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

Paspemmenue Ha Beimyck JIIT Ne 76
(B cooretcTBUH ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexkapcTBenHas ¢hopma / TabJIETKU, HOKPBITHIE TUIEHOYHOM 060710UKO0i1/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynaxoBku / 10 wr. / 3 KOHTypHas s4YeiikoBas yIakoBKa / mavyka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1060224

Bach number

Hara npown3BojcTBa / 20.02.2024

Date of manufacture

Cpoxk rognoctu / I'onen 1o 28.02.2026

Expiry date

Pazmep cepuu / 9 893 ynakoBok/ 9 893 packs

Bach size

Ctpana Ha3HaveHwHs / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocrosepenne | JII1-006376 ot 29.07.2020 (nata 3aMeHbI 12.05.2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbIi 1oKyMeHT / JIII-006376-290720, uzm. Ne 1,2,3/

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

[Tpon3BoacTBO TOTOBOM O6m1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHOM dopmel / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIILHEIH Hpoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuuHas ynmakoBka / OO01ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuunas ynakoBka / OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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




Nvuensua Ne 00205-/1C ot 15 despans 2021 roga

Bemyckaromuii KOHTpOJIb OOGmiecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
KadecTBa / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Haszpanune ADC / Knonuporpen/ Clopidogrel

API name

[Tpoussogutens ADC / Xetepo Jlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070018

API Bach number

Hacrosmum noarsepkaaro, uro nansas cepust Ne PL1060224 Ilnarpun® TabaeTky, TOKpbIThIE
TJICHOYHO#H 0007104K0#, 75 Mr Ne 30, macriopt Ne 78/24 ot 13.03.2024 Gbi1a npou3BeseHa 1
IIPOKOHTPOJIMPOBAaHA B COOTBETCTBUH C AeHcTByromuMu [Ipasunamu Hamtexaimeit
NPON3BOACTBEHHO NpakTHKK EBpasuiickoro Sxonomuyeckoro Coro3a u Tpe6OBaHUAMH
PeructparinoHHoro focke, a Takke B COOTBETCTBHE CO ClIELHUKAIUAME 3aPETHCTPHPOBAHHOTO
IPOJYKTA.

JIOKyMEHTBI 110 TPOM3BOAICTBY (IIPMMEHMMBIM CTAIUSIM) M KOHTPOJIIO KA9eCTBA POBEPEHBI U
0100pEHBI.

Jlto0ble OTKIOHEHNs! pacCiIeloBaHbl B COOTBETCTBHH C BHYTPEHHUMH MPOLETyPAMH H 000DEeHbI
VYNOIHOMOYEHHBIMH 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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