K8 GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HaumenoBanue npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6nerkn, NOKPBITHIE IJIEHOYHOH 000/104K0ii, 20 Mr

Batch no. / Homep cepun 22113061A
Date of control / laTa ananuza 25.10.2022
Manufacturing date / 09.2022
HaTa npousBoacrea
Expiry date / {aTa okonyanus 08.2025
CPOKa roAHOCTH
TESTS MOKA3ATEJIN SPECIFICATIONS / HOPMBbI RESULTS / PE3YJIbTATHI

Description / Onucanue

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
JKenTele ¢ KOPUYHEBHIM OTTEHKOM IIBETA
OBAIBHBIC,  NBOSAKOBBINMYKJIEIE  TabJIeTKH,
TIOKPBITBIE TUICHOUHOM 060/109KOH, ¢ pHUCKOit
Ha ofiHOH cTopoHe. Ha monepeynom paspese
AAPO APKO-XKEJITOTO LIBETA.

Complies / CootBeTCTBYET

Identification (HPLC) /
IoaaunHocTs (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 ynepxuBanus
OCHOBHOTO MNMKa HAa  XpOMarorpaMMe
HCHBITY €MOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHU YIEPXKHBAHHA
OCHOBHOTO MHMKa Ha  XpOMarorpamme
CTAaHIAPTHOTO  pacTBOpa  TEHOKCHKama
(paspen «KommuecTBeHHOE ompeeneHuey).

Complies / CootBetcTBYET

Uniformity of weight /
OnnopoaHocTs MO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnerox - ve Gonee + 7,5 %;
2/20 Tabnetok - He Gonee = 15 %.

Complies / CooTBeTcTBYET

Water / Boga

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

57%

Disintegration / Pacnagaemocts

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

2 min / 2 MuH

Dissolution / PacTeopenue

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % (Q) TeHOKCHKama
yepes 45 MuH.

88 %

Related substances (HPLC) / PoacTBennbIe npumecu (BIXKX)

2-aminopyridine /
2-aMHHOTIUPUANH

Not more than 0.25 % /
He 6o1ee 0,25 %

Not detected / He o6Hapysxkena

Individual unidentified impurity/

Enmuanynas

HEMAEHTU(UIUPOBAHHAS PUMECH

Not more than 0.5 % /
He 6omee 0,5 %

Below LOQ (LOQ = 0.05 %) /
Hwxe npenena
KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0.05 %)

Total impurities /
CyMMa nipumeceit

Not more than 2.0% /
He 6omee 2,0 %

Below LOQ (LOQ = 0.05 %) /
Hmxe nipepena
KOJIMYECTBEHHOIO
onpenenenns (ITKO = 0.05 %)
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BQGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HaumenoBanne npenapara
Batch no. / Homep cepun

Date of control / Jata anannsza
Manufacturing date /

JaTa npousBoacTBa

Expiry date / aTa okoHuanus
CPOKa roqHOCTH

TEXARED film coated tablets, 20 mg/

TEKCAPE/J® Ta6nerkn, MOKPBITHIE IIEHOYHOT 060J104K0ii, 20 M

22113061A
25.10.2022
09.2022

08.2025

Microbial limits / Mukpo6unosorayeckasi uncrora

Total aerobic microbial count / | Less than 1000 CFU/g/ <10 CFU/g/
O6mee qHUCIIO aspo6uerx | He Gonee 1000 KOE/r <10 KO9/r
MHKPOOPTaHH3MOB

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / O6mee uncio apoxxessrx | He Gonee 100 KOE/r <10 KO3/r

H IUIECHEBBIX TPHOOB

E. coli

Shall be absent in 1g / OrcyTcTBHE B 1 T

Absentin 1 g/
OrcytctByerB 1T

Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CootBercTBYET

OamsopoaHocTh 103HpOBaHHS than 15.0. / TToxasarens npueMiemMocTy (AV) AV =20
HOJKEH OBITE He Gotee 15,0.
Assay (HPLC) / 90.0% to 110.0% of Ci3sH;N30.S, 97.9 %

KOJIH'-ICCTBCHHOC omnpeaejeHue
(BIXKX)

(tenoxicam) in a tablet of label claim. /
Or 90,0% gno 110,0% Ci3HiN304S,
(TeHOKCHKaM) B TaGNeTKe OT HOMUHAIBHOTO
COZEPKAHHS.

Package / YnakoBka

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 rabnetox B GiucTepe u3
IIBX/amomunuesoii gonsra. Io 1 6muctepy
BMECT® C HMHCTPYKLMEH MO NpHMEHEHHIO
TOMEIIAIOT B aYKy KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / ITo 10 tabaerok B
6nucrepe 3
IIBX/amomMuHneBO#  (pombru.

Ilo 1 6mucrepy BMecTe c
HHCTPYKUHEH 10 IIPUMEHEHHIO
HOMETIAI0T B HauKy
KapTOHHYIO.
Labeling / Mapkuposka According to normative document / Complies / CooTBetcTByeT
B cootBerctBMM ¢ HopmaTHBHOI
JIOKyMEHTaluei
Storage / Xpanenne In original package (blister in a carton), at temperature below 25°C. /

B opurunanbHo# ynakoske (61ucTep B nauke) npu TEMIEPATYpe HE BhIIIE

25°C.

Shelf-life / Cpox roanocTn

3 years. / 3 roga.

Assessment /
3akjroueHue:

KAVHAMN ARAS

The batch complies with the specifications according to ND JIC-000294-151021 / Cepus
COOTBETCTBYET TPeGOBaHHMAM HOPMATHBHOTO JoKyMeHTa JIC-000294-151021.
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