Nnuensna Ne 00205-71C 15 despana 2021 roga

Pazpemenue Ha Beimyck JIIT Ne 516
(B cootBetcTBUM ¢ [Ipunoxenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBanue npoaykra / Jonokokc®/Dolocox®

Name of the product

MHH / Oropukokcubd/Etoricoxib

INN

JlexapcTBeHHas ¢opma / Ta0JIeTKH, HOKPHITHIE TNICHOYHOH 000I04KO#/
Pharmaceutical form film coated tablets

Ho3uposka / 60 mr / 60 mg

Dose

Tun ynakosku / 10 mT. / 1 KOHTYypHas s;uelKoBas yakoBKa / Mavyka KapTOHHas
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / D02030624

Bach number

Mata nmpousBoacTaa / 18.06.2024

Date of manufacture

Cpox rognoctu / I'ozen 1o 30.06.2027

Expiry date

Pa3zmep cepun / 47 499 ynaxoBok/ 47 499 packs

Bach size

Crpana HazHaueHUs / Poccus/ Russia

Destination country

Perucrpamnuonnoe ynocroepenue | JITI-006935 ot 13.04.2021

/ Marketing authorization JIT1-006935 from 13.04.2021

HopmaTtuBHBIN 1OKyMEHT / JII1-006935-130421, uzm. Ne 1, 2/

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

[TpousBoacTBO roTOBOIH OO611ecTBO ¢ OrpaHUYEHHOH OTBETCTBEHHOCTRIO "MAKI3-
nexapctBeHHOH ¢opmel / Finished | PAPMA" (OO0 "MAKU3-OAPMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuynas ynakoBka / OO011ecTBO ¢ OrpaHNYEHHOM O0TBETCTBEHHOCTHIO "MAKMN3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHBIH ITpoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ymakoBka / OO61ecTBO ¢ OrpaHUYEeHHOM O0TBETCTBEHHOCTHIO "MAKH3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIN Tpoe3n, 1. 6, ctp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




JNnuensua Ne 00205-1C 15 ¢pespans 2021 ropa

Beinyckaromuii KOHTpOJTb
KaudecTBa /
Quality Control

OO11ecTBO C OrpaHUYECHHOM OTBETCTBEHHOCTEIO "MAKU3-
®APMA" (OO0 "MAKH3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. MockBa, ABTOMOOHIIBHBI MTpoe3, 1. 6, ctp. 4, c¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanune A®C / Oropukokcud/Etoricoxib

API name

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

API Bach number

Hacrosmum noarsepxaato, yro aanHas cepus Ne DO2030624 Jlonokokc® TabneTky,
IOKPEITHIE NIJIEHOYHOM 000510uKk0if, 60 Mr Ne 10, mactiopt Ne 510/24 ot 26.08.2024, 6112
NPOM3BEICHA ¥ IPOKOHTPOJIMPOBAHA B COOTBETCTBHH C JeUCTBYIOIUMH [IpaBuiamMu
Hapnexamed npousBoacTBeHHOH npakTuku EBpasuiickoro Dxonomuyeckoro Corwosa u
TpeboBaHuAMH PericTpalioHHOro 10Che, a TAK)Ke B COOTBETCTBHH CO ClENU(PUKALIAMU
3apErUCTPUPOBAHHOTO TPOIYKTA.

JIOKYMEHTBI 110 IPOU3BOACTBY (IPUMEHHMBIM CTAIHSIM) U KOHTPOIIIO Ka4eCTBA IPOBEPEHBI U

0JI0OPEHBI.

JIx0OBIE OTKIOHEHHUS pacciIeloBaHbl B COOTBETCTBUH C BHYTPEHHHUMH HPOLIELYPAMHU U 0100peHbI
Y10JIHOMOYEHHBIM 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.
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