Nuuerans No 00205-N1C ot 15 despann 2021 roga

Pazpewenne na souinycx JIIT Ne 101
(n cooraereTaum ¢ [punomennem 16 cGMP)

Permission to release products (in accordance with Appcndn. 16 CO’VIP] L

ARG PR A Inarpundd/ Plagril 1

 Name of the produet

MHH / Kuotmorpen/ Clopidogrel

INN i

Jexaperrennus dopaa / TA0JICTRH. IMOKPLITLIC IICHOMHON 000I0uK0i1/

Pharmaceutical form film coated tablets

Jlosuposia / 75Mmr /75 mg T
Dose S -
Tun ynakorkm / 10 ure. /3 muwrm.m AMCIKOBIS YIIUKOBKA / TTAvKa I\Jplmlll v
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepnn / PL1020323
Bach number -

Jlata nponasoAcTBa / 14.03,2023 -
Date of manufacture

Cpor roymmocti / lojien 10 28.02.2025 o

Expiry date e B

Pasmep cepiit / Y 977 ynaxosox/ Y 977 packs ]
Bach size -

Crpana nasHavenns / Pocena/ Russia

Destination country -
Perncrpaunontoe yaocropepenne | JU1-006376 or 29.07.2020 (mata zamenut 12.05.2022y |
/ Marketing authorization JITT-006376 from 29.07.2020 (renewal date 12.05.2022)
lHopyaruenetii fokymMenT / JITT-006376-290720, nzm. No 1,2/

Normative document y JITT-006376-290720, variation Ne 1,2 A
Hﬁmo,n.luo POTOLON OGnecTrO © OrpaiueHnol OTRETCTREHHOCTRIO "MAKHM3- |
aekapersennoit Gpopmer / Finished | @APMA" (000 "MAKHM3-GAPMA"Y Limited liability

dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mockra, AsromMoGuARHEI npoet, 4. 6, etp. 4, ¢Tp. 6. cTp. &/

109029, Moscow. Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepRHHAR YIAKORKA / O01eeTBO ¢ OIPAHIMEHHOT OTRETCTREHHOCTLIO "MAIKH3-
Primary packaging DAPMA" (OO0 "MAKH3-OAPMA") Limited liability

| company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mockga, AsToMOGIUILHBIH 11poess, J1. 6. crp. 4, c1p. 6. cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4, bld 6, bld 8

Bropnunas ynakonka / OGMECTRO € OTPARITICHIION OTRCTCTREHIOCTHIO "M AKM3-
Secondary packaging DGDAPMA" (000 "MAKH3-OAPMA") Limited liability

company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Adpec/ -
Address:

109029, r. Mockna, Asromoduannnii npoes. 4. 6, crp. 4, crp. 6, crp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bid 4, bld 6, bld 8




fniiensan No 00205 /1C ot 15 dhespann 2021 roga

Branyerumotandi koo, OBIIECTHO ¢ OFPanICIIO OTHETCTRCIITOCTHIO "MAKI3-

ROl e T M DPAPMA" (000 "MAKH3-QAPMA"Y Limited ltubility
CQOualis Control _ ) !_E‘_;r_l‘np.:_{r_}’\.“"'lIf»_’!_f}.__I"{.l.‘_{_.;_l_‘_]_-l,“\l_{f_"g‘[ﬁ" (LLC ”f\-_l_._-ﬂKIZ;!’I-];‘_\I_QQ-*I.-‘\'fl_

W, e

Adddress:

FOODO v Moesa, N eongoe L Mpoesn, 1L 6, cvm, d, ¢rp.toerp. 8
TI9029, Moscow, Ar tomobilngy Provesd. 6, bld 4, bld 6, bld 8

e ADC |' Kaonnaorpen’ Clopidogrel

AP nume - N
Hpor o e, Ad¢

CAPTmanufacturer

T Nerepo Jipare Jiren, M~
- Hetero Drugs Limited. India

Hosep cepin AGC - [erEiiene:
AP Rach number {

Haciosumse mogarmepsk:gio, 1o nnag cepist No PLIO20323 [Tnarpiaie radaers, HORPKI T hle
ool abonodkoi, 75 sp No 30, macnapr No 104723 01 10.04.2023 dnia TTPOMCCH: 1
HPOROHTPOIMPOIIND 1 COOTBETCTRI © Aehiersyiommsi Hpammas Haanesaimeii
HPQIROACTREN O tpaktike Lnpaaniickoro DRanosuveckaro Cootn i rpeGoBmgMN
POrBcTpumonmionr Joehe, o rieke n COOTRETCTRITN CO CHCHIDHKDTITMI ApCrHeTpHpOBalorn
NP,

