Nnuensma Ne /1012-00102-77/00010585

Pa3pemenue Ha Beimyck JIIT Ne 1209
(B cooTBeTcTBUM C [Ipunoxkennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Lnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlekapcTBennas ¢opma /
Pharmaceutical form

TaOJIETKH, OKPBIThIE MJICHOYHOH 0007109KO0H/
film coated tablets

J1lo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBkwu / 10 T, / 3 KOHTYpHas ssUyeiiKoBas yIiakoBKa / madka KapTOHHasi
Package type 10 PCs / 3 blister packs / cardboard packs
Homep cepun / PL1290626

Bach number

JlaTta npou3BojcTBa / 08.06.2026

Date of manufacture

Cpok rogaoctu / I'oaeH 1o 31.05.2028

Expiry date

Pasmep cepuu / 9 402 ynakoBok/ 9 402 packs

Bach size

Ctpana Ha3Ha4eHus /
Destination country

Poccusi/ Russia

PerucTpanimoHHOe yJ1I0CTOBEpEHHE
/ Marketing authorization

JITT-Ne(010943)-(PI'-RU) ot 15.07.2025/
JIII-Ne(010943)-(PI'-RU) from 15.07.2025

HopmaTuUBHEIN JOKYMEHT /
Normative document

JITT-Ne(010943)-(PI'-RU)-150725/
JITT-Ne(010943)-(PT-RU)-150725

[Tpou3BOJICTBO TOTOBO#
nexapcTtBeHHOH (popMbl / Finished
dosage form manufacturing

OO01iecTBO ¢ orpaHU4YeHHON OTBeTCTBeHHOCTHIO "MAKHN3-
OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOH/IBHBIH Mpoe3, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuynas ynakoBka /
Primary packaging

O0mecTBO ¢ orpaHu4YeHHOM oTBeTCTBeHHOCThIO "MAKI3-

OAPMA" (OO0 "MAKHU3-PAPMA")/ Limited lability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakorka /

Oob1mecTBO ¢ orpaHiueHHON oTBeTCTBReHHOCTRIO "MAKM3-

Secondary packaging OGAPMA" (OO0 "MAKHU3-OAPMA")/ Limited Lability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBEIN mpoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




NuuenHsua Ne /1012-00102-77/00010585

Brimmyckaromnuii KOHTPOJIb
KayecTsa /

Quality Control

OO01IIeCTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKM3-
O®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBIH MTpoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/

109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3sanue ADC / Knormuorpen/ Clopidogrel
API name
[TpousoauTens ADC / Xerepo Jlparc Jlumuren, Uaaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

C025060023

Hacrosiium noarsepxaaro, uto ganHas cepust Ne PL1290626 ILnarpun® TabneTKu, MOKPHITHIE
IeHo4YHOM obonouxoii, 75 Mr Ne 30, macnopt Ne 1194/26 ot 15.07.2026 Obu1a mpon3Be/icHa U
IPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ jelicTBytomumu [Ipasunamu Hannexamed
POM3BOJICTBEHHOM NpakTHKH EBpazuiickoro Jxonomuyeckoro Corosa u TpeOOBaHUSIMH
PeructpaiiiOHHOTO A0CHE, a TAK)KE B COOTBETCTBUHU CO CIICHU(PHUKAIMUAMHE 3apErUCTPUPOBAHHOTO

MPOAYKTA.

JIOKYMEHTEI [0 NPOU3BOACTBY (MIPUMEHHUMBIM CTaUsAM) U KOHTPOJIIO Ka4eCTBa MPOBEPEHDI U

0100pEHEI.

JIroOBIe OTKJIOHEHHS pacciieI0BaHbl B COOTBETCTBHHU ¢ BHYTPEHHUMH MPOLIEAYpPaMH M 0J00pPEHEI
VII0JIHOMOYEHHBIM JTHIIOM /

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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