ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Iscover 75 mg emkalvppéva pe AenTO LUEVIO dloKia
Iscover 300 mg emicodvppéva pe Aentd vuévio diokia

2. HOIOTIKH KAI MIOXOTIKH XYNOEXH

Iscover 75 mg emkaivppéva pe Aentd vuévio diokio
Ka0e emucaivppévo pe Aemtd vpévio dtokio mepi€yet 75 mg kKAomidoypEANg (og 6&vn Beuxn).

Exdoyo pe yvaaréc dpdoeis:
Ka0e emcoivppévo pe Aemto vpévio dtokio mepi€yet 3 mg Aaktolng kot 3,3 mg
VOPOYOVOUEVOL KIKEAATIOV.

Iscover 300 mg emikodvppéva pe Aentd vuévio diokia
Kd&0e emcodvoppévo pe Aemtd vpévio diokio mepieyel 300 mg khomdoypédng (g 6&ivn
Bguxn).

Exdoyo pe yvaaréc dpdoeic:
Kd&Be emodvppévo pe Aemtd vuévio diokio mepiéyetl 12 mg Aaktolng kot 13,2 mg
VOPOYOVMUEVOL KIKEAATOV.

INa tov TAnpn kaTdloyo TV ekdoYw@V, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Emwoloppévo pe Aemtod vpuévio diokio.
Iscover 75 mg emkoivupéva pe Aemtd vuévio diokia,

Pol, otpoyyvro, appikupto Kot pEPEL Yapayrévo Tov aptipd «75» otn pio ThAeupd KoL Tov
apOud «1171» oty GAAN TAgvpd.

Iscover 300 mg emikodvupéva pe Aentd vuévio diokio
Pol, emiunkec ko pépet yopayuévo tov aptBpd «300» ot pio mAevpd kot Tov aptBpd «1332»
TNV GAAN TAELPAL.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTikég evOEiEelg

Aevtepoyev mpoinyn obnpwbpoufwrtindy exeioodiwy
H xAomdoypéin gvdeixvotal os:

. Evilikeg aoBeveig pe épuppaypa tov pookapdiov (amd Alyeg nuépeg HEXPL AyoTEPO Omd
35 NUEPEC), IGYAUIKO aYYELNKO EYKEPAALKO ETELGOO10 (amd 7 uépec uEypt Arydtepo
a6 6 UVEC) 1 EYKATEGTNUEVT] TEPLPEPIKT APTNPLOKT VOGO.

. Eviilkeg aoBeveic pe 0&Y otepaviaio cuvopopLo:
- 0&D otepaviaio GUVIpoUo Ywpig avacracn Tov dtotnuatog ST (acTadng
o Bayyn M éuepaypa Tov pouokapdiov ywpig kopa Q), coumepLapUPavouivey TOV
acBevav Tov vofdrlovian og TonobEnon evéonpdbeonc (stent) petd and



Sladep UK ETEUPOOT OTEQAVIOI®MY GE GLVIVAGUO LE OKETVAOGUAMKVALKS 050
(AX0).

- O0& éuepaypo Tov pookapdiov pe avacmacn Tov dtuotnuatog ST, e cuvdvacuo
pe AXO og acbeveig mov vroPdAdovtal og O10depIKT GTEQUVINio TapEpPacn
(ovumepiopfavopuévov Towv achevdv mov vtodAloviol e Tonobétnon stent) 1| o€
acBeveig mov avrtipetomi{ovtal cuvTNPNTIKA Kot givol kKaTdAAnAot va Adfovv
Opouporvtik)/ V@S0V TIKN aywyT).

2e aobeveic ue petpiov éwg vyniov kvdvvoo lapodixo loyoyurd Ereioodio (IIIE) i éElacoov
loyayuro Ayysioxo Eykepalixo Ereioooio (IAEE)
H xhomidoypéin o€ cuvdvacuod pe AXO gvdgikvutol og:
- Evflikeg acbeveic pe petpiov £mg vyniot kwvdovov IIE (Baduoroyia ABCD2! >4)
M éhoccov IAEE (NIHSS? <3) evtog 24 wpdv omd to ITIE 1 to IAEE.

Hpoinyn aBnpobBpoufwtikadv kot Bpoufosuflolikmy eneloodimwy o€ KOATIKY HOPUOPOYI

e eviAIKeG acOeVEIC LE KOATIKT LOPLOPVYT TTOV £XOVV TOLAGYLIGTOV EvVa TapdyovTo
KvdOvoU Yo ayyslokd coupdpata, mov ogv gival duvatd va mépovv Bepomeio pe
avtayoviotéc Prrapivng K (ABK) kat ot omoiot £yovv yapunio kivéuvo aipoppayiog, 1
KAOTS0YpEAN evdeikvuTon oe GuvovaoUo pe To AZO yia TV TPpoANYT 0npobpopupotikdy
eNELG00ImV Ko EMEIC0diwV Bpopfoepfolng, cupmepLaBovorEVOD TOV ayYELOKOD
EYKEPOUAIKOV €MEIG0010V.

INa neprocdtepeg TANpopopieg mapakareice va avatpééete oty Tapdypago 5.1,
4.2 Aocoloyia kKo TPOTOS YOPNYNONS

Aocoloyia
. Evilikec kol nAtkiopévot

Iscover 75 mg emkoivupéva pe Aemtd vuévio diokia,
H «lomdoypéin mpénet va divetar og epdmal nuepniola d6on T@v 75 mg.

Iscover 300 mg emixodvupéva pe Aentd vuévio diokio
Av16 10 d1okio v 300 mg KAomdoypéANG Tpoopiletal yia ypron wg 66 eOPTIoNC.

Ye aoBeveic mov mhoyovv and 0&D oTEPAVINiO GVVIPOUO:

—  O&b otepaviaio cuvdpopo ywpic avionact tov dtuotiuotog ST (actadn
omBayyn N éuepaypa Tov pouokapdiov ywpig kopa Q): N aymy”n pe KAOTOOYPEAN
Ba pémel va Eekvd pe pia epdmoaé d6om eoptiong tov 300 mg 11 600mg. H
epamas 06om eoptiong twv 600 mg Bo propovoe va yopnyeital oe aceveic
NAkiag <75 etdv 6tav npoPrénetar Sradepikn otepaviaio mopépuPacn (BA.
napdypoeo 4.4). H Ogpancio pe khomdoypéin Oa mpémnet , va cvveyileton pe 75 mg
pio eopd v nuépa (e okeTvAocaAKVAKSO 0D (AX0) 75 mg-325 mg
nuepnoing). Kabog vymidtepeg d6ceig AXO cvoyeticOnkoayv pe vynAdtepo
Kkivouvo alpoppayiog, cvotivetar 1 86om AZO va uny givor peyaddtepn and
100 mg. H Béltiotn didpkela tng aymyng 6gv £yel emionuo tpocdlopiotel. toryeia

! Hukia, Aptnpraxt| mieon, KAvikd yapoxtnpiotikd, Atdpreia kot Sidyvoon Zakyapddovg Awofin
2 KMpaka Ayysiakod Eykepaitkod Encicodiov EQvikdv Ispvpdtov Yyeiog



KAWVIKOV S0KIUOV bTootnpilovv T ypnon péxpt 12 univeg, e to péyloto 6QeA0g
va Tapatnpeitol 6tovg 3 unveg (PA. mapdypaeo 5.1).
—  0&0 éuppaypo Tov pookapdiov pe avacmaon Tov dtuotnuatog ST:

—  Xe aoBeveig mov avtipet@ni{ovtol cuvINENTIKG, KOTAAANAOL Y10
Opopporvtiky/vedorvTikn aywmyn, 1 KAomdoypEAn Ba mpémet va, yopnyeital
¢ epanaé nuepnota doomn tv 75 mg Eekvavtog e pia 6061 POPTIoNS TOV
300 mg o€ cuvdvacpo pe AX0, pe M yopic Opopporvtikd. o wTpiKmg
Oepamevodpuevoug acheveic dvo Tmv 75 eT@v 1 KLomdoypEAN Ba pémet va
Eexva yopig 66om eoptiong. H cuvdvacuévn Oepancio Oo tpénet va Eekivd to
GUVTOUOTEPO SLVOTO HETA TNV EVOPEN TOV CLUTTOUATOV Kot Vo cuveyileTat
70 AMyotepO Yo Téooepis efdonadec. To 6@erog 0md TO0 GLVIVAGHO TNG
Khomdoypéng pe AXO yio S1doTNU LEYOADTEPO TV TEGGAPMV EFSOUASDV
dev &yel ueketn el (BAéne mapdypapo 5.1).

—  Orav npokerton va mpayuatomombei dtadeputkn otepoviaio mapéupfoon
(PCI):

— H Bepancio pe kKhomdoypéin Ba mpémet va Eexva pe pio pdmas
d0om eoptiong 600 mg oe acbeveic mov vIOPAALOVTIOL GE TPWTOYEVT
PCI kot og acBeveig mov vropariovrar og PCI mepiocdtepo omd 24
MPEG amd TNV AMYN WOSOALTIKNG ay®wyng. Xe aobeveig nhkiog > 75
etwv, Ta 600 mg LD Oa wpémel va yopnyovvrot pe mpocoyn (PA.
mopaypao 4.4).

— H Bepoamcio ue khomdoypéin epamal doomng epoptiong 300 mg Oa
mpéneL va, yopnyeital oe acbeveic mov vroPaiiovtar oe PCI gvioc 24
POV Ao TNV ANYN VOSOAVTIKNG 0y ®YNS.

H Bepoancio pe kKhomdoypéin Oa npémnel va cuveyiletar ota 75 mg pia

@opa v Nuépa pe AXO 75 mg — 100 mg nuepnoionc. H cuvdvacpévn

Oepaneio Bo Tpémetl va Egkvé TO GUVTOUOTEPO GLVATOV HETA TNV Evapén

TOV COUTTOUATOV Kol Vo cvveyileTol Emg kot 12 punqveg (BA. Tapdypapo

5.1).

Evilikeg aoBeveig pe petpiov £og vyniod kivovvov IIE 1 éhaccov IAEE:

- Xe evilkeg acbeveig pe petpiov £mg vyniov kivdvvoo IIE (Babuoroyia ABCD2 >4) ,
éhaccov IAEE (NIHSS <3) 8a mpénet va yopnyeiton pio d6om OpTIong KAOTOOYPEANS
300 mg akorovBovpuevn and door kKhomdoypéing 75 mg arnag nuepnoing kot AXO
(75 mg -100 mg dmo& nuepnoing). H Bepancio pe khomdoypéin kot AXO Oa mpémetl va



Eexvd evtdg 24 mpdv amd 1o emelc6010 Kal va cuveyiletar ya 21 nuépeg akoAovBodevn
oo LoV OVTIOUOTETAAMOKY] Oepameia.

e ao0eveic [le KOATIKT LOpLOPLYN, 1| KAOTOOYPEAN TPETEL VAL YOpNYEITOL MG pLiat
nuepnota 66on tov 75 mg. To AXO (75-100 mg nuepnoing) mpénet va, apyilet kot va
ouvveyiletan og GuVOLOCUO pe TNV KhomdoypEAn (BA. Tapdypapo 5.1).

Edv Eeyaotel o d6om:
- Evtog Myotepo tov 12 @pdv PETE TNV KAVOVIKT] TPOYPOLUATIGUEVT] P OL
acBeveic mpémel va Thpovv 1 006N TOLG OUESMG KOl LETE VO TAPOLV TNV EXOUEVN
500 OTNV KAVOVIKT| TPOYPULUUATIGUEVT] DPOL.
- Metd and nepiocdtepo amd 12 mpeg: o acheveic mpémel va mapovv TNV EXOUEVT
5001 OTIV KOVOVIKN TPOYPUUUOTIGUEVT] OPO KOL VAL U1V SITAAGLACOVVY T1) 000T).

Ewdwoi tAnBvopoi

. Hlkiopévor acBeveic

0&V otepaviaio chvopouo ympig avdcmaon Tov daothpatog ST (acTtabng otnOayyn 1M
EUepaypa Tov pookapdiov ywpig kopa Q):

- Hepanag 660om poptiong tmv 600 mg Ba pnopovce va yopnyeiton o€ acbeveic
NAMKiac<75 gtmdv otav TpoPArémeton dtadeputkn otepoviaio tapéufoocn (PA. mapdypoa@o
4.4).

0&DL Euppayuo, Tov pokepdiov e avaoTooTt Tov dtacthuatog ST:

- Xe acbBeveic mov aviipeTomiloviol cuVTNPNTIKE KATAAANAOL Yia
Opopporivtikn/ivedorvtikny aymyr|: o€ acbeveig nlikiog dve Tov 75 etdv 1 Oepaneio
ue Khomdoypéin Oa mpénet va, Eekiva yopig pia epdmas 066M OPTIoNG.

Y acbeveic mov voPdAirovian g Tpwtoyevn PCI kot og acbeveic mov vofdAiiovon

og PCI meprocdtepo and 24 dpeg amd TV Ay VOSOAVTIKNG ay®YNC:

- Xg acBeveic nlikiag > 75 etd@v, To 600 mg LD Oa wpémetl va yopnyodvtar e
TPOGOYN

(BA.mapdypago 4.4).

. HoudraTpicog TAnBuopog
H xhomidoypéin dev mpémetl va ypnoomoteiton o€ mondid Aoy apBOA®Y yio TNV
amoteleopatikotnta (BA. mapdypago 5.1).

. Neppkr| dvciettovpyia
H Bepamevtikn eumeipio eivorl meplopiopévn o€ acbeveis e veppikn dvsiettovpyia (PA.
napdypoeo 4.4).

¢ Hnotwn duciettovpyio
H Bepamevtikn eumeipio eivol meplopiopévn o€ acbeveig pe pétpla Nratiky voco, ot
omoiol Umopel va Tapovcidcovy apoppoytkn tpodiadeon (PA. Tapdypapo 4.4).

Tpoémog yoprynong
Ao oTOUATOC YPTIoT
Eivai duvatod va yopnyesiton pe 1 xopig tpoen.

4.3 Avtevoeigeg



. YrepevoicOnoio otn dpacTiKi ovcia 1) 6€ KATO10 0md T0 EKO0Y0 TOV AVOPEPOVTOL
otV mopdypao 2 | oTNV Tapaypapo 6.1.

. Yofoapn NTaTIK) SLGAELITOLPYIA.
Evepydc maBoroyikn apoppayia, 6mwe mentikd EAKog 1] EVOOKPAVINKT OLLoppoyia.

4.4 E01kég TPOEIOOTOMGELS KO TPOPVAAGEELS KATA T Y P1]O)

Ayioppoyio. ko aiuaToLOYIKES OLOTOPOYES

AOY® TOVL KIvOOVOL apoppayiog Kot OUATOAOYIKAOV avemBOunNTmV gvepyelmv, Ba Tpémel va
dlevepyeitar eyKoipmg LETPNOT TOV EUUOPPOY GLCTUTIKMOV TOV OIUATOS, KoL/ GAAEC OYETIKES
€€eTAOEIC 0MTOTEONTOTE KAVIKG GUUTTMUOTE TOV VTOSNAMVOLY opoppoayia epeoviloviat
Katd tn Sdpketa tng Bepoameiog (PA. mapdypago 4.8). Onwg pe GAAOVG AVTIOLULOTETOALOKOVG
TAPAYOVTES, 1 KAOTLOOYPEAN Bl TPETEL VOl YPNGUOTTOLEITAL LE TPOGOYN o€ acbeveic Tov
umopel va givat o€ kivouvo avEnpévng atpoppayiog and tpadua, YEPovPYIKN exéupacn 1
aAleg maBoroyucég kataotdoelg kol o€ aobeveic mov Aapupdvouvv aywyn pe AXO, nropivn,
avaoToAElS TV VITOdoYEmV NG YAvkonpwteivng 1Ib/Ila 1 un-ctepoeldn avtipieypovmdn
eapupaka (MEZAD) coumepriapfavouévay Tmv ovactoAény g KopPfotuidaong Cox-2 1| Tov
EKAEKTIKAOV OVUGTOAE®V EMOVATPOSANYNG TG oepoTovivng (SSRIS), 1 toyvpolc enaywyeig
tov CYP2C19 7 dhha poppokeutikd mpoidvta mov oyetilovron pe kivouvo arpoppayiog 0mme
N evto&leuArivn (BA. Tapdypago 4.5). Adym Tov avénuévon Kivdvvoy apoppayiog, 1 TPUmAn
avtoponetaiiaxn Oepomeio (KhomdoypéAn + AZO + SimuptdapdAn) Yl Tn 6EVTEPOYEV
TPOAN YT £YKEQUAKOD £MELGOJT0V dev cuvioTdtal o€ acheveic pe 0&H un kapdloepPoitkod
WOYOLUIKO eyKe@ohko encloddo 1 TIA (PA. mapdypapo 4.5 ko wapdypoeo 4.8). Ot acBeveig
0o Tpémel va TapakoiovBodvtol oteVE Yo Kabe onpeio apoppayiog coumepiAapfoavouévng
g AavBdvovcag apoppayiog, W0UKE KATA TIG TPMTEG EPOOUASES TG AY®YNS KOUT HETd omd
emepPoaticég Kapdlohoyikés dradikacies 1 xepovpykn enépfacn. H tavtodypovn yoprynon
NG KAOTOOYPEANG LLE OO TOV GTOUOTOG AVTITNKTIKGA OEV GUVIGTATOL ENEWDT MTOPEL VO
avénoet v évtaon g apoppayiog (PA. mapdypago 4.5).

Edv évog acBeviig mpdkertan va vtoPAnOel o€ mpoypapLaTIGUEVN YELPOVPYIKT ETEUPACT Yio
TNV 0Toie TPOoWPIVA deV gival XBLUNTN AVTICLLOTETAALNKT OpAcT), 1| KAOTIO0YPEAT Ot
TpéneL va dSlakomTETAL 7 MUEPES TPV Od TN XEPovpYIKN eméuPact. Ot acbeveic Ba mpémel va
EVILEPMVOLV TOVG 1TPOVS KL TOVS 000VTIATPOLS OTL AaPAvouy KAOTIS0YPEAT, TPV ATtd TOV
TPOYPUUUATIOUO KAOE YEPOVPYIKNG EMEUPOOTG KoL TPV amtd TN ANy kdbe véou
(QOPLOKEVTIKOV TTPOioVTOG. H KAomidoypéin mapateivel 1o xpovo pong Kot Bo mpémet va
YpPMNOoLoTOLEiTAN e TPOGOoYN o€ aobeveic, ol omoiot &xovv PAAPES e TAOT VO OLLOPPAYIGOLY
(101aitepa Yoo TPEVTEPIKEG Kol EVOOPOAALUIES).

Ot acBeveic Ba mpémet va evnuepmBovv 01t 6tav Aapupdvovy kKhomdoypérn (Lovn M| o
ocuvovacopod e AX0O) iowg ypelootel meptoadTEPOS XPOVOGS am’ dTt GLVIOWME TPOKELUEVOL VL
OTOUOTNOEL N a1poppayio Kot 6Tt B TPEMEL Vo, avapEpovy omoladnmote aovuviioT (®g TPog
TNV eVTOMIoN 1 TN SIAPKELN) OpLoppayio 6To YiaTpd TOVG.

H ypnon g epdmag 66ong poptiong twv 600 mg KAomidoypéing dev cuvioTdtal o€ acheveig
ue 0&0 otepaviaio ovvdpopo ympic avdomacr tov ST dtaotnpatog Kot nAkiog >75 etdv
AOY® avEnpévou Kvdhvou apoppayiog o€ avtdv tov TANBLGHO.

AOY® TV TEPLOPICUEVOV KAVIKOV dedopévav og acbeveig nhxiog >75 etdv e STEMI PCI
Kot TOV aENUEVOL KIVOUVOL alpoppoyiag, 1 ¥pNnon epana 606mg pOPTIoNG KAOTOOYPEANC



v 600 mg Ba mpénet va e&etdleTon pOVO HETA oo eEATOMKEVUEVT] OELOAGYTOT] TOV
KIvoLVOL apoppayiag Tov achevodg and Tov 1aTpo.

Opoupwmixny Opouforevikn loppovpo (TTP)

[ToAv omdvia £xet avapepbel Opoppatikn @popporevikn [Hopevpa (TTP) petd amd ypion
KAOTILOOYPEANG, LEPIKEC POPEG LETA amd LUIKPNC O1dpketag EkBeon. Xapaktnpileton omd
Opoppomevia Kot PIKPOOYYELOTOONTIKY GLULOAVTIKT OVOLULO TTOV GUVOEETOL EITE LIE
VELPOAOYIKE VPAUATA, VEPPIKT dvcAertovpyia 1 ue Topetd. H TTP givon pio duvnrikd
BovaTnEOpOg KATAGTACT TOL OTALTEL £YKALPT Ay®YN, CUUTEPIAAUPOVOUEVNG TNG
TAQGLLOPAIPESTC.

Erixtnty capopiiio

Emiktnt apoeidia £xel avagepOei petd omd ypnomn g KAOTO0YPEANG. 1€ TEPUTTOCELS
emPefotopuévng LEUOVMUEVIC TOPATAGCTIG TOV YPOVOL EVEPYOTONUEVNC LEPIKNG
Opoppormractiving (aPTT) pe 1 yopic opoppayic, tpénet va eEetdleton n enikTnTn dpoeiMa.
Ot acBeveic e emPefoaiopévn ddyvoon exiktn g apoPiriiog Tpénel va avIueToTiloviot
Kot vo, Bgpomevovtol amd €101KOVG Kot 1) KAOTLOOYPEAN TTPEMEL VOL SIOKOTTETOL.

Llpooparo 16y0upIKo oyyeloKo eYKePAIIKO ETEICOOIO
o Evopln e Oepameiog
o ZXeg acbeveic ue 00 éhacoov IAEE 1 petpiov émg vymiov kivdbvov IIE, i dutin
avtonponetaiiokn Beponeio (Khomdoypéin kot AXO) Ba tpénel va Egkva To
apyotepo 24 dpeg PHETE TV EULPAVION TOL EMEIGOSIOV.
o Aevumapyovv oTol el OYETIKA e TNV AVOA0Yio, 0QELOVC-KIVODVOL TNG
Bpayvypdviag SimAng avtioponeTaokng Beponeiog oe acBeveig pe 0&y Ehaccov
IAEE 1 petpiov émg vyniov kivdovov IIE, pe 1otoptkd (un TpowLatikig)
EVOOKPAVING OLLOpPayiag.
o ZXe acbeveig pe un éhaccov IAEE, n povobepancio pe khomdoypéAn Oa npémel va
Eexva LOVO PETA TIC TPMTESG 7 NMUEPES Ald TO EMELGOO0.
o Adbeveig ue un élacoov IAEE (NIHSS >4)
AOY® EMAerymg 6edopEVDV, 1 YpNoN SITANG aVTIOOTTETAALNKN G Depaneiog dev
ovviotdral (PAéme mopdypao 4.1).
o [Ipoopozo élaooov IAEE 1 uétpiov éwg vyniod kivovvoo IIE oe 006eveis yio tovg
omoiovg evogixvotai 1 mpoypoyuatiletor apéufoon
Agv vrdpyovv dedopéva mov vo vrostnpifovy TN XPNoT SUTANG OVTIOLOTETOALOKNS
Oepaneiog o€ a60eveic Yo TOVG 0TOIOVE EVIEIKVLTOL EVOUPTNPEKTOUN KOPMTIONS 1)
evdayyeswaxn BpopPextopn, 1| o€ acbevelg yia Tovg omoiovg £xel TpoypappatioTel
Bpouporvon 1 avrunktiky Oepaneio. H oumAr avtioaponetoiiokn Bepaneio dev
GUVIOTATOL GE OVTEG TIG KOTAGTAGELS.

Kotoypawua P450 2C19 (CYP2C19)

Ddappokoyevetikn: Le acbeveig pe meplopiopévn petaforkn wovornte tov CYP2C19, n
KAOTILOOYPEAN OTIG CUVIGTOUEVES 00GELS GYNUOTICEL AtydTEPT] TOGHTNTO OO TO OPUCTIKO
petaBoiitn g KAOmS0YPEANG Kot £xEL LUKPATEPT EMIOPACT] GTN AELTOVPYIN TOV
aponetariov. Eetdoeig eivar S100€0111EG Y10 TV TAVTOTOINGT TOL YOVOTUTTOL TOL
CYP2C19.

Emedn n khomdoypédn petaforiletar 6to Spactikd petaforitn TG €V HEPEL ATO TO
CYP2C19, n ypfion QOpUOKEVTIKOV TPOIOVIMV TOL OVAGTEALOLV TN dpdon Tov eviLHOL
aVTO Oa OVaUEVETOL VO £XEL OC OTOTELEC LA LELOUEVO ETITESN TOV OPAGTIKOD HETOPOAITN
™G KAomdoypéANG. H kKAvikn cuoyétion tng aAnienidpaong avtig eivar afféPoun. Qg
TPOPLAAEN, 1) TAVTOYPOVT YPNON 1oYLPOV N LETPL®Y avaoToAéwy Tov CYP2C19 npénet va



amoBappivetar (BA. mapdypapo 4.5 yio pua Alota avaotorémv tov CYP2C19, BA. emiong
Topaypaeo 5.2).

H ypnon goppoakeutikdy tpoidviwv mov endyovv ) dpdomn tov CYP2C19 avapéverar va
00MYNooLV og avénuéva enimeda EapaKov Tov evepyol petaforitn TG KAOTIO0YPEANG Kot
Bo umopovoav va evicydoovy Tov Kivouvo arpoppayioc. IlpoAnmrikd, n tovtdypovn xpnion
woyvpav enaywyénv CYP2C19 0a npénet va amobappovetar (PA. [apdypago 4.5).

Yrootpaopazo tov CYP2CS

[Ipocoyn ypetdleton oe acbeveic mov avtipetomilovtal OepamenTikd TAVTOYPOVA. LUE
KAOTIO0YPEAT KO POPUOKEVTIKA TPOiovTa TToL givar vmootpmdpata tov CYP2C8 (BA.
mapaypapo 4.5).

Araotavpodueves aviidpaoelg uetold Geievomrvplovay

O1 acBeveic mpémet va a&loloyodvton yia 16Topikod vepgvoictnaciog oe Betevomupidiveg (OTwG
KAOTOOYPEAT, TIKAOTSIVT, TPAGOVYPEAT)), dedopévou 0Tt €xel avapepOel SlacTaVPOVUEVT|
avtidpaon avdpeoa og Oeievomupidives (PA. mapdypapo 4.8). Ot Osievomupidiveg evdéyetan va
TPOKAAEGOLV NTIEG EMG GOPaPEG AALEPYIKES aVTIOPATELS OTTC EEAVOM LA, ayyEL00IOM UL 1)
OLULOTOAOYIKES SO TAVPOVUEVES avTIOPAGELS OTtmg OpopPorevia kKot ovdetepomevia. Ot
acOeveic mov giyov avomtOEEL TPOTYOVUEVT] GAAEPYIKT OVTIOPACT] KOUT OLLOTOAOYIKN
avtidpaon oe pio Betevomopidivn evoéyetal va Exovv avénuévo kivouvo avamtuéng g idtag 1
GAANG avtidpoaong og Kamowo dAAN Betevomupidivn. Zuviotdton Tapakorlovbnon twv achevaov
Le Yvoot aAlepyia otig Oelevomupidiveg yia onpeio vrepevaicOnociog.

Negpirn dvolertovpyio

H Bepansvtikn| eumeipia pe kKAomdoypéin sivar mepropiopévn oe achevelg pe veppik
dvodettovpyia. ' avtd 1 Khomdoypérn Oa TPEMEL VO ¥PNGIUOTOLEITUL LE TPOGOYN G’ AVTOVG
Tovg acBeveic (PA. mapdypopo 4.2).

Hrartixn dvolerrovpyio

H eumepio eivon mepropiopévn o acbeveig pe PETplo NraTiky VOGO TOL UTopEl va £xovv
apoppayiki tpodidbecn. H khomdoypéin, emopévmg, Ba mpénet va yopnyeitan pe mpocoyn o’
awTovg Tovs aobeveic (PA. mapdypapo 4.2).

Exdoyo.

To Iscover mepiéyet Aaktoln. AcBeveig pe ondvia kKAnpovopkd tpofAnuata dSvcaveéiog ot
yorhoktoln, EAAEYNG OAKNG AOKTAGNG ) SuoaToppOPNoNG YAVKOING-YyOAaKTOLNG dEV TPEMEL
va AapPavouy avtd To QOPHOKEVTIKO TPOIoOV.

