Jnuensuna Ne 00205-/1C 15 dpespans 2021 ropa

Paspemenne Ha Beimyck JIIT Ne 182
(B cootsetcTBUM ¢ [Tpunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanue npoaykra / Jlonokoxc®/Dolocox®

Name of the product

MHH / Otopukokcu6/Etoricoxib

INN

JlexapcTBenHast popma / TabJIETKH, IOKPBITHIE IIJIEHOYHOH 060JI04KOiH/
Pharmaceutical form film coated tablets

Jlo3upoBka / 90 Mr /90 mg

Dose

Tun ynaxoBkwu / 10 mt. / 1 KoHTypHas sYelikoBasi yaKoBKa / Mayka KapToHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03050324

Bach number

Hara nmpousBoacrsa / 22.03.2024

Date of manufacture

Cpok rogaoctu / I'ozen no 31.03.2027

Expiry date

Pasmep cepun / 32 630 ynakoBox/ 32 630 packs

Bach size

Crpana Ha3Hauenus / Poccus/ Russia

Destination country

Perucrpammonnoe ynocrosepenne | JIIT-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmartuBHBI# 1OKyMEHT / JIII-006935-130421, uzm. Ne 1, 2/

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

IIpou3BoaCTBO rOTOBOM OO6wiecTBO ¢ OrpaHHYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapcTBeHHON ¢opmsl / Finished | ®DAPMA" (000 "MAKHW3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec/

Address:

109029, r. MockBa, ABTOMOGHIIBHBIH TIPoe3 L, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Ilepuynas ynakoBka / OO01mecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH npoesf, 1. 6, crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska / OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKM3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH npoes, 1. 6, crp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nvuensus Ne 00205-/1C 15 ¢pespans 2021 roaa

Brmyckaromuii KOHTpOIIb OO61mecTBO ¢ OrpaHMYeHHOHN 0TBeTCTBeHHOCThIO "MAKN3-
KayecTBa / O®APMA" (OO0 "MAKHU3-OAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOWJIBHBIN Mpoe3 [, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

HaszBanue ADC / Oropuxokcud/Etoricoxib

API name

[TpouzBoautens ADC / Xetepo Jlabc Jlumuren, Unaus/
API manufacturer Hetero Labs Limited, India
Howmep cepuun ADC / EX22080019 EX24010004

API Bach number

Hacrosmmm nmoareBepkaato, uto gannas cepus Ne DO3050324 Jlonokokc® TabneTky,
MOKPBITHIE TIeHOYHO#H 00010uKoi, 90 Mr Ne 10, maciopt Ne 193/24 ot 27.04.2024, Gbina
Npou3Be/IeHa M MPOKOHTPOJIMPOBaHA B COOTBETCTBUH ¢ AeHcTByromMMH [IpaBunamu
Hannexxammeit mpousBoicTBeHHOM npakTuku EBpazuiickoro Sxonomuyeckoro Corosa 1
TpeboBaHUAMHU PeriucTpalliOHHOTO OChE, a TAKXKE B COOTBETCTBHH CO CIIEUPHUKALUIMHU
3aperuCTPHUPOBAHHOTO MPOAYKTA.

JIOKYMEHTBI 110 IPOM3BOJCTBY (TIPUMEHUMBIM CTaJIHsIM) M KOHTPOJIIO KayeCcTBa MPOBEPEHBI U
0/100pEHBL.

JIroOble OTKJIOHEHHSI pacciieI0OBaHbl B COOTBETCTBUH ¢ BHYTPEHHUMH NPOLIEAYPaMH U 0J1I00PEHBI
YTOTHOMOYEHHBIMH 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.

Beperennukosa B.K./ é%&/j

Y1o1HOMOYEHHOE JIUIIO0 N7
000 «<MAKHN3-OAPMA » ol 2| opmTC

o L v Beppers 204




