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GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A
Name of Product / HammeHnoBanue :  TEXARED film coated tablets, 20 mg /
npenapara TEKCAPE/ Ta6j1eTKH, NOKPbIThIE IJIEHOYHO#H 000/104K0ii, 20 Mr
Batch no. / Homep cepun : 21H13151A
Date of control / laTa anaiu3za ;0 24.11.2021
Manufacturing date / : 08.2021
JlaTa npousBoacTBa
Expiry date / lata okoHuaHust : 07.2024
CpOKa rOAHOCTH
TESTS /MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATHI
Description / Onucanne Yellow with a brown shade, oval, biconvex Complies /
tablets, film-coated scored on one side. CooTBeTcTBYET

Core in the cross section of a bright yellow
color. / JKenTbie ¢ KOPUIHEBBHIM OTTEHKOM
[[BETA  OBaJbHbIC,  BOSKOBBITYKIIBIC
TabJIeTKH, HOKPBITHIE TUICHOYHOM
000JI0YKOH ¢ PHCKOI Ha OIHOW CTOpOHE.
Ha nonepeyHoM paspese sopo spKo-
JKEJITOrO LBETa.

Identification (HPLC) / Retention time of the main peak in the Complies /
Hognuanocts (BIXKX) chromatogram of test solution should CootBetcTBYET
comply with retention time of the main
peak in the chromatogram of tenoxicam
standard solution (Assay). / Bpems
VIepKUBaHHS OCHOBHOrO THKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO pacTBOpa
JOJDKHO  COOTBETCTBOBaTb  BPEMEHH
YICp)KHUBaHHS OCHOBHOTO TMKa Ha
XpoMaTorpaMMme CTaHIapTHOTO PacTBOpa
TeHOKcHKaMa (paznmen «KommuecTBeHHOE

oIpeesICHUE» ).
Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies /
OII]'IOPOIIHOCTB o Macce 2/20 tablets - not more than + 15%. / COOTBCTCTByeT

18/20 Tabnerok - He 60mee + 7,5 %,
2/20 Tabnetok - He bonee £ 15 %.

Water / Bona Not more than 7.5% / He 6onee 7,5% 4,4 %

Disintegration / Pacnagaemocts | Not more than 30 min. / He 6osiee 30 3 min / 3 Mun
MHH.

Dissolution / PacTBopenue Not less than 75% (70%Q) of tenoxicam 89 %

in 45 min./ He menee 75 % (70%Q)
TEHOKCHKaMa uepe3 45 MuH.

Related substances /
IlocToponnne npumecH

2-aminopyridine /2- Not more than 0.25 % /ne 6onee 0,25 %; <0,05%
aMHHOIIPHIUH ' '

Any individual impurity /JIro6as | Not more than 0.5 % / He 6onee 0,5 %; 0,05%
eIMHIYHas IIPUMech

Total impurities / cymma Not more than 2.0% / He 6onee 2,0 %. 0,05%
npuMecer

1of3




&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product / HaumeHoBaHue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPEJ Ta6sieTKkH, NOKPBIThIE MJIEHOYHOI 000/104K0ii, 20 MIr

Batch no. / Homep cepuu 21H13151A

Date of control / Jlata ananu3a 24.11.2021

Manufacturing date / 08.2021

JlaTa npon3BoaCTBa

Expiry date / lata okoHYaHus1 07.2024

CpoKa roqHOCTH

TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATHBI

Microbial limits /

MnukpobnoJiornyeckasi YHCTOTA

Total aerobic microbial count / Less than 1000 CFU/g / <10 CFU/g /

O6ee unciio a3poOHBIX He 60nee 1000 KOE/r <10 KO9/r

MHKPOOPTaHU3MOB

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g /

count / O61mee 4ucio He 6onee 100 KOE/r <10 KO9/r

JPOXOKEBBIX U IUIECHEBBIX IPHOOB

E. coli Shall be absent in 1g / OtrcyrcTBre B 1 ¢ Absentin 1 g/
OtcyrctByeTB 1 1
Uniformity of dosage units / For 10 tablets AV < 15 or for 30 tablets AV Complies /
OnHopoaHOCTH 103HPOBAHMS <25if 0,75 M < xi <1.25 M where L1= CootBeTcTBYeT
15.0 and L2=25.0./ AV =1,4( n=10)
Jns 10 tabmerok AV < 15 wiu gas 30
tabnerok AV <25 npu ycnosuw, uro 0,75
M <xi<1,25M, rge L1= 15,0 u 1L.2=25,0.
Assay / KonnvecTBeHHOe It contains not less than 90% and not more 100 %
onpeaeJieHne than 110% of labeled amount of
tenoxicam. / Or 90 mo 110% or
3asBJICHHOT'O KOJINYECTBA TEHOKCHKaMa
Package / YnaxoBka 10 tablets in PVC/AL blister. 1 blister and Complies /
a patient information leaflet in a carton. / CootBetcTBYET
ITo 10 tabnerok B Gnuctep uz TIBX/An.
ITo 1 6mucTepy BMecTe ¢ HHCTPYKIIHEH O
NPUMEHEHHIO TOMEIIAIOT B KApPTOHHYIO
MayKy.
Labeling / MapkupoBka According to normative document / B Complies /
COOTBETCTBUU c HOPMAaTHBHO# CootBetcTBYyeT
JIOKyMEHTaLuel
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GENSENTA PHARMA
CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIM3A

Name of Product / HaumeHoBanue :  TEXARED film coated tablets, 20 mg /

npenapara TEKCAPE]] Ta6/1eTkH, NOKPBITHIE NIJIEHOYHOH 0001049K0if, 20 Mr

Batch no. / Homep cepun : 21H13151A

Date of control / JIaTta ananu3a : 24.11.2021

Manufacturing date / : 08.2021

Jlata npou3BoacTBa

Expiry date / lata okoH4yanust : 07.2024

CPOKa roAHOCTH

TESTS /IIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/

PE3YJbTATHBI

Storage / Xpanenne In dry place protecting from light at temperature below 25°C. /
B cyxoM, 3alMIIIEHHOM OT CBeTa MeCTe NP TeMIlepaType He BBIIIe
25 °C.

Shelf-life / Cpox rognocTn 3 years. / 3 rona.

Assessment / 3axmoueHue: The batch complies with the specifications according to ND JIC-

000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYeT TpeOOBaHHAM HOPMATHUBHOTO JaoKymeHta JIC-
000294-301019 (m3menenue Ne 1 ot 28.04.2020).
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