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HoxymeHT 3a cnpaBka EMEA/331169/2008

3a to3u npoayKT mo-kbcHO B EMEA 0THOBO € mofaneHo 3asBieHHE 3a pa3periaBaHe 3a yrnorpeoa.
3a uHpOpMAIHSI OTHOCHO pe3yiTaTa OT HIOBTOPHOTO MO/IaBaHe, BUKTE TYK.

BBIIPOCHU 1 OTTOBOPU OTHOCHO OTTEIJIAHETO HA 3ASABJIEHUETO 3A
PA3SPELIEHHME 3A YIIOTPEBA
3a
DUOCOVER

Mesxnyuapoano nenarentosano ume (INN): clopidogrel/acetylsalicylic acid

Ha 23 wmaii 2008 r. Bristol Myers Squibb Pharma EEIG yseoomu oguyuarno Komurera mno
JIeKapCTBEHUTE MPOIYKTH 3a XyMaHHa ynorpeba (CHMP), ue scenae na oTTerNu 3asiBISHUETO CH 32
ToJTydaBaHe Ha paspernieHue 3a ymorpeda 3a DuoCover 3a mpodrrakTika Ha aTepoOTpOMOOTHIHHI
CHOUTHSL.

Kakso npeacrasiasiBa DuoCover?

DuoCover e tekapcTBO, ChIBPKAIIO IBE AKTHBHU BEIIECTBA — KIOMHIOTPET U alleTUIICATHITIIOBA
KHCEIUHA B efHa TabneTka. JlekapcTBoTO € TpsOBaio fa ce npejyiara moja popMara Ha TabJICTKH,
ChIBPIKAIIY 75 Mg KIOMUAOTPEN B KOMOWHAINS ChC 75 mg alleTHIICATUINIOBA KACEINHA, KaKTO U
nox hopMaTa Ha TaOJIETKH, ChABPIKAIIK 75 mg KIonuaorpes B komouHaius cse 100 mg
alleTHIICAJIMIIMIIOBA KUCEIMHA.

3a kakBo ce e ouakBaJjo aa ce u3noiazsa DuoCover?

DuoCover ce e o4akBajo Ja ce U3IM0J3Ba MPH Bb3PACTHH NAIUEHTH, KOUTO BeUe MpreMaT
KIIOTIAJIOTPEN U alleTHIICAITUIIIIOBA KIUCEeITMHA B OTACTHH TabNIeTKH. JIekapcTBOTO ce € ouakBajo aa ce
M3T0JI3Ba 3a IPEIOTBPATIBaHE HA aTePOTPOMOOTHIHH CHOUTHS (MIPOOIEMH, MPUINHEHHN OT KPBBHU
CHCUPEI U BTBBPISBAHE HA APTEPHUTE) NPH MAIUCHTH ChC 3a00JsIBaHE, U3BECTHO KaTo ,,0CThD
KOpOHapeH cHHApPoM . B Ta3u rpyma ce BKIIOUBAT MAalEHTH, IpeKapain OCTbp MUOKapAeH HH(APKT
(cepneden mpuctsn) ¢ ,,eneBanusd Ha ST cermenTa” (aOHOPMEH pe3yNTaT OT eNeKTPOKapIuorpaMara
nmu EKID') korato jekapsT mpereHu, ge e uMar 1mossa ot jJedennero. OJakBaio ce € 1a ce mpujiara u
[pY NAaLMEeHTH, IPH KOUTO JHIICBa To31 abHOopMeH pesyiaraT oT EKI', ako cTpagat ot HectabuiHa
CTeHOKapaus (TeXbK BUJ IPhIHA OOJKA) WM ca TpeKapalii MHOKapaeH HHapKT 0e3 Q-3p0e1 uiu
MAI[MeHTH, Ha KOUTO € TIOCTaBeH CTEHT (Kbca TphOa, IoCTaBeHa B apTepHs, 3a Jia MPeI0TBPaTH
3aTBapsIHETO ).

Kak ce e ouaxkBaJjio aa aeiicrsa DuoCover?

Axmuenume gewgecmsa ¢ DuoCover, KIOMUIOTPEI U alleTHIICATUITIIOBA KICEINHA, A KOMOMHUPAHU
B efHa tabnetka B DuoCover, 3a 1a ce HaManu OposT Ha TaOJETKUTE, KOUTO HMAallMeHTUTE TPsiOBa aa
IprieMart BCeKH JieH. ToBa e HanpaBeHO ¢ Ha/IeXkKAa MAIMeHTUTE 1a ObJaT yIeCHeHH Ja ce PUIbPIKAT
KBbM JIEYUEHUETO CH.

