Jinuensuma Ne 00205-11C ot 15 deBpana 2021 roga

Paspemenue Ha Boimyck JIIT Ne 220
(B cootBercTBUH ¢ [Tpunoxerunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue mpomaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBeHHas popma / TabJIETKH, OKPBITHIE TUIEHOYHON 000I0YKOMH/
Pharmaceutical form film coated tablets

Jlo3uporka / 75 mr/ 75 mg

Dose

Tun ynaxosku / 10 mr. / 3 xOHTypHas sueiKoBasl yIaKoBKa / ayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1160324

Bach number

Jara npousBojicTBa / 29.03.2024

Date of manufacture

Cpoxk rognoctu / 'ogen 1o 31.03.2026

Expiry date

Pasmep cepun / 9 906 ynakoBox/ 9 906 packs

Bach size

Crpana Ha3HaueHHs / Poccusi/ Russia

Destination country

Perucrpaumonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nara 3amens 12.05.2022)/

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

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

[Tpon3BoACTBO rOTOBOM OO11ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOR popmsl / Finished | DPAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIBHBIH Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuyHas ynakoBka / OO11ecTBO C OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIIBHBIH IIpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O611ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKN3-

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

Anpec /

Address:

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




Nuuensna Ne 00205-1C ot 15 ¢peBpansa 2021 roaa

Beinyckaromuii KOHTpOJIb O6111ecTBO C OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH Ipoe3, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune ADC / Knonunorpen/ Clopidogrel

AP] name

[Tponzonurens ADC / Xetepo Jlparc JInmuren, Uaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120021

API Bach number

Hacrosimum noarsepsxaato, 9ro nanHas cepust Ne PL1160324 IInarpun® taGieTku, MOKpHITHIE
IUIEHOYHOH 060510uK0#, 75 Mr Ne 30, macriopt Ne 244/24 ot 08.05.2024 Obuta mpou3sBeeHa U
IIPOKOHTPOJIHPOBAHA B COOTBETCTBUH ¢ AelcTByromumu [IpaBunamu Hamnexarei
IIPOM3BOICTBEHHOM NpakTHKU EBpazuiickoro Dxonomudeckoro Corosa U TpeOOBaHUAMHU
PerucrpanoHHOro 10che, a Takke B COOTBETCTBUH CO CIEIU(UKAUIMH 3apETHCTPHPOBAHHOTO
MPOIYKTA.

JIOKYMEHTEI 110 IPOU3BOACTBY (IIPUMEHUMBIM CTaI¥sIM) H KOHTPOJIIO Ka4ecTBa MPOBEPEHEI U
0J00pEHBI.

JIt0OBIE OTKIIOHEHHMS pacclieIoBaHbl B COOTBETCTBUHU C BHYTPEHHUMH HPOLEAYPaMU B 0J00PEHEI
Y 110IHOMOUYEHHBIM. JTULIOM /

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.

BepeTtennukopa B.K./M «0&7 » Lt 3 2024r.

VYOJIHOMOYEHHOE JIALIO
000 «<MAKHU3-OAPMA » ‘MII