AVTO T0 PUPUAKEVTIKO TPOTOV TEPLEYEL LOPOYOVMOUEVO KIKEAOLO, TO OTTO10 UTOPEL VL
TPOKOAEGEL GTOLOYIKES OLOTOPAYES Kol O1ApPOlaL.

4.5 AlMmiemopdoseig pe GAL0 QUPUUIKEVTIKE TPOTOVTO KoL GAAES HOPPES
aAAniemiopaong

DopuokevTIKG TPOIOVTO WOV TyeTI(OVTaL e KIvOvvo ayoppayiog: Y Tapy el avENUEVOS Kivouvog
alpoppayiog Ady® tng SuvnTikng afpoloTikng enidpaocng. H tavtoypovn yopiynon
(POPUOKEVTIKOV TPOIOVI®V Tov oyetilovton pe kivovvo aipoppayiog tpémet vo Aappdvovton
LE TPOGOYN.

AVURnKTIKG OO TOL GTOUATOG: 1| CLYXOPNYTON KAOTOOYPEANG KAl AVTUTNKTIKAOV OO TOV
GTOUOTOG OEV GUVIGTATOL O10TL Uopel Vo avENael TNV évtacn g apoppayiog (BA.
Tapaypapo 4.4). Av kot 1 xopynon KAOmdoypEANg 75 mg/muépa dev Tpomomoince
papuokokvnTikn g S-fapeapivng 1 tov INR (d1eBvovg opolomomuévng oxéong) oe
acBeveic mov Aappdvovv pokpoypovia Bepaneia pe Bapeapivn, 1 cuyxopnynon



KAOTO0YPEANG e Bappapivi avEavel Tov Kivovuvo atpoppayiag AdYw aveEdptnrwv
AELTOVPYIDV TNG OUOCTACNG.

Avaortoleic twv vrodoyéwv g yAvkompwreivng IIb/Ia: | KAOTIS0YPEAT TPETEL VOl
XPTCLOTOLEITAL LUE TTPOGOYN 0€ 0oBEVELG TOL AOUPAVOVY TALTOYPOVO. AVAGTOAEIS TOV
VodoYE®V NG YAvkonpwteivng lIb/la (BA. mapdypago 4.4).

Axervloootikviino old (A20): to AXO b petéfole TNV VOCTOAN TOL TPOKAAEL 1)
KAoTd0YpEAN oty mpokaAovpevn arnd v ADP cusodpevon Tov aploneTolmy, VO 1
KAomdoypéAN evicyvoe ) dpdon Tov AZO TNV TPOKAAOVUEVT ATt TO KOAAXYOVO
GLGGMPELGT TOV UUOTETAAIOV. Q0TOG0, 1 TaVTOYPoVN YopnyNnon S00 mg AZO Vo popég
TV NUEPA Yol Lo UEPA OV AHENCE GNUAVTIKA TNV TOPATAGT] TOL YPOVOL POT|G TOV
TPOKOAEITAL 0O TN AW TG KLoTd0oYpEANC. Mia @oapprokodLVOUIKY CAANAETIOPAOT] LETAED
KAomdoypéing kot AXO givar mbavn|, pe amotédeopa Ty oéNGT Tov Kvovvoy aupoppayiog.
Yvvenmg, n ovyxopnynon tovg fa tpénet va yiveton pe mpocoyn (PA. mapdypopo 4.4).
[avtwc, 1 Khomdoypéin kot To AXO yopnynnkav pall yio Stdotnpa péypt Eva €toc (PA.
mopdaypago 5.1).

Hrapivy: og pio kAvikn HeEAETN oV €Y1VE GE LY ATOWA, 1) KAOTIOOYPEAT| OEV KOTEGTNGE
avaykaio T peTafoin e d0omNg TG NIapivng, ovTe uetéfare tn dpdomn g nrapivng otnv
mén. H tavtdypovn xoprynon g nmapivig 0ev EANPENGE TNV AVOCTOAT TG CLGCMPEVCTG
TOV OPLOTETAAIDV TOL TPOKAAEITOL OO TV KAOTIOOYPEAT. Mia @aplLaKoduVaLKN
oAAnienidopacn HeTaEy KAOmdoypEANG Kot nrapivng ival mbovi, pe amotéAespo Ty avénon
TOV KIVOUVOL ooppayiog. ZOVETMC, 1| GLYXOPNYNOT TOVG Oa TPENEL VoL YIVETOL e TPOGOYN
(BA. mapdrypapo 4.4).

Opoufolvtind: 1 0CQAUAELN TNG TOVTOYPOVNG YOPTYNONG KAOTIO0YPEANG, EIOIKAOV 1] LT Y10 TO
wmdeg Opopforvtik®dv mapaydvtov Kol nrapvedv aslohoyndnke oe acbeveic pe 0&H
éuppaypo Tov pvokapdiov. H cuyvotnta epedaviong KAVIKG ONLOVTIKAG OLULOpPayios TV
TOPOUOL [LE QLTI TTOV TTapaTNPNONKE, OTAV TO, OPpOoUPOALTIKA QAPLOKa Kot 1] NTopivn
ouyyopnyndnkav pe AXO (BAéne mapdypapo 4.8).

MXAP: oe o KAMvIKN HeAETN Tov €yive o€ vYielg eBehovTéc, 1 TavTOYpOV YOpPNYNoN
KLomdoypEANG Kot vompo&évng avénce T AovOdvovoa amdAELN ailaTtog amd To

YOO TPEVTEPIKD. Q206TOGO, AOY® TNG EAAEYNG LEAETOV aAAnAenidopaong pe dAha MEAD eivan
TPOG TO TOPOV AOIEVKPIVIGTO GV VILAPYEL AVENUEVOG Kivovvog aupoppayiog amd To
YOOTPEVTEPIKO pE OAa Ta MEAD. Xvvendmg, to MEZAD cuunepthopufavouévoyv Tov
avaotorémv g kapPfolvidong Cox-2 kot 1 KhomdoypéAn Oa mpénet va cuyyopnyodvtot ue
npocoyn (BA. mapdypapo 4.4).

SSRIs: epocov o1 SSRIs emnpedalovv v evepyonoinomn TV aponetoariov Kot avavouy Tov
kivduvo aupoppayiog, n tavtodypovn yopnynon tov SSRIs pe khomidoypéin mpénet va yiveTon

UE TPOGOYN.
ANeg tavtoypoves Oeparneics:

Enaywyeic too CYP2C19

Agdopévov 6t 1 KAOTIO0YPEAT HeETaPOALETOL LEPIKDG GTOV EvEPYO UETABOAITN TNG OO TO
CYP2C19, 1 xprion opUAKEVTIKOV TPOTOVIMV TOL EXAYOLV T OPAGTIKOTITO ALTOV TOL
ev{duov avouévetal va, 0dnNyncovy oe aénuéva emimeda PapUdKov Tov evepyoD uetafolitn
NG KAOTLOOYPEAT|G.

H prpapmikivn endyet évtova 1o CYP2C19, pe amotéhespo 1060 TNV adENGT TOL EMTESOD
TOV gvePYOD HETAPOAITN KAOTIO0YPEATG OGO KOl TIV OVAIGTOATN TOV UOTETAMMV, YEYOVOG
OV €101KOTEPO. UTOPEL VOL EVIGYDGEL TOV Kivduvo arpoppayiag. ['a mpoinmtikodg Adyovg,



TavToOYpovn xpnon woyvpdv enaynyéonv CYP2C19 Ba npénet va amobappiveton (PA.
mopaypoeo 4.4).

Avaoctoieig tov CYP2C19

Emeidn n khomdoypédn petaforileton ev pépet péow tov CYP2C19 yio va mpoxdyet o
dpaOTIKOG LETAROAITNG TNG, 1| XPTOT POPUAKEVTIKAV TPOIOVIMV OV AVOGTEAAOVV T1 dpdion
avtod Tov ev{OUOV avauévetal 0Tt Bo EYEl MG ATOTEAEG L0 UELMUEVO, ETITEDO, TOV OPUCTIKOD
petafoiitn g Khomdoypéing. H khvikn cuoyétion g aAlnienidpaong avtg eivar
aféPam. Qg mpoeHAa&n, N TAVLTOYPOVN XPNOT WOYVPOV I LETPIOV avacTorémy Tov CYP2C19
npénel va omobappovetar (PA. mapaypdpovg 4.4 kot 5.2).

DappokevTiKd Tpoidvia Tov givar 1yvpoi 1 pétplot avactoreig tov CYP2C19
TEPIAAUPAVOLV, Yo TaPASELY O, TV OUETPALOAN Kot TNV EGOUETPALOAT, TN pAovBosapivn,
™ eAovoetivn, ™ pokAofeuidn, ™ Popucovaldin, T pAovkovaloin, TNV TIKAOTISIVY, TV
kapPBopalenivn ko v epafipévin.

Avootoleic e AvtAiag [Tpotoviov (AAIT):

H yopniiynon 80 mg ouenpalding epdmal nuepnoimg, €ite oTov 1010 Ypovo ue T
KAomdoypéAn, gite pe 12 dpec peta&h Tmv yopnynoemy Tov 600 PapudK®V, Leimoe TV
éxbeom tov dpaoTikoD petaforitn kot 45% (36om eoptiong) kot 40% (36on cuviipNnong).
H peimon oyetiomke pe 39% (d6om @optiong) kot 21% (d66m cuvthipnong) peimon tng
OVOLGTOANG T1G CLGCMOPEVOTG TV oponetaAiny. H ecopenpaloin avopéveton va £xet
TopOUOLe. CAANAETIOpaoT LE TNV KAOTIOOYPEAT.

AVTIQATIKA OESOUEVA YO TIG KAVIKEG ETUTAOKES QTG TG POPLOKOKIVITIKNG
(OK)/pappaxodvvapkng (PA) arinienidpaong avapopikd pe peilova kopdioyyetokd
ocvppdpata £xovv avaeepbel omd peléTeg TapaTNPNONG Kot KAWVIKEG peAéteg. Qg mpopOAasn,
1N TOVTOYPOVN YPNOM OUETPAlOANG 1 EcOUETPAlOANG TTpémel va amobappiveTal (PA.
napdypoeo 4.4).

AyOTEpPO £VTOVEG PEIMGELG TNG £KBeonc Tov petaforitn xel mapatnpnbei pe mv
navtompaloAn 1 ™ Aavoonpaloin.

O1 6uYKeVTPOOELS 6TO TAACHA TOV dpacTikoV petaforitn pewwbnke katd 20% (56on
@optiong) kot katd 14% (8001 GuvTPNoNg) KATA T JAPKELD TNG TAVTOYPOVIC OYWDYNG ME
80 mg mavtompaloing epdnal nuepnoine. Avtd cvoyeticTnke pe peiwon g péong
AVOGTOANG TG CLGGMPELONC TV oponeToriov katd 15% kot 11%, avtictoyya. Ta
amoTELEC LT QT OElyvouV OTL 1 KAOTIO0YPEAT] UTOpEL va, xopmyeital pe Ty TovTorpalon.

Agv vrapyovv ototyeia 6Tt GALD POPUOKEVTIKA TPOIOVTIO TTOL LELDOVOLV TA YOOTPLKA 0EEN
omwg ot H2 amorhelotéc 1) to avtidEva ennpedlovv TNV aVTIOLOTETAAMOAKT] Opdon TG
KAOTIOOYPEANC.

Evioyopévn avtipetpoikn Oepaneio (ART): Ot acBeveig e HIV mov vmofailovion o
evioyvuévn avtipetpoikn Oepaneio (ART) datpéyovv vynAd Kivduvo gpeAviong oy yELOK®Y
copupapdtov.

"Exel mapatnpnOei onuovtikn peimon g avaotolng tov aponetolMov o acbeveic pe HIV
mov éhafav Oepameia pe prrovaPipn 1 pe koumootdrn - evioyvpuévn ART Oepaneia. [Taporo
OV 1] KAWIKY] GUVAPELD AVTAOV TOV EVPNUAT®V givat afEPair, vapEay avbdpunteg
avapopés actevav pe HIV mov vroPAndnkav oe aywyn pe prtovaPipn, evioyopévn ART, ot
070101 ELPAVICAV EMOVACTEVOOT] HETA A0 Tr) ADOT) TNG amdPPAENG 1 LETA amd OpopPwTtico
ovuPopa Vo TpoypapuaTiouévng Bepaneiog optiong pe Khomdoypéin. H péon avactorn
TOV OUOTETOAIDV Umopel vo uetmBel e v Tavtdypov 1p1on KAOTIS0YPEANG Kot
prtovafipnc. Zuvendc, 1 TavTOYpovn ypNon KAomdoypéing pe evioyvuévn ART Bepamneio Oa
npénet va, amobappuviel.
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Ao poppoKeLTIKG TpoiovTa: ‘Evag aptfudc KAVIKOv HeAeTdv £xovv Yivel ue v
KAOTLOOYPEAN Kol GAAD GLYYOPTYOVLEVO POPUOKEVTIKA TPOIdVTa, MOTE VoL EpeLVNOEi N
SVVATOTNTO, PUPLLOKOOVVOLLKMV KOl QOPHOKOKIVITIKOV OAANAETOpAcE®Y. AgV
TopoTNPNOMNKAY KAMVIKE GUAVTIKES QOPUAKOIVVOUIKES CAANAETIOPAGELS, OTOV 1)
KAOTOOYPEAN GLYYOPNYNONKE E ATEVOLOAT, VIQESUTIVT), 1] LE CLVOVAGLO ATEVOAOANG Kot
vigeoimivne. EmmAdov, n eoppoakodvvapiky opaomn tng KAOTO0YPEANG OeV EMNPEAOTNKE
ONUAVTIKA UE TN GUYYOPNYNoN eavoBoapPitding 1 o16Tpoyovemy.

H gpoppokokivntikny g dryo&ivng 1 g BgopuAiivng de petafAndnke pe t cvyyopnynon g
Khomdoypéne. Ta avtio&va de petéPfaray to Pabud g amoppdenong g KAOTO0YPEANC.

Agdopéva amd v perétn CAPRIE vrodeucvoouy 0TL 1 @atvotoivn kot 1 ToABouTapion, ol
omoieg petaPorifovror and o CYP2C9, uropovv va cuyyopnyndodv pe aceaieio pe Ty
KAOTIIOOYPEAD.

dappoakevtikd Tpoidvta mov givar vrootpopata Tov CYP2CS: H khomdoypéin Exet derybet
ot av&avel v éxbeon ot pemayAvidn oe vyieic eBehovtéc. Meréteg in vitro €yovv deilel OTL
N avénon g ékBeong ot pemayAvion sival Adym g avaostoing tov CYP2C8 amd to
YALVKOVPOVIKO peTaPoAitn Tng kKhomdoypéing. E€artiag Tov Kivddvou avénpévov
GUYKEVIPMOEMY GTO TAAGLLO, 1 TAVTOYPOVN XOPNYNCT KAOTLOOYPEANG Kal QUPUAK®Y TOV
exkaBapiloviar kupimg amd peraforiopd tov CYP2CS (m.y., pemayAivion, makiitalédn)
TPEMEL vaL YIVETOL LUE TPOGOYT).

Extog and T1g mAnpopopieg Yoo aAANAETIOPAGELS LE CUYKEKPIUEVO POPUOKEVTIKE TPOTOVTAL
OV TEPLYPAPOVTOL TAPATAV®, OV E£xovv dte&oyDel peréteg aArnienidpoong g
KAOTOOYPEANC e HEPIKA POPLAKEVTIKA TTPOTOVTE TTOL YOPTYOUVTOL GLUYVA e 0oOEVELS e
afnpobpoufotiki acbéveln. QoT1060, 060eVEIG TOL GUUUETEIYOV OTIG KAMVIKEG QOKLUEG LLE TNV
KAOTO0YPEAN EAaPav o TOIKIAID GLYYOPNYOVUEV®Y POPUAKEVTIKOV TPOIOVIMV
CUUTEPTAAUPOVOLEV®Y TOV S10VPNTIKAV, TV B-0VACTOAE®MVY, TOV AVTAY®VIGTMV TOV
UETATPENTIKOL EVEDUOL TNG ayyelotacivig (avactoreic MEA), Tov oviay®vieT®v Stadimv
0cPeoTion, TOV TaPayOVI®MV LEIDMONG TOV ETUTESWDY YOANGTEPOANG, TOV AYYELOOOCTOATIKMV
TOV GTEPAVIOI®V ayYel®V, TOV avTISPNTIKOV Tapayoviav (cupmeptlapfavouévng e
WGOLAIVIG), TV OVTIETANTTIKAOV TOPAYOVIMV KOl TOV OVTHY®VIGTOV TOV VTOI0YEDV TNG
yvAvkompwteivng IIb/1a ywpig evppato KAVIKG GUAVTIKOV avETIOOUNTOV
OAANAETIOPAGEWDY.

Onog kot pe dAlovg and Tov 6TOUATOG avaoTOAEC P2Y 12, 1| ouyyopfynon ayovietdv
OTLOELOMV £YEL TN SLVATOTNTA VO KAOVGTEPNGEL KOL VO LLELDCEL TNV ATOPPOPNCT TNG
KAoTd0YpEANC AV AoYm TG Ppadeiog yooTpikng kévmons. H kAvikn onuocio dgv eivor
yvoot. Eéetdote tn ypfion evOg TapevTEPTKOD OVTIUUOTETUALOKOD TaPAyovTo o€ acbeveig
He 0EL 6TEPOVINTO GOVOPOLO TTOV ATALTOVY GLYYOPYNON HOPPIvIG 1 BAL®Y ayOVIGTOV
OTOELODV.

PocovPactativn: H khomidoypéin £xet derybel 0t1 av&aver v éxbeon otn pocovPactativy
o€ aobeveig katd 2 eopéc (AUC) kat 1,3 opéc (Cmax) petd m xopnynon oo66ng
Khomdoypéing 300 mg kot katd 1,4 popéc (AUC) ywpig enidpaon otn Cmax petd ond
emovailapuPavopevn xopnynon pog 60ong KAomdoypEAng 75 mg.

4.6 Tovipétnra, KONON KO Yorlovyia
Konon
Ene1on] dev vmapyovv kiwvikd dedopéva oxetikd pe v éxBeon oty KAomdoypéin Katd v

EYKLHLOGUVT], VOl TPOTIHOTEPO VO L] ¥PNOLULOTOLEITOL 1] KAOTOOYPEAT KOTA TN OLAPKELD TNG
EYKVUOGHVNCMG UETPO TPOPVUAAENG.
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Mehéteg og {da dev KaTédEEAY AUETEG N EUHUECES EMKIVOVVEG EMTTOGELS GTIV EYKVUOGUVY,
oV avanTuén Tov EUPPLOL, GTOV TOKETO 1| OTN PETAYEVVITIKN avamTuén (PA. mapdypopo
5.3).

Onloouog

Eival dyvooto edv 1 KhomidoypéAn anekkpivetal oto avBpmmivo untpikd yaia. Meiéteg og
(oo katédel&ay amékkplon e KAOTO0YPEANG 6TO UNTPIKO Yaha. G LETPO TPOoPOAAENC, N
yohovyia dev Ba Tpémel va cuveyileton Katd tn didpkela g Oepaneiog pe to Iscover.

Toviuomnra
H xhomdoypéin dev £xet kotaderyOel 0Tt ennpedlel T yovipotnta og peAETeS Le (da.

4.7 Emopaceic 6Ty IKAvOTNTAE 001]Y161)G KOL YELPLGHOV PN UVIILATOV

H xhomidoypéin dev £xel Kopd 1 £xel AoNUOVTIN EXIOPOCT] GTNV IKOVOTNTO 0O YNONG Kot
XEWPIOUOD Uy avnUaToy.

4.8 AvemOOunteg evépyereg
Lepidnyn tov mpopil aopilelog

H acpdieia g khomdoypéing a&loroyndnke og nepiocdtepovg and 44.000 acbeveig mov
£€YOUV GUUUETAGYEL O€ KAWVIKEG HeAETEG, cuumepthappavouévay meptocdtepav amd 12.000
acOevav mov ékavay Bepameio yia 1 ypdvo N TEPIGGOTEPO. TVUVOAIKA, 1) KAOTLOOYPEAN 75 mg
nuepnoing ntav cvykpiown pe to AX0 325 mg nuepnoing otn perétn CAPRIE, aveaptnta
Ao TNV NAKia, To eOAO kot 1 PLAN. Ot KAVIKG GUVOEOUEVES UE TO PAPLOKO OVETIOVUNTES
gvépyeteg mov mapotnpnOnkay otig peréteg CAPRIE, CURE, CLARITY, COMMIT kot
ACTIVE-A meprypaeovtor mopakdte. Eni mhéov g gpmepiog amd tig KMviKEG PeAETEC,
avemBounteg evépyeteg £xovv eniong avapepOei avbopuntmg.

H apoppayia elvar 1 mo cuyvi| avtidpaomn mov avaeépOnie TO60 oe KAVIKEG LEAETEG OGO KoL
pe Béomn v epmeipio petd v KVKAOQOPIa TOL TPOIOVTOG GTNV oyopd, OOV avapEépOnKe
KUPIOG KoTd TN SLAPKELN TOL TPMTOL UNve TG Bepameiog.

Ye aoBeveic g uehétng CAPRIE mov éhaPav Bepaneia eite pe kKhomdoypéin eite pe AZO, n
GLVOMKT cvyvotnTa Kabe gidovg apoppayiag frav 9,3 %. H cuyvomta eppdviong cofapaov
TEPIGTUATIKMOV NTOV TOPOUOLO V1oL TV KAOTIO0YpEAT kot To AXO.

>t perén CURE, dev mapovcibdotnkay emmAéov peiloveg apoppayieg pe tov cuvovooud
KhomdoypEANg pe AXO og dtdotnua 7 NUEPDV HETA TNV EXEUPACT] COPTOCTEPOVINING
mopAKapynG, og acbeveic mov otapdmoav  Beponeio TEPIGGOTEPEG OO 5 MUEPES TPV TN
XEWPOLPYIKN emEUPaoct). Xe acbeveic Tov cuVENIGAV TV Ay®Y EVIOC 5 NUEPDV amd TV
EMEUPOOT CLOPTOGTEPAVIAING TOPAKAUYNG, 1) CLYVOTNTA TOV ETEIGOdI®V NTaV 9,6% Yo TNV
KhomdoypéAn pe AXO kar 6,3% yia o eucovikd papuako pe AZO.

Yt pedétn CLARITY, vpye cuvoiikn abENGT TV QOPPAyL®Y GTNV OLAda
KAomdoypEANG pe AZO évavtt TG opddag etkovikov eapudikov pe AXO. H cuyvotnta
gpeaviong peilovog arpoppayiog nrav mopdpota petatd tov dvo ouddwv. Ta amoteAécpoTo
aVTé 16YHOLY KO Y1a TIC VTOOUAdES acBeVDV OTTmG 0pilovTol amd YopUKTNPIOTIKA AVAPOPAS
Kot 0o Tov TOmo NG Bepamneiog pe Bpopforutikd 1| nmopivn.
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¥t pedétn COMMIT, 10 GuvolMKO TOGOGTO [N EYKEPAAKNG HEIlovog apoppayiog 1
EYKEPOAIKNG QOPppayiog NTOV YOUNAO KOl TOPOUOL0 EVIOC TV 600 opddwv (0,6% Evavtl
0,5% vy1a 116 opddeg Khomdoypéng + AXO kot elkovikd edppoko + AXO, avtictoyya).

¥t peiétn ACTIVE-A, 1o 1060016 g peiovog arpoppayiog oy HeyoaldTEPO GTNV OGO
™G KAOTI00YPEANG + AZO €vavtl TG ouddag ekovikoy @apudkov (6,7% évavtt 4,3%). H
ueilov apoppayio nrov Kupimng eE@KPOVIOKNC TPoéAenong Kot oTlg 600 opddeg (5,3% oty
opdda Khomdoypéing + AZO- 3,5% otnv opdda eikovikol eappdakov + AX0), kuping arnd
TO YOoTPEVTEPIKO oAV (3,5% évavtt 1,8%). Yanipée po avénon e EVOoKpavVIOKNG
alpoppayiag otnv opudda oywyng e kKAomdoypéin + AXO GuykpivOUeEV UE TNV OUAdQ
guovikov eoppakov + AX0 (1,4% évavt 0,8% avtiototya). Aev vnpée oTATIGTIKG
ONUAVTIKN d10(popd 6T0 TOG0GTA TV Havatnedpaov apoppayidv (1,1% oty opdda
Khomdoypéing + AXO kot 0,7% otnv opdoda gkovikod eapudkov + AX0) Kot Tov
ALLOPPOYIKOD ayYELOKOD EYKEPAAIKOL englcodiov (0,8% kat 0,6%, avtictotrya) petald Tov
WJIRIOA

Ymv puehétn TARDIS, ot acOeveig pe TpdGEATO 1GYAIKO EYKEQPOAKO ENTEITOD10 TTOV Mooy
EVTATIKN avTioponeToiloky Oepaneio pe tpio pappoakevticd Tpoiovra (AZO + khomdoypein
+ Survp1daldAn) ELPAVICOV TEPIGGOTEPT] ALLOPPAYIO KOl ALLOPPOYio LEYOADTEPTS
coPapdmrag og chykplomn gite ue povobepameio pe Khomdoypéin gite ue cuvdvoaoud AXO
Kot Sumupdapoing (rposoppocspévo koo OR 2,54, 95% CI 2,05-3,16, p<0,0001).

