Nnuensuna Ne 00205-/1C 15 ¢pespana 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 583
(B cootBercTBUH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoxyxra / Honokokc®/Dolocox®

Name of the product

MHH / Otopukokcud/Etoricoxib

INN

JlexapctBenHas ¢popma / Ta0JIeTKH, TOKPBITHIE MJICHOYHOH 000109KO/
Pharmaceutical form film coated tablets

Jlozuposka / 60 mr / 60 mg

Dose

Tun ynakoBku / 10 wT. / 1 KOHTypHas fYeHKOBas yIaKkoBKa / Mavyka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D02050824

Bach number

[ara npousBocTra / 26.08.2024

Date of manufacture

Cpoxk rognoctu / 'ogen o 31.08.2027

Expiry date

Pasmep cepun / 49 096 ynaxoBok/ 49 096 packs

Bach size

Crpana Ha3HaueHHs / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaTuBHBIi JOKYyMEHT / JII1-006935-130421, uzm. Ne 1, 2/

Normative document JIT1-006935-130421, variation Ne 1, 2

[TponsBoacTBO roTOBOM OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKUN3-
nexkapcTBeHHOU popmbl / Finished | PAPMA" (OO0 "MAKUN3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBIN 1poe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ymakoBka / OO111eCcTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

BropuuHnas ynakoska / OO61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN 1poe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensmna Ne 00205-/1C 15 ¢pespans 2021 ropa

Beimyckaromuii KOHTpoITh
KayecTBa /
Quality Control

OO1ecTBO € OrpaHUYEHHOM O0TBETCTBEHHOCTHIO "MAKI3-
OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBII TIpoe3 [, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3sanue A®C /
API name

Otopukokcud/Etoricoxib

[TponzBogurens ADC /
API manufacturer

Xerepo Jlabc Jlumuren, Uuaus/
Hetero Labs Limited, India

Howmep cepun AOC /
API Bach number

EX24010005, EX24010006

Hacrosimmum noarBepxknaro, uto aanHas cepust Ne DO2050824 JTonokokc® TabiIeTKy,
IIOKPBITHIE I1JIEHOYHOU 000s10ukoi, 60 Mr Ne 10, macopt Ne 576/24 ot 24.09.2024, 6s11a
IIPOM3BE/IEHA U IPOKOHTPOJIMPOBAHA B COOTBETCTBUU C JeicTByommMH [IpaBunamu
Hannexammel npon3BoICTBEHHOM MpakTUKU EBpaszuiickoro Dxonomuyeckoro Corosa u
TpeOoBaHUAMH PerucTpalnOHHOTO 10Cke, a TAKIKE B COOTBETCTBUH CO CHENUDUKALUAMH
3apErUCTPUPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 110 IPOM3BO/ICTBY (IIPUMEHHUMBIM CTAIMSAM) U KOHTPOITIO Ka4eCTBa IPOBEPEHEI H

0100pEHBI.

JIroObIe OTKJIOHEHHMS PAcCleIOBaHbl B COOTBETCTBUH C BHYTPEHHUMH MPOLEyPaMH M 0100PEHEI]
Y0THOMOYEHHBIM JTHIIOM /

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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