Nvuensua Ne 00205-/1C 15 dpespansa 2021 roga

Paspemenue Ha Bbimyck JIIT Ne 183
(B cooteetcTBUM ¢ [Tpunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue npomykra / Honokoxkc®/Dolocox®

Name of the product

MHH / Otopukokcu6/Etoricoxib

INN

JlexapcTBeHHas hopma / TabJIETKH, TOKPBITHIE IJIEHOYHOH 060I0UKOL/
Pharmaceutical form film coated tablets

JlozupoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 wiT. / 3 KOHTypHas siueliKoBas yrakoBKa / lauka KapTOHHas
Package type 10 PCs / 3 blister pack / cardboard pack

Homep cepuu / D0O3060324

Bach number

Hara npousBoacTaa / 22.03.2024

Date of manufacture

Cpoxk rognoctu / I'ogen 1o 31.03.2(127

Expiry date

Pa3mep cepun / 10 911 ynakoBox/ 10 911 packs

Bach size

Crpana Ha3HauyeHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JII1-006935 from 13.04.2021

HopMmaTtuBHBIi 10KyMeEHT / JIIT1-006935-130421, uzm. Ne 1, 2/

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

IIpon3BoacTBO rOTOBOM OO11ecTBO ¢ OrpaHUYeHHOM OTBETCTBEHHOCTHIO "MAKMU3-
JIeKapCTBeHHOI popmbl / Finished | DPAPMA" (OO0 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMITBHBIH npoes, 1. 6, ctp. 4, c1p. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuunas ynakoska / OO61mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging DPAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHITBHBIH npoesz, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Btopuynas ymakoska / OO61mecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging PAPMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIIA npoesn, 1. 6, crp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Brimyckaronuii KOHTpOJIb
KauecTBa /
Quality Control

OO111ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTRIO "M AKN3-
OAPMA" (OO0 "MAKU3-OPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

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

Haszganne AOC / Otopukokcud/Etoricoxib

API name

[Ipouzsoautens ADC / Xetepo Jlabc Jlumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Homep cepuu ADC / EX24010004

API Bach number

Hacrosimum noareepxaaro, uro nanHas cepus Ne DO3060324 Jlonokokc® TabieTku,
MOKPBITHIE TJIEHOUHO# 0000uK0id, 90 Mr Ne 30, macnopt Ne 191/24 ot 27.04.2024, 6b1u1a
poM3BeIeHa U TPOKOHTPOJIMPOBAaHA B COOTBETCTBUH C JieiicTByromumu [IpaBuinamMu
Hannesxameit npou3BoACTBEHHOU pakTUKU EBpazuiickoro JxoHomuueckoro Corosa u
TpeOoBaHUAMH PerucTpalilnoHHOIO 10Che, a TAK)KE B COOTBETCTBHH CO cleIUDUKAIHSIMH
3apEeruCTPUPOBAHHOIO MPOIYKTA.

JIOKyMEHTBI 10 TPOM3BOJCTBY (IPUMEHUMBIM CTAIUSIM) U KOHTPOJIIO Ka4eCcTBa MPOBEPEHBI U

0J100pEHBL.

JIroOble OTKIIOHEHMSI paccileIOBaHbl B COOTBETCTBUM C BHYTPEHHHMH IIPOLEAYPAMH U 0100peHBI
Y0THOMOYEHHBIMH 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.
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