JNinuensua Ne J1012-00102-77/00010585

Pa3pewenne na Boimyck JIIT Ne 321
(B coorBercTBuH ¢ [Ipunoxeruem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HaszBanue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / Ta6JIeTKH, HOKPHITHIE IIICHOYHOMN 060I09KOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynaxoBku / 10 wr. / 3 KOHTypHas siueiKkoBast yIakoBKa / Mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepuu / PL1100225

Bach number

Jara npousBozcrtaa / 17.02.2025

Date of manufacture

Cpoxk rognoctu / I'ogen no 28.02.2027

Expiry date

Pa3zmep cepuu / 9 799 ynaxoBok/ 9 799 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpamuonnoe ynocroepenue | JIIT-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

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

Normative document JIT1-006376-290720, variation Ne 1,23

[Ipon3BoaCTBO TOTOBO OO61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOM Gopmbl / Finished | DPAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocksa, ABTOMOOHIIBHEI Ipoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoska / OO61mecTBO € OrpaHNYEHHOH OTBETCTBEHHOCTHLIO "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH 1Tpoe3, 1. 6, ctp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O611ecTBO ¢ OrpaHMYEHHO OTBeTCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII Mpoe3y, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne /1012-00102-77/00010585

Belnyckaromuii KOHTpOIIb OO11ecTBO ¢ OrpaHNUeHHOHN OTBETCTBEHHOCTHIO "MAKI3-
KadecTna / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH mTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune ADC / Knomunorpen/ Clopidogrel

API name

[Ipoussoaurens ADC / Xerepo [parc Jlumurten, Muaust/
API manufacturer Hetero Drugs Limited, India
Homep cepuu ADC / CP24050008

API Bach number

HacrosmuM noarsepxaro, uyto AanHas cepust Ne PL1100225 Ilnarpun® tabneTku, HOKPBIThIE
IUIEHOYHOH 06050ukoit, 75 mMr Ne 30, maciopt Ne 287/25 ot 17.03.2025 Gpuia mpousBeieHa u
IIPOKOHTPOJMPOBAaHA B COOTBETCTBUH ¢ AeiicTByomumu IlpaBunamu Hamgnexanei
MIPOU3BO/ICTBEHHOM MpakTHKu EBpasuiickoro Jxonomudeckoro Corosa U TpeOOBaHUSIMHI
Perucrpannonsoro nocke, a Tak’ke B COOTBETCTBUU CO CHENMPUKAIMSIME 3apPETHCTPUPOBAHHOTO
MPOJyKTa.

JIOKyMEHTBI 110 IPOU3BOACTBY (IIPUMEHUMBIM CTaJsIM) U KOHTPOJIIO KAUeCTBa IPOBEPEHBI U
0700pEHBI.

JIroOble OTKIOHEHHUS pacciieIoBaHbl B COOTBETCTBUH ¢ BHYTPEHHHMH IPOLIEypaMH U 0JJ00pEHBI
YOJTHOMOYEHHBIM 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.

AHIPOCOB A. L_/{

VY10IHOMOUYEHHOE JTULIO
000 «<MAKU3-OAPMA»




