Nnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 547
(B coorBercTBuH ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlekapctBeHHas Gpopma / Ta0JIETKH, IOKPBITHIE TNICHOYHOM 000JI0YKOMH/
Pharmaceutical form film coated tablets

JlozupoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBku / 10 mr. / 3 KoHTYypHas s4eiiKoBas ylakoBKa / auyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1270525

Bach number

Hara nmpousBoacTBa / 17.05.2025

Date of manufacture

Cpox rogaoctu / ['oner 10 31.05.2027

Expiry date

Pazmep cepum / 9 594 ynakoBox/ 9 594 packs

Bach size

Crpana Ha3HavyeHus / Poccus/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nara 3amenst 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaruBHbIif JOKYMEHT / JII1-006376-290720, uzm. Ne 1,2,3.4/

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

[TpousBoacTBO roTOBOI OO1ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nexapctBeHHON popmbi / Finished | @PAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII ITpoe3 N, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuynas ynakoBka / O61ecTBO ¢ OrpaHUYCHHOMN OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBII Ipoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O611ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH Mpoe3, a. 6, ¢Tp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensna Ne /1012-00102-77/00010585

Bemyckaromuit KOHTpOITb OO111eCTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHI0 "MAKI3-
KadecTBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBIH IIpoe3 ., 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HaszBanue A®C / Knonupnorpen/ Clopidogrel

API name

[TpouzBoaurens ADC / Xerepo [parc Jlumurten, Uuaaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun AOC / CP24120023

API Bach number

Hacrosmmm noareepskaaro, uro raxHas cepust Ne PL1270525 Inarpun® Ttabierky, HOKPBITBIC
IIJICHOYHOH 0001104K0#, 75 Mr Ne 30, macmopr Ne 508/25 ot 02.06.2025 6bu1a IpoH3BeieHa U
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ AeHCTBYromMMH [IpaBuinamu Hamexameit
IPOM3BOJICTBEHHOU MpakTHKU EBpasuiickoro Jxonomuueckoro Cowsa U TpeGoBaHUIMH
Perucrparnonsoro jjocke, a Takke B COOTBETCTBUH €O ClIeNMUKALUAMY 3apErHCTPHPOBAHHOTO
MPOJIYKTA.

JIOKYMEHTBI 10 IPOM3BOACTBY (MPUMEHHUMBIM CTaIHsIM) U KOHTPOIIO KA4eCTBa POBEPEHBI 1
0/100pEHEL.

Jlio0b1e OTKIIOHEHHS PACCIEN0BAHbI B COOTBETCTBHH C BHYTPEHHHMH IIPOIIETYPAMH H 0X00PEHI
Y10THOMOYEHHBIM 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.
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