JNinuensus Ne /1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 1132
(B cootBercTBHH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoykra / Jlonoxokc®/Dolocox®

Name of the product

MHH / Stopukokcub/Etoricoxib

INN

JlexapcTBennas popma / TabJIETKH, MOKPBITHIC IIEHOYHON 000JI0YKOM/
Pharmaceutical form film coated tablets

Jo3upoBka / 90 mMr / 90 mg

Dose

Tun ymakoBku / 10 mir. / 1 KOHTypHas sYeiKoBast yrakoBKa / ITayka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepuu / DO3080425

Bach number

JHata nmpousBoactaa / 16.04.2025

Date of manufacture

Cpoxk roxsoctu / I'omen o 30.04.2028

Expiry date

Pazmep cepun / 31 283 ynakoBok/ 31 283 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpauunonnoe ynocrosepenue | JIIT-Ne(007831)-(PI'-RU) ot 26.11.2024

/ Marketing authorization JIII-Ne(007831)-(PT"-RU) from 26.11.2024

HopMmartusHbIii oOKyMeHT / JIII-Ne(007831)-(PI'-RU)-261124/

Normative document JITI-Ne(007831)-(PT'-RU)-261124

ITpon3BoaCTBO rOTOBOM O611ecTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOM popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TTpoe3, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[IepBuunas ynakoBka / OO01ecTBO ¢ OTpaHUYEHHOM OTBETCTBEHHOCTELIO "MAKMN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1poe3y, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Ipoe3, 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

Beimyckaromuit KOHTpOJIb OO61ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
KayecTBa / ®APMA" (OO0 "MAKUN3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazpanue ADC / Oropukokcu6d/Etoricoxib

API name

ITpoussoautens ADC / Xerepo Jlabc Jlumuren, Nuaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120076, EX24120077
API Bach number

Hacrosumim noarsepxnato, uro ngaHHas cepus Ne DO3080425 Jlonokokc® TabneTkw,
HOKPBITHIE TJIEHOYHOH 06omoukoit, 90 mMr Ne 10, macmopr Ne 1166/25 ot 13.10.2025, 6bita
NpPOM3BE/ICHA M IPOKOHTPOJIMpPOBAHA B COOTBETCTBHM C JeHCTByommMu [IpaBunamu
Hannexamedl npon3BOACTBEHHOM mpakTHKH EBpasmiickoro DkoHommueckoro Corosa u
TpeOOBaHUAMH PerucTpaioHHOr0 10Che, a TaKKe B COOTBETCTBHH €O CHEIH(pHKALHIMH

3aperuCTPUPOBAHHOTO MPOAYKTA.

JIOKyMEHTBbI [0 MPOM3BOACTBY (IPHMEHHMBIM CTA[HsIM) M KOHTPOJKO KadyecTBa NPOBEPEHBI H

0/100peHBI.

JItoOble oTKIIOHEHHS pacceI0BaHbl B COOTBETCTBHH C BHYTPEHHHMH IIPOLELYPAMHU H 0J00PEHBI

VII0JIHOMOYEHHBIM JIUIOM /

[ 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.

AHnnpocos A.A./ #LA LJF

VI0JIHOMOYEHHOE JIULIO
000 «kMAKH3-ODAPMA »

2025 r.



