Jinuensusa Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1034
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapctBennas popma / TabJIeTKH, MOKPHITHIE IUIEHOYHOH 000J109KO0#/
Pharmaceutical form film coated tablets

Jlo3zupoBka / 75 mMr/ 75 mg

Dose

Tun ynaxosku / 10 wit. / 3 KOHTYpHAas sTYeUKOBas yrakoBKa / ayka KapTOHHas
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1420825

Bach number

Jata mpousBoicTBa / 21.08.2025

Date of manufacture

Cpoxk rognoctu / 'ogen 1o 31.08.2027

Expiry date

Pa3smep cepun / 9 312 ynmakoBok/ 9 312 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Peructpanmonnoe ygocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amens! 19.11.2024)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopMmaTHBHBINH JOKYMEHT / JIII-006376-290720, u3m. Ne 1,2,3,4/

Normative document JII1-006376-290720, variation Ne 1,2,3.4

[Tpon3BOACTBO rOTOBOM OO1ecTBO ¢ OrpaHUYEHHON 0TBEeTCTBeHHOCThIO "MAKN3-
nekapcTBeHHO# Gopmbl / Finished | PAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOIIBHBIH Mpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuyHas ynakoBka / OO6miecTBO ¢ OrpaHU4YEeHHOH 0TBeTCTBEHHOCTHIO "MAKM3-

Primary packaging OAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ymakoBka / OO6u1ecTBO ¢ OrpaHUUEHHOMN 0TBETCTBEHHOCTHIO "MAKN3-

Secondary packaging OAPMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWJIBHBIN MPOE3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuexsna Ne /1012-00102-77/00010585

Brimyckaromuit KOHTpOJIh OO1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKM3-
KauecTBa / G®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

HasBanue ADC / Knonunorpen/ Clopidogrel

API name

[Tpouzoautens ADC / Xerepo [parc Jlumurten, Uuaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepun ADC / C025030005

API Bach number

Hacrosmum noarsepskaato, uro aanHas cepust Ne PL1420825 [Inarpun® tabneTku, mOKpPhIThIE
IIEHOUHOI 060s0ukoit, 75 mr Ne 30, macrmopt Ne 1049/25 ot 17.09.2025 6bi1a mpousBeieHa u
IIPOKOHTPOJIMPOBaHA B COOTBETCTBUU ¢ AedcTBytoumMH [IpaBunamu Hannexammeit
IIPOM3BOJCTBEHHOM NpakTuku EBpasuiickoro Jxonomuueckoro Coro3a u TpeOOBaHUIMHU
PerncrpaninoHHOro 10Che, a TaKXKe B COOTBETCTBHH CO CIICIM(PHUKALUSIMHU 3apPETHCTPHPOBAHHOTO
MPOAYKTA.

JIOKyMEHTHI 110 IPOU3BOJCTBY (IPUMEHUMBIM CTAHIM) U KOHTPOJIIO KauecTBa MPOBEPEHBI U
0/100pEeHBI.

JIroOble OTKJIOHEHUS pacciIeJOBaHbl B COOTBETCTBHH C BHYTPEHHHUMH HPOLIEypaMHu B 000PEHEI
VY101HOMOYEHHBIM JIUIIOM /

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.

AnzpocoB A.A./ Q - j

VII0JIHOMOYEHHOE JIHUIO0
000 «KMAKU3-OAPMA »

2025 1.




