Nuuensua Ne 1012-00102-77/00010585

Paspeiwenue Ha Boimyck JIIT Ne 1691
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue nponyxra / Jlonoxoxc®/Dolocox®
Name of the product

MHH / Otopukoxcud/Etoricoxib
INN

JlexapctBennas popma /
Pharmaceutical form

TaOJIETKH, MOKPHITHIE TUIEHOYHOH 000JI0UKOM/
film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBk#u / 10 mT. / 3 KOHTYypHas SYEHKOBAas YIIAaKOBKa / lTaYKa KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepuu / DO03150826

Bach number

[Hara npoussoacTsa / 29.08.2026

Date of manufacture

Cpoxk roguoctu / 'onen o 31.08.2029

Expiry date

Pazmep cepun /
Bach size

10 390 ynakoBox/ 10 390 packs

Ctpana Ha3Ha4eHHS /
Destination country

Poccus/ Russia

Peructpannonnoe yocroBepeHue
/ Marketing authorization

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

JIIT-Ne(007831)-(PI'-RU) from 26.11.2024 (renewal date
13,03.2025)

HopMmatuBHbIH JOKYMEHT /
Normative document

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

[TponsBoacTBO rOTOBOM
nexapcTBeHHO# ¢opmel / Finished
dosage form manufacturing

OG1mecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTRIO "MAKN3-
O®APMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOWIIBHBIH MTpoe3, 1. 6, ¢Tp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

[lepBuunas ymakoBka /

OO01ecTBO ¢ OrpaHUYEeHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIHA TIpoe3, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Bropuunas ynakoBka /

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUJIBHBIH ITpoe3n, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4




Nnuensus Ne J1012-00102-77/00010585

Brinyckaromuid KOHTPOJIb OO01ecTBO ¢ OrpaHuYeHHON 0TBeTCTBEHHOCTHIO "MAKI3-
KauecTna / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWIBHBIN TIpoe3, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Hazpanue AOC / Otopuxokcud/Etoricoxib

API name

[Tpoussogurens AOC / Xerepo Jlabe Jlumuren, Muaaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EAEX26060056

API Bach number

Hacrosmum mnoarBepxknato, urto panHas cepus Ne DO3150826 Jlonoxkokc® Tabierkw,
HOKpBIThIE MJIEHOYHOU ob6omoukoit, 90 mr Ne 30, macmopt Ne 1734/26 ot 28.09.2026, Obuia
OpOM3BEIEHa M TPOKOHTPOJIMPOBAaHA B COOTBETCTBHH C JCUCTBYIONIMMH [lpaBriamu
Hannexameil npom3BoACTBEHHON mpakTuku EBpaswmiickoro DxoHomuveckoro Corosa u
TpeOoBaHUsIMHM PerucrpalluoHHOTO J0Che, a TaKXKe B COOTBETCTBHH CO CIHEeNH(pHUKAIUIMH

3aperuCTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 110 NIPOU3BOJACTBY (IIPUMEHHMMBIM CTausiM) U KOHTPOJIO KadyecTBa MPOBEPEHBI U

0100peHBI.

JIroOble OTKJIOHEHUS PacCiIeIOBaHbl B COOTBETCTBUHU C BHYTPEHHHUMH MPOLETypaMH U 0J00PEHBI

V10JIHOMOYEHHBIM JTULIOM /

[ 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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