JNinuensna Ne /1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 356
(B cootsercTBUM ¢ [Tprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue npoaykra / Honokokc®/Dolocox®

Name of the product

MHH / Oropuxokcud/Etoricoxib

INN

JlekapcTBenHas dopma / TaOJIETKHU, HOKPBITHIE [UICHOYHOM 000I09KOH/
Pharmaceutical form film coated tablets

Jo3uposka / 90 mr / 90 mg

Dose

Tun ynakosku / 10 mr. / 1 KOHTypHast 9elKOBast yIIaKOBKa / avka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03030225

Bach number

Hata npousBoacTea / 22.02.2025

Date of manufacture

Cpoxk rogaocta / I'ogen 1o 29.02.2028

Expiry date

Pa3zmep cepuu / 31 303 ynaxoBok/ 31 303 packs

Bach size

Crpana Ha3HaueHus / Poccust/ Russia

Destination country

Peructpannonnoe ynocroepenue | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmartusHslii nokymenr / JIIT-006935-130421, u3m. Ne 1, 2/

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

[Tpou3BOICTBO rOTOBOIA OO1mecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTHIO "MAKIU3-
nexapcTBeHHON popmsi / Finished | PAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIbHBIN Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ymakoBka / O611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHEIH Ipoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBII poe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne /1012-00102-77/00010585

Brmmyckaromiuit KoHTpoJb OO611ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
KauvecTa / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOH/IBHBII 11poe3 , A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Otopukokcu6/Etoricoxib

API name

[IpousBomurens ADC / Xetepo Jlabc Jlumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120076

API Bach number

Hacrosimm  moateepxkato, uro namHas cepus Ne DO03030225 Jlonokokc® TabneTk,
IOKPBITEIE TUICHOYHOM o6onoukoi, 90 mr Ne 10, macmopt Ne 315/25 ot 27.03.2025, Gbita
NpOU3BC/ICHA W MPOKOHTPOJIMPOBAHA B COOTBETCTBMM C JeHcTByromwuMHu IIpaBunamu
Hannexamel 1pou3BoACTBeHHON mnpakTuku EBpasmifckoro DkoHOMuueckoro Cormos3a u
TpeOOBaHUSAMH PerucTpaimoOHHOro 10che, a TaKKe B COOTBETCTBHH CO cnenupuKanusIMmu

3apPEruCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI IO NPOM3BOICTBY (MPHMEHMMBIM CTAJHsIM) W KOHTPOJIO KauyecTBa IIPOBEPEHBI H

0Z100peHBI.

Jl106kIe OTKIOHEHHS paccyie/IOBaHbl B COOTBETCTBUH C BHYTPEHHHMHU IPONIEAYPAMH H OJ00PEHBI

Y10IHOMOYEHHBIM JIALIOM /

[ 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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