JNvuensna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 448
(B cootBetcTBUM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazpanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomuporpen/ Clopidogrel

INN

JlexkapcTBenHas dopma / TaOJIETKH, OKPBITHIE TICHOYHOH 0007109K0i1/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynaxosku / 10 1. / 3 KOHTypHas s4eiikoBas ynakoBKa / Mauka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1140325

Bach number

Harta npousBojcTaa / 28.03.2025

Date of manufacture

Cpoxk rogaoctr / I'ozen 110 31.03.2027

Expiry date

Pasmep cepun / 9 720 ynaxoBok/ 9 720 packs

Bach size

Crpana HazHaueHus / Poccusi/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nata 3aMeHb 12,05.2022)/

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

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

[Ipou3BoacTBO TOTOBOI OO6w1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHON popmel / Finished | DPAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocksa, ABToMOGMIBHBIH TIpOE3L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRI0 "MAKN3-

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

Anpec /

Address:

109029, r. Mocka, ABTOMOGHIbHBIN npoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuuHnas ynakoBka / OO01mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKM3-

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

Anpec/

Address:

109029, r. Mocksa, ABTOMOOHIIBHBII TIpoe3, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensna Ne 1012-00102-77/00010585

Beimyckaromnmii KOHTPOJIb O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHI0 "MAKI3-
KauecTBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGMIIBHBIH 11pO€3 1, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knomunorpen/ Clopidogrel

API name

[Tpoussoaurens ADC / Xerepo Hparc Jlumuren, Muaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP24050009

AP] Bach number

Hacrosmum noxrsepixaaro, uro gannas cepust Ne PL1140325 ITnarpun® tabnerku, IIOKPBIThIE
IJICHOYHOH 0001104K0H, 75 Mr Ne 30, mactiopt Ne 406/25 ot 21.04.2025 Gklna mpousseieHa u
IIPOKOHTPOJHMPOBAHA B COOTBETCTBUH ¢ JeHcTByronmMu [IpaBuinamu Hannexammei
NPOM3BOJCTBEHHOU IpakTHKU EBpasuiickoro Dxonomudeckoro Coro3a u TpeGOBaHUSIMHE
PeructpannoHHOro nocke, a TakKe B COOTBETCTBHHU €O CHEUAPHKAIMAME 3aPErHCTPUPOBAHHOTO
IPOJIyKTa.

JIOKYMEHTBI 110 IPOM3BO/CTBY (MPUMEHHMBIM CTaHsIM) H KOHTPOJTIO KaYeCTBA IPOBEPEHBI 1
0100pEHBI.

Jlio6b1e OTKIIOHEHNS paccieToBaHbl B COOTBETCTBHH ¢ BHYTPEHHHMH MPOLEIyPaMH 1 0100peHsbI
VY TOTHOMOYEHHBIM JIMIIOM /

[ 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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