Nuuenaua Ne 00205-1C ot 15 deepans 2021 ropa

Pazpewmsenne Ha seiryck JIIT Ne 33
{1 coorverernud ¢ Npuaokennes 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue npoaykra /
Name of the product

[Tnarpun@/ Plagril

MHH /
INN

Kaomazporpen/ Clopidogrel

Jlexapernennaa hopma /
Pharmaccutical form

TabNETRH, TOKPRITHIC TICHOYNOH 000104KOoI/
film coated tablets

Josnposka /

75mr/75mg

Dose
Tun ynakorir / 10 1. / 3 koyuTypHas suciikoBas VIAKOBKA / TAavKa KapTouas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cep /
Bach number

PL1141022

Jlara nponsnoncria /
Dute of manufacture

26.10.2022

Cpoxk ronroctr / ojten o
Expiry dute

31.10.2024

Pusmep cepun /
Bach size

9 462 ynakopok/ 9 462 packs

Crpana naznauenns /
| Destination country

Pocena/ Russia

PerncTparnuonnoe y10CToBepenne
/ Marketing authorization

JI1-006376 or 29.07.2020 (jata samenm 12.05.2022)/
JITT-006376 from 29.07.2020 (renewal date 12.05,2022)

HopmatneHiil nokyment /
Normative document

JITT-006376-290720, nam. No 1.2/
JITT1-006376-290720, variation No 1,2

[poussogcrio rotosoi
nexaperrernoi opsmul / Finished
‘dosage form manufacturing

OGILECTBO € OrPaHHMCHHON OTBETCTBCIHOCTLI0 "MAKH3-
DAPMA" (000 "MAKH3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Auapee /
Address:

109029, r. Mockpa, AsromMoGumnsHbli npoesl, i, 6, ¢ip. 4, crp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Tepsuunas ynakorxka /
Primary packaging

OOECTRO ¢ OrpaHHYCHION OTBETCTRCHHOCTHIO "MAKN3-
GAPMA" (000 "MAKH3-GAPMA") Limited liability |
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA") |

Aapec /
Address:

109029, r. Mocksa, AgromoGraLiuti npoesa. a. 6. erp. 4. crp. 6. crp. 8/
109029, Moscow. Avtomobilney Provezd, 6, bld 4, bld 6, bld §

Bropuvnag ynakoska /
Secondary packaging

OBILICETHO ¢ OFPARINCHHON OTBETCTBEHHOCTHIO "MAKI3-
GAPMA" (000 "MAKH3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpee /
Address:

109029, r. Mockpa, AproMoGHALHLIT Ipoes. . 6. cTp. 4. c1p. 6. c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4. bld 6. bld §




Nnyersua Ne 00205-1C o1 15 despans 2021 roga

| Buinyckaomsin konrpoumn, Q0meCTBO ¢ OrpaHHyeHHON OTBETCTBEHHOCTLIO "MA K 3-

| Ravectna / DAPMA" (000 "MAKHM3-OAPMA") Limited liability

' Quality Control | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Adpec /
Address;

H09029. 1. Moeksa, AsromoOuinuntii npoesi, 1. 6, cTp. 4, cp, 6, cp. 8/
109029, Moscow, Avtomobilney Proyezd, 6. bld 4,bld 6, bld 8
Hassanpe ADC / Kaonugorpesn/ Clopidogrel
APl name

Tpormostrens ADC '_.‘_{u-rupo jipul-u Tsuren, M/
APl munutacturer Hetero Drugs Limited, India

R ——— e i -

‘ linméb_cuplm ADC CP21050011
_APLBach number

e —— e T o ame —————

HacToaimms noarsepsaalo, wro tannas cepra Ne PL1141022 IMaarpin® rabacericn, nokpuithic
fenonoi odosoukoi, 75 mr Ne 30, nacnopt Ne 36/23 or 07.02.2023 Guua NpoH3BEICHa it
APOROHTPOINPUBLHA & couTBeTCIBII ¢ acieTBy oMy TTpasunamn Hawescameii
HPOHIBOACTRCEHION npaktuky kapasniickoro Dxonomuuccroro Coroza i TpeGoBaHMAMK
Pergerpaninonnoro nocke, a takime B COOTBETCTIHE €O CIIEHHDURAIAMIE 32PErHCTPHPOBAINIOTO
MPOANVKE L.

