JNinyensuma Ne J1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 1682
(B coorercTBUH ¢ [Iprnoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra /
Name of the product

Honokokc®/Dolocox®

MHH /
INN

Otopukokcu6/Etoricoxib

JlekapcTBenHas ¢popma /
Pharmaceutical form

TabJIETKH, HOKPBITHIE [IEHOYHOH 060JI0UKOiH/
film coated tablets

JlozupoBka / 60 mr / 60 mg

Dose

Tun ynakoBkw / 10 1. / 1 KoHTypHas sT9eiKOBasi yIiaKoBKa / Mauka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D02020826

Bach number

Jlara npousBocTBa / 28.08.2026

Date of manufacture

Cpoxk rogaocTr / I'onen 1o 31.08.2029

Expiry date

Pazmep cepun /
Bach size

46 656 ynakoBox/ 46 656 packs

Crpana Ha3HaueHus /
Destination country

Poccus/ Russia

PerucrpannonHoe ynocroBepenue
/ Marketing authorization

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

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

HopmatuBHBI fOKyMeHT /
Normative document

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

ITpou3BoaCTBO rOTOBOM
JexapcTBeHHOH ¢Gopmel / Finished
dosage form manufacturing

O61mecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKI3-
OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBII ITpoe3, 1. 6, ctp. 4/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Ilepuynas ynakoBka /

OO61iecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

Primary packaging OAPMA" (OO0 "MAKU3-DPAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocksa, ABTOMOOHIIBHBII POE3, 1. 6, CTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Bropuynas ynakoska /

OO6w1ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKIU3-

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

Anpec /

Address:

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




Jnuensna Ne /1012-00102-77/00010585

Beimyckaromuii KOHTPOJIb O6mecTBO ¢ OrpaHHYEHHOM OTBETCTBEHHOCTHIO "MAKN3-
KayecTBa / OAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBLA Ipoe3 , A. 6, cTp. 4 /
109029, Moscow, Avtomobilney Proyezd, 6, bld 4

Ha3panue A®C / Otopukokcu6t/Etoricoxib

API name

ITpouzBoautens ADC / Xetepo Jlabc Jlumuren, Uuaus/
API manufacturer Hetero Labs Limited, India -
Homep cepuu ADC / EAEX26060055

API Bach number

Hacrosmum noarsepxpato, uro namHas cepus Ne D02020826 Jlonokokc® Tabnerky,
TIOKPBITBIE ITICHOYHOH 06omoukor, 60 mr Ne 10, macmopr Ne 1676/26 ot 22.09.2026, 6biia
NpOU3BEACHA M MPOKOHTPOIMPOBaHA B COOTBETCTBHH C JEHCTBYIOIUMH [IpaBmiamu
Hannexxameli npou3BoACTBeHHOM TNpakTukM EBpasmiickoro JkoHomuueckoro Comosa u
TpeOOBaHUAMH PerHCTpallHOHHOIO JOChE, a TAKXE B COOTBETCTBHH CO cnenupuKanuIMu

3apEerMCTPUPOBAHHOTO MPOAYKTA.

JIOKYMEHTEI 10 NPOM3BOACTBY (HPUMEHHMBIM CTaHMsM) U KOHTPOIIO KadecTBa IPOBEPEHbI M

0J100pEHBI.

JIxobkIe OTKIIOHEHHS paccieIOBaHbl B COOTBETCTBHY ¢ BHYTPEHHHMH NPOLEAYPAMH H 0JI00pEHBI

Y1onHOMOYEHHBIM JTULIOM /

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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