Nuuenana Na 00205-N1C or 15 despana 2021 roaa

Pasperienne na soiryck JIIT Ne 100
(e coornetermim ¢ Hpraoenmen 16 cGMP)

_Permission to release products (in accordance with Appendix 16 eGMP)
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Name of the product

Inarpiaod/ Plagril

MHH /

INN

Jlekape rHenas popaa/
Pharmaceuticul form
Jloauponka /

Dosc

Kaomiorpen/ Clopidogrel

TABACTRI. HORPLITLIC enoHoit obonouroil/
[ilm couted tablets

Tumn ynakosgn /
Packuage type

Homep cepinn /

Bach number

Hara nponssoncraa /
 Date o' manufacture

TS mr/ 75 mg

10 urr. /3 Kouryprist 41¢iikOBag YIAKOBKA / NIMKL KAPTOHHAs
10 PCs / 3 blister packs / cardboard packs

PLIOT0O323

14.03.2023

Cpork rojioern / Tojen 1o
Exprry date

Passep cepun /

Bachsize

9 836 ynakopok’ 9 830 pucks

28.02.2025

Crpana nasiavers /
Destination country

PErueTpauoioe viocrosepenme
/ Marketing authorization

HopsaTuriLbl oyt /
Normative document

1 IT1-006376 o1 29.07.2020 (a1 samensl 12, U*"{."H'"'i-)f_

Pocens/ Russia

JII1-006376 from 29.07.2020 (renewal date 12,05.2022)

JI1-006376-290720. fan. Ne 1.2/
JI-006376-290720, variation Ne 1.2

Ilpomno.lwnm roTonoii
neKapeTreHnoi gpopmnr / Finished
dosage form manufucturing

OG1eeTHO ¢ OrPAHIYCHHON OTBETCTBCHHOCTHIO "MAKN3-
MAPMA" (000 "MAKW3-DAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LL.C "MAKIZ-PHARMA")

Anpec/
I Address:

L 109029, 1. Mockpa, ARTOMOOHALIEIT n1poeii, 4, 6, crp. 4, ¢, 6. eTp. 8/

109029, Moscow, A\'lunmbllnl._v Pt_nw.../r.l 0, bld 4, bld h bld ‘\

Heppuunan ynakonia /
Primary packaging

A flpu., ¥

Address:

OO0ueeTBo ¢ orpateHoi OTBETCIBCNIOCTEI0 "MA K-
GAPMA" (000 "MAKH3-DAPMA"Y Limited liability

compuny "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

109029, 1, Mocksa, AstoMotitikHe npocs 1L 6, crp. 4. crp. 6. crp. 8/

109029, Maoscow, :\\lomq_bllnl.\ Proyezd, 6, bld 4, bld 6, bld 8

Bropuuuan ynakorka /
sccondary packaging

OOHIECtIo ¢ o1 [)dllllllLIIIIL)iI-_L_Jll!Llf..IBLHHOC'I Lo "MAKH3-
DAPMA" (000 "MAKHM3-GAPMA")/ Limited liability
company "MAKIZ-PIHARMA" (LLC "MAKIZ-PHARMA")

Aapec / .
Address:

109029, 1, Mockui, AproMoGuibiLii ipoesy, A. 6. erp. 4. cp. O, erp, 8/

109029, Moscow, Aviomobilney Proyezd. 6, bld 4, bld 6, bld 5
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Qualiy Control

"\.‘lpk'k
Address:
TORN2O  Mocksa, Artasonmin i BRI R S it e, B
08010, Moseow ., Avtomahilnes Proyezd, 6. bld 4, bld 6 bla s
Phavtmaenne Aeb( ' ' ff(.'lﬂllu.‘!fﬂ'pt::l Clopdogrel
A name B S o _ o
FIson aneny re s A L xeTepo ﬂpur'c Jhsoere:, T
CAPRT manubcture ; Hetero Drugs Limited, India
‘ : e WS -
CHosep cepian A P OP22110003

AP Bach :‘.nlnhu_r !

| IDHICETRO ¢ 0] Padieniod orrerctnenioctio "NAK3-
Nt e MAPNMA" (OO0 "MAKH-DAPMA"Y Limited liability
Lvompany "MARIZ-PHARMA" (LLC "MAKIZ-PHARMA")

