Nnuensna Ne 00205-/1C ot 15 dpespana 2021 roaa

Paspewenue Ha Boimyck JIIT Ne 500
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoayxra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / TabJETKH, MOKPHITHIE TUICHOYHOH 000109KOM/
Pharmaceutical form film coated tablets

Ho3uposka / 75 Mr /75 mg

Dose

Tun ymakoBk#u / 10 mt. / 3 KOHTYpHasI SYEHKOBasl yIaKOBKa / Iavyka KapTOHHasl
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1280524

Bach number

Jata npou3BojacTBa / 31.05.2024

Date of manufacture

Cpox rognoctu / I'ogen no 31.05.2026

Expiry date

Pa3zmep cepuu / 9 846 ymaxoBox/ 9 846 packs

Bach size

Crpana HazHaueHUs / Poccusi/ Russia

Destination country

Peructpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

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

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

[Tpon3BoacTBO roTOBOM OO11ecTBO ¢ OrpaHMYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH Gopmbl / Finished | DAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUJIBHBII ITpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ynakoBka / OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec/

Address:

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

Bropuunas ynakoska / OO011eCcTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




JNnuensua Ne 00205-11C ot 15 dpeBpans 2021 roaa

Beinyckarommii KOHTpoJIb OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KadecTBa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3 [, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knomunorpen/ Clopidogrel

API name

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

API Bach number

Hacrosmmm noarsepsxaato, uro nanHas cepust Ne PL1280524 [Tnarpun® tabiaeTku, IOKPHITHIE
IIEHOYHOH 00605104K0H, 75 Mr Ne 30, mactopt Ne 492/24 ot 19.08.2024 6bu1a npousseneHa u
IIPOKOHTPOJIMPOBaHa B COOTBETCTBUH ¢ JAeiicTByromumu [IpaBunamu Hapnexamei
IIPOM3BOJICTBEHHOM NPakTUKU EBpasuiickoro SxoHomudeckoro Coro3a U TpeOOBaHUIMHU
PeructpanoHHOro 10cke, a Tak’ke B COOTBETCTBUH CO CIEIM(DHKALUSIMU 3apETrUCTPUPOBAHHOTO
MPOAYKTA.

JIOKYMEHTBI 110 IPOM3BOJCTBY (IPUMEHHMBIM CTA/IMsIM) ¥ KOHTPOITIO KA4eCTBA IIPOBEPEHBI U
0J100pEHBI.

JIxo6bIe OTKIOHEHHS pacciieI0BaHbl B COOTBETCTBHH C BHYTPSHHUMH MIPOLIEYPaMH B 0J00pEHbI
VYT0THOMOYEHHBIM JTHIIOM /

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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