Nuuensua Ne /1012-00102-77/00010585

Paspemenuie Ha Beimyck JIIT Ne 81
(B cootBercTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue mpoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas popma / TaOJIeTKH, IOKPHIThIE TNICHOYHOH 0060109KO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakosku / 10 mt. / 3 KOHTYypHAas sYeHKOBas yIakoBKa / MayKa KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1501124

Bach number

Jara npousBoacTa / 19.11.2024

Date of manufacture

Cpoxk rognoctu / 'onen 1o 30.11.2026

Expiry date

Pa3mep cepun / 9 953 ynakoBok/ 9 953 packs

Bach size

Crpana HazHaueHus / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensl 12.05.2022)/

/ Marketing authorization JITI-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbIii 1OKyMeHT / JII1-006376-290720, uzm. Ne 1,2.3/

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

[Tpou3BoaCTBO rOTOBOM OO01ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKM3-
nexapctBeHHOH ¢opmbl / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepBuynas ynakoBka / OO611ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII ITpoe3 ], 1. 6, CTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHnas ynakoBka / OO6mecTBO ¢ OrpaHUYEeHHON OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN Tpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensua Ne J1012-00102-77/00010585

Bemmyckaronmii KOHTPOJIb O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / ®APMA" (OO0 "MAKHU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBII Ipoe3z, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanue A®C / Knonunorpen/ Clopidogrel

API name

IIpousBogurens ADC / Xerepo [Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepuu ADC / CP23120026

API Bach number

Hacrosiimm noarsepskzato, uro nansas cepust Ne PL1501124 Ilnarpun® TabneTkH, HOKPHITHIE
IICHOYHOH 060510uK0H, 75 Mr Ne 30, macmopt Ne 44/25 ot 30.01.2025 6b11a mpou3BecHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHUH C JeicTByromuMH [Ipasunamu Hamnexameit
NPOHU3BOJICTBEHHOM MpakTHKU EBpasuiickoro JxoHoMuyeckoro Coro3a u TpeGoBaHHAMU
PeructpanroHHOro 1ocke, a Takke B COOTBETCTBHE CO CIICHU(UKALMSIMY 3aPETHCTPUPOBAHHOTO
IIPOJYKTAa.

JIOKYMEHTBI 110 TPOM3BOACTBY (IPUMEHHMBIM CTA/IUSIM) U KOHTPOJIIO KauecTBa IIPOBEPEHBI
0100peHBI.

JlioGbIe OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBHH C BHYTPEHHUMH NPOLIETYPAMHI H O100PEHbI
VYTI0THOMOYEHHBIM JTUIIOM /

[ 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.

AnnpocoB A.A./ ( /!/, J{ P e 5/)) =4 2025 .

VYnosHoMoueHHOE JIAIIO / 4 §
000 «MAKH3-®APMA» fof5/ MI .o




