Nuuensuma Ne 00205-/1C ot 15 dpespans 2021 roga

Pasperwenue Ha Boimyck JIIT Ne 390
(B cootBercTBuM ¢ [Ipunoxenurem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel
INN

JlexapctBenHas ¢popma /
Pharmaceutical form

Ta0JIeTKH, TOKPHITHIE IJIEHOYHON 000JI0UKOMH/
film coated tablets

Jlo3upoBka / 75 Mr/ 75 mg

Dose

Tun ymakoBku / 10 mt. / 3 KOHTypHas s4eiikoBasl yIlakoBKa / mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1501123

Bach number

Jlata npousBojcTaa / 13.11.2023

Date of manufacture

Cpoxk rognoctu / I'ogen 10 31.10.2025

Expiry date

Pazmep cepuu /
Bach size

9 969 ynakxoBok/ 9 969 packs

Crpana HazHaueHus /
Destination country

Poccus/ Russia

Perucrparmonsoe y10cToBepeHne
/ Marketing authorization

JIIT1-006376 ot 29.07.2020 (nata 3amens 12.05.2022)/
JII1-006376 from 29.07.2020 (renewal date 12.05.2022)

HopmaTuBHBINH JOKYMEHT /
Normative document

JII1-006376-290720, u3m. Ne 1,2,3/
JII1-006376-290720, variation Ne 1,2,3

[Tpon3BoacTBO roTOBOM
nexapcTBeHHOH popmbl / Finished
dosage form manufacturing

OO11ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocka, ABTOMOOHIBHEI Hpoe3, 1. 6, ¢Tp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepBuuHnas ynakoBka /

OOwiecTBO ¢ OrpaHNYeHHOM O0TBETCTBEeHHOCTEIO "M AKI3-

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

Anpec /

Address:

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

Bropuynas ynakoska /

OO1w1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII IIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne 00205-/1C o1 15 dpespans 2021 roga

Bemmyckaromuii KOHTpoIb OO6I11ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-
KaJecTna / ®APMA" (OO0 "MAKHM3-O®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBHBIH Ipoe3, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[IpousBonutens ADC / Xerepo [lparc Jlumuren, uaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23070016

API Bach number

Hacrosiumm noareepikaato, uro nansas cepust Ne PL1501123 ITnarpuin® tabieTku, MOKphITHE
IUICHOYHOM 00010uK0H, 75 Mr Ne 30, macopt Ne 390/23 ot 18.12.2023 Gbl1a npou3sBeeHa 1
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUU ¢ JeiicTByromumu [IpaBunamu Hannexammei
IIPOU3BOACTBCHHOM NMpakTuku EBpasuiickoro Dxonomuueckoro Coro3a U TpeOOBaHUSAMH
PerucTpaninoHHOro 10Che, a TakxKe B COOTBETCTBUHM CO CIIEHPHUKALMAMHE 3aPErHCTPHPOBAHHOTO
IPOIyKTa.

JIOKYyMEHTBI 110 IPOU3BOACTBY (IIPUMEHHMBIM CTaIUsIM) U KOHTPOJIIO KauyeCTBa IPOBEPEHBI H
0/100pEHBI.

JIxo0ble OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBHYU C BHYTPEHHAMH MIPOLIEYPAMU U 000 PEHBI
VY1101HOMOYEHHBIMH JTUIIOM /

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.
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