOKOTOLO GOG.

4, MBavég avemOOuNTEG EvépyELeg

Onwg 6A0 To pApLLOKa, £TCL KL 0VTO TO PAPHOKO UTOPEL VO, TPOKAAECEL OVETIOOUNTES EVEPYELES, OV
Kot dgv mapovotdovtal 6€ GAOVS TOVG OVOPHOTOLC.

Emkowvovi|oTte pe ToV Y10TPO 605 OPUEGCOS OV TAPOVGLIGETE:

- TLPETO, onpeia Aoipméng 1 vtepPorikng KOTwoNG. Avtd TOOVOS VA ELEAVIGTOVV AOY® TOV
OTAVIOV TEPUTTOCENMY PELDGEMG KATOLOV KLTTAP®WV TOV Oi[LOTOC.

- CUUTTAOUOTO NAATIKOV TPOPANUATOV 0TS KITPIVIGLO TOL SEPUATOG KOV TOV LOTIDV
(ixtePOg), ave&aptnta amd 10 €dv GuVodEVETAL O arpoppayic 1 omoia epeovileTol KAT® amd
T0 dépua G epLOPEC KNAIdES Ka/f cOyyvon (BA. Topdypago 2 «IIposidomotioelg Kot
TPOPLAGEELSY).

- oidNo 6TO OTONA ) SLUTAPAYES TOV dEPUATOG OTTMG e&avON AT KoL KVNOUO, PAVKTOLVES TOV
Oéppatog. Avtd mBovov etvor onpadie OAAEPYIKNG OVTIOPOOT|S.

H mo coyvi] avemBOuntn evépyera givor n apoppoayio.

H awoppayia mBavov va mopovucloctel og apoppayio omnd 10 6Topdyl 1| To £VIEPO, LOADTES,
odtopa (acvvindotn oapoppayio N LOAOTOG KATO 0O TO SEPUA), ALLOPPOYic 0O T HOTN, aiplo
GT0. 0VPO. Xg LIKPO aplBud TepTTOSE®V EXEL avapepOEl apoppayic. oTo LATIM, GTO ECMOTEPIKO TOV
KEPOAL0V, GTOV TVELLLOVO. 1] OTIG 0pHPMOCELS.
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Edv napatnpioerte napaterapévy apoppayio 6tav taipvete to Clopidogrel BGR

Edv komeite 1| tpovpotioteite, icmg ¥pelaotel TEPIGGOTEPOG Amd TO GLVNOIGUEVO XPOVOG Yia VO,
oTOUOTHOEL ] cpoppayic. Avtd oyetileTon pe Tov TpOTo dPAoNg TOV PAPLAKOV aPOL EUTOSILEL T
dvvatdtra dnpovpyiag OpopPov. o pkpng onpaciog Koyipota Kol TPOVHOTIGHOVE, T.Y. E6v
Komeite, Kot 1o Evpiopa, cuvnbmg dev vdpyel TPoPANUa. ITapdra avtd, edv avinovyeite Ady® ™G
ooppayiog cogc, Oo TPENEL VoL ETKOVOVINGETE LE TOV Y1ATPO Gag apécmg (PA. mapdypapo 2
«IIpog1domomaceLg Ko TPOPUVAAEELD?).

Alreg avemBOpNTES EVEPYELES TEPLAUPPAVOLY:
Yoyvég avemBounteg evépyeteg (evoéyetor va enmnpedoovy £o¢ 1 ota 10 dropa):
Alppoto, KoOIMakoS TOVOG, SLoTEYTN 1 KOVGOG.

Oy ouyvéc avemBounteg evépyeleg (evoéyetat va emnpedoovy €o¢ 1 ota 100 dtoua):
IMovoképorog, EAKOG GTOUMYOV, EUETOC, VOUTIO, SVCKOIMOTNTA, VIEPPOAMKE TOALG 0EPLO. GTO GTOUAYL
M o710 €viepo, eEavOnuata, kKvnoudc, Lain, aicOnon LupunyKIGoHOTOS Kot LOVOAGHLOTOG.

Eravieg avemBOunteg evépyeteg (evogyetal va ennpedoovy €og 1 ota 1000 dropa):
Tayyoc, dtoykouévo otnbog otovg dvope.

ITolV ondvieg avemBountec evépyeieg (evoéyetan va emmpedoovy émg 1 ota 10.000 dropa):

‘Tktepog, £EvTovog KOMOKOG TOVOG LE 1 Y®PIiG 06QUaAYi, TUPETOS, SVCKOAIN GTNV OVATVOT| TOV
HEPIKEG POPEG CLVOOEVETAL OO P10, YEVIKEVUEVEG AALEPYIKES OVTIOPACELS (Yio TaPASELY AL, YEVIKY
aioOnon Céotg pe Eapvikn yevikevpévn ducpopia péypt Amobupiog), oldnpa 6to oTdU, PAVKTOIVES
TOV OEPLOTOC, AALEPYIO, TOV OEPUATOC, EAKT GTO GTOUA (GTOUATITION), TTMOGT TG OPTNPLOKNG TESNG,
GLYYLON, WYELOAGONGELS, TOVOG OTIS aPHPMGELS, HVTKOG TOVOS, OALAYEG OT YELON 1] OTOAELN TNG
YEVLOTG TV TPOPDOV.

AvemBOunteg evépyeleg e Un YVOOTH cuyxvotnta (n ovuyvotnta dev umopel va extiun el pe Baon ta
Stabéoipa dedopéval):

Avtidpaoelg vtepgvactnoiag pe Tovo 61o 610G 1| KOIAKO TOVO, ENIHOVO CUUTTMOUOTO XOUNA0D
GOKYAPOV OTO OiLLaL.

