Nuuensua Na 00205-NC o1 15 despans 2021 roga

Pazpewienue Ha soimyck JIIT Ne 257
(o cooreerctomi ¢ [punomenien 16 cGMP)
I’ermission to release products (in accordance with Appendix 16 cGMP)

Haamanne npojiyKra / [Tnarpnndd/ Plagril

Name of the prodyget | o

M] iH/ Knonumorpe: n/ C‘]omdogﬂ.]

Jlekape TRCIIA dopma / TUHIICTIY, HOKPLITHIC ICHOMNO 000104KOI/ '
Pharmaceutical form film coated tablets .

Hosnponka / 75 mr/ 75 mg _

Dose

Tun ynaxkoskn / 10 wrr, / 3 KourTypild A4CHKOBAN YIIAROLKL / Nadyka KapTonian
Package type - 10PCs/3 bllb“.[' ‘packs / cardboard packs

Homep cepin / PLI1310623

Buch number

Jlara npoussoactsa / 23.06.2023

Date of manufacture

Cpox roanoern / Fojen 1o 30.06.2025

Expirydate P
Pasmep cepun / 9 920 vraroror/ 9 920 packs

Bach sizc )

Crpana HasraueHns / Poccus/ Russia

Destination country S
Perncrpatsoniioc yaoetosepenne | JITT-006376 or 29,07.2020 (ara samennt 12.05.2022))

/ Marketing authorization | JI1-006376 from 29.07.2020 (renewal date 12.0 "O""’)
HopmaTuBHbI JJOKYMCHT / JIIT-006376-290720. 13m. No 1,23/

Normative document JI1-006376-290720. varision M 1,28 . . . .
T pnu SHOACTHO FOTOROT O0mecTro ¢ orpanHyYcHioil OTBETCTRCITOCTLIO "MAKH3-
sekapersenioii gopmil / Finished | ®APMA" (000 "MAKHU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aapee /

Address:

109029, r. Mockra., ARTOMOBHALNLIT TPOE3, AL 6, ¢Tp. 4, ¢Tp. 6, e1p. 8/
109029, Moscow, Avtomobilney Proyezd. 6, bld 4, bld 6, bld §

Ilepriunas ynakoeka / OGreCTBo ¢ or pmllmullmu OTHETCTBELIOCTLIO "M A K 3-
Primary packaging DAPMA" (000 "MAKH3-DAPMA")/ Limited liability

. o company "MAKIZ-PHARMA" (LLC "MAKIZ-FPHARMA")
Anpec/ -
Address:

109029, r. Mockea, AsroMoOuiLUsLl poes. J. 6, ctp. 4. ¢1p. 6, c1p. 8§/
109029, Moscow. Aviomobilney Proyezd, 6, bld 4, bld 6, bld §

Bropiunan yiukosga / OGmecTBO € orpanHucnnoii OTBETCTREINIOCTRIO "MA [CH3-
Secondary packaging GAPMA" (000 "MAKH3-®APMA")/ Limited liability

—— company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aupee /- ]
Address:

109029, r. Mocksa, AnromoOitbisil npoesit, . 6. crp, 4. crp. 6, etp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld §




Nnuenana Ne 00205-/1C ot 15 despans 2021 ropa

| Boimyckaiowii KonTpos
KavecTRa /
- Quality Control

OBectso ¢ orpannveHHoil OTBETCTREHHOCTEIO "MA KM 3-
®APMA" (000 "MAKH3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Adpec/
Address:

109029, r. Mockna, ABToMoGHALHLET Mpoea, 1. 6, ctp. 4, cTp. 6, cp. §/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld § .‘

Hazsaune AQC / .
APl name

Knonuaorpen/ Clopidogrel

[TponssoauTens ADC /
APl manufacturer

xerepo Jpare Jlumuren, Mums/
Hetero Drugs Limited, India

i

Honep cepin ADC /
_API Bach number

CP23030006, CP23030007

Hacrosuumv mojirnepicaaio, 4o naHHas cepust Ne PL1310623 Tlnarpun® taGnerkn, noKpbIThie
naenounoit oGonoukoii, 75 mr Ne 30, nacnopt Ne 260/23 ot 02.08.2023 6r1na MPOH3RCACHA It
HPOKOHTPO/IMPOBANA BB COOTBETCTEHY ¢ AeiicTyiomMi [Tpasunavu Hueskaeit
MpoN3noAcTReHIION npaktiin Espasuiickoro DxonoMirveckoro Coloaa u TpeboBaHMAMH
Perucrparonioro 1oche, a Takike B COOTBETCTBUN CO CrICLU(HKALHAMI JUPETHCTPHPOBAHHOID