Jdogysenin no HPOIEHOIC Y (HPHMCIIMIM CTaTHM ) i RONTPOMIO RA9eCTia npanepen i
OULOOPCTTL,

JhoGhie orkioneinyg PUCCACIOBALIL B COOTRETCTRING ¢ RIS EPEHHIs pouey pasir i O100peH L)
M HOTROMOMCH LN 110N

Ihereby contiem that this bateh was produced and controled in secordance with the current Rules
of Guod Manufacturing Practice of the Furasian Economic Union and the requirements of the
Marketing dossier, 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 aceordance with intersal procedures and approved by un
Authorieed Person,

-7 £ -
Beperennirona 3K, T;.-:JE_U‘ ‘tﬁ“.@?ﬁﬂ’:’f' &F 2023 1.
Y OOOMOMCHITOE 116
OO0 MAKI3-DAPMA » : MI1




KK-006/3D8
: MACNOPT Ne 104/23 cTp. 113 2
PN OTQEN KOHTPONA KAYECTEA
L, TvueHann Ne00205-N1C or 15.02,2021 r
MAKMIDAPMA - " HAWMEHOBAHWE Mnarpun® TabneTku, NOKPbLITLIE
" NPENAPATA: nneHoYHon o6onoYKon, 75 Mr
100020, r. Mockna :
ADTOMBEOUALHLIA NPONIA, HOMEP CEPUU: PL1020323
Ao B, OATA NPOU3BOCTEA: 14.03.2023
pildd TORER H0: 28.02.2025
crpoatie f OBBLEM CEPUM: 9 977 yn. Nelo
Ton (465 081.00.08 NPOUSBELEHO: Q00 «MAKM3-DAPMA»
AHATIA3 10: NM-006376-290720, am. Ned, 2
XPAHEHHUE: MNpu TemnepaType He abiwe 25 °C,
b HaumeHoBatne Tpebobakua HY PeayneTaThl aHanuaa
nin nokasatens ‘ P yneT o o
1. | ONUCAHUE Kpyrnuie ARGHKODLINYKALIC TaBAETKM € thackon, NokpuThe | Kpyrime AUCHKORLINYKAbIE TalneTkh ¢
nneHa4Hon oBonoyion poIonaro LneTa dackon, NOKPBLITIIG AAQHOMHDW
= . afoncukov poaonorg ubeTa. B
2, | NOANUHHOCTR Y@-cnoktpoioTomeTpun,  YO-Cnoktpel | NGNOWeHin Y@ -cnekTpodhaTomoTpuR, YO-cnorTpbl
WEMLITYEMOro U ETIHAGPTHOTD POCTOOPOD D 0BnacTh o 250 | nornoweHus WENBLITYBMOro "
A0 300 HM AONMHLI HMETE MIKEAMYMb! NPR O4HWX M TEX Mo CTAHALPTHEO pACTOOPOR o ofnacTy oy
ANWHILY DOMH, 250 po 300 HM MMEIGT MaKEWMYMBL APy
BIMX Bpomn  yaopsuoaHWA  OCHODHOrD  NUMKA KD QAHNK ¥ TEX WO ANMHAK HOMH
XPOMATOIDAMME  WCMLITYOMOrO  pacToepa  ganwdo | BIKX Bpomn yaepwvninms ocHonHoro
CODTHOTCTRONATL DPOMEHA YACRKUDOHWA NUKQ | NHKD MO XpOMOTOrPAMME WENLITYOMOro
KNOMUACIPONA HA XPOMATOrPOMME CTOHAONRTHOIO PASTNOPA | PAGTNOPA  COOTOUTGTOYET  NPOMOHM
(paapen «KonwiecToanHoe onpeseneHnes), YASDMHBAHUA NUKD  KNOMWAOrPEND HA
XPOMATOrPAMME CTARANPTHOMD |
pacTnopa  (pasaen  «KenwwecToovHoo
. ‘ ) ik —y . enpoABnGHuey ).
3. | CPEQHARA MACCA o Po, ODC.1,4.2,0009,15 267 G5 mr
Or 248,56 a0 263,94 mr (256,25 wr + 3,0 %), e
4. | BOOA @ PG, OPC.1.2.3.0002.15 MoToa K.Onwepa, 0.8%
He Gonee 7,0%
