&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HaumeHoBanue
npenapara

Batch no. / Homep cepun

Date of control / laTa anasu3a
Manufacturing date /

JaTta npon3BoacTBa

Expiry date / laTta okoH4YaHns
CPOKa rOAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE]] TabneTkn, NOKpbIThIE IJIEHOYHOI 000/1049K0ii, 20 Mr

21H13141A
20.11.2021
08.2021

07.2024

TESTS /MTOKA3ATEJIA

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJIBTATBHI

Description / Onucanne

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side.
Core in the cross section of a bright yellow
color. / JXKenTeie ¢ KOPUIHEBBHIM OTTEHKOM
[[BETA  OBAIbHBIE,  BOSKOBBITYKIIBIE
TableTky, MOKPBITHIE TUICHOYHOM
0007104KO#f ¢ PUCKOI Ha OIHOU CTOpPOHE.
Ha mnonepeynoM pa3pese sapo spKo-
JKEJITOrO IIBeTa.

Complies /
CooTtBercTByeT

Identification (HPLC) /
Mopmannocts (BIXKX)

Retention time of the main peak in the
chromatogram of test solution should
comply with retention time of the main
peak in the chromatogram of tenoxicam
standard solution (Assay). / Bpems
yIOepP)KHBaHHA OCHOBHOTO TMHMKa Ha
XpoMaTorpaMMe HCIBITYeMOrO PacTBOpa
JOJDKHO  COOTBETCTBOBAaTh  BPEMEHH
yIEp)KHBaHHS OCHOBHOTO IIMKa Ha
XpoMaTorpaMMe CTaHJapTHOTO PacTBOpa
TeHOKcHKaMa (pasnmen «KomuuecTBeHHOE
OTIPENIETICHUER ).

Complies /
CootBeTcTBYeT

Uniformity of weight /
OnnopoaHoCThb IO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than = 15%. /
18/20 Tabierok - He Goiee £ 7,5 %;
2/20 TabneTok - He Obonee = 15 %.

Complies /
CootBeTcTBYeT

Water / Bona

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

4,1 %

Disintegration / Pacnanaemoctb

Not more than 30 min. / He 6osee 30
MHH.

2 min /2 MuH

Dissolution / PacTBopenue Not less than 75% (70%Q) of tenoxicam 83 %
in 45 min./ He menee 75 % (70%Q)
TeHOKCHKaMa uepe3 45 MUH.
Related substances /
IocToponnue npuMecH
2-aminopyridine /2- Not more than 0.25 % /"e 6osee 0,25 %; <0,05%
aMHHOTIMPHIWH
Any individual impurity /Jlio6as | Not more than 0.5 % / ne 6onee 0,5 %; <0,05%
€IMHAYHAs TIPUMECh
Total impurities / cymma Not more than 2.0% / He 60see 2,0 %. <0,05%

npuMecei
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIN3A

Name of Product / HanumeHoBanune
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE]] TabneTKH, NOKPbITbIE IJIEHOYHOH 000/104K0ii, 20 Mr

Batch no. / Homep cepun 21H13141A

Date of control / laTa ananu3a 20.11.2021

Manufacturing date / 08.2021

JaTa npoun3BoacTBa

Expiry date / laTta okoH9aHHuS 07.2024

CpPOKa FOAHOCTH

TESTS MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIBTATBI

Microbial limits /

MukpobGuoJioraueckas YncToTa

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

Ob61mee yncio a3poOHBIX He 6onee 1000 KOE/r <10 KO3/r

MHUKPOOPraHU3MOB

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

count / O61ee yucio He 6onee 100 KOE/r <10 KO9/r

APOMNOKEBBIX U IJICCHEBBIX FpI/I6OB

E. coli

Shall be absent in 1g / OtcyTcTBHE B 1 T

Absentin1 g/
OrcyrcTByeTB 1 T

Uniformity of dosage units /
OxHOpPOAHOCTH J03HPOBAHHAS

For 10 tablets AV <15 or for 30 tablets AV
<25if 0,75 M < xi <1.25 M where L1=
15.0 and L2=25.0./

Jns 10 tabmerok AV < 15 wiu gna 30
tabnetok AV <25 npwu ycnosumy, uto 0,75
M <xi<1,25M, rae L1= 15,0 u L2=25,0.

Complies /
CootBercTBYET
AV =1,5(n=10)

Assay / KoanuecTBeHHOE
onpenesieHHe

It contains not less than 90% and not more
than 110% of labeled amount of
tenoxicam. / Or 90 mo 110% or
3asBJEHHOrO KOJIMYECTBA TEHOKCHKAMa

100 %

Package / YnakoBka

10 tablets in PVC/AL blister. 1 blister and
a patient information leaflet in a carton. /
ITo 10 Tabnerok B Omucrep u3 IIBX/An.
ITo 1 6aucrepy BMecTe ¢ MHCTpYKLHMEH 11O
MPUMEHEHHIO TOMEIIAIOT B KapTOHHYIO
MavKy.

Complies /
CootBercTByeT

Labeling / MapkupoBka

According to normative document / B
COOTBETCTBUH c HOPMAaTHBHOM
JOKyMEHTaluel

Complies /
CootBercTBYyeT
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product / HaumeHnoBaHHe
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE/]] TaéseTkH, NOKPBITHIE INIEHOYHO 000J104K0ii, 20 Mr

Batch no. / Homep cepun 21H13141A

Date of control / lara ananu3a 20.11.2021

Manufacturing date / 08.2021

JaTta npou3BoacTea

Expiry date / [lata okonuanus 07.2024

CpOKa FOAHOCTH

TESTS /IIOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS/
PE3YJIBTATHI

Storage / Xpanenue

25 °C.

In dry place protecting from light at temperature below 25°C. /
B cyxoM, 3aIMIIeHHOM OT CBETa MeCTe TPH TEMITEPAaType HE BhILIE

Shelf-life / Cpok rognocrn

3 years. / 3 rona.

Assessment / 3aKIr04eHUE:

The batch complies with the specifications according to ND JIC-
000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYeT TPeOOBaHHAM HOPMATHUBHOrO nokyMeHrta JIC-
000294-301019 (m3menenue Ne 1 ot 28.04.2020).

\Medwes BRUEL
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