Nuuensna Ne J1012-00102-77/00010585

Paszpemenue Ha Boinyck JIIT Ne 503
(B cootBercTBUM ¢ [Ipunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanwue npoaykra / Jonoxokc®/Dolocox®

Name of the product

MHH / Otopukokcu6t/Etoricoxib

INN

JlexapcTBeHHas gopma / TabJIETKH, TOKPHIThIE TUIEHOYHOM 000JI0YKO0#/
Pharmaceutical form film coated tablets

Jo3upoBka / 90 mr /90 mg

Dose

Tun ynakoBku / 10 mt. / 3 KOHTypHas siueHKoBask yIIaKOBKa / Mavyka KapTOHHAsA
Package type 10 PCs / 3 blister pack / cardboard pack

Howmep cepun / DO03050425

Bach number

[aTa npounsBoacTaa / 15.04.2025

Date of manufacture

Cpoxk rognoctu / 'ogen no 31.03.2028

Expiry date

Pa3zmep cepun / 10 670 ynakoBox/ 10 670 packs

Bach size

Crpana Ha3HaueHus / Poccus/ Russia

Destination country

Peructpannonnoe ynocrosepenue | JIIT-006935 ot 13.04.2021

/ Marketing authorization JITT-006935 from 13.04.2021

HopmaTuBHBIN TOKYMEHT / JITI1-006935-130421, u3m. Ne 1, 2/

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

[TpousBoacTBO TOTOBOM OO011ecTBO C OrpaHUYEHHON OTBETCTBEHHOCTRIO "MAKN3-
nekapcTBenHol Gopwmel / Finished | DAPMA" (OO0 "MAKHN3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH 1Tpoe3, . 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynakoBka / OO611ecTBO C OTpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKU3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIN 1Ipoe3, 1. 6, ctp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO01ecTBO € OrpaHUYEHHOM OTBETCTBEHHOCTHIO "MAKH3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOMIBHBIH mpoess, 1. 6, cTp. 4, ctp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensna Ne J1012-00102-77/00010585

Bemyckaromuit KOHTpOJIb O61ecTBO € OrpaHMYECHHOMN OTBETCTBEHHOCTRIO "MAKU3-
KayecTna / ®APMA" (OO0 "MAKU3-PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. Mocksa, ABTOMOOGHIIBHBIN mpoe3, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue A®C / Otopukokcu6/Etoricoxib

API name

[Ipoussomutens ADC / Xetepo Jlabc JIumuren, Nuaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24120076

API Bach number

Hacrosmmm noarsepxnaio, uro nanHas cepus Ne DO3050425 Jlonokokc® Ttabierky,
HOKPBITHIE TUIEHOYHOH obomoukoit, 90 mr Ne 30, macmopt Ne 451/25 ot 12.05.2025, 6bina
NpOU3BEJCHA M IPOKOHTPOJIMPOBaHa B COOTBETCTBHM C JeHCTByoumMH IlpaBunamu
Hannexameld npou3BOACTBEHHON mpakTukk EBpasumiickoro DkoHomuyeckoro Comos3a u
TpeboBaHusAMHM PerucTpaliMoHHOro J0che, a TaKKe B COOTBETCTBHH €O CIEIM(pHUKALUIMEA

3apCTUCTPUPOBAHHOIO IIPOAYKTA.

JIOKyMEHTBI [0 MPOM3BOJCTBY (IPUMEHMMBIM CTAIHSM) H KOHTPOIIO Ka4ecTBa MPOBEPEHBI U

0/100peHBI.

JItoGble OTKIIOHEHHS PacCieNIoBaHbl B COOTBETCTBHH ¢ BHYTPEHHHUMH IPOLEIYPaMH M 0J00PEHbI

Y1o1HOMOYEHHBIM JINITOM /

I 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.
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