Nuuyensuma Ne 00205-N1C ot 15 deepans 2021 roga

Pazpewmenue Ha Buiyck JITT No 258
{1 coorperereny ¢ flpunokennem 16 cGMP)

Permission 1o release products (in accordance with Appendix 16 cGMP)

109029, r. Mockpa, AxromoOmiteHail npoesa, 4. 6, crp. 4, cip. 6, ¢rp. 8§/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazranue npozayira / Tarpun@@/ Plagril
Nume of the product B
MHH / Knonuaorpe:/ Clopidogrel _
INN s n - .
Jlekaperrennan Qopma / TaGNCTRH, NOKPLITEIC TACHOYHON 0boiouKkoi/

Pharmuaceutical form | film coated tablets i
Jlosnposka / 75 mr/ 75 mg
DOSL\ T e T T — mrar e
Tun ynaxopiu / 10 wrr. /3 konrypnas auefikonas YIAKORKA / MaYvki KaproHHag
Package type 10 PCs / 3 blister packs / cardboard packs
Homep ceprin / PL1320623 N
Bach number o o
Jlata npowasojacTsa / 23.06.2023 a
Date ol manulaclure o -
Cpox rojmoctn / loaen a0 30.06,2025

Expirydate
Pasmep cepu / 9 912 ynaxonor/ 9 912 packs
Buch size L B
Crpana Hasnanucnng / Pocena/ Russia

_Destination country _— |
Pernerpannonioe yaocronepenne | JIN-006376 ot 29,07.2020 (aara samenst 12,05.2022)/
/ Marketing authorization | JIIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopsmaTtususrii gokyment / JITI-006376-290720, uam. Ne 1,2.3/ B
Normative document JII1-006376-290720, variation Ne 1,23
ﬁﬁ&-ﬁu@}lcmu IOTOBOM Obectso ¢ Orpani4eHHol OTBETCTREHHOCTRIO "MAKH3-
Aexapereennoii hopmn / Finished | @APMA" (000 "MAKH3-OAPMA")/ Limited liability

| dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PITARMA")
Adpec/
Address:

109029, r. Mockea, Apromoduuiwil npoesi, 1. 6, crp, 4, erp. 6, c1p. 8/
109029, Moscow, Aylomubilney Proyezd, 6. bld 4. bld 6, bld §

[Teprimnan vinakonka / OGu1ecTBO ¢ OrpanityeHHOi OTRETCTRCHAOCTLIO "MA K 3-
Primary packaging DAPMA" (000 "MAKN3-DAPMA")/ Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec / ' -
Address:

Bropuunas ynakoska / OGuectno ¢ orparivennoi oTBETCrBeNHOCTHI0 "MAKH3-
Secondary packaging GAPMA" (000 "MAKH3-GAPMA") Limited liability

‘ e _— | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Aapee/ '
Address:

109029, 1. Mocksa, ArToMoGIILILIT npoesa. . 6. etp. 4. c1p. 6, crp, §/
109029, Moscow, Avtomobilney Proyezd. 6. bld 4, bld 6, bid §




inuerana Ne 00205-1C ot 15 deapany 2021 ropa

- Buinyexaonguit KOHTPOJIL, OO6LeCTBO ¢ OrpariHeHnol 0TBETCTBEHHOCTLIO "M A KI3-

| KauecTRa / DAPMA" (000 "MAKU3-®APMA"Y Limited liability

| Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
- Aapec/

. Address:

109029, r. Mocksa, AsToMoGHILHLT mpoesx, A. 6, ¢rp, 4, ¢rp. 6. crp. 8/
| 109029, Moscow, Avtomobilney Proyezd. 6. bld 4, bld 6, bid §

i Hassanne ADC/ Kaonnuorpes/ Clopidogrel

tAP] name : -
- Mpoussomrens AGC / Xerepo Ipare Jlumuren, Wi/

- API manufacturer Hetero Drugs Limited, India

' Homep cepiin ADC / CP23030007

_AP] Bach number

Hacrosums noarsepicaaio, uro jaunas cepusi No PL1320623 Tharpun® tabnericu, MOKPLIThIC
lLAcHOMHOI 0Gonotkoit, 75 Mr Ne 30, nacnopr Ne 261/23 or 02.08.2023 Obia nponssesiena u
HPOKOHTPONMPOBANA B COOTBETCTBIN ¢ AeHCTRYIOWHMY [ pasunamn Haanesawei
NPOUIBO/ICTBERHOM nparTHiK Enpasuiickoro Dxonomuueckoro Coosa i TpeboBaHuAMK
Percrpaunomiore nocke, a takie b coOTRETCTEMM co CCIH(IKAUNAMK 3aPCrHCTPHPOBAHHOTD
HPOJIVKTiL,

Hokynmenrsi no nponzsosctay (MPHMEHHMLIM CTAAMAM) 1 KOHTPOMIO KAYecTRa TPOBEPEHSL! 1
0J100peHET.

