CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/® Ta6sieTkH, NOKPLITLIE MIeAOYHOH 06010uKoi, 20 Mr

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

Date of control / Mara ananusa
Manufacturing date /

Jata npousgojicrsa

Expiry date / Mara oxoHuaHHst
CpOKa FOOHOCTH

TESTS MOKA3SATEJHN
Description / Onncanne

Identification (HPLC) /
MozaunnocTs (BIKX)

25A00041A
02.2025
01.2025

12.2027

SPECIFICATIONS / HOPMbI

| RESULTS /PE3YJILTATHI

| Yellow with a brown shade, oval, biconvex

tablets, film-coated scored on one side. Core
in the cross section of a bright vellow color. /
HKentele ¢ KOPMYHEBHIM OTTEHKOM IIBETa
OBANIBHEIC, JBOSKOBRIMYKNBIE  TabNeTKH,
[OKPBITBIC IHIEHOUHOH 000A04KO0H, ¢ pHCKOi
Ha ojHOI cTopone. Ha nomepeudoM paspese
A71p0 APKO-KCITOTO IBETA,

Complies / COOTBeTCTBye_T

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 yaepxuaBauns
OCHOBHOTO MHKA HA  XPOMATOTPAMME
ACTIBITYEMOTO pacTBopa AOIIKHO
COOTBETCTBOBATE BPEMCHH  YICPKHBAHUA
OCHOBHOTO THKA HA  XPOMAaTOrpaMme
CTAHFAPTHOTO  PacTBOpA  TCHOKCHKAMA
(pazzen « KomMuecTBEHHOS ONipeeieHHes ).

Uniform ity of weight /
OanopoaHocTh N0 Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not mote than + 15%. /
18/20 TabneTox - He Gonee + 7.5 %.:
2/20 TabneTok - He Hoee £ 15 %.

Water / Boaa

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

| Disintegration / Pacragaemocts

Not more than 30 min. / He Gonee 30 mun.

Dissolution / PacrBopenne

Not less than 75% (Q) of tenoxicam in
45 min./ He mMenee 75 % (Q) TeHOKCHKaMa
yepes 45 MEH.

| Related substances (HPLC) / Poactee

HHBbIe NpHMecH (BIXKX)

2-aminopyridine /
2-aMUHOTTNPHINH

Not more than 0.25 % /
He Gonee 0,25 %

Individual unidentified impurity/
Enunnunas
HedAcHTHQHIIHPOBAHHAA MPUMEChH

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

Total ﬁn};urities !
Cymma npumecei

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

Microbial limits / MukpoGHonorayeckas 4ucToTa

Total aerobic microbial count /
Obmee qUCTO a3pobHBIX
MHKPOOPTaHHIMOB

Less than 1000 CFU/g /
He 6onee 1000 KOE/r

Complies / CooTBeTcTBYET

Complies / CooTBeTcTBYET

49 %

2min/ 2 MuH

94 %

Not detected / He o0Hapy:xena

| 0.1%/0.1%

0.1%/0.1%

|' <10 CFU/g /
<10 KOD/r
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIM3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/® 1a6seTKH, NOKPLITHIE INICHOYHOH 060104K0H, 20 Mr

Name of Produet /
HanmeHoBanrue npenapata
Batch no. / Homep cepun

Date of control / Jara anamasa
Manufacturing date /

Jata nponzsopcrsa

Expiry date / Jara okoHuanust’
CpOKa ToIHOCTH

TESTS /MTOKA3ATEJHU

Total combined yeast / moulds

count / Ofmee THCIO APOSKIKEBBIX

M TLIECHEBHIX TpHGOB

E. coli

Uniformity of dosage units /
OnHoposHOCTE AO3HPOBAHUSA

Assay (HPLC) /
Ko/nyecTBeHHOE OMpeaeIcHHE
{BIXKX)

Package / Yniakopka

25A00041A
02.2025
01.2025

12.2027

SPECIFICATIONS /f HOPMBI

| RESULTS / PE3YJIBTATBI

Less than 100 CFU/g /
He 6osee 100 KOE/T

<10 CFU/g /
<10 KO/t

Shall be absent in 1g / OrcyrcTBHE B 1 T

Absentin 1 g/
OtcyTcTBYyeTB 1 T

Acceptance Value_(AV) should not be more
than 15.0. / Moxkazarens npueMaeMocTH {A V)
Jomxed OpiTh He Dosee 15,0,

Complies / CooTBeTCTEYET
AV=438

900% to 110.0% of CnaHiiNsOsS;
(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CraH11N3048;
(TeHoKcHKaM)} B TAaONETKe OT HOMHHATBLHOTO
COZCPKAHHI.

99.0 %

| 10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a
carton. / Ilo 10 rabnerok B Gumcrepe u3
IIBX/amoMunneBoii oseru. Io 1 6auctepy
BMECTe ¢ HHCTPYKUMEH [0 HNPHMEHEHHIO
MOMELIACT B NIAYKY KAPTOHHYE).

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabnerox B
Onuctepe H3
MBX/amoMAHKEBOH  (ONBIHA.
ITo 1 Gnuctepy BMecTe <
HHCTPYKIHEH Mo MpHMEHEHUI0
TOMEIAIT B MaukKy
Ka[ITOHHY .

_Labeling / Mapkuposka

_Storage / Xpanenne

Shelf-life / Cpok rognocrn

document
HOPMATHBHO

According to normative
B COOTBETCTBHH c
NoKyMeHTauuei

!
H

Complies / CootseTcTBYET

In original package (blister in a carton), at temperature below 25°C. /
B opurunanenoii ynakoBke (6McTep B IIauKe) IpH TeMIlepaType He BbILIe

25 °C,

3 years. / 3 rona.

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /

SakmoueHHE:

API name (INN) / naumenosanue AOC (MHH);

CepHg cooTBeTCTBYET TPeGOBAHUAM HOPMATHBHOTO HokyMeHTa JIC-000294-151021,

Tenoxicam / TeHokcHKAM

API manufacturer batch number /
Howmep cepun nponssoxnteins ADC:

92003424

FP Manufacturer API Batch number /
Homep cepnn cyGeranunn npoussoantensa [JID;

24116281

API Manufactured by & country /

Ipoussoaurene ADQC, eTpara:

Edmond Pharma S.r.L., Italy /
Onamonn Papma, C.p.J1., Uranmns

GO GEN

cO ilag Sanay!

TAoL2018

Ticaret AS: 20f2



