Nnuensua Ne 00205-/1C ot 15 ¢espana 2021 roga

Pazpemenue Ha Boimyck JIIT Ne 191
(B cootBercTBUH ¢ [Iprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haszpanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas popma / TabJIeTKH, IOKPBITHIE IUIEHOYHOH 000J109KO0#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynmakoBku / 10 mT. / 3 KOHTypHas sYelKoBasl ylaKoBKa / Tayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1110324

Bach number

Jara npousBojcta / 27.03.2024

Date of manufacture

Cpoxk roguocts / I'ogen o 31.03.2026

Expiry date

Pa3mep cepuu / 9 798 ynakoBox/ 9 798 packs

Bach size

Crpana Ha3HaueHHs / Poccusi/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensr 12.05.2022)/

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

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

[Tpon3BoACTBO rOTOBOM OO11ecTBO ¢ OrpaHMYEHHO# OTBETCTBEHHOCTHIO "MAKM3-
nexapcTBeHHOH ¢opmbl / Finished | DAPMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII ITpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoBka / OO111eCTBO C OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH ITpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO11ecTBO ¢ OrpaHUYEeHHON OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1poe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jnuensus Ne 00205-/1C ot 15 dpeBpans 2021 roaa

Brinyckaromnuii KOHTPOJIb OO01ecTBO ¢ orpaHUYeHHON OTBeTCTBEeHHOCTHIO "MAKI3-
KayecTBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Haszpanne AOC / Knonunorpen/ Clopidogrel

API name

[Tpoussogutens ADC / Xerepo Hparc Jlumuren, Uaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070019

API Bach number

Hacrosmum noareepskaato, uto nanHas cepust Ne PL1110324 ITnarpun® tabiaeTKH, MOKPHITHIE
IUIEHOYHOH 000104KO0H, 75 Mr Ne 30, macrmopt Ne 201/24 ot 02.05.2024 6bl1a IpOU3BEIEHA U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ JeiicTByromumu [IpaBunamu Hamiexaiuei
IIPOM3BOACTBEHHOM NpakTuKU EBpasuiickoro Jxonomuyeckoro Coro3a u TpeOOBaHUSIMHU
PeructpaninoHHOro 10Che, a TAKKe B COOTBETCTBHH CO CIICIH(PUKAIUSIMHI 3apETHCTPHPOBAHHOTO
MPOJYKTA.

JIOXyMEHTBI 110 IPOU3BOACTBY (IIPUMEHHMBIM CTaJHsIM) U KOHTPOJIIO Ka4eCTBa IIPOBEPEHBI H
0/100pEeHBI.

JIro6ble OTKIOHEHHS pacCiIeloBaHbl B COOTBETCTBUY C BHYTPEHHHMH MPOLIEYPAMH U O00PEHEI
Y110JIHOMOYEHHBIMH JIUIIOM /

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.

Beperennukosa B.K./ §Zifc¢é‘ «X » Ll 2024 .

YTI0IHOMOYEHHOE JIUIO
000 «MAKU3-OAPMA » . MII




