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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIN3A

Name of Product / HanmeHoBanne
npenapara

Batch no. / Homep cepuu

Date of control / [laTa ananu3a
Manufacturing date /

JaTta npousBoACTBa

Expiry date / /lata okoH4aHHs
CpOKa roAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Tabi1eTKH, NOKPBITHIE IVIEHO4HO# 060104K0ii, 20 Mr

21K18691A
14.01.2022
10.2021

09.2024

TESTS /MOKA3ATEJ/IA

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJIBTATHBI

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. / YXenTsle ¢ KOPUUHEBHIM OTTEHKOM
[BETa  OBAaJbHBIC,  JBOSKOBHIMYKJIbIC
TabJIeTKH, TOKPHITHIE TUTEHOYHOM
000JI09KOl C PHCKOW Ha OJHOM CTOpOHE.
Ha mnomepeuHoMm pa3spese sApo SpKoO-
XKEJITOrO IIBeTA.

Complies /
CootBercTBYET

Identification (HPLC) /
HMopmnanocts (BIAKX)

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
yHepKMBaHHS OCHOBHOTO TIHMKa Ha
XpOMaTOrpaMMe HCIIBITYEMOTO PpacTBopa
JOOJDKHO  COOTBETCTBOBATh  BPEMEHH
YICpP)KHBaHHUS OCHOBHOTO IIHMKa Ha
XpoMaTorpaMMe CTaHIAapTHOIO PacTBOpa
TeHokcukama (pasgen «KommuecTBeHHOe
oIpezieieHUe» ).

Complies /
CootBetcTBYeT

Uniformity of weight /
OpHopoaHOCTh O Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnertok - He Gonee + 7,5 %,
2/20 TabseTok - He 6onee + 15 %.

Complies /
CootBetcTBYET

Water / Bona

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

4,7 %

Disintegration / Pacnagaemoctn

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

2 min / 2 Mun

Dissolution / PacTBopenue Not less than 75% (70%Q) of tenoxicam 93 %
in 45 min./ He menee 75 % (70%Q)
TEHOKCHKama depe3 45 MUH.
Related substances /
IlocTopoHHHE NIpUMeECH
2-aminopyridine /2- Not more than 0.25 % /ue 6onee 0,25 %; Not Detected
aMHHOTHPUIH
Any individual impurity /JIro6ast | Not more than 0.5 % / e 6onee 0,5 %; Not Detected
eIMHUYHas NPUMECh
Total impurities / cymma Not more than 2.0% / ne 6onee 2,0 %. Not Detected

npuMecei
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product / HanmenoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE/ TabneTkn, NOKpbITHIE MJIEHOYHOI 060/7109K0ii, 20 Mr

Batch no. / Homep cepun 21K18691A

Date of control / {aTa ananuza 14.01.2022

Manufacturing date / 10.2021

JlaTa npoM3BOJACTBa

Expiry date / lata okoH4YaHHS 09.2024

CpOKa roAHOCTH

TESTS /MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIBTATHBI

Microbial limits /

Mukpobuonornyeckasi 99CTOTA

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

O611iee YKCIIO a3POOHBIX He 6omee 1000 KOE/r <10 KO3/r

MHKPOOPTaHHU3MOB

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

count / Ob1miee YucIIo He 6omee 100 KOE/r <10 KO3/r

JPOJOKEBBIX U IUIECHEBBIX TPHOOB

E. coli Shall be absent in 1g/ OtcyrcTBHe B 1 T Absentin 1 g/
OrcyrctByer B 1 1
Uniformity of dosage units / For 10 tablets AV <15 or for 30 tablets AV Complies /
OaHOpOAHOCTH AO3HPOBAHHS <25if 0,75 M < xi <1.25 M where L1= CootBeTcTBYyET
15.0 and L2=25.0./ AV =3,6( n=10)
Jlng 10 tabnerok AV < 15 wmm mia 30
tabnerok AV <25 npu ycnosuw, uro 0,75
M <xi<1,25M, rme L1= 15,0 u L2=25,0.
Assay / KosinuecTBeHHOE It contains not less than 90% and not more 101 %
ompeje/ieHHe than 110% of Ilabeled amount of
tenoxicam. / Ot 90 mo 110% or
3asBJICHHOT'O KOJIMYECTBA TEHOKCHKaMa
Package / YnakoBka 10 tablets in PVC/AL blister. 1 blister and Complies /
a patient information leaflet in a carton. / CootBeTcTBYET
ITo 10 Tabnerok B Gmuctep u3 [IBX/An.
o 1 6nuctepy BMecTe ¢ HHCTpYKLHMEH 1O
NPAMEHEHUIO TOMENIAIOT B KapTOHHYIO
HavKy.
Labeling / MapkupoBka According to normative document / B Complies /
COOTBETCTBUU c HOpPMAaTHUBHOM CootBeTcTBYyET
JIOKyMEHTaLuen
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product / HaumeHnoBanne
npenaparta

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Ta6/1eTKH, NOKPbIThIE IVIEHOYHOH 060/104K0ii, 20 MIr

Batch no. / Homep cepun 21K18691A
Date of control / laTa ananuza 14.01.2022
Manufacturing date / 10.2021
JlaTa npon3BoaCTBa
Expiry date / lata okoH4YaHusI 09.2024
CPOKa FOAHOCTH
TESTS /MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
A PE3YJIbTATHI
Storage / Xpanenne In dry place protecting from light at temperature below 25°C. /

25°C.

B cyxoMm, 3alIMIIEHHOM OT CBETa MECTe TIPH TEMITEPATYpPe He BhIILE

Shelf-life / Cpok rognocrun

3 years. / 3 roxa.

Assessment / 3aKkiroueHue:

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

H. MEHVES TIIRKELI
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