Nnuensna Ne 00205-/1C 15 ¢peBpans 2021 roaa

Pazpemenue Ha Boimyck JIIT Ne 190
(B cootBetcTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanne npoxayxra / Jlonokokc®/Dolocox®

Name of the product

MHH / Oropuxokcubd/Etoricoxib

INN

JlexapcTBeHHast popma / TabJIETKH, HOKPBITHIE TNICHOYHOM 000JI0UKO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 60 mr / 60 mg

Dose

Tun ynmaxoBku / 10 mr. / 1 KOHTypHas s;YeHKOBas yIIakoBKa / Mavyka KapTOHHAas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D02020324

Bach number

[ata npousBojicTBa / 22.03.2024

Date of manufacture

Cpox rognoctu / 'onen 1o 31.03.2027

Expiry date

Pasmep cepun / 48 470 ynakoBok/ 48 470 packs

Bach size

Crpana HazHayeHHs / Poccusi/ Russia

Destination country

Perucrpanmonnoe ynocrosepenue | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmatuBHsIlii 1OKyMeHT / JII1-006935-130421, uzm. Ne 1, 2/

Normative document JIT1-006935-130421, variation Ne 1, 2

[Tpou3BOACTBO rOTOBOM OO111eCcTBO € OrpaHUYEHHO# OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBenHoH ¢popmbl / Finished | PAPMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN 1Tpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynaxkoBka / OO11ecTBO ¢ OrpaHHYEHHON O0TBETCTBEHHOCTRHIO "MAKI3-

Primary packaging DOAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoBka / OO111eCcTBO € OrpaHHYEHHOMN OTBETCTBEHHOCTRHIO "MAKI3-

Secondary packaging O®APMA" (OO0 "MAKUN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH 1Tpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Beimyckaromuii KOHTpOJTb O61ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / DOAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBbHBII TIpoe3 I, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HaszBanue ADC / Oropukokcud/Etoricoxib

API name

ITpousBonutens ADC / Xetepo Jlabc Jlumuten, Unaus/
API manufacturer Hetero Labs Limited, India
Homep cepuun ADC / EX22080019

API Bach number

Hacrosiimum noareepxkaato, uro nannas cepust Ne DO2020324 Jlonokokc® TabieTky,
IOKPBITHIE IJIEHOYHOH 0605104K0#, 60 Mr Ne 10, mactiopt Ne 197/24 ot 02.05.2024, 6b11a
IPOM3BE/IEHa ¥ IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JeHcTBYIOmMUMH [IpaBriaMu
Hannesxaiueit npon3BoacTBeHHOHU npakTHKH EBpazuiickoro xoHomuueckoro Corosza u
TpeboBaHMUAMH PerncTpaiioHHOro 10che, a Takke B COOTBETCTBHH CO CIEIHUKALMAMH
3apeTUCTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 110 IPOM3BOACTBY (IPUMEHUMBIM CTaIUSIM) M KOHTPOJTIO KAa4eCTBa IPOBEPEHBI U
0JI00pEHBI.

JIxoOble OTKIOHEHHS pacciie[IoBaHbl B COOTBETCTBHH C BHYTPEHHHMH MPOIIEYyPaMHU U 0J00PEHEI
Y10IHOMOYEHHBIMH 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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