JNnuensna Ne 00205-/1C ot 15 dpespans 2021 roaa

Pazpemenue Ha Bbimyck JIIT Ne 391
(B cootBercTBuu ¢ [punoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npomykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas gopma / TaOJIETKH, TIOKPHITHIE TNICHOYHOU 000JI0UKOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 Mr/ 75 mg

Dose

Tun ynakoBku / 10 mr. / 3 KOHTypHas siueiikoBas ymakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1511123

Bach number

Hara npousBojcTaa / 13.11.2023

Date of manufacture

Cpoxk roguoctu / 'onen 1o 31.10.2025

Expiry date

Pa3zmep cepuu / 10 075 ynaxoBok/ 10 075 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenne | JII1-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHBI# 1OKyMeHT / JITI-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,2,3

[Tpon3BoaCTBO TOTOBOM OO11ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTEHIO "MAKI3-
nekapcTBeHHO# Gopmel / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIH Tpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuynas ynakoska / OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH Tpoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunast ynakoBka / OO1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH TTpoe3 L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jnuensuna Ne 00205-/1C ot 15 ¢peBpans 2021 roaa

Beimyckaromumii KOHTPOJIb O61mecTBO ¢ OrpaHNYeHHON OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOGHIIBHBIH Ipoe3y, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Knonunorpen/ Clopidogrel

API name

[Tpousogurens ADC / Xetepo parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP23070016

API Bach number

Hacrosiumm noarsepxaaro, uro nanHas cepust Ne PL1511123 ITnarpun® tabieTku, HOKPHITHIE
IJIEHOYHOM 060n0oukoit, 75 mr Ne 30, macropt Ne 392/23 ot 18.12.2023 6b11a MPOU3BE/ICHA U
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUHM ¢ AeicTBYIoMMH [IpaBunamu Haiexammeit
IIPOU3BOJCTBEHHO#M NpakTuku EBpasuniickoro DxonoMuueckoro Coro3a u TpeGOBaHUAMH
PeructpannoHHoro nocke, a Takxke B COOTBETCTBUM CO CHELH(HKALMIME 3aPETHCTPHPOBAHHOIO
POAYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (MPUMEHUMBIM CTaJUsIM) U KOHTPOJIIO KAYeCTBa POBEPEHBI U
0100 pEHBI.

JItobbie OTKIIOHEHUS paccieoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLELYPAMHU H 00OPEHHI
Y10JIHOMOYEHHBIMH JIHIOM /

[ 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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