FLac tsstinisnss nozvrme oo, o s copitd Ne PLIOTOIYI T proate a6, ek, HORPLET LI

Hienosoit obogoukoii, 75w Na 30, actiopt Ne 10123 o1 10,04.2023 61 HPOR R e 1
HPOROITPOANPORAND b contiere i ¢ aeictuyommsi Hpamtasn Haekaneii
HPOHBOACTRCHNON npakTiRt Erpatiickoro Dkonostineckoro Coioa i TPEOOBATHAMI
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Fherehy confirm that this bateh was produced and controled in accordunce with the current Rules

ol Good Manulacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossier, as well as in accordance with the specifications of the re
Ductaments for production (applicable stages) and quality control are verified and approved.
My deviations are investigated in accordance witl ternal procedures and approed by an

Authorzed Pepson,
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MACNOPT N2 101/23 Lt
: cTp.1mn32
fﬁg OTAEN KOHTPONA KAYECTEA
£ NuueHauna Ne00205-/1C o1 15.02.2021 r
MAKWIPAPMA T HAMMEHOBAHWE Mnarpun® TabneTku, NOKPbITLIC
NPENAPATA: nneHovHou obonoukon, 75 mr
TORRZR, O Mk HOMEP CEPWW: PL1010323
ABTOMOOUNLHLIN NpSeA, z
Aou B, OATA NPOUSEOLOCTEA: 14,03.2023
rioang 6. FOBEH [0 28.02.2025
ETpemHAe B OEBEM CEPUN: 9 836 yn. Na30
Ton (405) 081-00-88 NPOMIBELEHO: 000 «MAKWU3-DAPMA»
AHANKZ MO: JIN-006376-290720, Mam. Nei, 2
) o XPAHEHME: Mpu TemnepaType He Bhiwe 25 °C.
e H?‘Z“::::; :‘:_IH:H TpeGoparva HO PeaynbTaThi AHANM3A

1. | ONUCAHKUE

Kpyrnwic ADDAKOBLINYKNLIE TAGNETKW ¢ IOCKOW, NOKPLITLIC
naeHeunon oGonayKon paaIoBore YaeTa,

Kpyrnuie Anossoboinyknuie TaGnetet
thackon, NOKPLITHIA ANEHONHOW
o0onoukon posonoro upeTa,

2. | NIOANWMHHOCTE

Y@-crokrpodaToMeTpus. YD-CroxTphl NornowBHna
NENLITYOMOrD ¥ CTAHAAPTHOrO pactnopon n ofnactu ot 250
A0 300 HM AOMKHLI UMETL MOKCHMYMLI NPW OAHUX M TEX He
ANWHOX DONH,

YD-crokTpothoTOMETPMA, YO-CNoKTPL
NOrAOWEHIR MCALITYEMOro ]
CTOMANPTHOMO pacTuopon 0 obnacT or
250 no 300 HM UMEIOT MAKCHMYMBI (1P

AV % 150 % (n = 30), w ana 30/30 wyaGnorok
KONUHMOCTRONHOS  CORUPNEIHVME  KNANWACOIPENRR  A0DNHHO
HAXCAWTHCA U MHTOpBane 0,75 M= 1,25-M.

BIMX Bpoma  yARPMUBAHWA  OCHODHOTG MUK HO | OAHMX W T@X ME ANAHAX DONH
XPOMATOTPAMME  MCNWTYGMOMO  PacToopa  ACH#HO | BIXX BpoMmA yACPMWDIHWA OCHORHOMG
COOTROTCTAODATE DROMOHY YAQPHMBAHUA AKKD | NWKD HO XPOMOTOrPOMME WCNLITYEMOrD
KNOMNWAOIPENA HA XPOMAOTErPAMME CTOMADNTHOTO POCTOORD | PACTHCPD  COOTOETCTAYET  DPAMEHW
(paagen «KonudocTneHHoe OHQERGHNIHUH}. YACRMUBOHWA KK Knonuaompena Ha
xpoMaTorpamme CTOHAOPTHOIO
pacthopa  (pasgen  «KonwuecruoHnoe
e onpRALNBHUG,)
3. | CPEOHARA MACCA % P®, OBC.1.4.2.0009.15 261,50
O 248,56 40 263,94 mr (256,25 ur 2 3.0 %). el Emr
4. | BOOA I® PO, OBGC.1.2.3.0002.16 MoTon K.@uwopo. 0,6%
He Genoe 7,0%
5. | PACTBOPEHVE r® PO, ODC.1.4.2.0014.15 (@5%)
Y@-cnokrpochoToMoTpus, 98,5%
He medee 80 % (Q) or 3anbDROHHArG  KONWYECTDA 94.2%
Knonuaorpana depea 30 Mun, 96,7%
a91.5%
97.1%
02,5%
6. | POOCTBEHHBLIE BIXX. 0.01%
NPUMECHK Mpumeen A = He Ganea 1,2 %, 0'“,,;,'
npumack G = He Gonee 1,5 %, a0 by
CAWHUYHDR HEWABHTUULMPODAHHAN NpUMECk — He Gonee UIW’:’G
0.2 % ns o
cymma fpumacoid = Mo Gonaa 2.6 %,
7. | OQHOPOOHOCTL e P, ODC.1.2.4,0008.18 (cnocob 1)
OO3UPOBAHUA AV 2 15,0 % (n = 10), 6cnu ycnopne He BeINONHASTEA, TO AVyp= 3,8%

