CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJIM3A

Name of Product /
HanmeHoBaHHe mpenapata
Batch no. / Homep cepunu

Date of control / laTa anainza
Manufacturing date /

JaTta npon3BoncTBa

Expiry date / HaTa oxoHuaHun
cpoKa ToHOCTH

TESTS MOKA3SATEJIN

Description / Onucanne

Identification (HPLC) /
TlonauuHoCcTE (BIKX)

| Yellow with a brown shade, oval, biconvex

TEXARED film coated tablets, 20 mg /

TEKCAPE/I® Ta6.1eTKH, TOKpPBIThIE I1eH04HOi 060a0uK0ii, 20 Mr

24106441 A
10.2024
09.2024

08.2027

SPECIFICATIONS / HOPMbI

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HKentele ¢ kOpHYHEBEIM OTTEHKOM I[BeTa
OBAJNBHBIC, JABOSKOBBLIMYKRBIE TaGNeTKH,
NMOKPBITEIE TEHOTHOH 0D0N0uKo#, ¢ pHCKOi

Ha ofHOH cTopone, Ha nonepeunom pazpese

AOPO APKO-XKSITOTO 1IBETA. |

Retention time of the main peak in the i

chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard |
solution (Assay). / BpeMsa ynepxwBanus
OCHOBHOTO MNHKA HAa  XPOMaTorpaMme
HCIEITY EMOT pacTBOpa TOIDKHO
COOTBETCTBOBATL BPEMEHM  YACPKHUBAHEAA
OCHOBHOTO NHKA HA  XPOMATOTPaMMe
CTAaHZAPTHOTC  PacTBOpa  TeHOKCHKaMa
{(pazzen «KondecTBEHHOS OTIPENIEICHHED ).

' Uniformity of weight /
OanopoanocTs Mo Macce

=
RESULTS / PE3VJILTATHI ;

= Complies / CooreeTcTBYET

Complies / CooreercTByeT

18/20 tablets - not more than + 7,5%,;
2/20 tablets - not more than £ 15%. /
18/20 Tabnetok - He Gosee £ 7,5 %;
2/20 TabmeToK - He Gomee £ 15 %.

Water / Boaa

Complies / CooTBeTCTBYET

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

Disintegration / PacmapaemMocTts

34% .

Not more than 30 min. / He 6onee 30 mus,

Dissolution / Pacrsopenue

_ Related substances (HPLC) / PoacTre

2-aminopyridine /
2-aMUIHONHPHUIHH

Individual unidentified impurity/

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHOKCcHKaMa
gepes 45 MHH.

HHbIE npuMecH (BIAKX)

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

Not more than 0.5 % /

3 min/ 3 MuH

93 %

Not detected / He obHapyxeHa

Enynuynas He 6onee 0,5 %o <0,05 / <0,05

HeUIeHTHHIHPOBAHHAA IIPAMECh

Total impurities / Not more than 2.0% /

Cymma npumMecei He 6onee 2,0 % <0,05 / <0,05
Microbial limits / Mukpoduonoradeckas 1ucrora

Total aerobic microbial count /| Less than 1000 CFU/g / <{0CFU/g/

O6mee  udeno  aspobmmix | He Gonee 1000 KOE/r <10 KO/t

MHKPOOPTaHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product /
HammeHoBaHHe npenapaTa
Batch no. / Homep cepuu

Date of control / JaTa anannia
Manufacturing date /

JlaTa npoH3BOICTEA

Expiry date / JaTa oxor4anns
€pOKa rogHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® rabiieTiu, TOKpLIThIE LIER0UHOH 060a104K0i, 20 MT

24106441 A
10.2024
09.2024

08.2027

TESTS MTOKA3ZATEJIH

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATHI |

Total combined yeast / moulds
count / Of1ee YHCIIO ZPOFOIKEBEIX
H MJIeCHEBHIX IPubOB

| Less than 100 CFU/g /

He 6onee 100 KOE/r

<10 CFU/g /
<10 KOD/r

E. coli

Shall be absent in 1 g/ OtcyTcTREE B I T

Absentinl g/
OtcytcTRYeTE I T

Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CootBeTCTBYET

KoanuecTBeHHOE onpefeicHHe
(BIKX)

OanopoAHOCTL 103HPOBAHHA than 15.0. / Moxkasaress npreMneMocts (AV) AV=20
JomxeH OBITE He Bonee 15,0,
Assay (HPLC) / 90.0% to ]10.00_A) of CisH11N;0458; 101,2 %

(tenoxicam) in a tablet of label claim. /
Or 90,0% g0 110,0% C1sH11N3048;
(TeHOKCHKaM) B TabneTke OT HOMAHANLHOTO
CoAepKaHus.

Package / Ynakoska

Labeling / Mapkupogxka

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 Tabretok B Guucrepe w3
TIBX/amomuaueroii ¢poneru. [o 1 6mactepy
BMECTe ¢ HHCTPYKUHeH N0 NpHMEHeHHIO
MOMEIIAIOT B NaYKy KapTOHHY).

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / IIo 10 Tabnerok B
Onucrepe H3
MBX/amoMHHIEBOH  (ONEH.
ITo 1 Onmcrepy BMecTe ¢
HMHCTPYKLHEH 10 IPUMEHSHHIO
MOMEILAIT B HayKy
KapTOHHYE).

According to mnormative document /
B COOTBETCTBUM c

JOKYMeHTauneii

HOPMaTHBHO |

Complies / CooTReTCTRYET

Storage / Xpanenue

In original paclage (bl_ister in a carton), at temlperature below 25°C. /
B opurunansHoli ynakoske (61HCTep B a9Ke ) IPH TEMIIEpaType HE BEIILE

25 °C.

" Shelf-life / Cpok roqmoeTH

3 years. / 3 roga.

Assessment /
JakmoUucHIE:

API name (INN) / naumenoBanne A®C (MHH):

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTCTBYET TpeOOBaHHAM HOPMaTHBHOTO MokyMeHTa JIC-000294-151021.

API manufacturer batch number /
Homep cepan nponsrognrens ADQC:

Tenoxicam / TeHOKCHKAM l

92035723 |

MMponseogurens APC, cTpana:

FP Manufacturer API Batch number /
Homep cepnu cybeTaHuuu nponzeoanTens ['JIM:

APl Manufactured by & country /

24114620

Edmond Pharma S.r.L., Ttaly /
Iamonz ®apma, C.p.JL., Uranus ‘
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