5. | PACTBOPEHWE re Po, O9C.1.4.2,0014.15 (96%)
Y@-cnextpothoromotpun, 84,1%
He meowee 80 % (Q) or aasmnenworo  konwscctan 97.3%
Knonugorpena yopes 30 muw, 96,6%
a5,4%
97.7%
s 94.7%
6. | POOCTBEHHLIE B3MHX, 0.01%
MPUMECH Mpumect A - He Gonee 1,2 % 0139
npumect C - ne Ganae 1,5 %: 0.01%
EAH:!KHHHH HEWAEHTUDWLIMPORARHAS NpUMECL — He Goneo 0'1-1""‘:
0,2 %; Bt
- . _|_EyMma npimecein = Ho Ganee 2.5 %
7. | OAHOPOOHOCTL F'® P, O®C.1,2.4.0008.18 (crniocob 1)
[O3MPOBAHKUA AV 2 16,0 % (n = 10), 6cnu yenonue i BrinoliMALTCA, TO AVipn 4,3%
AV 2 150 % (n = 30), u anm 30/30 rtaGneTtox
KONUUBCTDEHHOG  COAUPMAMAC  KNOMMAGIPEND  AOMMHO
| HixoanThen @ WHTepnane 0.75'M - 1,25 M, e z
8. | MUKPOBMOMNOIrUYECKAR | M P®, OBC,1,2.4.0002.18, KaTeropms 3A,
HUCTOTA OGisine wweno aapobHeix MUKDOSPraHuamMen - He Gonao 10
KOE 6 11 (mn): Mewmar 20 KOE w1 ¢
OfuWee Yneno ApoxEDLY W ANBCHENLIX rpvon: He Gonee
10° KOE o 1 7 (Mn),; Menee 10 KOEn 1 ¢
. Escharlehin coli: ateyrerone o 1 r (mn), He gOHapymoHe |
9. | KONMWYECTBEHHOE BIRX. o1 71,25 no 78,75 Mr knonuporpena (ot 95,0 % o :
ONPEOENEHUE 105.0 % oT anAnnenHors konwuocrui) o ogHal TabneTke, fg;g.’}"}"
10. | YNAKOBKA Mou npousgodcmaa, chacoake wunu ynoxoare Ha OGO | [1pouaacdomes, quaconnn o ynanoona wa-
aMAKIAI-BAPMAY! 000 «MAKHZ-DARMAL!
Me 10 Talnerok o  kowTypHylk nuedronyio  ynakosky | Mo 10 TtaBnetok & KOHTYPHYIO
(GnucTap) w1 naeHKi NONWBMHWIXNOPUAHOH W chanerh | Aueikonyio ynakonky (GnucTep) wa
OMOMAHWCDCH UMW B KOHTYPHYIO  Auedkouyio yNakouky | nneMku NBX/Meax W thonkfk
(6nuctap) ua nnaxkm NMBXMBAX n donwr anomMuHuenoi INIOMUHAGRON
Mo 30, 60 whu 90 taGnetok n GaWke wa fnonuaTunaHa
HHIKOrD RABNCHUA, YKYNOPCHHONW KPLILWKOR nonvuMepHon o
KOHTPRONGM NEPDOrO OEKPLITAA WMy 6 GaHKE U3 NONHATINEHD
BLICOKON NNOTHOGTY, YKYAGPAHHON KPbiLLKaR nonumepHei ¢
KOHTRONEM NEPBOre NEKPKTUS,
Mo 3 unu 6 KOHTYPHLIX ANERKOBRIX ynakonak (Gnwcrepan) | Mo 2 KOMTYPHEIX AYGAKODBIX yNakoDok
WA N0 1 GaHke BMECTE € WHCTRYKUMER no npHMEHQHWG 0 | (GnucTepon) aMecTe © UHETPYEUMOA no
o Na4ky KAPTOHHYIO, NPUMEHERWI 1 NaYKY KAPTOHHYID.
11. | MAPKUPOBKA Nepauvxan ynaxaoka, Mepowunan ynaxoana. :
Ha  koHmyproi  sueikoeod ynakouke (Gnucmepo) Wa | Ha KoHmyanoi  avedsonall  ynakauke




MACMOPT Ne 104/23
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CTp. 2 M3 2

OTOEN KOHTPONA KAYECTBA

Ao

Iuuenaun N200205-NC ot 15.02.2021 r

MAKMIDAIMA HAUMEHOBAHWE Mnarpun® Tabnetkn, nokpbIThie
MPENAPATA: nneHo4Hon obonoykon, 75 mr L |

