JNlnuensma Ne J1012-00102-77/00010585

Paspemenne Ha Boimyck JIIT Ne 311
(B coorBetcTBUM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoxyxkra / [Inarpun®/ Plagril

Name of the product

MHH / Knonunorpen/ Clopidogrel

INN

JlexapcTBenHas hpopma / Ta0JIETKH, MOKPBITHIE MJIEHOYHOM 000JI09KOi/
Pharmaceutical form film coated tablets

Jlo3upoBka / 75 Mr/ 75 mg

Dose

Tun ynakoBkwu / 10 wt. / 3 KoHTypHas sueiikoBas yIakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepum / PL1050225

Bach number

Jlata nmpousBocTBa / 14.02.2025

Date of manufacture

Cpoxk rognoctu / I'ogen no 31.01.2027

Expiry date

Pazmep cepun / 9 919 ynakoBox/ 9 919 packs

Bach size

Crpana Ha3zHavyeHnus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nata 3aMeHsI 12.05.2022)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 12.05.2022)
HopmatuBHbIH ToKyMeHT / JII1-006376-290720, u3m. Ne 1,2,3/

Normative document JII1-006376-290720, variation Ne 1,2,3

ITpon3zBoacTBO rOTOBOIM OO01ecTBO ¢ OrpaHHMYEHHON OTBETCTBEHHOCTHIO "M AKI3-
nekapcTBeHHOM $popMsl / Finished | DAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBII Ipoe3 I, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ymakoBka / O6mecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIN NPoe3 L, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHI0 "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIIA poe3, A. 6, c1p. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne 1012-00102-77/00010585

Brinmyckarouuii KOHTpOJIb OOmiecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KaJecTtna / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOHIBHEIN 1poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zpanue ADC / Knonunorpen/ Clopidogrel

API name

[Tpouzsoaurens ADC / Xerepo [parc Jlumuren, Munus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu ADC / CP24040006

API Bach number

Hacrosimmm noareepikaaro, uro nanHas cepust Ne PL1050225 ITnarpun® tabieTku, MOKphITHIE
IJIEHO4HOH 060710uKO0i, 75 Mr Ne 30, macriopt Ne 277/25 ot 12.03.2025 6b1a mpou3BeieHa U
IIPOKOHTPOJIMPOBAHA B COOTBETCTBHUHU ¢ AelcTByomuME [IpaBunamu Hamexamei
IIPOU3BOJICTBCHHOM IpakTHKU EBpasuiickoro OxoHoMuyeckoro Corosa U TpeOOBaHUAMH
PeructpanoHHOro 0Cke, a TakKe B COOTBETCTBUH CO CIIEIM(HUKALHUSIMH 3apErUCTPHPOBAHHOTO
IPOAYKTA.

JIOKyMEHTBI [0 IPOM3BOACTBY (IIPUMEHUMBIM CTaJHsIM) U KOHTPOJIIO Ka4eCTBA IPOBEPEHBI U
0100pEHBI.

JIxoOble OTKIIOHEHHUS PacCIeN0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH IIPOIIEYPaMHU U 0J0OPEHbI
VY TOTHOMOYEHHBIM 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.
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