JNnuexsuma Ne J1012-00102-77/00010585

Paspemenne Ha Bbimyck JIIT Ne 564
(B cootBetcTBUM ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / [Tnarpun®/ Plagril

Name of the product

MHH / Knonmunorpen/ Clopidogrel

INN

JlexapctBenHas hopma / TabJIETKH, HOKPBITHIE IICHOYHOM 000109K0i1/
Pharmaceutical form film coated tablets

Jo3upoBka / 75 mr /75 mg

Dose

Tun ymakoBku / 10 . / 3 KOHTYpHas s4eikoBas ynakoBKa / mayka KapTOHHAS
Package type 10 PCs / 3 blister packs / cardboard packs

Howmep cepun / PL1300525

Bach number

Hara npousBoacTra / 20.05.2025

Date of manufacture

Cpoxk roguoctu / I'ozen 1o 31.05.2027

Expiry date

Pa3zmep cepun / 9 696 ynakoBok/ 9 696 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Perucrpanmonnoe ynocrosepenue | JIII-006376 ot 29.07.2020 (nara 3amenst 19.11.2024)/

/ Marketing authorization JII1-006376 from 29.07.2020 (renewal date 19.11.2024)
HopmatuBHblil TOKyMeHT / JII1-006376-290720, u3m. Ne 1,2,3,4/

Normative document JIII-006376-290720, variation Ne 1,2,3,4

[Tpou3BoacTBO roTOBOI OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-
nekapcTBeHHON dopmel / Finished | ®PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN Mpoe3 L, A. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / O611ecTBO ¢ OrpaHUUEHHON OTBETCTBEHHOCTHIO "M AKN3-

Primary packaging OAPMA" (OO0 "MAKHM3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIH Tpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO6mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging OAPMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nvuensuna Ne /1012-00102-77/00010585

Bemmyckaromuii KOHTpOIb OO1m1ecTBO C OTpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
KayecTBa / OAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN 1Ipoe3 , 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune A®C / Knonunorpen/ Clopidogrel

API name

[Tpoussogurens ADC / Xerepo Jlparc Jlumuten, Uumaus/
API manufacturer Hetero Drugs Limited, India
Howmep cepuu AOC / C025010002

API Bach number

Hacrosmum noarsepiato, uto faHnas cepust Ne PL1300525 [Tnarpun® tabieTku, mOKphITEE
IUIEHOYHOH 060510uKo#, 75 Mr Ne 30, macropt Ne 524/25 ot 05.06.2025 Gbu1a nmpousBeieHa |
IIPOKOHTPOJIMPOBAHA B COOTBETCTBUH ¢ AercTBYromumMHu [IpaBunamu Hamnexammeit
IIPOU3BOJICTBEHHOM NpakTHKU EBpasuiickoro JxoHomuyeckoro Coro3a u TpeboBaHUAMHI
PerucTpaniioHHOrO J10Che, a TaKXkKe B COOTBETCTBHHU CO CIIEHH(HKALMIMH 3apPETHCTPHPOBAHHOTO
IPOAYKTa.

JIOKyMEHTBI 110 IPOM3BO/ICTBY (IPUMEHUMBIM CTa/IUSIM) i KOHTPOJIIO Ka4eCTBa MPOBEPEHBI U
0J00pEHBI.

JIxoObIE OTKIIOHEHHUS pacciieJOBaHbl B COOTBETCTBUU C BHYTPEHHUMH MPOLEAYPAMH U 0JOOPEHBI
Y110IHOMOUYEHHBIM 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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