JNnuensuna Ne J1012-00102-77/00010585

Paspemenne Ha Boimyck JITT Ne 548
(B cootBetcTBUM ¢ [Iprnoxkennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoxaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas ¢popma / Ta0JIETKU, TIOKPBITHIE TUIEHOYHON 000109KO0IH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynmakoBku / 10 wr. / 3 koHTYpHas s4yeiikoBasi yIIaKoBKa / mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1280525

Bach number

[ara npousBojcTBa / 17.05.2025

Date of manufacture

Cpoxk ronuoctu / 'omen no 31.05.2027

Expiry date

Pazmep cepum / 9 478 ynakoBox/ 9 478 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

Perucrpaurnontoe ynocroepenue | JII1-006376 ot 29.07.2020 (nata 3amensi 19.11.2024)/

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

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

IIpon3BOACTBO rOTOBO O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKN3-
nexapcTBeHHOHN (opmbi / Finished | ®DAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBI ITpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynaxkoBka / O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOWIIBHBIH 1POE3 L, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ymakoBka / O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKN3-

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

Anpec /

Address:

109029, r. Mockpa, ABTOMOOUIIBHBI Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensna Ne J1012-00102-77/00010585

BaImyckaromuii KOHTpOJIb O611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KadecTBa / ®APMA" (OO0 "MAKH3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mockpa, ABTOMOGUIIBHBIH poe3 L, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

AP] name

[IpouzBoautens ADC / Xetepo Jlparc Jlumurten, Uugus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C024100001

API Bach number

Hacrosimum noarsepxnaro, uro nannas cepust Ne PL1280525 Ilnarpun® TabieTkn, OKpbITHIE
IJICHOYHOU 0001109K0#, 75 Mr Ne 30, macmopt Ne 512/25 ot 02.06.2025 6bl1a mpousBeeHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AelcTBYIomuMH [IpaBunamu Hannexameit
IPOM3BOJCTBEHHOM MpakTHKU EBpasuiickoro DxoHoMuyeckoro Coro3a u TpeGoBaHUIMH
PerucTpanioHHOro 1ocke, a Takke B COOTBETCTBHHE CO CELHPUKALUSIMU 3apPErHCTPUPOBAHHOTO
IOPOJyKTa.

JIOKyMEHTBI 110 IPOM3BOACTBY (IPUMEHHMBIM CTAMSAM) K KOHTPOJIIO KAYeCcTBA MPOBEPEHbI U
0/100pEHBI.

Jlxo0bIe OTKIIOHEHNS pacciie/IoBaHbl B COOTBETCTBHH C BHYTPEHHAMH IPOLEyPAMHU H 000peHbI
YI0JTHOMOUYEHHBIM JIHUIIOM /

[ 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.

AHJIpocoB A. 2025 1.

YnonHoMouYeHHOE JTUII0
000 «MAKUN3-OAPMA »




