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Paspewmenne Ha Boimyck JIIT Ne 775
(B cootBetcTBUU ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue nponykra / Jlonoxokc®/Dolocox®

Name of the product

MHH / Oropukokcubd/Etoricoxib

INN

JlexapcTBeHHas popma / TabJIETKH, TOKPHITHIE TNIEHOYHOH 000JI0YKO0M/
Pharmaceutical form film coated tablets

Jlo3uposka / 90 mMr / 90 mg

Dose

Tun ynakoBku / 10 mt. / 3 KOHTypHas sYeHKOBasi yIakoBKa / ayka KapTOHHast
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03211024

Bach number

Hata nmpousBojctsa / 12.10.2024

Date of manufacture

Cpoxk rognoctu / 'onen no 30.09.2027

Expiry date

Pa3smep cepun / 10 797 ynakoBox/ 10 797 packs

Bach size

Crpana Ha3zHayeHus / Poccust/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JITI-006935 from 13.04.2021

HopmatuBHbIN JOKYMEHT / JII1-006935-130421, uzm. Ne 1, 2/

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

[TpousBoacTBO roTOBOM OO11ecTBO ¢ OrpaHUYeHHON 0TBETCTBEeHHOCTHIO "MAKI3-
nexapcTBeHHOH popMmel / Finished | PAPMA" (OO0 "MAKMU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHUJIBHBIH MTpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEeHHOCTHIO "MAKM3-

Primary packaging OAPMA" (OO0 "MAKN3-O®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOWJIBHBIH Mpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO1miecTBO ¢ OrpaHHYeHHON 0TBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOWIJIBbHBIHA ITpoe3t, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Beinyckaroumii KOHTpOJIb O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKH3-
KadecTBa / ®APMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIA Hpoe3, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zpanue A®C / Sropukokcud/Etoricoxib

API name

[Tpouzoaurens ADC / Xetepo Jlabc JIumuren, Unnus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX23120063, EX24010006
API Bach number

HacrosmuM mnoareepxaaro, 4ro paHHas cepus Ne DO3211024 Jlonokoxc® TabneTky,
IOKPBITEIE IJIEHOYHOH 000s10ukoif, 90 mr Ne 30, macmopt Ne 770/24 or 11.11.2024, Gblia
OpOM3BE/ICHa W IPOKOHTPOIMPOBaHA B COOTBETCTBUM C JeiicTByromumu [IpaBuiamu
Hapnexameid npous3BoACTBeHHOW mpakTuku EBpasmiickoro DxoHomuyeckoro Coroza U
TpeOOBaHUAMH PerucTpallmoHHOTO 10ChE, a TaKXe B COOTBETCTBHH CO CHEHM(PHMKAIUAMU

3aperucTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTHI 10 NPOM3BOACTBY (IIPUMEHHMBIM CTaJUsIM) M KOHTPOJIO KauecTBa MPOBEPEHHI U

000pEHBI.

JIxoOple OTKIIOHEHHs paccie0BaHbl B COOTBETCTBHHU C BHYTPEHHHMH IPOLIELYPaMH U 0J100PEHBI

V10IHOMOYEHHBIM JIMIIOM /

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.

AnnpocoB A.A./ C’_/___J-g\&/ \

VYH0oJIHOMOYEHHOE JIUIO
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