Nunuensna Ne N1012-00102-77/00010585

Pazpenienve Ha Beimyck JIIT Ne 464
(8 cootBercTBUH ¢ [Ipunoxkenvem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npoxyxra / ITnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHHas dpopma / TabJIETKH, IOKPBITHIE INIEHOUYHOHU 000I0UKOH/
Pharmaceutical form film coated tablets

Ho3uposxka / 75 mMr/ 75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTYpHAas ST4YelKOoBasi yIakoBKa / mavyka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepnu / PL1210425

Bach number

Jlata nponzBoactra / 05.04.2025

Date of manufacture

Cpox rogaoctu / I'omeH o 31.03.2027

Expiry date

Pasmep cepum / 9 572 ynakoBok/ 9 572 packs

Bach size -

Crpana Ha3Ha4eHUs / Poccus/ Russia

Destination country

Peructpaunonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIH 1OKyMEHT / JITI-006376-290720, u3m. Ne 1,2,3/

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

ITpon3BoacTBO rOTOBOM OO61mecTBO ¢ OrpaHUYEeHHOM 0TBeTCTBeHHOCTEIO "MAKI3-
nexapctBeHHOH ¢opmbl / Finished | ®DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

ITepBuynas ynaxoska / O61mecTBO ¢ OrpaHUUYEHHOM O0TBETCTBeHHOCTRIO "M AKW3-

Primary packaging O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHEI TIPOE3], 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropudnast ynakoBka / O61ecTBO € OrpaHUYEeHHOM 0TBeTCTBeHHOCTHIO "M AKI3-

Secondary packaging OAPMA" (OO0 "MAKUM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHEIA TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bid 6, bld 8




Nuuensna Ne 1012-00102-77/00010585

Brmryckaronuii KOHTpOIb OOb1ecTBO ¢ orpaHn4eHHol 0TBeTCTBEHHOCTRIO "MAKN3-
KadecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MGCKBa, ABTOMOOWIBHBIH TTpoe3, 1. 6, c1p. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszpaaue AOC / Knonuporpen/ Clopidogrel

API name

ITpousBonutens ADC / Xerepo Jparc Jlumuten, Maaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun A®C / CP24120021

API Bach number

Hacrosmum noarsepxato, uto AaHHasd cepust Ne PL1210425 IInarpun® tabieTku, MOKPHITHE
IIeHOYHOH 00ooukoi, 75 Mr Ne 30, macopt Ne 427/25 ot 28.04.2025 6bU1a mpou3BeAcHA U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU ¢ neiicTByromuMu IIpaBunamu Hamnexaimeit
IIPOM3BOACTBEHHOM NpakTuku EBpasuiickoro Sxonomuueckoro Coro3a u TpeOGOBaHUAMHU

PCI‘I/ICTpaIII/IOHHOI‘O JAOCEC, & TaKXKC B COOTBETCTBHH CO Cl'IeI.[I/I(i)I/IKaIII/ISIMI/I 3apCTUCTPHAPOBAHHOTO

IPOIYKTA.
JIOKyMEHTHI IO TIPOU3BOJICTBY (IPUMEHHAMBIM CTaIUSAM) M KOHTPOJIIO Ka4eCTBa IPOBEPEHEI H
0J100peHBL.

JI100bI€ OTKIIOHEHUS pacclieIOBaHbl B COOTBETCTBUH C BHYTPEHHHMH IPOIICTyPaMH ¥ OJ0OPEHBI
YNOTHOMOYCHHBIM JTHIIOM /

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.
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