Kataloyog twv avemBountwv evepyeiwv oe poppn nivoro,

AvemBOunTeC evEpyeleg TOL €lTe EUEAVIGTNKAY KATH TN SAPKELD TOV KAVIK®OV HEAETMV €lTE
avaeépnkav avbopuntmg Tapovcidlovtal 6Tov Tivaka Tov akolovbel. H cuyvottd toug
opileton pe Paon g axdAoLOes Tapadoyic: ovyvég (>1/100 €mg <1/10)- oyt ovyvég (=1/1.000
€mg <1/100)- omavieg (=1/10.000 éwg <1/1.000) word omdvies (<1/10.000), un yvootés (dev
propotv va ektiunBovv pe faon ta dabésiua dedopéva). Evtdg kdbe katnyopiag cuyvotrag
EUPAVIOTG, Ol avemBOUNTEG eVEPYELEG TapatifevTal katd PBivovsa celpd cofapotnToc.
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Kotnyopia Yoyvég Oy ovyvég Xravieg IIoAY omavieg, pn
Opyoaviko YVOOTECH
Yoot

Awotapoyég ®pouponevia, Ovdetepomevia, | OpopufmTikn

TOV Aevkomevia, ovumepthappayv | BpouPomevikn

OLLOTTOUTIKO NOGWOPIAN 0-LLEVNG TG mopeupa (TTP)

0 Kot Tov coPapnc (BA. mopdrypago

AEPPIKOD ovdetepomeviag | 4.4), amAAGTIKY

GLOTNLOTOG avopia,
TOVKLTTOPOTEViD,
OKOKKIOKLTTOPOLLLL
o, coPapn
Opoppomevia,
EMIKTNTN
opoPiMa A,
KOKKLOKUTTOPOTEV
to, avapio

Koapdrakég Xvvopopo Kounis

dwatapoyég (ayyeloovomooTiK
N aAlepyikn
ombOayyn/
OAAEPYIKO
EUOpPOYLLO TOV

pvokapdiov) 6to
mAaiclo
avtidpaong
vrepevaicinciog
AOY® ™G
KAOTO0YpEANC*
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Awotapoyég Opovooia,
TOV OVOPLAOKTOELDEIG
OVOGOTOU|TIK AVTIOPACELS,
00 (POPLLOKELTIKN
GUOTNHOTOG vrepevacnoio
AOY®
LG TAVPOVUEVIG
avTidopaong
OVALECH GE
Bglevomupidiveg
(6mw¢ Tuchomidivn,
TpacovypEAn) (BA.
mopaypapo 4.4)*,
OVTOAVOGO
oLVOPOUO KOTA
WGOLAIVIG, TOV
umopet va
00N yNoEL 6
cofapn
vroyAvKoia,
Wwitepa o€
acBeveic pe
vrétomo HLA
DRA4 (w0 cuyvo
GTOV L0TOVIKO
mAnbovoud)*
Yoylatpucég Yevdaronoelg,
dratapoyéc oVYYLON
Awotapoyéc Evdokpaviaxn AlotapoyEc e
TOV VELPLKOV opopparyio YevLONG, ayeLsia
GUOTNLOTOG (avapéptnkay
OPLGUEVEC
TEPUTTACELG LE
Bavatneopo
¢xpaon),
KeQaAaAyia,
mapoioOnoia, {ain
OpBoiukég Apoppayieg tov
dratapoyéc 0pOaAL0D
(emmepuKkdTOC,
gvoopBdALa,
OUEIPANGTPOEIOOD
<)
AwTapayéc TAvyyog

TOL OTOG KO
0V
Aafupivlov

Avyyelokég
dratapoyéc

Awdropa

YoBapn
opoppayia,
opoppayio omd to
EYXELPNTIKO
TpavLL,
ayyeutida,
vdTaon
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Awotapoyéc Enictaén Awoppayia ond
TOV TNV OVOTVEVCTIKT
OVOTTVEVGTIKO 000 (opoTTLO),
0 TVEVLLOVIKT
GLOTNATOG, aloppoyia),
TOoL BDpOKa Bpoyydomacpog,
KoL TOV dibipeon
pecobwpaxio Tvevpovitda,
v NOCWOPLMKN
TveLOVia
Awotapoyéc Awoppayia | Faotpkd €Akog OmcbBoneprtov | [Nootpeviepikn kot
TOV TOL Ko oi-Kn 0meO0TEPITOVAIKT|
YOOTPEVTEPIK | YOOTPEVTEP | OMOEKASUKTUAKS | arpoppayio opoppayia pe
00 1-KO» é\kog, yaoTpitida, Bavatneopo
COAMVA, €UeTOC, vauTia, éxPaon,
dlappota, SvoKOIALOTNTA, TOYKPEATITIOON,
KOWAOKO UETEDPIOHOG KOALTION
dAyog, (ovumeprrapfovo-
dvomeyia HEVTG NG
EAKMOOVE N
AELPOKVTTAPIKNG
KOAITIS0Q),
GTOLOTITION
Awotapoyéc Oéela nrotikn
TOV NTALTOG OVETAPKELQ,
KoL TV nrotitda, pUn
YOANPOP®V (PLGLOAOYIKEG
doxiuacieg
NTOTIKNG
Aettovpyiog
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AwTapayéc Moioroag | EEavonuo, [MoppoAivymong

TOV OEPLLOTOG KVNGUOG, deppatitioo

KOl TOV ooppayia amd To (To&1Kn| eMdEP LUK

VTO3OPL0L dépua (Topevpa) vekpolvon,

16TOV oVvopopo Stevens-
Johnson,
TOAOLOPPO
gpunpa, o&eia
YEVIKELUEVT
e&avOnpoTikn
(QAVKTOIVOOT
(OTE®)),
ayyelooionua,
cLVOpoOuO
QOPUOKOETOYDUEV
ne
vrepevaicinciag,
(POPUAKEVTIKO
e&avonua pe
NOGIWOPIAMN Kot
GUGTNLOTIKY
GUUTTALOTOL
(DRESS),
epuONUOTOOEG 1
OTOPOALOMTIKO
eEavonua,
kvidwon, £klepa,
OUOAOC Aslynvag

Awotapoyéc Tvvawopaotia

0V

VOTOPOYWY1-

K00

GUOTNLOTOG

KO TOL

LOGTOV

Awotapoyéc MvockeleTiKn

TOV opopparyio

LVOGKEAETIKO (aipopBpo),

0V GLGTIHOTOC apBpitda,

KOl TOV apBparyia,

GUVOETIKOD poodyio

16TOV

Awotapoyéc Apatovpia YIEPOUATOVEPPITL

TV VEQPDOV -00,0vENUEVN

KOl TOV KpeaTvivn aipatog

oVPOPOP®V

000V

Tevikég Awoppayio [Tvpetodg

SloTapayE ot Béom

Ko TOPAKEVTT-

KOTOOTACEL, | oMg

g 0800

xopfiynong

17




MHMopaxivikég Topatetapévog
eEeTdoElg YPOVOG POTG,
UEL®UEVOG aplOpog
0VLOETEPOPIAMYV,
UELOUEVOG aplOudg
OUOTTETAAIWV

* [IAnpogopiec mov oyetilovtar Le TV KAOTIOOYPEAT LE «UN YVAOOTN» GUYVOTNTO.

Avopopd mlavoloyobuevav avemBOuntmv vepyeldv

H avagopd mbovoroyodpevov avemBOunTmv evepyelmdY HETA amd T YopnyNnon doslag
KUKAOPOPIOG TOL POPLOKEVTIKOV TPOTOVTOG lvan onuavtiky|. Enttpénetl tn cvveyn
TAPAKOA0VON G TNG 0XECTG 0OPEAOVC-KIVODVOL TOV POPLLOKEVTIKOV TPOidVTOC. Znteital amd
TOVG EMAYYEAUATIEC TOV TOUEN TNG VYEIOVOLUKNG TEPIBAAYNC VO AVAPEPOVY OTTOLEGONTTOTE
TOOVOLOYOOUEVES AVETIOOUNTEG EVEPYEIEG LECH TOL EBVIKOD GUGTNOTOG OVOPOPAG TOV

avaypdoeetal oto [Hopdptnua V.

4.9 Ynepdooolroyia

Ynepdocohoyio LETA amd yopryNon KAOTIOOYPEANG LTOPEL VO 00N YN |OEL GE TOPATUGT] TOV
YPOVOL poTg Kol EMAKOAOVOEG alpoppayikég emmAokés. Edv mopatnpnfovv apoppayieg Oa
nmpEnel va, eEETOOTEL TO10 Elval 1] KOTAAANAN ay®yn).

Agv éygt Bpebei avtidoto g eapuaKoroyikig dpdonc e Khomdoypéine. Eqv amatteiton
Gpeon dOPH®GN TOL TAPATETAUEVOD YPOVOD PONG, | LETAYYIOT| OLUOTETOAI®V UTOPEL VO
OVOOTPEWYEL TO OMOTEAECUATA TG KAOTILOOYPEANG.

5. OAPMAKOAOTI'IKEY IAIOTHTEZ
51 ®oappokodvvopIKkES 1010TNTES

dappakofepomevTiKn Katnyopio: avacTOLELS GLGCMOPEVONG AHOTETAAIDY EKTOC Nmapivg,
Kodwog ATC: BO1AC-04.

Muyoviouog opaons

H xhomidoypéin givar £va mpo@appako, Evag omd Toug petaforiteg Tov onoiov eivat
OVOGTOAENG TG GVOCADPELONG TOV OHOTETOAM®Y. H Khomidoypéin npénel va petaforiotel
ano6 ta éviopa tov CYP450 yo va mapdéet 1o opactikd petaforitn mov avaotEAAeL T
GLGGMPELGT TOV OUoTTETAAIDV. O dpacTIKOS LETUPOAITNG TNG KAOTIO0YPEATG EKAEKTIKG
avaoTtéALEL TN 60{eVéN ¢ dpmoPoptkng adevooivng (ADP) pe tov vrodoyéa P2Y 12 twv
OLLOTETAAIDV KO TNV EMAKOA0VON evepyomoinon, uécw g ADP, Tov copmdéypatog g
vAvkonpwteivng GPIIb/IIa, avactéAAovTag e TOV TPOTO AVTO TH GVGGHOPELGT] TMV
OLUOTETOAIWV. AOY® NG LN avaoTpEWIUNG GVLEVENGS, T EKTEDEIEVO ALLOTETAMO
emnpedovTol Yio To VTOAOITO TOL ¥POvov (NG Tovg (Katd Tpocéyyion 7-10 nuépec) Kot m
aVAKTNON TNG PUGIOAOYIKNG ALTOVPYinG TV ooneTaAiV cupPaivel pe puOuod avaioyo pe
T0 pLOUO avavémong tov aporetarinv. H cueompevon tov aiponetaiiny, mov tpokaAsital
0o ay®mVIoTEG AAAOVG amo v ADP, avactédietal, emiong, amd Ty TapeUTOdIOT TG
gvioyvong g evepyomoinong and v anelevbepovpevn ADP.

18


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Emedn o dpaotikdg petaforitng npokvmrtet amd to évivpo tov CYP450, opiopéva amod ta
omoia Topovc1Alovy TOAVLOPPICUOVE T} VITOKEWVTAL GE AVACTOAN OTd GAAL QUPLOKEVTIKE
poiovTa, ogv Ba Exouv G0l o1 aeBeveic emapPKN AVAGTOAN TOV AUOTETOAM®Y.

DapuoKrodVVoLIKES ETIOPATELS

Eravoiappavopevec d0oeig v 75 mg Ty nUEPO TPOKAAEGAV GTLLOVTIKT OVOGTOAT TNG
nmpokaiovpevng and v ADP cucscmpevong tov aponetoriov omd ) tpdtn nuépa. H
avaoTOAT 0T owéNOnke TPoodevTtikd Kot Eptoce o€ atafepd eminedo petaly g 3ng Kot
Mg nuépac. Xtn otabepn| KATAGTAOT), 1| AVOGTOAN TNG ULUOTETAALOKNG CUGCMPEVCTG TOV
napatnpenOnke pe 66om 75 mg v nuépa, nTov g TaENg Tov 40 % £wg 60 %. H
GUGGMPELCT] TOV OLUOTETAAIDV Kot 0 YpOvog pong enaviAfay otadlakd ota apyikd emimeda,
YeVIKA péca og 5 nuépeg uetd tn drakont| tng Oepameiog.

Kiwikn amoteleopotixotyro. kol aopaieio.

H acpdleio kot 1 amotelecLOTIKOTNTO TG KAOTIO0YPEANG ExEl a&lodoynOei oe 7 dumhéc-
TUQAEC LeAETES OTIC omoieg ovppetelyav mave and 100.000 acBeveic: 1 CAPRIE, pio perém
GUYKPLoNG TNg KAomdoypéAng évavtt Tov AXO kot ot CURE, CLARITY, COMMIT,
CHANCE, POINT xotr ACTIVE-A, peiétec oOykpiong e KAomdoypEANG EVAVTL EIKOVIKOD
papudiov, OTOL Kot To HV0 PAPUAKEVTIKE TPoToVTa YopnyHOnKay e cuvovacud pe AXO kot
GAAN ovykekplévn Bepamneia.

Llpooparo Euppoyuc Tov HDOKAPAIIOD, TPOTPYATO CYYELOKO EYKEPOLIKO ETEIGODIO 1]
EYKOTETTHUEVY TEEPLPEPIKH] OPTHPLOKH VOOOS

H peAémn CAPRIE coumepiérofe 19.185 acbeveic pe abnpobpdupwon, mov giye exdnimbel
HE TPOSPATO ERPPAyYLLa LLoKapdiov (< 35 nuépec), TPOGEATO oYK OYYELOKO
EYKEPOAMKO EMEIGO010 (LETOED 7 NMUEPEG KO 6 UNVEG) 1) EYKATEGTNEVT] TEPLPEPIKT OPTTPLOKT
véco (ITAN). ‘Eywve toyatomoinon tov aclevav oe opadec kAomdoypéAng 75 mg/muépa q
AX0 325 mg/mpépa kot 1 Topakorovdnon dupkece yia 1 €mg 3 xpovia. Ztnv vmwoopdoa e
Euppaypo Tov pvokapdiov, ol tepiocdtepot amd toug acbeveic ELafav AXO Yo Tig TpdTES
Myec nuépeg Hetd 1o 0&D EUEPAYLLO TOV LLOKOPSIOV.

H xAomidoypéin pelwoe onUavVTIKA T GUYVOTNTO ELPAVIONG VEOV IGYUUKOV ETEGOdIWOV
(ohvOeTO TEMKO omueio aEO0AGYNONG EUEPEYLOTOC TOV HVOKOPSIOD, IOYOUIKOD OYYELOKOD
EYKEPOAKOV ENMELG0T0V Kol kKapdiayyelakov Bavatov) cuykpvouevn pe AXO.
XPNOOTOIDVTOS TO LOVTEAO GTOTIOTIKNG 0vEALGNG pe okomd v Bepamneia, 939 eneicddn
eEetdotnroy oty opdda g kKAomdoypeAng, kot 1.020 enercodia pe AXO (peiowon tov
oyetikov kvdbvov (RRR) 8,7 %, [95 % CI: 0,2 émg 16,4], p=0,045), Tov avaioywd onuaivet
011 o€ KaBe 1.000 acbeveic mov Elafav aymyn eni 2 ypdvia aviictoryovv 10 [CI: 0 éwg 20]
emnp6c0eTol acheveig Tov TPOPLAGYONKAY amd VEO 1oy oUKO €MEGHO10. AVAAVoT TG
GUVOMKNG BVNOIUOTNTAG G SEVLTEPEVOV KATAANKTIKO GTUELD OV £D€1EE KATOLO OTLLOVTIKTY
Sopopd petald g Khomdoypéing (5,8 %) kot tov AZO (6,0 %).

e (o avAAVoT) VTOOUAd®V OV KATACTOOT (ELPPUYUN TOV HVOKAPSIOV, IGYOUUKO AYYELOKO
eYKeQoAKo enelcdo1o Kot [TAN) 10 6¢perog amodelynke péyioTo (EMTLYXAVOVTOC GTATIOTIKY
dopopa p=0,003) oe acbeveig mov eiyov cvumeptAngbei Adyw ITAN (16img og keivovg oL
glyav emiong 16Topkd euPpayaTog Tov wokapdiov) (RRR =23,7 %, CI: 8,9 éwg 36,2) ka1
pikpoTEPO (O oNUOVTIKA d1apopeTikod amd AX0) o 0o0eVElg e ayYELKO EYKEPOALKO
ene100010 (RRR = 7,3 %, CI: -5,7 éw¢ 18,7 [p=0,258]). Xe acOeveic mov giyav cvunepiAnedel
o™ SoKIUN pE OV aITIOAO0YI0 TPOCEUTOL EUPPAYLOTOS TOV LLOKOPIIo, 1) KAOTLOOYPEAN
NTav apBunTIKd KoTOTEPT 0ALA XOPig oTATIoTIKE onuavTikh dtopopd amd o AXO (RRR = -
4,0 %, CI: -22,5 éwc 11,7 [p=0,639]). Emutiéov, n avdivon piog vroouddag pe faon tnv
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nikio £6€1Ee 0TL TO OQEAOG Ao TNV KAOTO0YPEAN o€ acheveic Avm TV 75 €TdV NTOV
pKpdTEPO 0o eKEIVO OV TTapatnpOnKe og acbeveic < 75 eTdv.

Eneon 1 doxipu) CAPRIE dgv tav o€ BEom va EKTIUNGEL TNV OMOTEAEGLLATIKOTITO T®V €Ml
HUEPOVG LITOOUAO®V, gV Elval GAPES EAV O1 SLPOPES OTN GYETIKT EAATTWGT TOV KIVOOVOL GTIG
VTOOUASES LE KATAOTOOT VL TPOYUOTIKES, 1| ATOTEAEGLLOL TOYTG.

O&b otepaviaio advdpouo

H peiétn CURE ovumepiélafe 12.562 acBeveig pe 0&b otepaviaio cuvopopo ywopig
avdomoon tov dethuatoc ST (aotadn omOayyn N Enepayua Tov HVokapdiov Ywpig KO
Q), mov wpooABav PEGH Gg 24 DdPEC PETA TNV EUPAVICT] TOV TLO TPOCPOTOV ENEIGOSI0V
Owpakikov GAyovg 1 CUUTTOUATOV cVUPatdv pe woyoio. Ot acbeveic amarthOnie va Exovv
elte NAeKTPOKAPIOYPAPIKES LETUPOAEC cLUPaTEG Le VE oyatpia 1 avénon TV KapSLoKOY
evlopov N tpomovivng I 1 T tovddyiotov 600 Popég TAvm amd TO AVATUTO PUGIOAOYIKO Op10.
O1 aoBeveic TuyoomomOnkav o kKhomdoypéin (300 mg d6om poptiong axorlovBovuevn omod
75 mg/muepnoimng, N=6.259) 1| eicoviko pdppoko (N=6.303), kot ta 600 yopnynhonkav ce
ovvovacoud ue AX0 (75-325 mg epdna nuepnoing) kot dAleg kabiepouéve aywyés. Ot
acBeveig Nrav Vo aywyn pEyPL kot éva xpdvo. X perétn CURE, og 823 (6,6%) acbOeveig
cuyyopnynOnKay avtaymviotég Tv vodoyéwv yAvkonpmteivng IIb/Ia. Hrapiveg
xopnyndnkav o€ mep1osoTEPO Amd 10 90% TV 0GHEVOV KL 0 GYETIKOG PLOLLOG apLoppayiog
peTa&l KAOTS0YPEANG Kol ELKOVIKOD (POPLAKOV OEV EXNPEAGTNKE CNLUOVTIKA OO TN

ouyxopriynon nrapivng.

O ap1Ouog TV acbevav mov agloloyninkay ™G TPOG TO TPOTEVOV KATUANKTIKO GNUELD
[6GvaToc kKapdiayyelakng ottiodoyiag, Epepaypa tov pookapdiov (MI), 1§ ayyeioxo
eYKEPOAKO emelcddo] NTav 582 (9,3%) oty opdda g KAomdoypéAng kot 719 (11,4%)
TNV OLAd0 TOV EIKOVIKOV Qapudkov, pe 20% ueimon tov oyetikov kivdvvou (95% CI 10%-
28%, p=0,00009) yio. Tnv opdda TG Khomdoypéng (17% oyxetikn peiwon Tov Kvdvuvov dtav
ot acBevelg rav VIO cuvInpNTIKN aywYn, 29% otav giyav vroPindel oe enépPaon

dradep kg S1awAtkng ayyelomAaotikng otepaviaiov (PTCA) e 1 yopic tomobéton
evoompdbeon|g (stent) ota otepaviaio kot 10% dtav etyav vmoPfinbei oe eméuPaon
aoptootepaviaiog mapdakapyng (CABQG)). [IpoAnednkay véa kapdiayyelokd ETelcOd10
(mpwtedov 1eEMKO onpeio alohdynong), Le OYETIKEC LEIWGELS TOV KIVOUVOU TG TAEEMG TOV
22% (CI: 8,6, 33,4), 32% (CI: 12,8, 46,4), 4% (CI: -26,9, 26,7), 6% (CI: -33,5, 34,3) ko 14%
(CI: -31,6, 44,2), xatd ) diGpkelo Tov dootnudtov e perémng 0-1, 1-3, 3-6, 6-9 kot 9-12
UVES, avTIoTO(O. ZVVETMC, LETO TOVG 3 PVEG y®YNG, TO OQELOG TTOL TTapaTpOnke 6TV
opdda KhomdoypéAng + A0 dev avénbnke mepartép® evd 0 Kivouvog aipoppayiog
mapépewve (BA. mapdypapo 4.4).

H ypnion ¢ Khomdoypéing otnv CURE cvoyetiotnke pe peimon g avaykng yio
Opopporvtikn aywyn (RRR=43,3%, CI: 24,3%, 57%) ka1 avaoTorEic vTodoyEmy
yvAvkonpwteivng IIb/Ila (RRR=18,2%, CI: 6,5%, 28,3%).

O ap1Buog TV acbevav mov agloloyninkay mg Tpog To GHVOETO TPWTEVOV KATUANKTIKO
onpeto [Bdvatog kapdrayyslaxrg arttoroyiag, ELepaype Tov pookapdiov (MI), ayyeloxd
gykepoMko enelcod1o N avBektiky wyorpio] Rrav 1.035 (16,5%) oy opdda g
KhomdoypéAng kot 1.187 (18,8%) otnv opddo Tov gikovikov pappdakov, pe 14% peioon tov
oyeTucov kvovvov (95% CI 6%-21%, p=0,0005) yio tnv opdda g kKAomdoypéAng. Avtd 1o
0PELOG TPOKVTTEL KLPIWG OO TN GTOTICTIKMG GNUOVTIKY] HEIOT TG CLYVOTNTAG ELPAVIONS
TOV EUEPAYIOTOC TOV pookapdiov [287 (4,6%) otnv oudda g KAOTO0YpEANG Kat 363
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(5,8%) onv opdda Tov gloviKoD PappaKov]. Agv Tapatnpndnke enidpacn otn cuyvoTTa
EMOVEICAYMYNG OE VOGOKOUEIO Yio aoTalfn otnOdyym.

To arotehéopata dnwg ekTnOnkay og TANBLGLOVG LE OLOPOPETIKA YAPOKTNPIOTIKA (TT.Y.
aotodn otnBAyyN N EREPaAyLO TOL pVoKapdiov ympic kopa Q, yaunAd Eog vymAd kivovvo,
vrapén SwaPrtn, avaykn erépPacng eravayyeimong, nikio, eUAo, KAT.) TV GOUPOVO. LE TO
OTOTEAEGLLATO TNG TPOTAPYIKNG avAALOTG. ZVuYKEKPILEVD, o€ o post-hoc avaivon 2.172
acBevav (17% tov cuvolukov TAnbvcpov acbevov g pelétng CURE), ot omoiot
vroPAnOnKav og tonobétnon evdompdBeonc (stent) (Stent-CURE), ta dedopéva £6e1&ov Ott,
Otav 1 KAOTIO0YPEAT] GLYKPIVETOL UE TO EIKOVIKO PAPUOKO, KATASEIKVOETOL OT|LLOVTIKY
ueimon tov oyetikod kvdvtvov (RRR) katd 26,2% otovg acheveic mov eraufoavoy
KAOTS0YPEAT G TTPOG TO GVUVOETO TPWTEVOV KATAANKTIKO onpeio (Bdvartog kapdiayyelakng
OLTIOAOYI0GC, ELPPAYLO TOV LVOKAPSIOV, AYYEINKO EYKEQPOAKO ENEICO010) Kol emiong pio
oNUaVTIKN peimon kotd 23,9% Tov GYETIKoD KIVOOVOL MG TPOC TO cOVOETO deVTEPEVOV
KaTaANKTIKO onpeio (Bdvatog amd Kapdlayyelokd aitio, EUEPayLo TOL HLoKapdiov, ayyelaKo
gykepaMko enelcod1o N avBektikn woyaipio). EmmAiéov, o npopih acodreros g
KAOTIO0YPEANC GE QLT TNV VTTO-0UAd0 0G0EVAOY dev NUIoVPYNGE KATO10 1010{TEPO

TPOPAN U, ZVVETDC, TO ATOTEAEGIATO OTO AVTO TO VTO-GVVOAO GUUPMVOVV LE TO, GUVOALK(
OTOTEAECLLOTA TG OOKLUNG.

Ta 0@éAn Tov TapatnpROnKav pe Ty KAomdoypEAN ftav aveEaptnta amd ahieg Oepameieg
OV YopNYoUVTUL 0EEMG 1} XPOVIMG Y10 KapdloyYEWKA voorpata (0Tmg nrapiviy/mrapiveg
pKpov poprokov Bépovc (HMMB), avtaywviotég vrodoyémv g yAvkompwteivng [Ib/11a,
VITOAMTIOOLUIKG QOPUOKEVTIKA TPOIOVTA, B-0VOGTOAEIS, KOl OVOUGTOAEIS TOV LETATPETTIKOD
evlopov g ayyelotacivng). H arotelecpatikdmta e kKhomdoypéing mapatnpndnke
avegaptnta and 1 d6or tov AXO (75-325 mg pio eopd nuepncimg).

O&V fuppayuo Tov pLoKaPdioL LE ovdomacn tov dtaotnuotoc ST

e aoBeveic pe 00 Euepaypo tov pookapdiov pe avdonact tov dtuotpatog ST (STEMI), n
OCQAAELD KOL 1] OTOTEAECUATIKOTNTO TG KAOTLOOYPEANG Exovv a&lodoynbel og dvo
TUYOLOTIOMNUEVES, ELEYXOUEVES LLE EIKOVIKO (APLOKO, SITAEG-TVPAEG pnehéteg, otnv CLARITY,
o€ pio mpoomtikn avaivon vroopddog s CLARITY (CLARITY PCI), kaBohg kot oty
COMMIT.

H doxun CLARITY ocvunepiérafe 3.491 acBeveig o1 onoiol mapovsiocay eviog 12 mpmv
amo v évapén e ST avaoTaonc EUEPYO. TOV HVOKAPSIOL Kol TPOYPULUUATIGTNKE VO,
Eexvnoovv OpouPorvtikn Ogparneia. Ot acbeveig Ehafay Khomdoypéin (300 mg mg d6on
PoOpTIoNG KO 0T cvvEYelD 75 mg/Mmuépa, n=1.752) 1 ewovikd pdpuaxo (n=1.739), kot oTig
dvo mepimtoelg og cuvovacud pe AXO (150 éwg 325 mg wg 6661 POPTIONG Kol 6N
cuvéyela 75 éog 162 mg/Mmuépa), pe Evav vmdoAvTikd Topdyovio Kat, otav ypetalotay, |
nrapivn. Ot acBeveic NTav vd Taparxorovdnomn yia 30 nuépec. To TPOTEVOV KATOANKTIKO
onpeio agloAdynong NTav 1 Topovcic amoPpayUEVNS eEotiog EPEPAKTOV GTEPAVIING
aptnpiag otnv ayyeloypaeio Tpv amod v ££060 ToL acbevovg and 0 vosokopeio, | Odvartog
N VoTPOTALOV EUPPUYUE TOV LVOoKaPdiov TPV T ote@avioypapia. I'a acbeveic mov dev
vroPARONKOY g GTEQAVIOYPAPIO, TO TPOTEVOV KATAANKTIKO onpeio aloldoynong nTov o
Odvartog 1 to vrotpomalov Euepayua Tov pwokapdiov v Huépa 8 1 katd tnv €060 amd to
voookopeio. O minBuopods tov acBevav cvpurepiedppave 19,7% yovaixkeg kon 29,2%
acBeveig >65 etdv. Eva odvoro 99,7% tov acBevov Ehape vmdolvTikd (tvado-g10tkd:
68,7%, un wwdo-gdwkd: 31,1%), 89,5% nmapivn, 78,7% B-avactolreic, 54,7% oavactoreig
TOL HETOTPENTIKOV evEDOV TNG ayyeloTacivig katl 63% otatived.

[Tocootd dexamévte To1g ekato (15,0%) tov achevav otny opdda tng KAOTO0YPEANG Kot

21,7% oty opada TOL EIKOVIKOD QOPUAKOD £QPTAGE GTO TPMOTEVOV KUTOANKTIKO oTUEio
a&10AdYNoNG, AVTITPOCHOTEVOVTOS OTOAVTN Ueimon Katd 6,7% kot 36% mbavn peimon yaptv
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g KAomdoypéAng (95% CI: 24,47%, p < 0,001), xupiog oyetildpeves pe peiwon tov
OTTOPPOKTIKOD aPTNPLOKOV ERPPaKTov. To 6@eA0g 0VTO VTNPYE 08 OAEG TIC TPOKODOPIGUEVES
VTOOUAdEC suUTEPILAUPAVOLEVNC TG NAKING Kol TOL VA0V TOVL aoBEVODC, TG EVTIOTIONG
TOL EUPPEKTOV KO TOV TOTOV TOV WWMOOOALTIKOV 1 TNG NIOPIVNG TOV XPNGHLOTOIONKE.

