CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIU3A

Name of Product / : TEXARED film coated tablets, 20 mg /

HaumenoBanne npenapata TEKCAPEJ® TaGreTkn, NOKPbITHIE fIEHOIHOI 06004 K0, 20 MI*
Batch no. / Homep cepun 1 25A00021A

Date of control / JlaTa ananusa ;022025

Manufacturing date / : 01.2025

Jara npouseoactea

Expiry date / TaTa okonuanus : 12.2027

CpPoOKa roaJHoOCTH

TESTS /MMOKA3IATEJA SPECIFICATIONS / HOPMBI RESULTS /PE3YJIBTATHI

Description / Onncanune Yellow with a brown shade, oval, biconvex Complies / CoorBercTBYET
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color, /
JKentele ¢ KOPUYHEBHIM OTTEHKOM LBETA
OBANLHBIE, JBOAKOBBINYKJIEIE  TaGIeTKH,
MOKPBITEIE TIEHOUHOH 060M01KoH, ¢ pHckoit
Ha opnoi ctopoHe. Ha momnepeiHoM paspese
STIPO APKO-IKENITOrO HBETA.

Retention time of the main peak in thei Complics / CooTBeTcTRYET

chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpema yamepuBaHus
OCHOBHOTO TIHKA Ha  XpOMAarorpamme
HCOBITYEMOTO pacTBOpa IOIDKHO
COOTBETCTBOBATE BPEMEHH YASpPKHBAHUA
OCHOBHOTO IIMKA HA  XPOMATOrPaMme
CTAHAAPTHOTO  PacTBOpa  TEHOKCHKAMA
(pazmen «KonHvyecTBEHHOE OTIPEIENEHHEN ).

Tdentification (HPLC) /
MopnupHocTs (BIKX)

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CooTBeTCTBYET

OnHopoaHoCTE M0 Macce 2/20 tablets - not more than + 15%, /
18/20 raGneTox - He GoJee + 7,5 %;
2/20 TaGneTok - He Bonee £ 15 %.

Water / Boga Not more than 7.5% / He 6omnee 7,5% 5.0%

Disintegration / Pacnanaemoctn | Not more than 30 min. / He Sonee 30 mun, 2 min / 2 MuH

| Dissolution / PacrBopenue Not less than 75% (Q) of tenoxicam in 94 %
45 min./ He menee 75 % (Q) TeHOKCHKama |
depes 45 MHH. I

Related substances (HPLC) / PoacTBennsie mpumecu (BIKX)

2-aminopyridine / Not more than 0.25 %/
2-aMHHONUPHANH He Gomee 0,25 % Not detected / He oGHapyxena

Individual unidentified impurity/ | Not more than 0.5 % /
Enunnuyas He 6onee 0,5 % 0.1%/0.1%
HEWIEHTHHIHPOBAHHAL TIPUMECE

Not more than 2.0% /

Total impurities /
He Gomee 2,0 % 0.1%/0.1%

CymmMa mprmeceii

Microbial limits / MakpoSnonoraueckas uncrora

~ Total aerobic microbial count /| Less than 1000 CFU/g/ <10 CFU/g /
Obmee YHCIIO aspobunx | He 6onee 1000 KOE/T <10 KOO/r
MHEPOOPTAHH3MOE
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product /
HaunmeHoBanne nmpenapata
Batch no. / Homep cepun

Date of control / laTta ananuza
Manufacturing date /

JdaTa nponzBoacTBa

Expiry date / llara oxonuannas
CpPOKA TOAHOCTH

I TESTS MOKA3IATEJHA

| Total combined yeast / moulds
count / O6Imee YHCAO APOHFIKCBEIX
H [UIECHEBEIX TpHOOB

E. coli

Uniformity of dosage units /
OnnopoaHocTh 103HMPOBAHHSA

Assay (HPLC) /
Konwuyeersennoe onpeaccHue
(BYKX)

TEXARED film coated tablets, 20 mg /

TEKCAPEJI® Ta6neTKH, DOKPBITHIE ILICHOIHOH 060.104K0H, 20 Mr

25A00021A
02.2025
01.2025

12,2027

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJbTATHI

Less than 100 CFU/g /
He 6onee 100 KOL/T

Package / ¥YnakoBka

Labeling / Mapkupoeka

Storage / Xpanenue

‘ Acceptance value (AV) should not be more

<10 CFU/g /
<10 KOD/r

Shall be absent in 1g / OtcyrcTBHE B 1 T

Absentin 1 g/
OrtcyteTByeTB 1 T

than 15.0./ Hoxasarens npueMieMocta (AV)
JonAeH 6pITh He Gomee 15,0,

90.0% to 110.0% of CiHiN3O4S;
(tenoxicam) in a tablet of label claim. /
Or 90,0 %% o 110,0 %% C13H11N304Sg
(TenoKCHKaM) B TablleTKe OT HOMHHAIBLHOTO
COACPKAHNA,

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 tabnerok B GamcTepe M3
[1BX/amomvunnceoi donsry. Io 1 Gnactepy
BMECT€ © MHCTPYKIHEH MO0 OpPHMEHEHHIO
MOMEIAT B NAYKY KAPTOHHYI.

According to normative document /
B COOTReTCTBHM ¢  HOPMAaTWUBHOH
JOKyMEHTAMeH

In original package (blister in a carton), at tem‘perature below 25°C. /
B opuruHamHoH yrnakoske (OHcTep B Matke) IpH TEMICPATYPE He BHIIIE

25°C.

Shelf-life / Cpox roaHocTh

Complies / CooTBeTCTRBYET
AV=309

96.3 %

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a |
carton. / [lo 10 rabnetok B
6nmacTepe w3
[IBX/amomunrreroit  Gonpra.
TIo 1 6nucrepy Bmecre ¢
HHCTPYKIHEH MO IPUMEHEHUIG
NOMEMAT B HauKy
KapTOHHYIO.
Complies / CooteTcTByer

3 years. / 3 roga.

Assessment /
3akmoueHHe:

API name (INN) / nanmenoranne A®C (MIIH):

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTCTBYET TpeOOBAHAIM HOpMAaTHBHOTO NoKyMeHTa JIC-000294-151021.

API manufacturer batch number /

Homep cepun nponseogaTens ADC:

FP Manufacturer API Batch number /
Homep cepnn cyberanuuu npouseoautenn LJIO:

Tenoxicam / TeHOKCHKAM

AP] Manufactured by & country /

Hponssogurens AQC, eTpana:

92003424

24116281

@Q@EMSE

CU jiac sanayi ve

Edmond Pharma S.r.L., Italy /
Samonn ®apma, C.p.JL., Hranus
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