JNnuensus Ne J1012-00102-77/00010585

Paspemienue Ha Boimyck JIIT Ne 1672
(B cootBetcTBUU ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue nponaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBeHnHas ¢popma / TabJIETKH, MOKPHITHIE TUIEHOYHOH 000109KOM/
Pharmaceutical form film coated tablets

Jlo3uposka / 75 mr/ 75 mg

Dose

Tun ynaxoBku / 10 . / 3 KOHTypHas ss4eiikoBas yakoBKa / mayka KapToHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1661225

Bach number

Jlata mpousBoacTBa / 11.12.2025

Date of manufacture

Cpox rognoctu / 'ogen 1o 30.11.2027

Expiry date

Pa3mep cepun / 9 358 ymakoBox/ 9 358 packs

Bach size

Crpana HazHayeHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens: 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHBIA TOKyMEHT / JII1-006376-290720, u3m. Ne 1,2,3,4/

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

ITpon3BoACTBO rOTOBOM OO11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuunas ynakoBka / OO61ecTBO ¢ OrpaHU4YeHHON OTBETCTBEHHOCTEHIO "MAKI3-

Primary packaging DOAPMA" (OO0 "MAKHN3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBbHBI Ipoe3 N, 1. 6, cTp. 4, c¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO01mecTBO ¢ OrpaHU4YeHHON OTBETCTBEHHOCTRHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Mpoe3 N, 1. 6, ¢Tp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne J1012-00102-77/00010585

Beimyckaromuit KOHTpOJIb
KadecTBa /
Quality Control

OO0miecTBO ¢ OrpaHUYEeHHOMN O0TBETCTBEHHOCTHIO "MAKI3-
O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Hazsaune ADC /
API name

Knonunorpen/ Clopidogrel

[TpousBogutens ADC /
API manufacturer

Xerepo [lparc Jlumurten, Uaaus/
Hetero Drugs Limited, India

Howmep cepun ADC /
API Bach number

C025050013

Hacrosumm noareepxaro, uto qanHas cepust Ne PL1661225 ITnarpun® tabieTKu, HOKPHITHIE
IIEHOYHOM 000510uK0i, 75 Mr Ne 30, macriopt Ne 1677/25 ot 30.12.2025 Gbiia mpousBeieHa u
IIPOKOHTPOIMPOBAHA B COOTBETCTBUU ¢ AekcTByrommmu [IpaBunamu Hammexarmei
IIPOM3BOJICTBEHHOH IpakTHKK EBpasuiickoro JxoHoMudeckoro Corosa u TpeOOBaHHIMU
PerucrpaninoHHOIO J0CKE, a TAKKE B COOTBETCTBUH €O CIEIH(DUKALUSIMH 3apETUCTPUPOBAHHOTO

IpPOJAYyKTa.

JIOKYyMEHTBI 110 IPOU3BOACTBY (IIPUMEHUMBIM CTaJIMsIM) U KOHTPOJTIO Ka4eCTBa MPOBEPEHEI U

0100pEHBL.

JIr0ObIe OTKIIOHEHHMS pacciieI0BaHbl B COOTBETCTBHU C BHYTPEHHUMH MPOLEIYPAMH B O100PEHE]
VIIOJIHOMOYEHHBIM JIALIOM /

I hereby confirm that this batch was produced and controlled 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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