8. | MMKPOBMONOrMYECKAA
HYUCTOTA

re PO, O0C.1.2.4.0002.18. Kateropua 3A.

O6Les Yueno AapoliHbix mukpoopranwaman - He Gones 107
KOE v 1 r (mn),

OGwee y4cno Apoxakensix U nnecHeokix rpubon: we Bonee
10" KOE @ 11 (Mn),

E=zcharlehia coll: orcyTernve o 1 F (mn).

9. | KONWYECTBEHHOE

Mohoe 20 KOEn 1 r

Maenee 10KOEn 1+
He obHopy#eHo

BOWX. ot 71,25 a0 7875 mr knonuaorpena (ot 85,0 % ao

Ha wkonmyprod avedkowsol  yraxouke  (Goucmepe)  wHa

OMPEOENEHVE 105,0 % ot 3aRnNAHHOro KoNUUEETHA) 0 oAHOR TaBnoTke EEJTE""“{
iy
10. | YNAKQBKA Mpu npousaodcmae, ghacoake wunu ynakgake wa QOO | [pouleodeman, gracoaka u ynaKkooxa He
«MAKH3-RAPMA: 000 «MAKMZ-QAPMAN!
Ma 10 ToGneTok © KOHTYpHYIO Ruedropyl ynokomky | Mo 10 rtabnetox n  KoHTYpHYID
(BnueTep) M3 NNEHKA  NOAMBUHMAXNOPWAHOR W chonkrw | Adedkonyke  ynakooky  (Gnuctep) W3
AMIOMWHVENOR MAKM B KOHTYPHYIO ANBUAKODYIO YNAKORKY | nneHki MBX/NBAX 1} honbru
(EnucTap) w3 nnadk NBX/NBOX u honsre JNOMHHREROR | anoMUHUCDoR
Mo 30, 6O wnu 90 TaGnetox o Gadxe wa NONWITUNOHA
HUIKOTrD BAONGHWA, YKYNOROHHOW KPLILIKOR AONKMEPHOW C
KQHTPONECM NEPDOrS DEKPLITHA MKW 6 BANKG W3 NEAKITUNGHA
DLICOKDW NAOTHOCTW, YKYNOPEHHOR KPbILLKOA NONUMBPHOR C
KOHTPONEM NEepRoro DCKPhITU,
Mo 3 unu 6 KOHTYPHLIX AYehkauwix yhakomok (Gnuctepon) | Mo 3 KOHTYPHLIX AYGRKODLIX ynawonok
uni no 1 GoKe BMBCTE © WHCTRYKUMOR NO npuMeHaHnio 0 | (GnvcTepon) BMECTE € WHCTPYKUMER no
. nadky kaproWMyle. NPUMEHEHWIG s RAYKY KAPTAHHYWD.
11. | MAPKUPOBKA Mepauvnan yrnakoaka. MepausvKan yrnakonxa,

Ha kowmypuod sietrkoaold  yriokoake
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MAKMIDAINAA

NGOG 1+ Misiemn

NACMHOPT Ne 101/23

KK-006/308
cTp. 2 M3 2

OTAEN KOHTPONA KAYECTEA :
MuueHaun Ne00205-NC or 15.02.2021 r !

