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TEVA Pharma B.V.

ABcTpus g;gpg;:rg;‘gclh?’ 1(?:1110;1) ;:SlgertfénTeva 75 mg 75 mg Ounmupana tadnerka ([lepopanHo npuioxxeHue
The Netherlands
TEVA Pharma B.V.

Bearus ggggléeav::;gclll(z, cColZfelc(lkt)aglgfel tZS mg film- 75 mg Odunmupana tabdnetka |[lepopamHo nmpuIoKeHHE
The Netherlands
TEVA Pharma B.V.,

Bearapust gggpgtﬁrgzicﬁ tcaiaolg z 75 mg film-coated 75 mg Ounmupana tabdnetka |[lepopanHo npunoxeHne
The Netherlands
TEVA Pharma BV

Kunsp g;jgpggrg‘;‘gclh(z’ ccégfelg(:agéle; tZS mg film- 75 mg dunmupana tadnerka ([lepopanHo npuiiokeHue
The Netherlands
Teva Pharmaceuticals CR, s.r.o.,

UYemrka perryomuka Radlicka 3185/1c, Teclop 75 mg film-coated 75 mg Ounmupana tadnerka ([lepopanHo npuioxxeHue
150 00 Praha 5, tablets
Czech Republic
Dr. Reddy’s Laboratories (UK)
Ltd.

JHanwust 6 Riverview Road, Beverley, East |Clopix 75 mg Odunmupana tabdaetka |[lepopamHo nmpuIokeHHe

Yorkshire, HU17 OLD
United Kingdom
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Yorkshire, HU17 OLD me
United Kingdom
Teva Sweden AB
Jarnvégsgatan 11
OuHnaHauAg Box 10g7(%7 Tevaplat 75 mg film-coated 75 mg Ounmupana tadnerka ([lepopanHo npunoxxeHue
) tablets
25110 Helsingborg
Sweden
TEVA Classics
Immeuble Palatin 1 Clopidogrel TEVA
Dpanuus 1 cours du Triangle CLASSICS 75 mg film- 75 mg Ounmupana tadnerka ([lepopanHo npunoxxeHue
92836 PARIS LA DEFENSE coated tablets
FRANCE
Dr. Reddy's Laboratories (UK)
Ltd. .
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VYHrapus

Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

ALVADAVIX 75 mg film-
coated tablets

75 mg

dunmupana TabiaeTka

[Tepopanzo npunoxeHue

Wpnannusa

TEVA Generics B.V.
Computerweg 10, 3542DR
Utrecht

The Netherlands

Clopidogrel 75 mg film-
coated tablets

75 mg

®dunmupana TabiaeTka

[Tepopanno npunoxeHue

Uranus

Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

Clopidogrel 75 mg film-
coated tablets

75 mg

dunmupana TadiaeTKa

[TepopanHo npuiiokeHne

JlaTBus

Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

Clopidogrel Dr. Reddy’s 75
mg film-coated tablets

75 mg

dunmupana TadJaeTKa

[TepopanHo npuiiokeHne

JIutBa

Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

Clopidogrel Dr. Reddy’s 75
mg film-coated tablets

75 mg

dunmMupana TabieTka

IlepopanHo npuinoxeHue

JIroxcemOypr

Teva Pharma BV
Computerweg 10
NL- 3542 DR Utrecht
The Netherlands

Clopidophar

75 mg

dunmMupana TabiieTka

IlepopanHo npunoxeHue
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Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

Clopidogrel 75 mg
filmomhulde tabletten

75 mg

dunmupana TabiaeTka

[Tepopanzo npunoxeHue

Hopgserus

Teva Sweden AB
Jarnvégsgatan 11, Box 1070
251 10 Helsingborg

Tevaplat 75 mg film-coated
tablets

75 mg

dunmupana TadaeTKa

[TepopanHo npuiiokeHne

TTonmra

Teva Pharma B.V.
Computerweg 10, 3542 DR
Utrecht

The Netherlands

Clopidogrel Teva Pharma

75 mg

dunmMupana TabieTka

IlepopanHo npunoxeHue

PymbHus

Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

XOVAL 75 mg comprimate
filmate

75 mg

dunmupana TabineTka

IlepopanHo npunoxeHue

CnoBaiika
penyOnuka

Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

Clopidogrel 75 mg film-
coated tablets

75 mg

dunmupana TabiueTka

IlepopanHo npunoxeHue

HWcnanus

TEVA GENERICOS
ESPANOLA, S.L. Guzman el
Bueno 133,

Edificio Britania 4°Izq.

