Nnuensusa Ne 00205-/1C 15 dpespans 2021 roaa

Paspemenue Ha Boimyck JIIT Ne 584
(B coorBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwme npoaykra / Jonoxoxc®/Dolocox®

Name of the product

MHH / Oropukokcud/Etoricoxib

INN

JlexapcTBennas gopma / TabJIETKH, TTOKPHITHIE TUIEHOYHOH 00010YKO#/
Pharmaceutical form film coated tablets

Jo3uposka / 90 Mr/ 90 mg

Dose

Tun ynmakoBku / 10 mwT. / 3 KOHTYpHas stueiikoBasi yIakoBKa / auka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03170824

Bach number

Jara npousBoacTsa / 27.08.2024

Date of manufacture

Cpoxk rogaocts / ['onen 1o 31.08.2027

Expiry date

Pasmep cepun / 10 839 ynmakoBok/ 10 839 packs

Bach size

Crpana Ha3HaueHus / Poccusi/ Russia

Destination country

Peructpanmonnoe ynocrosepenue | JII1-006935 ot 13.04.2021

/ Marketing authorization JITT-006935 from 13.04.2021

HopmaTtuBHBI JOKYMEHT / JIIT-006935-130421, u3m. Ne 1, 2/

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

[Tpoun3BoacTBO rOTOBOM OO111ecTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
nekapctBeHHOH ¢opmsbl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepuynas ynakoBka / OO61ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIHA Mpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynasi ynakoBka / OO611ecTBO ¢ OrpaHUYEHHOHN OTBETCTBEHHOCTHIO "MAKH3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH TTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensna Ne 00205-/1C 15 despans 2021 roaa

Brimyckaromuii KOoHTpoJIb
KayecTpa /
Quality Control

OO01ecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTRIO "MAKI3-
O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBIN 1poe3 [, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

HazBauue A®C /
API name

Otopukokcud/Etoricoxib

[TpoussBogutens ADC /
API manufacturer

Xetepo Jlabc Jlumuren, naus/
Hetero Labs Limited, India

Howmep cepuun ADC /
API Bach number

EX24010006

Hacrosmum noarsep:xaato, uto nannas cepust Ne DO3170824 JTonokokc® TabiieTkH,
IIOKPHITHIE IUIEHOYHOH 06050ukoit, 90 Mr Ne 30, macropt Ne 570/24 ot 24.09.2024, 6s11a
IIPOM3BE/IEHA M IIPOKOHTPOJIMPOBAHA B COOTBETCTBHH ¢ JAeHCTBYIOMMME [IpaBuaamu
Hapuexxaimeit mpousBoacTBeHHOM npakTuku EBpasuiickoro Dxonomuueckoro Corosa u
TpeOOoBaHUAMHU PeriucTpaiiioHHOro J10Che, a TAK)Ke B COOTBETCTBHH CO CHENU(PHUKAIUIMU
3apETUCTPUPOBAHHOIO MPOIYKTA.

JIOKyMEHTBI 110 IPOM3BOJCTBY (IIPUMEHHUMBIM CTAIHSM) U KOHTPOJIIO Ka4ecTBa IPOBEPEHBI U

0/100pEHBL.

JIxoOble OTKIIOHEHHMS pacciieloBaHbl B COOTBETCTBUH C BHYTPEHHUMH NPOIEAypaMH U 0100peHsI
VIIOMHOMOYEHHBIM JIMIIOM /

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.
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