JNinuensua Ne 1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 576
(B coorBetcTBHH ¢ [Ipunoxkenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas popma / Ta0JIETKH, MOKPBITHIE TUIEHOYHON 000JI09KO01/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75mr/ 75 mg

Dose

Tun ynakoBku / 10 mr. / 3 KOHTypHas TYEHKOBas yakoBKa / lla4Ka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1330525

Bach number

Jlata npousBocTBa / 22.05.2023

Date of manufacture

Cpoxk rognoctu / 'onieH 10 31.05.2027

Expiry date

Pazmep cepuu / 9 431 ynakoBok/ 9 431 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Peructpanuonnoe ynocroepenue | JIII-006376 ot 29.07.2020 (nata 3amenst 19.11.2024)/

/ Marketing authorization JIII-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHBIH JOKYMEHT / JII1-006376-290720, u3m. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

ITpousBoacTBO roTOBOIA OO11ecTBO ¢ OrpaHUUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-
nexkapctBeHHOM opmbl / Finished | PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TTpoe3n, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuunas ynakoBka / OO1mecTBO ¢ orpaHUYeHHOM 0TBETCTBEHHOCTEIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIHN 1Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O611ecTBO € OrpaHUUYEHHOM 0TBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

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




Nnuensua Ne /1012-00102-77/00010585

Brinyckaromnuii KOHTPOJIb OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-
KauecTBa / O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIA Tpoe3 A, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonmunorpen/ Clopidogrel

API name

[Tpoussonurens ADC / Xerepo [parc Jlumuren, Uuaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / C025010003

API Bach number

Hacrosmum noarsepixaaro, uro naHHas cepus Ne PL1330525 [Tnarpun® TabiaeTku, MOKphITEHE
IICHOYHOM 000104K0i, 75 Mr Ne 30, macopt Ne 538/25 ot 10.06.2025 6bu1a mpousBeicHa 1
IPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ JericTByrommMu [IpaBunamu Haprexamei
IIPOU3BOJACTBEHHON IPAKTUKH EBpasuiickoro Jxonomuyeckoro Corosa v TpeOGOBaHUAMU
PerucrpannoHHOTo 10CkE, a TAKIKE B COOTBETCTBUH CO CHIENU(BUKAIMAME 3aPETHCTPUPOBAHHOIO
IPOAYKTA.

JIOKYMEHTBI 110 TPOU3BOACTBY (IPUMEHHMBIM CTaJIHsIM) U KOHTPOJIIO Ka4eCTBA NPOBEPEHEI U
0/100pEHBIL.

JItoObIe OTKIIOHEHHUS PacCieIOBaHbl B COOTBETCTBHHU C BHYTPEHHUMH HPOLIETyPaMH U 000pEHBI
VY 110JIHOMOYEHHBIM JIUIOM /

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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