‘:l:"‘;;‘;f;f‘-’.‘l:.:T:T-irull1"i:FTf L3¢ HDMEP CEPH.H_: s pl“"1 020323 ST -

AATATIPOW3BOACTBA: | 14.03.2023 |

cnoawn f FOAEH QO 28.02.2025 ~

CipoEie OBBEM CEPUWM: 9977 yn. Nelo

‘ Ton (0% wik (0-pa nPOHBBEﬂEHDl DDD ﬂMAKHS"mAPMA” —
AHANKU3 I'ID:I 1N-006376-290720, Mam. Ne1, 2
XPAHEHMWE: MNpu Temnepatype He Bwiwe 25 °C.

n';": | H:;"::,':_?:::::“' ‘ Tpobonanusa HI Pe3ynbLTartul aHanmaa l
[ PYCCKOM  RibiKe  yxBIBMOIOM Topronae  MauMeHoBawWe | (Gnuemepel i PYCCKOM  HIhiKe
| ADORARATA & NPeAYAPGANTENRHON Mapkpponren  ®, | ysimagno. ropronoe HIMMEHDBAHKME
[ MEMAYHAPOANOO  HORATEHTOUAHHOE  HAMMOHONAHWE | MPURApaTa £ npeAynpeavTenuHon |

ACIMDOMKY (MO PYSCKOM W SHEAMACKOM A3LIKDX), | MAPKHPORKOK m, MOMIAYHAPOANHDE |
| MORIPETORHAYIO DOPMY, HAKMENORIHWG TOBAPHBIN JHAK | HONATOHTODAMHGE — HAMMEHOBANME |
| (naTunuued) AdpwaTens PEFMCTRAUMOHHOMD | Aoanwponia (1 PYCGKOM B OWFABAcKoM |
| YAOCTORODOHUA, HOMED Capuy, AOTY npouanogcTua (npu HIBIKAE), AERARCTHERHAR opma, |

haconke Ha 000 «MAKMI-WAPMAL AATY NDSHINGAETND | HAUMEHORAHWA TONADMLIM  Andr |

[ 1R HAHQONT), ZOTY WETEYEHWH CROKD FOANDGTH (natumnynd) AvpwinTens |

I Bmapuunan ynakoara, J PErECTRALMONHOTD yaoCTONCDen,

| Ha wapmowwod nawke DYCCKOM  RILIKO  yRANLIOAKOIN ROMOR CHPWN, A0TO METEUNRHUR Cpars |

| Tapronoe HAKMEHOBONMWE NRENAPATI C NPoAYIPOAMTEARHOR | FOAHDCTH |

| [ oMapEADOnkan (0, mowdyHApoAHOe HENATEHTORAHKOE | BMopuyHan yrinoasa, i
| WIMMEHOBAHWE,  R03UPONKY, MIDMUKTTERINOUTHIGTKYIS | Hi  kapmaneod  navse Hi PYCEKOM |

TRYNRY, NEXAPETOOHNYIO hOpMy W kanUEET™a TafineTor o HBIKD yrazane: Topronoe |
| YNOONKe, HIMMEHDBAHWA W CoaepWAHUe ACACTOYIOWNCG | HAWMAHDBAMUE np&anapata 5 '
LoUewmCTEA B oAMon TAGAUTED,  YCNDNMA  XpAHOHUSR, NRBAYNPEANTENLHOA Mapkuponkon &, ;
¢ NMPeAYNpPOfUTENWMHKG HAANWCHK «Cojepsur AAKTOAW MENAYHADOAHOR HENATEHTONARAG: |
| momoreapats, aXPUHUTE 0 HOAOCTYAMOM  ANR AUTOR | HAMMENHODOHWEA, Aoanpankn, |
I MecTen, allopen NPUMAHERWOM NPENIPATA DIHAKOMBTEES ¢ hapmaKoTERANENT HuECkan rRYNIL, [

npanaraemcy HHETRY YUKy, «MpuHuMaTe no HIAHANGHWIG NOKARCTOOHNAN HOPMA ¥ KBAWYOETDO

| BRAML YENOOUM OTNYCEA, enocol NPUMOHAHUH, HAANUCL | TABNGTOK YNAKODRG, HEAMEHOUAMHE W

| uEin JIRCTHETPPONARKBIN  TORAPHWW  IHaKs, HOMOP COlOPMINAL ACHCTOVIOWNMD bewocToa

| CHMACTONLCTHR © POPMCTRIWMM TOLARHOTD IHEKD, HOMER | 0 DAHOW TAONATKE, YCNONWA XPAHEHWA,

| perucTpaunennore YAOCTQROPOHKA, HOWMOHORIHAG | NPRAYNREANTE NbHBIE HAANKEN

| ABDMOTENN PATMCTPALMOHHOrD yAOCTOBepeHUA, ero cTpany | «Cogepmur  noktou MOHOrAPaTe

| W TOBIPHWK SHAK (naTuriyen), HIUMEHOUANWE ¢ CTRUMY | «XpPaHuTh n HEADSTYNHOM ANA AeTel

