Jinuensna Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 344
(B cootBetcTBUH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Otopukokcu6d/Etoricoxib

INN

JlexapcTBennas dopma / TaOeTKHU, NOKPHITHIE TNICHOUHOM 000104KO#H/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 wr. / 3 xoHTypHas siueiikoBasi yIaKoBKa / Iauka KapTOHHAS
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03010225

Bach number

Jata npousBozcTBa / 22.02.2025

Date of manufacture

Cpoxk roxnoctu / T'ogen no 29.02.2028

Expiry date

Pazmep cepum / 10 427 ynakoBok/ 10 427 packs

Bach size

Crpana Ha3zHaueHUs / Poccusi/ Russia

Destination country

Peructpannonnoe ynocrosepenne | JIIT-006935 ot 13.04.2021

/ Marketing authorization JII1-006935 from 13.04.2021

HopmatuBHbIit 1oKyMeHT / JIII-006935-130421, uzm. Ne 1, 2/

Normative document JII1-006935-130421, variation Ne 1, 2

ITponsBoacTBO roTOBOM OO611ecTBO ¢ OrpaHUYeHHO OTBETCTBEHHOCTHIO "MAKN3-
nexapcTBeHHOH Gopmbl / Finished | PAPMA" (000 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIA TIPOE3 1, 1. 6, CTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoska / O611ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuunas ynakoka / O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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




JNnuensuna Ne 21012-00102-77/00010585

Brimyckaromuii KOHTPOJTb OO011ecTBO ¢ OrPaHUYECHHOM OTBETCTBEHHOCTRIO "MAKI3-
KauecTBa / D®APMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH TIpoe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszpanue AOC / Otopuxokcud/Etoricoxib

API name

[Tpouzsoautens ADC / Xetepo Jlabc JIumuten, Unmus/
API manufacturer Hetero Labs Limited, India
Howmep cepuu ADC / EX24010007

API Bach number

Hacrosmum noxareepknato, uto npaHHas cepus Ne DO3010225 Jlonokokc® TabmeTkw,
IOKPBITBIE IJIEHOYHOH obosoukoi, 90 mr Ne 30, macmopt Ne 306/25 or 26.03.2025, 6buia
NpOU3BE/ICHa W TMPOKOHTPOJMPOBAHA B COOTBETCTBUU ¢ JAelicTByromumu [IpaBuiamu
Hapnexxamelh npou3BOACTBEHHOW mpakTHKM EBpasuiickoro DxonHomudeckoro Comoo3a u
TpeOOBaHUAMHM PerucTpanMoHHOr0 10Che, a TaKKe B COOTBETCTBHH CO CIENH(UKAIUIMH

3apeTUCTPUPOBAHHOT O IIPOJYKTA.

JIOKYMEHTBI 10 TPOU3BOACTBY (IIPHMEHHMMBIM CTAIUSIM) U KOHTPOJIO KayecTBa MPOBEPEHH U

0/100peHBI.

JIroOble OTKIIOHEHHS pacCIe0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH IHPOLIEyPAMH U OJ0OPEHEI

Y10JIHOMOYEHHBIM JIUIIOM /

I 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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VII0JIHOMOYEHHOE JIUIO
000 «kMAKU3-OAPMA »




