Nvuensua Ne /1012-00102-77/00010585

Paszpemenue Ha Beimyck JIIT Ne 1684
(B cootBercTBuH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / Honokokc®/Dolocox®
Name of the product

MHH / Otopukokcub/Etoricoxib
INN

JlexapcTBeHHas ¢popma /
Pharmaceutical form

TabJIETKH, TOKPBITHIE MJICHOYHOH 000I0UKO#/
film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynaxoBku / 10 mt. / 1 xOHTYpHas siueiKoBasi yImakoBKa / TayKa KapTOHHast
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03100826

Bach number

Hara npou3sBojcTBa / 28.08.2026

Date of manufacture

Cpoxk rognoctu / 'ogen 1o 31.08.2029

Expiry date

Pazmep cepun /
Bach size

31 392 ynakoBox/ 31 392 packs

Crpana HazHaueHus /
Destination country

Poccust/ Russia

PerucTpaionHoe y1ocToBepeHue
/ Marketing authorization

JIII-Ne(007831)-(PI'-RU) ot 26.11.2024 (nara 3aMeHbI
13.03.2025)

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

HopmaTuBHBINH 1OKYyMEHT /
Normative document

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

[IpousBoacTBO roToBOM
nexapcTBeHHoM popmbl / Finished
dosage form manufacturing

OO111ecTBO C OTPaHUYCHHOM OTBETCTBEHHOCTEHIO "MAKM3-
OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOMIIBHBII TpOe3 N, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

[lepBrunas ynakoBka /

OO0miecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TTpoe3 N, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Bropuunas ynakoska /

OO1mecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTRIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWJIbHBIH MTpoe3 N, 1. 6, ctp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4




Nnuersua Ne /1012-00102-77/00010585

Belinyckaromuii KOHTpOJTb O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KauyecTna / ®APMA" (OO0 "MAKUN3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH Npoe3, A. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Hazanue A®C / Oropukokcub/Etoricoxib

API name

[TpousBoaurens ADC / Xerepo JIabc JIumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EAEX26060055, EX24120078
API Bach number

HacrosimuM moarsepxknaro, uro nannHas cepus Ne DO3100826 Jlomokokc® TabieTku,
TIOKPBITBIE IJICHOYHOM 00onoukoi, 90 mMr Ne 10, macmopr Ne 1686/26 ot 22.09.2026, 6bita
IPOM3BE/ICHA M MPOKOHTPOJHMPOBAaHA B COOTBETCTBHH C JEHCTBYIOIMMH IlpaBuiamu
Hannexamed npou3BoAcTBeHHOM mpakTuku EBpasmiickoro DJxoHomuyeckoro Corosa H
TpeOOBaHHAMA PerucTpalioHHOro JI0Che, a TaKXKe B COOTBETCTBHH CO CHENHMHKALUIME

3aperMCTPUPOBAHHOTO MPOAYKTA.

JIOKyMEHTEI 110 IPOU3BOACTBY (IPUMEHHMBIM CTA[HSIM) M KOHTPOJIO KayecTBAa IPOBEPEHBI U

0100peHBI.

JIto0bIe OTKIIOHEHMS pACcC/IeNIOBaHbl B COOTBETCTBHH C BHYTPEHHHMH MPOIETYPAMH M O0ODEHSI

V10JIHOMOYEHHBIM JIULIOM /

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.

Yepaymesna HB./ ———~. =~ A5y o9 2026.
LSO

VI0OJIHOMOYEHHOE JTULIO
000 «MAKHN3-OAPMA » MII



