Nvuensua Ne /1012-00102-77/00010585

Paszpemenne Ha Beimyck JIIT Ne 465
(8 cootBeTcTBHH ¢ [Ipunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoxykra / IMnarpun®/ Plagril
Name of the product
MHH / Kitormaporpen/ Clopidogrel
INN ,
JlexapcTBenHas popma / Ta0JIeTKH, IOKPHITHIE IIEHOYHOH 000I09KO0#/
Pharmaceutical form film coated tablets
HozupoBka / 75 mr/ 75 mg
Dose
Turr ynakopkwu / 10 mT. / 3 KOHTYpHAas sT9eHKoBas yIakoBKa / mavyka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs
Howmep cepum / PL1220425
Bach number
Jlata npousBozacTra / 08.04.2025
Date of manufacture
Cpox rogroctu / 'open o 31.03.2027
Expiry date
Pasmep cepum / 9 435 ynakoBox/ 9 435 packs
Bach size
Crpana HazHavYeHus / Poccus/ Russia
Destination country
| Peructparnmonnoe ynoctoseperue | JII1-006376 ot 29.07.2020 (mara 3amens1 12.05.2022)/
/ Marketing authorization JIIT-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHBIH 1OKYMEHT / JIII-006376-290720, u3m. Ne 1,2,3/
Normative document JIT1-006376-290720, variation No 1,2.3
[TpouzBoAcTBO TOTOBOI OO0111eCTBO ¢ OTPAaHUYCHHOM OTBETCTBEHHOCTEHIO "M AKI3-
nexapctBeHHOH gopmsl / Finished | ®PAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. MockBa, ABTOMOOUIIBHEIH NTpoe3N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynaxoska / OO1mecTBO ¢ OrpaHUYeHHON OTBETCTBEeHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH 1Tpoe3t, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bid 4, bld 6, bld 8

Bropwunas ynakoBka / OO0miecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTHIO "MAK3-

Secondary packaging OAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHEI TIpoe3t, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuexsua Ne J1012-00102-77/00010585

Brimyckaronuii KOHTPOIIb
KauecTBa /
Quality Control

OO61mecTBO ¢ OrpaHN4EHHOI 0TBeTCTBEHHOCTHIO "MAKU3-
OAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOU/IBHBIH NPOE3, I. 6, cTp. 4, ¢1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HasBanne A®C / Knonunorpen/ Clopidogrel
API name
IIpousrogutens A®C / Xerepo Hparc Jlumuren, Uaaus/

API manufacturer

Hetero Drugs Limited, India

Homep cepun ADC /
API Bach number

CP24120021

Hacrosimum noareepxato, uro nanHas cepud Ne PL1220425 [Inarpun® tabneTku, MOKPHITHIE
IICHOUHOM 00050uKoif, 75 Mr Ne 30, mactiopTt Ne 433/25 ot  28.04.2025 Gbla npou3BeaeHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ JeficTBytomumu Ilpasunamu Hamnexameit
ITPOM3BO/ICTBEHHOH NpakTuku EBpasuiickoro Oxonomuueckoro Coro3a u TpeOOBaHUSIMHU
PeructpainoHHOT0 JOCKE, & TAKXKE B COOTBETCTBUHU CO CHeNH(PUKALKAMY 3apETUCTPUPOBAHHOTO

IPOJYKTA.

JIOKyMEHTBI 110 TPOU3BOACTBY (IPUMEHUMBIM CTaAWSM) H KOHTPOJIIO Ka4eCTBA MPOBEPECHBI U

0100pEHEL

JI1o0bie OTKIIOHEHHS PACCIIE/JOBAHBI B COOTBETCTBHYU C BHYTPEHHUMH IPOLEAYPAMHE U OJ0OPEHEL
VY 0IHOMOYEHHBIM 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. N
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