JinueHsma Ne 1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 533
(B cootBetcTBUH ¢ [Ipunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue nposaykra / Jonoxokc®/Dolocox®

Name of the product

MHH / Otopukokcud/Etoricoxib

INN

JlexapcTBennas gopma / TabJIETKHU, OKPHITHIE TUICHOYHOM 060109K0iH/
Pharmaceutical form film coated tablets

Jo3uposka / 90 mr /90 mg

Dose

Tun ynakosku / 10 wT. / 1 KOHTypHAas s4elikoBast yIIakoBKa / mavyka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO3070425

Bach number

Hata npousBojacTea / 16.04.2025

Date of manufacture

Cpoxk rogaoctu / I'ogen no 30.04.2028

Expiry date

Pa3zmep cepuu / 31 566 ynakoBox/ 31 566 packs

Bach size

Crpana Ha3Ha4yeHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenune | JIII-006935 ot 13.04.2021

/ Marketing authorization JIIT-006935 from 13.04.2021

HopmartusHslii fokymeHT / JII1-006935-130421, u3m. Ne 1, 2/

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

ITpon3BOACTBO TOTOBOM OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
neKapcTBeHHO popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

IlepuyHas ynakoBka / OO1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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

Bropuunas ynakoska / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




Nnuensuna Ne /1012-00102-77/00010585

Bemyckarommii KOHTpoI1b OO1mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KadecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIbHBIIN ITPOE3 ], 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazanue A®C / Otopukokcud/Etoricoxib

API name

ITpousBomutens ADC / Xetepo Jlabc JIumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120076

API Bach number

HacrosimuM noareepxkaaio, 9rto jgannas cepus Ne DO03070425 Jlonokokc® TabieTk,
HOKPBIThIE TICHOYHOW obonoukor, 90 mr Ne 10, macmopr Ne 487/25 ot 26.05.2025, 6buia
NpOU3BE/ICHA W NPOKOHTPOJIMPOBaHa B COOTBETCTBHH C JeHCTBYroumMu IlpaBuiamu
Hannexamed npousBoACTBeHHOM mnpakTHKu EBpasuiickoro DxoHommueckoro Corosa u
TPeOOBAHUAMH PerncTpauMoHHOro 10che, a TakKe B COOTBETCTBHH CO CHeIH(pUKALHUIMHA

3apEeruCTPUPOBAHHOTO MPOIAYKTA.

JIOKyMEHTBI 110 IIPOM3BOJCTBY (NPMMEHHMBIM CTAIHSIM) M KOHTPOJIO KauecTBa HPOBEPEHbI H

0100pEHBI.

JIxo6bIe OTKIIOHCHHS PacCIIe0BaHbI B COOTBETCTBHH C BHYTPEHHHMH TIPOLIETYPAMH H 010GpPEHbI

VTI0JIHOMOYEHHBIM JIUIIOM /

[ 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.

AHJIPOCOB A.A.@QL_“L ~r

VI0IHOMOYEHHOE JTUIIO
000 «MAKHN3-OAPMA »