H avéivon vroopddag CLARITY PCI cvunepiédafe 1.863 acbBeveic pe STEMI mov
vroPAnOnKav oe PCL. Ot acBeveig mov édafav 66on eoptiong (LD) khomidoypéing 300 mg
(n=933) &iyav onuavtikn peioon oty enintoon Bavdtov Kopdiayyelokng aitioroyiog, EM 7
AYYELWLKOV EYKEPOAKOV ene1c0diov petd amd PCI og ohykpion pe ekeivoug mov Ehafav
€KoVIKO Pappako (n=930) (3,6% e TPOKATAUPKTIKN aymyT| Ue KAomdoypéin évavtt 6,2% ue
gKoviKo pdappako, OR: 0,54, 95% CI: 0,35-0,85, p=0,008). O acOeveic mov éElafav LD
KhomdoypéAng 300 mg elyav onpavtikn peimon otny enintwon Bavatov Kapdloyyelokng
aitoroyiog, EM 1 ayyeloko0 eyke@aAikod engicodiov Katd tn didprela tov 30 nuepmdv PeETd
v PCI 6¢ obdyKkpion pe ekeivovg mov Ehafav eikovikd eappoko (7,5% e TpoKaTapKTIKI
aymyn pe khomdoypéin évavtt 12,0% pe ewovikd pdppako, OR: 0,59, 95% CI: 0,43-0,81,
p=0,001). Qo10600, 6TOV CWTO TO GUVOETO KATAANKTIKO onueio a&loroynOnke 6Tov GUVOAIKO
Tinbvoud e perétng CLARITY dev ftav oTaTioTikd onuaviikd g dgvutepedov
KOTAANKTIKO onueio. Aev mapatnpnnke onuavtikn dagopd ot 1060oTd ueilovog 1
ghdocovog arpoppayiog petald twv 6vo Bepameidv (2,0% e TPOKATAPKTIKY OymYN Ke
KAomdoypéAn évavtt 1,9% ue ewcovikd edpuoko, p>0,99). Ta svprpuato aVTHC TS OVAAVGTG
vroopilovy TV TpdIUN YpNHoN d0aNg eOpTIong KAomdoypéAng oe STEMI kot )
OTPOTNYIKN TNG TOKTIKNG XPNONG TPOKATAPKTIKNG Oy®yng e KAomdoypéAn oe acbeveic mov
vroBdArovtal og PCL

H dox COMMIT pe mopayovtikd oyedacpod 2x2 copmeptélafe 45.852 acbeveic o1 omoiot
mopovciocay eviog 24 wpdv and TV Evapln TOV CUUTTOUATOV VITOYIiN ELPPAEYLATOS TOV
HLOKOPOIOV LE aVAAOYEG NAEKTPOKAPIOYPUPIKEG adAowDGELS (TT.). avaoraon ST, katdomaon
ST 1 aprotepd okelkd amokielopod). Ot acbeveig Erafav khomdoypéin (75 mg/Mmuépoa,
n=22.961) 1 ewkovikd pappoko (n=22.891), oe cuvovacud pe AXO (162 mg/muépa), yio 28
nuépec N uéxpL v £€0d0 and to voookopeio. Ta cuvleta TpmTEHOVTO KUTOANKTIKA GUEin
Ntav 0 0GvaTog 0md oToLdNTOTE auTio Kot 1 TPATN ELPAVION ETOVEUPPOENG, Oy YELOKOD
gykepaAkov engicodiov N Bavdtov. O TAnbBvonoc neprerdpupave 27,8% yovaikes, 58,4%
acBeveic > 60 etV (26% > 70 etdv) xou 54,5% acBeveic mov AdpPavay vwdoAVTIKA.

H xhomdoypéin pelwoe onpovtikd 1o oyetikd kivovvo Bavdtov and omoladnmote ortio Katd
7% (p=0,029) ko 10 oYETIKO KIVOLVO TOV GLVIVAGHOD EMAVEUPPAENS, ALY YELOLKOD
€YKEPOUAKOV enelc0diov 1 Bovatov katd 9% (p=0,002), aviimpocmrebovtog amolvTn peimon
katd 0,5% kot 0,9% avrtiototya. To 6@erog ovTd TV 6TOOEPOS YioL TNV NAIKiQ, TO PVAO KOt
v xopnynon N oyt Bpopforvtikdv kot mopatnpnonke evioc 24 wpov.

Klomdoypéhn spdmal ddonc eoptione 600mg og aobeveic ue O&L Xte@oviaio XVVOPOUO TOV
vroairovian o€ PCI

CURRENT-OASIS-7 (Xpnon Béitiotng Adons Klomdoypeing kot Aomipivie yio. th Meiwon
v Eravaloufavouevov Zoufaviawv Efdouoc Opyoviouog yra tnv Aéoloynon Ztpatnyikov
oe loyayuxd Xoviopoua,)

AV M TUYOLOTOINLEVT TTAPAYOVTIKT LEAETN cvpmepAdpPave 25.086 avBpdmovg e o&D
otepaviaio cvuvdpopo (OXX) mov mpoopilovtav yio mpwtoyevi PCL. Ot acBeveic
Toyoonombnkayv gite og dimAn 6601 (600 mg v Huépa 1, énerta 150 mg tig Huépeg 27,
énerto 75 mg nuepnoing) 1 o€ kavovikn 66om (300 mg v Huépa 1, énerta 75 mg
NUEPNGIMG) KAOTOYPEAN S, Kat o€ LYNAN 066n (300325 mg nuepnoing) 1 6€ Younin odon
(75-100 mg nuepnoing) AZO. O 24.835 gyyeypappévorl acbeveic pe OXE vropAndnkav ce
otepavioypapio kot ot 17.263 érapav PCL. Meta&d tov 17.263 acbevav mtov Elafov
Oepaneio pe PCI, og cOykplon pe v Kavovikn 006n, 1 S1mAn 0061 KAOTO0YPEANG LEIDTE TO
TOGOGTO TOV TPMOTELOVTOG KOTAANKTIKOD onueiov (3,9% évavt 4,5% mpocappoocuévov HR=
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0,86, 95% CI 0,74-0,99, p=0,039) ko1 peimwoe onpavrtikd ) OpduPmon tov stent (1,6% Evavti
2,3%, HR: 0,68, 95% CI: 0,55 0,85, p=0,001). H peifova aypoppayio ftav wo cuyvi Ue mv
oA d6on amd GTL pe TV Kavovikr| d0or kKhomdoypéing (1,6% évavtt 1,1%, HR=1,41, 95%
CI 1,09-1,83, p=0,009). Xe avtn T HEAETN, N €@dmas dOon POpTIonS KAomdoypéing 600 mg
éoe1&e otabepn amoterecpoTikOTNTO G8 acbeveic nlkiag >75 etV kol o€ acBeveig nAkiog
<75 et®V.

ARMYDA-6 MI (H Avticaporeratioxy Ocpaneio yio peiowon s Mvookelstikne BAapfng
xozd v Ayyeromdootiky - Euppayuo tov Mvokopdiov))

AVTN 1 TUYALOTONUEVT, TTPOOTTIKT, O1E0VNIC, TOAVKEVTPIKN peAETN aEloAdYNGE TV TTPO-
Oepaneio pe 600 mg Evavtt 300 mg khomdoypéing LD oto mhaicto enciyovrog PCI yio
STEMI. Ot acBeveic élafav kKhomdoypéin 600 mg LD (n=103) 1| khomdoypéin 300 mg LD
(n=98) mpv and v PCI kot otn cvvéyeto cuvtayoypaendnkay 75 mgmuépa amod tnv
emopévn ¢ PCI ém¢ 1 étog. Ot acBeveic mov éhapav 600 mg LD khomidoypéing siyav
OTUOVTIKA LEWUEVO pEYeBog ELPPAYLLaTOC 6 oUYKPLoN Le eketvoug mov éhafav LD 300 mg.
Ymnp&e Atydtepo cuyvi Bpopforvon oe Babupob porig MI <3 petd and PCI og 600 mg LD
(5,8% évavtt 16,3%, p=0,031), Bertiopévo LVEF oo e&impro (52,1 £9,5% évavti 48,8
+11,3%, p=0,026) ka1 ta peiCova avemBounto, kapdioyyeiokd coppavio 30 nuepmdv nTov
Myotepa (5,8% évavtt 15%, p=0,049). Agv mapatnpndnke adEnon g apoppoayiog 1 Tov
EMMAOK®V NG 0€oMC €160000V (devTEPELOVTA KaTaANKTIKG onueia v Huépa 30).

HORIZONS-AMI (Evapuovion Aroteleoudrwv ue Exavoyysicoon kai Stents oto O&D
Euppoyuo too Mooxapdiov)

AV 1 €K TOV VOTEP®V HEAETN avaivong dte&nydn yia va agloloynoet v 1 LD 600 mg
KAOTO0YPEANC TTapEYEL TOXOTEPT] Kol LEYOADTEPT] OVOIGTOAT TNG EVEPYOTOINONG TV
awponetariov. H avélvon e€étace v enidpaocn wog LD 600 mg oe obykpion pe 300 mg
oto KAwvika amoterécpata 30 nuepov o 3.311 acBeveig and v kopla doxun (n= 1153,
opnado 300 mg LD, n = 2158, opdda 600 mg LD) mpv and tov Kopdiakd kabetnplooud
axolovBovpevn amd 66om 75 mg / nuépa yia >6 ufveg petd to eunpio. Ta amotedéopata
£0e1&av OMUOVTIKG YOUNAOTEPO UN TPOGAPUOGHEVE TOG0GTH Bvnoipuotntog 30 nuepav (1,9%
évavtt 3,1%, p=0,03), erovepppdyion (1,3% évavtt 2,3%, p=0,02) kou oproTtikn 1§ Thavn
OpopPwon stent (1,7% évavt 2,8%, p=0,04) pe v 600 mg LD ywpic vynidtepa mocootd
aipoppayiag. Me moivpetafAnti avaivon, pio 600 mg LD ftav évag aveEaptntog
TPOYVAOGTIKOG TUPAYOVTAG YOUNAOTEP®V TOGOCTMV HEWLOVAOV aVETIOOUNTOV KAPIOKOV
ovppavrov 30 nuepav (HR: 0,72 [95% CI: 0,53-0,98], p=0,04). To mtocoot6 peilovog
awpoppayiag (un oxetilouevo pe 1o CABG) ftav 6,1% oy opdda twv 600 mg LD kot 9,4%
oV opddao twv 300 mg LD (p=0,0005). To mocootd ehdcocovog apoppayiog nrav 11,3%
oV opdda tov 600 mg LD kot 13,8% oty opdda tov 300 mg LD (p=0,03).

Moxpoypévio (12 pivec) aywyn pue kKhomdoypéin pali ue AX0O oe acbeveic pe STEMI petd
ond PCI

CREDO (Klomidoypérn yio. th Meiwon twv AvemBountwv Zoufaviwv koo t Aiapkelo tne
HopoxolodOnong)

AV M TUYOLOTOINEVT], SUTAG TVQAT], EAEYYOUEVT] LLE EIKOVIKO @APLOKO LEAETN dlevepynOnKe
o115 Hvopéveg Iolreieg kan otov Kavadd yio tnv a&loAdynomn tov opEA0VG TG
pokpoypoviag (12 uveg) aywyng pe kKhomdoypéAn petd amd PCI. TuyotomomOnkav

2.116 acbeveic oe AMym LD khomdoypéing 300 mg (n=1.053) 1 etcovikoD QopraKov
(n=1.063) 3 éwg 24 odpec mpv amd PCIL. Olot o1 acbeveig Eafav emiong 325 mg acmipivig.
211 ovvéyewn, 6Aot ot acBeveic Edafav Khomdoypéin 75 mg/muépa £oc v Huépa 28 ko
o7TIG 000 oudoes. Amwd v Huépa 29 €wg toug 12 unveg, ot acbeveic oty opdado e
KAomdoypéAng Aaupavay Khomidoypéin 75 mg/muépa kot o1 acbeveig oty opdoa AEY OV
EhaPav eucovikd papuako. Kat ot 000 opddeg Adppfovay AXO ko’ 0An ) dibpkeo TG
uerétng (81 émg 325 mg/Mmuépa). Xto 1 £10¢, TopatnpnonKe oNUOVTIKY LEIDOT GTOV
GLVOLOCUEVO Kivouvo Bavatov, EM 1 ayyelakod eyke@oilkol eneicodiov ue my
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Khomdoypéln (26,9% oyxetikn peliwon, 95% Cl: 3,9%-44,4%, p=0,02, andoivtn peioon 3%)
o€ oUYKPION LLE TO EIKOVIKO QAPLAKO. AgV TOpaTPONKE CNUAVTIKY 00ENCT GTO TOCOGTO
uetlovog apoppayiog (8,8% pe v Khomdoypéin Evavtt 6,7% LE TO EIKOVIKO QAPLOKO,
p=0,07) /| ehdiocovog arpoppayiag (5,3% pe v Khomdoypérn Evavtt 5,6% Le TO EKOVIKO
eapuoako, p=0,84) oto 1 £10c. To KVPLO VPN OCVTAC TNG LEAETNG lvat OTL 1] GLVEYIOT TNG
KAoTd0YpEANC Kot Tov AXO Y10 TovAdylotov 1 £€T0¢ 00N YEl O€ GTATIOTIKA Kol KAVIKA
ONUOVTIKN Helmon Tov HElovVaV BpouPaTikdv enelcodimy.

EXCELLENT (4rotelsouatixotnra tov Xience/Promus Evavi tov Cypher oty Meicwon the
Oyiung Arwlerog Med v TomoOétnon tne Eviompoleancg)

AvTN 1 TPOOTTIKT|, OVOIKTT, TUYXUOTOINUEVT] HEAETN O1e&N BN oty Kopéa yia va a&roroynOel
€av M 6unvn dutAn avtoponetaAtaky Oepaneio (DAPT) givar pun xotmtepn g 12unvng
DAPT petd v epgitevon stent EKAVOTG APUAKOL. ZTN HEAETT GUUTEPIANPON KOV

1.443 acBeveic mov vrofAnnkay og eppOTELGN, Ol 0TTO101 TVY AT O KAV GE ANYT 6UNVNG
DAPT (AXO 100-200 mg/muépa cuv KAomdoypEAN 75 mg/Mmuépa yio 6 UMveg Kot ot
ouvéxeln AXO pepovopéva £o¢ toug 12 unveg) 1 12unvng DAPT (AZO 100200 mg/muépa.
ovv KhomdoypéAn 75 mg/Mmuépa yia 12 pivec). Agv mapatnpnonke onpovikn Sopopd otV
EMIMTOON AGTOYI0C TOV 0yyeiov-0TOY0L (cOVOeTN £KPacm mov mepthauPavel Bdvarto
kapdlokng artioroyiag, EM 1 emavayysioon 6to ayyeio-6tdy0) Tov Tav 10 KOPLo
KoTaAnKTiko onpeto petaly tov opddmv vd 6pnvn kot 12punvn DAPT (HR: 1,14, 95% CI:
0,70 1,86, p=0,60). Eziong, n perétn dev Katédelée onUavVIIKY S10popd 6TO KOTUANKTIKO
onueio g acedielog (cvvietn éxPacn mov meptraufavel Odvarto, EM, ayyeiaxko eyke@oiikd
emelcdo10, OpopPwon tov stent N peilova apoppayio Paoel twv kprmpiov TIMI) petagd tov
opadwv vt 6pmvn kon 12unvn DAPT (HR: 1,15, 95% CI: 0,64-2,06, p=0,64). To xbp1o
g0pMUO aVTNE TNG HeAéT NTav 6Tt 6pmvn DAPT ftav un katdtepn g 12unvng DAPT
aVaQOPIKA UE ToV Kivouvo aotoyiag Tov ayyeiov-ctdyov.

Amo-KMpdkwon tov mapaydviev avactois e P2Y 1, 6to 0&0 otepaviaio chvdpopo

H petdpaon and évav woyvupdtepo avacstoréa tov vodoyéa P2Y 12 omnv Khomdoypéin og
oLVOLOCUO UE TNV aoTLPivn LETA TNV 0&Eln PACT) GTEPAVINIOL GLVOPONOL, £xel a&loloynOel
o€ 600 Tuyalomompéves peAéteg Tov entyopnyovvral and tov gpevvnrh (ISS) - TOPIC ko
TROPICAL ACS - g 0€00pEVA KAVIKMDV OTOTEAECUATMV.

To KAvikd 6@eA0g TOV TPOKVTTEL OO TOVG TLO 1GYLPOVG avacToAElg P2Y 12, Tikaypeddpn Kot
TPAGOVYPEAN, OTIG Pacikég LEAETEG TOVE, OYETICETOL LE ONULOVTIKY] Leimon TV
VROTPOTIALOVIMV IOYALUIK®DVY EMEIC0dIMV (cupmeptiapfavouévng g o&elog Kot vro&eiog
OpopPmong Tov stent, TOL ELPPAYLOTOG TOV LLOKOPSIOV KAl TNG ENELYOVCAG EXAVAYYEIDOTG).
Av ka1 10 1oyopukd 6@erog NTav 6tadepd Kb 'OAN TN S14pKELD TOV TPAOTOL £TOVC,
mapatnpNOnKe peyalhtepn LEl®ON GTNV IOYALUIKT] VTOTPOTN HETA 0md 0ED oTEPOAVINiOo
GUVOPOLO KOTA TIG OPYKEG NUEPES HETA TNV Evapén TG aywyng. AvtiBeta, ol post-hoc
avOADGELS KATEOEIEAY OTATIOTIKG OTUAVTIKEG 0CLENGELG GTOV KIVOUVO OLLOPPayiog e TOVG
oyvpdTEPOLS Voo TOAELG P2Y 12, 01 omoiot epavifovol Kupiwg Kotd T ddpKeLa TG PAoNS
GUVTINPNONG, LETA TOV TPATO Uiva amd 1o 0&D otepaviaio cvvopopo. H TOPIC kot
TROPICAL ACS oyedidotnray yio vo. LELETCOVY TNV AUPALVOT TV OHOPPOYIK®OV
GUUPOUATOV SLOTNPDOVTOC TAPAAANAC TV OTOTELEGUATIKOTNTAL.

TOPIC (Xpovog avaorors tawv auporetodiov pueta omxo od arepaviaio cvopouo)

Av 1 toyoomompévn, avolkti dokiun tepiehdpupave acteveic pe 0&H ote@aviaio cuvopopo
ot oroiot &xpnlav dradepuikne otepavioiog Tapéupacnc (PCI). Acbeveic mov Aaupdavouvv
acmpivn kot Evav 1oyvpotepo avactoréa P2Y 1» kot yopic avemBounto coppapa, oe Eva
uva petéfnoay oe otabepn 66om aomipiving cuv KAOTIS0YPEAT (mOKAUAK®ON o8 duTAn
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avtioponetolokn Oepaneio (DAPT)) 1 cuvéyion TG QUPUAKEVTIKNAG TOVS OYWYNG
(apetafinn DAPT).

YUVOAIKA, 645 amd Tovg 646 acbeveig e Epnepaypa pookapdiov pe avdomaor tov ST
dwothpatog (STEMI) 1 épepaypa pookapdiov ywpig avdoraon tov ST dactiHaTog
(NSTEMI) 7 actadn otBayyn avorodnkav (amoxipdkmon DAPT (n = 322), apetdfintn
DAPT (n = 323)). H mtapakoriovtnon oe éva ypdvo mpaypotorodnie yio 316 acbevei
(98,1%) otV oudda amoxkiipudkwonc DAPT kot 318 acOevav (98,5%) oty apetapintm
oudado DAPT. H didpeon mopakoiovdnon kot yio, tig Vo opddeg firav 359 nuépec. Ta
YOPOKTNPLOTIKA TNG LEAETOUEVNG KOOPTNG NTAV TAPOUOLN GTIC SVO OULADEC.

To kbp1lo amotérecpa, 1 EUEAVIOT] GUVIPOUOD KOPALoyYELOKOD BavATOV, EYKEQOAIKOD
emelcodiov, enetyovsag emavayyeimons kot BARC (Bleeding Academic Research
Consortium) apoppayiog >2 6to 1 ¥pdvo petd and 00 otepaviaio cOvopopo ELafe ydpa o€
43 aobBeveic (13,4%) ¢ opdadog amokAudkmone DAPT kot o€ 85 acbeveic (26,3%) tng
apetdfintng opdoag DAPT (p <0,01). Avti 1) 6TATIOTIKE GNUAVTIKY] S10(pOPE OPEIAOTOV
KLPIOG 6 AlYOTEPO TEPIOTATIKA Olpoppayiag, X®pig O10pOopa GTO 1oYOIUKE KATOANKTIKA
onueia (p =0,36), evdd 1 BARC >2 awpoppayio mopotmphOnie Aydtepo cuyvd otnv oudoo
amokApudakwong DAPT (4,0%) évavtt 14,9% oty apetapint opdada DAPT (p <0,01). Ta
cupupdpata cpoppayiog mov opiotnkav o OAa To BARC gppaviotnkav og 30 acBeveic
(9,3%) omv opada amoxipdkmong DAPT kot o 76 acBeveic (23,5%) oty apetapinm
ouada DAPT (p <0,01).

TROPICAL-ACS (doxipocio. Aravinong otny Avaotod twv Aipometoricov oty Xpovia
Avtiaponetotiony Ocpamncio yro. OLéa Lrepaviaio Zovopoua,)

Av 1 toyatomomuévn, avoryt perétn meplerdpupave 2.610 acbeveic pe Oeticd Pro-deiktn
v 0&0 otEPavIaio GHVIPOLUO HETA amd emtTuyn dladepuky otepaviaio Tapéupacn. Ot
acOeveic ToyaomomOnkav va Adfovv eite Tpacovypédn 51 10 mg / d (nuépeg 0-14) (n =
1306)  mpacovypéAn 51 10 mg / d (nuépec 0-7) kot 6TN CLVEXELN ATOKALLAKOONKOY GE
KhomdoypéAn 75 mg / d Huépeg 8-14) (n = 1304), oe cuvdvacud pe ASA (<100 mg / nuépa).
Tnv nuépa 14, de&nydn dokun aiponetaiiokng Aettovpyiag (PFT). O acBeveic pe povo
TPUGOVYPEAN CUVEXICAV LE TPUGOLYPEAN Yo 11,5 pveg.

O1 acBeveic mov elyav vroPfAndei o amokApdmon vrofANOnkav oe ELeyyo VYNANG
avtpactikomrag aponetariov (HPR). Edv n tyuq HPR>46 povadec, ol aobeveic
petéfavay wicw otny Ipacovypéin SN 10 mg / d yuo 11,5 pnqveg: edv ot tinéc HPR <46
povades, ot acbeveic cuvéylav T ANy Khomdoypéing 75 mg / d ya 11,5 prveg. Qg ek
TOUTOV, 1 OUAdH OTOKAUAK®GNC VIO kKabodyno, eixe acbeveic eite og mpacovypéin (40%)
elte og Khomdoypérn (60%). Ohot ot acBeveic cuveyioav pe aompivn Kot
TopoKoAoLOONKaY Yo va xpovo.

To npwtevov KaTaANKTIKO GNUELO (1] GLVOLAGUEVT GUYVOTITO EUPAVICT|G KOPILOYYELKOD
Bavatov, REPAYLOTOS TOV LLOKAPOIoV, EYKEPAAIKOD EMEICOSTIOV Kot KMULOKOG OHOpPayiog
BARC >2 otovg 12 pnveg) emnetedydn anodeikviovtag un katwtepdtra. Eveviivia tévte
acBeveic (7%) omv opdda amoxApdkmong vd kabodnynon kot 118 acbeveic (9%) oty
opada eréyyov (p non-inferiority = 0,0004) eiyav éva coppapa. H vro kabodnynon
OTOKAUAK®GT, 0V 00N YNGE GE AVENUEVO GUVOLUGLEVO KIVOLVO ELLPAVIONG ICYOUIKOV
ovpfopdtav (2,5% oty opddo amokApdkwong Evavtt 3,2% oty opdda eréyyov, (p non-
inferiority = 0,0115), o01e ot0 Pacikd dgvtepedov TeEAKO onpeio g apoppayiag tov BARC
>2 ((5%) otV opddo amokApakmong évovt 6% otnv oudda eléyyov (p = 0,23)). H
a0po1oTIKY ETTTOON OA®V TOV OUOPPUYIK®Y £nelc0dinV (katnyopia BARC 1 émg 5) nrav
9% (114 cvufapate) oty opade arokApakwong vo Kabodnynon évavtt 11% (137
ovppavta) oty opdda eréyyov (p = 0,14).
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Aw\ avtiouponetaiiokn Oepomeio (DAPT) og 0O eddocov IAEE 1 uetpiov €oc vyniov
Kwovvou TTIE

H DAPT pe cvvdvacpd khomdoypéing kot AXO w¢ Bepomeio TpdANYNE TOL ayyelokon
EYKEPOAIKOV £ne160010v peTd amd 0&H éhaccov IAEE 1 petpiov £mg vyniov kivddvoo TIE
a&1o0hoyn0nKe g dVO TLYOMOTOINUEVEG LEAETES TTOV EMLYOPNYOUVTOL atd Tov epguvnTn (ISS) —
CHANCE ot POINT — pe dedopéva kPaong yio TNV KAWVIKY ac@aAELn Kot
OOTEAEGLATIKOTI|TCL.

CHANCE (Klomidoypérn oe oo0eveic Yyniod kivodvoo ue Oléo Ayysiosykepalixd Ensioddia
mov Aev Ilpoxalodv Avarnpio.)

Av 1 Toyoomompévn, SITAG TVPAT], TOAVKEVTPIKY], EAEYYOLEVT LLE EIKOVIKO PAPLOKO
KAvikn pedétn ovumepiédafe 5.170 Kwvélovg acBeveig pe o&0 TE (Babuoroyioc ABCD2 >4)
N 0&0 éhaccov ayyelakd eykepoiikd enelcddio (NIHSS <3). O acbeveig kat 6Tig 600 OpAdES
éhaPav avoryt Beponeio pe AZO v nuépa 1 (og 660om Kopovopuevn and 75 émg 300 mg,
oOLPOVA LE TNV Kpiomn Tov Bepdmovtoc tTpov). Ot acbeveig mov TuyaonomOnKay otnv
OLLAd0. TOL GLVOVAGHOV KAOTISOYPEANC—AZO éAafav pio OGN EOPTIOTG KAOTLOOYPEANG TV
300 mg v nuépa 1, akorovBovpevn amnd pio 6661 KAOTOOYPEANG TOV 75 mg TV NUEPT TIC
nuépes 2 £m¢ 90, kabmg kar AXO ot 60om Twv 75 mg v nuépa tig nuépes 2 £wg 21. Ot
acOeveic mov TuyoomomOnkay oty opdda Tov AXO Eafav ElKOVIKO PAPUOKO OVTIGTOLYO
™G KAOTId0YPEANG TIc NUéPES 1 émg 90 kot AXO otn 86om Twv 75 mg v nuépa TIc NUEPES 2
¢m¢ 90.

H xdpra éxPaon amoTeAecUATIKOTNTOC TTOV 1) ELPAVICT] OTOLOVINTOTE VEOL AYYEINKOD
EYKEPOAKOV ENEIG0010V (10YOUKOD KO OQHLOPPAYIKOV) OTIG TPMTEG 90 Nuépec petd amd 00
éhaocov IAEE 1 vyniob kvdovov IIIE. Avtd cuvéfn oe 212 aoBeveis (8,2%) omnv opdda
TOV GLVIVAGHOD KAOTIO0YPEANG-AZO cuykprtikd pe 303 acBeveic (11,7%) otnv opdda Tov
A0 (avaroyio kvdvvov [HR], 0,68, 95% daomua epmictocvvng [CI], 0,57 éwg 0,81,
P<0,001). IAEE mapovoidotke oe 204 acBeveic (7,9%) oty opdda tov cuvdvocurol
KAOTd0YpEANC-AZO cuykprtikd pe 295 acbeveic (11,4%) oty oudda tov AXO (HR, 0,67,
95% Cl, 0,56 ¢wg 0,81, P<0,001). Ayoppayikd oyyeloko EYKEPUAIKO ETEIGOSIO
napovotaotnke o€ 8 aobeveic oe kKabepia and T1c dvo opddec e perenc (0,3% oe kibe
opada). Métpla 1 cofapn apoppayia Tapovcidotnke o entd acbeveis (0,3%) oty opdda
TOV GLVIVAGHOD KAOTTIO0YPEANG-AZO Kot og oyt acbeveic (0,3%) oy opdda tov AZO (P
=0,73). To m0G00Td OMOIWVINTOTE OLLLOPPAYIK®OV GLUHBAVT®V NTav 2,3% oty opdda Tov
oVVOLAC OV KAOTOOYPEANGC-AXO cvuykprrikd pe 1,6% otnv opdda tov AXO (HR, 1,41, 95%
CL, 0,95 éwg 2,10, P = 0,09).

POINT (/Ipocavozoliouévy oo Ainometdria Avaoroln o Néo IIIE kor EAdooov loyoyxo
Ayyeroxo Eyxepolixo Emeic0010)

Av 1 ToyooTOMUEVN, SITAG TVEAT], TOADKEVTPIKY], EAEYYOLEVT] LLE EIKOVIKO PAPLOKO
KAvik| perétn ovumepiédaPe 4.881 d1ebveic acbeveig pe o0& IE (Babuoroyic ABCD2 >4) 1
éhacoov ayyeloko eykepatko enelcodto (NIHSS <3). Dot o1 acbeveig kot oTic V0 opddeg
EhaPav avoryt Bepomeio pe AZO T1g nuépeg 1 g 90 (50-325 mg copemva pe Ty Kpion Tov
Bepamovtoc wTpov). Ot acbeveic Tov TVYAOTOONKAV TNV OUAd TG KAOTIO0YPEATG
EhaPav pia 06om OpTIone KAomdoypEANG Twv 600 mg v nuépa 1, akolovBovuevn and
KAOTd0YpEANC oTn dOoM TV 75 mg TV nuépa Tig NuéPeS 2 £wg 90. Ot acbeveig mov
TUYOLOTTOMONKOV GTNV OLLADE TOV EIKOVIKOD QAPUAKOL EAaPaV ELKOVIKO PAPLOKO OVTIGTOLYO
¢ KhomdoypéAng tigc nuépec 1 émg 90.

