Jlnuensua Ne 00205-/1C ot 15 ¢espana 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 373
(B cootBetcTBHH ¢ [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

JlexapcTtBenHas ¢popma / Ta0JIeTKHU, TOKPBITHIE MJIEHOYHOM 000109KO0IH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBkwu / 10 mr. / 3 KOHTypHas s4eiKoBasl yakoBKa / Tayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1200524

Bach number

[ara npousBoactsa / 27.05.2024

Date of manufacture

Cpok rognoctr / 'ogen mo 31.05.2026

Expiry date

Pa3zmep cepun / 9 823 ynakoBok/ 9 823 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (mara 3amens 12.05.2022)/

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

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

IIpon3BOCTBO rOTOBOM OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-
nexapcTBeHHOM popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHEII Ipoe3y, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuyHas ynakoBka / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKU3-

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

Anpec/

Address:

109029, r. Mocksa, ABTOMOOHIIBHEII 1Ipoe3y, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O61mecTBO ¢ OrpaHHYEHHOU OTBETCTBEHHOCTHIO "M AKU3-

Secondary packaging ®APMA" (OO0 "MAKHM3-OPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nnuensna Ne 00205-N1C ot 15 despans 2021 roaa

Beimyckaromuit KOHTPOIIB O611ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / OAPMA" (OO0 "MAKHN3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBII TIpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanue ADC / Knomunorpen/ Clopidogrel

API name

[TpousBogutens ADC / Xetepo [lparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Homep cepunn ADC / CP23120022

API Bach number

Hacrosiium noarsep:xato, uro gansas cepus Ne PL1200524 ITnarpun® tabierkw, IIOKPBITHIE
IICHOYHOH 0005104K0#, 75 Mr Ne 30, macmopt Ne 365/24 ot 27.06.2024 6b11a mpou3Be/ieHa U
IPOKOHTPOJIMPOBAHA B COOTBETCTBUH C AeHCTBYOmMMH IIpasunamu Hapnexarmeit
NPOU3BOJACTBEHHO# NpakTku EBpasuiickoro DxoHomuyeckoro Cowo3a U TpeGOBaHUSIMHE
PerucrpaninoHHOro focke, a TakKe B COOTBETCTBHH CO CHELU(UKAIMSIMU 3aperHCTPHPOBAHHOTO
IPOJYKTA.

JIOKyMEHTBI 110 IIPOU3BOJICTBY (PUMEHHMBIM CTAIHSIM) U KOHTPOJIIO Ka4eCTBa IPOBEPEHBI 1
0J100pEHBI.

JIxo0bie OTKIOHEHHUS pacclieI0BaHbl B COOTBETCTBHH C BHYTPEHHHMH IPOLIETYPAMH 1 0I00PEHbI
YI0IHOMOYEHHBIM 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.
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