CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® tabnerkn, NOKPLITEIE NIeHOYHoH ofonoukoii, 20 Mr

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

Date of control / TaTa ananusa
Manufacturing date /

JaTa npon3eoacTBa

Expiry date / IaTa okoHYaHnA
€pOKa roaAHOCTH

i TESTS /ITOKA3ATEJH

[ Dgcription { Onucanue

23112371A
10.2023
09,2023

08.2026

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJBTATHI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kentsie ¢ KOPHYHEBBIM OTTEHKOM LIBETA
OBANILALIE,  BOAKOBBITIYKIRIE — TabmeTKH,
TOKPHITHIE TUTEHOYHOH 00010YKO0H, ¢ PUCKOH
Ha oIF0H cTopoHe. Ha momepeuHoM paspese
AAPO APKO-IKEITOTO IBETA.

e

Conii)ligl (_JoorneTCTByeT

Tdentification (HPL.C) /
MoananrocTs (BIAX)

| Uniformity of weight /
OnHOpPOAHOCTE MO Macce

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). / Bpemsa yaepKABaHHA
OCHOBHOTO IMHKAa HAa  XpPOMAaTOrpaMMe
HCTILITYEMOTO pacTBopa JOIKHO
COOTRETCTROBATh BPEMEHH YASPKHBAHHA
OCHOBHOTO [OHKA HAa  XPOMATOTpaMMe
CTAaHIAPTHOTO  pPAcTBOpPA  TEHOKCHKAMA
(paznen «KonuuecTBeHHOE OTIPEneneHHED ).

| 18/20 tablets - not more than + 7.5%;

2/20 tablets - not more than + 15%. /
18/20 TabneTok - He Gonee = 7,5 %,
2/20 TabneTok - He Ooyee £ 15 %.

Complies / CooTreTcTBYET

Complies / CooTBeTcTBYET

“Water / Bona

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

5.6%

Disintegration / PacnanaemocTh

Not more than 30 min. / He Gonee 30 muamn,

2 min / 2 man |

Dissolution / PacTRopenne

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

89 %

Related substances (HPLC) / Poacreennsie npumecu (BIAKX)

2-aminopyridine /
2-aMHHOTTHPHARH

Enunmunas

|  HemneHTHOHIHPOBAHHAA NPHMECH
Total impurities /

Cymma mpumeceii

Individual unidentified impurity/

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

Not more than 0.5 % /
He Gonee 0,5 %

“Not more than 2.0% /
He 6onee 2,0 %

| Microbial limits / MukpoGHogoruMecias MHCTOTA

Total aerobic microbial count /
a’po0HbIX

Oo61ee YHCIIO
MHKPOCPTaHU3MOB

Less than 1000 CFU/g/
He Gomee 1000 KOE/T

Not detected / He o6napyxena

Not detected / He obnapyxkena

Not detected / He obnapyxena

<10 CFU/g /
<10 KOD/r
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product /
HaunmenoraHNe NpenapaTa
Batch no, / Homep cepun

Date of control / laTa ananunsa
Manufacturing date /

Jata npouzeoacTea

Expiry date / JaTa oxoHYaHuA
€pOKa rOTHOCTH

TEXARED fiim coated tablets, 20 mg /

TEKCAPEJ® 1a6aeTkH, NOKPLITHIE IE1EHOUHOMH 060/109K0i, 20 Mr

23112371A
10.2023
09.2023

08.2026

RESULTS / PE3VJIBTATHI

TESTS MOKA3ATEJIHA SPECIFICATIONS f HOPMEI
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / Obmee umcno apoxkersx | He 6omee 100 KOE/T < 10 KO3/t

H IUTeCHEBBIX TPHOCB

| E. coli

Shall be absent in 1g / O_Tcﬁmfle Blr

Absentin 1 g/
OtcyterByerB I T

Uniformity of dosage units /
OIHOPOAHOCTE JO3HPOBAHHA

| Acceptance value (AV) should not be more

Complies / CooTBeTCTBYET

"Assay (HPLC) /
Komuecreennoe onpeaejcHue
(BIKX)

than 15.0./ TToxazaTens nmpHeMiIeMocTH (AV) AV =238
JoKeH OpTE He Oonee 15,0,
90.0% to 110.0% of CisHiNaO4S, 98.0 %

(tenoxicam) in a tablet of label claim. /
Or 90,0% A0 110,0% C]3H11N304Sz
{TeHOKCHKaM) B TadNeTke 0T HOMHHAIEHOTO
COMIePKAHHS.

Package / Ynakoka

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leafletin a
carton. / Ilo 10 tabnetox B OmucTepe W3
[1BX/amoMunueBoii donsry. Lo 1 Smuctepy
BMeCTe ¢ HHCTPYKUHeH IO TIpHMEeHEHHIO
TMOMETIAROT B MAYKy KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Tlo 10 Tabmetox B
Omrictepe u3
IBX/anoMunuesoll  donsry.
IIo 1 Onucrepy BMecTe ¢
HHCTPYKUMEH [0 NPUMEHEHHIO
HNOMELIAIOT B TaukKy
Ka[ TOHHYIO.

Labeling / Mapkuposka

document [
HOPMAaTHBHOH

According to mnormative
B COOTBETCTBHH c
JOKYMEHTaUMEH

Complies / CooTBeTcTBYET

Storage / Xpanenne

In original package (blister in a carton), at temperature below 25°C. /
B opurnHaneHoi yriakoBke (O1HCTEp B ITaYke) IPH TEMIEpaType HE BEILE

25°C.

Shelf-life / Cpok roaaocTH

3 vears. /3 roza.

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

3axmoyeHue;

Cepus cooTBeTCTRYeT TpeboBaHUAM HOpMaTHBHOTO mokymeHTa JIC-000294-151021.

API name (INN) / naumenoBauie A©®C (MHH):

Tenoxicam / TeHokcHEAM

API manufacturer batch number / 92032423
Homep cepun npouseoauteas ADC:
FP Manufacturer API Batch number / 23109853

Homep cepun cyGcTanumu nponssoaurens [JIdD:

API Manufactured by & country /
Ilponzeoaurens ADC, cTpana:

Edmond Pharma S.r.L., Italy /
SAMOH] @M@,@.p.ﬂ .» Mtanus
by
N2

20f2