H xipra éxPaon amotelecpatikdTnTog NTOV £V GUVOETO KOTAOANKTIKO GNUEIO TOVL
nmeptedauPove peilova woyopikd eneicodo (IAEE, EM 7 Odvartog and 1oyoukd ayysioko
enelo6610) v nuépa 90. Avtd cuvéPn oe 121 acbeveic (5,0%) mov Elafav kKAomdoypéAn cuv
AX0 ovykprrikd pe 160 acBeveic (6,5%) mov ElaPav pévo AXO (HR, 0,75, 95% CI, 0,59 €wg
0,95, P =0,02). H devtepevovces ékPfaon tov IAEE mapovoidotnke og 112 acBeveic (4,6%)
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nov Ehafav KhomdoypéAn cvv AXO cvykprtikd pe 155 aoBeveic (6,3%) mov éhafav povo
AX0 (HR, 0,72, 95% CI, 0,56 ¢w¢ 0,92, P =0,01). H x0pra éxPacn acpdirelag tng peilovog
aloppayiag mopovcslactnke oe 23 and toug 2.432 acbeveig (0,9%) mov Elafav KAOTdoypEAN
ovv AX0 kot og 10 and tovg 2.449 acBeveic (0,4%) mov éhafav povo AXO (HR, 2,32, 95%
Cl, 1,10 éwg 4,87, P = 0,02). ELdocmv apoppayia mapovoidotnke og 40 acbeveic (1,6%) mov
éhaPav KAomdoypéin cuv AXO kot o€ 13 acbeveig (0,5%) mov éhafov povo AXO (HR, 3,12,
95% CI, 1,67 é0¢ 5,83, P =0,001).

Avdlvon g ypovikng mopeiog Tov peretwv CHANCE kot POINT

Agv vipye 0QEAOG MG TPOG TNV AMOTEAEGHOTIKOTNTO, 0td TN cvvEyion g DAPT wépav tav
21 quepav. [paypatomomdnke pio katavoun g xPOoviKNG Topeiog Tov HEOVOV 10YULUK®OY
EMEG0SImV Kal TV PeOvoV apoppayidv e Bdon Ty ekydpnon g Bepansiog yio va
avaAvBei n enidopacmn g Ppayvypoviag ypovikng mopeiog e DAPT.

Hivaxag 1- Katavopun ypoviknig wopeiag RElOvOV I6YIHIKOV ETELG00IMV Kal PELOVOY
apoppoyIt@v pe faon Ty ekydpnon Oeparciog otic peréteg CHANCE ko POINT

Ap.
OUUBaVTWY
EkBdoeic oTig
HEAETEG Exkywpnan Svoho 1 2 3n
CHANCE kai Beparmeiag efdoudda  eBfOopada  eBdouada
POINT
MeiCova ioxaigikd  AZO (n=5.035) 458 330 36 21
€meIgodia
KAN+AZO (n=5.016) 328 217 30 14
Alogopa 130 113 6 7
MeiCwv AZO (n=5.035) 18 4 2 1
aigoppayia
KAM+AZO (n=5.016) 30 10 4 2
Alagopa -12 -6 -2 -1
KoAmixn popuopoyn

O peréteg ACTIVE-W kot ACTIVE-A, dwapopetikég dokipéc tov mpoypappatog ACTIVE,
ovumepéraPay acbeveig pe Kohmkn poppopovyn (KM), ot omoiot elyav tovAdyiotov Evav
TOPAYOVTa, KIVOUVOL Y10, ayyelokd cvuPauata. Bdoel tov kprmpiov eicaymyng, ot tpoi
evétalav aoBeveic otnv ACTIVE-W gdv ftav vmoymoeiot yio Bepamneio pe avioyovioTéS TG
Brrapivng K (ABK) (6mwg 1 Bapeoapivn). H perétn ACTIVE-A nepieddpupave acBeveic mov
dev umopovoav va Aapovv Oepamneia pe ABK eneidn dev pmopovoay 1 dev embupodoay va
Adpovv Vv aywyn.

H perém ACTIVE-W katédeiée 6t n ayoyn pe avtaymviotég g Preapivine K ftav wo
OTOTELECLATIKN A0 TNV KAOTd0YpEAT Kot To AXO.

H perém ACTIVE-A (N=7.554) qtov pio TOADKEVTPIKT, TUYOOTOMUEVT], SITAN-TVEAN,
ELEYYOUEVT] UE EIKOVIKO PAPUOKO LEAETN, 1) OTTOI0 GUVEKPIVE TNV KAOTILOOYPEAN

75 mg/mpépa + AXO (N=3.772) pe eikovikd eappoko + AZO (N=3.782). H cuvictdpevn
d0om v to AXO frav 75 émg 100 mg/muépa. Ot acOeveic NTov vId aywyn £o¢ kot 5 xpovia.

O1 aoBeveic mov Tuyoonomdnkav oto npdypappe ACTIVE frav ekeivol mov
TaPOVCIAcTNKAY LE omodedetypuévn KM, onA. gite pe poviun KM 1 pe tovidyiotov 2
enelodoln droreinovoag KM otoug televtaiong 6 UAVES, Kot X0V TOVAGYIGTOV VOV GTT0 TOVG
axorovBovg mapdyovteg Kivdvvov: nikia > 75 etmv, | nhikio 55 éwg 74 etav ko eite
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cOKyap®ON dafnTn mov amoattovoe Bepaneio pe EapUOKa, €T ATOSESEIYUEVO TPOTYOVUEVO
éuopaypa pookapdiov (EM) 1 amodederypévn otepaviaio vOoo: NTav G€ aymyn Yio
GUGTNUOTIKN VIEPTACT]: TPOTNYOVUEVO AYYELNKO EYKEQPUMKO EMEICOOI0, TAUPOIIKO IGY UMUK
eneleodto (I1IE), 1 cvotnuatikd eppforiopod ektoc KNX- dusAettovpyia TG 0ploTtepds Kotiog
pe KAdopa eEmdnong g aprotepng kohiog <45%: 1 amodederyuévn TEPIPEPTKT| AYYELOKN
véoo. H péon Pabuoroyic CHADS, ftav 2,0 (gdvpog 0-6).

Ta kOplo. KpLTHpLo. AoKAEIGLOV Y10 AGOEVEIC TOL KATAYPAPNKAV TV EAKOG TETTIKOD EVTOG
TOV TELELTOI®V 6 UVOV: TPOTYOUUEVT EVOOEYKEPUAIKN apoppayia: coPapn OpouPforevia
(ap1Opdg oapometodiov < 50 x 10%/1)- amaitnon yio kKhomdoypéAn 1 amd TOL GTOHUTOC
avTimnktikd (AZAIL)- 1 dvcavetia oe omotadNToTe amd TIG VO OLGIES.

EBdopnvta tpia to1g ekatd (73%) tov acbevav mov eviayOnkav otn perétn ACTIVE-A dev
umopovoay va, AdBovv ABK Adym ¢ a&loAdynong tov 10pod, aduvapiog CORULOPO®GNS Yo
v mapakorlovinon tov INR (d1ebvig opoiomompévn oyéon), tpodidbeong yio Ttdon 1
TPOVUOTICUO TNG KEQPUANG, 1] CLYKEKPIUEVOL KIvOHVOL aipoppayiog: yio to 26% tov
acevav, N amdQacT ToL WTPov Poacictnke ot un emtbovpio Tov acbevoic va Adfst ABK.

O mnBvouog twv acBevov cvumepiélafe yovaikeg katd to 41,8%. H péon nicio rjtav
71 étn, 10 41,6% TV acbevav nrav > 75 et@v. 'Eva ocbvoro 23,0% tav aclevov Adupovay
avtppudukd, 52,1% pnto-amoxielotéc, 54,6% avactoreig tov MEA ko 25,4% otativec.

O ap1Buog TV 000evdv, o1 0Toiol £QTacay og £va TPMTEVOV KATAANKTIKO onpeio (povog
UEYPL TNV TPDTN EUPAVIOT] ALY YELOKOD EYKEPAALKOD £MEIG0dI0V, EM, cvuotnuotikdg
euporopog extoc KNZ 1 ayyeloko Bdvaro) nrav 832 (22,1%) otnv opdda mov
AVTILETOTIOTNKE e KhomdoypeAn + AXO kot 924 (24,4%) otnv opdda Tov €1KOVIKOD
eopuakov + AX0 (upeiwon tov oyetikov kvdvvov 11,1%: 95% CI 2,4% éwg 19,1%:
p=0,013), kvpicg Loym pag peydAng peimong tng cuyvoTnTag TOV 0YYELOK®DY EYKEPUAIKMDV
emelc0dimv. Ayyelokd eykepatkd eneicodia cuvénoav og 296 (7,8%) acbevelg mov Elafov
Khomdoypéin + AZO ko 408 (10,8%) acbeveig mov Edafav sikovikd appako + AXO
(neiwon Tov oyeTKoL Kvdvuvov, 28,4%:- 95% CI, 16,8% £mg 38,3%- p=0,00001).

THoidratpikog ninBoouog

e uo, LeAETn KAlakovuevnc docoroyiag 86 veoyvav 1 Bpep@v g 24 unvev o€ Kivouvo
Opoppwong (PICOLO), n kKhomdoypéin a&lohoyndnke oe dradoykég d0ooels Tmv 0,01, 0,1 kot
0,2 mg/kg o veoyvd kar Bpéon ko 0,15 mg/kg pévo oe veoyva. H 86on twv 0,2 mg/kg
TETVYE TN UEGT] TOGOGTION0 AVAGTOAN TNG TAENC Tov 49,3% (5 UM ADP-gnayduevn
GLGGMPELGT] ALLOTETOAI®Y), 1] OTTOl0 TAV CLYKPIGIUN LE EKEIVN T®V EVNAIK®OV TOV
Aappdvovv Iscover 75 mg/muépa.

e o, TUYOOTOMUEVT], STANG-TVPANG, TapdAANA®Y opddwv pedét (CLARINET),

906 mardratpucoi acBeveig (veoyvd kot fpEen) Le KOOAVOTIKY GUYYEVH KAPOLOKT VOGO TOL
AVTIHETOMILETOL TOPTYOPNTIKG LE APTNPLOKT] TOPAKOUYT OO TY) GUGTILOTIKY TPOG TV
TVELLOVIKT KuKAOQOpia, Tuyotomomnkay yio va Aapovv khomdoypéin 0,2 mg/kg (n=467) 1
€IKoVIKO @dpuaxo (n=439) pali pe Tavtodypovn Bepomeio PEYPL TO YPOVO TOL YEPOLPYEIOL G
ogvtepn @don. O pécog ypdvog LeTald NG TAPTYOPNTIKNAG AVTILETMTIONG LUE TOPAKOLYT] KOt
NG TPAOTNG YOPNYNONS TOV POPUAKEVTIKOD TPoidvTog TG peAétng frav 20 nuépes. Katd
npocéyyion 88% twv aclevav EhaPav tavtoypova AXO (evpog 1 éwg 23 mg/kg/muépa). Aev
vmp&e onuavTiKn dtaPopd HeTaED TV OPAd®V GTO TPOTEVOV GUVOETO KATOANKTIKO onpeio
oV Bavatov, Bpoupwong g tapdkopyng N Tapéupfaong oxeTCOUEVNG LE TV KapOld Tpv
amo v nAkia tov 120 nuepdv petd and eneicddio mov Bewpndnke Bpoupwtikng pvong [89
(19,1%) yio v opdda kKhomdoypéing kot 90 (20,5%) yia v opdda e1kovikoD QapLiKov |
(BA. mopdypago 4.2). H aupopparyio tav 1 o cuyva avagpepOUEVT) aveTBOUNTN eVEPYELL
KO OTIG OVO OUAOEG KAOTIOOYPEATG KOl EIKOVIKOV QUPUAKOV” ®GTOGO, OV VINpEe Kopio
OMUOVTIKT S10POPA GTO TOGOGTO Opoppayiog LETAED TV OUAd®V. XTN LOKPOYPOVIX
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TOPOKOAOVON OGN TNG AOPALELNG AVTNG TNG LEAETNG, 26 acBeveic e TV TapAKOUYT] OKOUO
VEIOTANEVT o€ NAKio evdg £Toug ElaPay KhomdoypEén £wg Tv nAkia tov 18 unvov. Kopud
KavoOpla avnovyio yio TV ac@AAELD 0gV TopaTPNONKE KATA T SIAPKELD QLTS TNG
LOKPOYPOVING TOpaKOAOVONONG.

Ot dokipég CLARINET ko PICOLO d1evepyndnkay xpnoiorotdvtog £va cuoTaféy dtdAvpa
KAOTO0YPEANC. € [a oXETIKN LEAETT Proicoduvapliog o EVAAIKES, TO GUGTOOEY S1dAL LN
KAOTO0YPEANC £0€18E TTOPOLOLOL EKTACT] KO EAAYLGTO VYNAOTEPO TOGOGTO ATOPPOPNONG TOL
KOPLOV KLKLOPOPOUVTOC (aveVEPYOD) LUETAPOAITI GUYKPITIKA LE TO EYKEKPLUEVO dIGKIO.

52 ®@appokokivnTIKES 1O10TNTES

Amoppognon
Metd amd epdmas Kot emavaidpPavOoIeveg NUEPNOIEG 0OGELS 75 mgE and TOL GTOUATOG, M

KAOTd0YpEAN amoppodtal Tayéwc. To péso vynAOTEPO EMIMEdO TNG OUETAPANTNG
KAOTd0YPEANC 6T0 TAGG U (Kot Tpocéyyion 2,2-2,5 ng/ml petd and epdmaé doon 75 mg
07T0 TOV GTOWNTOC) ELPAVIGTNKE TEPimOV 45 AemTd UeTA T YopnyNnon g doong. H
amoppoenon etvatl tovAdyiotov 50 % pe Pdon ™ pérpnon amoforrg TV HETAROMTOV TG
KAOTd0YpEANC 6T 0V

Karavoun

H xhomdoypéin kat o K0p1og Kukho@opmv (avevepydqg) petafoAitng g, deouedovTot
OVOSTPEYIUN LE TTPOTEIVEG TOV avOpdmvoy TAdcuatog (98 % kot 94 % avtictoyw) in vitro.
H déopevon in vitro dev @TaveL UEYPL KOPEGUOD Yo Eva VP PACLLY GVYKEVIPWOOT|S.

Biougrooynuatiouog

H xhomidoypéin petaPolrileton ekteTopuéva oto Nmap. In vitro Kot in vivo, 1 KAOTOOYPEAN
petaforileton péom 600 KOplwv petafoiik®mv 0dmv: pio Katd Ty onoia pe TN pecoAdfnon
€GTEPUOOV VOPOAVETUL GTO AVEVEPYO TTOPAymYO TOoV KapPolviikov o&og (85% twv
KUKAOQOPOOVI®V HETOPOMTOV) KO pia UE TN LEGOAAPT oM TOAAATA®Y KuTOYpOUdT®Y P450.
H xhomdoypéin petaforiletor apyicd otov evdldpecso petafolritn 2-oxo-clopidogrel.
EnaxdéiovBog petafoiiopdc tov evdtdpecsov petaforitn 2-oxo-clopidogrel &xet g
amotéleoua T dnuovpyio Tov dpacTiKoD UeTABOAIT, éva Topdymyo BeldoAng. O dpacTikdg
petapoiitng dnuovpyeiton kuping and o CYP2C19 pe m cvpPorn amd didpopa GAAL
évlopa CYP, mepirapfovopévaov tov CYP1A2, CYP2B6 kot CYP3A4. O evepydc
petafolitng BeldAn, 0 0moiog amopovAONKE in vitro, GLVOLETAL YPIYOPQ KOL LT OVOCTPEYILLOL
UE VTTOJ0YEIC ALUOTETAAIDV, OVOTTEALOVTOG £TGL T CUGCMPEVCT] TOV ALLOTETUAMMYV.

H Chax T00 dpactikod petofoiritn ivar Sumhdoio LETA amd (o e@dmas 6661 OPTIONG TOV
300 mg 6mwg eivan petd and téccepic NUEPES e d0om cuvtpnons tov 75 mg. H Chax
TopOINPEITAL KATA TPOcEyyion petd omd 30 £wg 60 Aemtd petd T Yopnynon g d6oNG.

Améxipion

1oV GvOpwmo, petd and pio amd tov otdpaTog S60m Khomdoypéing ceonuocpévng pe 4C,
10 50% mepimov amofdrieton e Ta 0Opa Kot To 46 % mEPIMOV LE TO KOTPAVO GE SLAGTN L0
120 wpdv petd amd T AMym g 060omMs. Metd and epdmas d6om 75 mg amd Tov GTOUOTOC, 1
KAoTd0YpEAN €xel xpdvo Nuioelag Lmng mepimov 6 dpeg. O xpodvog NUIcELNg ATEKKPIOTG TOL
KOPLOV KLKAOPOPOUVTOC (avevepyoD) petafoiitn ftav 8 dpeg, LeTd omd TNV epanas Kot
emovalopPovopevn xopniynon.

Dapuoroyevetikn

To CYP2C19 gumiéxetar otn dnpiovpyio Kot ToL dpacTIKOD UETAROAITN KOt TOV EVOLAUECOV
petaforit 2-oxo-clopidogrel. H @apuakokivnTiKn Kot 1 aVIIOLUOTETAALNKT dPAGCT) TOV
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OpacTIKoD LETAPOAITN TNG KAOTIOOYPEANG, O™ LETPHONKAV LLE ex VIVo LETPNOELS TNG
OLGGMPEVOTG ALUOTETAAIWDVY, SlapEpovy aviroya L To yovoturmo tov CYP2C19.

To aAinidpoppo CYP2C19*1 avtiotoryel og mAMp®G AEITOVPYIKO HETAPBOAGLO, EVD TOL
aAdniopopea CYP2C19*2 kot CYP2C19*3 givar un Asrtovpyikd. To aAiniopopoa
CYP2C19*2 xou CYP2C19*3 gvBovovtar yio tnv TAE0YNeio ToV OAANAOLOPP®V LE
pewmpévn Aettovpyio otovg Kavkdoiovg (85%) kot otoug Actditeg (99%) e petopévn
petafoiikn Agrtovpyio. AAA0 aAANAOLOPQO TTOV OYETILOVTOL LE ATOVTO 1] HELOUEVO
petaforiopd eivat Ayotepo ovyva kot meptiapfavovy to CYP2C19*4, *5, *6, *7 won *8.
"Evag acBevnic pe petopévn petaforikr Asttovpyia Oa dtabétel 600 alAnAopopea pe EAAEYM
Aertovpyiag Ommg opiletar mapamdavm. Anpocievpévee cuyvotnteg yovotummv tov CYP2C19
pe peltopévn petafoiikn Aettovpyia eivar katd wpooéyyion 2% yia tovg Kavkdsiovg, 4% yuo
Toug Mavpovug kot 14% yia tovg Kivé{ove. Yrdpyouvv dtobéoipeg SoKipacieg yio tov opiopod
Tov yovotimov tov CYP2C19 evog acbevoic.

Mua pedét deotavpwong o€ 40 vyu) dropa, and 10 o kdbe pio amd TG T€00EPLS
katnyopleg petafoiucig uavotntog tov CYP2C19 (oAb vymAn, ektetapévn, voldeon Kot
UE®UEVN), 0EI0AOYNGE TN QOPLOKOKIVITIKT KOL TNV VTATOKPIGT] TOV OLLOTETOM®Y
ypnowomoldvoag 300 mg kKhomdoypéAng mov akorlovbeitar omd 75 mg/muépa kot 600 mg
nov akoAovBeital and 150 mg/Mmuépa, to Kabéva yio S nuépeg (otabepomompévn
Kkatdotoomn). Aev TapaTneNONKaV GNUAVTIKES S10QopPEC otV EkOECT] GTO dPACTIKO
UETAPOAITN KOl 0TI UEGT] AVOGTOAN TNG GVGGMPELGNC TV aponetoriov (IPA) peta&d
eKElV@V Le TOAD LYNAT, EKTETAPEVT] KOL EVOLAUEST] HETABOAKY| IKAVOTNTAL.

210 dropa pe petopévn petafoAitkn tkavotnto, n ékbeomn otov dpaotikd petafolritn
pewmonke katd 63-71% GUYKPITIKA e EKEIVOL e EKTETAUEVT] LETOPOAIKT tkavdTTa. MeTd to
docoroyiko oyniue 300 mg/75 mg, o1 AVTIOHLOTETOAOKES AVTOTOKPIGELS Let®OnKaY T
Gropo pe pewwpévn petafoincn wavornta pe péon IPA (5 uM ADP) 24% (24 dpec) xar 37%
(Huépa 5) 6mmg ouykpidnke pe mv IPA 39% (24 dpec) kot 58% (Huépa 5) ota dtopa pe
EKTETANEVT peTaPorkn wkoavotnTa kot 37% (24 dpeg) ko 60% (Huépa 5) ota dropa pe
evoldpeon petafoikn wovotnta. Otav ta dropa pe pHeElpévn petafolkr| tkavotnta Elafov
70 8000A0YIKO oyfua Tov 600 mg/150 mg, n éxbeom 6T0 dpacTiKO peTaforitn fTav
peyoAvTePN amd To docoroyiko oxnuae tawv 300 mg/75 mg. Emmpocbeta, n IPA ftav 32%
(24 opec) ko1 61% (Huépa 5), mov nrov peyodvtepeg and 01t 610 GTOUO LE PELOUEVT|
petafoitkn wavotnta mov EAafav 1o docoroykd oynua 300 mg/75 mg Kot TapOUOLES [UE TIG
GAhec opadeg petoPforkng Aettovpyiog tov CYP2C19 wov éhafav To S0GOA0YIKO GYIL0L TV
300 mg/75 mg. 'Eva katdAAnio docoroyikd oynua yo ovtd tov TANBusd acbevdv dev €xet
kabepwbel o KAVIKES SOKIUEC.

SOHUEMVA LE TA TUPOTAVED OTOTEAECUATO, GE L0 LETA-0VAAVGON TTOL TEPleEAdPave 6 LeETEC
pe 335 drtopo mov avVTIHETOTICTNKOY e KAOTIO0YPEAN GE oTafepomotnuév KOTAoTOO,
kartadelydnke 6tL N €ékBeon 010 dpaoTikd petaforitn petddnke Katd 28% yia ta dTopa e
gvoldpeon petafoiikn Aettovpyio kot 72% yio To GTopo e PHELOUEVN LETABOAKN AgtTovpyia
EVA M AVAGTOAN TNG GLGGMPELGNG arponeToAMmY (5 UM ADP) peiddnke pe dtopopég otnv
IPA tov 5,9% xon 21,4%, avtictoya, dtav cuykpiOnke [LE TO ATOMO P EKTETAUEVT|
UETAPOAIKT AgtTovpYidt.

H emppon| tov yovotimov tov CYP2C19 otig kKAMvikég exPdoeig oe asbeveic mov
OVTIHETOTIOTNKAV e KLOTOOYPEAN dev €xel a&lohoyn0el GE TPOOTTIKESG, TUYOLOTOMUEVEG,
eleyyoueves dokipéc. ‘Exet vapEet évag aplfpog avadpopUtkov avoldcemV: wGTOc0, Yo TV
a&loldynon avthg TG enidpacnc o€ acbeveic Tov EYOVV UVTILETOMIOTEL e KAOTIO0YPEAT] Kot
Y ToVg omoiovg vdpyovy yovotumikd anoteléopata: CURE (n=2721), CHARISMA
(n=2428), CLARITY-TIMI 28 (n=227), TRITON-TIMI 38 (n=1477) kax ACTIVE-A
(n=601), 6mwg Kol £vog aptBpIOg ONUOGIEVUEVOV LEAET®Y KOOPTNG.

Ymv TRITON-TIMI 38 ko og 3 and 11g perétec kooptng (Collet, Sibbing, Giusti), 1
GLVOLOGHEVT OUAd0. acbevaV e glte evOlauEDT), £iTE HEIOUEVT LETABOAIKT] TKOVOTNTO ELYOV
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VYNAGTEPT GLYVOTNTA KOPdlayyelokdv suuPapdtov (Bdvotog, Epepoypo Tov puokapdion
KOl 0LYYELOKO EYKEPUAIKO EMELGOO10) N OpOpPmong g evdompdBeong (stent) cuYKPITIKG LLE TOL
GTOMO E EKTETAUEVT] LETAPOAIKTY TKOVOTNTO.

Yv CHARISMA ka1 og o peAétn kooptng (Simon), pua ovénpévn coyvotnto
cuoppapdtov TopatnpninkKe LOVo 6T GTOUN LE LEIWUEVT] HETUPOAKT IKAVOTNTA OTAV

oLYKPIONKAY [LE TO ATOUO e EKTETAUEVT] LETOPOAIKT IKAVOTNTOL.

¥ CURE, ot CLARITY, otv ACTIVE-A xot og o amd t1g peiéteg kooptng (Trenk),
dev mapatnpnOnke avénpévn ouyvotnta cupPfoapdtov Bacst g LeTafoAkng IkavoTnTag.

Kopio omd avtég Tig avaidoelg oev glxe 10 uéyefog yio va evIomicel olapopég atny EkPoom
TOV ATOU®V PE LEWUEVT] HETOPOAIKT IKAVOTNTOL.

Ewdwoi tAinBvopoi

H gpoppokokivntikn Tov dpactikod petaforitn g kKhomdoypéing dev gival yvooth o
oV TOVE TOVG E101KOVE TANBLGLOVG.

Negpirn dvolertovpyio,

Metd and emavorapPoavopeveg 006elg 75 mg KAOTOOYPEANG TV NUEPQ G dToua L coPapn
veQpIkn voco (kdBapon kpeotvivng omd S5 uéypt 15 ml/min), n avaeToA TS GLGCOPEVLONC
TOV oPOTETAAIDV oL TpokaAeitol and v ADP ftav youniotepn (25 %) and ovti wov
mapoTnpNONKE 68 LY ATO, ®GTOGO, 1] TAPATAGT] TOL ¥POVOV POTG NTAV TAPOLOLH [E
€KEIVN IOV KOTAYPAPNKE GE LY ATope OV eAduPavay 75 mg KAOTOOYPEANG TV NUEPQ.
Emumpocbitmg, n KAvikn avoyn ftav Kok oe 6Aove Toug acbeveic.

Hratikn dvoleirovpyio

Metd and emovoaropuPavoueveg d6celg 75 mg KAomidoypéing v nuépa yio 10 nuépec o€
acBeveic pe cofapn Nratikn SLGAELTOVPYIM, 1| AVOGTOAN TG CLGCMPELCNG ALUOTETAAIDY
Swapécov g ADP rjtav mopopo pe exeivn mov mapatnpnnke o vym dropa. H péon
TOPATOGT] TOL XPOVOL PONE NTOV EMIONG TOPOUOLN GTIG V0 OUADEC.

Doiy

O emmolacpog Twv aAnAopopemv tov CYP2C19 ov oyetilovtan pe evolaueso
TEPLOPIOUEVO UETAPOAICUO SLapEPEL avaroya e T QUANR/eBvikdtnTa (PA. DappokoyeveTikn).
Amo ) Bihoypagia, vrdpyovy mepropiopéva dedopéva dabéoia yio va agtoroynei n
KAV enintoon yovotumev tov CYP yuo v epedvion coufapdtov og kKMvikn EkBoo.

5.3 Ipoxiivikd ddopéva Yo TNV a6QAALEL0

Kotd m dibpkeia Tov pn KMVIKGV LEAETOV GE 0pOLPAIOVG KOl GE UTOUTOVIVOLG, Ol TTLO
GLYVA TOPATNPOVUEVES EMOPACELS MTAV NTATIKEG AALOIDGELS. AVTEC Tapatnprnkay 6e
300E1g OV AVTITPOSMOTEVOVV TOVAAYLIGTOV 25 Popég TV EkBecT mov mapatnprOnke oe
avOp®dTOVg TOV EAGUPAVOY KAWVIKEG BOGELS TV 75 mg/Muepnoing Kot NTav emakoiovbo pog
emidpaong oto nratikd petaforikd vivua. Kapia enidpacn ota nrotikd petaforucd évivpo
dev mapatnpnOnke og avBpdTovg mov ehdpuPavay Khomdoypéin otig Bepanevtikég S00ELS.

