Jnuensua Ne 00205-71C 15 ¢pespans 2021 roga

Paspewenue Ha Boimyck JIIT Ne 333
(B cootBercTBuM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue npoxaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Oropukokcud/Etoricoxib

INN

JlexapcTBenHas ¢popma / Ta0JIETKHU, IIOKPHITHIE TIEHOYHON 000I0UKOI/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mr/ 90 mg

Dose

Tun ynakoBku / 10 wr. / 1 xoHTypHas s4elKoBas yakoBKa / Mayka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03090923

Bach number

Jara npousBojcTBa / 22.09.2023

Date of manufacture

Cpok ronnoctu / 'onen 110 30.09.2026

Expiry date

Pa3smep cepumn / 32 881 ynmakoBox/ 32 881 packs

Bach size

Crpana Ha3zHaYeHHS / Poccusi/ Russia

Destination country

Perucrpanunonnoe ynocrosepenue | JII1-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmartuBHblit foKyMeHT / JIII-006935-130421, u3m. Ne 1, 2/

Normative document JIT1-006935-130421, variation Ne 1, 2

ITpou3BOACTBO TOTOBOIM OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHON Gopmbl / Finished | ®PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIBbHBIN 1poe3, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTEIO "M AKI3-

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

Anpec /

Address:

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

Bropuunas ynakoska / O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIBHBII TIpoe3 I, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jinuensmna Ne 00205-/1C 15 ¢pespans 2021 roga

Beimyckatomumii KOHTpoJIb O611ecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "M AKU3-
KaJecTna / ®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocka, ABTOMOOMIBHBI Ipoe3y, A. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haspanne AOC / Oropukoxcud/Etoricoxib

API name

[Tpoussonutens ADC / Xetepo Jlabc Jlumuren, Uuaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX22010002, EX22010003
API Bach number

Hacrosmum noarsepsxnaro, uro nantas cepust Ne DO3090923 Jlonokokc® TabiieTky,
HOKPBITHIE MIEHOYHOU 000104K0M, 90 Mr Ne 10, macmopt Ne 340/23 ot 02.11.2023, 66112
IPOU3BE/IeHa U IIPOKOHTPOJIMPOBaHa B COOTBETCTBHH C AeiicTBYIomuMH [IpaBuiamMu
Hannexamei npou3BoacTBeHHO# npakTiku EBpasuiickoro DxonoMudeckoro Corosa u
TpeOOBaHUAMH PerucTpanioHHoro 1ocke, a Takxke B COOTBETCTBHH €O CHENHMUKALHIME
3apEruCTPUPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 110 IPOM3BOAICTBY (IIPUMEHHMBIM CTa/HsIM) M KOHTPOJIKO Ka4€CTBa TIPOBEPEHBI 1
0100pEHBI.

JlioGbIe OTKIIOHEHHS paccieIoBaHbl B COOTBETCTBHH C BHYTPEHHHMH MPOLEyPaMH U 000pEeHbI
Y110JIHOMOYEHHBIMH 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.

Beperennukona B.K./‘éj&j

VY II0JIHOMOYEHHOE JIUI0
000 «KMAKI3-OAPMA»