28003 MADRID,

Spain

Clopidogrel TEVAGEN 75
mg film-coated tablets

75 mg

dunmupana TabiueTka

IlepopanHo npunoxeHue
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Dr. Reddy’s Laboratories (UK)
Ltd.

6 Riverview Road, Beverley, East
Yorkshire, HU17 OLD

United Kingdom

Clopidogrel Reddy’s

75 mg

dunmupana TabiaeTka

[Tepopanzo npunoxeHue

O0ennHEHO
KpaJICTBO

Teva Pharma BV.
Computerweg 10,
Utrecht NL-3542DR
Netherlands

Clopidogrel 75 mg film-
coated tablets

75 mg

®dunmupana TabiaeTka

[Tepopanno npunoxeHue




INPHUJIOKEHHUE I1

HAYYHU 3AKIIOYEHUA 1 OCHOBAHMUA 3A ITOJIOKUTEJIHO CTAHOBHUIIE,
MHPEJICTABEHO OT EBPOIIEMCKATA ATEHIIMSI 110 JIEKAPCTBATA



HAYYHHU 3AKIIOYEHUA
ObI1O PE3IOME HA HAYYHATA OHEHKA HA CLOPIDOGREL TEVA 1 CPO/JHU UMEHA

Kironmuporpen mpeacrapisiBa HEKOMIIETUTUBEH HHXUOUTOP Ha CBHP3BAHETO Ha aneHo3uH audocdara (AJD)
KBM pelentopure Ha tpombomutute. CBBP3aHUAT C aJeHWIAT IMKiIazata pernentop P2Y12 3a AJ1D
MPENICTaBRIsIBA OCHOBHATA MHUINICHA Ha KJIOMUAOTPEN, KOHTO BOAU 1O WHXMOWUpAaHE HA aKTUBUPAHETO U
arperarusaTa Ha TpoMOoruTuTe U Ha akTuBUpanero Ha Gp IIb/Illa perenTopa.

Knomumorpen e moka3aH 3a npoduiakTHka Ha aTepOTPOMOOTHYHY MHIUJCHTH MPU MAIIMEHTH, CTPAJAIIU OT
UH(APKT HA MHOKAapAa WM OCThP KOpoHapeH cHHApPOM. I[IpoaykThT € moj ¢opmara Ha TaOIETKH C
He3a0aBHO 0CBOOOXKTaBaHE, ChIBPIKAIIM 75 Mg KIOMHIOTPEN.

[IpaBHOTO OCHOBaHHWE, HA KOETO € IMOAaJeHO 3asBlieHHeTo, ¢ wieH 10, maparpad 1 BBB Bpb3Ka C WieH 28,
maparpad 3 ot Hupekrura 2001/83/EQO, kakTo € n3MEHEHA.

PedepeHTHHAT JekapcTBEH MPOAYKT 3a TOBa TEeHEPUYHO 3asBieHne e Plavix (kmomupmorpen
xugporercyndar) 75 mg ¢unMupanu TabneTku. 3a paziuKa OT pedepeHTHHs MPOAYKT, KOHTO ChAbpKa
XHJpOreHcyI(aTHa COJ, TEHEPUUHUAT MPOIYKT ChIbpKa KIOMUAOTPEN OCHOBAa. THH KaTo KIIOMUAAOTPEIN
OCHOBaTa MpEACTaBIsABa HECTaOWIHA BUCKO3HA Maca, JIGKapCTBEHOTO BELIECTBO € CTaOMIIM3UPaHO C
IIOMOILTa Ha TPEMUKC, KOHTO ChABPKA aHTHOKCHIAHTa Oy THiI-xuapokcuanu3on (bXA).

