JNnuensua Ne /1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 10
(B cootetcTBUH ¢ [Tpunoxkenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue mpoxaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas gopma / TaOJIETKH, TIOKPBITHIE IJIEHOYHOM 060109K0i1/
Pharmaceutical form film coated tablets

Jo3uposka / 75 Mr/ 75 mg

Dose

Tun ynakosku / 10 . / 3 kOHTypHas s4eliKoBas yIaKOBKa / Mauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1481124

Bach number

Jata npounsBoacTaa / 18.11.2024

Date of manufacture

Cpox rogroctu / I'omen 10 30.11.2026

Expiry date

Pa3smep cepum / 9 828 ymakoBoxk/ 9 828 packs

Bach size

Crpana Ha3HavYeHus / Poccus/ Russia

Destination country

Perucrpauronnoe ynocroseperne | JIIT-006376 ot 29.07.2020 (nata 3aMeHsI 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaruBHslit nokymMeHT / JII1-006376-290720, uzm. Ne 1,2,3/

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

IIpou3BoaCTBO rOTOBOIA OO01mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHON Gopmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuuHas ynakoBka / OO61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoska / OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-

Secondary packaging ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBI 11poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensuna Ne /1012-00102-77/00010585

Bemycxkaromiuit KOHTpoJIb O611ecTBO ¢ OrpaHUUeHHO# OTBETCTBEHHOCTEIO "MAKI3-
KaJecTBa / ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue A®C / Knomunorpen/ Clopidogrel

API name

[Tpoussoaurens ADC / Xerepo [parc Jlumuren, Muaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120026

API Bach number

Hacrosimmm noarsepiknaro, uto nanHas cepust Ne PL1481124 ITnarpun® tabneTku, MOKphITHIE
IUICHOYHO# 06010uKoi, 75 mr Ne 30, macmopt Ne 880/24 ot 10.01.2025 6bu1a npou3BeeHa |
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ AeicTByromuMu [paBunamu Haiexameit
IIPOU3BOJICTBEHHON MpakTHKU EBpasuiickoro DxoHommueckoro Coro3a u TpeOOBaHHAMH
PerucrpaiuoHHOro 10cke, a Takke B COOTBETCTBHH CO CIEHH(PUKAIMAME 3aPerHCTPHPOBAHHOIO
MPOaYKTa.

JIOKYMEHTBI 110 IPOU3BOJICTBY (IPUMEHUMBIM CTaJHMSIM) K KOHTPOJIFO KaUeCTBa MPOBEPEHBI U
0/100pEeHBI.

JIx00bIe OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBUM C BHYTPEHHHMH IIPOLIEAYPAMH M 0J00PEHbI
YOIHOMOYEHHBIM JIMLIOM /

[ 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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