Nvuensuna Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JITT Ne 282
(B coorBetcTBUH ¢ [Iprnoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanwue npoykra / Honokokc®/Dolocox®
Name of the product

MHH / Otopukokcub/Etoricoxib
INN

JlexapcTBeHHas Gpopma /
Pharmaceutical form

TaOJIETKH, TOKPBITHIE MJIEHOYHOH 060109KOit/
film coated tablets

Ho3upoBka / 90 mMr / 90 mg

Dose

Tun ynakoBku / 10 . / 3 KoHTypHas sYeiikoBas ynakoBKa / mayka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03010226

Bach number

Harta npousBojacrsa / 05.02.2026

Date of manufacture

Cpok roxuoctu / 'ogen 1o 31.01.2029

Expiry date

Pa3mep cepuu /
Bach size

10 436 ynakoBox/ 10 436 packs

Crpana Ha3zHauenus /
Destination country

Poccus/ Russia

PerucrpannonHoe yaocroBepenye
/ Marketing authorization

JIIT-Ne(007831)-(PT'-RU) ot 26.11.2024 (naTa 3ameHsb!
13.03.2025)

JIII-Ne(007831)-(PI'-RU) from 26.11.2024 (renewal date
13.03.2025)

HopmatuBHbIf JOKyMeHT /
Normative document

JII-Ne(007831)-(PT-RU)-261124/
JITI-Ne(007831)-(PT-RU)-261124

IIpousBoacTBO rOTOBOM
JexapcTBeHHOH ¢opmebl / Finished
dosage form manufacturing

OO6mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKU3-
OAPMA" (OO0 "MAKH3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOGHIIBHBII poe3, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ilepuynas ymakoska /

OO01mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKIU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIN Npoe3, 1. 6, CTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropu4nas ynakoka /

OO01mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHI0 "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBIA Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensua Ne 1012-00102-77/00010585

Beimyckaromuii KOHTpOJIb OO61miecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKN3-
KauyecTBa / D®APMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEL IIpoe3n, A. 6, cp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hassanne A®C / Otopukokcu6t/Etoricoxib

API name

[Tpoussoaurens ADC / Xerepo Jlabc Jlumuten, Uuaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuun ADC / EX24120077

API Bach number

Hacrosmum noxareepxznato, uto paHHas cepus Ne D03010226 Jlonokokc® TabmeTkw,
MOKPBITBIE IUIEHOYHOM 000509koi, 90 mMr Ne 30, macmopt Ne 274/26 or 27.02.2026, 6suia
NpOU3BE/ICHA M MPOKOHTPOJIMPOBAHA B COOTBETCTBHM C JeWCTByrommMu [IpaBunamu
Hamnexarmeli npoM3BOJACTBEHHOW TpakTHKM EBpasuiickoro DxoHomuueckoro Coroza u
TpeGoBaHUsAMH PerucTpalMoHHOro 10che, a TAaKKe B COOTBETCTBHH CO CHENH(DHKAIMSIMH

3apE€TUCTPUPOBAHHOIO IIPOAYKTA.

JIOKyMEHTBI 110 MPOU3BOACTBY (IPHMEHHMBIM CTAIHsM) H KOHTPOJIIO KayecTBa IIPOBEPEHBI H

0100pEHBL.

JIroOble OTKIIOHEHHUS paccCiieoBaHbl B COOTBETCTBHH C BHYTPCHHUMH IIpoLeAYypaMHu U OI[06p€HBI

V10JIHOMOYEHHBIM JIULIOM /

I hereby confirm that this batch was produced and controlled 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.

YepuyeBuy HB<>>%

Y1I0JIHOMOYEHHOE JIHII0
000 «MAKH3-OAPMA » ” o\

(24 2026 .



