JNinuensua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 830
(B cooTBetcTBUM ¢ [Ipunoxeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasganwme npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBeHHas ¢opma / TaOJIETKH, IIOKPHITHIE TUICHOYHOH 000JI0YKOH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynakoBkw / 10 mt. / 3 KOHTYpHas sYeiikoBasi yakoBKa / mayka KapTOHHAs
Package type 10 PCs/ 3 blister packs / cardboard packs

Howmep cepun / PL1361124

Bach number

Jata mpousBojacTBa / 11.11.2024

Date of manufacture

Cpok rognoctu / 'onen 1o 31.10.2026

Expiry date

Pa3zmep cepun / 9 744 ynakoBok/ 9 744 packs

Bach size

Crpana HazHaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens! 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIH TOKyMeEHT / JII1-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,23

IIpon3BoACTBO rOTOBOMA O611ecTBO ¢ OrpaHHUYEHHOM OTBETCTBEHHOCTRIO "M AKIN3-
nekapctBeHHOH ¢popmbl / Finished | DPAPMA" (OO0 "MAKHN3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH Ipoe3, 1. 6, ctp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ymakoBka / OOmecTBO ¢ OrpaHUYEHHOMN O0TBETCTBEHHOCTHI0 "MAKU3-

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

Anpec /

Address:

109029, r. Mockpa, ABTOMOOHIBHBIH IIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoBka / O61mecTBO ¢ OrpaHHYeHHO 0TBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBIIH Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensuna Ne /1012-00102-77/00010585

Bemyckaromuit KOHTpOJIb OO11ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKM3-
KavecTBa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Ha3zpanue A®C / Knonunorpen/ Clopidogrel

API name

[Tponzeoautens ADOC / Xerepo [Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun AOC / CP24040002

API Bach number

Hacrosmmm noarsepxaato, yro nanHas cepus Ne PL1361124 ITnarpun® taGueTKH, IOKPhIThIE
IJIEHOYHOM 0605109K0H, 75 Mr Ne 30, mactopt Ne 842/24 ot 16.12.2024 Gbiia mpou3sBeeHa 1
IIPOKOHTPOJMPOBAHA B COOTBETCTBHH ¢ JeHcTBYIomMMH [IpaBuinamu Hayiexamei
IPOU3BOJICTBEHHOM NpakTHKK EBpasuiickoro Dxonomudeckoro Coro3a U TpeOOBaHHIMH
PerucrpaiiioHHOrO 10Che, a TAKXKe B COOTBETCTBHH CO CIEH(UKAIMIMHI 3apPErHCTPUPOBAHHOTO
IPOIYKTa.

JIOKyMEHTBI 110 IPOM3BOJCTBY (IPUMEHUMBIM CTA/IMSIM) U KOHTPOITFO Ka4eCTBa POBEPEHBI U
0/100pEeHBI.

JIroObIe OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBHYU C BHYTPEHHUMH IPOLEAYPAMH U 0J00PEHBI
VY T0IHOMOYEHHBIM JIUIIOM /

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.
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