AnWTUICATHIIMIIOBATa KUCEINHA € T0Ope N3BECTHO JICKAPCTBO, MOMYJIISIPHO MOI HANMEHOBAHUETO
aCIHPHUH, KOETO JBJITO BpeMe € OWII0 M3MOA3BaHO KaTo aHTUKOATyJIaHT.

Kironmuporpen e ”HXHOUTOP Ha arperamnusaTa Ha TpoMOoIuTHTE. TOoBa 03HaYaBa, Ue TioMara Jia ce
MpeoTBpaTH 00pa3yBaHETO Ha KPBBHH Chcupel. KpbBTa ce chCcHpBa BCIEICTBHIE Ha CHICIUATHU
KJIETKU B KPbBTa, TPOMOOIIUTH, KOUTO CE€ CIIENBAT 3aeIHO (arperupar). Kimonumorpen cnvpa
arperamnusiTa Ha TpPOMOOIIUTHTE, KaTO OJIOKMpa CBhP3BaHETO Ha BemecTBOoTO AJID che crienmaneH
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peLenTop Ha TAXHATa HOBBPXHOCT. ToBa He MO3BOJIsIBA HA TPOMOOLIMTHUTE Ja CTaBaT “JIETNKaBH , KATO
HaMaJlsBa ChIIECTBEHO pHUCKa OT oOpa3yBaHe Ha KPbBHU ChCHUPELIM U TIOMara Ja ce NpeAoTBpaTu APYyT
ChpJCUEH MPUCTHII WK Yap.

Kaksa nundopmanus e npeacTapu/ia KOMIAHUATA B OJKPeIa HA CBOETO 3asiBJIeHUE IIpe/l
CHMP?

Knonunorpen B camoctositenna ¢popma e 6mi ogodpen ot EC nox HanmenoBanusara Iscover u Plavix,
3a IpeAOTBPATIBaHE HAa aT€POTPOMOOTHYHH CHOUTHSA B KOMOMHAIMS C alleTHIICATUIIMIIOBA KUCEINHA
IIpH MAIUEHTH C OCTHP KOpOHapeH cuHApoM. B monkpena Ha 3asBnenuero cu 3a DuoCover
KOMITaHUSTa U3BBPILIBA CHLIO TaKa IPOYYBaHU 32 ,,0MO0CKBUBAJIHETHOCT , 32 J1a CE YCTAHOBH Tl
KOMOUHHMpaHaTa TabJeTKa ce Bh3IIpUeMa OT OpraHU3Ma I0 CHIIMSI HA4UH KaTo JBETE JIEKapCTBa,
npueMaHu nootaenHo. OCBeH ToBa, npoy4BaHuaTa Ha Iscover u Plavix, u3non3Banu c
SIEeTUICATUIIIIOBA KUCETIMHA KaTO OTAEIHHU Ta0JIeTKH, ca W3IMOI3BaHH B MOJKpENa Ha ynorpedara Ha
DuoCover npu chmuTe noka3aHusl.

Ha kakbB eTan OT OlleHKAaTAa e 3asiBJIeHHEeTO0 KbM MOMEHTA HA OTTErJIsiHeTo?

Komnanwusta e orrersiuna 3asBieHnero cu Ha 206-THs €H ciie]] TOAaBaHeTO My .

Crnen xato CHMP pa3srirexxaa oTTOBOpUTE Ha KOMITAHUATA BBEB BPB3Ka ChC CITUCHKA C BBIIPOCH, BCE
Ollle MM Hepa3peIIeH! MPOOIEMH.

Oo6uxnoBeHo CHMP omnensiBa nosomo 3asenenue B cpok no 210 qan. B3 ocHOBa Ha miperiieqa Ha
mepBoHAYaTHUTE ToKyMeHTH CHMP m3roTBs crivchbk ¢ BeIpocw Ha 120-1s IeH, KOHTO ce h3mpara 10
koMmanusaTa. Cie KaTo KOMITAHUATA MIPEACTaBH OTroBOpH Ha Bhnpocute, CHMP ru mpernexna u
MOJKe Ja TOCTaBU JOIBJIHUTEIHHU BBIIpocH Ha JeH 180, mpenu aa GopMynpa CTaHOBHIIIE.
EBpomneiickaTa koMucus u3aaBa pa3penieHne 00MKHOBEHO OKOJIO JiBa Mecela Clie/l CTAaHOBHIIETO Ha
CHMP.