Y& ToAD LYNAEG BO0ELC, avapEPONKE emiong TEPLOPIGUEVT] YOOTPIKY avoyn (YaoTpitida,
YOO TPIKES SLOPPMTIKES OAMOIDGELS KOUT EUETOGS) TG KAOTIO0YPEATG GTOVS pOVPOIOS Kol

TOVG UTAUTOVIVOLG.

Agv vipée kapio Evoelén kapkivoyovov dpdong otav 1 KAOTdoypEAN xopnynonke yio 78
eBdopadeg og movtkovs kat Yo 104 gfdopdadec oe apovpaiovs, oe docelg péxpt Ko 77 mg/kg
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™V Nuépa (N omoio avTITPOS®TEVEL TOVAYIGTOV 25 Qopéc TV Ekbeomn mov eppaviletan
o0ToVG avOpdTOVG TOL AouPhavovy 75 mg/muepnoimg).

H xhomdoypéin €xet dokipnocBel e pia Gepa in vitro Kol in vivo YOVOTOEIK®V PLEAETMV Kot
oev £€de1Ee yovoToEikatnTa.

H xhomidoypéin b Ppébnie va £xel emidpacn o1 YOVILOTNTA TOV APCEVIKDV KOl TOV
ONAVK®OV apovpainy Kot dev NTOV TEPUTOYOVOC 0VTE GTOVE UPOVPAIOVS OVTE GTA KOUVEMA.
Otav yopnyndnke o OnAdlovteg apovpaiove, 1 KLOTOOYPEAN TPOKGAESE EAAPPLA
KaBVoTEPTION GTNV AVATTLEN TOL AIOYOVOL. E181KEC POPUOKOKIVITIKEG LEAETEG TTOV EYVaV UE
POSLOCECT UG UEVT] KAOTIOOYPELT] £0e15av OTL 1) UNTPIKY| 0LGI 1] Ol LETAPOAITEG TNG
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ekkpivovtotl oto ydAa. Emopévmg, o dpeon enidpoon (Mmia ToEkotnTa), 1| pio ERecn
enidpaon (neimon g yevoTikng wavotnTag) dev umopel va amokAelcet.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Koataroyog ekdoymv

Tvpnvog:
Movvitoan (E421)
[MoAvabvrevoyivkdin 6000
Kvttapivn pikpokpuotaiiikn
Kikéiaio vépoyovopévo
Y dpo&umpomvuAoKLTTAPIVI YOUUNATC VITOKATAGTOCNG

Emixdloyn:
YnpopeAroln (E464)
Aoktoln povoidpikn
Tpuoketivn (E1518)
Titaviov doéeido (E171)
Z10mpov o&gidto epubpod (E 172)

THopayovrog otilfwong:
Knpodg kapvaovpng

6.2 Acvpparétnreg

Agv epapudlertor.

6.3 Awpkewo Long

3 xpdvio.

6.4 Iowitepeg mpo@urdcerc katd v UOLAEN TOV TPOIOVTOG

e koyéreg and PVC/PVDC/Aluminium, puAdooete o Beppokpacio pukpotepn tov 30 °C.
e koyéreg LOVo amd aAoVUIVIo, dEV VTTAPYOLV EBKEC 00TYiEC SLOTAPNONG Y10, TO TPOIOV
avTo.

6.5 ®@von Kol GLGTATIKA TOV TEPLEKTT

Iscover 75 mg emkaivppévo pe Aentd vUEVIO dioKia

Kvoyéheg and PVC/PVDC/Aluminium 1} koyéheg LOVo amd aAOVUIVIO, GE KOVTIE 0o YopTOVL
mov mepigyovy 7, 14, 28, 30, 84, 90 ko 100 emkaivppévo pe Aemtd vuévio dtokial.

Yvokevaoiec koyerav (blister), povadwv 66ong ard PVC/PVDC/Aluminium 1 poévo amxd
OAOVUIVIO G KOLTLA amtd xapTdvi Tov TeptEyovy 50 X 1 emkaAvppéva pe Aemtd vpévio dtokia.

Iscover 300 mg emikodvupéva pe Aentd vuévio diokio
Yvokevaoiec koyerav (blister), povadwv 666Mc, amd CAOLUIVIO GE YOPTOKVTIO TTOV TEPLEYOVY
4x1,10x1,30x 1 ko 100 x 1 emkaivppéva pe Aemtd vpévio diokia.

Mmropei va, unv KuKAOQOPOLY OAEG Ol GUGKEVAGIES.

6.6 Idwitepeg mpoPLAGEELS aTOPPIYNG
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Ka06e aypnoiponointo eappokeutikd mpoidv mov dev €yl xpnoyonombei | oA TPETEL
VO OTTOPPINTETOL COUPOVOL LUE TIG KOTA TOTOVS IOYVOVGES GYETIKES O10TAEELC.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

TaAAia

8. APIOMOI AAEIAY KYKAO®OPIAX

Iscover 75 mg emkaivppévo pe Aentd vUEVIO d1oKia

EU/1/98/070/001 - Kovtid teov 28 gmikoAvppévev e Aentd viévio Siokimv o KoyEreg amd
PVC/PVDC/Alu

EU/1/98/070/002 - Kovtid towv 50 X 1emikoAvppévov pe Aemtd DUEVIO OIoKIMV GE KOWELEG
andé PVC/PVDC/Alu

EU/1/98/070/003 - Kovtid tov 84 emikolvppévev e Aentd viévio diokiov o Koyéreg amd
PVC/PVDC/Alu

EU/1/98/070/004 - Kovtid teov 100 emxoaivppévov pe Aentd vpévio diokiov oe Kuyéles amod
PVC/PVDC/Alu

EU/1/98/070/005 - Kovtid towv 30 emtkoahvupuévev pe Aemtd vUEVio diokiov o€ Koyéreg amnd
PVC/PVDC/Alu

EU/1/98/070/006 - Kovtid twv 90 emkolvppévev pe Aemtd vpévio diokiov og Koyéreg and
PVC/PVDC/Alu

EU/1/98/070/007 - Kovtid towv 14 emtkoahvoppuévev pe Aemtd LUEVIO d1oKimv o€ KoyéAeg amd
PVC/PVDC/Alu

EU/1/98/070/011 - Kovtid t@v 7 emkoAvppévav pe Aentd véVio d1oKimv o€ KuWwELEG amo
PVC/PVDC/Alu

Alovuivio

EU/1/98/070/013 - Kovtid tov 28 emtkKoaAOUUEV®VY e AETTO DUEVIO SIOKI®MV GE KOYELEG LOVO
a7t0 AAOVUIVO

EU/1/98/070/014 - Kovtid tov 50 x 1 emxaloppévav pe Aentd vpévio diokiov oe Kuyéleg
pévo and aiovpivo

EU/1/98/070/015 - Kovtid tov 84 emtkoa A UUEV®VY e AETTO DUEVIO SIOKIMV GE KOYELEG LOVO
omd alovpivo

EU/1/98/070/016 - Kovtid twv 100 emkaloppévav e Aento véVio d1oKiov 6e KOWEAES HOVO
a6 AAOVUIVO

EU/1/98/070/017 - Kovtid towv 30 emkKoahLUUEVOVY LE AETTO DUEVIO SIOKIMV GE KOYELEG LOVO
amd alovpivo

EU/1/98/070/018 - Kovtid tov 90 emtkoahvppévmy pe AETTO DUEVIO dIOKIMV G€ KOWELEG LOVO
076 AAOVUIVO

EU/1/98/070/019 - Kovtid tov 14 emtkoalvppuévev pe Aemtd LUEVIO SIoKImY 68 KOYELES LOVO
omd alovpivo

EU/1/98/070/020 - Kovtid TV 7 EMKOAVUUEVOV LE AETTO VUEVIO O10KIMV 08 KOWEAEG LOVO
omd alovpivo
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Iscover 300 mg emucolvpupéva e AenTo LUEVIO dloKia

EU/1/98/070/008 - Kovtid twv 4 x 1 emtkalvpupuévov pe Aertd vuévio dtokionv ot blister,
HovAad®V 301G amd OAOLLIVIO

EU/1/98/070/009 - Kovtid twv 30 x 1 emkalvoppévav pe Aentod vpévio diokimv oe blister,
Hovadwv d60m¢ omd aAovpivio

EU/1/98/070/010 - Kovtud towv 100 x 1 emkaivppévov pe Aentd vuévio diokinv oe blister,
LovAad®V d00MG amd OAOLLIVIO

EU/1/98/070/012 - Kovtid twv 10 x 1 emkalvoppévav pe Aemtd vuévio diokiov oe blister,
LOVAd®V d00TG amd OAOLLIVIO

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

Huepounvia televtaiog avavémong: 19 lovviov 2008

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

<HH pnvog EEEE>

AgmTopEPN TANPOPOPLOKA GTOLYEID Y10l TO TAPOV PAPUAKEVTIKO TPOTOV glvan Slabéoia oTov
Siktvakod tomo tov Evponaikod Opyavicpod Popudakov: http://www.ema.europa.eu/
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IMAPAPTHMA 11

IMAPAXKEYAXTEX YIIEY®OYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH
ATAGEXH KAI TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN

AXDPAAH KAI AHOTEAEXMATIKH XPHXH TOY
®APMAKEYTIKOY ITPOIONTOX
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A. IHAPAXKEYAXTEX YIIEYGYNOI I'TA THN AIIOAEXEMEYXZH TQN ITAPTIAQN

‘Ovouo kot d1e06vven TV TOPASKEVOSTMOV TOL Eivorl VITELOVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

- Iscover 75 mg emukodlvppéva, pe Aemtd véVio dtokia

Sanofi Winthrop Industrie

1, Rue de la Vierge

Ambares & Lagrave
F-33565 Carbon Blanc cedex
ToAAia

Sanofi S.r.1.

Strada Statale 17, Km 22

67019 Scoppito (AQ) — ItaAia

- Iscover 300 mg gmucodloppéva pe Aemtd VEEVIO dloKia

Sanofi Winthrop Industrie

1, Rue de la Vierge

Ambares & Lagrave

F-33565 Carbon Blanc cedex

ToAMa

270 £VTLTIO QUALO 0INYIDV YPNOEMG TOV POUPLOKEVTIKOD TPOTOVTOC TPEMEL VAL OVOYPAPETOL TO OVOLLOL
Kot 1 S1e¥0VVET TOV TAPACKEVAGTH TOL Eival VTEHOLVOG V1O TNV ATOSEGELGT TG CYETIKNG
TOPTIONG.

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

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOL LOTPIKT CLUVTOYT.

I. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAYX

. Ex0¢ce1g Teprodikng mapakorovdnong g ac@arelag

O Kkdtoyog ddetog KukAopopiag Oa katabétel ekBéoelc Tepl0d1Kng TapakoAoVONONG TG AcPAAELNS Yo
TO €V AOY® TTPOIOV COLPMVA LE TIG ATOITNOELG TTOL 0PpiloVTOL GTOV KATAAOYO UE TIG NULEPOUNVIES

avagopds ™ Evoong (katdioyoc EURD) mov mapatifetatl oto ApBpo 107y mapdypapog 7 tng
Odnylag 2001/83/EK «ait £xel dnpoctevbel 6TV evpoOTOIKN SIKTLOKT TOAT] Y10, TO, QAPLLOKOL.

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

o Yyéoro Awayeiprong Kivovvou (ZAK)

Aev epapuoletat.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX

38



A. ENIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
EEQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Iscover 75 mg emkodlvppéva, pe Aemtd vUEVIO dtoKia
clopidogrel

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Kdabe diokio mepiéyet 75 mg khomdoypedng (wg 0&vn Beukn).

| 3. KATAAOT'OX EKAOXQN

Eriong mepiéyet: kikéhao vdpoyovopévo Kot Aaktoln. BA. gOAA0 0dNy1dV Y10 TEPIOTOTEPES
TANPOPOpPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 eMKAAVUUEVA UE AETTO DUEVIO dloKia
30 emkaALUUEVO PE AETTTO DUEVIO dloKio
50x1 emkodvppévo pe Aemwto vuévio diokiol
84 emkoAvppévo pe AETTO VIEVIO O1oKia
90 emkaAvppéva pe AETTO DUEVIO dloKio
100 emkoAvppéva pe Aemtd vUEVIO dtoKio
14 emkaAvppéva pe AewTo LUEVIO OloKio

7 emuOAVUUEVO LE AETTO DUEVIO OloKial

[5.  TPOHNOX KAI OAOX(OI) XOPHTHZHZ

AwBdote 10 PUALO 0NV YPAONG TPV O TN YOPNYNON.
Amo oTOUATOC YPNIOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION ITPEIEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |
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| 8. HMEPOMHNIA AHEHX

AHEH {MM/EEEE}

| 9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og Beppokpacio pkpotepn Tov 30 °C (yia tig koyéreg and PVC/PVDC/Aluminium).
H Agv vrdpyovv 1dikéc odnyieg drotrpnong (Yio Tig KOWEAEG LOVO a6 OAOVLLIVIO).

10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATON I10Y ITPOEPXONTAI AIIO AYTA, E@OXON AIAITEITAI

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

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

FoAria

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/98/070/001 28 emucoloppéva pe Aemtd vpuévio dokia o€ koyéreg amd PVC/PVDC/Alu
EU/1/98/070/002 50x1 emucaivppéva pe Aemtd vpévio diokia o€ koyéreg amdo PVC/PVDC/Alu
EU/1/98/070/003 84 emuxaAvppéva pe Aemtd vpévio diokia og koyéreg amd PVC/PVDC/Alu
EU/1/98/070/004 100 emikaivppéva pe Aemto vuévio diokio o koyéreg and PVC/PVDC/Alu
EU/1/98/070/005 30 emucoloppéva pe Aemtd vuévio dokio o koyéleg amd PVC/PVDC/Alu
EU/1/98/070/006 90 emuxaAvppéva pe Aemtd vpévio diokio og koyéreg and PVC/PVDC/Alu
EU/1/98/070/007 14 emucolvppéva, pe Aemtd vuévio dtokia og koyéreg amd PVC/PVDC/Alu
EU/1/98/070/011 7 emkaivppéva pe Aewto vuévio dlokio o koyéreg and PVC/PVDC/Alu
EU/1/98/070/013 28 emkaAvUpéVa LE AETTO DUEVIO J1OKIN 08 KOWELEG amO OAOLLEVO
EU/1/98/070/014 50x1 emkaAvppévo Le AETTO DUEVIO O1O0KIO GE KOWEAES OO OAOVLIVO
EU/1/98/070/015 84 emkaAvpupéva e AETTO LUEVIO JoKIN 08 KOWELEG AmO OAOLLEVO
EU/1/98/070/016 100 gmucoivppévo pe AETTO VUEVIO S1OKIN GE KOWELES OO A0V UIVO
EU/1/98/070/017 30 dwokio o€ KoWELEG amd GAOL VO

EU/1/98/070/018 90 emkaAvpupéva e AETTO DUEVIO SIOKIN 68 KOWELEG amd OAOLLLEVO
EU/1/98/070/019 14 emkaAvppéva e AETTO LUEVIO J1oKIN 08 KOWELEG Amd OAOLLEVO
EU/1/98/070/020 7 emucoAvppévo pe AETTO DUEVIO JIGKIN € KOWEAES O AAOVUIVO
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| 13.  APIOMOZX IIAPTIAAYL

TTaptida:

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHIIEX XPHZHZ

| 16. TAHPO®OPIEX XE BRAILLE

Iscover 75 mg

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

A160106T0TOC YPUUU®TOS KddKaS (2D) Tov gépet Tov TEPIANPOEVTO LOVASTKO CVOyVOPIGTIKO
K®OKO.

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

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY KYYEAH
KYWEAH /7, 14, 28 1 84 diokiov

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Iscover 75 mg emkaivppéva pe AeTTo LUEVIO dloKia
clopidogrel

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Sanofi Winthrop Industrie

| 3. HMEPOMHNIA AHEHX

AHEH {MM/EEEE}

| 4. APIOMOX ITAPTIAAX

MMoptida:

5. AAAA ITOIXEIA

Huepoloylaxég nuépec

Agv

Tp

Tet

ITép

Iop

2ap

Kvp

EBdopdda 1

EBoopada 2 (yio to kovtid tov 14, 28 ko 84 diokimv)

EBoopada 3 (yia ta kovtid tev 28 kot 84 dickimv)
EBoopada 4 (yio ta kovtid tev 28 kot 84 dickinv)
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY KYYEAHX 'H XTIX TAINIEX
KYYEAH/30, 50 x 1, 90 1 100 dwokimv

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Iscover 75 mg emkaivppéva pe AeTTo LUEVIO dloKia
clopidogrel

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie

| 3. HMEPOMHNIA AHEHX

AHEH {MM/EEEE}

| 4. APIOMOX ITAPTIAAX

MMoptida:

5. AAAA ITOIXEIA
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Iscover 300 mg emualvppéva pe Aento LUEVIO dloKin
clopidogrel

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

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

| 3. KATAAOT'OX EKAOXQN

Enriong mepiéyet: kikéAao vdpoyovopévo Kot Aaktoln. BA. gOAA0 0dNy1dV Y10 TEPIOTOTEPES
TANpoQopiec.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

4x1 gmkodvppévo pe Aemtd vpévio diokia
30x1 emkolvppéva pe Aewto vUEVIO dloKiol
100x1 emucodvppévo pe Aertd vuévio diokio
10x1 emkoAvppéva pe AeTTO LUEVIO d1oKI0

[5.  TPOHNOX KAI OAOX(OI) XOPHTHZHZ

AwBdote 10 PUALO 0INYIDV YPAONG TPV 0T TN YOPNYNON.
Amo 6TOUATOC YPNOT

6. EIAIKH ITPOEIAOINIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdooetol o 06om, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) |

(8. HMEPOMHNIA AHEHE |

AHZEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

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

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

ToAAia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/98/070/008  4x1 emikodvppéva pe AETTO DUEVIO O10Ki0 GE ava Lovada d0oNg KLWEAN Lovo
oo aAOVUIVIO
EU/1/98/070/009 30x1 emikodlvppévo pe Aento vUEVIO O10Ki0 GE ava Lovada 606N KLYWEAN Udvo
oo aAOVUIVIO
EU/1/98/070/010 100x1 emikodvppéva pe Aento DUEVIO O10Ki0 GE VA Lovada d0oNg KOWEAN Lovo
amd aAovuivio
EU/1/98/070/012 10x1 emikodlvppévo pe Aento vUEVIO O10Ki0 GE ava Lovada d0oNg KLWEAN udvo
oo 0AOVUIVIO

| 13.  APIOMOZ IAPTIAAYL

TTaptida:

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHIIEX XPHZHZ

| 16. TAHPO®OPIEX XE BRAILLE

Iscover 300 mg

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

A160106T0TOC YPUUU®TOS KddKaS (2D) mov gépel Tov TEPIANPOEVTO LOVASTKO CVOyVOPIGTIKO
K®OKO.

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

PC:
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SN:
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY KYYEAHX 'H XTIX TAINIEX

KYWYEAH 4x1, 10x1, 30x1 7 100x1 dwokiev

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Iscover 300 mg emualvppéva e Aento LUEVIO dloKin
clopidogrel

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®QOPIAX

Sanofi Winthrop Industrie

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

TTaptida:

| 5. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprijot

Iscover 75 mg smkolvppéva pe Aertd vUEVIO dIoKia
KLomdoypEAN

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO
PaPROKO, OLOTL TEPLAAUPAVEL CNUAVIIKES TANPOPOPIES Y10 GUG.

- doraEte avto To EOALO 0N YDV YpMone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépo amopieg, p@NoTE TO Y10TpO 1 TO POPUOKOTOLO GOC.

- H ocvvtayn yio avtd 1o edppoko xopnynnke amokAeloTiKd Yio 60G. Agv TPETEL VO ODCETE TO
@apuako og GArove. Mmopel va Toug Tpokarésetl PAAPN, axoOua Kot OTav To, oNUEin TG
aoBéveldc Toug tvar 1010 e Tol KA OO,

- Edv mopatnpnoete kamoto avemBOun evEpyeL, EVINUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0g. Avtd 1oyvel kat yio Kabe mhoavn avemBOunT eVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV
@OALO 0ONY1DV ¥prione. BAéme mapdypago 4.

T epréyeL 1o mapov GUAA0 00N YLOV:

T etvon To Iscover kot mota glvan m xpriom Tov

T mpéner va yvopilete npv mapete 10 Iscover

[Mog va tapete to Iscover

[TBavéc avemBounteg evépyeleg

Ilog va purdcoete to Iscover

[epreydpeva g cvokevaciog Kot AOEG TANpoPopieg

AR S e

1. Th eivar o Iscover kan o givan 1 yp1)o1 TOL

To Iscover mepiéyel KAOTIOOYPEAT Kot OVIKEL GE Ui KaTnyopio gappdkov tov ovopdlovrol
OVTIOUOTETOAMOKA QOPUAKEVTIKE Tpoidvta. Ta opometdiia eivar moAd pikpd copatidia Tov aipatog,
T0 OO0 GLYKOAA®VTOL KOTA TNV THEN TOV aipatog. To avTIOUOTETOALNKE PAPUOKEVTIKA TPOIOVTOL
EUTOOILOVV LTI TI GLGGMPELGT KO ETGL LELDVOLV TIC TOAVOTNTEG SYNUATIGHOD OpouPov
(dwdkacio mov ovoudletal OpopPfwon).

To Iscover Aappdvetor amd eviAkeg yioL TV TpOANYN oynUoTIcod Opdupov ota okAnpouuéva
apopopa ayyeio (aptnpieg), puia dadikasio yvoot cav adnpobpdufmon, mov propel va odnyroet o
aBnpoBpopPotikd enelc0d10 (OTWS IGYOUIKO ayYELOKO EYKEPOAMKS EMEIGHO10, KAPIIOKO EMEIGOSI0 N
0dvaro).

To Iscover cog £xet cuvtayoypaenOel yia va fondfcet otnv anoeuyn oynpaticpov Opopfonv kot va

EAOTTAOOEL TOV KiVOUVO OLTOV TV ETEIC0OI0OV ETELON;:

- &xete pio mabnor oKANpLVeNg TOV apTNPLOV (ETioNg YVmOTY cav afnpockinpuvon), Kot

- £YETE 10TOPIKO KOPIOKOV EMELGOOI0V, IGYOLUKOD OYYELNKOD EYKEPAAIKOV EMEIGOOI0V 1] TACYETE
omd Ho KATdoTaon YVOOTH O TEPLPEPIKT] APTNPLOKT| VOGO, 1)

- €xeTe 160TOP1IKO GoPopovd THVOL 6T0 6TNHHOG YVMGTOV MG «OoTad oTNOAYYN» N «EULEPOYLIL TOV
pookapdiovy (kKapdiakd enelsddio). I'a ™ Bepaneia avtng ¢ TdOnong o yatpdg cog mbavag
va €yl Tomobetnoel evoompobeo (stent) oty epayuévn 1 6TeEVOUEVT apTnpia Yo va
OTOKOTOOTIGEL TNV AOTEAEGLLOTIKY pO1| TOL aipatog. Mmopel , emiong, va oag £xetl yopnynOel
omd 1O Y1TPO GO KOl OKETVAOGAAIKVALKO 0&V (Hio ovsio TOV amavTATAL GE TOAAY
QOPUOKEVTIKA TPOIOVTA, TTOL YPTGLUOTOIOVVTOL Y10 TNV AVOKOVPIGT OO TOV TOVO KOl MG
AVTUTLPETIKA KaOMG emiong kot yio v TpoANYM Bpdupwong).

- £XETE TOPOVOIAGEL GUUTTAOUOTO ALYYELNKOD EYKEPAAIKOD ENMEIGOOI0V TOV VTLOYWPOVV HECH GE
GUVTOLO YPOVIKO SLAGTNUE. (YVOCTO Kol O TOPOIIKO IGYOUIKO ETEIGOSIO0) 1) LOYOLUIKO
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2.

oyYELKO eYKEPOAMKO emelcdO10 NG Papvtntag. Mmopel eniong va cag yopnyndet
OKETVAOGUATKLAMKO 0&D amd Tov YiaTpd 60¢ EEKIVAOVTAG LEGH OTIC TPAOTEG 24 MPEC.

€xete va 1 KOVOVIKO Kapolako puud, Hio KaTdoTao ToL OTOKOAEITOL «KOATIKN
LOPLLOPLYTY KOt OV UTOPELTE VA TAPETE PAPLLOKA TTOV EIVOL YVOGTE MG «omd TOL GTOUOTOG
avVTITINKTIKO (avTayoviotés Brrapivng K), ta onoia tpolappdvouy 1 dnuovpyio véwv
Opoupav kot epmodifovv Toug vEapyovies Bpopupoug va avénbovv. [pénet va xete evnuepwbel
OTL TO. «OTO TOV GTOWOTOG AVTUTNKTIKAY EIVOL IO OTOTEAEGHOTIKA OO TO AKETVAOGOAMKVALKO
0&D 1t cuvdvacuévn ypnom tov Iscover kot Tov akeTLAOGOAIKVALKOD 0EE0C YU T TV
Kkatdotoot. O YaTpog oag TPEMEL VO 6ag £YEL GuVTAYoypaencel To Iscover pali pe
OKETVAOCUATKVAIKO 0&D €0V OV UTTOPEITE VO TAPETE KOO TOL GTOUOATOG AVTUTIKTIKO Kot OgV
éyete kivouvo peilovog apoppayiog.

T pémer va yvopilete npy mwapete o Iscover

Mnyv napete 10 Iscover

o€ mepintwon ailepyiog (vrepevarcOnociog) otnv Khomdoypéin 1| o€ 0mol0dNToTE dALO amd TO
GLOTATIKA 0LTOD TOV POPUAKOL (AVAPEPOVTAL GTNV TOPAYPUPO 6).

oV EYETE Hia TPIKY TAONOT TOV TPOKAAEL EVEPYT] ULUOPPOYiD, OTMG EAKOG GTOUAYOL 7
EYKEQOAKT cipopparyia.

€qv mhoyete amd coPopn NTOTIKA VOGO.

Av TGTEDETE OTL OTOLOONTIOTE A0 CVTE GO UPOPOVY 1 OV EYETE TNV TOPAUIKPT AUELBoAia,
ovppovievbeite Tov yatpo cog mpv mapete Iscover.

IIpogidomoun|oelg kKo TPoPLAGEELG

Av 0m0100MTOTE OO TIC O KATW OVOPEPOUEVES KATUOTACELS LOYVEL Y10 GOG, Bo Tpémel va
EVIILEPMGETE TO YOTPO GAG TPLV YPNCLoTOm|cETE TO Iscover:

Edv vrdpyet kivovvog arpoppayiog 0nmg:

7éOnon mov cog B€tel og Kivouvo ec®TEPIKNG opoppayiog (.. EAKOG GTOUYOV).
apatoAoykY| dtatapayn €€ artiog e omolag £yete TPOdABEST Y10 ECOTEPIKES OLPLOPPAYiES
(oupopparyiec 610 EGMTEPIKO OTOLOVONTOTE IOTAOV, OPYAVAV 1) ApBPOCEMY TOV COUATOS GOC)
TPOGPOTOC GOPUPOC TPAVUATICUOG

TPOCOUTN YELPOVPYIKY| EMEUPACT (GUUTEPTAAUPAVOLEVOV KOl TOV 000VTIUTPIKOV eNEUPAcEDV)
TPOYPOULUATICUEVT YELPOVPYIKY] EXEUPACT] (CVUTEPIAAUPAVOLEVAOV KOL TOV 0SOVTLATPIKADV
EMEUPACENDV) LECH OTIG EMOUEVEG EMTA NUEPES

Edv elye oynuoatiotel Opdupog oe kdmoto aptnpio ToL €YKEPAAOL G0G (IGYOUIKO Oy YELNKO
EYKEPOMKO EMEIGOO10), TO OTTOI0 GUVEPN KOTA TN SIEPKELD TOV TEAEVTAIWOV EXTA NUEPDV

Edv mdoyete and voco tv veppdv 1} TOL NITATOC.

Edv giyate aliepyia 1 avtidpaon o 0TO100MTOTE PAPLLOKO TTOV YPTCLLOTOLEITE Y10 VOl
avTipetonioete v acBéveld cag.

