JNnuensma Ne 21012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 784
(B cootsercTBuH ¢ [Ipunoxenunem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasganue mpoaykra / Jlonoxokc®/Dolocox®

Name of the product

MHH / Otopukokcud/Etoricoxib

INN

JlexapcTBenHas ¢opma / Ta0JIETKH, IOKPBITHIE TUIEHOYHOH 060JI0YKOH/
Pharmaceutical form film coated tablets

Jlo3uposka / 90 mr / 90 mg

Dose

Tun ynakosku / 10 wr. / 1 KOHTypHas s4eHkoBas yIakoBKa / Mavyka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO3181024

Bach number

Jara npousBoacTsa / 12.10.2024

Date of manufacture

Cpoxk romnoctu / I'omen 10 30.09.2027

Expiry date

Pazmep cepuu / 32 211 ynmakoBox/ 32 211 packs

Bach size

Crpana Ha3HaueHwus / Poccus/ Russia

Destination country

Peructpanmonnoe ynocrosepenue | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmatuBHbIi 1oKyMeHT / JIII-006935-130421, u3m. Ne 1, 2/

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

ITpon3BOACTBO TOTOBOIA OO01mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-
nexapcTBeHHON Gopmbl / Finished | PAPMA" (000 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

IlepBuunas ynakoBka / OO0mIecTBO € OrpaHUYECHHON OTBETCTBEHHOCTEIO "M AKI3-

Primary packaging ®APMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHEIIA IIpoe3z, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO01mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHELA npoe3 [, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNivuensua Ne /1012-00102-77/00010585

Beinyckarommuit KOHTpOJIb O61ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHI0 "M AKN3-
KayecTBa / OAPMA" (OO0 "MAKU3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBI IIpoesn, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Ortopukokcud/Etoricoxib

API name

IIpoussonutens ADC / Xerepo Jlabc Jlumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX23120063

API Bach number

Hacrosum  moxrsepxknaro, urto namHas cepuss Ne DO3181024 Jlomokokc® TaGinerkw,
TOKPBITBIC IICHOYHOM oGonoukor, 90 mr Ne 10, macmopr Ne 789/24 ot 18.11.2024, Gsuia
NPOU3BEJICHA M MPOKOHTPOJIMPOBaHA B COOTBETCTBHM ¢ JeHCTBYIOIMMM IIpaBuiaamu
Hannexamelh MpoW3BONCTBEHHOW IPAaKTHKU EBpasuiickoro DOxonomuueckoro Coro3a u
TpeOOBaHUSAMH PerucTpanMoHHOro 10che, a TakXKe B COOTBETCTBHH CO crenuuKanusIMu

3apErMCTPUPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 110 IPOU3BOACTBY (IPHMEHHMBIM CTAMSIM) M KOHTPOJIO KadecTBa [IPOBEPEHBI U

0100pEHBI.

JltoObIe OTKIIOHEHHS pacc/IeI0BaHbI B COOTBETCTBHH C BHYTPEHHHMH NIPOLIE/LyPaMH H 006peHbI

YHo1HOMOYEHHBIM JTULIOM /

[ 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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