Nnuensna Ne 00205-/1C ot 15 dpeBpans 2021 roaa

Paspemienue Ha Boimyck JIIT Ne 473
(8 cootBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢popma / TabJIETKH, IOKPHITHIE IJIEHOYHOH 0001049KO¥/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 wT. / 3 KOHTYypHAas STYeHKoBasi yIakoBKa / Iayka KapToHHas
Package type ’ 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1230524

Bach number

Jlara npousBojcTBa / 29.05.2024

Date of manufacture

Cpoxk rognaoctu / I'oneH 1o 31.05.2026

Expiry date

Pa3mep cepun / 9 790 ynakoBok/ 9 790 packs

Bach size

Crpana HazHaueHus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amensl 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIH JOKYMEHT / JIII-006376-290720, u3m. Ne 1,2,3/

Normative document JIT1-006376-290720, variation Ne 1,2,3

[TpousBoacTBO roTOBOM OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOM Gopmbl / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN Ipoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO111ecTBO ¢ OrpaHUYEHHOH 0TBeTCTBEHHOCTHIO "MAKM3-

Primary packaging G®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH ITpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIN TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Brinyckaronuii KOHTpOJIb OO61mecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTRIO "MAK3-
KauecTna / OAPMA" (OO0 "MAKUN3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHEIH mpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knomunorpen/ Clopidogrel

API name

[Tpouzsoautens ADC / Xerepo [parc JIumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun AOC / CP23120023

API Bach number

Hacrosmum noarsepskzato, uro nqanHas cepust Ne PL1230524 ITnarpun® tabneTkH, TOKPHITHIE
IIEHOYHOM 06onoukol, 75 mMr Ne 30, macriopt Ne 466/24 ot 07.08.2024 Obu1a mpou3BeaeHa H
IIPOKOHTPOJIMPOBaHA B COOTBETCTBHH ¢ AedcTByronmmu [IpaBunamu Hamnexarmeit
IIPOM3BOJICTBEHHOH IpakTHkH EBpasuiickoro Dxonomuyeckoro Coro3a u TpeOOBaHUAMHE
PerucrpannoHHOro 10che, a TaKKe B COOTBETCTBUH CO CHELUPHUKALUSIMHU 3aPETrHCTPUPOBAHHOIO
IPOJYKTa.

JIOKyMEHTHI 110 TIPOU3BO/CTBY (IIPHMEHUMBIM CTAHsIM) U KOHTPOJIIO Ka4ecTBa MPOBEPEHBI U
0/100pEHBIL.

JIxoObIe OTKIIOHEHHS pacciieloBaHbl B COOTBETCTBUY C BHYTPEHHUMH MPOLIEAYPAaMH B 0JJ00PEHBI
Y110JIHOMOYEHHBIM JTUIIOM /

[ 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.

Beperennukona B.K./ Q_Zé@zég;; «&97{ »g)gy@m@ 2024 r.

VIIOJIHOMOUYEHHOE JIAIO
000 «MAKHN3-OAPMA »




