Nuuensua Ne /1012-00102-77/00010585

Pasperenue Ha Beimyck JIIT Ne 462
(B coorBercrBun ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspaunue npoayxra / [Lnarpun®/ Plagril
Name of the product ' - D
MHH/ Knonunorpen/ Clopidogrel
INN B B
JlexapcTBerEas popma / TabIeTKY, OKPHITHIE IIIEHOYHOH 0001049K0#/
Pharmaceutical form | film coated tablets -
Josuposxa / 75mr/ 75 mg
Dose o
Tun ynaxosku / 10 miT. / 3 KOHTYpHAs SHEHKOBas YIIaKOBKa / [Tauka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs L
Howmep cepum / PL1190425
Bach number
JlaTa npousBoacTea / ’ 05.04.2025
Date of manufacture
Cpoxk roxgaoctu / I'onen 1o 31.03.2027
Expiry date ,
Pa:smep cepun / | 9 676 ynakoBok/ 9 676 packs
Bachsize. . | e —
'CTpaHa Ha3HauYeHHS / | Poccus/ Russ1a
Destination country |
Peructparuonnoe ynoctopepenue | JI1-006376 ot 29.07.2020 (nata 3amens 12.05.2022)/
/ Marketing authorization - | JI11-006376 from 29.07.2020 (renewal date 12.05.2022)
HopMaTHBHEIH JOKYMEHT / JII1-006376-290720, n3m. Ne 1,2,3/
Normative document. . JIT1-006376-290720, variation Ne 1,2,3
Ilpon3BoacTBo rOTOBOH - OGMIECTEO ¢ orpaHuuYeHHOHN oTBeTcTBeHHOCTHIO "MAKH3-
nexapcTBeHHOH hopMsl / Finished | ®PAPMA" (OO0 "MAKU3-®APMA™)/ Limited liability
dosage form manufacturing | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/
Address:

109029, r. Mockea, ABTOMoﬁnnLHuﬁ npoesn, A. 6, cTp. 4, cTp. 6, c1p. 8/

HepBHqHaa ynaKOBKa / OGmeCTBo c orpaﬂnquHon oTBeTcTBeHHOCTBIO "MAKW3-
Primary packaging O®APMA" (OO0 "MAKH3-®PAPMA")/ Limited liability

) company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/ h
Address:

109029, r. MockBa, ABTOMOOHIIBHETH 1Ipoe3 [, 4. 6, ¢1p. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropmunas ymaxoBka / | O6mecTBO ¢ OrpaHHYEHHOM 0TBETCTREHHOCTRIO "MAKH3-
Secondary packaging O®APMA" (000 "MAKH3-OAPMA")/ Limited liability

| ‘ company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Axpec / 4
Address:

109029, r. Mocksa, ABToMOOHIBHELA IIpoe3, A. 6, cTp. 4, c1p. 6, c1p. 8/

I 109029, Moscow, Avtqmobilney Proyezd, 6, bld 4, bld 6, bld 8



Nuuensna Ne 1012-00102-77/00010585

Brimyckaronmmii KOHTpOJIb O6mecTBo ¢ orpanM9IeHHON OTBETCTBEHHOCTHIO "M AKH3-
KauecTsa / DOAPMA" (000 "MAKHU3-PAPMA")Y Limited liability

| Quality Control | company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA"}.
Anpec /
Address:

109029, r. Mockea, ABTOMOOMIEHEIH HPOE3N, A. 6, ¢Tp. 4, cIp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBanue ADC / Knonuporpen/ Clopidogrel

API name | B -
[poussomurens ADC / Xerepo Mparc JInmurex, Manaus/

API manufacturer Hetero Drugs Limited, India

Howmep cepun ADC / CP24050010, CP24120021

API Bach number

HacrosinpM NoATBEP:KAAl0, YTo JaHHad cepust Ne PL1190425 IInarpun® tabierku, HOKpHITEHE
IieHo4HOH o6onouxoii, 75 Mr Ne 30, macnopt Ne 419 /25 ot 28.04.2025 Gbiia nponsseeHa u
TPOKOHTPOIMPOBaHa B COOTBETCTBHH ¢ AeitcTByromumu IIpapunamu Hapnexaumreit
NpPOH3BOACTBEHHOI npakThKe Eppasuiickoro JxoHoMudeckoro Coro3a i TpeGoBaHUAMHI
PerucrpanuonHOro J1ocke, a TaKkKe B COOTBETCTBHH CO CIICLU(UKalUIMY 3apErICTPUPOBAHHOIO
HOPOAYKTA.

JIOKYMEHTBI [10 IPOU3BOACTBY (MPHMEHIMbIM CTa/{HIM) M KOHTPOJIIO Ka4eCTBa MPOBSPEHBI U
0ono6peHE!. -

JTio6bIe GTIITOHCH!S PacCeIOBAHEL B COOTBETCTBHE C BHYTPCHHAMHE npoue,uypaMH u onoﬁpeHhI
Y IOITHOMOYEHHBIM JTALOM /

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. .
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