Nnuensus Ne /1012-00102-77/00010585

Paspemenne Ha Boimyck JIIT Ne 466
(B cootBercTRuH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoayxra / ITnarpun®/ Plagril

Name of the product

MHH / Knonuporpen/ Clopidogrel

INN

JlexapcTBennas dopma / TabNEeTKH, MOKPHITHIE ITICHOYHOU 000I0YKOM/
Pharmaceutical form film coated tablets

Jlosuposka / 75 mMr /75 mg

Dose

Tun ynakosku / 10 mrT. / 3 KOHTYpHas siYeKoBas yIakoBKa / IMadka KapTOHHAsS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1230425

Bach number

Hara npousBojcrea / 09.04.2025

Date of manufacture

Cpoxk roguoctu / I'onen o 31.03.2027

Expiry date

Pasmep cepun / 9 430 ynmakoBok/ 9 430 packs

Bach size

Crpana naznauenus / Poccus/ Russia

Destination country

Perucrparmonnoe ygocrosepenne | JIII-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHBIif fOKyMeHT / JIII-006376-290720, w3m. Ne 1,23/

Normative document JIT1-006376-290720, variation Ne 1,23

IIpon3BOACTBO TOTOBOM O61uecTBO ¢ orpaHU4YeHHON 0TBeTCTBeHHOCTRIO "M AKH3-
nexapcrBeHHo# ¢opwmel / Finished | DPAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH Ipoe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bid 6, bld 8

IlepBudHas ymmakoBka / OOb1ecTBO ¢ OrpaHU4EeHHOI 0TBEeTCTBeHHOCTHIO "MAKN3-
Primary packaging O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability

, company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBI npoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoBka / OO01ecTBO ¢ OrpaHUYECHHO O0TBETCTBEeHHOCTHIO "MAKN3-

Secondary packaging ®APMA" (OO0 "MAKW3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nuuensua Ne /1012-00102-77/00010585

Bemmyckaromuii KOHTPOIb OO6mecTBO € OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAKM3-
kauecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIN TIpOE3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune AD®C / Kiomunorpen/ Clopidogrel

API name

IIpousBoaurens ADC / Xerepo Hparc Jlumuren, Maaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun A@C / CP24120021, CP24120022

API Bach number

Hacrosmum noarsepxkaaro, uro nagHas cepus Ne PL1230425 Ilnarpun® tabieTku, MOKPHITHIE
weHo4Ho# obonouxoit, 75 Mr Ne 30, macmopt Ne 435/25 ot 29.04.2025 Obuia MpoU3BEAEHA H
MIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JeiicTBylommMu [Ipapunamu Hamnexarmeit
TIPOM3BOICTBEHHOM MpakTuku EBpaszuiickoro Sxonomudaeckoro Coro3a H TpeGOBaHUSIMHU
PerucrpaunoHHOro 0Cke, a Takke B COOTBETCTBUHU CO CHENM(PHUKAMIMY 3apETUCTPHPOBAHHOTO
TIPOJYKTA.

JIOKyMEHTHI IO IPOU3BOJICTBY (IIPUMEHUMBIM CTAJIUSIM) M KOHTPOJIIO KAaueCTBa MPOBEPEHBI U
0JI00pEHBI.

JIfoOBie OTKJIOHCHUS PAaCcCICIOBAHbI B COOTBETCTBHY C BHYTPEHHHMH MIPOLEAYyPaMHU B 0JI00PEHE!
YTIOTHOMOYEHHBIM JIMIIOM /

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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