Nnuensuna Ne 00205-/1C ot 15 ¢peBpans 2021 roaa

Paspemenne Ha Boimyck JIIT Ne 510
(B coorBercTBuM ¢ [IpunoxeHuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue mponykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas popma / Ta0JIeTKH, NOKPBITHIE TIEHOYHOH 000109KO5/
Pharmaceutical form film coated tablets

Jo3uposka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mt. / 3 KOHTypHas sYeHKoBas yrakoBKa / Mayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1310624

Bach number

Jlata npousBozcTBa / 04.06.2024

Date of manufacture

Cpox rognoctu / l'onen 10 31.05.2026

Expiry date

Pa3zmep cepuu / 9 958 ynakoBox/ 9 958 packs

Bach size

Crpana Ha3Ha4YeHus / Poccus/ Russia

Destination country

Perucrpaurnontoe ynocroepenue | JII1-006376 ot 29.07.2020 (nata 3amensr 12.05.2022)/

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

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

[TpouzBoacTBO rOTOBOI OG1mecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKU3-
nexapcTBeHHOU (opmbl / Finished | PAPMA" (OO0 "MAKN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHEII Tipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepuyHas ynakoBka / O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "M AKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOGHIIBHBII 1poe3 L, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynmakoBka / O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTEIO "MAKU3-

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

Anpec /

Address:

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




Nnuensua Ne 00205-71C ot 15 pespana 2021 roaa

Bemyckaromuii KOHTpOJIb

OO1iecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTELIO "MAKM3-

KadecTBa / ®APMA" (OO0 "MAKH3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHBIH 1Ipoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knonunorpen/ Clopidogrel
API name
[Tpoussogutens ADC / Xerepo [parc Jlumurten, Unaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

CP23120025

Hacrostiunm moarsepxaaro, 4ro nansas cepus Ne PL1310624 [Tnarpun® TabieTku, HOKPHITHIE
IIEHOYHOH 06004koi, 75 Mr Ne 30, macriopt Ne 497/24 ot 19.08.2024 Gbina npou3sseieHa 1
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AelcTByromumu [IpaBunamu Hamiexammei
IIPOU3BOICTBEHHOM NpakTuKU EBpasuiickoro DxoHomuyeckoro Coro3a U TpeGoOBaHUAMM
PeructpaiiioHHOro 10Che, a TAKKE B COOTBETCTBUH CO CHEUPUKALMSIMH 3apETHCTPUPOBAHHOTO

IPOAYKTA.

JIOKyMEHTBI 110 TPOM3BOACTBY (IPUMEHUMBIM CTaIMSM) H KOHTPOJIIO Ka4eCTBa POBEPEHBI U

0/100pEHBL.

JIroOble OTKIIOHEHHS pacCiieIOBaHbl B COOTBETCTBUH C BHYTPEHHUMH MPOLEypaMK B O00pEHBI

yﬂOHHOMOquHBMIHHHOM/

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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