JNnuensua Ne 00205-/1C o1 15 peBpans 2021 roga

Paspemenne Ha Boimyck JIIT Ne 341
(B cootetcTBHH ¢ [TpHnokenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npoaykra / ITnarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel
INN

JlexapctBeHHast popma /
Pharmaceutical form

Ta0JIETKU, IOKPBITHIE MJIEHOYHOH 000I0UKOH/
film coated tablets

Jlo3uposka / 75 mMr/ 75 mg

Dose

Tun ynmakoBku / 10 . / 3 KOHTYpHAas sYeHKOBas YIAaKOBKa / Mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1420923

Bach number

Jlara mpowu3sBocTBa / 27.09.2023

Date of manufacture

Cpoxk roguoctu / T'ogen o 30.09.2025

Expiry date

Pasmep cepuu /
Bach size

9 875 ynaxoBok/ 9 875 packs

Crpana Ha3HaveHus /
Destination country

Poccusi/ Russia

PerucrpannonHoe yaoctoBepenne
/ Marketing authorization

JII1-006376 ot 29.07.2020 (nara 3amensi 12.05.2022)/
JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)

HopmatuBHBIH 1OKyMeHT /
Normative document

JII1-006376-290720, u3m. Ne 1,23/
JII1-006376-290720, variation Ne 1,2,3

ITpou3BoACTBO rOTOBOM
JexapcTBeHHOH ¢opmel / Finished
dosage form manufacturing

OO01mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTRIO "MAKU3-
®APMA" (000 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGHIIBHEII 1Tpoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepuynas ynakoBka /

OO6mecTBO ¢ OrpaHHYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIIA npoesn, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /

OO1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIIH npoesz, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNvuensua Ne 00205-/1C ot 15 despansa 2021 roga

Beimyckaromnmii KOHTPOJIb OO6miecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKI3-
KayecTBa / OAPMA" (OO0 "MAKM3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIBHEIH TIpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[Ipoussoautens ADC / Xerepo Jlparc Jlumuren, Uaaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP23030009, CP23070014

API Bach number

Hacrosmm noareepyxato, uro nauuas cepust Ne PL1420923 ITnarpun® tabieTkw, MTOKPBITHIE
TLIIEHOYHOH 000104KO#H, 75 Mr Ne 30, macmiopt Ne 349/23 ot 09.11.2023 6bita nponsseieHa u
IIPOKOHTPOJIMPOBaHA B COOTBETCTBHH C AeHcTBYIoUMMH [IpaBunamu Hanexarueii
IIPOU3BOJICTBEHHOM NPakTHKU EBpasuiickoro SxoHomudeckoro Corosa 1 TpeGOBaHUSIMHU

P CIUCTPAlTMOHHOI0 N0ChE, a TAKXKE B COOTBETCTBUHU CO CHCI_II/I(I)I/IKaIII/ISIMI/I 3aperuCTpUpPOBAHHOIO

IPOIyKTa.
JIOKYMEHTBI 110 POU3BOACTBY (IIPHMEHHMbIM CTA/MSIM) H KOHTPOJIIO Ka4yecTBa IIPOBEPEHBI U

0100peHEI.
JTroOb1e OTKIIOHEHHS pacciieoBaHbl B COOTBETCTBHH ¢ BHYTPEHHHMH IPOIIEAYPAMH 1 0100peHBI

YN0IHOMOYEHHBIMH JIUIIOM /

[ 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.

Beperennukosa B.K./ X ’26/&' o

VYo1HOMOYEHHOE JTUII0
000 «MAKN3-ODAPMA»




