Jnuensna Ne 00205-/1C ot 15 dpespansa 2021 roaa

Paspemenue na Beimyck JIIT Ne 389
(B cootBercTBUH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢opma / TaOJIETKH, HOKPBITHIE TICHOYHON 000JI0YKOIH/
Pharmaceutical form film coated tablets

Ho3uposka / 75 mMr /75 mg

Dose

Tun ynaxosku / 10 mr. / 3 KoHTypHas suelKoBasi yliakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1491123

Bach number

Mata nmpousBocTBa / 13.11.2023

Date of manufacture

Cpoxk rognoctu / 'onen 1o 31.10.2025

Expiry date

Pa3zmep cepun / 9 958 ynakoBox/ 9 958 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nata 3amens 12.05.2022)/

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

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

[Tpou3BOACTBO rOTOBOI OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexkapcTBeHHOR (Gopmbl / Finished | PAPMA" (OO0 "MAKHW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOUIIBbHBI Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ynakoska / OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHMIIBHEII TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynast ymakoBka / OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging OAPMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHEII TIpoe3L, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




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

Bemyckarommit KOHTpOIIb OO0miecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTRIO "M AKI3-
KayecTBa / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIA 1Ipoe3 L, 1. 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

ITpoussogutens ADC / Xetepo parc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070015, CP23070016

API Bach number

Hacrostim noareepxaaro, uro gauHast cepust Ne PL1491123 I[Tnarpun® tabnertku, IIOKPBITHIE
TLIEHOYHOH 0607104K0H, 75 Mr Ne 30, macropt Ne 389/23 ot 18.12.2023 6bl1a ipon3Be/ieHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C JIeUCTBYrOIMMH [IpaBunamu Hamexareit
IPOM3BOJICTBEHHOH NpakTukK EBpasuiickoro DxoHoMuueckoro Coros3a u Tpe6OBaHUAMH
PerucTparnoHHoro 1ocke, a Takke B COOTBETCTBHH CO CIIEUM(HKALMSMH 3apErHCTPHPOBAHHOTO
IPOJAYKTA.

JIOKYMEHTEI 110 IIPOM3BO/ICTBY (MPUMEHUMBIM CTAHsM) U KOHTPOIIO KAYeCTBa POBEPEHbI 1
0100peHBI.

JItoGbIe OTKIOHEHHUS paccyieoBaHbl B COOTBETCTBHH C BHYTPEHHUMH TPOLIELYPAMH 1 0100 peHsbI
VI07IHOMOYEHHBIMH 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.
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