Nvuensna Ne 00205-11C 15 despana 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 65
(B cooTBetcTBUH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue nmpomaykra / Jonoxokc®/Dolocox®

Name of the product

MHH / Oropukokcud/Etoricoxib

INN

JlexapcTBenHas popma / TaOJIETKH, TOKPBITHIE IUIEHOYHON 000JI0UKOi/
Pharmaceutical form film coated tablets

HozupoBka / 90 mr / 90 mg

Dose

Tun ynaxosku / 10 wr. / 1 xoHTypHas s4elikoBas ynakoBKa / mauka KapTOHHAS
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03030124

Bach number

Hara npousBoacTa / 22.01.2024

Date of manufacture

Cpoxk ronnoctu / I'onen 1o 31.01.2027

Expiry date

Pa3zmep cepun / 32 275 ynaxoBok/ 32 275 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaTuBHBIH 10KYyMEHT / JIII-006935-130421, uzm. Ne 1, 2/

Normative document JII1-006935-130421, variation Ne 1, 2

[Tpou3BOACTBO TOTOBOM OO0miecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
nexapctBeHHON popmel / Finished | PAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOUIIBHEII TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHas ynakoska / OO6111ecTBO ¢ OrpaHUYCHHOMN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec/

Address:

109029, r. Mocksa, ABTOMOOMIIBHBI TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH ITpoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Beimyckarommii KOHTPOJIb O61mecTBO ¢ OrpaHUYEeHHON OTBETCTBEHHOCTHIO "M AKI3-
KadecTBa / ®APMA" (OO0 "MAKU3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHEIIA Ipoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Ortopukokcud/Etoricoxib

API name

[Tponzsonutens AD®C / Xerepo Jlabe Jlumuren, Uuaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX22080012, EX22080019
API Bach number

Hacrostimum noarsep:xato, uro nanuas cepus Ne DO3030124 JTonokokc® TabJIeTKH,
IOKPBITBIE TICHOYHON 0005109Kk0H, 90 Mr Ne 10, macropt Ne 60/24 ot 06.03.2024, 6b11a
TIPOM3BE/ICHA U IPOKOHTPOJIMPOBAHA B COOTBETCTBUU ¢ AeiicTByromiMu [IpaBunamu
Hamuiexamelt npon3BoacTBeHHOM mpakTuku EBpasuiickoro DxoHoMudeckoro Coio3a i
TpeOOBaHMsIMI PerncTpanmoRHOro 10cke, a TakKe B COOTBETCTBHH CO CHEMHMUKALEAMH
3aperMCTPUPOBAHHOTO MPOAYKTA. .

JIOKyMEHTBI 110 TIPOM3BOACTBY (IIPHMEHUMBIM CTaJUAM) M KOHTPOJIIO KauyecTBa IIPOBEPEHBI H
0100pEHBIL.

Jl1o0bie OTKIOHEHHUS paccieIOBaHbl B COOTBETCTBUHU C BHYTPEHHHMH MPOIEAYpPaMH 1 0100peHbI
YOIHOMOYEHHBIMH JIULIOM /

[ 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.

Beperennukosa B.K./ ng heis «O> LA I7 0, 2024 .
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