Nuuensus Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 446
(B cootBetcTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoxykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBeHnHas gpopma / TabJIETKU, TOKPBITHIE TNICHOYHOU 000JI0YKOM/
Pharmaceutical form film coated tablets

Jlozuposka / 75 Mr/ 75 mg

Dose

Tun ynakoBku / 10 mit. / 3 KOHTypHast s4efKOBast yIIaKOBKa / [aykKa KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepum / PL1120325

Bach number

JaTta npousBocTaa / 28.03.2025

Date of manufacture

Cpox rogroctu / I'onen 1o 31.03.2027

Expiry date

Pazmep cepun / 9 725 ynakoBox/ 9 725 packs

Bach size

Crpana Ha3HauyeHMs / Poccusi/ Russia

Destination country

Peructpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBINH JOKYMEHT / JIT1-006376-290720, u3m. Ne 1,2.3/

Normative document JIT1-006376-290720, variation Ne 1,2,3

[TpousBoACTBO roTOBON OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
nekapcTBeHHOR popmbl / Finished | PAPMA" (OO0 "MAKN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[IepBuyHas ynakoBka / OO11ecTBO ¢ OTpaHUYCHHON OTBETCTBEHHOCTHIO "MAKU3-

Primary packaging O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoska / OO611ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. MockBa, ABTOMOOWIIBHBI TIpoe3 [, A. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensma Ne /1012-00102-77/00010585

Beimyckaromuit KoHTpoIIb OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBbHBIH npoesn, a. 6, crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hasanune ADC / Knonunorpen/ Clopidogrel

API name

[IpousBomurens ADC / Xerepo [parc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepun ADC / CP24050008, CP24050009

API Bach number

Hacrosimum noareepxnato, uro nannas cepus Ne PL1120325 [Inarpun® TabneTku, MOKpPHITHIE
IJICHOYHOM 060110uK0i, 75 Mr Ne 30, mactopt Ne 397/25 ot 21.04.2025 6b11a IIpOU3BEJICHA U
IPOKOHTPOJIMPOBAHA B COOTBETCTBUU C AeHcTBYommME [IpaBunamu Hamnexarmeit
IPOM3BOJICTBEHHOM NpakTHKK EBpasuiickoro Dxonomuueckoro Coro3a u TpeGoBaHUSIMH
Perncrpaunonnoro nocke, a Takke B COOTBETCTBHE CO CHENH(HKAIUSIMI 3apErUCTPHPOBAHHOTO
IPOAYKTA.

JIOKYMEHTBI 110 TPOU3BOACTBY (IIPUMEHMMBIM CTA/MAM) H KOHTPOJIIO KA4ecTBa IIPOBEPEHBI U
0/100peHBI.

JI100b1e OTKIIOHERUS paccieIoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IpoUeypaMu U 0JTI00pEHE!
VYI0IHOMOYEHHBIM JTHIIOM /

[ 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.

AnnpocoB A.A#LJ &Ly oY 2025 r.

YHnonHOMOYEHHOE JTUIO /
000 «kMAKU3-OAPMA » = MII