IPOAYKTA,

ILOI{}'.\N:HTI:I 10 TIPON3BOACTRY (le‘!MEHHMbm, CTAUMIM) 1 KOHTPOIIO RAYCCTRA NPOBEPEHELI H

o00peHLI,

JlioGsIe oTkNORCIN paceaeIonatbl B COOTBETCTRIM C BUYTPCHHUMH TIPOLETYPaMi H 0J106peiikt

YNOMTHOMOYESHHBIMM JIH nom /

| hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossicr, as well as in accordance with the specifications of the registered product
Documents for production (applicable stages) and quality control are verified and approved,

Any deviations are investigated in accordance with internal procedures and approved by an

Authorized Person.
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noKkpLITEIE NNeHoYHol oGoNoUKDI POICNOrD LpeTn,

KK-006/3D8
MACMNOPT Na 260/23 cTp. 13 2
fidﬁi OTOEN KOHTPONA KAYECTBA
Nuuonama Ne00205-NC or 15.02.2021 r
MAKHMIDAPMA HAMMEHOBAHWE Mnarpun® TabneTku, NOKPbLITbIE
R NPEMNAPATA: nneHo4Hon 0BoNoYKON, 75 Mr
8029, 5 '
f\uwuudﬁztnu:ir;:paum, HOMEP CEPWUI: PL1310623
Aok i, OATA NPOU3BOOCTBA: 23.06.2023
iy FOREH A0 30.06.2025
cTpoeHuMe 8 OBBEM CEPUM: 9 920 yn. N230
Ton . (409) 964-00-80 NPOW3BEQEHO: 000 «MAKU3-OAPMA»
AHANW3 NO: JMN-006376-290720, Wam. Net, 2, 3
S XPAHEHMUE: Mpu TomMnepaTtype He soiwme 25 °C,
Ne HaumoHoBaHue 7
nin_ | NoKaJATENA TpaBoaanus HY menbmﬂil_i‘f?fﬁ?? o]
1. | ONUCAHKUE Kpyrnsie  quoskobuinyknsle  TaGnotkw  c  hackol, | Kpyrnole apoRkoowinyknule  Tabnetkt  ©

concxoll, NOKPLTLIC NnoHouHoR abonoukon
poIONOre LpeTa,

2 I MOANUHHOCTE

YQ-cnektpothoTomoTpus.  YO-CNekTpst  NOMOLWEHIA
UCNLITYEMOrS U CTAHAOPTHOrS pacrtoopen o ofnacty ot

250 pa 200 WM AN UMETE MOKCUMYMBl NPW DAHUX W l

TEX KE ANUHAX BOMH.

BIXX Bpewmn  yaopmataHin
XPOMOTOIPAMMO  WCALITYEMOro  PACTOOPO  AGMMHO
COOTBETCTOODATE  DPOMOHW  VAGRMWBAHWR MWK
KNONWAOIPOND  HO  XpPOMOTOrROMME  CTOHADPTHOMS
pactoopa (pasien «KenwyecTnerHoe anpesoneHnes),

QCHOBHOTO NUWKD  Ha

YD-CnexkTpohoTOMOTRMA, Y@-cnoxTpbl
NOrNoWeHKA WENLITYEMOro v CTAHRIPTHOrD
pactnopon n obnacti ot 250 Ao 200 Hm
UMEIOT MIKCHMYMBI NPA OAHAX W Tex Wi
ANUKHAX BanH

BIMWX Bpoma yaCPAMDOHWA  OCHOOHOMD
MUKA  HO  XPOMATOrPAMME  UENLITYSMOrD
pacreepa COOTBETCTHYET BPaMOHWA
YAGPMARAMAS  AMKD  KNONUAOTPENa  HA
XPOMATOrPAMME  CTAMAODTHOG  POCSTHORA |

3. | CPEQHAR MACCA

re Pe, 00C1.4.2,.0000.15

10" KOE b 1 r (mn);

OB6Lee YACNO APOMMEDLIX W NNECHOBLIX FpUbon: He
Gonee 107 KOE o 1 1 (mn),

Encharichin coli: oTeyreTane o 1 1 (mn).

