Nuuensua Ne J1012-00102-77/00010585

Pazpemenune Ha Boimyck JIIT Ne 285
(B cootBetcTBUH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanue npoaykra / Honoxokc®/Dolocox®
Name of the product
MHH / Oropukokcub/Etoricoxib
INN
JlexapcTBeHHas ¢popma / Ta0JIeTKH, OKPBITHIE IUIEHOYHOM 000J109KO0i1/
Pharmaceutical form film coated tablets
Jo3uposka / 90 mr / 90 mg
Dose
Tun ynakoBku / 10 . / 1 xoHTypHas siuelikoBas yrakoBKa / mayka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack
Homep cepun / D03040226
Bach number
[ara npousBoacTaa / 06.02.2026
Date of manufacture
Cpoxk rognoctu / I'ogen go 31.01.2029
Expiry date
Pa3mep cepun / 32 273 ynaxoBox/ 32 273 packs
Bach size
Crpana Ha3Ha4yeHust / Poccusi/ Russia
Destination country
Perucrpaunonnoe ynocrosepenne | JIII-Ne(007831)-(PI'-RU) ot 26.11.2024 (nata 3aMeHbl
/ Marketing authorization 13.03.2025)
JIII-Ne(007831)-(PT'-RU) from 26.11.2024 (renewal date
13.03.2025)
HopmatuBHBIH 10KyMEHT / JIII-Ne(007831)-(PI'-RU)-261124/
Normative document JIII-Ne(007831)-(PI'-RU)-261124
[Tpou3BOACTBO rOTOBOM O61mecTBO ¢ OrpaHUYEeHHOM 0TBETCTBEHHOCTHIO0 "MAKI3-
nexapcTBeHHOH popmbl / Finished | PAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIIBHBIH Ipoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[lepBuunas ymnakoBka / OO61mecTBO ¢ OrpaHUYEeHHOM O0TBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHELI Ipoe3, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / O6mmecTBO ¢ OrpaHUYeHHO OTBETCTBEHHOCTHIO "MAKN3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBIH [poe3 ], 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensna Ne J1012-00102-77/00010585

Brimyckaromuit KOHTpOJIb OO1mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKMN3-
KadecTBa / ®APMA" (OO0 "MAKU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBII TIpoe3 N, . 6, ctp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanne ADC / Oropukokcub/Etoricoxib

API name

[IpousBogurens ADC / Xerepo JIabc Jlmmuren, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24120078

API Bach number

Hacrosmum mnoarsepxpato, uro nanHas cepus Ne DO3040226 Jlonokokc® TabieTky,
IOKPHITBIE IIIIEHOYHOH o6omoukod, 90 mMr Ne 30, macmopt Ne 308/26 or 27.02.2026, 6bita
NpOM3BEIcHa M IPOKOHTPOJIMPOBAHA B COOTBETCTBUH C JEUCTBYIOIIUMH [IpaBuiamu
Hannexameld npou3BOACTBEHHOW mnpakTHku EBpasuiickoro Jxonommyeckoro Coros3a u
TpeOOBaHUsIMH PerncTpaloHHOro 10Che, a TaKKe B COOTBETCTBHH CO CIENU(DUKANHUIMH

3aperuCTPUPOBAHHOTO POIYKTA.

JIOKyMEHTBI 10 NPOM3BOJACTBY (IPMMEHHMMBIM CTaIHMsIM) U KOHTPOJIO KauecTBa IPOBEPEHBI U

0100peHBI.

JIroOble OTKIOHEHHMS paccieJOBaHbl B COOTBETCTBHY C BHYTPEHHHMH MPOLIELYPAMH U 0J00PEHBI

VYIOIHOMOYEHHBIM JIUIIOM /

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.

Yepuymesuy H.B./ /%
" —

VIIOJIHOMOYEHHOE JIALIO
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