JNivueHsna Ne 00205-/1C ot 15 despans 2021 roaa

Paspemenue Ha Beimyck JIIT Ne 95
(B cootBeTcTBUH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHast popma / TaOJIETKHU, OKPBITHIE TIEHOYHON 000JI09KOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBku / 10 . / 3 kOHTypHas s4eliKoBasi yrakoBKa / Iauka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1070224

Bach number

Jlata npousBocTBa / 21.02.2024

Date of manufacture

Cpoxk romsocts / 'omen 10 28.02.2026

Expiry date

Pa3zmep cepun / 9 918 ynakoBok/ 9 918 packs

Bach size

Crpana Ha3zHaueHwus / Poccus/ Russia

Destination country

Peructpanuonnoe ynocrosepenne | JII1-006376 ot 29.07.2020 (nata 3ameHbI 12.05.2022)/

/ Marketing authorization JI1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHbIi qOKyMEHT / JII1-006376-290720, uzm. Ne 1,23/

Normative document JII1-006376-290720, variation Ne 1,2.3

[TpousBoacTBO rOTOBOIA O611ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTEI0 "MAKU3-
nekapcTBeHHOH (opmbl / Finished | PAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepuunas ynakoBka / OO01ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AK3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH ITpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTEIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHMIBHEII 1Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensuna Ne 00205-11C ot 15 peBpansa 2021 roaa

Beimyckaronuit KOHTPOJIb OO0w1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
KadecTBa / ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHEIIA Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knomunorpen/ Clopidogrel

API name

[IpousBoaurens ADC / Xerepo [parc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070018

API Bach number

Hacrosiim noarsepakaro, uro faunas cepust Ne PL1070224 [Tnarpun® tabnerku, IIOKPBITHIE
IUICHOYHOM 000110uK0H, 75 Mr Ne 30, macmopt Ne 82/24 ot 19.03.2024 6b11a IIpOM3BeJICHA U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUM ¢ AeiicTByromumu [Ipasunamu Hamnexameit
NPOM3BOJICTBEHHOM NpakThKK EBpasuiickoro xoHomuyeckoro Coro3a u Tpe6OBaHUAMH
PeructpanioHHOro 10che, a TakKe B COOTBETCTBHH CO CIENHpUKAIHIME 3apEruCTPUPOBAHHOIO
OPOAYKTA.

JIOKyMEHTBI 110 TIPOM3BOJCTBY (IPHMEHUMBIM CTaMSIM) M KOHTPOJIIO KauecTBa IIPOBEPEHBI U
0100pEHBI.

JlioObIe OTKIIOHEHHUS pacciieoBaHbl B COOTBETCTBUU C BHYTPEHHUMH MPOLELYPAMH 1 0100peHbI
VYTO0IHOMOYEHHBIMH JIUIIOM /

[ 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.

Beperennukosa B.K./&'&h
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