JNivuensna Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1689
(B cootBetcTBUM ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoaykra / Jlonmoxokc®/Dolocox®
Name of the product

MHH / Otopukokcub/Etoricoxib
INN

JlexapctBeHnHas popma /
Pharmaceutical form

TabJIETKH, IIOKPHITHIE IIIEHOYHON 060 I0YKO#/
film coated tablets

Jo3uposka / 90 mMr /90 mg

Dose

Tun ynakosku / 10 1T. / 3 KOHTYpHas s4YelKoBasl yIaKoBKa / Ia4Ka KApTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO3130826

Bach number

Jlara mpousBojcTsa / 29.08.2026

Date of manufacture

Cpoxk roguoctu / 'ogen 1o 31.08.2029

Expiry date

Pazmep cepun /
Bach size

10 464 ynakoBox/ 10 464 packs

Crpana Ha3HauyeHus /
Destination country

Poccusi/ Russia

Peructpannonnoe ynocrosepenue
/ Marketing authorization

JIII-Ne(007831)-(PI'-RU) ot 26.11.2024 (naTa 3ameHbI
13.03.2025)

JII-Ne(007831)-(PT"-RU) from 26.11.2024 (renewal date
13.03.2025)

HopmatuBHsIiii JOKyMeHT /
Normative document

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

ITpon3BoacTBO rOTOBOM
JexapcTBeHHOH ¢popmsl / Finished
dosage form manufacturing

OO61mecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKM3-
®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHJIbHBII TIPOE3 L, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

IlepBuynas ynakoBka /

O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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

Bropuunas ymakoska /

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMJIBbHBII TIpO€e3 N, 1. 6, ¢Tp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4




Nnuensua Ne /1012-00102-77/00010585

Brinyckarormuit KoHTpoJIb OO611ecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTRIO "MAKH3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIIBHBIH TTpoe3 L, 1. 6, ctp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Hazpanne A®C / Otopuxokcu6d/Etoricoxib

API name

IIpoussomurens ADC / Xetepo Jlabc Jlumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuu AOC / EAEX26060055

API Bach number

Hacrosmum mnoxarsepxpato, uto naHHas cepus Ne DO3130826 Jlonokokc® Tabnerky,
IOKPBITHIE TIEHOYHOH obonoukoit, 90 mr Ne 30, macmopt Ne 1725/26 ot 28.09.2026, Gbuia
NPOU3BEJICHA M IPOKOHTPOJMPOBaHA B COOTBETCTBUH C JAedcTBYommMH [IpaBuiamu
Hamnexameld npou3BOACTBEHHOM mpakTkk EBpasuiickoro JkoHomuueckoro Coroza u
TpeOoBaHUAMH PerucTpalMoHHOrO J0Che, a TaKXe B COOTBETCTBHH CO CIENH(PUKAIMSIMU

3aperuCTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 10 IPOM3BOJACTBY (IPHMEHHMBIM CTaJHsIM) H KOHTPOJIIO KauyecTBa NPOBEPEHBI H

0100pEHBI.

JIroOble OTKJIOHEHHUS PacCiIeIOBAHbl B COOTBETCTBUH C BHYTPEHHUMH MPOLIEAYPAMH U 0J0OPEHDI

VII0JIHOMOYEHHBIM JIMLIOM /

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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