Nnuensuna Ne /1012-00102-77/00010585

Paspemenue Ha Beimyck JIIT Ne 504
(B coorBercTBUM ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpanue nponykra / Honokokc®/Dolocox®

Name of the product

MHH / Otopukokcu6/Etoricoxib

INN

JlexapcTBenHas popma / Ta0JIeTKU, TIOKPBITHIE JIEHOYHOM 000109K0i1/
Pharmaceutical form film coated tablets

Jlo3uposka / 90 mr/ 90 mg

Dose

Tun ynakoBku / 10 wr. / 1 KoHTypHas s4eiikoBast yakoBKa / mayka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03060425

Bach number

Hara npousBocTra / 16.04.2025

Date of manufacture

Cpoxk rogroctr / 'osen 1o 30.04.2028

Expiry date

Pazmep cepun / 31 532 ynaxoBox/ 31 532 packs

Bach size

Crpana Ha3HaveHus / Poccusi/ Russia

Destination country

Peructpaunonnoe ynocrosepenue | JIIT-006935 or 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmaTtuBHbI# 1OKyMeHT / JII1-006935-130421, u3m. Ne 1, 2/

Normative document JIT1-006935-130421, variation Ne 1, 2

[Ipou3BOICTBO TOTOBOI OO1mecTBO ¢ OrpaHUYEHHOMN OTBETCTBEHHOCTHIO "MAKIN3-
nexapcTBeHHOM opmbl / Finished | PAPMA" (OO0 "MAKU3-O®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOUIIBHBIH ITpoe3 N, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuuHnas ynmakoBka / OO11ecTBO ¢ OrpaHMYCHHON OTBETCTBEHHOCTHIO "MAKI3-

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

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHBIH Ipoe3n, 1. 6, cTp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynmakoBka / O6111ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKHM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIIBHEII poe3n, 1. 6, ctp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Nuuensua Ne 1012-00102-77/00010585

Brimyckaromuii KOHTpOJIb OO0miecTBO ¢ OrpaHUYEeHHON OTBETCTBEHHOCTEIO "MAKU3-
KayecTna / OAPMA" (OO0 "MAKHN3-®PAPMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIH TTpoe3, 1. 6, ¢Tp. 4, cTp. 6, c1p. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hasanne ADC / Otopuxokcud/Etoricoxib

API name

[Tpoussonutens ADC / Xetepo Jlabc Jlumuren, Muaaus/
API manufacturer Hetero Labs Limited, India
Homep cepun ADC / EX24120076

API Bach number

Hacrosmum noxareepxnaro, uro pganHas cepust Ne DO3060425 Jlomokokc® Tabnerku,
HOKPBITBIE IUIEHOYHOH obGomoukoit, 90 mr Ne 10, macmopt Ne 462/25 or 12.05.2025, 6buta
NpOM3BEACHa ¥ MPOKOHTPOJMPOBaHA B COOTBETCTBMH ¢ JeiicTByrommmu  [IpaBunamu
Hannexamell mnpoM3BOACTBEHHOM mpakTukk EBpasmiickoro DxoHommyeckoro Como3a u
TpeboBaHusAME PerncTpalliOHHOTO 10Che, a TaKKe B COOTBETCTBHH CO CHENH(HUKAIUSIMH
3aperUCTPUPOBAHHOTO MPOYKTA.

JIOKYMEHTBI 10 TPOU3BOACTBY (IIPHMEHMMBIM CTaJIHsM) W KOHTPOJIKO KayecTBa IPOBEPEHbI H
0/100pEHBI.

JIr00bIe OTKIOHEHHUS pacciieoBaHbl B COOTBETCTBHH C BHYTPEHHHMH [POLELYPAMH U OJ06PEHb]
YTI0THOMOYEHHBIM JIHIIOM /

[ 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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