Nnuensua Ne 00205-/1C ot 15 ¢pespana 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 496
(B cootBercTBUH ¢ [Ipunoxenurem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TabJIETKU, TOKPHITHIE TUIEHOYHOM 0001049KO0#/
Pharmaceutical form film coated tablets

Ho3upoBka / 75 mr /75 mg

Dose

Tun ynakosku / 10 wT. / 3 KOHTypHAas s4elKOoBas yakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1260524

Bach number

Hata npousBojcTsa / 30.05.2024

Date of manufacture

Cpox rognoctu / I'ogen o 31.05.2026

Expiry date

Pazmep cepun / 9 829 ynakoBox/ 9 829 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbIN 1O0KyMEHT / JITI-006376-290720, u3m. Ne 1,23/

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

[Tpon3BocTBO rOTOBOM OO61ecTBO ¢ OrpaHNYEHHOM OTBETCTBEHHOCTRIO "MAKI3-
nexapctBenHol Gopmel / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepBruunas ynakoBka / OO611ecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TIpoe3 [, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO111ecTBO € OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/

Address:

109029, r. MockBa, ABTOMOOUIIBHBIN TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnueHsuna Ne 00205-/1C ot 15 dpespansa 2021 roaa

Beimyckaromuii KOHTpOJIb OO1ecTBO ¢ orpaHnYeHHON 0TBETCTBEHHOCTHIO "M AKI3-
KaJecTBa / OAPMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN TIpoe3, A. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanue A®C / Knonunorpen/ Clopidogrel

API name

[Tpoussoautens ADC / Xerepo parc Jlumuren, Uaaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / CP23120024

API Bach number

Hacrosimum noarsep:xaaro, uro ganHas cepus Ne PL1260524 [Tnarpun® tabneTku, mOKPHITHIE
IUIEHOYHOM 0005104K0i, 75 Mr Ne 30, maciopt Ne 486/24 ot 19.08.2024 6bina npousBeeHa u
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU C JieiicTByromuMu [Ipasunamu Hannexarnei
[IPOM3BOJACTBEHHON NIPAaKTUKH EBpasuiickoro Jxonomuyeckoro Coro3a U TpeOOBaHHSIMH
PerucrpaiiiOHHOTrO 10ChE, @ TAKIKE B COOTBETCTBUH CO CIIEIU(UKAIUSIMHU 3aPETHCTPHPOBAHHOIO
IPOAYKTA.

JIOKYMEHTBI 110 IPOU3BOACTBY (IPUMEHHUMBIM CTaIUSIM) M KOHTPOJIIO Ka4eCTBa MPOBEPEHEI U
0/100peHBI.

JIro6ble OTKJIOHEHHS PAcCIeI0BaHbl B COOTBETCTBUM C BHYTPEHHHMH MPOLETypaMH B 0JJ00pEHBI
VYT0JIHOMOYEHHBIM JIUIOM /

[ 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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