JInuensmna Ne 00205-/1C 15 dpespans 2021 ropa

Paspemenue Ha Boimyck JIIT Ne 376
(B cootBeTcTBUM ¢ [Ipunokenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / Jlonokokec®/Dolocox®

Name of the product

MHH / Dtopukokcu6/Etoricoxib

INN

JlexapcTBenHas dopma / TabJIeTKH, MOKPBITHIE IEHOYHOH 0001049KO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mr /90 mg

Dose

Tun ynakosku / 10 1mrt. / 3 KOHTYpHas sYeiikoBas yIIakoBKa / 11auka KapTOHHaS
Package type 10 PCs / 3 blister pack / cardboard pack

Homep cepuu / DO03070624

Bach number

Hata npousBoacTaa / 18.06.2024

Date of manufacture

Cpoxk rognoctr / 'ozen o 30.06.2027

Expiry date

Pa3mep cepun / 10 646 ynakoBox/ 10 646 packs

Bach size

Crpana Ha3zHaueHus / Poccus/ Russia

Destination country

Perucrpannonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopMaTuBHBIi T0KYMEHT / JIII-006935-130421, u3m. Ne 1, 2/

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

[Tpou3BoaCcTBO rOoTOBOI OO011ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKU3-
JleKapcTBeHHOM popmsi / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIEHEILH TIpoe3y, 1. 6, CcTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuynas ynakoBka / OO61ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "M AKU3-

Primary packaging OAPMA" (OO0 "MAKHU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHEIH TIpoe3y, 1. 6, cTp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / OO611ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUILHBIIH npoesn, 1. 6, ctp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Beimyckaronuii KOHTPOJIb OOwiecTBO ¢ OrpaHUYeHHOI OTBETCTBEHHOCTHIO "M AKI3-
KayecTBa / OAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBI poe3 L, 1. 6, ¢Tp. 4, cT1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Otopukokcud/Etoricoxib

API name

[IpousBoaurens ADC / Xerepo Jlabc JIumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24010004, EX24010005
API Bach number

Hacrosummm noareepixaaro, uro gannas cepus Ne DO3070624 Jlonokokc® TalJIeTKH,
TOKPBITBIE MICHOYHOM 000104K0i, 90 Mr Ne 30, macmopt Ne 381/24 ot 02.07.2024, 6bu1a
TPOM3BE/ICHA U IIPOKOHTPOIMPOBAHA B COOTBETCTBUH C AeiicTByromumu [IpaBunamu
Hamexaieit npon3BoAcTBeHHOM NpakTukK EBpasuiickoro DxoHomuueckoro Coo3a u
TpeOOBaHUAMU PerucTpaimoHHoro nocke, a Takke B COOTBETCTBHH CO cnenubuKanusIMu
3apEruCTPUPOBAHHOTO MPOJIYKTA.

JIOKyMEHTBI 110 TIPOM3BOJICTBY (IPUMEHHUMBIM CTaMAM) H KOHTPOJIIO KayecTBa IIPOBEPEHBI U
0/100pEHBI.

JltoObIe OTKIIOHEHHUs pacc/ieJoBaHbl B COOTBETCTBHH ¢ BHYTPEHHMMH MPOLIEAyPaMH 1 0/100peHbI
Y10THOMOYEHHBIM JTUIIOM /

[ 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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