O 248,56 70 263,94 mr (256,25 mr + 3,0 %). 460,00
4. | B0OA F& P®, OOC,1,2,3,0002,16 Motoa K.®uwepa. 3.5%
He Gonee 7,0%
5. | PACTBOPEHUE re PO, 0DC.1.4,2.0014.15 (96%)
YO-cneKTpooTOMETRHA. G4,8%
He mexeo 80 % (Q) oT aaauneMHoro konuuectos | a7.4% ;
(nonMAGTpEna depes 30 MUH, | 95,8% |
94,0% |
96.6% |
L 065.1% |
6. | POOCTBEHHBIE BIMX, 0.02%
NPUMECH Mpumecs A = e Gonee 1,2 %, 0.12%
npumach C = va Gonee 1,5 %; 0'01 0
CAMHUUHON  HOMAEHTUDUUMPORAHHAR APUMECH = HE 0.16%
Ganea 0,2 %; Y
s cymma npumecei=He Gonee25%. | L
7. | OOHOPOOHOCTbL r® Po, 0®C,1.2.4.0008.18 (enocob 1)
OO3UMPOBAHMA AV % 15,0 % (n = 10), ocnr yenanue HO BLINOAHAGTERA, AVin=3.3%
To AV £ 150 % (n = 30), v ann 30/30 raGnoTox
KONWMECTRAHHOG COAGPMAHWE KNONUADIPena AOMKHO
- HAXOQWTLEA B uHTeponny 0,750~ 1,25-M. __
8. | MAKPOBMONIOrMYECKAS | T® P, O®C.1.2.4.0002.18, KaToropun 3A.
YUCTOTA Obuwee yneno aapobHix Mukpooprakamon - He Gonee

MoHeo 20 KOE R 1 T

Menos 1I0KOEn 1T
____ Mo olnapysoHo

9. | KONWYECTBEHHOE
ONPEAENEHUE

B2XX, o7 71,25 go 78,75 mr knonuacrpena (oT 95,0 %
£10 105,0 % oT 39ABNEHHOID KONUYBECTIN) [ DAHORA
TUGARTHO.

72.87 mr
(97.2%)

Ha koumyprol ssolrosoll ynasoaxi (Bhucmops) wHa

10. | YNAKOBKA Mpu npaulaadcman, chacoake wunu ynakouke na OO0 | Mpousaodemao, hacouky o YIAKOuRD Ha
«MAKI3-PAPMA! 000 «MAKIM3-DAPMA»,
Mo 10 Tabnetok n KOHTYPHYIG mAuYehkonyio ynakopky | Mo 10 TaGnetok B KOHTYPHYK AYCARDLYIQ
(GNUCTER) M3 NNOHKM NOMMDUHWUNXAOEMAHOR W QONLIW | ynakeoky (GniucTep) wa nnoukes NBX/MNBOX v
ANIEMUHKANOA MAK 0 KOHTYRHYIO AYGAKODYIC YNOKOBKY | hofkrit ANIOMUHWEHON
(Grwerep) w3 nnedkn  TIEXMIBOX v chonbri
anioMunsenoi Mo 30, 60 wnw 80 TabaeTok b Gamee vl
NONUDTUNEND  WWIKOTO  AJQDNEHWA,  YRYNDPUHHOR
KPBILLKOW NONUMEPHOW G KOHTPONEM NEPBOro BCKPLITUA
UKW B BAHKE W3 NONWATUNEHE BLICOKOH NNCTHOCTY,
YKYNOPEHHON  HPLIWKOW MOAUMOPHOA ©  KOHTRONGM
NEpnoro BCKPLITHA,
Mo 3 wnv G KoWwrypHbix  Avedkonbix  ynokonok | Mo I KOWTYPHLIX  AYBAKODBIX  YNAKODOK
(GnvcTepon) wnr no 1 GoHKe amecTe © MHETPYUWER no | (GNUcTepon) BMECTE ¢ WHETPYkuwen no
NPAMEHEHAIO R AAYKY KARTOHHYIO NPUMEHEHIWID B NAYKY KAPTOHHYK:.

