Nvuensna Ne /1012-00102-77/00010585

Pazpemenue Ha Boimyck JIIT Ne 785
(B coorBercTBuM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haszpanue npoaykra / Jlonokxoxc®/Dolocox®

Name of the product

MHH / Oropukokcub/Etoricoxib

INN

JlexapcTBennas ¢opma / TabJIETKH, MOKPHITHIE TUIEHOYHOM 000I09KOMH/
Pharmaceutical form film coated tablets

Ho3zupoBka / 90 mr /90 mg

Dose

Tun ynmakoBku / 10 mr. / 3 KOHTypHas sUeKOBas yIIaKOBKa / MauKa KapTOHHAS
Package type 10 PCs / 3 blister pack / cardboard pack

Homep cepun / D03221024

Bach number

[ara npousBojacTsa / 12.10.2024

Date of manufacture

Cpoxk rognoctu / 'ogen 1o 30.09.2027

Expiry date

Pazmep cepun / 10 797 ynakoBox/ 10 797 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaTtuBHBIHM TOKyMeHT / JIIT-006935-130421, u3m. Ne 1, 2/

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

[Tpon3BoaCTBO rOTOBO¥ O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-
neKkapcTBeHHO# ¢popmel / Finished | ®DAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocka, ABTOMOOUIIBHBI Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBrynas ynakoBka / OO61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocka, ABTOMOOUIIBHBI Tpoe3 L, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO611ecTBO ¢ OrpaHUUCHHO OTBETCTBEHHOCTHIO "M AKI3-

Secondary packaging OAPMA" (000 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




JNnuensus Ne 1012-00102-77/00010585

Belnyckaromumii KOHTPOJTb OO11ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KayecTna / ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBII TIpoe3 , 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Oropukokcu6/Etoricoxib

API name

[Tponzsonurtens ADC / Xetepo Jlabc JIumuren, Mnaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuun ADC / EX24010006

API Bach number

Hacrosimmum noxareBepxkaatro, uto panHas cepus Ne DO03221024 Jlonoxokc® Tabnerky,
IOKPBITBIE IUIEHOYHOH 00607104koi, 90 mr Ne 30, macmopt Ne 783/24 ot 18.11.2024, 6suta
NpOM3BEJICHA H IPOKOHTPOJIMPOBAaHA B COOTBETCTBHM C JCHCTBYIOIIMMH IIpaBuiamu
Hapmnexammell mpoW3BOACTBEHHOW TNpakTWKA EBpaswiickoro Dkxonommyeckoro Corosa u
TpeOoBaHUAMH PerucTpalioHHOro 10Che, a TakXkKe B COOTBETCTBHH CO CIENM(pHUKAIUSIMH

3aperUCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI 110 MPOM3BOACTBY (IPUMEHMMBIM CTaIHsAM) H KOHTPOJIO Ka4ecTBa MPOBEPEHBI U

0JI00PEHBI.

JIroOble OTKIIOHEHHUS pacciIe0BaHbl B COOTBETCTBHHU C BHYTPEHHHUMH HPOLEypaMU U O0OPEHbI

VII0JIHOMOYEHHBIM 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.
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