JNnuensna Ne 00205-/1C 15 despansa 2021 roaa

Paspemenue Ha Beimyck JIIT Ne 574
(B cooTBeTcTBUM ¢ [Ipunoxkenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npomykra / Jlonoxokc®/Dolocox®

Name of the product

MHH / Otopukokcubd/Etoricoxib

INN

JlexapcTBenHas popma / TaOJIETKH, TOKPBITHIE IJICHOYHOU 000I0UKOMH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 Mr / 90 mg

Dose

Tun ynakosku / 10 wr. / 3 KOHTypHas sUelKoBas yIakoBKa / Iauka KapTOHHAS
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03160824

Bach number

Jara npousBojcTra / 27.08.2024

Date of manufacture

Cpoxk rogaoct / 'ozmen 10 31.08.2027

Expiry date

Pazmep cepun / 10 582 ynakoBok/ 10 582 packs

Bach size

Crpana Ha3Ha4yeHus / Poccusi/ Russia

Destination country

Perucrpannonnoe ynocrosepenune | JIIT-006935 or 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopMaTuBHBIN TOKYMEHT / JIII-006935-130421, uzm. Ne 1, 2/

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

IIpon3BOACTBO TOTOBOIM OO61mecTBO ¢ OrpaHUYEHHOU OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIIA 1Tpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuynas ynakoBka / OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging OAPMA" (OO0 "MAKUM3-®PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoska / O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, . Mocksa, ABTOMOOHIBHBII 1poe3 [, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Brinyckaromuit KOHTpoJIb
KayecTa /
Quality Control

OO111eCTBO C OrpaHMYEHHON OTBETCTBEHHOCTRIO "MAKI3-
®APMA" (OO0 "MAKU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOGUIIbHBIH Hpoe3 T, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3anune A®C / Oropukokcud/Etoricoxib
API name
[Ipoussonurens ADC / Xerepo Jlabc Jlumuren, Muaus/

API manufacturer

Hetero Labs Limited, India

Homep cepun ADC /
API Bach number

EX24010006

Hacrosmum nmoarBepskaaro, 94To JaHHAS cepust Ne DO3160824 Jlosiokokc® TabieTk,
TIOKPBITIE MIEHOYHO 060510uKoH, 90 Mr Ne 30, maciopt Ne 569/24 ot 18.09.2024, Gsu1a
NPOU3BE/ICHA M IPOKOHTPOJIMPOBAHA B COOTBETCTBHY C AeHCTBYroMME [1paBunamu
Hajnexaeit npou3BoacTBeHHO# nmpakTuky EBpasuiickoro DxoHOMHYeckoro Comoo3a i
TpebOBaHUAMH Peructpanmonsoro gocke, a Takke B COOTBETCTBUH CO cnenuuKanusIMu
3aperuCTPUPOBAHHOTO MPO/IYKTA.

JIOKyMEHTBI 110 IPOM3BOACTBY (IPUMEHUMBIM CTAUSIM) H KOHTPOJIIO KQ4ECTBA MPOBEPEHEI U

0J100pEHBI.

JIroOple OTKIIOHEHHUS pacciiel0BaHbl B COOTBETCTBHH C BHYTPCHHUMH TIPOLIEYPAMH H OJ00PEHBI
YN0JIHOMOYEHHBIM 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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