CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® TaGaeTkH, NOKpbITHE N1EH04HOI1 0BomouKoit, 20 Mr

Name of Product /
Haumenopanne npenaparta
Batch no. / Homep cepun

Date of control / laTa anaiansa
Manufacturing date /

JlaTa npousBoacTRA

Expiry date / lara oxonuanmsi
CpOoKa roJHOCTH

TESTS /MTOKA3ATEJH

Description / Onacanne

23E07961A
06.2023
05.2023

04.2026

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HemTele ¢ KOPHYHEBHIM OTTEHKOM IIBETa
OBaNkHRIE, NBOSKOBEINIYKIIBIE TablleTKH,
TIOKPHITHIE IUIeHOYHOH 0605104K0lH, ¢ pHCKOH
Ha oH0M cTopone. Ha nonepednom paspese
PO APKO-KENTOTO 1IBETA.

Complies / CooTBeTcTRYET

| Tdentification (HPLC) /
MMoanunHoeTs (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 yjaepxuBaums
OCHOBHOTO TIHMKa HA  XPOMATOTpaMMe
HCITEITYEMOT O pacTBopa HOIIAKHO
COOTBETCTEOBATE BPEMCHHM  YOCIIKHBAHHS
OCHOBHOIO TIHKA Ha  XpoMaTorpamme
CTAaHZApPTHOTO  pacTBOpa  TEHOKCHKaMa
(paznen «KommuecTBeHHOE ONIpEACEHHES ).

Complies / CooTBeTCTBYCT

Uniformity of weight /
OaHopoaHOCTE N6 Macce

18/20 tablets - not more than + 7.5%;
2720 tablets - not more than + 15%. /
18/20 tabnerox - e Gonee + 7,5 %;
2/20 TabneToK - He Oonee £ 15 %.

Water / Boaa

Complies / CooreercTByeT

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

6.2 %

'Dﬁntegration / PacnajaemocTs

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

Dissolution / PacTBopenue

2-aminopyridine /
2-aMHHOTTHUPUIHH

Not less than 75% (Q) of tenoxicam in
45 min./ He mence 75 % (Q) TeHOKCHKaMa
aepes 45 MAH.

2 min/ 2 MHH

90 %

Related substances (HPLC) / PogcTeeHHBIe nipumecn (BIHKX)

| Individnal unidentified impurity/

EnnHuvHas

HEeHNCHTH(OHLMPOBAHHAS TIPHMECD

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

Not detected / He oGuapyxena

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

Total impurities /
CyMma nipumeceit

Not detected / He obHapyxeHa

Not more than 2.0% /
He Gonee 2,0 %

Microbial limits / MrxpoGuosornyeckas WHCTOTA

Not detected / He o6HapyxeHa

Obniee 9HCTIO
MMKPOOPraHH3MOB

Total aerobic microbial count /
a3pOoGHEIX

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

<10 CFU/g /
<10 KO/

lof2



CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIM3A

TEXARED film coated tablets, 20 mg/
TEKCAPEI® rabnerkn, TIOKPRLITHIC IUIEHOYHOT 0B0/104K0i, 20 M

Name of Product /
Haumenoranue npenapara

Batch no. / Homep cepuu 23E07961A
Date of control / lara anannia 06.2023
Manufacturing date / 05.2023
Hara nponssoacTea
Expiry date / Jata okonuanun 04.2026
CPOKa FGAHOCTH
TESTS /MOKA3ATENH SPECIFICATIONS / HOPMBI RESULTS / PE3Y.JIBTATI:I_|
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g /
count / Obuiee uncno ApoackeBeIX | He Gomnee 100 KOE/r <10 KO3/t

H IUICCHEBHLIX rPHOOR

E. coli

Shall be absent in 1g / Otcyrcreme 8 | ¢

Absentin 1 g/
OrcyrereyerB 1 1

Uniformity of dosage units /

I Acceptance value (AV) should not be more

Complies / CoorrercTayer

Koinyecrrennoe onpenesenue
(BOXKX)

Onnopopnocts nosnposanns than 15.0. / Tlokaszarens npHemaeMocT (AV) AV =19
AommxeH GHITh He Gonee 15,0.
Assay (HPLC) / 90.0% to 110.0% of CiHN;O,S, 100,5 % ,

(tenoxicam) in a tablet of label claim. /
Or 90,0% 20 110,0% C13H11N30482
(TeHOKCHKAM) B TableTKe OT HOMHHANILHOIO
COJIePKANTA.

Package / Ynakogka 10 tablets in PVC/aluminum foil blister. | 10 tablets in PVC/aluminum
1 blister and a patient information leaflet in a | foi] blister. 1 blister and a
carton. / Tlo 10 Tabnetox B Gmuctepe 3 patient information leaflet in a
. IIBX/amomunueroii gombrn. Io 1 Omactepy | carton. / ITo 10 rabnetox B
BMECTE ¢ HHCTPYKuMelH mo npuMenenmo | Sauctepe u3
HOMENIAIOT B NAYKY KAPTOHHAYIO, [IBX/amomunnesoii  donpru.
Ilo 1 6aucrepy Bmecte c
HHCTPYKIHEH IO NIPpUMEHERHIO
HOMETIAOT B nauky
Al ~ KapTOHHVIO.
Labeling / Mapkupopka According to mormative document / Complies / CootseTcTayer
B COOTBETCTBHH ¢ HOPMATHBHOH
AOKyMeHTalHel |

?torage { Xpanenue

25°C.

In original package (blister in a carton), at temperature below 25°C. /
B opurusansroi ynakoske (banctep B nauke) mpu TEMIIEPATYPE He BEIILE

| Shelf-life / Cpox roguocTn

| 3 vears. / 3 ropa.

Assessment /
3awnoueHue:

The batch complies with the specifications according to ND JIC-000294-15102] /
Cepust cooTeTCTBYET TpeGoBAHEAM HOpMaTHBHOI'O nokymeHTa JIC-000294-151021.

API manufacturer batch number /

|_API name (INN) / naumenosanne ADC (MHH):

Tenoxicam / Tenokcuram

—

Homep cepun npomzBopntens A®C:

FP Manufacturer API Batch number /
Homep cepnu cyeranuun nponseoanrens IJID:

92030521

I IIponseonuresn A®C, cTpana:

APl Manufactured by & country /

23108471

Edmond Pharma S.r.L., Italy /
l Aamonn Dapma, C.p.JT., Utamus




