JNnuensuna Ne 00205-/1C ot 15 ¢peBpana 2021 roaa

Paspemenue Ha Beimyck JIIT Ne 72
(B cootBercTBUH ¢ [IpunoxeHuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npojaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas popma / Ta0JIETKH, IOKPBITHIE TUNIEHOYHOM 000I0UKOM/
Pharmaceutical form film coated tablets

Ho3zupoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 wt. / 3 xoHTypHas siueikoBast YIIaKOBKa / ayKa KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1020224

Bach number

Hara nmpousBojcTsa / 16.02.2024

Date of manufacture

Cpoxk roguoctu / I'ogen 10 28.02.2026

Expiry date

Pazmep cepun / 9 893 ynakoBox/ 9 893 packs

Bach size

Crpana Ha3HauyeHus / Poccus/ Russia

Destination country

Peructpanuonnoe ynocrosepenne | JII1-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbIid TOKyMEHT / JIIT-006376-290720, u3m. Ne 1,23/

Normative document JII1-006376-290720, variation Ne 1,23

ITpou3BOACTBO TOTOBOM OO11ecTBO ¢ OrpaHMYEHHOMN OTBETCTBEHHOCTHIO "MAKIU3-
nexapcTBeHHOH Gopmbl / Finished | DAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocka, ABTOMOOGHIIBHBIH ITpoe3 L, 1. 6, ¢Tp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuyHas ynakoBka / OO11ecTBO ¢ OTPaHUYCHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKHN3-O®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuynas ynakoska / O611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHU3-DPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Jinuensua Ne 00205-11C ot 15 dpespans 2021 roaa

Bemmyckaromuii KOHTpOJIb O61mecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTHIO "MAKIU3-
KauecTBa / ®APMA" (OO0 "MAKHM3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBIH Tpoe3, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zBanmne A®C / Knonunorpen/ Clopidogrel

API name

[Tpousogutens ADC / Xerepo [dparc Jlumuren, Uunus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070017

API Bach number

Hacrosmum noarBepxaro, uro nannas cepus Ne PL1020224 IInarpun® tabieTku, MOKPLITHIE
IICHOYHON 000104KO0#, 75 Mr Ne 30, macopt Ne 66/24 ot 13.03.2024 6b11a npon3BeeHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ JieiicTByromumu [IpaBuinamu Hayiexaieit
IPOU3BOJICTBEHHOM MPakTHKU EBpasuiickoro JxoHomuueckoro Coros3a 1 TpebOBaHUAMHE
PerucrpaimoHHoro focke, a Takke B COOTBETCTBHH CO CrielUPHKAIIHSIMA 3apETUCTPUPOBAHHOTO
MPOJIYKTA.

JIOKYMEHTBI 10 IPOU3BOIACTBY (MIPUMEHUMbIM CTAHsAM) U KOHTPOJIO KauecTBa IIPOBEPEHBI U
0J100pEHBI.

JIro0ble OTKIIOHEHNS paccieOBaHbI B COOTBETCTBHH ¢ BHYTPEHHHMH IIPOLEAYPaMH 1 0100peHBI
YOIHOMOYEHHBIMH JIULIOM /

[ 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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