Jlnuensuna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 545
(B cootsercTBuu ¢ [punoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBennas dopma / TabJIETKH, TOKPBITHIE MJIEHOYHOM 0007109KO0#H/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynaxkoBku / 10 wrt. / 3 KOHTypHas s4YeHKoBasi yIakOBKa / Mauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Homep cepun / PL1250525

Bach number

Jara npousBojcraa / 15.05.2025

Date of manufacture

Cpoxk rogaocTr / 'omen 10 30.04.2027

Expiry date

Pazmep cepuu / 9 501 ynaxoBox/ 9 501 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpaumonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (marta 3amenst 19.11 .2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmartuBHsI# nokymeHT / JIII-006376-290720, uzm. Ne 1,2,3.4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

ITpou3zBoacTBO rOTOBOM OO11ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKIN3-
nexapcTBeHHO# ¢opmel / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH 1Ipoe3, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ymakoBka / OO611ecTBO C OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIbHBIN ITpoe3 I, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO1mecTBO ¢ OrpaHHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOH/IBbHEIA Tpoe3 , 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

Beimyckaromuii KOHTpOJIb O6miecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KadecTna / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIBHBIA Npoes, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszsanune ADC / Knonunorpen/ Clopidogrel

API name

[IpousBoaurens ADC / Xetepo Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP24120022

API Bach number

Hacrosimm noareepxato, uro nannas cepust Ne PL1250525 ITnarpun® tabnerkwy, HOKPBITHIE
TIEHOYHOH 0601104K0M, 75 Mr Ne 30, macriopr Ne 500/25 ot 02.06.2025 6b11a mpousse/eHa 1
IIPOKOHTPOJIUPOBaHa B COOTBETCTBUU ¢ AeHcTByommmu Ipasunamu Hamiexarmeit
TIPOM3BOJICTBEHHOM NpakTuku EBpasuiickoro Dxonomudeckoro Corosa 1 TpeGoBaHHAME
Perucrpauronnoro nocke, a Takke B COOTBETCTBHH CO CTIEU(DHKALIASIME 3apEruCTPUPOBAHHOIO
IPOJIYKTA.

JOKyMEHTBI 110 TPOM3BOCTBY (IIPUMEHHMBIM CTa/HAM) H KOHTPOIIIO Ka4eCTBa IIPOBEPEHBI U
0100pEHBI.

JIx06BIe OTKIIOHEHHs! paccyie/IOBaHbI B COOTBETCTBAM ¢ BHYTPEHHUMH TIPOLEyPAMH | 0100 pEeHbI
VYI0IHOMOYEHHBIM JIUIOM /

[ 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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