JInueHsna Ne /1012-00102-77/00010585

Paspemenue Ha Bbimyck JIIT Ne 288
(B cootBercTBHM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banue npomykra / Honokokc®/Dolocox®
Name of the product

MHH / Oropuxokcut/Etoricoxib
INN

JlexapcTBenHas ¢popma /
Pharmaceutical form

TabJIETKH, TOKPHITHIE TJIEHOYHOH 060I09K0#/
film coated tablets

Jo3uposka / 90 mMr / 90 mg

Dose

Tun ynakosku / 10 mr. / 1 koHTypHas suelikoBas ynaKkoBKa / mauka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack
Howmep cepuu / D03060226

Bach number

Hara npousBoacrsa / 06.02.2026

Date of manufacture

Cpox roauoctu / I'ozen no 31.01.2029

Expiry date

Pazmep cepun / 31 635 ynakoBok/ 31 635 packs

Bach size

Crpana Ha3HayeHus / Poccus/ Russia

Destination country

PerucrpannoHHoe yaocroBepenue
/ Marketing authorization

JIII-Ne(007831)-(PT-RU) ot 26.11.2024 (nata 3ameHsI
13.03.2025)

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

HopmartuBHBIH TOKyMEHT /
Normative document

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

ITpousBoacTBO rOTOBOM
JexapcTBeHHOH Gopmel / Finished
dosage form manufacturing

OO01mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

ITepBuunas ynakoska /

OO61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

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

Bropuunas yrnakoBka /

OO1ecTBO ¢ OrpaHHYCHHOM OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIbHBIH TIpoe3 T, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JInueHsua Ne J1012-00102-77/00010585

Beinmyckarommuit KoHTpoJIb OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
KayecTBa / PAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH npoesn, a. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HasBanmne A®C / Otopukokcud/Etoricoxib

API name

ITponssonurens ADC / Xerepo Jlabc Jlumuren, Uaaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuu ADC / EX24120078

API Bach number

HacrosmuM monreepxknaro, uro nanxas cepus Ne DO03060226 Jlonokokc® TabJIeTKH,
TOKPBITBIE IUICHOYHOW 00o0noukor, 90 mr Ne 10, macmopr Ne 319/26 ot 02.03.2026, 6bu1a
IpOM3BE/ICHA M [POKOHTPOJIMPOBAHA B COOTBETCTBUM C JeficTByommMu IIpaBuiamu
Hapmnexame#d mpousBoiactBenHoM mnpaktuku EBpasumiickoro Jxonommueckoro Corosza u
TpebOBaHUsAMH PermcrpanuoHHOro noche, a Takke B COOTBETCTBHH CO crnenuduKanuaMu

3apETUCTPUPOBAHHOTO POIYKTA.

JIOKyMEHTBI 110 TIPOM3BOACTBY (IIPUMEHMMBIM CTaJMAM) M KOHTPOJIO KAayecTBa IIPOBEPEHBI U

0100pEHBI.

JIroOble OTKIOHEHHS paccii€noBaHbl B COOTBETCTBHHU C BHYTPECHHHUMH IpoLECAypaMu U O,H06peHBI

YOJIHOMOYEHHBIM JIUILIOM /

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.

AHIpOCOB A.A./Jé&p'\ SIS en, A ‘5—5» % 2026.

YOJIHOMOYEHHOE JIUI0
000 «<MAKU3-OAPMA »




