JNinuensua Ne J1012-00102-77/00010585

Pa3pemenue nHa Beimyck JIIT Ne 1043
(B cootBetcTBUM ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue npoaykra / Jlonoxokc®/Dolocox®
Name of the product

MHH / Oropukokcu6/Etoricoxib
INN

JlekapctBenHas popma /
Pharmaceutical form

TaOJIeTKH, OKPBITHIE TUIEHOYHOM 000JI04YKOi1/
film coated tablets

Jlo3upoBka / 90 mr / 90 mg

Dose

Tun ynakoBku / 10 . / 3 KOHTypHas sTYeKoBask yIIakoBKa / llauka KapTOHHAs
Package type 10 PCs / 3 blister pack / cardboard pack
Homep cepumn / D0O3090426

Bach number

Jlara npousBojctaa / 17.04.2026

Date of manufacture

Cpoxk ronnoctu / 'omen no 30.04.2029

Expiry date

Pasmep cepun / 10 513 ynakoBok/ 10 513 packs

Bach size

Crtpana Ha3HaYeHHs /
Destination country

Poccus/ Russia

Perucrparmonsoe ynocroBepenue
/ Marketing authorization

JITT-Ne(007831)-(PI'-RU) ot 26.11.2024 (nara 3amMmeHsbI
13.03.2025)

JII1-Ne(007831)-(PI'-RU) from 26.11.2024 (renewal date
13.03.2025)

HopmatuBHbI# TOKyMEHT /
Normative document

JIII-Ne(007831)-(PI'-RU)-261124/
JIII-Ne(007831)-(PI'-RU)-261124

ITpou3BOACTBO FOTOBOM
nexapcTBeHHOM ¢popmsl / Finished
dosage form manufacturing

O61ecTBO ¢ OrpaHHYEHHOMN OTBETCTBEHHOCTHI0 "MAKI3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOHIIBbHBII Ipoe3, 1. 6, ¢Tp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

[TepBuynas ynmakoBka /

O61mecTBO ¢ OrpaHHYeHHOM 0TBETCTBEHHOCTRIO "M AKI3-

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

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIBHBII TTpoe3, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Bropuunas ynakoska /

O611ecTBO ¢ OrpaHHYeHHOM 0TBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKI3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBII TIpoe3 L, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4




JNlnuensmna Ne J1012-00102-77/00010585

Brmyckarommii KOHTPOJIb O611ecTBO ¢ OrpaHHYeHHOM 0TBETCTBEHHOCTHIO "MAKI3-
KauecTBa / ®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIN NPOE3, 1. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Hazanune A®C / Oropukokcu6t/Etoricoxib

API name

ITpouzsoautens ADC / Xetepo Jlabc Jlumuren, Muaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120078

API Bach number

Hactosum  moareepxnaro, 4ro panHas cepus Ne D03090426 Jlonokokc® TaGleTky,
IOKPBITBIC IUICHOYHOW oGonouxoi, 90 mMr Ne 30, macmopr Ne 1022/26 ot 22.06.2026, Gbuta
NPOU3BENIEHA M INPOKOHTPOJIHMPOBaHA B COOTBETCTBHM C JelicTByrommMu IIpaBuiaamu
Hamnexameld mNpoM3BOACTBEHHON TNpakTUKM EBpasmiickoro DxoHomuueckoro Corosa u
TpeOOBaHMAMU PerucTpallMOHHOTO J0Che, a TakXe B COOTBETCTBHH CO CIEIH(MUKALAAMA

3apEruCTPUPOBAHHOTO MPOAYKTA.

JIOKyMEeHTBI 10 MPOM3BOJCTBY (IPUMEHHMBIM CTAIHMsAM) M KOHTPOJIIO KadecTBa IIPOBEPEHBI U

0100peHBI.

JIto6bIe OTKIIOHEHHS PACCTIEIOBAHb] B COOTBETCTBUU C BHYTPEHHUMH MPOLEAYPAMH H 0J00DEHSI

Y0JIHOMOYEHHBIM JIALIOM /

I hereby confirm that this batch was produced and controlled 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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