Kaxksu ca npenopskute Ha CHMP kbM 0H31 MOMeHT?

BB3 ocHOBa Ha npersiena Ha HHOOPMAITUATA U 0OME080pUIe HA KOMNAHUAMA NO CNUCHKA C 8bNPOCU HA
CHMP, xpm MmomenTa Ha orteristHeTo CHMP uma u3BectHu omacennsi. Benpexku ToBa CHMP cunra,
4e ¢ OMII0 Bhb3MOKHO KOMITAHUSATA JIa O0SICHU TE3U OTACEHUSs, U U3pa3siBa NpPeABAPUTEIIHOTO
cTaHOBHIIE, Ye € Omro Br3MokHO DuoCover na 6b1¢ 0m00peH 3a mpoduiiakTuka Ha
aTepPOTPOMOOTHYHHU CHOUTHS.

KakBu ca ocHoBHHTe onacennst Ha CHMP?

CHMP e uspazun onacenus, ye npu npoy48anHusmd 3a ,, 0U0eK8UBAIHeMHOCM ', KOUMO Cad U38bPUIEHU,
HE Ca M3I0JI3BAaHU NPETOPHbUAHUTE METOMIU U He cad NPed0CMABUIL OOCMAMBYHO O0KA3AMENCMEd, e
KOMOMHHpaHaTta TabjeTka ce abcopOupa OT OpraHM3Ma Mo ChINUS HA9WH KaTo JABETE JEKapCTBa,
npuemManu nootaenHo. CiemoBaTeIHO, KbM MOMEHTA Ha OTTerIssHeTo mo3unuara Ha CHMP e, ge
KOMITAaHHATA HE € pa3cesiia HallbIHO OMaceHusaTa My U, ue moisata oT DuoCover komOuHMpaHa
Ta0JIeTKa B CpaBHEHHUE C IPUEMaHUTE MOOTACITHO JICKapCTBa HE € JI0Ka3aHa.

KakBu npyu4yuHM N0COYBA KOMIIAHUATA 32 OTTEIJISIHETO Ha 3asiBJICHHETO?
[MucmoTo, ¢ xoeto komnanusTa yBeaomsisa EMEA 3a oTterisiHeTo Ha 3asiBJICHUETO, MOXKE Ja ObJe
HaMEpEeHO TYK.

KakBu ca nocjieAnuuTe OT OTTErJIAHETO 32 MAMEHTHTE, YYACTBAIM B KIUHUYHH
W3NMUTBAaHUA/MPOrpamMu 3a najauaTusHa ynorpedéa ¢ DuoCover?

Kommanwmsita e yBenommna CHMP, ue HsiMa nocneAuITe 3a MaMeHTHTe, KOUTO ca MIPEABUACHH 3a
BKJIFOUBaHe B KIIMHNYHU u3nuTBanus ¢ DuoCover nimn NalMCHTH, KOUTO IIOHACTOAIICM Ca BKIIIOYCHHU
B KJIMHUYHU U3MUTBAHUS C KIOMUIOTPEI U alleTHUIICATUIINIOBA KUCEMHA KaTO OTJCITHH JIEKapCTBa.
AKo yyacTBaTe B KJIMHAYHO W3MMTBAHE WU B MPOTpaMa 3a NalMaTHBHA yHoTpeda U ce HykKaaeTe OT
roBede HHpOpMaIrs OTHOCHO BareTo jgedenne, CBhpKeTe ce ¢ Jiekaps, KOHTo Bu ro e HazHavmII.

KakBo ce cryusa c Iscover/Plavix ¢ aneTnicaJuuuiIoBa KHceJIHHA 32 JJe4eHHue HAa
aTepoTpOMOOTHYHHU CHOMTHA?

Hsma mocnenunm 3a ynorpebara Ha Iscover/Plavix ¢ anernicanuinuioBa KAcelnHa 3a 0JJOOpeHUTe
MOKa3aHusl, 38 KOUTO ChOTHOIIEHHETO MOJI3a/pPUCK OCTaBa HETPOMEHEHO.
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