Nnuensua Ne 00205-/1C ot 15 dpeBpans 2021 roaa

Paspemenue Ha Beimyck JIIT Ne 508
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue nmpoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonupnorpen/ Clopidogrel

INN

JlexapctBenHas ¢popma / TabJIETKH, TIOKPHITHIE MJICHOYHOU 000I0YKO0M/
Pharmaceutical form film coated tablets

Ho3uposka / 75 mMr /75 mg

Dose

Tun ymakoBku / 10 mr. / 3 xOHTypHas suelKoBas yIaKkoBKa / mavyka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1290624

Bach number

Hata nmpoussoacTsa / 03.06.2024

Date of manufacture

Cpoxk rogroctu / 'ogen g0 31.05.2026

Expiry date

Pa3zmep cepun / 9 662 ynakoBok/ 9 662 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Peructpanuonnoe ynocrosepenue | JIIT-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JITI-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbI [oKymMeHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Tpou3BoaCTBO rOTOBOM OO61ecTBO ¢ OrpaHMUYEHHO#N OTBETCTBEHHOCTEIO "MAKN3-
nekapcTBeHHon (opmel / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIN Mpoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ymakoBka / OO11ecTBO ¢ OrpaHHYEHHO# OTBETCTBEHHOCTEI0 "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN Mpoe3, 1. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoka / OO6miecTBO ¢ orpaHU4YeHHO# OTBeTCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIJIBHBIH ITpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinueHsna Ne 00205-/1C ot 15 dpespans 2021 roaa

Bemyckaromuit KoHTpOJIH O6m1ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-
KayecTBa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH 1Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[Tpoussogurens AOC / Xerepo [parc Jlumurten, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120024, CP23120025

API Bach number

Hacrosituum noarsepskaaro, 4to nanHas cepust Ne PL1290624 [Inarpun® TabiaeTku, HOKPHITEHIE
IJICHOYHOH 0001104K0H, 75 Mr Ne 30, macropt Ne 494/24 ot 19.08.2024 6bl1a mpousBeeHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUHU C AeiicTBytoumMu [IpaBunamu Hamnexameit
NPOU3BOACTBCHHOM IpakTHKU EBpasuiickoro Dxonomudeckoro Coro3a u Tpe6GOBaHHAMU
PerucTpannoHHOro 10Che, a Takke B COOTBETCTBHH CO CIIELU(UKALMAMH 3apETHCTPUPOBAHHOTO
IPOAYKTA.

JIOKyMEHTEI 110 IPOU3BOJICTBY (IIPUMEHHMBIM CTaIHsIM) U KOHTPOJIIO KAa4eCTBa MPOBEPEHBI 1
0/100peHBI.

JlroObIe OTKIOHEHH S paccieIoBaHbl B COOTBETCTBUH C BHYTPEHHHUMH IPOLIEyPAMH H 000DEHbI
Y I0THOMOYEHHBIM JTHIIOM /

[ 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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