Jlnuensuna Ne /1012-00102-77/00010585

Paspemenne Ha Boimyck JIIT Ne 1042
(B cootsetcTBHH ¢ Ipuioxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3panue mpomxykra /
Name of the product

Honokokc®/Dolocox®

MHH /
INN

Otopukokcud/Etoricoxib

JlexapcTBeHHas Gpopma /
Pharmaceutical form

TabJIETKH, HOKPHITHIE IIJIEHOYHOH 060JI0YKOH/
film coated tablets

Jlo3upogka / 90 mMr /90 mg

Dose

Tun ynakosku / 10 wr. / 1 xoHTYpHAs s9elikoBas yakoBKa / mauka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Homep cepun / DO3080426

Bach number

Jara npousBoacTsa / 15.04.2026

Date of manufacture

Cpox rogaoctu / I'omen 1o 31.03.2029

Expiry date

Pazmep cepun /
Bach size

31 649 ynaxoBox/ 31 649 packs

Crpana Ha3HauyeHus /
Destination country

Poccus/ Russia

PeructpannonHOe ynocToBepenne
/ Marketing authorization

JIII-Ne(007831)-(PI"-RU) ot 26.11.2024 (nata 3ameHbI
13.03.2025)

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

HopmatuBHEIH qOKyMeEHT /
Normative document

JITI-Ne(007831)-(PT-RU)-261124/
JII-Ne(007831)-(PT-RU)-261124

ITpon3BoacTBO roTOBOI
JeKapcTBeHHOM popmsl / Finished
dosage form manufacturing

OO1mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIBHBIH npoesn, 1. 6, ctp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

IlepBuunas ymakoska /

OO1mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "M AKI3-

Primary packaging PAPMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH Ipoe3, 1. 6, cTp. 4/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Bropnunas ynakoska /

OO1mecTBO ¢ OrpaHHMYEHHOH OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

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




JInuensuna Ne J1012-00102-77/00010585

Beimyckarommii KOHTpoIis OOmmecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKU3-
KayecTBa / DAPMA" (OO0 "MAKH3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. Mocksa, ABTOMOOHIIBHBIH npoe3, 1. 6, cTp. 4/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Ha3zpanne A®C / Otopukokcu6/Etoricoxib

API name

[TpousBoaurens AOC / Xerepo Jlabc Jlumuren, Unams/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120078

API Bach number

Hacrosimum noareepxkpato, 4ro nammas cepust N DO3080426 Jlonoxokc® Tabnerky,
OKPBITBIE IIEHOYHOH 0bonoukor, 90 mr Ne 10, macmopr Ne 1019/26 ot 22.06.2026, 6bima
IIpOM3BE/ICHA W MPOKOHTPOJIMPOBaHA B COOTBETCTBUM C ASHCTBYIOIMMH IlpaBuiamu
Hajuiexamelt  1mpoM3BOACTBEHHON IPaKTHKH EBpasuiickoro Jkxonomumueckoro Corosza wu
TpeOOBaHMAMM PerucTpanOHHOrO J0ChE, a TAaKKe B COOTBETCTBHH CO crenupuKauIMu

3apErMCTPUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 110 NPOU3BOACTBY (IPUMEHMMBIM CTaIHsM) M KOHTPOJIO KauyecTBa IIPOBEPEHBI U

0100pEHBI.

JItoGbIe OTKIIOHEHHS PACCIeIOBAHbI B COOTBETCTBHH C BHYTPEHHUMH IpOLETYyPaMH U OJ0OPEHBI

YH0IHOMOYEHHBIM JIUITOM /

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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