ToBa He ce cuMTa 3a MPUEMIIUBO OT MpOTecTHpallaTa 3acerHaTa JAbp)kKaBa-ujeHKa, Thil KaTo ChUIECTBYBAT
CTaOMJIHM COJIM M CE€ CYMTa, Y€ ymorpedara Ha KIOMUIOrPe] OCHOBA BOAM A0 H3JIMIIHA E€KCIIO3UIMS Ha
MAIMEHTUTE KbM aHTHOKCUAAHT. BBIPOCHT € OTHECEH KbM KOOPAMHALIMOHHATA Ipyla 3a Ipoueaypara Io
B3aMMHO NpPH3HABaHE W ACLEHTpalN3upaHara npoueaypa (MpoaykTu 3a XxymanHa ynotpeda) (CMD(h)) u e
U3BBpIICHA OIICHKA OT pedpepeHTHaTa AbpkaBa-uieHKa. Thil kato 10 60-THs IEH HEe € IOCTUTHATO ChIiacue,
mpoleIypara € oTHeceHa KbM KomwuTteTa 1o JiekapcTBeHH MPOYKTH 32 XyMaHHa ynorpeba (CHMP). CHMP
OLIEHSBA JOCHETO M HAIWYHUTE JaHHW, BKJIIOYUTENHO BBIPOCUTE, MOBAWUTHATH OT IPOTECTHpallara
3acerHara Jbp>KaBa-4JIeHKa.

- Bbnpocu 0THOCHO KaueCTBOTO

3asBUTEAT 00OCHOBABA BB3PAKCHUETO, Ue HE ca OMJIM B3ETH MPEABUI BCUYKU B3MOXKHU oK. M3ThKBa ce
apryMEHTbHT, Y€ MO OHOBA BPEME MOTCHIIMATBT 3a Pa3pa00TBaHE Ha COJ C MOAXOJAIIMA (apMaIeBTHYHU U
(hapMaKkoOJIOTHYHH CBOWCTBA M 0€3 MO-KHCHU TPOOJIEMH, CBBpP3aHH C HWHTEIEKTyajHaTa COOCTBEHOCT, €
M3CJIE/IBaH IISUIOCTHO TI0 JTUTEpATYPHH JaHHU. B3 0CHOBA Ha MPOYYBAaHETO HAa JIMTEpaTypara ca 00ChIACHU
TAypOXOJIATHUTE, XHUAPOXJIOPUIHHUTE, XUIPOOPOMHUIHUTE W XHUAPOTCHCYJI(ATHUTE COMU U CBOOOJHATA
KIIOTIHIOTPEI OCHOBA.

Bb3 ocHOBa Ha mpepcraBeHaTa WHGOpPMAIMS TAaypPOXOJATHHUTE, XUAPOXJIOPUIHHUTE, XUAPOOPOMUJHUTE U
XUJIPOTeHCYI(PATHUTE CONM HA KIOMUAOTPEN Ce CYMTAT 3a HEMOIXO AN 3a pa3paboTBaHe Ha MPOAYKTa IO
pa3iuYHU MPUYMHA. Bbopekn de cBoOOAHATA KIIOMUIOTPET OCHOBA IMOCTaBsA IMPEIN3BHKATEIICTBOTO €THA
HecTaOWIIHA, Kay4dyKoOmoJo0Ha M JIelkaBa KOHCHUCTEHLMS 1a ObJe NMpeBbpHATa B TpaHyJIHpaH, CBOOOIHO
Tewan| W CcTaOWIeH Marepuai 3a ymnoTpeba B JEKapCTBEHH (OpPMHU, 3asBUTEIAT M30Upa CBOOOJHATA
KIIOTTHIOTPETI OCHOBA KaTO MOAXO/IAIIA 32 pa3padoTBaHe HA MPOAYKTA.

3a nga ce u3berHar mpeAu3BUKATEIICTBATA, CBBP3aHU C YMOTpeOaTra Ha KJIOMUAOTPENT OCHOBAaTa, € OWIIO OT
M3KITIOYUTENTHA BAKHOCT TSI 1a ObJic PEeBbpPHATA B MPaHyJIMPaH U CBOOOIHO Tevarn Matepuan. [lopaau ToBa
e o0ChACHO pa3paboTBaHETO HA TMPEMUKC C HW3IMOJI3BaHE Ha MOAXONAINl BeXUKyiayM. CMeTHaro e, 4e
MPEMUKCHT MOANOMAra TeWwIMBOCTTa Ha KJIOMUAOTPEN OCHOBATA.

