JNnuensna Ne J1012-00102-77/00010585

Pasperuenue Ha Boimyck JIIT Ne 689
(B cootBetcTBMH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢popma / TaOJIETKH, MOKPHITHIE MJICHOYHOH 000I09KOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ymakoBku / 10 wt. / 3 KOHTypHas s4eifkoBas yIaKoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1350525

Bach number

Jlata npousBojcTaa / 22.05.2025

Date of manufacture

Cpox rognoctr / I'ogen 1o 31.05.2027

Expiry date

Pa3mep cepun / 9 426 ynaxkoBok/ 9 426 packs

Bach size

Crpana Ha3HauyeHus / Poccusi/ Russia

Destination country

Peructpannonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nara 3amens 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTuBHBII JOKYMEHT / JII1-006376-290720, u3Mm. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

[Tpou3BoaCTBO rOTOBOM OO6miecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-
nexapcTBeHHON Gopmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBII Tpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoska / OO0m1ecTBO ¢ OrpaHU4eHHOM 0TBETCTBEHHOCTRIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBII TIpoe3, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO611ecTBO C OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOUIIBHBII T1po€e3 1, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensusa Ne 1012-00102-77/00010585

Beimyckaronmii KOHTPOJIb O61ecTBO C OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKU3-
KauyecTBa / O®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHMIBHEI Ipoe3, A. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HasBanne ADC / Knomunorpen/ Clopidogrel

API name

ITpousogurens ADC / Xetepo lparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun ADC / C025010003

API Bach number

Hacrosmm noarsepyxkaro, uto gannas cepust Ne PL1350525 Ilnarpun® TabieTky, MOKphIThIe
IJICHOYHOM 0607104uKO0H, 75 Mr Ne 30, macniopt Ne 647/25 ot 30.06.2025 Gblia Ipou3BeeHa 1
IPOKOHTPOJIMPOBAaHA B COOTBETCTBUM ¢ JieiicTBytomumu [Ipasunamu Hapiexameit
IPOU3BOJCTBEHHOM MpakTHKU EBpasuiickoro DxoHomMudeckoro Coro3a u TpeboBaHUAMU
PeructpannoHHoro 10cke, a Takke B COOTBETCTBHH €O CHICHU(UKAIMAME 3apETHCTPHPOBAHHOTO
IPOAYKTA.

JIOKyMEHTBI 110 IIPOM3BO/ICTBY (IPUMEHHMBIM CTAHsIM) H KOHTPOJIIIO KaueCcTBa IIPOBEPEHbI 1
0100pEHBI.

JI1o0bIe OTKIIOHEHHS! paccieIoBaHbl B COOTBETCTBHH C BHYTPEHHHMH MIPOLIEYPAMH M O00PEHbI
Y1I0JIHOMOYEHHBIM 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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