Jnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boirmyck JIIT Ne 1030
(B cootBercTBUM ¢ [Ipunoxxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / [Inarpun®/ Plagril

Name of the product

MHH / Knomunorpen/ Clopidogrel

INN

JlexapcTBeHnHas ¢popma / TaOJIETKH, TOKPHITHIE TNICHOYHOU 000109KO0M/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ymaxoBku / 10 mT. / 3 KOHTYpHAas siYeiikoBasi yrakoBKa / Iayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1380525

Bach number

Jlata mpousBojcTBa / 22.05.2025

Date of manufacture

Cpok roxnoctH / 'ozen 1o 31.05.2027

Expiry date

Pazmep cepun / 9 552 ynakoBok/ 9 552 packs

Bach size

Crpana Ha3Ha4yeHus / Poccus/ Russia

Destination country

Peructpanuonnoe ynocroseperue | JIII-006376 ot 29.07.2020 (nara 3amens! 19.11.2024)/

/ Marketing authorization JIT1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmaTtuBHBIH TOKYMEHT / JII1-006376-290720, u3m. Ne 1,2,3.4/

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

[Tpou3BOACTBO TOTOBOM OO011ecTBO ¢ OrpaHHYeHHON 0TBETCTBeHHOCTHIO "MAKN3-
nexapctBeHHO#M popmsl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuyHas ynakoBka / OO11ecTBO ¢ OrpaHHYeHHOHN 0TBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII TTpoe3, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

BropuyHas ynakoBka / OO011ecTBO ¢ OrpaHUYEHHON 0TBETCTBEHHOCTHIO "MAKI3-

Secondary packaging OAPMA" (OO0 "MAKNU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHEIH mIpoe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensna Ne J1012-00102-77/00010585

Beimyckaromuii KOHTpOJIb O6mecTBO ¢ orpaHu4eHHON 0TBeTCTBEHHOCThIO "MAKU3-
KayecTBa / O®APMA" (OO0 "MAKU3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIHN Npoe3n, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hasanne ADC / Knormmmnorpesn/ Clopidogrel

API name

[Tpoussoaurens ADC / Xetepo Jlparc Jlumuren, Unaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / C025030004

API Bach number

HacTosimum noarsepxaaro, yro nanHas cepust Ne PL1380525 [Tnarpun® tabneTku, MOKpHITHIE
IeHOYHOH o0onoukoit, 75 Mr Ne 30, macropt Ne 1025/25 ot 17.09.2025 6p11a mpou3BeeHa U
NPOKOHTPOJIMPOBaHa B COOTBETCTBHH ¢ AelicTByromumu [IpaBunamu Hapiexamiei
MIPOU3BOICTBEHHOM NpakTuku EBpaszuiickoro DxoHomuyeckoro Coro3a u TpeOOBaHUSIMHU
PeructpalinoHHOTO JOCHE, @ TAKXkKe B COOTBETCTBUH CO CIIEIHU(PHUKAIUSIMH 3apETUCTPUPOBAHHOTO
MPOJYKTA.

JIoOKyMEeHTBI 110 IPOU3BOACTBY (IPUMEHUMBIM CTA/IUsIM) U KOHTPOJIIO Ka4eCTBa IIPOBEPEHBI U
0J100pEeHBI.

JIroOble OTKIIOHEHHS paccieI0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH IPOLEypaMy U 0100peHbI
YT0THOMOYEHHBIM 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.

ﬂf 2025 1.

AHAPOCOB A.A./C.;*Q LA

Y1osiHOMOYEHHOE JIUII0
000 «MAKUN3-ODAPMA »




