EXGPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIN3A

Name of Product / HaumenoBanue

TEXARED film coated tablets, 20 mg /

npenapara TEKCAPE]] Ta0/1eTKH, HOKPBITbIE JIEHOYHO# 060J104K0ii, 20 Mr
Batch no. / Homep cepun 21H13161A
Date of control / laTa ananu3a 24.11.2021
Manufacturing date / 08.2021
JlaTa npou3BoACTBa
Expiry date / Jlata okoHYaHHs 07.2024
CpOKa roHOCTH
TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIBTATHI
Description / Onucanune Yellow with a brown shade, oval, biconvex Complies /
tablets, film-coated scored on one side. CooTBeTcTBYyET
Core in the cross section of a bright yellow
color. / YKenTbie ¢ KOPUYHEBBIM OTTEHKOM
[BeTa  OBAJIbHBIE,  JBOSKOBBITYKIIBIE
TabeTkH, TIOKPBITHIE TUTEHOYHOM
00010uKO¥ C PHUCKOI Ha OJHOH CTOPOHE.
Ha momepedyHoM paspese SApo SpKO-
JKEJITOTO LIBEeTa.
Identification (HPLC) / Retention time of the main peak in the Complies /
Hoaaunnocts (BIXKX) chromatogram of test solution should CootBeTcTBYET
comply with retention time of the main
peak in the chromatogram of tenoxicam
standard solution (Assay). / Bpewms
yIep)KUBaHUS  OCHOBHOTO TNHKa Ha |
XpoMarorpaMMe HCIIBITYEMOTO pacTBoOpa
JOJDKHO  COOTBETCTBOBaTh  BPEMEHH
yICp)KMBaHUS  OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
TeHOKcHKama (paszen «KomudecTBeHHOE
oIpesieNICHUe» ).
Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies /
OIHOPOXHOCTH MO Macce 2/20 tablets - not more than + 15%. / CooTBeTcTBYET
18/20 Tabnerok - He Gosee + 7,5 %;
2/20 Tabnetok - He 6onee £ 15 %.
Water / Boaa Not more than 7.5% / He Gonee 7,5% 4,8 %

Disintegration / Pacnagaemoctb

Not more than 30 min. / He 6Gonee 30
MMH.

2 min / 2 MuH

Dissolution / PacTBopenne Not less than 75% (70%Q) of tenoxicam 91 %
in 45 min./ He menee 75 % (70%Q)
TeHOKCcHKaMa uepe3 45 MuH.
Related substances /
IlocToponHue npumecH
2-aminopyridine /2- Not more than 0.25 % /ue 6oiee 0,25 %; <0,05%
aMUHOTIMPUINH
Any individual impurity /Jlro6as | Not more than 0.5 % / ne 6onee 0,5 %; <0,05%
eIMHHYHAs IPUMeCh
Total impurities / cymma Not more than 2.0% / ne 6onee 2,0 %. <0,05%

npuMecen
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E3GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product / HaumeHoBanune
npemnapara

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Ta6i1eTku, NOKpbITHIE NJIEHOYHOI 000,104K0ii, 20 Mr

Batch no. / Homep cepun 21H13161A

Date of control / laTa ananuza 24.11.2021

Manufacturing date / 08.2021

Jata npounsBoacTBa

Expiry date / Jlata okoHYaHHSI 07.2024

CpOKa rOAHOCTH

TESTS /MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS /
PE3YJBbTATHBI

Microbial limits /

Mruxkpob6noJiornyeckas Y4HCTOTA

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

O61mee ynciio a3pOOHBIX He 6onee 1000 KOE/r <10 KOO/r

MHKPOOPTaHU3MOB

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

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

JPO}CKEBBIX U IUIECHEBBIX IpUOOB

E. coli

Shall be absent in 1g/ OtcyrcTBHe B 1 T

Absentin1 g/
OrcyrctByerB 1 1

Uniformity of dosage units /
OaHOpOAHOCTH A03HPOBAHHSA

For 10 tablets AV <15 or for 30 tablets AV
<25if 0,75 M < xi <1.25 M where L1=
15.0 and L.2=25.0./

Hns 10 tabnerok AV < 15 wiu g 30
tabnetok AV <25 npu ycioBuu, uto 0,75
M <xi<1,25M, e L1= 15,0 u L2=25.0.

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

Assay / KosinuecTBeHHOE
onpeaeneHne

It contains not less than 90% and not more
than 110% of labeled amount of
tenoxicam. / Or 90 po 110% or
3asBJIEHHOI0 KOJIHYECTBAa TEHOKCHKaMa

99 %

Package / YnakoBka

10 tablets in PVC/AL blister. 1 blister and
a patient information leaflet in a carton. /
ITo 10 Tabnerok B 6muctep u3 [IBX/An.
ITo 1 6iuctepy BMecTe ¢ MHCTPYKLHKEH 1O
MPAMEHEHHI0 TOMELIAIOT B KapTOHHYIO
NayKy.

Complies /
CootBercTByeT

Labeling / MapkxupoBka

According to normative document / B
COOTBETCTBUH c HOPMAaTUBHOMN

JIOKyMEHTaLUeH

Complies /
CooTBeTcTBYyET
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S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HaumeHnoBanne
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Ta0/1eTkH, NOKPBITbIE IITIEHOYHOI 060104K0MH, 20 Mr

Batch no. / Homep cepun 21H13161A

Date of control / laTa ananu3a 24.11.2021

Manufacturing date / 08.2021

JlaTta npousBoacTBa

Expiry date / lata okoH4YaHMSs 07.2024

CPOKa roHOCTH

TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS/
PE3YJbTATHBI

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

25°C.

B CYXOM, 3allIUIICHHOM OT CB€Ta MECTE IPH TEMIIEPATYPE HE BEHILIC

Shelf-life / Cpox ronnocTn

3 years. / 3 rona.

Assessment / 3akiroueHue:

The batch complies with the specifications according to ND JIC-
000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYET TpeOOBaHUAM HOpPMaTHBHOro nokymenra JIC-
000294-301019 (u3menenue Ne 1 ot 28.04.2020).
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