JInueHsna Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1337
(B cootBeTcTBUH ¢ [Tpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / IInarpun®/ Plagril

Name of the product

MHH / Kionmnorpen/ Clopidogrel

INN

JlexapcTBenHas ¢popma / TabJIETKH, TIOKPHITHIE TJIEHOYHOH 000I09KOH/
Pharmaceutical form film coated tablets

Jlozupogka / 75 Mr /75 mg

Dose

Tun ynakosku / 10 wt. / 3 KOHTypHas siyeiikoBas yrmakoBKa / mauxa KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1591025

Bach number

Hata npousBojcTra / 08.10.2025

Date of manufacture

Cpox rogroctr / I'ozen 1o 30.09.2027

Expiry date

Pa3mep cepun / 8 825 ynakoBoxk/ 8 825 packs

Bach size

Crpana Ha3zHaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenne | JIIT-006376 ot 29.07.2020 (mata 3amens 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11 .2024)
HopmartuBusblit nokymenr / JII1-006376-290720, u3m. Ne 1,2,3.4/

Normative document JI1-006376-290720, variation Ne 1,2,3.4

[TpousBoacTBO roTOBOI OO61wecTBO ¢ OrpaHHYeHHO# 0TBeTCTBeHHOCTBIO "MAKN3-
JiekapcTBeHHOM popmbl / Finished | DAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHILHBII npoesn, . 6, crp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuynas ynakoska / OO11ecTBO ¢ OrpaHHYeHHO# 0TBeTCTBeHHOCTBIO "MAKI3-

Primary packaging DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII npoesn, a. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO11ecTBO ¢ orpaHHYeHHO# 0TBeTCTBeHHOCTBIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBII npoesn, a. 6, crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JInyensmna Ne /1012-00102-77/00010585

Brimyckatormuii KOHTpoIb
KayecTBa /
Quality Control

OO11ecTBO ¢ OrpaHHYeHHOM 0TBeTCTBEHHOCTHIO "MAKI3-
PAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

HaszBanune A®C /
API name

Knonunorpen/ Clopidogrel

[Ipoussoaurens A®C /
API manufacturer

Xerepo [lparc Jlumuren, Unmus/
Hetero Drugs Limited, India

Homep cepunn A®C /
API Bach number

C025040010, CO25040011

Hacrosmum moareepsxnato, 4to qannas cepust Ne PL1591025 ITnarpun® tabneTku, HOKpHIThIE
TJIEHOYHO# 060110uK0H, 75 Mr Ne 30, maciopt Ne 1300/25 ot 07.11.2025 GbLta IIPOM3BEIEHA U
TIPOKOHTPOJIMPOBaHa B COOTBETCTBHH ¢ JiecTBYIOmMMHE [IpaBunamu Harexarmeit
NPOU3BOACTBEHHOM NMpakTHKK EBpasuiickoro Dxonomudeckoro Coo3a u TpeOOBaHUSAMH

PCFI/ICTpaIIHOHHOFO J0ChE, a TAKXKE B COOTBETCTBUH CO CIIeI_II/I(I)I/IKaI_IPIHMI/I 3apErucTpupOBaHHOT O

IPOJAYKTA.

JIOKYMEHTBI 110 IPOM3BOJICTBY (IIPUMEHMMBIM CTAIMAM) U KOHTPOJIIO Ka4eCTBa IPOBEPEHEI U

0I0OpEHBI.

JIxoOble OTKIIOHEHHSs pacciIe0BaHbl B COOTBETCTBUH C BHYTPEHHUMH IIPOLIEYPAaMHU U 0JJ00pPEHDI
Y10JIHOMOYEHHBIM JTHIIOM /

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.

Yepuymeuy H@

Y 1oJIHOMOYeHHOE JTHII0
000 «MAKN3-OAPMA »

77 2025 r.




