Jivuensuna Ne /1012-00102-77/00010585

Paspemenne Ha Beimyck JITT Ne 287
(B cooTsetcTBuH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / Honokokc®/Dolocox®
Name of the product
MHH / Otopukokcu6d/Etoricoxib
INN
JlexapcTBeHHas Gpopma / TabJIETKHU, TOKPBITHIE IJIEHOYHOH 060109K0#H/
Pharmaceutical form film coated tablets
Ho3zupoBka / 90 Mr /90 mg
Dose
Tun ynaxoskwu / 10 wr. / 1 kOHTypHas s49eiikoBast yIIakoBKa / Iauka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack
Howmep cepum / D03050226
Bach number
Jata npou3sBojacrsa / 06.02.2026
Date of manufacture
Cpox rognoctr / T'ozmen no 31.01.2029
Expiry date
Pa3mep cepuu / 31 385 ynakoBoxk/ 31 385 packs
Bach size
Crpana Ha3HaueHus / Poccus/ Russia
Destination country
Peructpanronnoe ynocroeperne | JIII-Ne(007831)-(PT-RU) ot 26.11.2024 (mara 3amMeHBI
/ Marketing authorization 13.03.2025)
JIII-Ne(007831)-(PI"-RU) from 26.11.2024 (renewal date
13.03.2025)
HopmaTuBHbIi 10KyMeHT / JITI-Ne(007831)-(PI'-RU)-261124/
Normative document JIII-Ne(007831)-(PI'-RU)-261124
[IpousBoaCTBO rOTOBOIA OO1mecTBO ¢ OrpaHIYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
neKapcTBeHHOi ¢popmbl / Finished | DPAPMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. MockBa, ABTOMOGHIBHEI IIpoe3 , 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[Tepuynas ymakoBka / OO01ecTBO ¢ OrpaHMYEHHO# OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBbHEIL IIpoe3 L, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO01iecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHU3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABToMOOMIBHEII Mpoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensuna Ne J1012-00102-77/00010585

Brimyckarommuii KOHTpOJIb OO1mecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KadecTa / OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGUIIBHBIH Hpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hassanune A®C / Otopukokcu6d/Etoricoxib

API name

IIpoussomurens ADC / Xerepo Jlabc Jlumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120078

API Bach number

Hacrosmim noxreepxkmaro, uro pmamHas cepus Ne D03050226 J{onokokc® TabJIeTKH,
TIOKPBITHIE IICHOYHOH o6osoukor, 90 mr Ne 10, macmopr Ne 309/26 or 02.03.2026, 6bita
NpOM3BE/CHA W NPOKOHTPOIMPOBAHA B COOTBETCTBHM C JAeHCTBYOIMMH IIpaBmiamMu
Hannexameldl nponsBoacTBeHHOM mpakTuke EBpasmiickoro DkoHommueckoro Comosa u
TpebOBaHUAMH PerucTpannoHHOro0 J10che, a TakkKe B COOTBETCTBHH CO crenuduKanusmMu

3apETUCTPHPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 110 [POU3BOACTBY (IPHMEHHMBIM CTAIHSM) M KOHTPOJIIO KadeCTBA [POBEPEHBI H

0100peHBI.

JIroOble OTKIIOHEHHS paccicIoBaHbl B COOTBETCTBHM C BHYTPEHHUMU npooeaypamMu U OlIOGpCHLI

YT0THOMOYEHHBIM JTUIIOM /

[ hereby confirm that this batch was produced and controlled 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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