Nuexsua Ne /1012-00102-77/00010585

Paspemenue Ha Boiyck JIIT Ne 80
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHasi hopma / TabJIeTKH, MMOKPBITHIE TUIECHOYHOU 000J10UKOi/
Pharmaceutical form film coated tablets

Jlo3uposka / 75 mr/ 75 mg

Dose

Tun ynakoBku / 10 mT. / 3 KOHTYpHas TYeUKOBasi yIIaKOBKa / IMayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1491124

Bach number

Jlata npousBozacTsa / 19.11.2024

Date of manufacture

Cpoxk rognoctu / 'ogen 1o 30.11.2026

Expiry date

Pazmep cepuu / 9 872 ynakoBok/ 9 872 packs

Bach size

Crtpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrparnmonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nata 3amenst 12.05.2022)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHBIN T10KyMEHT / JIT1-006376-290720, u3m. Ne 1,2,3/

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

[Tpou3BoACTBO rOTOBOM OO111ecTBO ¢ OrpaHUYEHHON 0TBETCTBeHHOCThIO "MAKM3-
nexapcTBeHHOM (opmbl / Finished | DPAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuunas ynakoBka / OO61ecTBO ¢ OrpaHu4YeHHON 0TBeTCTBeHHOCThIO "MAKM3-

Primary packaging ®APMA" (OO0 "MAKN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuynas ynakoBka / OO01ecTBO ¢ OrpaHMYeHHON O0TBETCTBEHHOCThIO "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH TIpoe3 ], 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




NnueHsua Ne /1012-00102-77/00010585

Brimyckaromuit KOHTpoJIb OO61ecTBO ¢ OrpaHUEeHHON 0TBeTCTBeHHOCTRIO "M AKI3-
KayecTna / GAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

HasBanue A®C / Knonunorpen/ Clopidogrel

API name )
[Tpoussoaurens ADC / Xerepo [parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP23120026

API Bach number

Hacrosmum noarsepxiaro, 4yro ganHas cepust Ne PL1491124 [Tnarpun® tabieTku, MOKpBITHIE
IUIEHOYHOM 000510uK0i, 75 Mr Ne 30, macriopt Ne 39/25 ot 30.01.2025 6puia npousseneHa u
IIPOKOHTPOJIMPOBaHa B COOTBETCTBUH ¢ AeicTByromumu [Ipasunamu Hannexarmei
IIPOU3BOJCTBEHHOM IpakTHKU EBpasuiickoro Jxonomuueckoro Coro3a U TpeOOBaHHAMM
PerucTtpanvoHHOro 10cke, a TakkKe B COOTBETCTBUH CO CIEHUPHUKALMSIMHI 3apETUCTPUPOBAHHOTO
HPOJYKTa.

JIOKyMEHTBI 110 TPOM3BOACTBY (IIPUMEHHMBIM CTAIUsIM) ¥ KOHTPOJIIO Ka4eCTBa IPOBEPEHBI U
000pEHBI.

JIto6Ble OTKIOHEHHS pacciieIoBaHbl B COOTBETCTBHHU ¢ BHYTPEHHUMH NPOLIEAYPAMH U O100PEHBI
YI0IHOMOYEHHBIM 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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