Nuuensma Ne 1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1031
(B cootBetcTBHH ¢ [Ipunoxxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knommunorpen/ Clopidogrel

INN

JlexapctBeHHast popma / Ta0JIETKH, TIOKPHITHIE TJICHOYHOU 000JI0UKOH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynaxkoBku / 10 mit. / 3 KOHTYpHas siueiikoBasi ylakoBKa / ayka KapTOHHasl
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1390825

Bach number

Jlata mpou3BojcTBa / 20.08.2025

Date of manufacture

Cpoxk rognoctu / ['ogen no 31.08.2027

Expiry date

Pa3mep cepuu / 9 374 ynakoBok/ 9 374 packs

Bach size

Crpana Ha3HayeHuUs / Poccust/ Russia

Destination country

Peructpanuontoe yaocroseperue | JIII-006376 ot 29.07.2020 (nara 3amens 19.11.2024)/

/ Marketing authorization JITITI-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTuBHBIH TOKYMEHT / JITT-006376-290720, uzm. Ne 1,2,3.4/

Normative document JII1-006376-290720, variation Ne 1,2,3,4

[Tpou3BoACTBO rOTOBOM OOG111ecTBO ¢ OTpaHUYEHHOM 0TBeTCTBEHHOCTHIO "MAKMU3-
nexapcTBenHo# ¢popmel / Finished | PAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBHBIH Mpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ynakoBka / OO1ecTBO ¢ OrpaHHYEHHON 0TBeTCTBEHHOCTHIO "MAKM3-

Primary packaging ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHEIH 1poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuyHas ynakoBka / OO11ecTBO ¢ OrpaHMYeHHOM 0TBeTCTBEHHOCTHIO "MAKN3-

Secondary packaging ®APMA" (OO0 "MAKN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIIA MTpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Ninuensua Ne J1012-00102-77/00010585

Brimyckaromuit KOHTpOJIb OO1ecTBO ¢ OrpaHMYEHHOH 0TBETCTBEHHOCTHIO "MAKN3-
KayecTna / OAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIHA Ipoe3 N, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hasanne ADC / Knommunorpen/ Clopidogrel

API name

[Tpouzsogutens ADC / Xerepo Jlparc Jlumuren, Uuaaus/
API manufacturer Hetero Drugs Limited, India
Homep cepuun ADC / C025030004

API Bach number

Hacrosmmum noarsepxaato, yto aanHas cepus Ne PL1390825 [Tnarpun® tabieTku, MOKPHITHIE
uIeHoYHOM 060104ko#, 75 Mr Ne 30, macriopt Ne 1037/25 ot 17.09.2025 6bu1a npousBeieHa u
MPOKOHTPOJIMpPOBaHa B COOTBETCTBUH ¢ AercTByromumu [IpaBunamu Hannexarmmei
IIPOU3BOJICTBEHHOHN NpakTUKH EBpaszuiickoro JxoHomuueckoro Coro3a 1 TpeOOBaHUAMHI
PerucrpaninoHHOro 0cke, a Takke B COOTBETCTBHU CO CIENUPUKAIUSIMHU 3apPErHCTPUPOBAHHOTO
MPOJyKTA.

JIOKYMEHTBI 110 IPOU3BOJICTBY (IPUMEHUMBIM CTAIUSIM) U KOHTPOJIIO Ka4eCTBa MMPOBEPEHBI U
0J100pEHBI.

JIroOble OTKIIOHEHHS pacciieloBaHbl B COOTBETCTBUHU C BHYTPEHHUMH IIPOLEypaMH U 0J00pEHBI
YTOTHOMOYEHHBIM JIULIOM /

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.

» Y.
Anjpocos A.A./ E_CL.QL( 21 2025 .

VI0JIHOMOYEHHOE JIUIO
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