Nuuensna Ne 00205-/1C ot 15 deBpansa 2021 roga

Pasperenue na Boimyck JIIT Ne 73
(B cootBetcTBUH ¢ [Ipunoxkenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBeHHas Gpopma / TaOJIeTKH, TIOKPBITHIE IUIEHOYHOM 000JI0UKOMH/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ymakoBku / 10 mrt. / 3 KOHTypHast siueiKkoBast yrakoBKa / llauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1030224

Bach number

Hata npousBojcTBa / 19.02.2024

Date of manufacture

Cpox rognoctu / I'onen 10 28.02.2026

Expiry date

Pa3zmep cepum / 9 958 ynakxoBok/ 9 958 packs

Bach size

Crpana Ha3Ha4yeHUs / Poccus/ Russia

Destination country

Peructpannonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (nara 3amenst 12.05.2022)/

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

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

ITpon3BoACTBO rOTOBOM OO1mecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTHIO "M AKN3-
nexapcTBeHHON Gpopmbl / Finished | ®APMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuuHas ymakoBka / OO111ecTBO € OrpaHUYCHHOM OTBETCTBEHHOCTHIO "M AKN3-

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

Anpec/

Address:

109029, r. Mocksa, ABTOMOOHIIBHBIH 1poe3, 1. 6, ctp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO011ecTBO ¢ OTPaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging DOAPMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII Ipoe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensuna Ne 00205-/1C ot 15 ¢peBpansa 2021 roaa

Brimyckaromuii KOHTPOJTb OO11ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KauyecTBa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHMIIBHBI Mpoe3 N, 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

IIpoussonutens ADC / Xetepo [Jlparc Jlumuren, Uamus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun A®C / CP23070017

API Bach number

Hacrosiumm noarsepixaaro, uro nanHas cepus Ne PL1030224 ITnarpun® tabiaeTku, MOKphITHIE
IJIEHOYHOM 0601104K0H, 75 Mr Ne 30, macriopt Ne 70/24 ot 13.03.2024 6buta npousBeeHa u
IPOKOHTPOJIMPOBaHA B COOTBETCTBUU ¢ JelicTByromuMu [IpaBunamu Hannexamei
MPOU3BOJICTBEHHON NpaKTUKK EBpasuiickoro Dxonomuueckoro Coro3a u TpeboBaHUAMHU
PerucrpaiiionHOro n0cke, a Takke B COOTBETCTBHH CO CHEIM(PUKALIMIAMH 3apErHCTPHPOBAHHOTO
IPOJYKTA.

JIOKyMEHTBI 110 TPOM3BOACTBY (IPHMEHHMBIM CTAAUSIM) U KOHTPOJIIO Ka4eCTBa IPOBEPEHB! U
0/100pEHBI.

JIx00ble OTKIIOHEHHS pacciieJOBaHbl B COOTBETCTBUM C BHYTPECHHHMH IIPOLIEypaMH B 0J00PEHE
VY110JIHOMOUEHHBIMH JTULIOM /

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.

Beperennukona B.K./ tzég%,cuo,’ « 73 »,da/ﬂMQ, 2024 r.

YnonHOMOYEHHOE JTHII0 /o
000 «MAKU3-PAPMA» TEr A




