JNinuensua Ne /1012-00102-77/00010585

Paspemenue Ha Boimyck JIIT Ne 379
(8 cootBercTBuM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3Banwue npoayxra / Jlonokokc®/Dolocox®

Name of the product

MHH / Otopukokcubd/Etoricoxib

INN

JlexapctBennas ¢opma / TabJIETKU, TOKPBITHIE TNIEHOYHOU 000JI0YKO#/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 mMr / 90 mg

Dose

Tun ynaxkoBku / 10 mr. / 1 KOoHTypHas siueiiKoBasl yIIakoBKa / mayka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Homep cepun / D03040225

Bach number

Jara npousBozacTBa / 22.02.2025

Date of manufacture

Cpoxk roguocts / 'ogen no 29.02.2028

Expiry date

Pazmep cepun / 31 033 ymaxoBok/ 31 033 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Perucrpanuonnoe ynocrosepenue | JIII-006935 ot 13.04.2021

/ Marketing authorization JITIT-006935 from 13.04.2021

HopmatuBHbIi1 1okymMeHT / JIII-006935-130421, u3m. Ne 1, 2/

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

[Tpon3BonacTBO rOTOBOM OO11ecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTRIO "MAKI3-
nexapcTBeHHOM Gopmbl / Finished | DPAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIBHBIH MTpoe3, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

IlepBuuHas ynakoBka / OO0111ecTBO ¢ OTpaHUYCHHOM OTBETCTBEHHOCTHIO "MAKI3-

Primary packaging OAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. Mocka, ABTOMOOWIIBHBIH ITpoe3, A. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropununas ynakoska / OO01ecTBO ¢ OrpaHMUYEHHOM OTBETCTBEeHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBbHBIN TIpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensna Ne 1012-00102-77/00010585

Bemyckaromuii KOHTpOITH O6111ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKN3-
KauecTBa / D®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOGHIIBHBII TIpoe3, 1. 6, ¢Tp. 4, cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ha3zpanue ADC / Oropukokcu6d/Etoricoxib

API name

[Tponzsonutens APC / Xerepo Jlabc Jlumuren, Uuaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24120076

API Bach number

Hacrosimum  noxrteepiknaro, uro mammas cepust Ne DO3040225 Jlonokokc® TabieTk,
IOKPBITBIE IUICHOYHON o6osmoukoi, 90 mr Ne 10, macmopt Ne 322/25 or 31.03.2025, 6suia
NPOU3BENIEHA M INIPOKOHTPOJHMpOBAaHA B COOTBETCTBHH C JeHcTByomuMHu IIpaBunamu
Hannexamed npou3BOACTBEHHOW MpakTUKM EBpasmiickoro JkoHommueckoro Coros3a u
TpeOOBaHUSIMH PeruCTpallMOHHOTO [0ChE, @ TaKXKe B COOTBETCTBAH CO CHENH(pHKALHAME

3apErUCTPHUPOBAHHOTO MPOIYKTA.

JIOKyMEHTBI 110 [POH3BOJCTBY (PUMEHMMBIM CTaIHsIM) W KOHTPOJIO KauyecTBAa MPOBEPEHbI U

0100pEHBI.

Jlto0ble OTKIIOHEHHs! PacCIeIOBaHbl B COOTBETCTBHH C BHYTPEHHUMH IIPOLIEAYPAMH M O0OPCHBI

VTOJIHOMOYEHHBIM JIUIIOM /

[ 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.

AnpapocoB A.Ae\(—}éa-(/ /? 7 4/ 2025 1.

V1oaHOMOYEHHOE JIUIO
000 «<MAKHN3-OAPMA »