W3BecTHO e, 4e KIOMUAOTPETbT XUAPOIH3Npa U 00pasyBa XUAPOIUTHYEH MPUMEC, T.€. IPUMEC OT OIeTHa
KHCEJIHMHA, KOSATO TPEACTaBisBAa CHIIHO DPa3TPaKIallo BEIIECTBO. YCTAaHOBSBAa Ce, 4e pa3padOTEHUAT C
KJIOMUAOTPEN MPEMUKC MPOAYKT € HEXUTPOCKONMUYEH. YCTaHOBSIBA C€, Y€ MPUMECHT OT OIICTHA KHCEIHHA



(cwymHO pasrpakmamio BEIIecTBO) € KOHTponupaH B Tabmetkute clopidogrel 75 mg nHa 3asButens B
cpaBHeHue ¢ Plavix 75 mg (Tabnetku kionuaorpen oucyndar 75 mg).

OT npejcTaBeHUTE JaHHH 3asiBUTENAT TBHPAH, ue Tabierkure clopidogrel 75 mg ca crabuiHu B cpaBHEHHE C
Plavix 75 mg (xnomumorpen oucyndar 75 mg).

Ocsen ToBa CHMP uMma cbio Taka omaceHus], 4e HE € JO0Ka3aHO, Y€ MPEI0KEHUTE METOAU 32 KOHTPOJI
BBPXY MPOAYKIHATA W KAa4eCTBOTO MOTaT Ja TapaHTHpaT, Y€ HAMa Ja BB3HWKHE CepHOo3eH NeQUINT B
Ka4ecTBOTO Ha mpoaykTa. [lopaau ToBa OT 3asBUTENs € M3MCKaHa 0OOCHOBKA, Y€ ISNIOCTHATA CTPATETHS 32
KOHTPOJI TapaHTHpa MOJIXOMASII0 U BH3MPOU3BOJUMO KaYeCTBO HAa MPOJAYKTA O OTHOIICHUE Ha paboTara ¢
BHCKO3HATa Maca KIIOIH/IOTPENl OCHOBA, KAKTO M 0OOCHOBKA 3a JIMIICATAa Ha CHEIU(PUKAIINH 32 KIOMHI0TPEI
OCHOBATA.

3asgBUTENAT O0OSICHABA, Y€ 3a ITOCTUTAHE Ha IMO-JieCHa paboTa, € B3eTO pelleHne Ja ce N100aBU MOMOIIHOTO
BemecTBO bXA, kKoeTo, Ha CBOM pex BOIW IO MOJIydYaBaHe Ha CTaOMIICH KJIOMMIOTPEN MpeMukc. Tl Kato
XapaKTCPpUCTUKUTC HAa OCHOBATa 4 MpaBAT HCIOAXOLAIIAa 3a MHKOPIOPHUPAHE Ha MOAXOAAIIN IIPOBEPKU 3a
KaueCcTBOTO B XO0Jla Ha MPOU3BOJCTBEHHUS MPOLIEC Ha KJIOMUIOTPEN OCHOBATa, 3asIBUTENAT MPaBU OMUT Ja
KOHTPOJIMPa Ka4eCTBOTO Ha MPOU3BEACHATA OCHOBA Upe3 rapaHTHpPaHe Ka4eCTBOTO Ha MEKIUHHUS MPOTYKT.

[Ipon3BOACTBEHUAT MpOLIEC € BAMANPAH YCIEUHO C TpHU NMapTuau. PesynraTure oT aHanu3a Ha NapTUAUTE
JEeMOHCTpHUpAT YCTOMYMBO KauyecTBO. OOmiaTa cTpaTerus 3a KOHTPOJI 3a TrapaHTHpaHE Ha MOAXOIAIIO U
BB3IPOU3BOJMMO KauecTBO Ha MPOAYKTa € 0OOCHOBaHA 110 OTHOIIEHHE HAa paboTaTra ¢ BUCKO3HATa Maca Ha
KJIOIHUJOTPEN OCHOBaTa, a MpeUIOKEHUTE clHeNu(pUKaluy 3a KIOMUIOIPE]l OCHOBAaTa C€ CuuTar 3a
npuemnusu ot CHMP.

