Nuuensna Ne 1012-00102-77/00010585

Pazpemenue Ha Boimyck JIIT No 831
(B cootBercTBuu ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue mpoykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas ¢opma / TaOJIETKH, IOKPBITHIE TUIEHOYHOH 000JI0UKO#1/
Pharmaceutical form film coated tablets

JlozupoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 wT. / 3 XOHTypHAas siueiKoBasl yakoBKa / Mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1371124

Bach number

Jata npousBoacTsa / 14.11.2024

Date of manufacture

Cpoxk rognoctu / I'ozen 1o 31.10.2026

Expiry date

Pasmep cepun / 9 762 ynakoBokx/ 9 762 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (aara 3amensr 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbIi 10KyMEHT / JIII-006376-290720, u3m. Ne 1,2,3/

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

[Tpou3zBoACTBO roTOBOA OO11ecTBO ¢ OrpaHHYEHHOH OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH popmbl / Finished | DPAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH NTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuynas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3f, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O011ecTBO ¢ OrpaHMYeHHON 0TBeTCTBEHHOCTRIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIbHBIH Mpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensuna Ne J1012-00102-77/00010585

Brinyckaromuii KOHTPOJIb OOmiecTBO ¢ OrpaHHYeHHO# OTBETCTBEeHHOCTHIO "MAKI3-
KayecTBa / DOAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIN 1poe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune A®C / Knonunorpen/ Clopidogrel

API name

[TpouzBogutens A®C / Xerepo [lparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP24040002

API Bach number

Hacrosmum noarsep:xaato, 4ro naHHas cepust Noe PL1371124 ITnarpun® TabiaeTKH, IOKPbITHIE
IUIEHOYHOM 000710uK0M, 75 Mr Ne 30, macropt Ne 853/24 ot 17.12.2024 Gbuta npou3BeicHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C JeiicTByomumu [IpaBunamu Hamiexarei
IIPOHM3BOJICTBEHHOM NpaKTUKU EBpasuiickoro Jxonomuueckoro Coro3a u TpeOOBaHUAMH
PerucrpaninoHHOro 10Che, a TaKXKe B COOTBETCTBUH CO CHENU(PHUKAIMSIMH 3aPETHCTPUPOBAHHOIO
IPOIYKTa.

JIOKYyMEHTEI 110 IPOU3BOJCTBY (IPUMEHHMBIM CTAHsIM) H KOHTPOJIIO KaueCTBa IIPOBEPEHE] H
0100 pEHBI.

JIxoOble OTKIIOHEHHMS pacciIeN0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH MPOLEAYPAMH U 0J00OPEHBI
Y1O0THOMOYEHHBIM 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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