Nuuensuna Ne 00205-71C ot 15 despana 2021 roaa

Pazpemenue Ha Boimyck JIIT Ne 499
(B coorBercTBuM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue nmpoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Krnonunorpen/ Clopidogrel

INN

JlekapcTBeHHas ¢popma / TabJIETKH, TIOKPBITHIE TUIEHOYHOH 00010UKO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr/ 75 mg

Dose

Tun ynakoBku / 10 mt. / 3 KOHTYpHas siYeHKOBas yNakoBKa / [IaykKa KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1270524

Bach number

Jara npousBoactsa / 31.05.2024

Date of manufacture

Cpoxk rogaocts / I'onieH 1o 31.05.2026

Expiry date

Pazmep cepun / 9 761 ynakoBox/ 9 761 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nara 3amens! 12.05.2022)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopMmaTuBHBIH T0KyMeHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Ipon3BOACTBO rOTOBOM OO611ecTBO ¢ OTPAaHUUEHHON OTBETCTBEHHOCTHIO "M AKI3-
nekapcTBeHHOH popmel / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUITBHBIN TIPOE3 T, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuyHas ynakoBka / OO1ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKN3-

Primary packaging O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUJIBHBIH Mpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO011ecTBO ¢ OTpaHHYEHHON OTBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUITBHBIN TIPOE3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




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

Beinyckarommii KoHTpoJIb OO01ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKM3-
KauecTBa / O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIbHBIN 1poe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszsanue A®C / Knonunorpen/ Clopidogrel

API name

[Tpouzsogurtens ADC / Xerepo [parc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120024

API Bach number

Hacrosmum noarsepskaato, uto nanHas cepus Ne PL1270524 [Tnarpun® tabiieTku, MOKPHITHIE
IUIEHOYHOM 060soukoit, 75 mr Ne 30, macriopt Ne 489/24 ot 19.08.2024 6bU1a npousBeicHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ AelcTByomumy [IpaBunamu Hannexarneit
IIPOM3BOJICTBEHHOM pakTuKU EBpa3zuiickoro JxoHomuueckoro Corosa u TpeOOBaHUAMHE
PerucrpaninoHHOro 10che, a TAKKe B COOTBETCTBUH €O CHENUUKAIUIMH 3apETHCTPHPOBAHHOTO
IpPOIYyKTA.

JIOKYMEHTBI 110 IIPOM3BOJCTBY (IIPUMEHHMBIM CTaUsSIM) U KOHTPOJIIO KayecTBa IPOBEPEHBI U
0JI00pEHBI.

JIr00bIe OTKJIOHEHHS pacciiel0oBaHbl B COOTBETCTBUU ¢ BHYTPEHHUMH IPOLETyPaMH U O00pEHbI
Y10JIHOMOYEHHBIM JIUIIOM /

[ 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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