Nnuensna Ne 21012-00102-77/00010585

Paspeienue Ha Beimyck JIIT Ne 774
(B cootBercTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / ITnarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHnas ¢opma / Ta0JIETKHU, IOKPBITHIE IIEHOYHOM 000109KO#H/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 mMr /75 mg

Dose

Tun ynaxoBku / 10 wit. / 3 KOHTYpHas s49elKoBasl yIIaKoBKa / mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1351024

Bach number

Jlata npou3sBoacTBa / 10.10.2024

Date of manufacture

Cpoxk rognoctu / 'ogen 10 30.09.2026

Expiry date

Pa3zmep cepun / 9961 ynakoBox/ 9 961 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpanrnonnoe ynocrosepenune | JIII-006376 ot 29.07.2020 (nara 3amens! 12.05.2022)/

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

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

[Ipon3BoICTBO TOTOBOI OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHI0 "MAKU3-
nexapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

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

IlepBuynas ymakoBka / OO01mecTBO ¢ OrpaHUYECHHOM OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging O®APMA" (OO0 "MAKH3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEI Ipoess, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoBka / OO611ecTBO ¢ OrpaHMYEeHHON OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocka, ABTOMOOHIBHBII IIpoe3y, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne /1012-00102-77/00010585

Beimyckaromuii KOHTpoJIb OO01ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCThIO "MAK3-
KadecTBa / OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII TIpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue AOC / Knomunorpen/ Clopidogrel

API name

[Tpouzsogurens ADC / Xerepo [Jlparc Jlumuten, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuun ADC / CP24040001

API Bach number

Hacrosmum noareepxaaro, uto nanHas cepus Ne PL1351024 [Tnarpun® TabiaeTku, HOKPHIThIE
IUIEHOYHOM 0601104K0H, 75 Mr Ne 30, macopt Ne 769/24 ot 07.11.2024 Gbia mpou3BeeHa U
IIPOKOHTPOIMPOBAaHA B COOTBETCTBUH ¢ JeiicTBytoumu [1paBunamu Hamiexarneit
NIPOM3BOJICTBEHHOH IpakTHKU EBpasuiickoro OxoHoMuyeckoro Corosa U TpeOOBaHUSIMHU
PerucTpanuoHHOro 10che, a TakkKe B COOTBETCTBHH CO CIIENU(DHUKAUSIMH 3apErHCTPUPOBAHHOIO
MIPOAYKTA.

JIOKYyMEHTBI 110 IPOU3BO/ICTBY (IPUMEHUMBIM CTaUsSIM) H KOHTPOJIIO Ka4ecTBa IPOBEPEHEI U
0100pEHBI.

JIxoObIe OTKIIOHEHHS pacciieJOBaHbl B COOTBETCTBHH C BHYTPEHHUMH MPOLEYPAMH U 0J00PEHEI
Y10JIHOMOYEHHBIM JIMIIOM /

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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