Nnuensua Ne /1012-00102-77/00010585

Pa3peienue Ha Beimyck JIIT Ne 691
(8 cootBercTBuH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanwue npoayxra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢opma / TabJIETKH, HOKPBITHIE TUIEHOYHOH 000JI0UKO#/
Pharmaceutical form film coated tablets

Jo3uposka / 75 mMr/ 75 mg

Dose

Tun ymakoBku / 10 mr. / 3 KoHTypHas s4eKOBask yIaKOBKa / Mavyka KapTOHHAsA
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1370525

Bach number

JaTa npousBoacTsa / 22.05.2025

Date of manufacture

Cpok rognoctu / 'onen 1o 31.05.2027

Expiry date

Pazmep cepum / 9 506 ynakoBox/ 9 506 packs

Bach size

Crtpana Ha3HaueHUs / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensr 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTuBHBIH 10KyMeHT / JITI-006376-290720, u3m. Ne 1,2,3,4/

Normative document JIT1-006376-290720, variation Ne 1,2,3,4

ITpon3BoacTBO rOTOBOM OO11ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBenHo Gopmel / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA"™")
Anpec /

Address:

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

[TepBuunas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWJIBbHBIA MTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01ecTBO ¢ OrpaHUUYEHHOH O0TBeTCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Nvuensna Ne 21012-00102-77/00010585

Brinmyckarouuii KOHTpOJIb O6111ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KaJecTna / D®APMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH npoe3f, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne AD®C / Knonunmorpen/ Clopidogrel

API name

[Tpoussoaurens ADC / Xerepo [parc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C0O25030004

API Bach number

Hacrosiuum nmoarsepixnaro, uro nanHas cepust Ne PL1370525 [Tnarpun® tabieTku, MOKphIThIE
IIIEHOYHOH 060nmoukoi, 75 mr Ne 30, macopt Ne 656/25 ot 01.07.2025 6buta mpou3sseieHa u
IIPOKOHTPOJIMPOBaHa B COOTBETCTBUH C JeiicTBytonmmu [IpaBunamu Hamnexameit
IIPOM3BOJICTBEHHOM NpakTUKK EBpazuiickoro JxoHomuueckoro Coro3a U TpeOOBaHUSAMU
PerucTpaiioHHOro J0Ckhe, a Tak’ke B COOTBETCTBHH €O cHENU(UKALMSIME 3apeTHCTPUPOBAHHOTO
IPOJyKTa.

JIOKYMEHTBI 110 IIPOM3BOACTBY (IIPMMEHUMBIM CTaUSIM) H KOHTPOJIFO Ka4eCTBa IIPOBEPEHEI U
0100pEHBI.

JIxoOble OTKIIOHEHHS pacciieJoBaHbl B COOTBETCTBUH C BHYTPEHHHMH IPOLIEyPAMH U 0J00PEHb!
VY O0JTHOMOYEHHBIM 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.

Anypocos ALA./ C |

V1oiIHOMO4YEeHHOE JIUIO
000 «KMAKN3-OAPMA »

2025 1.