11. | MAPKMPOBKA fMepouyHAR ynakooKa. MepauyHan yriaKooka,

Ha  sonmypnol  wuedkouod  yrako6e




KK-006/3®8
MACNOPT Ne 260/23 cTp. 2 w3 2
fﬁ OTOEN KOHTPONA KAYECTBA
NuueHana N200205-NC oy 15.02.2021 r
MAKHUIDAPMA HAMMEHOBAHWE Mnarpun® tabneTku, NoKpPbIThIe
smen MPEMAPATA: nneHouHon obonoykon, 75 mr
1 28, 1 Mocena .
ANTOMOSKARNIIRA NEOAIA. HOMEP CEPWMH: PL1310623
hom B, OATA TIPOM3BOOCTBA: 23.06.2023
iy FOAEH AO: 30.06.2025
cTpoenne A OBBEM CEPWUMN: 9920 yn. Nell
Ten. (40F) U51-00-00 NPOU3BEOEHO: 000 «MAKU3-DAPMA»
AHAIMZ NO: NN-006376-290720, Mam. N21, 2, 3
XPAHEHME: Mpu TemnepaType He Bbiwe 25 °C,
""Ne | Hawmcwobanme |
£ o oMua:::-r':mn Tpobosanua HO, PoayneTaTe! aHanuaa
PYCCKOM RILIKG yKO3bIOAKIM! TODIONDE HOWMEHOBSHWG | (GNUCMAPE) HA PYCCKOM Rabike YKOJUHO!
NPenipaTa © npeAynpeanTentHol mapkvponkoh ®, | Toproooe HaMMOHODAHME npenapata ¢
MCHAYHAPOAHOS HONNTAHTONAHHOS HAUMEHOBAMWE W | NpeAynpeanTenbHoR Mapkupopkod @,
AOJMpORKY (MO pPYCCKAM U JHFNMACKOM  A3LIKaX), MaxayHapogHoo HENATAHTORAHHOG
NeKapcToaHHYID OPMY, HAMMEHODOHWE  TODAPHLIA | HOMMOHODAHWO W A0JIMPODKD (HA PYCCKOM W
IHAK  (NATHHMUGR) AepMOTENs  POrMCTPAUMOHHOMD | aHrMWAckom AIBIKAX),  NEKAPCTREHHAA
YAOCTODOPEHUA, HOMED COPWW, A3TY NPOMINOACTEA | hOPMR, HOMMEHOBAHWG TODAPHBIA JHDK
(npu  chocouks Ha QOO «MAKWI-GAPMAN AQTY | (NOTUHMUEA) QOPMATENR PEFMCTPAUMOHHOMD
NPOM3BO/ACTDO HE HAMOCAT), AATY WMCTEUGHWA CPOKE | YAOCTODEPEHMA, HOMER cepud, Aaarta
FOAHOCTH, UCTEYGHWH CPOKD FOAHOGTH.
Bmopuynan ynaxkoaxa. BmopuyHas ynakooka.
Ha kapmorHOO navke Hn pycckom R3vike yKxaawiaalm; | Ha KkApmMonNOD naske WO pYcoKoM SaniKe
Topropos HRMMOHOBAHWG npenapara C | yxoaawo: TOpronoe HIAUMEHOBAHUE
NPEAYNPOANTENLHOR MOPKUPODKOA ®, memayHapoanoe | npenapata € npeAYNPEANTENLHOR
HENATEHTODAHHOE HOWMBHODaHuE, A0aupoDKRy, | mapkupookon @, MEMAYHIPOAHOR
DapMaKOTEPONBOTHNECKYIO TPYNNY, NOXOPCTHEHHYIO | HeNaTeHTOBAHHOS HAUMOHOBAHNE,
opMy W konudocToo Tofinerok B ynaxopke, | A0aMponka, thapMoKeTOpanenTUYECKAR
HOWMEHODOHWWE W cOAEPWAHWE  JeRcToywowero | rpynna, NOKAPETHaRHAN thopma LI
bouecTna o ofgHoR TAGNOTKE, YENODWA XPAHMOMMA, | KanuuwecTno  TAGnetoxk B ynakonke,
NPAAYNPOAUTENbHEIR HDANMCH <COABPMMT NAKTOML | HOWMEHOBAHWE ] cofopRaHue
MOHOrUAPaTs, «XpaHWTh O HEACCTYNHOM ANA AeTed | gefcToydwero  newecToa B O4WOM ¢
MBCTEY, «epes NPUMEHOHAEM npenapata | Tadnertke, YENouus XPAHEHKA, J