JOEYMCHTLL IO NPOHSHOACTHY (1PIMEHIMBIM CTATHAM) 1 KOHTPOJIO KAYCCTRA NPOBEPEHD] H
OAOOPCHRT,

JhoGuie oTRAOHCHIS PACCHEORANLI B COOTHETCTRIN C BIVIPEHHHMI NpoLe/Iypasmi 1 oaoGpelinl
NHOIHOMOYCHIBIMH JTH1LOM /

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 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,

Beperennncona B.K./ ’ﬂ-@ A « _E'Z_ » %Efé’[lz &/ 2023,

Y HOOHOMOMCHTIOE AH10 {i _ezmide f’i-‘-;;‘-i;s_“:f
G ’”{'H‘:,

000 «MAKH3-BAPMA » o

| MAKUB-DAPMA®
Ann
AGRYRMOWTON




MACMOPT Ne 36/23

cTp.1mna2

',
A d

daraved

OTOEN KOHTPONA KAYECTBA
NuueHaua Ne00205-1C ot 15.02.2021 r

Ha konmyplod syedrkoaod ynakoaxe (Bnucmepe) Ha

Ha  konmypHod  suedkonol  yrakodko

DYCEKOM HIbIKE VEUIni/moM. TOPranoe HaumeHouAHue

MAKMIDAPMA HAUMEHOBAHMWE Mnarpun® TabneTkn, NOKPLITLIE
NPENAPATA: nneHoMHon abonoykon, 75 mMr
106029, r. Mockna HOMEP CEPWUMA: PL1141022
Aurouctunviuih apocss. | IATA IPOMSBOACTBA: _| 26.10.2022
ETPOOHME <, FOJEH po: 31.10.2024
s OBLEM CEPUM: 9 462 yn. Ne30
, AHANAZ NO: NN-006376-290720, Mam. Net, 2
hpiint bl b s XPAHEHME: Tpu TeMnepaType He Bbiwe 25 °C.
s MEMMaH AR TpeGopanua HO PeaynbTaTh! aHannaa
nin noKazaTenA =
1. | ONUCAHUME Kpyrnwit  pvonkobuinykneie  Tadnotkn ¢ chackon, | Kpyriwe  anoakonwinyknwe  TabRetiw ¢
NOKPLITHIE NAQHOYHOR 0BONOYKOR POIOROro UBETH ACKOR, NOKPLITHIE ANEHOYHON oBono-Kon
e POIOUOTD LBETA, .
2. | NOANVMHHOCTE YD-crokTpohoToMeTpMA,  YO-CnokTp  AOrNoWends | Y@-cnoxrpohoToMeTpus, Yd-gcnoKTpbl
WCMLITYEMOro U CTOHAAPTHArG pacToapon B obnocTy OT | NOFNOW®HWA WENLITYEMOrO W CTAMADPTHOTO
250 Ao 00 WM AoNMHE KMOTE MIKCUMYMEI NP OARWX W | pacTnopon i ofnactn of 250 po 300 nm
TeX M ANUHAX nanH UMEIOT MAKCUMYMbl NPU QAHMX W Tex me
BIOXWX Bpema  yAOpPMUDAHWA  OCHORHOrG NWKA  HA | ANVHAX BONH,
XPOMATOrpaMME  UCNLITYaMore  pacTnopn  jAomwHo | BOMXX Bpewms yicpmunanua  ocHoDHOro
COOTHOTCTOONATL  LPBMEHM  YACPMWUBAHWA  MHKD | NMKD WO XPOMOTOrPOMME  WERLITYOMOrD
KNONWAGIPENR  HO  XPOMATOrPAMME  CTANAAPTHErS | pacTnopd COOTBRATETAYOT BROMEHN
paeTnopa (paspen «KonwyacTReHHD: Onpeaananyes). YACPHMUBAHWA  NUMKD  KNONWACTPENAR  Ha
XPOMATOTPOMME  CTOHAAPTHOrO pPACTHOPA
(pasgen «KoNUYOETHEHHOD SNPOAGARKILY )
3. | CPEOHARA MACCA e P@, O5C.1.4.2,0009.15 257 29
O 248,56 40 263,94 mr (256,25 mr £ 3,0 %), o