DHPML-NCONIRDANTONA  (Npw Npawanoacrun  wa OO0 | mocran, «MNapey NPHMEHEHUEM

! “MAKWMI-0APMAS YRA2LIBXIOT CTRARY, rORoR), WTPHUX-KDA, ApEnapaTH DIHAKOMbTE G ¢
! HOMED Cepvd, AATY NDOWIBOACTBE (NPW NPOMINOACTHE Ha NRUANrIEMON UHETPYEUMONS,
i | 000 «MAKW3-©APMAS 2oty NPOMIDOACTIN Ha HAHOCAT), | «lpUHUMATE MO HAJHAMEHWG BRaM3n,
[ | ADTY WETOUEHWH CPOKD FOAHOCTH, WTpUx-koA u OpMATE | yenonus oTnycsn, cnocof NpUMEHEHUY,
! DataMatriy,  rnebanuHiig MACHTUEDMKAUMOHHEIR  HoMep | Hagnuen «(ie ABPETHETENPODANHbIN

TOProUoOK vlMHKrUbLl K HHARDUAYANGHEN CODMAHBINR HOMOR | TODIRHBLIK IHAKY, HOMER
| TOPronait oMy CRWARTONRCTNG o PEFMCTROUNA |
[ Ha atukerrvy Gakkn o KAPTORHYM  NaYky  MOTYT  OwTh | TosapHore SEHTHY nomep
| wanecen TOXHAYCCKWE (MROMINOACTRIHHKIO) Lis T, § 8] PUMMCTPALKOHHOMD YAOCTOUGpOHWA,

{ ! frpagnyeckua, GykacHHuie whn unponieg) HIMMEHONHWE Aopmatenn
danonnumenswo  wa AMapUIHGG  yraxkoars fran navsn POTUCTRALNORHOID YA4DCTOBUDGHAN, ofy

; KAPMONNOG) #d M2 NUCKGM B0k YEAJLIDIOM, TORFOUOY | CTPOMA W TOBOPHLIA IHaK (MOTHHALGR)
| HARMBHGIIHWY naknpeTveniora npenapara, HIMMBHODOHWE,  ©TPAND W fopas

HERAyHIPOAHOE HENATAHTOBAMHDE HAMMOHODANKAEG, | (IMPMBI-NBORINDANTENN, WITRHE-KOL,
! ADIMPOUKY, NeXAPCTUEHHYIO BOPMY M KoAWdeCTRO TubnoeTox HOMCR COpUW, AOTY WCTOMOHAR CPOK:

nynakonke, Hagnnce sAnliagoragonty, FOQHOCTH, WTRHK-HOA D thopMmaTte
DataMatrix, FNelinbHmi
MARHTUEBMKILMDOHHWGA HOMBR Topronon
CAWHNL ) WHAHBRAYANLHLIA
COPUUHBIN HOMBE TOPIONAR £ WHAL K |
| Hunearumentna 1] eHNOpNHOL |
i | YIAKGAKS (M0 navko  Kapmersol) o
| | AHENUICKOM JIBIKO YRUDHG. TOPronoe
{ | HAWMEHONAHWA NBKIPCTRONHOrS
J | nperapara, MCHAYHAPORHDE
[ J HENATAHTaNAMHDG HAMMEHCIIARWE,
| | *RG3uponka, nexapeTnenWas dopms W
I‘ j KQNARETOO  TaGnetox o ynawoowe,
bt Bl : el L MaMeL Anggrngants g |
3akniouenue: CooTeeTcTByeT TpeboBaHuaM NN-006376-290720, MamiNat, 20 %,
e -.',n"'d ,'r 2 L\'\' }T':r:k"\ﬂ h ‘*1;' -' "\'.\' "y
HavanLuui OKK: o :-‘{/.=“*”J:"( v Bonkoea'\0\&,
"""«.__,_,_ff \L.‘:l\ ol 7 s yl""".-‘:.:l
» W (B AAKVIZ-OAFIR 13
Hata Beinycka OKK: «10» anpens 2023r. S PR ),::