Emumdéov, o yiatpog cag pmopet va avayvopicel HETOBOAEG OTO OTOTEAEGLATO TOV ALULOTOAOYIKMV
g€etdoev 1 TOV AVOADGEDY 0VPOV.

Ava@opd avemBOpunTv gvepyelmv

Edv mapatnproete kdmolo avemiBOUNTN eVEPYELQ, EVIUEPDGTE TOV YIATPO 1 TOV QPOPLOKOTOLO GOG.
AvTo 1oy0vEL Kot Yo KAOE mOovi avemBoUNTY EVEPYELD TTOV OEV OVAPEPETAL GTO TOPOV GUAAO OO YUDV
y¥pNong. Mropeite emiong va avoeépete avemBounteg evépyeleg omevbeiog, LéEc® Tov gBvikon
GULGTILOTOS AVOPOPAS oL avaypaeeTol oto Hoapdptnua V. Méow g avapopds averBountov
gvepyelmv umopeite va Pondnoete ot GLALOYN TEPICTOTEPOV TANPOPOPLDY GYETIKA LE TNV AGPAAELN
TOL TOPOVTOG PUPUAKOU.

5. og va puraccete To Clopidogrel BGR

To @appako avtd TPémel Vo, PLAGGGETOL GE PEPT TTOL gV TO PAETOLY KoL OV TO POAVOLVY Ta TOLSLA.

Na pn pMoyLoroleite avtd To PAPHOKO LETE TV NUEPOUNViL AENS TOV OVAPEPETAL GTI GLOKEVAGIN
petd to EXP. H nuepounvio ARENg eivar 1 televtaio nuéPO ToL PIVOL TOL AVOPEPETOL EKEL.

Kvuyéin
DVAGCGETE OTNV OPYIKT CLOKELOGIN Y10 VO TPOSTATEVETAL OTO TNV VYPUGIH KL TO (MG,

Drain
Lpw 10 avoryuo.:

To pappoakeuTikd avtd mpoidv dev amartel Wwaitepeg cuvinkeg Beppokpaciog yio Tnv GOAAER TOL.

39



DVAGCGETE OTNV OPYIKT GLOKELOGIN Y10, VO TPOCGTATEVETAL OO TNV VYPOCIL.

Meta 1o avoryuo:

Mn euvrdcoete o€ Beprokpacio peyoarvtepn tmv 25°C.

Awnpeite ™ QAN KOAG KAEIGHEVT Y10 VAL TPOGTATEDETOL OO TNV VYPAGId.

Metd to TpdTO dvorypa TG PLAANG, TO PAPUAKEVTIKO TPOIOV TIPEMEL Va. yprolomondel evtdg 2
UnMvov.

Mnyv zetdte ApROKE GTO VEPO TG ATOYETEVLOTC 1| OTA OIKIOKA omoppippato. Pothote Tov
(POPUOKOTOLO GOG Y10, TO TAOG VAL TETAEETE TO PAPOKO. TTOL EV YPNOYLOTOLEITE Lol AVTH TOL LETPA Ot
Bonfncovv oty mpoctascio tov mepPAAiovToC.

6. Iepreydpeva TG CVOKEVAGING KOl AOUTEG TANPOPOPIES

Tvnepréyer to Clopidogrel BGR

- H dpoaotikn ovsia ivar 1 khomdoypérn. Kabe emikodvppévo pe Aemntd vpévio d1okio mepiéyet
75 mg Khomdoypéing (og 6Evo Betkd Grag).

- Ta dAha cvotatikd givorl Aaktoln (BA. mapdypao 2 «To Clopidogrel BGR mepiéyet Aaxtdliny),
KUTTOPIVI LKPOKPVGTAAALKY, TPOLEAUTIVOTTONUEVO GPVAO apafocitov, TOAVABVAEVOYAVKOAN
6000, KIKELOO VOPOYOVOUEVO GTOV TUPNVE TOV O16KIOoV Kot VITPoUeAAOn (E464), Titaviov
dwo&eidwo (E171), adnpov o&eidio epubpd (E172), AN, Kot TPOTVAEVOYAVKOAT GTNV
EMKAALYT TOV O10KIOL.

Epeévion tov Clopidogrel BGR ko epigy6peva Tng 6V6KELOGIG

To emkaloppéva pe Aemtd vuévio diokia ivar pol, GTPOYYLAGL Kot EAAPPDG KVPTA.

AwtiBevion og kovTid wov mepiEyovv 7, 14, 28, 30, 50, 56, 60, 84, 90 kot 100 emkoivppéva pe AETTO
VUEVIO O10Ki0 GUCKEVACUEVE GE KUWYEAEC.

Awtifevion og kovtid wov mepiEyovv 30 kot 500 emkoAivppéva pe AemTd LUEVIO S10KI0 GCLCKEVAGUEVL
o€ PliAes.

Mmopei va pnv KukAo@opovV OAEG Ol CUGKEVOGIEG.
Karoyog Adcrag Kvkrhogopiog kot [lopackevaostiig

Karoyog Adcrag Kvkrioopiog
Laboratoires BIOGARAN

15, boulevard Charles de Gaulle
92707 Colombes Cedex

TaAAio

HapackevaocTic

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, XAoPevia
KRKA-POLSKA Sp. z 0.0., ul. Rownolegta 5, 02-235 Warszawa, [Tormvia
KRKA - FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, Kpootio

To mapdév evALo 0dNYIOV ypoNS avadempOnke Yo TelevTaia opd Tov

Agmtopepeic mAnpoopieg yio 10 PappoKo avutod givar dStobéoipes 61o ditktvako TOmo Tov Evpomraikov
Opyaviopov Gappdkwyv: http://www.ema.europa.eu.
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