JNnuensua Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 796
(B cootBercTBUH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zBanue mpoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Otopukokcn6/Etoricoxib

INN

JlexapcTBeHHas ¢popma / TaOJIeTKH, IOKPBITHIE IJIEHOYHOM 000109KO¥H/
Pharmaceutical form film coated tablets

Jlo3uposka / 90 Mr /90 mg

Dose

Tun ynakosku / 10 wt. / 1 KOHTypHas s4yelikoBasl yIaKoBKa / Mayka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03191024

Bach number

Harta nmpousBojcTBa / 12.10.2024

Date of manufacture

Cpoxk rogaoctu / I'osien 10 30.09.2027

Expiry date

Pa3zmep cepun / 32 632 ynmakoBok/ 32 632 packs

Bach size

Ctpana Ha3HaueHwUs / Poccust/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIIT-006935 from 13.04.2021

HopmaTuBHBIN 1OKyMEHT / JII1-006935-130421, u3m. Ne 1, 2/

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

ITpon3BoacTBO roToBOIM O61mecTBO ¢ OrpaHHYEHHO# 0TBETCTBEHHOCTHIO "MAKI3-
nekapcTBeHHON popmbl / Finished | @APMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH mpoe3 L, a. 6, cTp. 4, c1p. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuuHnas ymakoBka / OO1ecTBO ¢ OrpaHUYEeHHOM OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging ®APMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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

Bropuunas ynakoska / OO61iecTBO ¢ OrpaHUYEHHOHN OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

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




Nnuensna Ne 1012-00102-77/00010585

Beimyckaromuit KOHTpOIIE OO6miecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTRIO "MAKU3-
KayecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOGHIIBHBIIA Ipoe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszpanne ADC / Oropuxokcu6/Etoricoxib

API name

IIpoussogurens ADC / Xerepo Jlabc Jlumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuun ADC / EX23120063

API Bach number

Hacrosimum  nmoarsepxknaro, uto nannas cepus Ne DO03191024 Jlomokokc® —TtabneTkw,
TOKPBITBIE IUICHOYHOH 00osoukoi, 90 mMr Ne 10, macmopt Ne 791/24 or 25.11.2024, Gbuta
NPOM3BE/ICHA M INPOKOHTPOJIUPOBAHA B COOTBETCTBUHM C JAeiicTByrommmu  IlpaBumamu
Hannexameli IpoM3BOACTBEHHON mpakTuku EBpasmiickoro JkxoHommueckoro Coros3a u
TpeOOBaHMAMU PernCTpanMoOHHOr0 J0Che, a TaKkKe B COOTBETCTBHM CO CIEHH(bUKALMAMA

3apErUCTPUPOBAHHOTO TPOIYKTA.

JIOKYMEHTBI 110 MPOU3BOACTBY (IPUMEHHMBIM CTAJWAM) W KOHTPOIIO KadecTBa IIPOBEPEHBI U

0100peHBI.

JIx06kIe OTKIOHEHHs paccieoBaHbl B COOTBETCTBHH C BHYTPEHHUMH IPOLIEYPAMH H O[0GPEHbI

VYTOJIHOMOYEHHBIM JIULIOM /

[ 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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