Jnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 688
(B cootBercTBuHM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haszpanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBennas dopma / TabJIETKHU, NOKPBITHIE TNICHOYHON 000JI0UKOi/
Pharmaceutical form film coated tablets

Jo3uposka / 75 Mr /75 mg

Dose

Tun ynaxosku / 10 . / 3 KoHTypHas sYeikoBasi yIIaKoBKa / Mavyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1340525

Bach number

JaTta npousBojcTBa / 22.05.2025

Date of manufacture

Cpoxk rogaoctu / 'ogen no 31.05.2027

Expiry date

Pa3smep cepun / 9 574 ynakoBok/ 9 574 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amens: 19.11 .2024)/

/ Marketing authorization JI1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmartuBHbIii 1oKyMeHT / JIII-006376-290720, uzm. Ne 1,2,3.4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

[Ipou3BoCTBO TOTOBOM OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKIU3-
nekapcTBeHHOM Gopmbl / Finished | ®PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOUIIBHBIN Npoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ymakoBka / O611ecTBO ¢ OrpaHHUEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuunas ynakoska / OG61mecTBO ¢ OrpaHHUeHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBIN IIpoOe3, 1. 6, cTp. 4, CcTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensna Ne /1012-00102-77/00010585

Brinyckaromumit KOHTPOJIb O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKM3-
KauecTBa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII TIpoe3y, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knonunorpen/ Clopidogrel

API name

[TpousBonurens ADC / Xetepo [Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / C025010003

API Bach number

Hacrosimm noarsepxaro, uro nansas cepust Ne PL1340525 ITinarpun® tabiaeTku, TOKphIThie
IUICHOYHON 0007104KO0H, 75 Mr Ne 30, mactiopt Ne 640/25 ot 30.06.2025 Gbu1a mpou3BeieHa |
IPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ AeicTByrommmMHu [1paBunamu Haynexarmeit
IPOU3BOJICTBEHHOM NMPaKTUKK EBpasuiickoro DxoHomuveckoro Coro3a u TpeGOBaHUSAMU
PerucTpainoHHOro 10che, a TakKe B COOTBETCTBUH CO CHIEHU(HKAIMSIMHA 3apErHCTPAPOBAHHOTO
IPOJIyKTa.

JIOKYMEHTBI 110 IPOU3BOACTBY (IPUMEHUMBIM CTaJUSIM) H KOHTPOJIIO KA4€eCTBA IIPOBEPEHHI U
0100pEHBI.

JItoObIe OTKIIOHEHHS PacciIeI0BaHbl B COOTBETCTBHH C BHYTPEHHUMH [POLELYPAMU H O0OPEHHI
Y 10JIHOMOYEHHBIM JIHIIOM /

[ 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.

AHJpOCOB A.A./&OLWALJ , =0 «5(» D& 2025 T.

VY10JIHOMOYEHHOE JTULO
000 «MAKN3-OAPMA»




