Nnuensuna Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 310
(B coorBercTBUM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlekapcTBeHHas popma / Ta0JIETKHU, TOKPBITHIE TJIEHOYHOH 000109KOii/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakosku / 10 . / 3 XOHTypHas s4eliKoBasi yIaKoBKa / Ma4yka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepumn / PL1040225

Bach number

Jara npousBocTra / 14.02.2025

Date of manufacture

Cpoxk rogaoctu / I'omen 10 31.01,2027

Expiry date

Pazmep cepun / 9 801 ynaxoBox/ 9 801 packs
‘Bach size

Crpana Ha3zHaueHus / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nata 3ameHsI 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIN 10KyMEHT / JIII-006376-290720, u3m. Ne 1,23/

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

ITpon3BOICTBO TOTOBOIA OOmiecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHON popmbl / Finished | DAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

ITepBuynas ynakoBka / OO61ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHILHEIH TIpoe3 L, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO611ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHILHELA Tpoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JinueHsuna Ne /1012-00102-77/00010585

Beimyckaromuii KOHTpOJIb O6m1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-
KadecTBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue A®C / Knonunorpen/ Clopidogrel

API name

[TpouzBogurens ADC / Xetepo Jlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP24040006

API Bach number

Hacrosmum noarsepxaro, uto nannas cepusi Ne PL1040225 ITnarpun® tabnerku, MIOKPBITHIE
IJICHOYHO# 0007104KO0#, 75 Mr Ne 30, macniopt Ne 275/25 ot 12.03.2025 6bi1a IpousBe/ieHa 1
IPOKOHTPOJIMPOBAaHA B COOTBETCTBUH ¢ JieiicTBytonmMu [IpaBunamu Hamexareit
IPOM3BOJICTBEHHOM MpakTHKK EBpasuiickoro DxoHomudeckoro Coro3a u TpeGoBaHUAMHU
PeructpanuoHHoro 0cke, a Takke B COOTBETCTBUH CO CIELU(HKAIMAMH 3aPETHCTPUPOBAHHOTO
IPOAYKTA.

JoKyMEHTBI 110 IPOHU3BO/ICTBY (MIPUMEHMMBIM CTaHsIM) H KOHTPOIIKO KAYECTBA IPOBEPEHbI U
0/100pEHBI.

JlioGbIe OTKIIOHEHHUS paccieIoBaHbl B COOTBETCTBUH C BHYTPEHHUMH MPOLEYPAMHU H 000PEHbI
VYT0IHOMOYEHHBIM JTUIIOM /

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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