3asButensT npuchcTBa Ha 3acenanne Ha CHMP 3a yctHO oOsicHenue Ha 17 despyapu 2010 r., 3a na
MIPEJICTaBH TMO3UIUATA CH TI0 OTHOIIEHHE Ha M300pa Ha KIIOMHIOTPENl OCHOBA KAaTO aKTHBHO BEIIECTBO B
CpaBHEHHE C TIO-CTAOWJIHWTE COJM Ha KIOMHAOTPEd, a ChIOI0 3a Ja 00chau Oe30MmacHOCTTa IpH
MpoAbIDKUTENHATA yroTpeba Ha BXA.

CHMP ot0ens3Ba, ye ocHOBHara Iien Ha no0OaBsHeTo Ha BXA e Ja mpeaoTBpaTH WHUIMHPAHETO HA
00pa3zyBaHeTO Ha CBOOOJHM PAAMKAIH Upe3 OJIOKHpaHE Ha OKCHIATUBHHS METAOOJHUTEH BT, U 3aSBUTCISAT
rapaHTupa, 4ye € M3I0JI3BaHO Ha-HHUCKOTO Bh3MOXKHO HUBO. B 3akmouenue CHMP ce cbriacssa, ue makap
n300pBT Ha KIOMUAJOTPET OCHOBA JIa HE CE CYMTA 3a ONTHMAaJIeH, yrnoTpedara Ha bXA W mpon3BOACTBEHHST
MIPOIIEC HE TPEJICTABIISABAT MIOTEHIIMAJICH CEPHO3EH PUCK 32 0OIIECTBEHOTO 3/paBe.

- Knunnunu Benpocu

Ynorpebata Ha HecTaOMIIHATA KJIOMUAOTPEN OCHOBAa KAaTo aKTUBHO BEIECTBO HM3UCKBA ymoTpebara Ha
aHTHOKCcUAaHTa OyTmi-xuapokcuannion (bXA) 3a cradunmmsupane. Ot nmpoTectupaniute wieHoe Ha CHMP
Ce U3ThKBA ApryMEHTHT, Y€ cropel “Yka3zaHue 3a MOMOIIHUTE BEUIECTBA B JOCHETO 3a 3asIBICHHUE 3a
paspemeHue 3a ynorpeda Ha yiekapcTBeH npoaykr’ (EMEA/CHMP/QWP/396951/2006) u “benexku kbM
YKa3aHHATa 33 BKIFOYBAHE HA AHTUOKCUJIAHTHH U aHTUMHUKPOOHH KOHCEPBAHTH B JIEKAPCTBEHUTE MPOTYKTH
(CPMP/CVMP/QWP/115/95) ynorpebara Ha aHTHOKCHAAHTH TPsOBa J1a ce u30srBa, BUHATH KOTaTo TOBA €
BB3MOXHO. [lombpnHuTenHo mpotectupamure uieHoBe Ha CHMP mocouBar, ye ocBeH TOBa M B JBETE
yKa3aHus Ce YIOMEHaBa, Ye aHTHOKCHIAHTHTE He TPsAOBa Ja ce M3IMON3BaT 32 MACKUpPaHE Ha TMPOIYKTH C
HE3a/I0BOJIMTEITHA TEXHOJIOTHSI HA MMPOU3BOJICTBO HA JIEKAPCTBEHOTO CPEICTRO.

