Jinuensuna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 309
(B cootBercTBHM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoxaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlekapcTBenHas dopma / TabJIETKH, TIOKPHITHIE TIEHOUHOM 060I09KOiH/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mMr/ 75 mg

Dose

Tun ymakoBku / 10 . / 3 KOHTypHas syeiiKkoBas yIakoBKa / ayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1030225

Bach number

Hata npousBoacTBa / 13.02.2025

Date of manufacture

Cpoxk rognoctu / I'ogen 1o 31.01.2027

Expiry date

Pazmep cepun / 9 827 ynakoBok/ 9 827 packs

Bach size

Crpana Ha3HaueHwus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (naTa 3amMeHsI 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBIN TOKyMeHT / JII1-006376-290720, uzm. Ne 1,2,3/

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

[Tpou3BOACTBO rOTOBOM OO1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
JeKapcTBeHHO# popmbl / Finished | ®PAPMA" (000 "MAKUW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH 1Ipoe3, 1. 6, cTp. 4, cTp. 6, CTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuuHas ynakoBka / OO611ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH 1Tpoe3 , 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO11ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTEIO "M AKU3-

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

Anpec /

Address:

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




JNnuensna Ne /1012-00102-77/00010585

Brinmyckaromuii KOHTPOJIb O6mecTBO ¢ OrpaHUYEHHOI OTBETCTBEHHOCTHIO "M AKI3-
KaudecTBa / OAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOMIIBHBII 1Ipoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knomunorpen/ Clopidogrel

API name

[TpouzBonurens ADC / Xerepo Hparc Jlumurten, Muaaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP24040006

API Bach number

Hacrosimm nonreepxato, 9ro gannas cepust Ne PL1030225 ITnarpun® Tabietky, MOKPBITHIE
TJIEHOYHOR 0001104K0H, 75 Mr Ne 30, macmopt Ne 272/25 ot 12.03.2025 6bina npousseena u
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUHU ¢ AeiicTByromuMu [IpaBunamu Haiexarmeit
TIPOM3BOJICTBEHHO! NPaKTHKK EBpasuiickoro OxoHoMuueckoro Corwsa U TpeGOBaHUSIMHE
PerucrpannoHHOro 1ocke, a Takke B COOTBETCTBHHU CO CHELUPHUKAIMSIME 3apErHCTPHPOBAHHOTO
IPOJYKTA. .

JIOKyMEHTBI 110 IPOU3BOACTBY (MPHMEHHUMBIM CTAIHSIM) M KOHTPOITIO Ka4eCTBA IPOBEPEHb! 1
0100pEHBI.

JI1o6ble OTKIIOHEHHS pacciieoBaHbl B COOTBETCTBHY ¢ BHYTPEHHMMH IPOIEypaMy | 0/100peHbI
YI0JTHOMOYEHHBIM JIHIIOM /

[ 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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