Nvuensuna Ne 1012-00102-77/00010585

Pazpemenue Ha Boimyck JIIT Ne 1671
(B coorBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTtBeHHas ¢popma / TaOJIETKH, TIOKPHITHIE TNICHOYHOH 000JI0YKOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ynakoBku / 10 mt. / 3 KOHTypHas sYeiKoBas yrakoBKa / Tayka KapTOHHAsI
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL.1631225

Bach number

Jata npousBojacTra / 11.12.2025

Date of manufacture

Cpox roanoctu / I'ogen no 30.11.2027

Expiry date

Pa3zmep cepun / 9 320 ynakoBok/ 9 320 packs

Bach size

Crpana HazHayeHwus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3amensr 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTuBHBINH JOKYMEHT / JITI-006376-290720, n3m. Ne 1,2,3,4/

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

[Tpou3sBoacTBO roTOBOM OO1mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "MAKM3-
nexapcTBeHHOH ¢opwmbl / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Ipoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ynakoBka / OO011ecTBO ¢ OrpaHMYEHHOM O0TBeTCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII ITpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHUYEHHOM O0TBeTCTBEHHOCTRIO "M AKI3-

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

Anpec /

Address:

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




JNnuensna Ne J1012-00102-77/00010585

Brimyckaromuii KOHTpOJIb
KauecTBa /
Quality Control

OO61mecTBo ¢ OrpaHUYEHHOMN O0TBETCTBEHHOCTEIO "MAKH3-
O®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBIH Ipoe3x, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazsauue A®C /
API name

Knonunorpen/ Clopidogrel

[TpousBoaurtenr ADC /
API manufacturer

Xetepo [Jlparc Jlumuten, Uuaus/
Hetero Drugs Limited, India

Howmep cepuu AOC /
API Bach number

C025050013

Hacrosmum noarsepskaaro, uro nanHas cepus Ne PL1651225 I[Tnarpun® taGneTku, MOKPHITHIE
IUIEHOYHOH 0605m0uko, 75 mr Ne 30, maciopt Ne 1664/25 ot 30.12.2025 6bL1a npousseieHa u
IIPOKOHTPOJHMPOBAHA B COOTBETCTBUH C JeiicTByrommMU [IpaBunamu Hamnexamei
IIPOM3BOACTBEHHOM NPpakTHKK EBpasuiickoro Sxonomuyeckoro Corosa U TpeOOBaHHUAMU
PerucrpanuoHHOro 10cke, a Takke B COOTBETCTBUH CO CHENU(PHUKAIMIMU 3aPETHCTPUPOBAHHOIO

IPOIYKTA.

JIOKYyMEHTBI 110 IPOU3BOACTBY (IPUMEHUMBIM CTAUSM) U KOHTPOJIKO Ka4eCTBa MPOBEPEHEI U

0J100pEHBI.

JIroObIe OTKIOHEHHUS PAcCIeIOBaHbl B COOTBETCTBUH ¢ BHYTPEHHHMH HPOIIEYPaMU U 0J00pPEHEI
VY OIHOMOYEHHBIM JIMIIOM /

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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