3asgBUTENAT pasriiexkaa IbITocpodHarTa Oe3omacHocT Ha bXA mo BpeMe Ha ycTHOTO oOsicaenue npenq CHMP
Ha 17 despyapu 2010 r., kaTo npaBu npenpartka KpM “Tlpuemnusus maeser npuem’” (ITI1) - n3uncnenne Ha
komnuecTBOTO bXA, Koeto Moxe a ObJe MpUEeMaHO €XeIHEBHO Ipe3 IEeNus KUBOT 0e3 oce3aeM pPHUCK 3a
30paBeTo. 3asBUTEIAT 00sSCHSBA, Y€ KoMnuecTBOTO BXA 0T TabneTkuTe KIOMHIOTpEN HE € MO-TONISIMO OT
0,75% ot neroswust [1/I11, 3a KoeTo ce U3THKBA apIyMEHTBT, 4 € MPEHEOPEKNMO MAJIKO.



OcBen ToBa BXA mpexncraBisgBa omoOpeHa W MIMPOKO ymoTpeOsBaHa xXpaHuTenHa moOaska (E 320) B
EBpomneiickus cpro3. [lopaau ToBa n30panusT aHTHOKCHIAHT BXA U KOHIIEHTpaLuATa, B KOSITO C€ H3IOJ3BA,
ce cuntar 3a npuemiusu oT CHMP ot rnenHa Touka Ha 6e30macHOCTTA.

[Ipu mpoy4BaHe 32 OHOCKBUBAJIICHTHOCT ca ¢hoOIIeHn 0010 19 Hexenmann peaknuu ot 13 manuentd. Tpu ot
JIEBETHAJIECETTE HEXKEIIaH! PEaKlny He HaaraT MeAuIIMHCKa nHTepBeHnua. Ot 19 HabironaBaHn HeXelaHU
peakiuu 14 ca 3a pedepeHTHHUS TPOAYKT U 5 ca 3a u3cienBanus npoaykt. Koraro kimomnumporpen oucymndar
(kato pedepeHTeH MPOAYKT) M KIOMUIOTPEN OCHOBa (KaTo W3CiemBaH IMPOMYKT) ca TpHIaraHd KaTo
€IHOKpAaTHA J03a Ha 37paBU JTOOPOBOJIIN B TOBA M3NHUTBAHE, JIEKAPCTBEHUTE MPOAYKTH Ca TIOHACSHH J00pe
0e3 CeprO3HM HEKEIAHW PEeaKIMM W 3a JIBaTa U He ¢ HaOJro/laBaHa 3HAaYMMa pasiuka B MpoQuInTe Ha
0e30MmacHOCT Ha HM3clie[iBaHaTa U peepeHTHaTa JiekapcTBeHa (hopMa Mo OTHOIIeHHE Ha Opos W Mojena Ha
HEeXXETIaHUTE PEaKIIHH.

3asBUTENIAT CHILO Taka TBBPIHU, Y€ B CpaBHEHHE C pedepeHTHus npoaykT Plavix nscienBaHusAT MPOAYKT
OTroBapsl Ha KPUTEPUHUTE 32 OMOCKBUBAJIIEHTHOCT [0 OTHOILICHUE HA CKOPOCTTA U CTENICHTA Ha pe30opOuus Ha
KIIOMTUIOTPE.

Karto msuto 3asBuTensT TBBpIOM, de HeroBure TabyeTku clopidogrel 75 mg ca ¢ mMoAXOASIIO Ka4eCcTBO U
CHOTHOILICHHE TOJI3a/PUCK U Y€ ca CPaBHUMU C pedepeHTHHUS MPOAYKT. M3ThKBa ce ChINO Taka apryMEHTHT,
4ye KaTo ce MMa MpPEIBH] TOpPernocoueHOTO, W30MpaHeTo Ha KIOMHMIOTPENl OCHOBaTa W pa3pabOTBAaHETO Ha
KJIOMUAOTpEeN MIPEMHUKCa ca ONpaBJaHM 3a TAXHATa yHnoTpeba B reHepHyHa JekapcTBeHa ¢opma. M30panaTta
KJIOIIUIOTPEsI OCHOBA M3HMCKBA yIOTpedaTa Ha aHTHOKCUIAHT, KOETO He ce cuMTa 3a onTuManHo. Ho, kato ce
nMa mpeaBus (aKTHT, Y€ HAMA CEPHO3HM OINACeHHs IO OTHOLIEHHE Ka4decTBOTO Ha MPOAyKTa U Ue
ynoTtpebaTa Ha aHTHMOKCHIAHT HE MOpa)kaa omaceHus oTHocHo OesomacHoctta, CHMP mpuema u3bopa Ha
KJIOIIUIOTPET OCHOBATA.