Edv elyate mponyodevo 1aTpikod 10TopIKO EYKEQUAMKNG OLOPPayioG TOV 0gV 0OQEIAOTAY GE
TPOVUOTIGUO.

Evoow maipvete 1o Iscover:

B TPENEL VAL EVNLEPDGETE TOV YIOITPO GAG EAV £XEL TPOYPULUATIGTEL KATOL0 XELPOVPYIKT
eméuPaon (evumepiapuavoudvng g 000VIITPIKNG ETEUPAONC).

Oa Ttpémel EMioNG VL EVIUEPMOETE TO YLOTPO GO OUECHOS EAV TAPOVGLAGETE Uial 1OTPIKN
Katdotoomn (eniong yvwot g @popupatiki Opouporevicn [lopedpa 1 TTP) mov meprlapfaver
TVPETO KOl LOAWOTES KAT® 07t0 TO SEPUN TTOV UTOPEL VA, EUPOVIGTOVV MG EpLOPEG KNAidEC, e N
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YOPIG aveENyNTN KOTMOT), GVYYLOT, KITPIVN amdYp®GN TOV SEPLOTOG 1 TOV HOTIOV (IKTEPOG)
(PA. mapdypago 4 «ITiBavég avemBounteg evEPYELEDD).

. Edv komeite 1 tpavpatioteite, icmg ypelaotel mepLocdTEPOS amd T0 GLVNOIGUEVO ¥POVOG Y10, VO,
OTOMOTNOEL M cpoppayio. Avtd oyetileTon pe Tov TPOTO dPAONG TOV PAPUAKOL aPoD eumodilel
T dvvatoTnTo dNpovpyiag OpouPfov. o pikpng onuaciog KOYIHOTO Kot TPAVUATICUOVG, T.X.
gdv romeite, katd to EHpiopa, cuvNBwS dev Vdpyel TPOPANa. TTapdia avtd, Edv avnovyeite
AdY® TG opoppayiog oag, 0o TPEMEL Vo ETIKOIVOVIGETE LE TO YITPO G0¢ apécmd (PA.
apdypoeo 4 «ITiBavéc avemBounteg evépyeies»).

. O y1atpdc oag umopel va {nnoet e€eTdoElg aipatoc.

IHowra ko £enpor
Mn divete 0vTO TO PAPLOKO GTO TOdLA EMELON| OEV EYEL OpdoT).
Alho @appoxo ko Iscover

Evnuepmote tov yatpd 1| ToV popuaKonold cag edv maipvete, £xete mpOGPUTA TAPEL 1 WITOPEL VOl
ThPETE GALO PAPUOKO, OKOLO KOL GLTA TTOV OgV Gag Exovv yopnyn0el pue cuvtaymn.
Kémowa ahha edppaxo pmopel va ennpedoovy T gprion tov Iscover 1 avtictpoea.

Ewdikotepa, 0o mpémel vo evnuep®GETE TO Y10TPO 060G GV AUUPAVETE

- OAPUOKO TTOV EVOEYETOL VO AVENCOVY TOV KIVOLVO oploppayiog OTmg:

o omd TOV OTOUATOG OVTITNKTUKE, PAPHOKO TTOV YPTCLOTOLOVVTOL V1oL TN HElwon TG
TNKTIKOTNTOG TOL O{HOTOC,

O  KATOl0 U1 GTEPOELDEG OVTIPAEYLOVDOES PAPLLAKO, TOV YPTCLULOTOLEITAN GUVIOMG Yia TN
Bepaneio em®OVVOV KA PAEYHOVOIDV KOTAGTAGEDY TMV LOOV 1 TOV apbpdoemv,

o Mmopivn M OTOL0ONTOTE AAAO EVEGILO PAPUAKO TOV YPTCLUOTOLEITOL Yo T Helmon TG
TNKTIKOTNTOG TOL O{HOTOC,

o TwAomdivn, 1 GAAOVG OVTIOUOTETOALOKOVS TOPEYOVTEG,

o évav eKAEKTIKO OVOGTOAEN ETAVATPOCANYTG GEPOTOVIVIG (TTEPIAAUPAVOUEVOV OAAG LN
neproptlopevov otn eAovoetivn i T eAovfoéapivn), eapuaKe ToL ¥PNCIUOTOI0VVTL
cuvnBmg Yo va avtipetonicovy Bepamevtikd tnv KatdOiwym,

o pwapmikivn (xpnotponoeital yo ) Beponeio cofapdv porbhvoemv)

- openpaloAn 1 ecopempaloin, PAPUAKO VIO TNV OVTIUETMTION GTOUAYIKDOV EVOYANCEDY,

- @AovKovaoAn 1 PopucovalOAr, GAPLOKA Y10 TNV OVTILETOTIOT HUKNTIUGIKGV AOUDEEDV,

- epafpévin, N dAra avtipeTpoicd @dapuoka (yproipomoteitat yia ) Oepaneia Tov Aopumdéemv
amo HIV),

- KapPapalenivn, EAPLOKO Y10, TNV AVTILETOTICT OPIGUEVOV LOPO®V ETANYIOG,

- LOKAOPBEION, PAPLLOKO Y10 TNV AVTIUETOTION TNG KATAOAWY™G,

- peEmayAtvion, EAPLOKO Y10 TN BEPATEVTIKY| AVTILETMOMION TOL daPnTn,

- TKMTOEEAT, PAPLOKO Y10 TN OEPATEVTIKT OVTILETMMIOT TOV KOpPKivov.

- omoedn: evd Aappdvete Bepaneia pe KAOmOOYpEAT, Oa TPEMEL VO, EVILEPDCETE TO Y1ATPO GOG
TPV 60G cvvtayoypaendel 0motodnToTe 0m0EIdES (YpNoLoTolEiTON Yo TN Bepameia Tov
cofapov THvov).

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

Edv eiyate éva coPapd mdvo 6to otnBog (aotadr otnBayyn 1 KapdlaKo ETEGO10) ), TOPOOKO
IGYOLUKO ETEIGOD10 1) IOYOLKO Ay YELOKO EYKEQOAKO EMEIGOS1I0 IaG PapdTNTag, UTOpEl va Gog
yopnynOet Iscover 6e cUVOLAGHO LE OKETVAOGUAIKLAIKO 0&D, pia 0vGia OV ATaVTATOL GE TOAAL
QOPUOKEVTIKA TPOTOVTA TOL YPTCLUOTOIOVVTOL Y10 TNV OVOKOV(PLoN Otd TOV TOVO KOl 1O
avTmupeTikd. Mio TeploTacloKn ¥pNon aKETLAOGUAIKLALKOD 0&€og (0L Tepiocdtepo amd 1.000 mg
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o€ doTnua 24 opov) dev Ba TpEmeL, YEVIKA, VO TPOKOAEGEL KATO10 TPOPAN LA, EVD GE OAAEG
MEPUTTACELS, TOPATETANEV YpioT| Ba mpémel va su{ntnBel pe to y1uTpod cag.

To Iscover pe Tpo@Eg KoL TOTO

To Iscover pmopel va Aapfavetan e 1 xopig ™ Aym Tpoenc.

Kinon kot Onioopog

Eivar mpotipndtepo va uny moipvete auto to Tpoidv KoTd T StipKeln TG KONomng.

Av glote £ykvog 1 vroyaleote 0Tl €ioTe £yKLOG, O TPETEL VO, EVIUEPDOETE TO YIATPO 1] TO
Qapupokomold cag mpwv AdPete Iscover. Av peivete éykvog eved Aappavete Iscover, cuppovievbdeite 1o

YTpo GOG OUESMG, KaBMS dev cuVIGTATAL 1) ANYT KAOTIO0YPEANG KOTA TN StdpKeLn TG KONOTG.

Agv mpénetl vo ONAaleTe evd ypnoILoTolEite 0VTO TO PAPLOKO.
Edv Onralete N oxediblete va nidoete, ANOTE UE TO YOTPO GO TPV TAPETE OVTO TO PAPHOKO.

ZnN™oTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GOC TPOTOV TAPETE OTOLOONTOTE PAPLOKO.
Odnfynon ko LEPLOROS POV RLATOV

To Iscover glvan aniBavo va exnpedoet TNV KAVOTNTA oG va 0dNYeiTe | Vo XEPILETTE UNYOVILLOTOL.
To Iscover mepréyel haktoln

Edv &yete evnuepwbel and 10 yiotpo cog 0Tt Exete dusavetia oe kdmola cakyapa (1T.y. Aaktoln),
EMKOWMVNGTE LE TO YIATPO GOG TPV VO TAPETE ALTO TO PAPLAKO.

To Iscover mepiéyel vVOPOYOVOUEVO KIKEANLO

AVT0 eVOEYETAL VO TPOKAAEGEL GTOUOYIKES OloTapayES 1) ddppota.

3. Hog va wapete To Iscover

[Tavtote va maipvete To eAPHAKO AVTO CVGTNPE GOUPOVA LLE TIG 0dNYiES TOV YLUTPOD 1] TOV
pappoakomolod cog. Eav éxete appiories, potiote Tov yaTpd 1] TOV GOPUAKOTOW GOGC.

H ocvvietdpevn doon, mepthapfovouévng exetvng yuo tovg acBeveic pe o acBéveln mov ovopdleton
«KOATIKT] poppapuyny (LN Kavovikds kapdtokog pubuog), etvat éva diokio Tov 75 mg tov Iscover avé
NuUéPa oL AAUPAVETOL AT TOV GTOLOTOC LE N XOPIG TPOPT, Kot TNV 1010 dpa kdbe nuépa.

Edv éxete epoavicet cofapd noévo 610 o1h00¢ (aotadn ombdayym 1 Kapdlokd enels6d10), 0 YoTpdg
oag umopel va cog yopnynoet tn 86om twv 300 mg 1 600mg Iscover (1 1 2 diokio twv 300 mgn 4 1 8
dtokia tv 75 mg) pia popd Kot povo Kot v Evapén g Oepaneiag. Xt cLVEXELN, 1| CUVIGTOUEVT
0060 etvan éva dtokio Iscover tv 75 mg v NUEPA OTTMC TEPLYPAPETOUL TAPOTAV®.

Edv &yete mapovc1ioel GUUTTOUOTO AYYEIOKOD EYKEPUAIKOD ETEIGOOI0V TOV VITOYDPTCAV LEGH OE
GUVTOLO YPOVIKO SLAGTNUE (YVOOTO Kol O TUPOOIKO IOYUUIKO ETEITOSI0) 1) IOYULKO ayYEINKO
EYKEPOAKO emEIcOO10 NLag PopdnTag, 0 YloTpdg cag Umopel va cag £xel yopnynoet 300 mg Iscover
(1 dwokio Twv 300 mg 1 4 dwokia tv 75 mg) pia popd oty apyn g Bepomeiog. tn cuvéyela, 1
ouvioT@pevT oo glvar éva diokio Iscover tv 75 mg v nuépa OTmG TEPLypdpeTal Tapomave poll
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HE aKETVAOCAAKVALKS 0ED Yo 3 €Bfdopddes. Xtn cuvéyetla o yiautpdg Ba cuvtayoypapnoet gite Iscover
UOVO €11 AKETVAOGUMKVAIKO 0ED LOVO.

To Iscover Ba Tpémetl va 10 maipvete yio 660 dLACTNUA O YLOTPOG Gag cuveyilel va cag To
GLVTUYOYPOQEL.

Eav napete peyarvtepn 0601 Iscover amwd Ty kKavoviki

Emucowvoviote pe 1o y1otpd 6og 1 TV TANGLEGTEPT VOGOKOLELOKT] VIINPECTO EKTAKTMOV TEPIOTATIKMDV
AGY® TOL LENUEVOL KIVOHVOL CLLoppOyiag.

Edv Eeydoete vo wapete o Iscover

Av Egydoete va AaPete pia d6om Iscover kot to Bupundeite péoa og 12 mpeg amod tn cuvnoicpévn cog
opa, Mapete o d1okio cag apécme Kot Katomy AGPete T0 enduevo diokio v cuvndicuévn dpa.

Av 10 Egyaoete Yo meprocdtepo and 12 mpeg amAmg AdPete TV endpevn kavoviki 6001 61N
ocvvnbiopévn mpa. Mnv ttapete STAR 600T Yo Vo, avaTANPOGETE TO d1oKio Tov Egxdoarte.

I'a 116 cvokevacieg Tov 7, 14, 28 kot 84 diokiov unopeite va eAEYEETE TV NUEPA TOV TPOTE TO
terevtaio dwokio Iscover av Kottd&ete To MUePOAGYIO TTOL glvar TvTwUEVO oty KuyéAn (blister).

Edv otapoatioete va naipvere to Iscover

M 010KOTTTETE TV YWY EKTOS KO OV 60G TTEL 0 YLOTPOG 060G V. TO KAvETE. ETikotvmvnote pe 1o
Y10Tpd 1] TO POPLOKOTOLO GOG TPLV TO CTUUOTI|GETE.

Edv éyete meptocoTEPEG EPOTNOELG GYETIKA LE TN (PNOT AVTOD TOL PUPUAKOV, POTNOTE TOV YIUTPO N
TOV QUPLOKOTOLO GOG.

4. IMBavéic avemBopnteg evépyereg

Onwg 6ha Ta pappaka, £TGL Kol aLTO TO GAPUOKO UTopel Vo TPoKAAESEL avemBOUNTES EVEPYELES, OV
Kot 6gv Topovctalovtal 6€ OAOLG TOVG AvOPMOTOVC,.

Emkoivoviiote pe 10 7101p0 606 APiGOS OV TAPOVOLACETE:

- TopeTO, onpeio Aoipnméng N vIePPOAIKNG KOTMONS. AVTE TOAVADS VO ELPAVIGTOVY AOY® TOV
OTAVI®OV TEPIMTAOGEDY PUEIDGENS KATOLMV KLTTAPMV TOV OLOTOC

- CUUTTMOUOTO NTATIKMOV TPOPANUATOV OTMG KITPIVIGHLO TOV OEPLLATOS KOUT TOV LATIOV
(iktepog), ave&aptnta and T0 GV cLVOOEVETAL Ol apoppayia, 1 omoio epeoviletol KAt amo
70 dépa ¢ epLBpPEC kKNATdEG Ka/ ovyyvon (PA. mapdypapo 2 «IIposidomocelg Kot
TPOPLALEELSY).

- 01010 6TO GTOUO 1) S10TAPAYES TOV OEPUATOC, OTMS EEAVONATA Kol KVNGUOG, GAVKTALVES TOV
dépuotoc. Avtd mbavov etvar onpadio aArepyikng avtidpaong.

H mo ovyviy avemOounTn evépysro mwov éxel ava@epOei pe to Iscover givar n apoppayio. H
apoppayic TOovVOV Vo TOPOVGLOGTEL (G ALLOPPAYIL OO TO GTOUAYL 1] TO EVIEPO, LOAMTEG, OLLATMULO
(aocvviBiot apoppayio 1 HOA®TAG KAT® amd To OEpUW), atpoppayia amd Tt uot, aipa oto ovpa. X
uikpd apBpd tepurtdcemv Exel avapepbel apoppayio GTo LATIO, GTO ECOTEPLKO TNG KEQOANG, GTOV
vedova 1 oTig apOpdoels.

Eév mtapatnpiioere mapateTopévn apoppayio 6tav waipvete 1o Iscover

Edv xomeite N Tpavpatioteite, iomg xpelaotel TepiocdTEPOC 0md TO GUVNOIGUEVO YPOVOG Y1a VoL
oTapoTNoEL N orpoppayio. Avtd oxetileTon pe Tov TpOTO dPAGNC TOV PAPUAKOV AoV eumodilel T
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dvvatdtnta dnpovpyiag Bpdupov. I'a pikpng onuaciog KOWIHATH Kol TPOVUATIGLOVS, T.Y. €6V
Komeite, Katd 1o EOpiopa, cuvnBmg dev vdpyel TPOPANa. [Tapodia avtd, ebv avnovyeite Aoy NG
apoppayiag cag, o TPEMEL VO EMKOVOVNGETE LE TO YTpO 60G apécws (PA. mopdypapo 2
«IIpoegdomomoelg Kot TPOPLALEELS?).

Addeg avemOUUNTES EVEPYELES TEPLAOUPGVOLY:

Yuyvég avemBounteg evépyeteg (evoéyetal va emnpedcovy £o¢ 1 ota 10 droua):
Aldppota, KOIAMaKOg TOVoG, SuoTeyio 1 Kavco .

Oy ovyvég avemBounteg evépyeieg (evoéyetar va ennpedoovv €og 1 ota 100 dtopa):
[Movoképarog, EAk0g GTOUMY OV, EUETOC, VOUTIO, SVGKOIALOTNTO, VTEPPOAIKA TOALA aéPLa GTO GTOUAYL
1N o710 évtepo, e&ovOnuata, Kvnopog, LaAn, aicOnon «upunyKIoUaToS Kot LOUIIAGHATOG,.

Yravieg avemBountec evépyeieg (evoéyetar va emnpedoovy €émg 1 ota 1000 dtoua):
TAyyog, doykmpévo othfog 6Toug dvoped.

[ToAv ordvieg avemBounTeg evépyeleg (evoéyetan va. emnpedoovy émg 1 ota 10.000 dropa):

‘Tktepog: coPfopdc KotMakdg TOVOG UE 1| YOPIG 0CPLOAYIN: TVPETOS, OVGKOAN GTNV AVATVOT] TTOL
LEPIKES POPES GLVOSEVETAL OO B0 YEVIKEVUEVESG OALEPYIKEG OVTIOPAGELS (Y10l TOPASELYLLLL, YEVIKN
aioBnon {éotng pe Eapvikn yevikevpévn duceopia péxpt Amobupicg)- oidnuo 6To GTOHO: AVKTUIVEG
TOV OEPUATOC OAAEPYIO TOV SEPLOTOC EAKT) OTO GTOUO, (GTOUOTITION): TTOOT TNG APTNPLOKNG TECTC!
oLYYLOT: TOPOIGONCELS TOVOG OTIG aPBPAOCELS: HVTKOG TOVOG: AAAAYEG GTI YELON 1] OTAOAELL TNG
YELONG TOV TPOPOV.

AvemBOUNTEG EVEPYEIEG IE UN YVOOTH GLyvOTNTa (d€V umopovv vo exktiundodv pe Bdon ta dtbéoipa
dedopéva):

Avtidpacelg vepevancinciog pe Owpakikod 1 KoMakd TOVO, EMIHLOVO CUUTTMOUUTO YOAUNAOD
GOKY&pOoL GTO aiplal.

EmumAéov, o yuotpdg cog pmopet va avayvopicel LeTaPoAES GTO ATOTEAEGLOTO TV OLLATOAOYIKGOV
e€eTAoE®V 1 TOV AVOADGEDY OVP@V.

Ava@opd avemBounTOV gvepyELOV

Edv mapotnpioete Kamota ovemiBounTn eVEPYELQ, EVILEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av16 10y0et kat yio ke oy avemiBounTn evéEPyELD TOV JEV AVAPEPETAL GTO POV EVAAO 0N YDV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Léow Tov Bvikod
GLGTNILOTOG OVOPOPAS TTOV avaypaeeTon oto [lapdpnua V. Méom tng avaeopag ovemBountov
EVEPYEIDMV UmOpelTe Vo, fonBNcETE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOS POAPUAKOL.

5. IIog va pvridooste 10 Iscover

To @dppako avtd TPETEL VO, PUAACGETOL GE PLEPT TTOL gV TO PAETOVLY Kot dgv TO POBEvVOLY Ta TaLd1dL.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVia ANENG TOV aVOPEPETOL GTO KOVTL Kot
otV KLYEAN, petd tnv AHEH. H nuepounvia Aqéng eivon ) tedevtaio nuépo Tov UiV TOL
ovVOQEPETOL EKEL.

INa t1g ocvvinkeg OAAENG avatpéEte 6To KOVTL.

Edv to Iscover dwotifetan o koyérec amd PVC/PVDC/Aluminium, puAdcecete og Oeppokpacio
pikpotepn twv 30 °C.

Edv to Iscover dwatifetan o€ koyérec povo amd aAovpivio, dgv LITAPYOLVY E10IKEG 0dNYieg dtatnpnong.

Na un xpnoonoteite avtd T0 PAPUOKO EAV TAPATNPNOETE OTOLOONTOTE 0pOTod onueio PAAPNG.
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Mnv metdite @APUAKN GTO VEPD TNG OMOYETELONC 1| 0T OKOLTIdW. PWTAGTE TOV POPLOKOTOLO GOG Yo
TO TG VO TETAEETE TOL PAPLLOKO TOV dEV YPNOILOTOLElTE T, AVvTd Ta péTpo Ba fonbncovv oty
TpooTacio Tov TEPPEALOVTOG.

6. Ilepreydpeva TG GVGKELUGINS KUl AOUTEG TANPOPOPIES
T epréyer 1o Iscover

H dpaotikn ovoia givar 1 kKhomidoypérn. Kébe diokio mepiéyet 75 mg khomdoypéing (mg 6&vn
Beukn).

Ta dAAa cvotatikd givar (BA. mapdypago 2 «To Iscover mepiéyet Aaktoln» kot «To Iscover mepiéyet
VOPOYOVOLEVO KIKEAOLOR):
- Tvpnvag dokiov: pavvitodn (E421), kikélato vdpoyovmuUEVO, KUTTAPIV KPOKPVGTOUAALKY,
moAvoBuAevoylukoin 6000 kot VIPOELTPOTVAOKVTTAPIVY] YUUNANG VTOKATAGTOUONG,
- Emxdioyn diokiov: Aaktdln povoidpikn (Yoroktoodkyapo), vpoueAholn (E464), tpraketivn
(E1518), c1ompov o&eidro epupd (E172) ko titaviov dto&eidwo (E171),
- Hopayovrag otidfoonc: knpdg kapvaovpng.

Epedvion tov Iscover ko mepreydpueva TS GVOKEVLAGIOG

Ta emucoloppéva pe Aentd vpévio dwokia Iscover 75 mg etvan otpoyyvAdd, apeikvpta, pol, 1e
yopaypévo ot pio TALpa Tov aptBpd «75» kot oty AN TAevpd Tov apBud «1171». To Iscover
dloTifeTan 6€ KOVTIA OO YOPTOVL TOV TEPLEYOVV:
- 17,14, 28, 30, 84, 90 ka1 100 diokia cvokevacuéva o kKoyéreg amd PVC/PVDC/Alu 1 oe
KOWELEG OO AAOLUIVIO
- 50 x 1 owoxia og koyéreg and PVC/PVDC/Alu 1} og cuokevaocieg kuyelov (blister), povéowv
d0omg amd aAovpivio. Mopel va unv kKokho@opohv OAEG Ol CUGKEVAGIEC.

Kéroyog Aderag Kvkhoopiog ko Iapackevaotig

Kéroyog Adestag Kukhopopiag:
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

ToadAio

[Mopaockevaotéc:

Sanofi Winthrop Industrie

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

Sanofi S.r.l.

Strada Statale 17, Km 22

67019 Scoppito (AQ) — Itaria

[Ma omoladmoTe TANPOPOPia GYETIKA LE TO TOPSV PAPUUKEVTIKO TPOidV, TapaKaAieiche va
amevBuvOeite 6TOV TOTIKSO AVTITPOGMTO TOL KATOYOL TNG AOELNG KUKAOPOPLNG.

Belgié/Belgique/Belgien Lietuva

Sanofi Belgium Swixx Biopharma UAB

Tél/Tel: +32 (0)2 710 54 00 Tel: +370 5 236 91 40

Bbnarapus Luxembourg/Luxemburg

Swixx Biopharma EOOD Sanofi Belgium

Ten.: +359 (0)2 4942 480 Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)
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Ceska republika
Sanofi s.r.o.
Tel: +420 233 086 111

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

Deutschland

Sanofi-Aventis Deutschland GmbH

Tel.: 0800 52 52 010

Tel. Aus dem Ausland: +49 69 305 21 131

Eesti
Swixx Biopharma OU
Tel: +372 640 10 30

E\rada
Sanofi-Aventis Movonpocwnn AEBE
TnA: +30 210 900 16 00

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

France

Sanofi Winthrop Industrie

Tél: 0 800 222 555

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

Hrvatska
Swixx Biopharma d.o.0.
Tel: +385 1 2078 500

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

Island
Vistor hf.
Simi: +354 535 7000

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

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

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

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

Nederland
Sanofi B.V.
Tel: +31 20 245 4000

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

Osterreich
sanofi-aventis GmbH
Tel: +43 180 185—-0

Polska
Sanofi Sp. z 0.0.
Tel: +48 22 280 00 00

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

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

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

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

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

Sverige

Sanofi AB
Tel: +46 (0)8 634 50 00
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Latvija United Kingdom(Northern Ireland)
Swixx Biopharma SIA sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +371 6 616 47 50 Tel: +44 (0) 800 035 2525

To wapdév UAAO 00N YLOV Yp1ioNS avaBe®pOnKe Y0 TEAEVTOIO POpd Tov <Mnfvag EEEE>.

Aentopepeic mAnpoopiec otoryeia yia To @dppoko ovtd ivar SlaBEGIUES GTOV JIKTLOKO TOTO TOL
Evponaikod Opyavicuod @appdakwv: http://www.ema.europa.cu/
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@vAro ooV ypiong: IIAnpogopics yra Tov ypijot

Iscover 300 mg emkoioppéva pe Lewtd vuévio dSiokia
KLomdoypEAN

AP acTe TPOGEKTIKA 0AOKAN PO TO PVLAO 0ONYIAOV YP1ONG TPV UPYICETE VU TUIPVETE AVTO TO
PaproKo, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

- DurdEte avTo To EOALO 0N YDV Yprione. Towg xpelaotel va to dofdcete Eavda.

- Edv éxete mepartépm amopieg, pOTNGTE TOV YLOTPO 1) TOV PAPLOKOTOLO GOGC.

- H ocvvtayn yia avtd 10 approko xopnynnke amokAEloTIKG Yio 60G. Agv TPEMEL VO SDGETE TO
@apuroko og GArovg. Mmopel va Toug TpokaAéael PAAPT, akoOpa Kot OTav To, oMUEln TNG
aoBéveldc Toug tvat 1010 LE ToL OIKA oaG.

- Edv mapotnphoete Kamoto avemBounTn evépyeila, EVIUEPDOOTE TOV YIOTPO 1) TOV POPLUKOTOLO
c0g. Avtd 1oyDel kal yio KaOe avemBOuNT EVEPYELD TTOV OV OVOPEPETOL GTO TAPOV POAAO
odnydv ypnons. Biéne mapdypoapo 4.

T epLéyeL 1o Tapov GUAA0 00N YLOV:

T etvon To Iscover kot mota glvan n xpnom Tov

T péner va yvopilete mpv mapete to Iscover

Ilog va népete to Iscover

[TBavéc avemBounteg evépyeleg

Ia¢ va puidocoete To Iscover

[Tepieydueva TG cLOKEVAGING Kol AOUTES TANPOPOPIES

NN

1. Th givan To Iscover kon wowa givan 1 (p161 TOVL

To Iscover mepiéyel KAOTIOOYPEAT Kol OVIKEL GE Ui KaTnyopio eappdkoy tov ovoudlovtol
OVTLOUOTETOAOKA QOPLOKEVTIKA TpolovTa. Ta alpometdAia givor moAd PiKpd copoTide Tov aipaTog,
TOL OO0 GLYKOAA®VTOL KOTA TNV TAEN TOL aipatog. To avTIOOTETAALNKE QAPUOKEVTIKA TPOIOVTOL
eUTOdiLovV OVTY| TI GLGGMPELGT KO ETGL LELDMVOLV TIC THAVOTNTES GYNUOTIGHOV OpduPov
(dwdkacio mov ovoudaleton Opoufmon).

To Iscover Aappdvetar amd evilikeg yio Tnv TpdAnym oynuoticpod Bpdppov ota ckinpovpéva
apopopa ayyeio (aptnpieg), pia dradikasio yvooti cav adnpobpdufmon, mov propei va odnynoet o
aBnpobpopPotikd ene160010 (OTWS IGYUUIKO Oy YELONKO EYKEQPOAKO EMEIGOO10, KAPIIOKO ETEIGOOI0 N
0davaro).

