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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product / HaumeHoBaHue
npenapara

Batch no. / Homep cepun

Date of control / laTa anajmu3a
Manufacturing date /

JlaTa npou3BoacTBa

Expiry date / lata okoH4aHuSs
CPOKa FOAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE/ Tta0eTkH, NOKPHITHIE VICHOYHO# 060/109K0ii, 20 Mr

21H13201A
20.11.2021
08.2021

07.2024

TESTS MOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJIbTATBI

Description / Onncanne

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side.
Core in the cross section of a bright yellow
color. / YKenTble ¢ KOPUYHEBHIM OTTEHKOM
IIBETa  OBaJbHBIC,  JIBOSKOBBIIYKIIbIC
TabneTky, HIOKPBITHIE IUICHOYHOM
000JI0YKOH € PUCKOW Ha OXHOM CTOpPOHE.
Ha nonepeuHoM paspese sapo sipKo-
XKEJITOrO 1IBETA.

Complies /
CootBercTBYET

Identification (HPLC) /
Hoamuanocts (BIKX)

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
yIep)KHBaHHMS  OCHOBHOTO THKa Ha
XpoMaTorpaMMe HCIBITYeMOrO pacTBoOpa
JOOJDKHO  COOTBETCTBOBAaTh  BPEMEHH
yISp)KMBaHUS OCHOBHOTO IIMKa HA
XpoMaTorpaMMe CTaHAApTHOIO PacTBOpa
TeHOKcuKama (pazzmen «KomudyecTBeHHOE
OTIPEJICTICHHE ).

Complies /
CootBeTcTBYyeET

Uniformity of weight /
OnHopoaHOCTH O Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnertok - He Gojee + 7,5 %,
2/20 TabneTok - He bonee = 15 %.

Complies /
CootBeTcTBYET

Water / Boaa

Not more than 7.5% / He Gosee 7,5%

4,3 %

Disintegration / Pacnanaemocrtn

Not more than 30 min. / He 6onee 30
MUH.

2 min /2 MuH

Dissolution / PacTBopenne Not less than 75% (70%Q) of tenoxicam 94 %
in 45 min./ He menee 75 % (70%Q)
TeHOKCHKaMa uepe3 45 MuH.
Related substances /
IlocToponnue npumecH
2-aminopyridine /2- Not more than 0.25 % /ne 6onee 0,25 %; <0,05%
aMHHOITHPHINH
Any individual impurity /Jlro6ass | Not more than 0.5 % / He Gonee 0,5 %, <0,05%
€JIMHUYHAs PIMECH
Total impurities / cymma Not more than 2.0% / He 6onee 2,0 %. <0,05%
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product / HanmeHoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Ta6/1eTKH, NOKPBITHIE IJIEHOYHO# 000/104K0ii, 20 Mr

Batch no. / Homep cepun 21H13201A

Date of control / JaTa ananu3a 20.11.2021

Manufacturing date / 08.2021

JaTta npou3BoacTBa

Expiry date / Ilata okoHYaHHUSI 07.2024

CPOKA rOAHOCTH

TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATHBI

Microbial limits /

MuxkpobuoJiornueckasi YHcTOTAa

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

O61mee uncio a3poOHBIX He 6onee 1000 KOE/r <10 KO9/r

MHKPOOPTaHU3MOB

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

count / O61uee 4uciio He 6onee 100 KOE/r <10 KO9/r

APOACKEBBIX H TJICCHEBBIX FpH6OB

E. coli

Shall be absent in 1g/ OrcyrcTBHe B 1 T

Absentin1 g/
OtrcytctByerB 1 T

Uniformity of dosage units /
OanopoaHOCTh A03HPOBAHHS

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./

Jna 10 Tabnerok AV < 15 wmm mis 30
tabnerok AV <25 npu ycnosun, uto 0,75
M <xi<1,25M, rne L1= 15,0 u L2=25.0.

Complies /
CootBercTBYET
AV =1,6( n=10)

Assay / KoanuecTBeHHOE
onpeeneHne

It contains not less than 90% and not more
than 110% of labeled amount of
tenoxicam. / Or 90 mo 110% ot
3asBJICHHOIO 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 OGmuctep u3 [IBX/Axn.
ITo 1 6muctepy BMecTe ¢ HHCTPYKIHEH 1Mo
INPUMEHEHHIO TOMELIAIOT B KapTOHHYIO
MayKy.

Complies /
CootBeTcTBYeT

Labeling / MapkupoBka

According to normative document / B
COOTBETCTBUH c HOPMAaTHBHOM
JOKyMEeHTaluen

Complies /
CootBeTcTBYeT
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HaumenoBanue
npenaparta

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Ta61eTKH, NOKPBIThIE JIEHOYHO# 000/104K0ii, 20 MIr

Batch no. / Homep cepun 21H13201A

Date of control / lata ananu3a 20.11.2021

Manufacturing date / 08.2021

JaTa npou3sBoacTBa

Expiry date / laTta okon4anus 07.2024

CPOKa FOTHOCTH

TESTS /MMOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS /
PE3YJbTATHBI

Storage / Xpanenue

25 °C.

In dry place protecting from light at temperature below 25°C. /
B cyxoM, 3aIqyIleHHOM OT CBeTa MeCTe MPH TeMITepaType He BBIIIE

Shelf-life / Cpok roqnoctu

3 years. / 3 rona.

Assessment / 3aKIIOUEHUE:

The batch complies with the specifications according to ND JIC-
000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYeT TpeOOBaHHAM HOPMATHBHOTO mMokymeHta JIC-
000294-301019 (n3menenue Ne 1 ot 28.04.2020).
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