CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

HaunmenoBaHne npenapata TEKCAPE® taneTku. NoOKphIThIe IEHOUHOT obomoukoii, 20 mr
Batch no. / Homep cepan : 23I13761A

Date of control / {aTa aHa1n3a ;o 11.2023

Manufacturing date / : 09.2023

Hara npousegogcTea

Expiry date / laTa oxoHYaHus 1 08.2026

CpOKa roagHoOCTH

| TESTS /MOKA3ZATEJIA SPECIFICATIONS / HOPMEI RESULTS / PE3YJIBTATEI

! Description / Onmucanue Yellow with a brown shade, oval, biconvex | Complies / CootBeTcTBYET
tablets, fiim-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kenrele ¢ KODHUHEBHIM OTTEHKOM I[BETA
OBAJIbHEIE,  JIBOAKOBBINYKIbIE  TablleTKH,
NOKPBITEIE TIEHOYHOM 060109k, ¢ pHckoii
Ha OHO# cTopore. Ha monepednoM paspese
AIPC APKO-AKENTOTO TIBETA.

Identification (HPLC) / Retention time of the main peak in the | Complies / CooTserctByer
HogaarnocTs (BIXKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpema ymep:KuBaHmHA
OCHOBHOTO THKAa HAa  XpOMarorpamMMe
ACTIBITY €MOTO pacTBOpa JIOIKHO
| COOTBETCTBOBATh BPEMEHH YIOCPKHABAHHA
OCHOBHOTO  [IMKA Ha  XPOMAaTOIPaMMe
CTAHIApTHOIO  pAacTBOpa  TEHOKCHKAMa
(pazaen «KonyMuecTBeHHOE OTIPEACICHHEY),

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CooteeTcTBYET
OaHopoaHoCTh MO Macce 2/20 tablets - not more than + 15%. /
18/20 TabneTox - me Gonee £ 7,5 %:;
2/20 TabneTok - He Gomee £ 15 %.

Water / Bona Not more than 7.5% / He Gonee 7,5% 5.0 %
Disintegration / Pacnagaemocts Not more than 30 min. / ITe Gonee 30 mun. 2 min / 2 MuH -
Dissolution / PacrBopenne | Not less than 75% (Q) of tenoxicam in ' 95 % |

45 min./ He menee 75 % (Q) TerokcHKaMa
| depes 45 MuRH. |

. Related substances (HPLC) / PoacteeHnbIe npumecu (BIKX)

2-aminopyridine / Not more than 0.25 % / |
2-aMUHOTIHPHIHH He Gonee 0,25 % Not detected / He obnapyxena
Individual unidentified impurity/ | Not more than 0.5 % / 1
Enurminas He Gonee 0,5 % Not detected / He 06Hapyxena
HEHJCHTHQHIMPOBAHHAA IPHMECh
e — =
Total impurities / Not more than 2.0% /
Cymma npaMeceit He Gonee 2,0 % Not detected / He oBmapyena

Microbial limits / Mukpodnonorauecias ynerora

Total acrobic microbial count / | Less than 1000 CFU/g / ' <10 CFU/g /
Obwmee HHCIO aspobueix | He Gosee 1000 KOQE/r <10 KO3/
MHKPOOPTAHH3MOR
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

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

Date of control / Aata ananmnsa
Manufacturing date /

Hara nponseonctea

Expiry date / Nara okonuanusn
CPOKA roAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® TaGnetky, [NOKPBITEIE IIIEHOTHOI 06onoukoii, 20 mr

23113761A
11.2023
09.2023

08.2026

TESTS MOKA3SATEAN SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATHI
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / O6imee qwcno apoxoxesblx | He 6omee 100 KOE/r <10 KOOG/r

M TECHEBLIX IPUGOB

i E. coli

Shall be absent in 1g / OrcyTcrre B 1 T

Absentin 1 g/
OtcyterByerB 1 T

_Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CootBeTcTBYET

| Assay (HPLC) /
KoauvecTBenHoe onpenenenne
(BKX)

OaHopoaHOCTH 103UPOBAHNA than 15.0. / ITokasarens npaeMiemocTy (AV) AV=22
nomkeH OuITh He Gonee 15,0.
1 900% to 1100% of CuHiN:04S, 98,6 %

(tenoxicam) in a tablet of label claim. /
Or 90.0% o 110,0% Ci3H iIN3O48,
(TeHOKCHEAM) B TaBueTie OT HOMUHAILHOIO
COlEpyKaHus,

_Package / ¥nakoBka

10 tablets in PVC/aluminum foil blister,
I blister and a patient information leaflet in a
carton. / Io 10 Tabnerok B Gumcrepe m3
TBX/amomunneroi ponsru. Io 1 OnucTepy
BMECTE C HWHCTPYKIHCH N0 NpUMeHeHHIO
TIOMEIIAIOT B TIaYKy KapTOHHYIO.

i0 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Tlo 10 Tabuetox B
bnucTepe u3
TIBX/amoMurueBod  donera.
Mo 16ancrepy BMecTe ¢
HAHCTPYKLMEH N0 IPpUMEHEHHH)

| moMemaroT B nauKy
KapTOHHY K,
Labeling / Mapkupobka According to normative document / Complies / CootBeTcrRYST
B COOTBETCTBHH c HOPMAaTHBHOM
AOKYMeHTalne i
| Storage / Xpanenne In original package (blister in a carton), at temperature below 25°C. /

B oprrunanssolt ynakoske (6nctep B navke) MpH TEMIEPaTYpe He BEIILE

25°C.

' Shelf-life / Cpox rogHocTH

3 years. / 3 roga.

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

3axmouenne:  CepHs COOTBETCTRYET TPEOORAHHAM HOPMATHEHOTO jJokyMenTa JIC-000294-151021.

API name (INN) / nanmenoranue ADC (MHH):

Tenoxicam / TeHOKCHKAM

API manufacturer batch number / 92032423
Homep cepuut npoussogutens A®C;
FP Manufacturer API Batch number / 23109853

Homep cepnn cyGeranumn nponseogurens TJID:

API Manufactured by & country /

| Nponseoanrens A®C, cTpana:

Edmond Pharma S.r.L., Italy /
Snmong Gapma, C.p.JL, Vranus
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