Nuuensna Ne 1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 797
(B cootBetcTBHH ¢ [Ipunokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / Jlonokokc®/Dolocox®

Name of the product

MHH / Ortopukokcud/Etoricoxib

INN

JlexapcTBenHas popma / TabJIEeTKH, TIOKPHITHIE TUIEHOYHOM 000JI04KO0i/
Pharmaceutical form film coated tablets

Jo3uposka / 90 mr / 90 mg

Dose

Tun ymakoBku / 10 wr. / 1 KOHTypHAas sYelKoBas yIIakOBKa / Mauyka KapTOHHAS
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D03201024

Bach number

Jata npousBocTBa / 12.10.2024

Date of manufacture

Cpoxk rogaoctu / ['osien no 30.09.2027

Expiry date

Pa3smep cepum / 31 818 ynaxoBok/ 31 818 packs

Bach size

Crpana Ha3HaueHHs / Poccust/ Russia

Destination country

Perucrpannonnoe ynocrosepenune | JIII-006935 ot 13.04.2021

/ Marketing authorization JIIT-006935 from 13.04.2021

HopmaTuBHBIH JOKYMEHT / JIITI-006935-130421, u3m. Ne 1, 2/

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

[Tpou3BOACTBO rOTOBOM OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKUN3-
nexapcTBeHHON (opmbl / Finished | ®PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBIHA poe3 L, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepuynas ynakoBka / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHI0 "M AKI3-

Primary packaging ®APMA" (OO0 "MAKHU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoska / OO611€ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHITBHBII Tpoe3, . 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jnuensus Ne J1012-00102-77/00010585

Brimyckaromuit KOHTPOJIb OOGmiecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
KayecTna / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOMIBHBI TIpoe3y, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszsanue ADC / Otopuxokcud/Etoricoxib

API name

[Tpouzsoaurens ADC / Xetepo Jlabc Jlumuren, Uuaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX23120063

API Bach number

Hacrosmmum noxareepxnaro, uyrto manHas cepus Ne DO03201024 JJonokokc® TabJIeTKH,
IOKPBITEIE TICHOYHON obonoukod, 90 mr Ne 10, macmopr Ne 798/24 ot 25.11.2024, Gbina
NPOU3BE/ICHA M IPOKOHTPOJIMPOBAaHA B COOTBETCTBHM C JAeHCTBYIOIIUMH IlpaBuiamu
Hannexaieli 1mpou3BOACTBEHHOM NpakTUKUW Espasumiickoro DkoHoMmdeckoro Cooosa H
TpeOOBaHUAMH PerucTpanimoHHOrO0 10Che, a TaKXKe B COOTBETCTBHH CO cnenuQuKausIMu

3apEruCTPUPOBAHHOTO TPOAYKTA.

JIOKyMEHTBI 10 IIPOM3BOACTBY (NIPMMEHHMBIM CTAJMSM) M KOHTPOIIO KAayeCTBA IPOBEPEHbI M

0100pEHBI.

Jl1o0ble OTKIIOHEHHS pacciieIoBaHbl B COOTBETCTBHH ¢ BHYTPEHHHMH TIPOLIELYPAMH H 0X0OPEHSI

YI0JIHOMOYEHHBIM 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.

AHapocoB A.AS L/Q « Z D» kd 2024 r.
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