JhoGsIe OTKIOHCINS pacCICAOBANEY I COOTBETCTRIN ¢ BHYTPEHHHMU Npoeaypasi i 0106pei
YIIOAHOMOUCHARIAMN THLIOM /

I 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 dossier, as well as in aceordance 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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. KK-006/3D8
f MACMOPT Nz 261/23 cTp. 113 2
" QOTAEN KOHTPONA KAYECTEA
/"'ﬁ Nuuoxana Ne00205-NC o1 15.02.2021 1
MAKAIDAPMA HAUMEHOBAHME Mnarpun® TabneTkH, NOKPLITLIC
S NPENAPATA: nneHoYHon oBonoyKon, 75 Mr
109020, : 7
Anmund:muaﬁr;:pbcm HOMEP CEPHM: PL1320623
aom, OATA NMPON3BOOCTBA: 23.06.2023
il rOAEH f0: 30.06.2025
crpoauue B OBBEM CEPMN: 9912 yn. N230
Ten: (408) 041-00-86 NPOW3BEQEHO: 000 «MAKN3-OAPMA»
AHATNW3 NO: JIN-006376-290720, Vam. Ne1, 2, 3
= XPAHEHME: MNpy TemnepaType He Buiwe 25 °C.
Ne HaumoHoBaHuo TpeGonanua HA PeayNbTaThl aHANWaa .
n/n noKa30TeNA P , S Y e |
1, | ONACAHUE Kpyrnble  ABORKORLINYKAGE TabAETkM C  GIackod, | Kpyrnkie  ARCAXGBLINYKNWG TaGnetes

NoKPLITEE NAeHoYHoW obonodkol poIonore UpeTa

thaCKDR, MNOKPWITHIC ANEHOMHOR oLONOHKOR
pOJOBOro LpeTa.

2. | NOONWHHOCTE

Y@-crnokrpahoToMeTpMR,  YO-CNoKTpsl  NOrNoWeHUA
UCMLITYEMOrD W CTAHANPTHOTO pacToopon i obnacty ot
250 20 300 HM AOMMKHEL! MMETL MIKCHMYMBI NTPW CAHKX W
TEX WU ANVHAX DONK,

BIKX Bpoms  yAGPHMDAHWA OCHOBHOrO NWKL WA
XPOMATOIPAMME  MENLITYEMOTO  PACTHORA  AONMHO
COOTUOTETRONRATL  UPGMEHK  YAOPMWDAHWA KD
KNONWACTPERN  Hid  XPOMATOrpaMME  CTAHALPTHOrG
pacTnopa (pasaen «KonuuecToEHHOE ONPEALNCHUEY ).

Y®-crnekTpodhoToOMOTPHA, Y@-cnakTph
NOFNOWENUA MCLITYBMOro W CTAMAAPTHOrO
pactoopon ¢ abnactk ot 250 Ao 300 Wm
WMEBIOT MIOKCUMYMBl NPW OAHMX W TOX ®e
ANWHAX DONH,

BOXWX DBpoems yACDKUOOHWA OCHOBRHOID
NUKD  HO  XPOMaTOrPAMME  WCMbITYEMOro
pacToopa cooTneTcToyaT OPEMaHU
YACRHMUOOHMN  NAKD  KNONWAOFPCND MO
XPOMATOrPOMMG  CTAHAAPTHOTO pacToopa
(pasaen «KonudecTnoHHaE onpeacnerues). |

