Nuuensuna Ne /1012-00102-77/00010585

Pazpemenue Ha Boimyck JIIT Ne 483
(B cootBetcTBUH ¢ ITpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoxnykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomugporpen/ Clopidogrel

INN

JlexapctBennas gopma / TabNeTKH, MOKPHITHIE IUICHOYHOH 000I09KOIM/
Pharmaceutical form film coated tablets

Jlo3upogska / 75 mr/ 75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTYpHas TYEHKOBas YIIAKOBKa / MaYKa KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1240425

Bach number

Jara mpousBojicTra / 10.04.2025

Date of manufacture

Cpox roguoctu / I'oznen 1o 31.03.2027

Expiry date

Pazmep cepuu / 9 510 ynakoBok/ 9 510 packs

Bach size

Crpana naznaueHus / Poccusi/ Russia

Destination country

Perucrpammmonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amenst 12.05.2022)/

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

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

[Tpon3BoacTBO rOTOBOI O061ecTBO ¢ oOrpaHuueHHOM oTBeTCTBeHHOCTRIO "MAKI3-
nexapctBenHoi ¢opmsl / Finished | @PAPMA" (OO0 "MAKH3-OAPMA")/ Limited liability
dosage form manufacturing | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIH mpoe3, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ymakoBka / O611ecTBO ¢ OTpaHUUYCHHON OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging OAPMA" (OO0 "MAKHM3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBHBIH ITPOE3 T, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas yrakoska / Ob61ecTBO ¢ OTpaHUYEeHHOM OTBETCTBEHHOCTRIO "MAKH3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Mpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensuna Ne 1012-00102-77/00010585

Brimyckaromuit KoHTpOITb OO111ecTBO ¢ OrpaHUYCHHOM OTBETCTBEHHOCTHIO "MAKHN3-
KauecTpa / ®APMA" (OO0 "MAKHN3-©APMA")/-Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH 1Ipoe3H, . 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanue ADC / Knommporpen/ Clopidogrel

API name

[Ipouszsoautens AOC/ . Xerepo [Jlparc Jlumuren, Mumus/
API manufacturer Hetero Drugs Limited, India
Homep cepuu ADC / CP24120022

API Bach number

Hacrosmum noareepxato, uro ga"Has cepust Ne PL1240425 ITnarpun® tabiaeTKH, MOKPHITHIE
IUIEHOYHOH 06onouKkoi, 75 Mr Ne 30, macropt Ne 437/25 ot 29.04.2025 Gruia npou3BecHa |
IIPOKOHTPOJIHPOBAHA B COOTBETCTBUH ¢ AeiicTByrommuMH [Ipasunamu Hapexamei
IPOM3BOICTBEHHOH NMpakTHKH EBpasniickoro OxoHoMudeckoro Coio3a u TpeGoBaHUSIMHU
PeructpanoHHoro noche, a TakXke B COOTBETCTBUH €O CIICHU(DUKAUSAMH 3apPerdCTPUPOBAHHOIO
IPOAYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IIPUMEHHMBIM CTaI¥sIM) ¥ KOHTPOJIIO KaYeCTBA IPOBEPEHEI K
07100pEHEI.

JItoOBIe OTKIIOHEHHUS PAcCiieI0BaHbl B COOTBETCTBHH ¢ BHYTPEHHHMH TIPOLIELYPAMHU U O100pEHE
Y HOTHOMOYEHHBIM JIALIOM /

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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