Jinuensua Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 526
(B cooTBetcTBUH ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue mpoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Oropukokcub/Etoricoxib

INN

JlexapcTtBennas dopma / Ta0JIETKHU, MOKPBITHIE IJIEHOYHOM 000I09KO§i/
Pharmaceutical form film coated tablets

Jo3upoBka / 60 mr / 60 mg

Dose

Tun ynakoskwu / 10 . / 1 KOHTypHas sYeiikoBasl yIakoBKa / mayka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D02010425

Bach number

Jara nmpousBoicTBa / 17.04.2025

Date of manufacture

Cpok roguoctu / I'ogen 10 30.04.2028

Expiry date

Pazmep cepun / 48 171 ynakoBox/ 48 171 packs

Bach size

Crpana Ha3HaueHwus / Poccust/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIITI-006935 from 13.04.2021

HopmaTuBHBIi OKyMEHT / JIII-006935-130421, uzm. Ne 1, 2/

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

ITpon3BOICTBO TOTOBOIA OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHI0 "MAKU3-
nexapcTBeHHOU popmel / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[TepBuunas ymakoBka / OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIBHBIN npoe3 L, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OOG11ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHJIBEHEIH ITPoe3y, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuersus Ne /1012-00102-77/00010585

Beimyckaromuii KOHTPOJIb O6111eCTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KadecTna / ®APMA" (000 "MAKHN3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBIIA 1poe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune A®C / Otopukokcud/Etoricoxib

API name

ITpoussonutens ADC / Xetepo Jlabc Jlumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Homep cepuun ADC / EX24120077

API Bach number

Hacrosimum noarsepxpato, uro paHHas cepus Ne D02010425 Jlonokoxc® TalJIeTKH,
IOKPBITBIE IUICHOYHOU 000s1049Kol, 60 Mr Ne 10, macmopt No 484/25 or 22.05.2025, Gsiia
NPOU3BEJCHA M TIPOKOHTPOJIHMPOBaHA B COOTBETCTBHH C JAeHCTBYrommMH IlpaBumamu
Hamnexamedl npousBoACTBEHHOM mnpakTuku EBpasuiickoro DxoHoMmueckoro Coro3a o
TpeOOBaHUSIMH PerdCTPallMOHHOTO 10ChE, a TAaKXKe B COOTBETCTBMM CO CIENH(MUKALUAME

3apEeruCTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 10 NPOM3BOJCTBY (IIPUMEHHMBIM CTA/MsIM) M KOHTPOJIKO KAadecTBa MPOBEPEHBI

0/100pEHBL.

Jlto0bIe OTKIIOHEHHS pACCIeIOBaHbl B COOTBETCTBUH C BHYTPEHHHMH MPOLIETyPaMH ¥ 0100PEHBI

VY10IHOMOYEHHBIM 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.
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