re Po, 092C,1.4.2,0009.15

Or 248,56 A0 263,94 mr (256,25 wr £ 3,0 %) 260,21 mr
4. | BOOA rd P, OOC.1.2.3.0002.15 MoToa K.Puwepa, 3.4%
He Gonee 7.0%
5. | PACTBOPEHUE re Po, 0OC.1.4.2.0014.15 (08%)
Yd-cnoekTpodoToMeTPHA. 100,2%
He wmenee BD % (Q) oT JaADNEHHOMO KONWYECTOA 95, 7%
KNONUADIRENa Yepel 30 MuH, 98,1%
08,4%
96,6%
96.4%
6. | POOCTBEHHLIE BIMHX. 0.04%
NPUMECH Mpumecs A = ne Gonoe 1,2 %, 0‘1 1,;,
npumock C = Ho Gones 1,5 %; nloo';':!.
CAWMUYHAA MEWACHTWDUUWPODAHHOA NPHMECE = HE 0.16':‘
Gonee 0.2 %, s
CyMMA npuMoceis = He Gonee 2,5 %. e
7. | OOHOPOAHOCTE F® Po, OBC.1.2.4.0008.18 (cnocoG 1)
NO3UPOBAHUA AV = 15,0 Y% (n = 10), ocnw yEnanuo HE BLiNONHAGTEA, AV =3,3%
To AV = 150 % (n = 30), u ann 30/30 rabnoTok
KONUHECTREHHO® COAGPWAHUE INONVASIPENT AONMHO
| HAXOAMTHEA B WHTapnane 0. 75-M = 1,25 M, o
MWKPOBWONOMrM4YECKAR | N'e P@, O®C,1.2,4,0002,18. KaTeropua 3A.
JACTOTA O6uwee Yueno 03pobHuIX MUKPOOPrannaMon - He Bonae

10" KOE 1 1 r (mn);

Obujes YUEno ARONKENLIX W NABCHABEIX TPUGOD! He
Gonen 10" KOE n 1 r (mn);

Escherlehia coll: oteyreTone o 1 r (mn).

Moenee 20 KOEn 1 ¢

Meneo 1I0KOE B 11
Ho oGuapyrkaHo

9. | KONMUYECTBEHHOE
ONPEAENEHNE

B3XX. ot 71,25 40 78,75 Mr knonugorpena (o1 95,0 %
A0 105,0 % oT 2aABNCHHOrS KONKHESTHD) 0 O4HOK
rabneTie.

71,44 mr
(95,3%)

10, | YNAKOBKA

MMpu npouaaedemean, ghacosxe w/my yrakoeko Ho QOO0
«MAKHI-PAPMA Y,

Mo 10 7Tabneror o KOHTYPHYID AYBRKODYIO YNIKOUKY
(GnreTep) U3 NNEHKN NONUOUHUNXNOPKAHOR W hanbru
ANOMUHUCDOR UMK 0 KOHTYPHYID AMERKODYIO YNakooky
(Gruwcrop)  wa  nneugn  NEXMBAX o dhonuri
anomuHuenon Mo 30, 60 wnu 80 TabneTok 1 GaMES U3
NONWITANEHA  HUIKOFO  AABNEHAR,  YRYNOPEHHOW
HPLILKOK NONMMEPHOW © KOHTRONEM NEPEOTD UCKPLITHA
W £ Gadke Wd NONMOTHNGMD OLICOKDW NNOTHOCTH,

YKYNOPGHHOR KPLILLKOW NGMAMCPHGR €  KOHTpanam
NePNore DERPLITIA,
Mo 3 wnn 6  KOHTYRPHBIX  AUEAKOnbIX  YNAKONOK

(Gnuetepon) unw no 1 GoHRG BMECTE € WHCTRYKUMER NO
NPAMEHEHNIO O NAUKY KAPTOHHYIC.

fipouanodeiion, Gucoaka 0 yIaKookd Hi
Q00 «MAKMI-DAFPMAN.
Mo 10 TabneTtok B KOMTYPHYIO AYGhKonyio
ynakonxy (Gnucrop) ua nnovi NBX/MBAX v
thonbru aniemuHkenoi

Ma 3 KOWTYPHLIX HYUCHKOBLIX  YNOKOBOK
(GnucTepon) BMOETO ©  WHCTPYKUMER no
NEMMOHOHWG 0 NBYKY KNRTEHHYID.

