JNlnuensuna Ne /1012-00102-77/00010585

Pasperenue Ha Boimyck JIIT Ne 283
(B cootBeTcTBHH ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / Honoxokc®/Dolocox®
Name of the product

MHH /
INN

Oropukokcud/Etoricoxib

Ta0JIeTKH, MOKPBITHIE TIEHOYHOH 0601049KO¥H/
film coated tablets

JlexapcTBeHHas hopma /
Pharmaceutical form

JHo3upoBka / 90 mMr/ 90 mg

Dose

Tun ynakoBkwu / 10 mr. / 3 XOHTypHas s9eiKoBasi yakoBKa / Iauka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack
Howmep cepun / D03020226

Bach number

JHara npousBojicTsa / 05.02.2026

Date of manufacture

Cpoxk rogaoctu / I'ozen 10 31.01.2029

Expiry date

Pazmep cepun / 10 407 ynaxoBok/ 10 407 packs

Bach size

Crpana Ha3Ha4YeHus / Poccus/ Russia

Destination country

JITI-Ne(007831)-(PT'-RU) ot 26.11.2024 (nara 3amMeHBbI
13.03.2025)

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

Perucrpanuonsoe ynocroBepenue
/ Marketing authorization

HopmaTuBHBIH TOKYMEHT / JIII-Ne(007831)-(PI'-RU)-261124/

Normative document

JIII-Ne(007831)-(PI'-RU)-261124

ITpou3BoACTBO TOTOBO#
nexapcTBeHHO# ¢popMel / Finished
dosage form manufacturing

O611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTEIO "MAKIN3-
®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBII IIpoe3n, 1. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

ITepuynas ynakoBka / O61mecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBIH ITpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynaxoBka / OO611ecTBO ¢ OrpaHMYEHHON 0TBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




JNinueHsna Ne /1012-00102-77/00010585

Beimyckaromnmii KOHTPOJIb OO0w1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-
KauecTtBa / OAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Ha3panne A®C / Oropuxokcut/Etoricoxib

API name

ITpouzBogurens ADC / Xerepo Jla6c Jlumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120077

API Bach number

Hacrosmuum noareepixnaro, uro manHas cepus Ne DO03020226 Jlonokokc® TabyeTky,
TIOKPBITEIE MJICHOYHOH 06onoukoid, 90 mr Ne 30, macmopr Ne 298/26 ot 27.02.2026, Gsuia
NpPOU3BE/CHA W IPOKOHTPOJIMPOBaHA B COOTBETCTBMH C JAeHCTByrommMu IIpaBHiamu
Hannexameli mpou3BOJACTBEHHON mpakTukuM EBpasumiickoro DkoHommueckoro Coo3a u
TPeOOBaHHMSIMH PerMCTpallMOHHOTO 10Che, @ TAaKXKe B COOTBETCTBHH CO CIeLH(pHKALMAMU

3apEerMCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI 10 NPOU3BOACTBY (MPHMEHHMBIM CTA[MsAM) H KOHTDPOMIO KAuecTBa NPOBEPEHBI U

0Z100pEeHBI.

JIto0BIe OTKIIOHEHHS PACC/IENIOBAHBI B COOTBETCTBHH C BHYTPEHHHUMH IIPOLIEAYPAMH U 0J100peHbI

VY10JIHOMOYEHHBIM 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.
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