Jinuensuna Ne J1012-00102-77/00010585

Paspemenue Ha Boimmyck JIIT Ne 549
(B cootBetcTBUM ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3panue npoxaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapctBenHas popma / TaOJETKH, TOKPHITHIE TNICHOYHOU 000I0UKOMH/
Pharmaceutical form film coated tablets

JHo3upoBka / 75 mMr/ 75 mg

Dose

Tun ynmakoBku / 10 wt. / 3 xoHTYpHas sYeHKOBasl yIaKoBKa / lauka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepuu / PL1290525

Bach number

Harta npousBojcTaa / 18.05.2025

Date of manufacture

Cpox rognoctu / 'onen 1o 31.05.2027

Expiry date

Pazmep cepun / 9 495 ynakoBox/ 9 495 packs

Bach size

Crpana Ha3Ha4eHUs / Poccus/ Russia

Destination country

Peructpauronsnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amensr 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaruBHbI#t fOKyMeHT / JIIT-006376-290720, u3m. Ne 1,2,3.4/

Normative document JIT1-006376-290720, variation Ne 1,2,3 4

[Tpon3BoacTBO TOTOBOM OG11ecTBO ¢ OrpaHIMYCHHON OTBETCTBEHHOCTEIO "MAKI3-
nexapctBeHHOM (opmbl / Finished | PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

ITepuunas ynaxoBka / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTEIO "MAKI3-

Primary packaging ®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuynas ynakoBka / OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBII 11poe3n, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensna Ne J1012-00102-77/00010585

Bemyckarouuit KOHTpoIIH OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
KauecTBa / ®APMA" (OO0 "MAKU3-OPAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIBHBIHA Ipoe3 , 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Knonunorpen/ Clopidogrel

API name

[IpousBomutens ADC / Xetepo Jlparc Jlumuren, Unmus/
API manufacturer Hetero Drugs Limited, India
Homep cepuu ADC / C024100001, CO25010002

API Bach number

Hacrosimm noareepxnaro, uto nannas cepust Ne PL1290525 Ilnarpun® TabneTkH, HOKPHITHIE
IJICHOYHOM 060J104KOH, 75 Mr Ne 30, macropt Ne 517/25 ot 03.06.2025 6bLa nmpowusBeeHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHUH ¢ JeiicTByrommmu [Ipasunamu Hamnexarmeit
IPOU3BOACTBEHHOM MpakTHKK EBpasuiickoro DxoHomuueckoro Corosa u TpeGOBaHUSIMHE
PerucrpannoHHOro focke, a Takke B COOTBETCTBUH CO CIIELU(UKAIMSIME 3aPeTHCTPHPOBAHHOIO
IPOJYKTa.

JIOKYMEHTBI 10 IPOM3BOJCTBY (IPMMEHMMBIM CTa/IMsIM) M KOHTPOIIIO KA4€CTBa IPOBEPEHE! 1
0J100pEHBI.

JIto0ble OTKIIOHEHHS PaccieIOBaHbl B COOTBETCTBHH ¢ BHYTPEHHUMH TIPOIIETyPAMH 0J100peHEI
VY 110JIHOMOYEHHBIM JTHIIOM /

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.

AHIpOCcOoB A. Ay Lw( 2025 .

VYnonHoMo4YeHHOE TUII0
000 «kMAKN3-OAPMA »