11, | MAPKWPOBKA

MepauyHan ynakoaoKa.
Ha kowmypHod avelkosold ynakoaxe (Gnucmepe) wHa

NMopausnan ynakooka.
Ha  woumypHol  sedkoaod  yraKouke




MACTOPT Ne 261/23 B0
CTp.2M32
1;?& OTAEN KOHTPONA KAYECTBA
Ilnuexava Ng00205-M1C or 15.02.2021 r
MAKHMIDAIMA - [ AMMEHOBAHRVE Mnarpun® TabneTku, nokpeITLIe
—T NPETNAPATA: NNEHOYHOU 06ONOYKOW, 75 Mr
I oCYna A
AnTOMODHNRMKIA NBOeaS, HOMEP CEPWM: PL1320623
Acw B, OATA NMPOMU3BOOCTBA: 23.06.2023
i TOBEH [0: 30.06.2025
cTpoamne A OEBEM CEPWM: 9912 yn. Nz30
Ten (408) 061-00-85 MPOW3BENEHO: 000 «MAKW3-©DAPMA»
AHAJTUI NO: JIN-006376-290720, Wam. Net, 2, 3
XPAHEHME: Mpu TeMnepaType He Bblwe 25 °C,
e s s
. ET: m:i:ﬂ:::;'ﬁ:::" TpeBopanus HO PosyneTaTh! aHanKMaa
PYCCKOM Ribikg yxnILIGAOM,; TOPropoe HINMEHOBUNWG (Gnucmepe) HH pPYcCHOM Mabikg YRUIGHO!
npenapaTa ¢ npegynpeawuTenLHoA mMapxupooked @, TOPronoe HaMMOHORIHWO npenapata ¢ |
MENMAYHADOAHOE HENDTEHTODOHHGE HAWMEHOBAWWE W | NPeAYNPOLHTENLMON MOpkMpookod @, !
ACIMPORKY (MO PYGCKOM W BHrAMACKOM A3wKaX), | MOMAYHAPOAHOE HENOTEHTORAKHDS |
NOKOPCTOEHHYK HOPMY, HAMMEHODAHWE TOBOPHBIA | HAMMEHODRHWE W 40IMpanka (Ha PYCCKOM 1 |
JHOK  (NOTUHWUGH) AGPKETENS  POFMCTPAUMOHHOTD | OHFIMACKOM A3LIKOX),  NEKOPCTHOHHAR
YAOCTONOPEHUA, Homep cu{phu. ANTY npowanoacTod | hOpMA, HAMMOHORAHWE TORAPHBIW AHAK
(npn  chacooke wHa QOO0 «MAKU3-GAPMAx ABTY | (NATUHWLOR) KEPMATANA PETUCTRALMOHHOrO
MPOMIDCACTUD HO HANOCAT), ADTY WCTEHOMUA CPOKD | YAOCTODGPGHMA, HOMOP copuM, AJaTa
FORHOCTH, WCTCUGHUA CPOKD roaHOCTH,
Bmopuvnan yrakooxa. Bmopuvwnon ynakoaxa,
Ha kapmoknol nauke Wa pycckom Aauike yKoasianiom: | Ha kapmownold novse wa PYCCKOM AILIKE
Topronos HOHMEHORAHUE npanapaTa c | yxaaawo: TOpronoce HONMEHOBAHKWE
npeaynpeguTtensHold mapkuposkod ®, maxayHapogHoa npanapaTa c NPARYNPEAVTEILHOR
HENATOHTODOHHOE HOUMBHODOKMWO, AOIMPODKY, | MDPKWPODKOR @, MEMAYHIpoAHO®
mﬂpMnKUTEpHHB!THHBCWDQ rpynny, NEKDPCTRGHHYIO HENOTAHTORAHHOS HOUWMEHODAHWE,
thopmy W konwuoeToe  tabneTok o ynakoexe, ( A0anponka, DapMAKATOPANABTHYECKAR
HANMEHOBAKKG [} COAopWaHUa  AoAcTayidwero | rpynna, NBKAPCTOOHKARN thopma [
DOWECTD @ oAHOA TAGNATKO, YCNODWA XPaHOHWA, | KonwvecTno  TaGnetok o ynakonke,
NPOAYNPOAWTENBHLIE HAANMCH «CoABPMUT NAKTOIB | HAMMEHOBAHKE " coaepMaHKe
MOHOrMAPaT», «XpAHWTE B HEZOCTYNHOM ANA JOTed AoRAcTayOUlero  mewecTsn n pAHoh
MECTa», allepoy NPUMaHEHHEM npenaparta | TaGnertke, yenonua XPAHBHUR,