18/20 TaBAOTOK HO Goneo + 5% 330
— 2/20 Tabnetox He Gonee + 10% ok
4. | BOOA e Pd, O9C.1.2.3,.0002.15 Metoa K.Quwaopa. 3.8%
He Gonea 7.0%
5, | PACTBOPEHME o P, 0©C.1.4,2,0014.15 (80%)
Y@-cnekrpodhoToMeTRMA, 98, 7%
He mewoe 80 % (Q) oT 3aADNEHHOrS KOMWHECTDA 90,3%
Knonuaorpena Yepea 30 Mok, 95,7%
a97.5%
98,4%,
101,2% .
6. | POOCTBEHHLIE BAMX. 0.00°
NMPUMECHK Mpumechk A = e Gonee 1,2 %, n'ow"
npumeck C = we Gonee 1,5 %, D‘UE"’:
CAMHUHHAH HOWZUHTUCOMUMPONAHHAN MPUMECLH = MO 0'13.1,
Gonae 0,2 %, e
CyYMMI NpUMacen = Ho Benoa 2.5 %
7. | OQHOPOOHOCTL F@o Pd, O®©C,1.2.4,0008.18 (cnocob 1)
OO3UPOBAHUA AV = 15,0 % (n = 10), ocnv yononne He ONORHABTEH, AVipr 2,3
70 AV % 150 % (n = 30), w ann 30/30 TaGneTok
KOMWHGCTREHHOD COAGPMOHWE KNONWAOrPEND ADMMHG
HOXGAWTLER n MHTepaana 0,75:M - 1,25-M, oo
8. | MUKPOBUONOrMYECKAR | M Po, ODC.1.2,4,0002.18, Kareropun 3A,
YUCTOTA Ofwen wueno aapolHblx MUKPOOPTrAHMAMON - He Gonge Maxpe 20
10° KDE 8 1 r (Mn);
Q6Wes YNCNO APONOKEDbLIX U NNecHEDLIX rpubon; He Menea 10
BGonea 10° KOE n 1 r (mn): He afinopymeno
Escherichia coll: areytetone n 1 r (Mn).
9. | KONMUYECTBEHHOE BIXX. or 71,25 o 78,75 mr knonugerpena (o1 95,0 % 79 61 mr
ONPEOENEHWE Ao 105,0 % oT 3aA0N0HIOr0 KONUUECTRN) 0 OAHOW Hg )
— Tabnerie. (96,8%)
10, | YNAKOBKA Mpu npouasodemasn, hacoake wuny ynakoake na 000 | Mpoulaodeman, giacouka U YKokl Hi
aMAKI3-DAPMAN: 000 «MAKIAI3-DAPMAL!
Mo 10 Talnetok B KOHTYRHYIO Rdeidkonyio ynakooky | Mo 10 TaGneTor o KOHTYRPHYI® AYeiKcRyio
(GNUCTBR) K3 NNEHKW NOAWBMHANXAOPUAHOR K chonuru | ynaxkonky (Gnuctep) ua nnankn NBX/NBOX u
ANIOMUHKGNON WAW 0 KOHTYRHYIO ANGRKOBYIO YNaKOoKY | onNery AnoMuHUenow
(GnueTep) w3 nnewkn  TNBX/NBOX . donwru
aniaMunuenoy Mo 30, 60 vnu 90 TaGnoaTtok o GaKke Ka
MONMITHAGHA  HWIKOrD  ADBAGHURA,  YKYNOPOHHOW
KRBILUKOR NONUMAPHOW & KOHTRONAM NEPNOTO HCKPLITUA
vnin o GaHk 13 NONUSTUAUHD BLICOKOW NNOTHOCTWA,
YHYNOPAHHOA KPLILLKGH NONMMORHOK €  KOHTRONEM
Nepnore DeXPLITUA.
Mo 3 unv G kONTYPHLIX  AYCAKODBIX  ynakonok | Mo 3 KOWTYPMBIX  AUOMKODLIX  YRAKOROK
(GnucTopan) unu no 1 GaHke NMESTS © MHCTRYRUWAR Na | (BnucTepon) nMEcTe © WHCTPYKUMEW no
I npUMEHEHAKR O NOYKY KAPTOHHYI. NPUMEHEHIKIO B NAYKY KAPTGHHYIO
11. | MAPKMPOBKA Tepauyran ynakoaKa. flepauHan ynakoaKa,

