Nnuensna Ne 00205-/1C 15 despana 2021 roga

Paspemenue Ha Boimyck JIIT Ne 514
(B coorBercTBuHM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HaszBanue npoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Oropukokcud/Etoricoxib

INN

JlexapcTBenHas popma / TabJIETKHU, IOKPBITHIE TUNIEHOYHOM 0007109KO0M/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 mT. / 1 xOHTypHAas siueiKoBasl yakoBKa / Mavyka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03130624

Bach number

Jara npou3sBocTsa / 19.06.2024

Date of manufacture

Cpox roxsoctu / 'onen 1o 30.06.2027

Expiry date

Pa3zmep cepum / 32 336 ynakoBok/ 32 336 packs

Bach size

Crpana Ha3zHaveHus / Poccus/ Russia

Destination country

Perucrpaunonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaruHublit foxymeHT / JIII-006935-130421, uzm. Ne 1, 2/

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

[Tpou3sBoacTBO rOTOBOI OO1mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKM3-
nekapcTBeHHOH Gopmbl / Finished | PAPMA" (OO0 "MAKHN3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1poe3 [, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoska / OO11ecTBO ¢ OrpaHUUYEHHOM OTBETCTBEHHOCTRIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1poe3sn, A. 6, ¢Tp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ymakoBka / OO1ecTBO ¢ OrpaHUYEHHONM OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging DOAPMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH ITpoe3, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Brimyckaromuii KOHTPOJIb OO11ecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMJIBHBIH 1Ipoe3y, a. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanmne ADC / Otopukokcu6/Etoricoxib

API name

[Tpoussoaurens ADC / Xetepo Jlabc Jlumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24010005

API Bach number

Hacrosmum noarsepxaato, uro nanHas cepus Ne DO3130624 Jlonokokc® TabeTkH,
IIOKPBITHIE IIJIEHOYHOH 000s10ukoit, 90 Mr Ne 10, macopt Ne 505/24 ot 22.08.2024, OpL1a
IIPOM3BEIEHA U IIPOKOHTPOJINPOBAaHA B COOTBETCTBHHM ¢ JAeicTByromuMu [IpaBunamu
Hannexammeil npousBocTBeHHOM npakTuku EBpasuiickoro DxoHomuueckoro Corosa u
TpeOOBaHUAMH PerucTpaiioHHOro 10che, a TakKe B COOTBETCTBHHU CO CIIECIU(PHUKAMIMH
3aperucTPUPOBAHHOIO MPOIYKTA.

JIOKYMEHTBI 10 IIPOM3BOJACTBY (IPUMEHMMBIM CTaMsM) U KOHTPOJIIO Ka4eCTBA IPOBEPEHEI U
0/100peHBI.

JIroOble OTKIOHEHHS paccyeI0BaHbl B COOTBETCTBUH C BHYTPEHHUMH IPOLEYPaMHU U 0J00PEHBI
Y10JIHOMOYEHHBIM JIUIIOM /

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.

AHJIpOCOB A.A:L_,——L LA

VII0JIHOMOYEHHOE JIUIO
000 «MAKU3-OAPMA »

2024 1.