CIHOKOMBTOCE  C  NPUNATAGMOR  MHCTRYKUMR@R, | NPOAYNPEAMTENbHLIG HAAMMCH «COLOPWHT
a[IPMHUMATL N0 HAIHAYEHWIO Bpauanr, YCNOUWA QTNYCKA, | NOKTOII  MOMOrMAPATE, aXpPAHWTE O
cnocol NPUMEHTHUA, HaanuEL ulll» - | HEpOCTYRHOM AnA AeTall MocTes, «Mopos
MIPEFUCTRUPOBOMHLIA  TORAPHLIA  3Hakn,  HOMEP | NPUMEHEHWAM APenapaTa 0JHAKDOMLTOCL €
COMAGTENLCTEO © POrUCTRAUMM  TODADHOMG aWakE, | MpUNaraeMoi VHETRYKUMEA®, «[TpUHUMOTS
HoMmep POrMCTRALMOHHOMD YAOCTODCPEHHA, | NO HOJHOUGHWIO DPAYAR, YENOOWA OTRYCKA,
HOUMEHOBAHWE AGpWATENA PEruCTPOLMOHHOMS | cnocol NPUMEHEHWA, HOANWCL «Ew
YAOCTOUGPOHAK, Or0 CTPAHY W TOWAPHBIA  3HaK JAPEFACTRUPOBAHHBIA - TONAPHbIA WOy,
' (NaTUHUUOR), HaMMEHOBAHME W  CTPAHY  MPMb- HOMOP COMAOTONMLCTDA O  POFUCTROUMM
! NpaulsosuTann (npk npousnoacToe Ha OO0 «MAKW3- | rorapHoro anaka, Homop PErUCTRALMOHHOrD
DAPMA»  ykadupalT CTRAHY, FOPOA), WTPUX-KOA, | YAOCTOROPOHMA, HAUMAHODAHUE Aepxartans
HOMBP COPWH, AATY NPOMIBOACTOR (MPU NPOMADOACTEE | POrMCTPALWCHHOrD YROCTODCDEHUA, ero
Ha Q00 «MAKW3-©APMA® aaty npowinofcTon He CTPAHA W TODOPHBIA JHOK (NATHHUUEA),
HAHOCAT), ADTY MCTOYGHWA CPOKA FOAHOCTM, LUTPUX-KOA | HOWMEHODAHWE, CTPAHR W ropon hUpMels
(il chopmaTa DataMatrix, rnobanoHelA | NPOMIDOAWTENA, LITPUX-KOA, HOMEP CopUY,
WAGHTU(RMKOUMOHHBIA HOMEP TOPronoOA eauHMULl W AOTY WCTOMOHMA CPOKA FOAHOCTH, LWTPWX-
MHAMBUAYANLHLIA COPMIHEIA HOMAP TOPrONGR BAMHALL, | Kad n copmate DalaMatrlx, rnoBankHem
| Ha aTukoTky GaWkn v KAPTOHHYIO nauky MOTYT BuiTh | MAGHTWAMKOUMOHHBIA HOMED  TOProoo@
] HOHOCEHBL!  TEXHW4ACKME (NPOUIDOACTDOHHLIE) KOAbl | GAMHHUL W HHAWDMAYANbLHLIA  COPUAHLIA
i (rpachuuecrua, Gykoerrbio unwn uuchponnia) HOMBR TOProBon aauHuUbI,
f Hononnumensro Ha amopusnod ynakoexe (wa navke | Donennumensve Ha amopuYHOG ynaxoake
’ kapmowHod) wa  awanudckoMm  RIsiK0  yKkaaslaniom: (Ha nauke kBpmMoWHOD) HR aHERUdCKOM
! TOPronoé HAMMEHODAHWE NaKapPCTeEHHOro npenaparta, | Aiske yKa3aHOo! TOPronos HOWMOHOBAOHWE
[ MOMAYHAROAHOR  HONATEHTODAOHHDE HOMMEHOBAWME, | NEKAPCTROMHOrD npenapata,
! ACJHPODKY, NEKIPCTDOHHYIO DOPMY W KONWYECTRO | MOWAYHapoaHoo HENATEHTODAMHOR
| TalneTor o ynaxooke, HOANKGE «Antiaggregonts, HIWMQHOOOHWO, JOIWPODKDA, NEKAPCTOCHHAN
l thopmMa v konu-ecToo TabneTok n ynakonke,
‘ . Hoanuce cAntinggragants. 104
3aknoyeHue: CooteercTeyer rpebosanuam JM-006376:290720, Uam. Ne1, 2, 3

HavaneHuk OKK:

HaTa sbinycka OKK: «02» asrycra 2023 r.
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