(Bnucmepe) MO YCCKOM  MIWIKG  YKIJOHD. |




! MACMOPT Ne 36/23 cTp.2ua2
? OTAEN KOHTPONA KAYECTBA
; Lt fNiyenaun Ne00205-NC or 15.02.2021 r
| MAKMI@APMA HAUMEHOBAHUE Mnarpun® TaBneTku, NOKPLITLIG
! NPEMNAPATA; naeHouHoW obonoukow, 75 Mr B
J 100020, r. Mogwna HOMEP CEPWM: PL1141022
Auronconnun nposii. [TRATA TPOWSBOACTBA: | 26.10.2022
ETpCChig 4, MOAEH AD: 31.10.2024
' s O5bEM CEPMU: 9 462 yn. N30
e AHAMNMKZ NO; NMn-006376-290720, Mam. Ne1, 2
{ =¥ W USTESNGE XPAHEHUE: Mpu TemnepaType He Bbiwe 25 °C.,
5 nr;l; lj;;ﬂg:;m‘:m l TpoGonanwa H PeaynuraTil ananuaa
|

| 1
|
l
|

3aknroueHue:

HavaneHnk OKK;

Aata Buinycka OKK: «07» cheapana 2023 r. {

RPONIPATA € NPBAYNPEARTENLHOW Maprupopkon @,
MOMAYHIROAHOE HENITEHTODOMMOE HAWMEHOBAHWE B
AQIMPOBKY (MO PYCCKOM M OHFAMAGKOM Rabikax),
NBKIPCTOEHHYID (HOPMY, HIMMOHODAOHME  TOBAPHWA
AR (NOTHHKUERA)  AOPMATONN  PErMCTRHUWOHKOG
YADCTODCDOHVA, HOMEP COPWM, ADTY NPOWINOACTER
(npu  chaconke Wy 000 «MAKW3-0APMA» anry
NPOVINOACTHA HE HAHOCAT), AATY  NETUYEHUN  CPOKD
TOANDETY,

Bmaopurinan ynaxoaka.

Mo RAPIMOHHOE NAYKE NI PYCEKDM SABKG YrAIBIR M,
Topronoe HOMBHODANYE npunapara G
NPEAYNDEANTENLHOW MAPKMPOUKDA 0, MewayHapoaHO
HONUTEHTORGHAOY HOWMOHORAHNE, A0IKponKY,
DAPMOKOTCRIANGNTIUECKYIO  TPYNNY,  NEKIAPCTHGHNHYIO
WOPMY W KOMMMECTDO  TAGAGTOK 0 YNAKONKE,
HOMMOHORANWE W coAepwiMve  AeBcToyouinro
BYLECTHD 8 0AHOR  TAlneTse, YCHOUWN  XPOHEHWR,
ApeAYNpeaAnTenbHbie Kagnuen «COAGPMMT NOKTOILI
MOHOMMAPATs, «XPANWTL B HOAGCTYNHOM ANA AGTOR
MBETES, allopaa NPUMEHEMEM npanapara
OIHIKOMLTEC c npunaraemoi HHETRYKUHORR,
«[TPUHUMATH NO HIIHIMEHWIO DPONAY, YENONUR OTNYEKD,
cnocolb NPUMEHCHARA, HIANKCE alus -
3APCTUCTRMRCRANHLIY  TODAPHLIN  JHAKN,  HOMEp
COMABTENLCTON O PerucTPOLMK  TODADHOMG  JHAKD,

HOMED PEIMCTRALUNOHHOMO YAOCTONORGHWA,
HAUMOHOIIHIG AspxaTons POrMCTDALMOHHOS
YAOCTODOPAHWA,  aro  CTPAMY W TODAPHLIA  JHAK

{NATHHMUOR),  KAAMEHORONME W CTpaWy  ChupmMi-
NPoRIUOAUTENA (NPM NPOMIBOACTOO Ha 000 «MAKWUA-
DAPMAY  YKIwDRIOT CTRAHY, rOPOR)., WITPUX-KDA,
HOMER CEpMM, SATY NPOMINGACTRA (NPW NPOWIBOACTHG
ha 000 «MAKU3-OAPMA» 40Ty npoMancacroa He
HIHOEAT), AATY METEYAHUN CPOKD FOAHOCTY, LLITRHX=-ROA
n chopmMaTe DataMatrix, rnofanbHoig
WACHTUCDUKALMOHHBIA  HOMEPR  TOPranoi  oAwHALLl M
WHAMBHAYANLHBIA CEPRAHBIA HOMEP TOPronoH CAMHULLI,
Hi atuketey Banku W KBpTOMWYIO nadky moryT GTb
HAHECEHW  TEXHMYECKKE  (NPOMINDAGTOEHKbIE) KOAbI
(rpodiwvicckie, GyknaHiuie WnW Uudipansia)
Aenomiumensno va amopuymod YROKOaKe (Ha navke
KIPMOKHOU) WO aHZNUGEKOM  AILIKO  yROIGIGNOM,
TOPFOUOE HOMMEHDBIMUE NOKAPCTOOHHOMS NPanapata,
MENAYHAPOLHON HERATEHTODOHHOL  HAMMOHODANME,
ACIWponKy, nekapcTnaHHylo OpMY W KONWYBcTRO
TAGNETOK D YNAKOBKE, HOAMMCE «Antiaggragants,

