Jlnuensna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1714
(8 cootBercTBHM ¢ [Tprnokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npomyxra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlexapcTBeHHast hopma /
Pharmaceutical form

TabJIETKH, HOKPBITHIE IIJIEHOYHOH 000I0UKOM/
film coated tablets

Jlo3upogka / 75 mMr /75 mg

Dose

Tun ynakoBku / 10 1rt. / 3 KOHTypHas T9eHKOBast yIIaKOBKa / Iayka KapTOHHasI
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1400926

Bach number

Jlata npou3sBojcTBa / 11.09.2026

Date of manufacture

Cpoxk rogaoctu / T'ozen 1o 31.08.2028

Expiry date

Pasmep cepun /
Bach size

9 428 ynaxoBok/ 9 428 packs

Crpana Ha3HaveHus /
Destination country

Poccust/ Russia

Perucrpaiuonnoe ynocroBepenue
/ Marketing authorization

JIII-Ne(010943)-(PT-RU) ot 15.07.2025/
JIII-Ne(010943)~(PT'-RU) from 15.07.2025

HopmatusHbIit 1oKkymeHT /
Normative document

JII-Ne(010943)-(PT-RU)-150725/
JIII-Ne(010943)-(PT-RU)-150725

[TpousBoCcTBO rOTOBOM
JexapcTBeHHOM Gopmel / Finished
dosage form manufacturing

OO6m1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Hpoe3y, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynmakoBka /

OO0mmecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKN3-

Primary packaging OAPMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIILHBIA npoesz, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunast ynakoska /

OOm1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIBHBIIA IIpoe3 L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinueHsna Ne 21012-00102-77/00010585

Breimyckaromuii KOHTpOJIB
KauecTna /
Quality Control

O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOGUIIBHBII 1Ipoe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Knonunorpen/ Clopidogrel
API name
[Tpouzoaurens ADC / Xerepo [parc Jlumuten, Unaus/

API manufacturer

Hetero Drugs Limited, India

Howmep cepun ADC /
API Bach number

C025080026

Hacrosimum noarsepxnao, uto rannas cepust Ne PL1400926 [Tnarpun® TabieTkn, HOKPHITHE
IJICHOYHOM 000110uK0H, 75 Mr Ne 30, macriopt Ne 1764/26 ot 05.10.2026 Gblaa npousBeIeHa U
IIPOKOHTPOJMPOBAHA B COOTBETCTBUU ¢ AeHcTBYyromuMH [IpaBunamu Hamiexameit
IPOU3BOJICTBEHHON NpaKTUKK EBpasuiickoro Sxonomuyeckoro Cow3a v TpeOGOBaHUIMH
Perucrparmonnoro nocke, a Takxe B COOTBETCTBHHE €O CIIEHHU(DUKAIUSIMY 3apETHCTPHPOBAHHOTO

HIpPOJYKTa.

JIOKyMEHTBI 110 TPOU3BOJCTBY (IPUMEHMMBIM CTAHSIM) H KOHTPOJIIO KaueCTBa IIPOBEPEHBI

0100PEHBI.

JIroOble OTKIIOHEHHSI pacciieI0BaHbl B COOTBETCTBUH C BHYTPEHHMMH IPOLEIYPAMHU H 0100PEHBI
V107IHOMOYEHHBIM JIUIIOM /

I hereby confirm that this batch was produced and controlled 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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