Jlnuensuna Ne /1012-00102-77/00010585

Paspemmenue Ha Boiryck JIIT Ne 22
(B cooTBercTBuH ¢ [Tpunoxenurem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / Jonokokc®/Dolocox®
Name of the product
MHH / Otopukokcu6d/Etoricoxib
INN
JlexapctBenHas dopma / Ta0JIeTKH, NOKPBHITHIE IUICHOYHON 000JI0UKOH/
Pharmaceutical form film coated tablets
Ho3uposka / 60 mr / 60 mg
Dose
Tun ynakoBku / 10 wt. / 1 kOHTypHAas s4elKoBas yIaKoBKa / mauka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack
Howmep cepun / D02020425
Bach number
Jlata npousBojcTsa / 17.04.2025
Date of manufacture
Cpoxk rogaoctu / 'ogen 1o 30.04.2028
Expiry date
Pa3mep cepun / 47 814 ynakoBoxk/ 47 814 packs
Bach size
Crpana HazHaueHus / Poccus/ Russia
Destination country
Perucrpanuonnoe ynocropepenne | JIII-Ne(007831)-(PT-RU) ot 26.11.2024 (nara 3amMeHbI
/ Marketing authorization 13.03.2025)
JIII-Ne(007831)-(PI'-RU) from 26.11.2024 (renewal date
13.03.2025)
HopmartuBHsiii fokymenT / JIII-Ne(007831)-(PI'-RU)-261124/
Normative document JIITI-Ne(007831)-(PI'-RU)-261124
[Ipon3BOACTBO TOTOBOM OO1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKU3-
nekapcTBeHHON popmel / Finished | DAPMA" (000 "MAKU3-PAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /
Address:

109029, r. MockBa, ABTOMOGH/IbHBII TIpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuyHas ynakoBka / OO61ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHI0 "M AKI3-

Primary packaging DAPMA" (OO0 "MAKHU3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

-109029, r. Mocksa, ABToMOOHIBHBII poe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuynas ynakoska / O611ecTBO € OrpaHHYEHHOU OTBETCTBEHHOCTHIO "M AKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOGHIIBHEIA npoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNinuensna Ne 1012-00102-77/00010585

Bemyckatomuii KOHTPOJIb O61mecTBO ¢ orpaHu4eHHOMN 0TBETCTBEHHOCTHI0 "M AKI3-
KayecTBa / ®APMA" (OO0 "MAKU3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOGHIIBHBIIA 1poe3, a. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC / Otopukokcud/Etoricoxib

API name

[Tpoussogurens ADC / Xetepo Jlabc Jlumuren, Uuaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120077

API Bach number

Hacrosmum noarsepxknato, uro nanHas cepust Ne DO02020425 Jlonokokc® Tabnerkw,
TIOKPBIThIE IIEHOYHOM 0001m0ukoi, 60 Mr Ne 10, macmopt Ne 1149/25 or 14.10.2026, 6buia
NpOU3BEJCHa M TPOKOHTPOJIMPOBaHA B COOTBETCTBMU C JelcTByommmu [IpaBunamu
Hapnexamelh mpou3BOJICTBEHHOM NpakTuKK EBpasuiickoro JkoHommueckoro Coroza
TpeOOBAaHUSAMH PerucTpaliiOHHOro J0Che, a TaKXKe B COOTBETCTBHH CO cnenupuKanusIMu

3aperuCTPUPOBAHHOTO MPOAYKTA.

JIOKyMEHTBI 110 TIPOM3BOACTBY (IIPMMEHHMBIM CTa[MsIM) M KOHTPOJIO KauyecTBa IPOBEPEHBI

0100pEeHBI.

JIro6ble OTKIIOHEHHS paccieIoBaHbl B COOTBETCTBUH C BHYTPEHHHMH IIPOLELYPAMHI H 0100PEHbI

VY IOIHOMOYEHHBIM JIUIIOM /

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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