MPEMNAPATA;

HAUMEHOBAHUWE

Mnarpun® TabneTku, NOKPBLIThIE
NNaHEUHoH oBonoykon, 75 mr

HayanebHuk OKK:

AaTa Buinycka OKK: «10» anpensi 2023 r. i
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| AKAHECTEA [l

AmTCaaCEiAnHeaie e 1 HGMEP CEPHH: PL1 010323
aom @ LOATA NPOU3IBOOCTRA: 14.03.2023 1o
Stinan | TOAEH 10: 28.02.2025 _ §
Crpeee | OBLEM CEPMU: 9 836 yn. Na230
R TIPS W nPDMBEE’nEHD: DDD “MAKH3'QAPMA» =
|_AHAINUS no: NN-006376-290720, Wam. Ne1, 2 -
_| XPAHEHME; TlNpw TemnepaType He Boiwe 25 °C,
‘3‘: |-“::L':::;?TT:::‘C TpeGosanun HA PeaynsTaril aManuaa |
. PYEEKOM Jidbike  yKIIbINAM  TORTONOE  MARMBHORARAE | (Biiemenel v PYCOROM  wansn
AEenapaTa ¢ npRAYRPEeIUTENLHON Mapkupanken W | yeagaso TCRIDUOE  HAMMGHOBAHKE |
MAMAYHANOAKOE  HENATUHTOUGHADY HANMBHODOMG W npenapara 4 NPCAYNDEANTENLHOW |
! Aosepeniy  (Ma pycokow  w OWFNAACROM  NJWIKDX), | MapRMponKon U, MERAYHADOf O |
- NOKApETRRMNYIO hopMy. HAMMOHORIHUE TONAPHBIA AHAK | HENATEHTONAHHOD  HAMMOHOUAHWE @ |
| (naTHMlLEn) Acpsarenw PETMCTRALMONHOrD | AOINPONKD (M PYCEHOM W OHFAMCKOM |
YADCTOOUPDBHHA, HOMER COpMM, A0TY npeuagoacToa (npu AILKAX), NerapecrueHian GopmMmi, |
| thacooke vo OO0 «MAKAZ-0APMA ADTY NPOMANOACTAN | HAWMAHOUAHKE TODAPHBIKA 310K l
T HAHQCAT), AATY HETOHOHKA CROKH 138HOCTY [NATHHIALW) acepsartenn |
. Bmopuvynak ynakousa, pOrkETRAUKaHOTD YADCTanepeHu, J
| Ha wapmounod nauke wa RYCCKOM RIGIKG  yKOILIOMOM | HOMBD Cepuud, aaTh METEHEHAR CRoRn |
| | TOPIOHOS HAMMEHOUANAG NPENEDATS © APOAYNDOAUTONLHON | TOAHOETH |
| MADKMDOUNDH ), MOMAYHIPOAHOD HenaToHTonanoe | Bmopuvnai ynaxoaka, |
: HIAUMOHQDOHWE,  fo3WponKY, APMAKOTEPANBBTHYRCKYD | Mo KopmasHoi ke i Aycesom |
fRYNy, Nexaparnenmyio QapMy 1 konwuecToo tabnetox o RauiKy YRAINNO, Topronoo
YIAKGHEMN, HANMEHODOHWE W COAOPWIINWD AOUETOVIOINATD | HauMeHsnaHne npenapara c |
NEWOCTRA 0 aguon  TabpeThe,  yenonus XPAHEHUN, | NDEAYNPOAUTERLHOR MIpRMponsor o |
NRBAYNDAARTENLHEG  Hagnuek  «CoAp™AT  NaKTodw MOMAYHIPOANDE HENITOHTODANHOR
MOROMAADATY,  «XPOHWTE 0 HOADCTYNHOM  ANA 20TeM HAWMMEHOMAHAE, Adoanponkn, |
Muctos, allupoa npumenaHnem APENIpATI CIHOKAMLTECH © | ChapMaKATEPANERATAMACKNN rpynna, |
APUNAMNEMEA UHETDYRUMENS, «TIPUHBMATL NO HATHAYBHUG NEENPETHAHAM hOPMO M KOAWYBETID
Opad, yononws atnyeka, cnocol npuMoncHng, HIAMUCH | TOLNATOK U YAAKDIKO, MAVMENDUAHWe «