CHMP ce crprinacsBa, ue n300pbT OT 3asSBUTENSI Ha KIOMHIOTPENT OCHOBATa M BIIOCIEACTBHE yHOTpebaTa Ha
BXA ca obsicHeHH B jocTaTbhuHa crerneH. [1oka3aHo € OT JIeKapcTBEHOTO BELIECTBO M OT MPOU3BOJHUTEINS Ha
JEKapCTBEHUsI MPOIYKT, Y€ MOXKE Ja C€ MOJydYd CTaOHIIEeH NMPOAYKT, KOWTO B OCHOBAaTa CHU € CXOJEH IO
epuracHocT 1 6e3onacHocT ¢ pedepentHust npoaykT. Clopidogrel Teva 75 mg punMupanu TabaeTKu:

- e craldmieH B CpaBHEHHE C KIOMHIOTpen Oucyndar, KOWTO € YyBCTBHTEICH KbM XHUAPOIUTHIHO
pasrpaxjaHe.

- € OMoeKBUBaJICHTCH Ha pedepeHTHIS JIEKAPCTBEH MPOIYKT KIOMHIATpeN oucydar
- or mienHa Touka Ha CHMP He ce pa3nuuaBaT MO OTHOIIGHHWE HAa CBOMCTBAaTa, CBBP3aHU C
oe3omacHocTTa. BXA e Hamuie B kKoauuyecTBa, mo-mManku oT IT/]I1, koTo 0OMKHOBEHO Ce M3BaXKIa OT

HUBOTO 6€3 e()eKT Ha BEIIECTBOTO; MOPATy TOBa HE CE OYaKBAa OMOJOTHYHO NEHWCTBHE W e(EeKT
BBPXY MAIUCHTHUTE.
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OCHOBAHWMA 3A ITIOJIOKUTEJIHO CTAHOBHUIIE
Karo B3e nmpensun, ue

- m300pBT Ha 3asBHUTEN Ha KIOMWAOTPEN OCHOBA M BrociencTBue ymorpebara Ha BXA ca o0sicHeHH B
J0CTaTh4HA CTETICH;

- O6HlaTa CTpaTerud 3a KOHTPOJ 3a rapaHTUpPaHe Ha MOAXOAAIIO0 U BB3IMPOU3BOANMO Ka4€CTBO Ha MMPOAYKTaA €
000CHOBaHA 10 OTHOIICHHE HA pa60TaTa C BUCKO3HAaTa MacCa Ha KJIonmuArpes OCHOBATa,

- TabmeTkuTe 75 Mg KIONMUAOTPENl OCHOBA HA 3asBHTENSA Ca C IMOAXOASIIIO KaueCTBO W CHOTHOIICHHE
IOJI33/PUCK U ca CPABHUMHU C pe)epEHTHUS MPOYKT,

CHMP mnpenopruBa na ObJe M3IaJCHO pa3pelicHre 3a yrnoTpeda, 3a KOeTO KpaTKara XapakTephCTHKa Ha
MMpOoAYKTa, €ETUKETUTE U JIMCTOBKATA OCTaBaT B CbOTBECTCTBUC C OKOHYATCIIHUTE BEPCHUHU, IMOJTYYECHU IO BPEME
Ha TpoLEAypaTa Ha KOOPAWHAIMOHHATA Ipyma, KakTo € mocodeHo B IIpwnoxkenue I KbM HACTOAIIOTO
CTAaHOBHIIIC.
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IMPUJIOKEHME 111

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA, O3HAYEHUS BbPXY OITAKOBKATA "
JIUCTOBKA
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BaJ'II/I,I[HI/ITC KpaTKa XapaKTCpUCTHUKAa Ha MNPOAYKTa, O3HAYCHHA BBPXY OIAKOBKATa W JIMCTOBKaA Ca
OKOHYATCIHUTE BEPCUU, TIOCTUTHATHU 110 BPEMC HaA Mpoucaypara B prnaTa 3a KOOpAWHAaIu:.
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