Nnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 786
(B cootBercTBuH ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoaykra / Honoxokc®/Dolocox®

Name of the product

MHH / Oropuxokcub/Etoricoxib

INN

JlexapctBennas gopma / Ta0JIeTKH, OKPHITHIE TUICHOYHON 000I0YKOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 mr. / 3 KoHTypHas s4eiikoBas yaKkoBKa / Iavyka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / D0O3231024

Bach number

Jlata mpousBocTBa / 14.10.2024

Date of manufacture

Cpok rognoctu / I'onen 1o 30.09.2027

Expiry date

Pazmep cepun / 10 752 ynakoBok/ 10 752 packs

Bach size

Crpana Ha3zHaueHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenne | JIIT-006935 or 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmartuBHbIi JOKyMeHT / JII1-006935-130421, u3m. Ne 1, 2/

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

[Tpon3BoACTBO rOTOBOM O61ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKI3-
nekapcTBeHHOM ¢opmbl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuuHas ymakoBka / OOwiecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHEI ITpoe3 i, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-

Secondary packaging ®APMA" (OO0 "MAKHM3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nnuensua Ne /1012-00102-77/00010585

Beimyckaromuit KOHTpOJIb OO111ecTBO € OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKM3-
KayecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHJIBHBIH Tpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne ADC / Oropukokcub/Etoricoxib

API name

[Tpoussomutens ADC / Xerepo Jlabc Jlumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuu ADC / EX24010006, EX24010007
API Bach number

Hacrosimum noarsepxaaro, uro naHHas cepus Ne DO3231024 Jlonmokokc® TabiIeTkH,
HOKPBITBIE IUIEHOYHOM 000710ukoi, 90 Mr Ne 30, macmopt Ne 787/24 or 18.11.2024, 6buia
NpOU3BEACHa ¥ MPOKOHTPOJIMPOBAaHA B COOTBETICTBHM C JeHCTByommumu I[lpaBuiamu
Hapnexxamelh npou3BOACTBEHHON MpakTHKH EBpasumiickoro JkoHommyeckoro Coro3a u
TpeGoBaHUsAMM PerucTpanuoHHOr0 J0che, a TaKKe B COOTBETCTBHH CO crelH(HKAIUSIMH

3aperuCTPUPOBAHHOTO MPOIYKTA.

JlOKyMEHTBI 110 NPOU3BOACTBY (IPHMMEHHMMBIM CTAJHsIM) H KOHTPOJIO KayecTBa HPOBEPEHHI U

000pEHBIL.

JIroOble OTKIOHEHHS paccieOBaHbl B COOTBETCTBHUM C BHYTPEHHHAMMU IIPOLEAYPaMU U OH06peHLI

VIOJIHOMOYEHHBIM JIMLIOM /

[ 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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