JNlnuensna Ne /1012-00102-77/00010585

Paspemenune Ha Boimyck JIIT No 1041
(B cootBercTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanwue npomyxra / Honokokc®/Dolocox®
Name of the product

MHH / Otopukokcu6/Etoricoxib
INN

JlexapcTBeHHas Gopma /
Pharmaceutical form

TabJIETKH, TOKPHITHIE IJIEHOYHOM 060J10UK0/
film coated tablets

JlozupoBka / 90 mr/ 90 mg

Dose

Tun ynakosku / 10 . / 1 koHTYpHas s4eiikoBas ynakoBka / mauka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Homep cepun / DO0O3070426

Bach number

Mara mpoussoacTaa / 15.04.2026

Date of manufacture

Cpoxk roxsoctu / T'ogen oo 31.03.2029

Expiry date

Pasmep cepuu /
Bach size

31 522 ynakoBox/ 31 522 packs

Ctpana HazHaueHus /
Destination country

Poccus/ Russia

Perucrpanuonnoe ynocrosepenne
/ Marketing authorization

JIII-Ne(007831)-(PI'-RU) ot 26.11.2024 (nata 3ameHb!
13.03.2025)

JIII-Ne(007831)-(PT'-RU) from 26.11.2024 (renewal date
13.03.2025)

HopmatuBHEIi nokymeHT /
Normative document

JITI-Ne(007831)-(PT-RU)-261124/
JITI-Ne(007831)-(PT-RU)-261124

IIpou3sBoacTBO roToBOI
JekapcTBeHHOH dopmel / Finished
dosage form manufacturing

O61ecTBo ¢ orpaHHYeHHOH 0TBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOUIIBHBI mpoesn, 1. 6, ctp. 4/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

IlepBuynas ynakoska /

OO6mecTBO ¢ OrpaHMYEHHOH OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIH npoesn, 1. 6, ctp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Bropuunas ynakoska /

OO01mecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIILHBIH npoesn, 1. 6, ctp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4




JInyensmna Ne /1012-00102-77/00010585

Berlnyckaromuit KOHTpoJIb OO1mecTBO ¢ OrpaHHYeHHOMN OTBETCTBEHHOCTHIO "MAKI3-
KadecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIA npoesn, a. 6, cTp. 4/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Hassanue ADC / Otopuxokcu6/Etoricoxib

API name

IIpoussomurens A®C / Xerepo Jlabe Jlumuren, Unans/
API manufacturer Hetero Labs Limited, India
Homep cepuun ADC / EX24120078

API Bach number

Hacrosmum nonrsepxiaro, uro naHHas cepust Ne DO3070426 [lonokokc® Tabierky,
TIOKPBITBIE MIEHOYHOH 060s0ukoi, 90 mMr Ne 10, macmopr Ne 1013/26 ot 22.06.2026, 6puia
MPOMSBC/ICHA M NPOKOHTPOIMPOBAHA B COOTBETCTBHH C AcHcTBylommmu [Ipasumamu
Hannexame#f npoussojcTBenHo#f mpakTHKH EBpasuiickoro Oxonommueckoro Coroza u
TpeOOBaHUSAMH PerucTpauroHHOTO 1OChe, a Takke B COOTBETCTBHH CO crnenupuKanuaMu

3apeTHCTPUPOBAHHOTO MIPOLYKTA.

JIOKYMEHTHI 10 HPOH3BOACTBY (IIPHMEHHMBIM CTa[{sIM) U KOHTPOJIO Ka4ecTBa IIPOBEPEHBI U

0JI0OPEHBI.

JIxoOBle OTKIIOHEHHS pacciieIOBaHbI B COOTBETCTBHH C BHYTPEHHUMH MPOLEAYPAMHU U 0X0OPEHBI

VY 0JTHOMOYEHHBIM JTHIIOM /

I hereby confirm that this batch was produced and controlled 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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