TOpronos  nanmeHobiHWe npenapata c
NPeAYNPBAUTENLHOR  Mapkupoukon 0D,
MOMAYHIPOLHOS HENATEHTARIHKOE
HAMMEHOBAHWE W [OINPOBEN (Ha DYCCKOM M
OHFNWACKOM A3BIKAK), NokapcTBONHan
opMa, HOMMOHODONME  TODOPHLIK IMiK
(NATUHULEHW) AODKATENA RATKETPALNOHNOMD
YAOCTODRRDOHWH,  HOMEP  Cupuu, AdTa
WCTOYOHIA CPOKA 1OAHOCTH,

Bmopuvnag ynaxoara.

Ha kapmonnoi navke g pycokom sasike
yRAIANO! TOprouoe HIHMEHOBAHUE
npenapara =4 NpEAYNpeaARTensHOR
MAPKNPOBKOR m, MERLYHUPOAHOO
HOMATARTONANHOO HOUMBHOBAHWE,
AOINPOBKD, DAPMAKTTARDNGATANGCKAR
rpynna, NeRnpCTHENHAN opma M
KONUHBCTNEe  TalneTok U ynakooke,
HOWMEHORANKG " coaepminne
ACWCTEYIOWErD  BowecToa (E R 5 e 1]
TaGnaTks, yenouus XPaKBEHURN,
APEAYNPOANTONLHLIG HIANUEH «CoaapmuT
NAaKTOILl  MCHOrWAPOT®,  eXpOWuTL N
HEAQCTYNHOM AN ArTad Mmoctes, «lopes
NPUMOHOHWOM NPONAPATH 0IHAKOMLTOCL G
APUAOraEMon MHETRYKUWeW®, «llpHHMMOTE
MO HAJHAYEHWIO BPaYAN, YCNDOWA GTAYCKA,
cnocal NOWMCHOHWA,  Hagnucs  wln
JAPOTHCTRPHPOOAHHLIA  TOBADHLIA  IHIK»,
HOMED  CORASTONMCTES O PArMCTROUMM
TOUIPHOTD JHAKI, HOMEP PUrMCTPALUWORROrE
YAOCTODEPOHWA, HOKMEHODOKKE AOPWKATENA
PErUCTPALUMOHHOIO  yAOCTODBRAHWR, aro
CTRAHO W TODAPHWA WDKK (RATHHWLGR),
HOUMOHOBOHWE, CTPOWA W ropos HUPMBbI-
MPOMINCAUTENN, WTPUX-KOA, HOMBR CEpUM,
AATY WCTBYOHMA CPOKD TOAMOCTM, WTPHX-
koA o opmnta DataMatrix, rroSansHsii
MAOHTWDMKILUWOHHLIA - HOMEP  TOpPronai
CAMHHLBL H  UHAWDHAYENLHBIR  COPUAMBR
HOMGP TOPronoW GAKHKRLIL,
Honannumenuho va amopuvriod yiakouke
(Ha  nauke  kapmowkall) Ha Anznudcrom
AJpiKE yKOJONHO, TOPrOBOE HAWMOHOBINAC
NOKOPCTDOHHOD npanapara,
ManayHnpoaHoe HenaTeHToORIHHO.
HAUMOHOROHUE, A0UMPOBKD, NOKAPCTHERHIA
thopmMa i KONMMECTDO TABRETOK B yNaKoOKE,
HOAMKEL «Antinggreqants,

CooTBeTcTaYeT Tpebos :
4 3 pﬁ%‘gﬂw"”‘.
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-006376-290720, Yam. Ne, 2

— Bonkosa Q.B.