OJHAKOMBTECE € NPUNAMABMOR  WHCTRYKUMERs, | NPeAYNpeANTEnbHBIE Haanucu «ConepmMuT |
w[PUHAMATE ND HOIHOYOHKMIO DPIYAN, YENOOKA OTAYCKA, | NOKTOINI MOHOMMAPOTS, «XpaHWTe O |
cnocob ApAMEHaHun, HOAMKCL alDu - | HeACCTYNHOM ANAM neTen mactes, «[lapeg |
IBPOTUCTRUPONANHLIA  TODARHWIA  3HAKe,  HOMOP | APUMEHEHWEM NPENEPATH QIHAKOMBTECE C |
COMAQTENLLTEA O PEFMCTRAUMW  TODOPHOTG  3HOKY, | NPANDrOEMOR WHCTPYKUMEAN, «MpunumaTh |
HOMEp POrUGTPALMOHHOrD YAQCTODGREHWA, | NO HA3HAMEHWIO BPANA», YCNOOMA OTNycka, |
HOWMEHDBAHWE Asp¥aTenn POrUCTROUMOHHOrD | CROCOG NPUMEHEMMR, HAANWCE @i ;
l YAOCTOBOPOHWA, ©f0 CTPAHY W TODOPHLIA  JHAK | JAPOIVCTDMPOROHHLIA  TOBADHBIA  JHaKy,
(NOTUMULGA), HAWMOHOBAHWO W CTPAHY = QUPMbl- | HOMOP COWABTENLETDA O PAFMCTRALMW
‘ NPoUIBOAKTENA (NPH NPoMaaoacTne Ha 000 «MAKW3- | TonapHOro aHOKA, HOMEP PErMCTPRLKCHHOND
[ DAPMA»  yxoawiDdKOT  GTPAHY, ropoA), WTRUK-kOA, | YAOCTONOPEHMA, HOMMEHOBAHWG depwatann
HOMOR COPUM, AQTY NPOMIBOACTEA (MPM NPOMIDOACTDE | PErUCTROLMONHOMG YAOCTODODEHHN, 6ro
Ha 000 «MAKW3-®AFMAs 4Ty NPOMIBOACTDA He | CTPAHA W TODADWsI  Jnak (naTnHuuen),
HAHOCAT), A3TY WCTBMEHWA CPOKA rOAHOCTH, LUTPUX-KOS | HOWMEHODOMME, CTPOKD M ropon UPMiI-
1] thopmaro DalaMatrix, rnofanuHeifi | NPOMINOAMTENR, WTPUX-KOA, HOMOD CODHM,
MACHTUDWKIUMOHHEIA HOMEBP TOProBoW eAUMWMLLI W ADTY WCTEUOHMA CPOKN FOAHOCTMH, LWTPWX- |
‘ HHAMBMAYaNbHLIA CONWAHMIA HOMED TOPronoA BAMKHMLL, | Koa 0 copMare DataMatrix, rnobanuHed |
; Ha atukaTky GaMkv W KODTOHHYIO Mauiy MOrYT GbiTh HABHTUCDUKALUMOHHBIA  HOMEP  TOproood |
i l HAHOCOHLI TOXHUMECKWE (NMPOWIBOACTOOHHLIC) KOALl | GAWHWUL W WHAKOUAYDNLHBIA  COPUAHDBIA |
(rpachudeckue, ByknenHbIe UnK LudponLI) HOMEBP TOPrOBOA e4UHULIW, !
Lononwumensyo wa omopuiHol ynakoexe (Ha navke | fononnumensHo Ha emopusHol ynakoake
KapmowMod) Ho  aHenulcKoM  AJbiIKD  YKOJLIORKOM: | (MO NQYKe KADMOWHOG) 1o aHANUOCKOM
TOPronog HOWMEHODDHWE NOKAPCTAEHHOrO MNPENOPATA, | HIbKe yXOJOHO: TODrOBO® HAUMEHODIHME
MEXAYHAPOAHO® HUNATOHTODOHMOU HAWMOHODAHWG, | NEKAPCTHBHHOMD npenapaTta,
A03MPODKY, NEKAPCTOOHMYID hOPMY W XOnW§BCTOO | MexaynapogHoa HENATOHTOBAHHOE
TaBNETOK 0 ynakomKe, HaANUCh sAnlingaregants, HAWMAHODAHWE, 40IMPOBKA, NEKADCTHEHHAH
chopma U konkdecTo TalnaTtok o ynakaoxe, i
_ Hagnuces =Antlagareganty. ]
3aknroyeHue: Cuorac-rcrayer TpeboBaHuam M- 006376 290720 Mam. Ne1, 2, 3

HavaneHuk OKK: ,

Hara suinycka OKK: «02» asrycra_ 2023 r,




