Jlnuensuna Ne J1012-00102-77/00010585

Pazpewmenue Ha Boimyck JIIT Ne 690
(B cootBercTBuM ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / IInarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBenHas gpopma / TaOJIETKHU, TOKPBITHIE TJIEHOYHOH 060JI0UKOiH/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoBkwu / 10 . / 3 KoHTypHAas sYelikoBast yIakOBKa / madka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1360525

Bach number

Jlata mpousBojacTBa / 22.05.2025

Date of manufacture

Cpoxk rogaocts / 'onen 1o 31.05.2027

Expiry date

Pa3mep cepun / 9 483 ynaxoBox/ 9 483 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Pernctpanuonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nata 3amensi 19.1 1.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmartuBHsIif JOKyMeHT / JITI-006376-290720, uzm. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3,4

[Tpon3BoACTBO rOTOBOIA OO11ecTBO ¢ OrpaHMUYEHHO OTBETCTBEHHOCTHIO "MAKU3-
JlekapCTBeHHO# popmbl / Finished | DPAPMA" (000 "MAKW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGMIIBHBI poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoBka / O611ecTBO ¢ OrpaHMYCHHOM OTBETCTBEHHOCTHI0 "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIbHBIH 1Tpoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO61iecTBO ¢ OrpaHUUCHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIbHBIN ITpoe3L, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensma Ne J1012-00102-77/00010585

Brinyckaromuii KOHTPOJIb OO1iecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue AOC / Knonunorpen/ Clopidogrel

API name

[TpouzBoaurens ADC / Xerepo [parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepunn ADC / C025010003, CO25030004

API Bach number

Hacrosimuum noarsepxaaro, 4ro fannas cepust Ne PL1360525 ITnarpun® tabieTku, HOKPBITHIE
IJICHOYHOH 0005109K0H, 75 Mr Ne 30, mactopt Ne 651/25 ot 30.06.2025 Gbi1a mpon3sseieHa 1
IPOKOHTPOJIMPOBAHA B COOTBETCTBHUH ¢ AeiicTByroiumu [IpaBunamu Hannexaimei
IPOU3BOCTBEHHOM NpakTuKU EBpasuiickoro DxoHomudeckoro Coro3a u TpeGoBaHUAMU
PerucTpaiOHHOTo 10Che, a TakXkKe B COOTBETCTBHY CO CHEUM(UKAIMAME 3aPErMCTPHPOBAHHOTO
IPOJYKTa.

JIOKYMEHTBI 110 TIPOM3BOJCTBY (IIPHMEHUMBIM CTaJIUSIM) M KOHTPOJIIO KaueCTBa IPOBEPEHBI U
0700pEHBI.

JIro0bie OTKIOHEHHS pacciieJoBaHbl B COOTBETCTBUU C BHYTPEHHHUMH IPOLEYPAMH U O00PEHb]
Y10JIHOMOYEHHBIM 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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VYIIOJTHOMOYEHHOE JIUIO
000 «<MAKU3-DAPMA »




