EZGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HaumeHnoBanue
npenapara

Batch no. / Homep cepun

Date of control / laTa anasu3a
Manufacturing date /

Jlata npou3BoACTBa

Expiry date / lata okoH4aHus1
CPOKa rogHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE/ Ta6/1eTKH, IOKPBITHIE IJIEHOYHO! 060J1049K0ii, 20 Mr

21H13171A
24.11.2021
08.2021

07.2024

TESTS /MTOKA3ATEJIN

SPECIFICATIONS / HOPMBI

RESULTS/
PE3YJIbTATBI

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. / YKenTple ¢ KOPUUHEBBIM OTTEHKOM
LBETa  OBaJbHBIC,  JIBOSKOBBIMYKJIbIE
TabneTkH, TOKPBITHIE TUICHOYHOM
000110uKOl ¢ pHCKOH Ha OTHOW CTOpOHE.
Ha mnomnepeuHom paspese sapo spko-
JKEJITOTO IIBETA.

Complies /
CootBetcTBYeT

Identification (HPLC) /
Mopaunnocts (BIZKX)

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). / Bpewms
yIEp)KHBaHUS  OCHOBHOTO IHKa Ha
XpoMaTorpaMMe HCIIBITYEMOTO pacTBOpa
JIOJDKHO  COOTBETCTBOBaTh  BPEMEHH
YIep)KHBaHWS  OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe CTaHZApTHOTO PacTBOpa
TeHOKcukama (paszen «KommuectBeHHOE
omnpeneneHue).

Complies /
CootsetcTBYET

Uniformity of weight /
OnnopoaHOCTH MO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TaGnerok - He 6onee = 7,5 %;
2/20 TabaeTok - He 6osee £ 15 %.

Complies /
CootBeTcTBYET

Water / Bona

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

4,5 %

Disintegration / Pacnagaemoctn

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

2 min/ 2 MuH

Dissolution / PactBopenne Not less than 75% (70%Q) of tenoxicam 93 %
in 45 min./ He menee 75 % (70%Q)
TEHOKCHKama yepe3 45 MuUH.
Related substances /
IMocToponnue npumMecn
2-aminopyridine /2- Not more than 0.25 % /ue 6oxnee 0,25 %; <0,05%
aMUHOTIMPHIVH
Any individual impurity /Jlio6as | Not more than 0.5 % / He 6osee 0,5 %; <0,05%
€IMHUYHAs TIPUMECH
Total impurities / cymma Not more than 2.0% / ve 6onee 2,0 %. <0,05%

npumecen
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83 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product / HanmeHnoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE]I Ta6/1eTKH, NOKPbIThIE NJIeHOYHOI 000J104K0ii, 20 Mr

Batch no. / Homep cepun 21H13171A

Date of control / laTa ananu3a 24.11.2021

Manufacturing date / 08.2021

JlaTa mpoM3BOACTBA

Expiry date / laTa okoH4YaHUsI 07.2024

CpoKa rogHOCTH

TESTS TIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATHI

Microbial limits /

Mukpobuosornyeckast Y4HCTOTA

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

O61u1ee uncI0 a3pOOHBIX He 6onee 1000 KOE/r <10 KOO9/r

MHKPOOPIaHU3MOB

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

count / Obuiee uncio He 6onee 100 KOE/r <10 KO9/r

ZIPOOKEBBIX U TUIECHEBBIX TPUOOB

E. coli

Shall be absent in 1g / OtcyTcTBHe B 1 T

Absentin 1 g/
OrcytcrByeTrB 1 1

Uniformity of desage units /
OaHopoaHOCTDb 103HPOBAHHS

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./

s 10 tabnerok AV < 15 wmu mia 30
tabnetok AV < 25 npu ycnosum, uro 0,75
M <xi<125M, roe L1= 15,0 u L2=25.0.

Complies /
CooTBercTBYET
AV =1,9(n=10)

Assay / KoiinuecTBeHHOE
onpeaeJieHHe

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

99 %

Package / YnaxoBka

10 tablets in PVC/AL blister. 1 blister and
a patient information leaflet in a carton. /
ITo 10 tabnetok B Gmucrep u3 [IBX/An.
Mo 1 6nmcTepy BMecTe ¢ MHCTPYKIMEH 1Mo
NPHMEHEHUIO TOMEIIAIOT B KapTOHHYIO
HavKy.

Complies /
CootBercTByeT

Labeling / MapxupoBka

According to normative document / B
COOTBETCTBHH c HOPMaTHUBHOH

JIOKyMEHTaLuei

Complies /
CooTBercTBYET
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8 GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HammenoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE] TabseTkn, NOKpbIThIE NJIEHOYHOI 000/104K0ii, 20 MI

Batch no. / Homep cepun 21H13171A

Date of control / laTta anaju3a 24.11.2021

Manufacturing date / 08.2021

JlaTa npou3BoACTBa

Expiry date / laTa okoH4YaHust 07.2024

CPOKa rOAHOCTH

TESTS MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS /
PE3YJIbTATHI

Storage / Xpanenne In dry place protecting from light at temperature below 25°C. /

25°C.

B CYXOM, 3alHUIIEHHOM OT CBETA MECTE IIPH TEMIIEPATypE HE BHILLIE

Shelf-life / Cpox ronnocTn

3 years. / 3 rona.

Assessment / 3akIroueHHe:

The batch complies with the specifications according to ND JIC-
000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYeT TpPeOOBaHUAM HOPMATHUBHOrO HokyMeHta JIC-
000294-301019 (m3menenne Ne 1 ot 28.04.2020).

Meles TTeUR.
@

SIS Ph
NSENTA PHARMA
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