To Iscover cag £xel cuvtayoypaenOel yio va fondfcel oty amoeuyn oynUaticpov 0poufov Kot vo

ENTTAOOEL TOV KiVOLVO OLTAOV TV ETEIC0OI0OV ETELON:

- €yete pia mibnomn oKANPLVONG TV 0pTNPLOV (EioNC YvmoTH oav afnpockAnpuven), Kot

- €XETE 10TOPIKO KAPIIOKOD EMEICOOI0V, IGYALUKOD OYYELNKOD EYKEPAAKOD EMEIGOOIOV 1) TACYETE
omd o KAThoTaon YVOOTH O TEPLPEPIKT] APTNPLOKT| VOGO, 1)

- £xete 16T0p1KO GoPapod TOVOL 6T0 6TNOOC YVMGTOD MG «aeTadn oTNO&YYM» N «EUPPAYLLL TOV
pookapdiovy (Kapdiakd enelcddio). ['a ) Bepaneia avtng T TdOnong o yatpdg cog mbovag
va €xel TomobeTnoel evoompdbeon (stent) Ty EpayréEVn 1 GTEVOUEVT] 0pTNPic YioL Vo
OTTOKATOGTI|GEL TV OMOTEAEGHOTIKT pOT] TOL aipotoc.Mmopet,, emiong, va cag &yl yopnynOel
omd 1O Y1TPO GOG KOl OKETVAOGUAKVALKO 0&V (Hio ovcio TOV amAVTATAL GE TOAAN
QOPUOKEVTIKA TTPOIOVTO TTOV YPTGLLOTOLOVVTIAL Y10 TNV AVOKOVPIGT] OtO TOV TOVO KOl 1OG
AVTITLPETIKA, KoBmG emiong Kat yio TNV TpoANym BpouPmong).

- &yete TOPOVOIAGEL GUUTTOUOTO CYYELNKOD EYKEPUAIKOD ENEICOOI0V TOV VTTOYWPOVV HECH GE

GUVTOLO YPOVIKO SLAGTNUE. (YVOGTO KOl (O TOPOIIKO IGYOUIKO ETEIGOJIO0) 1) IOYULUKO Oy YELOKO
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€YKePUAKO enels0d10 Nmog Papvtnroc. Mrmopel eniong va cag xopnyndel akeTvAOGUAMKVAIKS 0EH
omd ToV Y1Tpo 6ag EEKVOVTOC HECO OTIC TPATES 24 DpEC,.

- €xete va 1 KOVOVIKO Kapdlako puud, pio KaTdoTaon ToL OTOKOAEITOL «KOATIKN
LOPLLOPLYT KOt OV UTOPELTE VAL TAPETE PAPLLOKA TTOV EIVOL YVOOTE MG «amd TOL GTOUOTOG
OVTITINKTIKO (avTayoviotés Brrapivng K), ta onoia tpolappdvovy 1 dnovpyio véwv
Opoupav kot epmodifovv Tovg vEapyovies Bpopupoug va avénbovv. [pénet va xete evnuepmbel
OTL TO. OO TOV GTOWOTOG AVTUTNKTIKEY EIVOL IO TOTEAEGUOTIKA OTO TO AKETVAOGOAMKVALKO
0&D 1 cuvdvacuévn ypnom Tov Iscover kot Tov akeTLAOGOAIKVALKOD 0EE0C YU o T TV
Kkatdotoot. O YTpog oG TPEMEL VO 6ag £YEL GuVTAYoypaencel To Iscover pali pe
OKETVAOCUAIKVAIKO 0&D €0V OV UTTOPEITE VAL TAPETE KOO TOL CTOUOTOG AVTUTIKTIKO Kot OgV
éyete kivouvo peilovog apoppayiog.

2. Tvpémer va yvopilete npy mwapete o Iscover

Mnv napere 70 Iscover:

o o€ mepintwon ailepyiog (vrepevarcOnociog) otnv KhomdoypéAN 1| o€ 0mo10dNTOTE AALO amd TO
GLOTATIKA 0VTOD TOV POPUAKOL (AVAPEPOVTAL GTNV TOPAYPUPO 6).

. av EYETE Hia TPIKY TAONOT TOV TPOKAAEL EVEPYT ULUOPPOYiD, OTTMG EAKOG GTOUAYOL 7
EYKEQOAKT cpopparyia.

. €qv mhoyete amd coPaprn NTOTIKA VOGO.

Av TGTEDETE OTL OTOLOONTOTE GO VT GO OLPOPOLV N AV EXETE TNV TOPLUKPT ap@iBoria,
ovppovievbeite Tov yiatpo cog mpwv mapete Iscover.

IIpogidomou|oelg kKo TPOPLAGEELG

Av 0mo100MTOTE OO TIC O KATW avOPEPOUEVES KATUOTACELS LOYVEL Y10, GOG, Ba Tpémel va
EVNUEPDOETE TO YLITPO GOG TTPLV YPNOLUOTOGETE TO Iscover:
o Edv vrapyet kivovvog apoppayiog 0mmg:
- waOnon mov cog B£Tel oE KIvOLUVO E0MTEPIKNG OLOPPOyiag (). EAKOC GTOUGYOL).
- oupaToroyikn Statapayr| €€ atiog g onolag Exete TPodAbeom Yo ECMTEPIKES apLoppayieg
(o1popparyieg 6T0 E6MTEPIKH OTOLOVINTOTE IGTAV, OPYAVOV 1] ApBPDOCEMY TOV GOUATOS GOC)
- TPOcPOTOG OPapOG TPAVUATIOUOS
- TPOCOOTN XEPOVPYIKY| ETEUPACT (CUUTEPTLAUPAVOUEVOVY KOl TOV 000VTIUTPIKAOV EXEUPACEDV)
- TPOYPOLUOATIGUEVT XEPOVPYIKN ETEUPOCT (GUUTEPIAAUPOVOLEV®OV KOl TOV 000VTIIOTPIKMY
EMEUPACEDV) LECH OTIG EMOUEVEG EMTA NUEPES

. Edv elye oynuotiotel Opdupog oe kdmoto aptnpio 1oV €YKEPALOL G0G (IOYOUKO Oy YELNKO
EYKEPOAMKO EMEIGO010), TO OTTOI0 GUVEPN KOTA TN SIEPKELD TOV TEAEVTAIOV EXTA NUEPDV

. Edv ndoyete and vooo twv veppdv 1| TOL NTOTOC.

. Edv giyate aliepyio 1 avtidpaon o 0TO100MTOTE PAPLOKO TTOV YPTCLLOTOLEITE Y10, VOl
avTipetonioete v aoBéveld cag.

. Edv elyate mponyodevo 1aTpikd 10TOPIKO EYKEPUAMKNG OLOpPpayiog Tov devV 0QEMOTAY GE
TPOVUOTIGUO.

Evoow maipvete 1o Iscover:

. Oo TpEmEL VO EVILEPADGETE TOV YITPO GOG EAV EXEL TPOYPOUUATIOTEL KATOM YEPOVPYIKN
eméuPaon (ovumepriapfavoudvng g 000VIITPIKNG ETEUPAONC).
. Bo Ttpémel EMIONG VL EVIUEPMOETE TO YLOTPO GG OUESHOS EAV TOUPOVGLAGETE Uia LOTPIKN

Kkatdotoon (eniong yvwot g @popupaotiky Opopupornevicn [lopedpa 1 TTP) mov meprlapfaver
TVPETO KOl LOAWOTES KAT® 07t0 TO SEPLN TTOV UTOPEL VO, EUPOVIGTOVY MG EpLOPES KNAideC, Ue N
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YOPIG aveENyNTN KOTMOT), GVYYLOT, KITPIVN amdYp®GN TOV SEPLOTOG 1 TOV HOTIOV (IKTEPOG)
(PA. mapdypago 4 «ITiBavég avemBounteg evEPYELEDD).

. Edv komeite 1 tpavpatioteite, icmg ypelaotel mepLocdTEPOS amd T0 GLVNOIGUEVO ¥POVOG Y10, VO,
OTOHOTNOEL 1 apoppayio. Avtd oxetileTon pe To Pnyoviopud dpaong Tov eapudKoL aeov
eumodilel T dvvatotnta dnpovpyiog Opopupov. [a pikpng onuaciog Koyipota Kot
TPOVUATIGLOVG, Y. €6V KomelTe, Katd T0 E0piopa, cuvnBmg dev vidpyel TpoPAnua. [Tapodia
avtd, edv avnovyeite Aoy TC atuoppoyiag cag, Oo TPETEL VO ETIKOIVOVIGETE LE TO YLOTPO GOG
apéong (BA. mapdaypago 4 «ITiBavég avemBOUNTEG EVEPYEIEDD).

. O y1atpdc oag umopel va {nnoet e€eTdoelg aipatoc.

o kor £éenpor
Mn divete 0wTO TO PAPLOKO GTO ALY ETELON| OEV EYEL OpdAoT).
Alha @appoke ko Iscover

Evnuepmote tov yatpd 1| TOV popUaKonold cag edv maipvete, £xete TpOGPUTA TAPEL ) LWITOPEL VOl
ThpeTE GALO PAPUOKO, OKOLO KOL ALTA TTOV OgV Gag Exovv yopnynOel pue cuvtaym.
Kémowa dhha pdppoxo pmopel va ennpedoovy T gprion tov Iscover 1 avtictpopa.

Ewdkdtepa, Oa mpémel vo evnuep®GETE TO Y10TPO 0aG GV AUUPAVETE

- OAPLOKA TTOV EVOEYETOL VO AVENCOVY TOV KIVOLVO oploppayiog OTmg:

0 omd TOV OTOUATOG OVTITNKTUKE, POPHOKO TTOV YPTCILOTOLOVVTOL V1oL TN HEIwon TG
TNKTIKOTNTOG TOL O{HOTOC,

O KATOl0 U1 GTEPOELDEG OVTIPAEYLOVMOES PAPLLAKO, TOV YPTCIULOTOLEITAL GUVIOMG Yial TN
Bepaneio em®OVVOV KA PAEYHOVOIDV KOTAGTAGEDY TOV LOOV 1 TOV apfpdoemv,

o Mmopivn M OTOL0ONTOTE AAAO EVEGIO PAPUAKO TOV YPTCLUOTOLEITOL Yo TN Uelmon TG
TNKTIKOTNTOG TOL O{OTOC,

o TwAomdivn, 1 GAAOVG OVTIOUOTETOALOKOVS TOPAYOVTEG,

o évav eKAEKTIKO OVOOTOAEN ETAVATPOCANYTG GepOTOVIVIG (TTEPIAAUPAVOUEVOV OAAG U
neproptlopevay otn eAovoéetivn i T eAovfoéapivn), eapuaKe ToL ¥PNCIUOTOI0VVTL
ouvnBmg Yo va avtipetonicovy Bepamevtikd tnv KatdOiwym,

o pwapmikivn (ypnotponoeital yo ) Beponeio cofapdv porbhvoemv)

- opuenpoloAn 1 ecopemPaloAn, PAPUAKO VIO TNV OVTIUETMTION GTOUAYIKDV EVOYANCEDY,

- @AovKovaoAn 1 PopucovaloAr, GAPLOKE Y10 TNV OVTILETOTIOT LUKNTIUGIKGV AOTUDEEDV,

- epafpévin, N dAra avtipeTpoicd @dpuaxa ( ypnoomoteiton yio tn Oepaneio v AodEewv
amo HIV),

- KapPapalenivn, EAPLOKO Y10, TNV AVTILETOTICT OPISUEVOV LOPO®V ETANYIOG,

- LoKAOBEION, PAPLLOKO Y10 TNV AVTIUETOTION TG KATAOAWY™G,

- pETAYAViOT, EAPLOKO Y10 TN BEPATEVTIKY| OVTILETMOMION TOL daPnTN,

- TaKMTOEEAT, PAPLOKO Y10 TN OEPATEVTIKT OVTILETMTIOT TOV KOpPKivov.

- omoedn: evd Aappdvete Bepaneia pe KAOmOOYpEAT, Oa TPEMEL VO, EVILEPDTETE TO Y1ATPO GOG
TPV 60 cvvtayoypaen el 0molodnToTe 0m0EIdES (YpNoLoTolEiTon Yo TN Bepameia Tov
cofapov THGvov).

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

Edv iyate éva coPapd mdvo oto otnhog (aotadn otndayyn 1 Koapdlokd enelc0d10), TOPOSIKO
IGYOLUKO ETEIGOS10 1) IOYOLKO Ay YELOKO EYKEQOAKO EMEIGOO10 LG PapdTNTag, UTOpEl va Gog
yopnynOet Iscover 6e GUVOLAGHO LE OKETVAOGUATKLALKO 0&D, pia 0vGia OV ATaVTATOL GE TOAAL
QOPUOKEVTIKA TPOTOVTA TTOL YPTCLLOTOIOVVTOL Y10 TNV OVOKOVPLoN Otd TOV TOVO KOl 1OG
avTmupeTikd. Mio TeploTactloKn ¥pNon akeETLAOGUAIKLALKOD 0&€og (0L Tepiocdtepo amd 1.000 mg
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o€ doTnua 24 opov) dev Ba TpEmeL, YEVIKA, VO TPOKOAEGEL KATO10 TPOPAN LA, EVD GE OAAEG
MEPUTTACELS, TOPATETANEV YpioT| Ba mpémel va su{ntnBel pe to y1uTpod cag.

To Iscover pe Tpo@ég KoL TOTO

To Iscover pmopel va Aapfavetan e 1 xopig ™ Aym Tpoenc.

Kinon kot Onioopog

Eivar mpotipndtepo va uny moipvete autod to Tpoidv KoTd T SipKeln TG KONomg.

Av glote €ykvog 1 vroyaleote 0Tl €ioTe, £YKVOG Do TPETEL VA, EVIUEPDOETE TO YIALTPO 1| TO
papupokomold cag mpwv AdPete Iscover. Av peivete éykvog eved Aappavete Iscover, cuppovievbdeite 1o

YTpo G0G OUESMG, KABMS dev cLVIGTATAL 1) ANYT KAOTIO0YPEANG KOTA TN StdpKeLn TG KONOTG.

Agv mpénetl vo ONAGLeTe evd YpMOILOTOLEITE OLTO TO PAPLOKO.
Edv Onralete N oxediblete va Onrdoete, ANGOTE LE TO YIOTPO GO TPV TAPETE OVTO TO PAPHLOKO.

ZnNoTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GOC TPOTOV TAPETE OTOLOONTOTE PAPLOKO.
Odnfynon ko LELPLOROS POV RLATOV

To Iscover givar aniBavo va exnpedoet TV KavoTNTA o0G v 0dnyeite N va xelpileote unyovés.

To Iscover mepiéyel Aaktoln

Edv &yete evnuepwbel and 10 yiotpo cog 01t Exete ducavetia oe kdmola cakyapa (1T.y. Aaktoln),
EMKOWVMVNOTE LE TO YIUTPO GOG TPV TAPETE AVTO TO PAPLLOKO.

To Iscover mepiéyel vVOPOYOVOUEVO KIKEANLO

AVT0 eVOEYETAL VO TPOKAAEGEL GTOUOYIKES OloTapayES 1) Ldppota.

3. Hog va wapete To Iscover

[Tavtote va maipvete To eAPHAKO AVTO CVGTNPE GOUPOVA LLE TIG 0dNYiES TOV YLUTPOD 1] TOV
pappoakomolod cog. Eav éxete appiories, potiote Tov yaTpd 1] TOV GOPUAKOTOW GOGC.

H ocvvietdpevn doon, mepthapfovouévng exetvng yuo tovg acBeveic pe o acBéveln mov ovopdleton
«KOATIKT] poppapuyny (LN Kavovikds kapdtokog pubuog), etvat éva diokio Tov 75 mg tov Iscover avé
NuUéPa oL AAUPAVETOL AT TOV GTOLOTOC LE N XOPIG TPOPT, Kot TNV 1010 dpa kdbe nuépa.

Edv éxete eppavicel coPapd mévo oto oth0og (aotadn ombdéyyn 1 Kapdlakd enelsdo10), 0 YiaTpdg
oag umopel va cog yopnynoet tn 66om twv 300 mg 1 600mg Iscover (1 1 2 diokio twv 300 mgn 4 1 8
dtokia tov 75 mg) pia popd Kot povo Kot v Evapén g Oepameiag. Xt GLVEXELD, 1] CUVIGTMUEV
d6om etvan €va dtokio Iscover Tv 75 mg v NUEPA OTTMC TEPTYPAPETOUL TAPOUTAV®.

Edv éyete mopovclicel GOUTTMOUOATO OYYELOKOD EYKEQPOUALKOD ETELGOSIOV TOL VTOYMPNCAV HEGH GE
GUVTOLO YPOVIKO SLAoTNUE. (YVOGTO Kol O TOPOIIKO IGYOUIKO ETEIGOJIO0) 1) IOYULUKO Oy YELOKO
EYKEPOAKO emElcOO10 NLag PoapdnTag, 0 YoTpdg cag Umopet va cag £xel yopnynoet 300 mg Iscover
(1 dwokio Twv 300 mg 1 4 dwokia Tov 75 mg) pia eopd oty apyn g Bepomeiog. TN cuvéyela, 1
cuvioTtdpevn 0o givar £va diokio Iscover tv 75 mg v Nuépa OTmG TEPLYPAPETAL TAPOUTAVED Hodi
UE OKETVAOGUATKVAIKS 0&D Y10 3 eBdouddes. Xt cuvéyela o Yiatpog Ba cuvtayoypagnoet gite Iscover
UoVo €ite AKETVAOGAMKVALKO 0ED LLOVO.
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To Iscover Ba Tpénetl va 10 maipvete yio 660 dACTNU O YLOTPOG oG cuveyilel va cag To
GLVTUYOYPOQPEL.

Eav napete peyarvtepn 060m Iscover amwd Ty kKavoviki

Emucowvoviote pe 1o y1otpd 6og 1 TV TANGLEGTEPT VOGOKOLELOKT] VIINPECTO EKTAKTMOV TEPIOTATIKMDV
AGY® TOL LENUEVOL KIVOHVOL CLLoppOyiag.

Edv éxete meplocOTEpPEG EPOTNOELS GYETIKA LLE TN YPNOT AVTOV TOV QUPLAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPULOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6o To eappoKa, £TGL KoL 6VTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV
ka1 6gv Tapovctdlovtal 6€ OAOLG TOVG AVOPMOTOVC.

Emkowvmviote pe 1o Y101po 60G ORECMS AV TAPOVCLACETE:

- TopeToO, onpeio Aoipnméng 1 vrepPoiikrg KOT®ONG. Avtd TOAVAS VO ELPAVIGTOVY AOY® TV
OTAVI®V TEPIMTAOCEDV UEIDCENS KATOLMV KLTTAP®V TOV OALOTOC

- GUUTTMUOTO NTOTIK®OV TPOPANUATOV OTMG KITPIVIGUE TOV dEPUATOS KOUT TOV UATIOV
(iktepog), ave&aptnto amd To GV cLVOdEVETAL o apoppayia, 1 omoio eueoviletol KT amo
10 dépua ¢ epuBpéc kNAldeg Ko/ ovyyvon (PA. mapdypapo 2 «llposidomooelg kot
TPOPLAIEELSY).

- 01010 6TO GTOUO 1) S10TAPAYES TOV OEPUATOC, OTIMS EEAVONATA Kol KVNGLOC, GAVKTALVES TOV
dépuatoc. Avtd mbovov etvar onpddia addkepykng avtidpaong.

H mo ovyvn avem@opntn evépyera mov el avapepOei pe 1o Iscover givar n apoppayio. H
apoppayio Thavov va TapovclacTel MG ALOpPAyic 0td TO GTOUMYL 1] TO EVIEPO, LOAMTES, UATMLLO
(acvvBiotn apoppayio | LOA®TOG KAT® ard TO OEPUA), aLpoppayic Ao T pUoT, aifo 6To oVPa. X
piKpo opBpd mepurtdcemv el avapepbel alpoppayio GTo LATLO, GTO ECMTEPIKO TNG KEQOANG, GTOV
vedova 1 oTig apOpdoELs.

Edv napatnpioete mapatetapévy apoppayio étav naipvere to Iscover

Edv xomeite N Tpavpatioteite, icmg xpelaotel TepocdTEPOC 0o TO GVVNOIGUEVO YPOVOG Y1a VO
oTapoTnoel 1 orpoppayio. Avtd oxetiCeTon pe To pnyoviopd dpdong tov eapudiov ooy eumodilet
dvvartotta onpovpyiag Opopfov. I'a pkpng onpaciog KoywipoTo Kot TpavUATIGHOVG, T.Y. 0V
Komeite, katd to Eupioua, cuvnbmg dev vtdpyel TpOPANua. [Tapodia avtd, edv avnovyeite AOy® g
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oloppayiag oac, Bo TPEMEL VO EMKOLVOVINGETE UE TO YTPO oag apésmg (PA. Tapdypopo 2
«IIpogdomonoelg Kot TPOPLALEELSY).

Aldeg avemOOuNTES EVEPYEIES TEPLAUPPAVOVV:

Xoyvég avemBounteg evépyeleg (evoéyetan va emnpedoovy émg 1 ota 10 droua):
Aldgppota, KOIAaKog TOVog, SuoTeyio 1 Kavsog.

Oyt ovyvég avembounteg evépyeteg (evoéyetar va ennpedoovv éo¢ 1 ota 100 dtoua):
[Movoképaiog, EAk0og GTOpAY OV, EUETOG, VOUTIC, SUGKOIALOTNTO, WOTEPMOS TOAAL 0EPLOL GTO GTOUGYL I}
T0 évtepo, eEavinuata, kKvnopods, {aAn,aicOnon «upuNyKIAGHOTOSY KOl LOVIIAGHOTOG.

Yravieg avemBounteg evépyeteg (evogyetor va ennpedoovy €mg 1 ota 1000 dtopa):
Tayyog, doykmpévo othfog 6Tovg dvopeg.

[ToAd omdviec avemBounteg evépyeleg (evoéyetan va emnpedoovy émg 1 oto 10.000 dropa):

"Tktepog: coPapdc KOTMAKOG TOVOG LE 1 YOPIS 0GPLAAYID: TUPETOC, SLCKOAIN GTNV AVOTVOT] TTOL
UEPIKEC POPEC GLVOOEDETUL ATTd POl YEVIKEVUEVEC OALEPYIKES OVTIOPAGELS (Y10l TTOPASELY UM, YEVIKN
aioOnon (éotng ne Eapvikn yevikevuévn duceopia péxpt Mmobuvuiag): oidnue 6To 6TOUN: ADKTOIVEG
TOV OEPUOTOG: OAAEPYI TOV SEPUOTOC EAKT OTO GTOUO (CTOMOTITION): TTOOT TNG OPTNPLUKNG TECTS!
oLYYLOT: TOPAGONGELS TOVOG OTIG apBPMOOELS: HVTKOG TOVOG: AALAYEG GT YELOT 1] OTOAELL TNG
YEVONG TOV TPOPDV.

AvemBOunTEG eVEPYELEG e LN YVOOTIH GLYvVOTNTA (deV PLmopovv va ekTiunBodv pe Bdon ta dtwbéoipa
dedopéva):

AvTiopacelg vrepevaicinciog pe Opakiko 1 KoMK TOVO, ETIHOVI CUUTTMLOTO YAUNAOD
COKYOPOL GTO aipa

Emumiéov, o yrotpdg cog pumopet va, avoyvopicel LeTABOAEG GTO ATOTEAEGLOTO TOV OLUATOAOYIKQOV
eetdoemv 1 TOV AVOADGEDY OVP@V.

Ava@opd avemOounTov evepyEL@dv

Edv mapotnpioete Kamota ovemiBounTn evEPYELD, EVILEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
AvT0 1090t Kot Yo KaOe avemBountn evEPyELn TOL OEV AVOPEPETAL GTO TAPOV PUALO OONYIDV
yphone. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiag, uéow Tov 0vikod
GUOTNLLOTOG OVOPOPAS TTOV avaypaeetal 6to [apdptnua V. Méow g avagopdg avemiBountomyv
EVEPYELMV Umopeite Vo, fon0fceTe 0TI GLALOYT TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV UCPOAELL
TOV TTOPOVTOS POPUAKOL.
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5. Hog va pvracoete 1o Iscover
To @dppoako avTtd TPETEL VO, PUAACGETOL GE PLEPT TTOL OgV TO PAETOVY Kot dgv TO POEVOLY T TALOLdL.

Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVIC ANENG TOV AVOPEPETOL GTO KOVTL Kot
otV KuyéAn, puetd v AHEH. H nuepounvia AREng eivar 1 tedevtaio nuépo Tov Hnvo mTou
OvVOQEPETOL EKEL.

Agv vtapyovv €1d1KEG 001 Yieg dlaTipMoNg Yol TO TPOIOV oTO.
Na pn xpnoiponoteite avtd 10 PAPLOKO EGV TOPATPNCETE OTOIOOMTOTE 0paTod orpeio PAAPNG.

Mnv metdte ApUOKO GTO VEPO TNG OMOYETELONG 1 OTA GKOVTION. POTNGTE TOV QUPULOKOTOLO GOGC Yo
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YpNOoTolEite . Avtd ta uétpa Bo fondncovy oty
TpooTacio Tov TEPPEAALOVTOG.

6. Iepreydpeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPiES
T egpréyer 1o Iscover

H dpaoctikn ovoia givar 1 khomdoypéin. Kébe diokio mepiéyet 300 mg khomdoypédng (wg 6Evn
Ogukn).

Ta dAha cvotatikd givar (BA. mapdypago 2 «To Iscover mepiéyet Aaktoln» kot «To Iscover mepiéyet
VOPOYOVOLEVO KIKEAOLOR):
- TMvpnvag dokiov: pavvitodn (E421), kikélato vdpoyovmpuéEVo, KUTTAPIV KPOKPVGTOUAALKY,
moAvoBuievoylukoin 6000 kot vdpo&umpomvAoKLTTAPiVY YAUNATG VTOKATAGTAONG
- Emwédoyn dwokiov: Aaxtoln povoiidpikn (Yoahaktoodkyapo), vipoueAroln (E464), tplaketivn
(E1518), c1ompov o&eidio epubpd (E172) ko titaviov dto&eido (E171),
- Hopayovrag otidfoong: knpdg kapvaovpng.

Epeavien tov Iscover kot wepieydpeva TG 6VGKELOGIAG

Ta emucoloppéva pe Aemtd vuévio dwokia Iscover 300 mg eivon empnkn, pol, pe yopayuévo ot pia
migvpd tov apBpd «300» kot oty dAAn Thevpd tov apBpd «1332». To Iscover datiBetar e KovTid
amo yoptovi wov mepiEyovv 4 x 1, 10 x 1, 30 x 1 ko 100 x 1 d1oKiot CUOKEVAGUEVO, GE KOWEAES
(blister), povédwv d6ong and arovuivio. Mmopel va Uy KukAo@opov OAEC 01 GLGKELAGIES.

Karoyog Adsrag Kvkhoopiag ko IMopaockevaotig

Kdaroyoc Adsiog Kvukropopiag:
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

TaAAia

ITapackevaotcg:
Sanofi Winthrop Industrie
1, Rue de la Vierge, Ambares & Lagrave, F-33565 Carbon Blanc cedex, I'oAAia

INo omoadnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOoidV, TapakaieicOes va
argvBuvbeite 0TOV TOTTIKO AVTITPOGMITO TOV KATOXOL TNG AOELNG KUKAOPOPING.
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Belgié/Belgique/Belgien Lietuva

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

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

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

Sanofi A/S Sanofi S.r.1.

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

Tel.: 0800 52 52 010Tel. Aus dem Ausland: +49

69 305 21 131 Tel: +31 20 245 4000
Eesti Norge

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

sanofi-aventis, S.A. Sanofi Sp. z 0.0.

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

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

Hrvatska Romania

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

sanofi-aventis Ireland Ltd. T/A SANOFI Swixx Biopharma d.o.o.
Tel: +353 (0) 1 403 56 00 Tel: +386 1 23551 00
island Slovenska republika
Vistor hf. Swixx Biopharma s.r.o.
Simi: +354 535 7000 Tel: +421 2 208 33 600
Italia Suomi/Finland

Sanofi S.r.1. Sanofi Oy

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

C.A. Papaellinas Ltd. Sanofi AB

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

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

To wapdév UAAO 00N YLOV Yp1ioNS avaOe®pOnKe Y10 TEAEVTOIO POpd Tov <Mnfvag EEEE>.

Agntopepeic TANpoeopieg yio To papproko avtd eivar dtabéoipeg otov dikTvakd TOTo ToL Evpmraikon
Opyaviopo0 @oppdxmv: http://www.ema.europa.eu/
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