JNnuensmna Ne 1012-00102-77/00010585

Paspeienue Ha Boimyck JIIT Ne 546
(B cootBetcTBUM ¢ [Tpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoayxkra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlekapcTBeHHas ¢popma / TabJIETKH, NOKPBITHIE IUICHOYHOH 000104KO#/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 mMr/ 75 mg

Dose

Tun ymakoBku / 10 wit. / 3 KOHTypHas sA4eliKoBas yakoBKa / mavyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1260525

Bach number

[ara npousBozcTea / 16.05.2025

Date of manufacture

Cpoxk rogaoctu / I'onen 1o 31.05.2027

Expiry date

Pazmep cepun / 9 553 ynakoBox/ 9 553 packs

Bach size

Crpana Ha3zHaueHus / Poccust/ Russia

Destination country

Peructpanuontoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensr 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHbI nokymeHT / JIII-006376-290720, u3m. Ne 1,2,3,4/

Normative document JIII-006376-290720, variation Ne 1,2,3,4

[Tpou3BoacTBO rOTOBOM OO11ecTBO ¢ OrpaHHMYCHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOM ¢popmsl / Finished | DPAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH Ipoe3, a. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ymnakoBka / OO11ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocka, ABTOMOOMIIBHBI Ipoe3, A. 6, cTp. 4, cp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O6m1ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBbHBI Ipoe3, A. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne /1012-00102-77/00010585

Beinyckaromuii KOHTpOJIb OO0w1ecTBO € OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-
KauectBa / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBII TTpoe3, 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

[TpousBogutens ADC / Xetepo Jlparc Jlumuren, Mumus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP24120022, CP24120023

API Bach number

Hacrosimnm noareepsknaio, uro nannas cepus Ne PL1260525 ITnarpun® TabieTku, HOKPBITHIE
IJICHOYHOU 0005104K0#, 75 Mr Ne 30, macopt Ne 502/25 ot 02.06.2025 Gwita mpou3sBeieHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUU C NeHcTByromumu [Ipasunamu Hamiexammeit
IPOU3BOJICTBEHHOM NpakTukyu EBpasuiickoro Jxonomudeckoro Coro3a u TpebOBaHUAMH
PerucrpanoHHOro 10Che, a TakKe B COOTBETCTBUH CO CIICHU(UKAIUIMHA 3aPETUCTPUPOBAHHOTO
IOPOJIYyKTA.

JIOKyMEHTBI 110 TPOM3BOJACTBY (IIPHMEHHMBIM CTA/IHsM) H KOHTPOIIIO KA4eCTBa IIPOBEPEHbI 1
0100peHBI.

JIro0bie OTKIIOHEHUS pacc/ieoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLIELYPAMH U 0J06PEHb
Y10JJHOMOYEHHBIM JTUIIOM /

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.

AHIPOCOB A.A# /P

VYIOJIHOMOYEHHOE JIULIO
000 «MAKN3-OAPMA »




