Nuuensna Ne J1012-00102-77/00010585

Pazpemenue nHa Boimyck JIIT Ne 284
(B cootBercTBuM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanme npoxykra / Jlonokoxkc®/Dolocox®
Name of the product

MHH / Oropukokcu6b/Etoricoxib
INN

TaOJIETKH, TOKPHITHIE TJICHOYHOU 060I0UKOMH/
film coated tablets

JlexapcTBenHas popma /
Pharmaceutical form

JlozupoBka / 90 mr / 90 mg

Dose

Tun ynaxoBku / 10 wt. / 3 KOHTypHas sTYeHKoBas ynakoBKa / Tadka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack
Howmep cepun / D03030226

Bach number

Hata npousBojctsa / 06.02.2026

Date of manufacture

Cpoxk rognoctu / I'ogen o 31.01.2029

Expiry date

Pasmep cepun / 10 432 ynakoBoxk/ 10 432 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

JIII-Ne(007831)-(PT-RU) ot 26.11.2024 (naTta 3aMeHsI
13.03.2025)

JIIT-Ne(007831)-(PI'-RU) from 26.11.2024 (renewal date
13.03.2025)

Perucrpanuonnoe ynocroBepenye
/ Marketing authorization

HopMmaTuBHBIi TOKyMeEHT / JIII-Ne(007831)-(PI'-RU)-261124/

Normative document

JII-Ne(007831)-(PT-RU)-261124

[Tpou3BOICTBO TOTOBOIA
JexapcTBeHHO# popmerl / Finished
dosage form manufacturing

OO61ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-
OAPMA" (OO0 "MAKH3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN IIPOE3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepuyHas ynakoBka / OO61ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBIH POE3, 1. 6, CTP. 4, CTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO611ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIbHBIH ITpoe3 L, 1. 6, CcTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne J1012-00102-77/00010585

Brinyckaronmii KOHTpOJIb OO6miecTBO ¢ OrpaHHYeHHOM OTBETCTBEHHOCTHIO "M AKI3-
KauyecTBa / OAPMA" (OO0 "MAKM3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Ha3panue A®C / Otopukokcu6/Etoricoxib

API name

[Tpoussoaurens ADC / Xerepo Jlabc Jlumuren, Maaus/
API manufacturer Hetero Labs Limited, India
Howmep cepru ADC / EX24120077, EX24120078
API] Bach number

Hacrosmum moareepxnaro, uro namHas cepus Ne D03030226 Jlonokokc® TabJIeTKHy,
TOKPBITBIE IIICHOYHOM 00010ukoi, 90 Mr Ne 30, macmopr Ne 301/26 or 27.02.2026, ObL1a
NpOU3BE/ICHA W TPOKOHTPOJIMPOBaHA B COOTBETCTBHM C JeHCTBYIOmMMHM IIpaBHiiamMu
Hannexame#i 1pou3BonCTBeHHONM mnpakTukm EBpasmiickoro DkoHommueckoro Comooza H
TpeOOBaHUAMH PerucTpannoHHOro0 J0che, a TAaKXKe B COOTBETCTBHH CO cnenudukanusMu

3apEerMCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI 110 TIPOU3BOACTBY (IPHMEHHMBIM CTA/MSM) H KOHTPOJIIO KayecTBa IPOBEPEHBI H

0100peHEI.

JIroOBIe OTKIIOHEHHUS pacciaeaoBaHbl B COOTBETCTBHH C BHYTPCHHHUMH IIpOLCAYPaMH U 0}106peHbI

Yo1HOMOYEeHHBIM JIUIIOM /

I 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.

YepHy1esud H.BW
s

VI0JIHOMOYEHHOE JIULIO
000 <kMAKWM3-®APMA »

R3 2026 .