Y JAPUTMCTRMPORAMHIIA  TOUAPHLI  JHAKA, HOMBP | comepmadnie ACVCTOYRILNIG REWECT:
| GIMABTENLETNA O POFUETRALIMK TODARHOTO JHAKD, HOMER | n ofHOW TabneTue, YCNOUNH ¥panaHus |
[ POTUETRALNDHHOIG YAOCTOROROHMN, HIAUMEHODOHWE | NReAYRPOAHTHAR LG HARNWMEY |
- AVPEITENH DEFUCTRAUMOKHEIO YA BCTONOPOHWA, Oro CTpany | «CajepwuT  AnkToaW MOHOTWARIT» ‘
f | W TODADHLIA JHAK (NATUHULEA), HOKMCHODAMME W CTPOHY | “XPOHHTH N HEAQSTYNHOM ANS AeTow ‘
E | thupMb-npownoanTann  (Apu npowanoacTee wo OO0 | moctes, «[lopen NpRMEHEHUEN |
| | «MAKWI-2APMAY yxaaubagT CTPany, roped), WTPHE-kof, | npenapata QIHAKOMLTECH & |
HOMED CODWN, AOTY NROMIDOACTDA (NPK APOMANDRCTIG HA | APUANFAGMON MHETRYRUNA .
| 000 «MAKMA-DAPMAR aaTy AROMABOACTIA HE HAHOCAT) | «MpuHumath ne waasauenn s |
| AOTY MCTEMERNS CPOKI [OAMOCTH WTDKWX-RGA 1 hopMaTe | yenouug OIYCHd, CNOCoD NPUMaHOHUE,
: } DataMatrx,  rnaGansrem MAEHTADUKILMORNGIN  HOMBR | HOLAUCE wiin JADCFUETDURONAHHBIY '
i I TORFOHOR CAMHULL M HHAVANAY DN MG COPMIHIKE HOMAE | TOBARH bIW AN, HOMB
; TORroLOW eANKKL COMAaTENKETHD o POFACTHALIMN
[ Ha ITHRATKY  GOMKM W KOpTOHHYK nadvky Moyt OwTe | Tobopuore annkn, HOMI
l HIHQCOHBI TAXHWSECKAR (NPOMIBOACTHaHHEIA) KOAKI POrHCTRALUMOMHDID YAOCTOBODEHAN, |
| (rpachuaeckus, Gykoennne une uwrehponnie) HAWMEHODND WS Appxatann
‘ Hdononwutmunehe wi AMOQUNGG  yiakoakn  (HO  nauxe PATHETRAUMCHHOG YAOCTORGRAHUA, BFD
HADMONNOU) 111 aH2NUEROM HIKIKG VKD Ibeai0m: Topranae | CTPARA W TORARHLIA JHAK (naTumHrLen),
HAWMEHONAHWE NOKIRCTHEHHOND MARNARATa, | wauMeHonianug,  cTpaHan w ropos J
' AN YHIPOAHGE HENATENTAUNHHDE HAUMEHODOHKE, | DUPMLI-APCHINOANTENSE, WTpHx-REA ,
[ ADINROORY. NAKIPETHEHRYIO IOPMY i KONWUGSTHO TAGRATOR HOMOD CORRE ZATY WETMNeHUR cpoka |
| 1 YNIOKSHKR HAANKER u.f'\nll.'iqquzl_‘]drﬂw | rOAHOSTY, WITRWxE=XOA 1 opmaTte |
; RataMatrix rNRBANLHLE |
WABHTUEWKALMOH MBI HOMBE TOpronon !
AMHWLI ] HHAMBMIY DNkl |
I COPMAHBIN HOMBD TOPrOnoK CAWHALLI
[ HAanomumonnia He emapLsoi
YOUKDAKE (M naqdke gapmonunil) wi
] AHLTUGCKON RIS YIIIaHO TOPFONOH
i HIANKEHONIHIA NAKIPETHEHHON
‘ npenapata, MEAYHADORHON |
[ == HPNATEHTORANKDE HIWMEHODOHWE,
| N - AOJMRQKA, NEKADCTOOHNGA oMy i ‘
i Rt T | HEeTnn T_uﬁ-nl;fqp'l"’!\'J-ﬁ‘yﬁlhlmum |
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