Nnuensna Ne 1012-00102-77/00010585

Pazpemenne Ha Boimmyck JIIT Ne 312
(B coorerctBuH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoykra / [Lnarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TabJIETKH, IOKPBITHIE TUICHOYHOH 0001049K0i1/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 Mr/ 75 mg

Dose

Tun ymaxoBku / 10 . / 3 KOHTypHas si4eiiKoBasi yrakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1060225

Bach number

[Hara npousBojicTra / 15.02.2025

Date of manufacture

Cpox rognoctu / 'onen no 31.01.2027

Expiry date

Pa3zmep cepum / 9 893 ynaxoBok/ 9 893 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JII1-006376 ot 29.07.2020 (nata 3amenst 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmartuBHBIM 1OKyMeEHT / JII1-006376-290720, u3m. Ne 1,2,3/

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

[Ipon3BoACTBO TOTOBOIA OO11ecTBO ¢ OrpaHUYEHHOI O0TBETCTBEHHOCTEHIO "MAKI3-
nekapcTBeHHON popmbl / Finished | DAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[IepBuunas ymakoBka / OO1miecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTRHIO "MAKIA3-

Primary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBII Tpoe3 N, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropnunas ynakoska / O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




NnueHsua Ne /1012-00102-77/00010585

Beinyckaroiuit KOHTpOIb OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
KauecTBa / O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH mpoe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune ADC / Knonunorpen/ Clopidogrel

API name

[TpousBoaurens ADC / Xerepo [parc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP24040006, CP24050007

API Bach number

Hacrosmum noarsepaxaaro, uto naHHas cepus Ne PL1060225 ITnarpun® tabiieTku, MOKpHIThIE
IJIEHOYHOH 0605109k0H, 75 Mr Ne 30, mactopt Ne 278/25 ot 12.03.2025 Gbuta npousBeieHa 1
IIPOKOHTPOJUPOBaHa B COOTBETCTBUH ¢ AeicTByromuMu [1paBunamu Hamnexameit
IIPOM3BOACTBEHHOM NpaKTHKH EBpa3uiickoro JxoHoMudeckoro Coro3a u TpebOBaHUIMHI
PerucTpaiiioHHOro 10ckhe, a TakKe B COOTBETCTBHHU CO CIIELU(UKALIMSIME 3apErHCTPUPOBAHHOTO
IPOJYKTA.

JIOKYMEHTBI 110 IIPOM3BOCTBY (IIPUMEHHMBIM CTAIUSIM) ¥ KOHTPOJIIO KauyeCTBa MPOBEPEHBI U
0J00pEHBI.

JIxobble OTKIOHEHMS paccye/I0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH HPOLIEYPAMH M OJ06PEHb!
Y II0THOMOYEHHBIM 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.

AHIpPOCOB AAW&QLJ 2025.

VII0JIHOMOYEHHOE JTULI0
000 «MAKN3-OAPMA»




