Nnuensua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 575
(B cootBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBennas ¢popma / Ta0JIeTKU, OKPBITHIE TIEHOYHOM 000JI0UKO0i/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 Mr /75 mg

Dose

Tun ynakoBkw / 10 mrr. / 3 KOHTypHas sueikoBasi yrakoBKa / ayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1320525

Bach number

Jara npousBojcTea / 21.05.2025

Date of manufacture

Cpoxk rogaoctu / 'onen 1o 31.05.2027

Expiry date

Pazmep cepun / 9 384 ynakoBox/ 9 384 packs

Bach size

Crpana Ha3zHaueHus / Poccusi/ Russia

Destination country

Peructpammonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nara 3amens 19.11.2024)/

/ Marketing authorization JIITI-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTtuBHbIi nOKyMeHT / JII1-006376-290720, u3m. Ne 1,2,3.4/

Normative document JII1-006376-290720, variation Ne 1,2,3,4

[Tpou3BOACTBO rOTOBOI OO111ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKM3-
nexapcTBeHHOM ¢opmbl / Finished | PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

IlepBuynas ynakoBka / OO11ecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTHI0 "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH ITpoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHI0 "MAKI3-

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

Anpec /

Address:

109029, r. Mocka, ABTOMOOMIBHEII 11poe3, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




NuueHsna Ne J1012-00102-77/00010585

Beimyckaromuit KOHTPOJIb OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTna / ®APMA" (OO0 "MAKHM3-O®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue A®C / Knonugnorpen/ Clopidogrel

API name :

[Tpoussogurens ADC / Xerepo Jlparc Jlumuten, Uumus/
API manufacturer Hetero Drugs Limited, India
Homep cepunn AOC / C025010002, CO25010003

API Bach number

Hacrosiium noarsepixaaro, uto nanHas cepust Ne PL1320525 ITnarpun® tabneTku, MOKpHITHE
IJIEHOYHOH 0005109K0H, 75 Mr Ne 30, macropt Ne 536/25 ot 10.06.2025 Gbu1a npon3sBeneHa u
MIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JieiicTBytomumu [IpaBunamu Hapnexammeit
IIPOM3BOJICTBEHHOM NpakTHKK EBpasuiickoro Dxonomuyeckoro Coro3a u TpeOOBaHUSIMHU
PerucrpaltnoHHOro 10Che, a TakkKe B COOTBETCTBHH CO CHELM(PUKAIMAME 3apPErHCTPUPOBAHHOTO
POJYyKTA.

JlOKYMEHTBI 110 IPOU3BOACTBY (TPHMEHHUMBIM CTA/HSIM) H KOHTPOJIIO KAYeCTBA IIPOBEPEHBI U
0/100pEeHBI.

JIro0bie OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBUM C BHYTPEHHHMH IIPOLIEYyPAMHU H 0J00PEHBI
VYTI0JTHOMOUEHHBIM JIHIIOM /

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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AnzipocoB A.A./ ((AA x/\
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VY10JIHOMOYEHHOE JTULIO
000 «KMAKN3-OAPMA »




