Nnuensna Ne 00205-1C 15 pespans 2021 roaa

Paspemenue Ha Boimmyck JIIT Ne 572
(B cootBetcTBUH ¢ [Ipunoxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HazBanue npoaykra / Honokokc®/Dolocox®

Name of the product

MHH / Otopukokcud/Etoricoxib

INN

JlexapcTBenHas ¢opma / TabJIETKH, OKPBITHIE INICHOYHOU 060109KO0i1/
Pharmaceutical form film coated tablets

Ho3uposka / 90 Mr /90 mg

Dose

Tun ynakoBku / 10 wrr. / 1 koHTypHas s4elikoBast yakoBKa / Ilauka KapTOHHAs
Package type 10 PCs / 1 blister pack / cardboard pack

Howmep cepun / DO03140824

Bach number

Jlata npousBocTBa / 27.08.2024

Date of manufacture

Cpox rognoctu / 'omen 1o 31.08.2027

Expiry date

Pasmep cepun / 32 296 ynaxoBox/ 32 296 packs

Bach size

Crpana Ha3zHaueHus / Poccust/ Russia

Destination country

Peructpaunonnoe ynocrosepenune | JIII-006935 ot 13.04.2021

/ Marketing authorization JIII-006935 from 13.04.2021

HopmartuBHbIi TOKyMeHT / JIIT-006935-130421, u3m. Ne 1, 2/

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

[Ipoun3BocTBO rOTOBOI OO1mmecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-
nexapctBeHHOH ¢opmbl / Finished | DAPMA" (OO0 "MAKU3-®APMA")/ Limited liability
dosage form manufacturing company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

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

[lepBuuHas ynakoBka / OO1mecTBO ¢ OrpaHUYECHHOMN OTBETCTBEHHOCTHIO "M AKU3-

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

Anpec/

Address:

109029, r. MockBa, ABTOMOOMIIBHBII IIpoe3y, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoBka / OO611ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "MAKI3-

Secondary packaging ®APMA" (OO0 "MAKM3-®APMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /

Address:

109029, r. MockBa, ABTOMOOHIBHEL IIpoe3, 1. 6, cTp. 4, ¢Tp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8
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Brinmyckarommii KOHTpOJIb O61mecTBO ¢ OrpaHH4YeHHON OTBETCTBeHHOCThIO "MAKN3-
KauecTna / OAPMA" (OO0 "MAKHN3-©APMA")/ Limited liability
Quality Control company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")
Anpec /

Address:

109029, r. MockBa, ABTOMOOMIIBHBIN 1poe3 N, 1. 6, ¢Tp. 4, cTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Haszpanue ADC / Ortopukokcub/Etoricoxib

API name

[Tpouzoaurens ADC / Xetepo Jlabc Jlumuten, Uuaus/
API manufacturer Hetero Labs Limited, India
Howmep cepun ADC / EX24010006

API Bach number

Hacrosmum noarsep:xaato, uro nannas cepust Ne DO3140824 JTonokokc® TabIeTKH,
IOKPBITHIE IJIEHOUHOH 00010uK0it, 90 Mr Ne 10, macniopt Ne 564/24 ot 16.09.2024, 6bu1a
IIPOM3BEIEHA ¥ IPOKOHTPOJIUPOBaHA B COOTBETCTBUH C JeiicTByromnME [IpaBunamu
Hannexaimei npou3BoACTBEHHO#M npakTHKU EBpaszuiickoro DxoHomudeckoro Corosa u
TpeboBaHMAMU PerncTpainoHHOTO 0Che, @ TaKXKe B COOTBETCTBHH CO CIIEIMDUKALUAMHU
3apEruCTPUPOBAHHOTO MPOIYKTA.

JIOKYMEHTEI 110 TPOU3BOACTBY (IPUMEHHMBIM CTaIMsIM) U KOHTPOJIIO Ka4eCcTBa IPOBEPEHBI U
0100pEHBI.

JIxoOble OTKIIOHEHHs pacclieI0BaHbl B COOTBETCTBHHU C BHYTPEHHUMH IPOLIEYPaMU B 0J00PEHE]
Y 10JIHOMOYEHHBIM JIULIOM /

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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