Nnuensus Ne 00205-/1C ot 15 ¢espana 2021 roga

Paspemenue Ha Boimyck JIIT Ne 192
(B cootBercTBuH ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue mpomykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlekapctBennas popma / Ta0JIEeTKU, TOKPBITHIE TNICHOYHOMH 000JI0UKOM/
Pharmaceutical form film coated tablets

Ho3uposka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 mr. / 3 KOHTypHas siueiikoBasi yIakoBKa / ayka KapTOHHAas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1120324

Bach number

Hara npousBozcrTsa / 27.03.2024

Date of manufacture

Cpoxk rogaoctu / 'ogeH 110 31.03.2026

Expiry date

Pazmep cepuu / 9 974 ynakoBox/ 9 974 packs

Bach size

Crpana HazHaueHus / Poccusi/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens 12.05.2022)/

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

Normative document JIT1-006376-290720, variation Ne 1,2,3

[Tpon3BoACTBO TOTOBO¥ O61ecTBO ¢ OrpaHHYeHHO# 0TBeTCTBeHHOCTHIO "MAKI3-
nexkapcTBeHHOH Qopmsl / Finished | DAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHEIH ITpoe3 I, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepuyHas ynakoka / O61mecTBO ¢ OrpaHHYeHHO 0TBeTCTBeHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ymakoBka / OO11ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

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




Nnuensmna Ne 00205-/1C ot 15 pespans 2021 ropa

Beimyckatonuit KOHTpOJIb O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KauecTtBa / ®APMA" (OO0 "MAKH3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH 1Tpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanne A®C / Knonunorpen/ Clopidogrel

API name

[TpousBogurens ADC / Xetepo Jlparc Jlumuren, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun A®C / CP23070019, CP23090020

API Bach number

Hacrosimum noarsepkzaato, uro nannas cepust Ne PL1120324 ITnarpun® TabneTku, HOKpHITHIE
IJICHOYHOM 0005104K0i#, 75 Mr Ne 30, mactopt Ne 203/24 ot 02.05.2024 6b11a npou3BeeHa i
INPOKOHTPOJMPOBaHA B COOTBETCTBUU ¢ AeicTByromumu [IpaBunamu Hannexameit
IPOU3BOJICTBCHHO! MpakTuku EBpasuiickoro DxonoMuueckoro Coros3a U TpeOOBaHHIMH
PeructparinonHoro 1ockbe, a Takxke B COOTBETCTBUHU CO CHIEHU(DHKAIUSIMHA 3apErUCTPUPOBAHHOTO
IIPOIYKTA.

JIOKyMEHTBI 110 TPOU3BOJCTBY (IIPHMEHHMBIM CTaHsIM) U KOHTPOJIKO Ka4eCTBA POBEPEHbI 1
0100pEHBI.

JIro0bIe OTKIIOHEHHS pacciieoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLIELYPAMHU H 0J0OPEHbI
Y110JIHOMOUEHHBIMH JTLIOM /

[ 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.

Beperennukopa B.K./M L« ta s 2024
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