Nuuensna Ne 00205-/1C 15 ¢pespans 2021 roga

Pazpemenue Ha Beimyck JIIT Ne 498
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3panue npoaykra / Jlonmoxokc®/Dolocox®

Name of the product

MHH / Dropukokcu6d/Etoricoxib

INN

JlexapcTBeHHas popma / Ta0JIeTKU, TIOKPBITHIE IUIEHOYHOH 000104K0H/
Pharmaceutical form film coated tablets

JlozupoBka / 90 Mr/ 90 mg

Dose

Tun ynakoBku / 10 ut. / 1 kOoHTYpHas siueliKoBas ylakoBKa / mayka KapTOHHAS
Package type 10 PCs/ 1 blister pack / cardboard pack

Howmep cepun / DO03120624

Bach number

JlaTa mpoun3BocTBa / 19.06.2024

Date of manufacture

Cpoxk rognoctu / ['ogen o 30.06.2027

Expiry date

Pasmep cepun / 32 567 ynakoBok/ 32 567 packs

Bach size

Crtpana Ha3HaueHus / Poccust/ Russia

Destination country

Perucrpauronnoe ynocroepenne | JII1-006935 ot 13.04.2021

/ Marketing authorization JITT-006935 from 13.04.2021

HopmatuBHbI# JOKYMEHT / JITI-006935-130421, u3m. Ne 1, 2/

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

[Tpon3BoacTBO roTOBOM OO111eCTBO ¢ OTpaHUYEHHOH O0TBETCTBEHHOCTHIO "MAKU3-
nexkapctBeHHOM popmel / Finished | @PAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuyHas ynakoBka / OO1ecTBO ¢ OTpaHUYEHHOHN OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

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

Bropuunas ynakoBka / OO6m1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMJIBHBIM TTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nnuensua Ne 00205-/1C 15 ¢pespana 2021 roaa

Belmmyckaromuii KOHTpoJIb OO111ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KadecTBa / OAPMA" (OO0 "MAKUN3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

Hazsanune ADC / Otopukokcud/Etoricoxib

API name

[IponsBonurens APC / Xetepo Jlabc Jlumuten, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuun ADC / EX24010005

API Bach number

Hacrosimum noareepixaato, uto panHas cepus Ne DO3120624 Jlonokokc® TtabieTku,
MOKPBIThIE TIEHOUHOM 000s10ukoi, 90 Mr Ne 10, macmopt Ne 503/24 ot 19.08.2024, 6p11a
IpOM3BE/IeHa U IPOKOHTPOJIUPOBAHA B COOTBETCTBHH C JeicTByomuME [1paBuiamu
Hapanexaieit npou3BoicTBeHHOM MpakTUKU EBpazuiickoro JxoHomuueckoro Corosa u
TpeOOBaHUAMU PerucTpaimoHHOTo 10Che, a TAK)Ke B COOTBETCTBUH CO CIieU(PHKAIMIMU
3aperucTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 110 IPOU3BOACTBY (IIPUMEHUMBIM CTaIMsIM) U KOHTPOJIIO KayecTBa MPOBEPEHBI U
0J100pEHBI.

JIroOble OTKJIOHEHHs pacciieJIOBaHbl B COOTBETCTBUM C BHYTPEHHUMH MPOLIEyPaMH U 0100pEHbI
YOTHOMOYEHHBIM JIUIIOM /

[ 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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