Jnuensna Ne /1012-00102-77/00010585

Paspemenue Ha Boimmyck JIIT Ne 798
(B cootBetcTBUH ¢ [Ipunoxenunem 16 cGMP)
.Permission to release products (in accordance with Appendix 16 cGMP)

Hasanwue npoaykra / Jlonokokc®/Dolocox®

Name of the product

MHH / Ortopukokcu6d/Etoricoxib

INN

JlexapctBenHas ¢hopma / TabJIeTKH, TOKPBITHIE MIJIEHOYHOH 000109KOH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 60 mr / 60 mg

Dose

Tun ynaxosku / 10 wr. / 1 XOHTypHas s4YeiKkoBast ynakoBKa / mayka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Homep cepun / D02061024

Bach number

Hata npousBojcrsa / 14.10.2024

Date of manufacture

Cpoxk rognoctu / 'omen 10 30.09.2027

Expiry date

Pazmep cepun / 47 443 ynakoBok/ 47 443 packs

Bach size

Ctpana Ha3HaueHus / Poccusi/ Russia

Destination country

Peructpanuonnoe ynocrosepenne | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmatuBHbIi T0OKyMeEHT / JIII-006935-130421, uzm. Ne 1, 2/

Normative document JII1-006935-130421, variation Ne 1, 2

[TpousBoACTBO TOTOBOIM O61mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
nexkapcTBeHHOM opmbl / Finished | ®DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mockpa, ABTOMOOHIIBHEII Ipoe3, 1. 6, cTp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHas ynakoBka / O61mecTBO ¢ OrpaHUYEHHO OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHJIBHEII 1Ipoe3n, A. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO1mecTBO ¢ OrpaHUUEHHOM OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHEII Ipoe3, 1. 6, cTp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensua Ne /1012-00102-77/00010585

Beimyckaromuii KOHTPOJIb O61ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
KayecTBa / ®APMA" (OO0 "MAKM3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Oropukokcud/Etoricoxib

API name

[TpousBogutens ADC / Xerepo Jlabc Jlumurten, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24010007

API Bach number

Hacrosiuum  moxarsepxnato, uro nanHas cepust Ne D02061024 Jlonokokc® Tabnerky,
HOKPBIThIE IIEHOYHOU oOomoukod, 60 mr Ne 10, macmopt Ne 795/24 ot 25.11.2024, 6buia
NPOM3BENECHa W IPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JeHCTByroummu [IpaBunamu
Hannexameld mnpou3BOACTBEHHOM mpakTku EBpasmiickoro DxoHommyeckoro Corosa U
TpeOOBaHUSMHA PerucTpanlioHHOro 10che, a TakXke B COOTBETCTBHH CO CHENH(MUKAIMSIME

3apPErUCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI 110 TIPOU3BOACTBY (IIPHMEHHMBIM CTalHsM) H KOHTPOJIO KAayecTBA NPOBEPEHBI H

0/100peHBI.

Jliobbie OTKIIOHEHHUS paccieIoBaHbI B COOTBETCTBUM C BHYTPEHHUMH MPOLETYPaMH U O00PEHbI

V110JIHOMOYEHHBIM JIULIOM /

I hereby confirm that this batch was produced and controled 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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