Nnuensuna Ne 00205-11C ot 15 despansa 2021 ropa

Paspemenuie Ha Boimyck JIIT Ne 374
(8 cootBetcTBUM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoayxra / [Inarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JlexapcTBeHHas ¢opma / Ta0JIETKH, MOKPBITHIE TUIEHOYHON 000JI04KO0#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 1. / 3 XOHTypHas syelKoBas ynakoBKa / Ilayka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1210524

Bach number :

Hata npousBocTsa / 28.05.2024

Date of manufacture

Cpox romnoctu / I'ogen mo 31.05.2026

Expiry date

Pa3smep cepun / 9 934 ynaxoBok/ 9 934 packs

Bach size

Crpana Ha3HayeHHs / Poccus/ Russia

Destination country

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

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaruBHbIii JOKyMeHT / JII1-006376-290720, u3Mm. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,23

[TpousBoACTBO rOTOBOI OO11ecTBO C OTpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
nexapcTBeHHO! Gopmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuyHas ynakoBka / OO11ecTBO C OrpaHUYCHHOM OTBETCTBEHHOCTHI0 "MAKN3-

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

Anpec/

Address:

109029, r. Mocksa, ABTOMOOMIIBHEII TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO111ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec/

Address:

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




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

Beinyckarommii KOHTpoJIb OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
KayecTna / O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Npoe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADOC / Knonuporpen/ Clopidogrel

API name

[TpousBogutens ADC / Xerepo [Jparc Jlumuren, Munus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun ADC / CP23120022

API Bach number

Hacrosmum noareepxxaato, uto aanHas cepust Ne PL1210524 ITnarpun® TabiaeTKH, IOKPHIThIE
IUIEHOYHOM 06010uKo#, 75 Mr Ne 30, macniopt Ne 368/24 ot 01.07.2024 6bu1a mpousBeneHa u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ AeicTBYrommMH [1paBuiamu Hamnexamneit
IIPOM3BOJACTBEHHOM NpakTuKu EBpasuiickoro JxoHomuueckoro Coro3a u TpeOOBaHUIMHU
PerucrpannoHsoro nocke, a Takke B COOTBETCTBUH CO CIENUBHUKAIMIMA 3aPETHCTPUPOBAHHOTO
MPOJYKTA.

JIOKYMEHTBI 110 IIPOM3BOJICTBY (IIPUMEHHMBIM CTA/IMsIM) ¥ KOHTPOJIIIO KAa4eCTBa MPOBEPEHBI U
0100pEHBI.

JIroOble OTKIOHEHHUS pacciieIOBaHbl B COOTBETCTBHHU C BHYTPEHHUMH MPOLIEYPAMHU U OJ00PEHBI
Y10IHOMOYEHHBIM 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.

Beperennnkona B.K./M y 24 "«0‘/ nUAOALY 2024 T.
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