JNnuensma Ne /1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 447
(B cootercTBuH ¢ [Tprnoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlekapcTBeHHas popma / TabJIETKH, TOKPHITHIE MIJIEHOUHOM 000104KO0i1/
Pharmaceutical form film coated tablets

Jlo3uposka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 mmrt. / 3 KOHTYpHas suefikoBas yIakoBKa / mauka KapTOHHasl
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1130325

Bach number

Hata npousBojcrsa / 28.03.2025

Date of manufacture

Cpoxk rognocts / 'oznen no 31.03.2027

Expiry date

Pa3mep cepuu / 9 744 ynakoBok/ 9 744 packs

Bach size

Crpana Ha3HaueHwus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIII-006376 ot 29.07.2020 (nata 3ameHb! 12.05.2022)/

/ Marketing authorization JITT1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmaTuBHBI 1OKyMEHT / JII1-006376-290720, usm. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,2.3

IIpon3BoICTBO rOTOBOIA OO01ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHI0 "MAKI3-
nexapcTBeHHOH popmbl / Finished | DAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHEII IIpoe3 , A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ymakoBka / OO61ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHI0 "MAKM3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBII IIpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO61ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCThI0 "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBII 1Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JInueHsna Ne J1012-00102-77/00010585

Brinyckaromuii KOHTpoIIb OO01mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKU3-
KayecTna / OAPMA" (OO0 "MAKM3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGUIIBHBII poe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hasanne ADC / Knonugorpen/ Clopidogrel

API name

IIpousBonurens ADC / Xerepo Jlparc Jlumuren, Maaus/
API manufacturer Hetero Drugs Limited, India
Homep cepunn ADC / CP24050009

API Bach number

Hacrosimum noarsepxaro, uro nannas cepust Ne PL1130325 [Inarpun® TabneTku, HOKPHITHIE
IJICHOYHOU 0005109K0#, 75 Mr Ne 30, macnopt Ne 401/25 ot 21.04.2025 6b11a IIPOU3BE/ICHA U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUU ¢ JeicTByommMu [Tpasunamu Hamexammeii
TIPOM3BOJICTBEHHOM NpakTHKH EBpasuiickoro Dxonomuyeckoro Coro3a 1 TpeGoBaHUsIMH
Peructpaunonnoro nocke, a Takxe B COOTBETCTBHH CO CIEIMMDUKALIASIMH 3apEruCTPUPOBAHHOTO
IPOAYKTA.

JIOKYMEHTBI 110 TPOU3BOACTBY (IIPUMEHHMBIM CTaTHAM) M KOHTPOJIIO KA4ecTBa IIPOBEPEHBI H
0100pEeHBI.

Jli06b1e OTKIIOHERNUS paccie0BaHbl B COOTBETCTBUHM C BHYTPEHHUMH HpPOLIEAYPAMHU U OHOOPEHEI
VII0IHOMOYEHHBIM JIMIOM /

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.

AHIPOCOB A.A#‘ﬂ «Z7y 04 omsi

VYoaHoMo4eHHOE JTUII0 /
000 «MAKU3-ODAPMA » o MII




