CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

HanmeHnoBaHue mpenapata TEKCAPEJ1® TafeTKH, NOKPLITHIE TVIEH0YHO# 060:104K0i, 20 MT
Batch no. / Homep cepun : 23112331A

Date of control / laTa ana/m3a : 10,2023

Manufacturing date / o 09.2023

JaTa npou3BoacTBa

Expiry date / /laTa okoH4YaHHA : 08.2026

CpoOKa roAHOCTH

TESTS MOKA3SATEJIM SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI |

Description / Onneanue Yellow with a brown shade, oval, biconvex Complies / CooTBeTCTBYET
tablets, film-coated scored on one side. Core
i the cross section of a bright yellow color. /
JKentele ¢ KOPHYHEBBIM OTTEHKOM LBETa
OBATLHEIE, JBOAKOBEIIYKJIEE  TalOleTKH,
NOKPBITEIE TMeH09HO 060moukoil, ¢ pHCKOH
Ha ofiHO# cTopoHe. Ha monepeunoM paspese
AAPO APKO-KEITOrO BETA. |

Identification (HPLC) / Retention time of the main peak in the | Complies/ CooTBeTcTRYET

HoanuuHocTs (BIAKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram  of tenoxicam standard
solution (Assay). / Bpems yaepKHBRaHHA
OCHOBHOTO IMKAa HAa  XpOMarorpaMme
HCMBITYEMOrO pacTeopa JIOIKHO
COOTBETCTBOBATL BPEMEHH  YASPKHBIHHA
OCHOBHOTO TIHKa HA  XPOMATOrpamme
CTAHAAPTHOrO  PAcTBOPA  TEHOKCHKAMa
{pazzen «KonuuecTseHHOE ONPEaESHHE ).

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

OaHOPOIHOCTE 1O MaCCE 2/20 tablets - not more than + 15%. /
18/20 rabnerox - Ee bonee + 7,5 Y,
2/20 Tabnerok - He Sonee + 15 %,

Water / Boaa Not more than 7.5% / He 6omxee 7,5% 53.5%

Disintegration / PacnagaeMocTh Not more than 30 min. / He 6omee 30 Mun. 3 min/ 3 MHH
Dissolution / PacTropenne Not less than 75% (Q) of tenoxicam in 89 %

45 min./ He meHee 75 % (Q) TeHOKCHKaMa
qepes 45 MHH.

Related substances (HPLC) / PoactBennsbie npumecH (BI7KX)

2-aminopyridine / Not more than 0.25 % /
2 -aMAHOTIHPHITHH He 6omee 0,25 % Not detected / He oGnapyxena |

Individual unidentified impurity/ | Not more than 0.5 % /

Emaniranas He Gonee 0.5 % Not detected / He o6HapyxeHa
HEMAEHTUULMPOBAHHAS IPHMECE

Total impurities / Not more than 2.0% /

CymMa npameceii He Gonee 2,0 % Not detected / He o6HapyxeHa

Microbial limits / Mukpofuonorndeckas 4HCTOTA

Total aerobic microbial count / | Less than 1000 CFU/g/ <10 CFU/g /
Qbwee THCIO a3pobHeIx | He Gonee 1000 KOE/r <10 KO3/t
MHKPOOPTAHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIN3A

Name of Product /
HaumeHoBaHHe npenapaTa

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta61eTKH, NOKPLITHIE IUIEHOUYHOI 060104K0ii, 20 MI

Batch no. / Homep cepun 23112331A

Date of control / JIaTa anannia 10,2023

Manufacturing date / 09.2023

Jata npoH3BOACTEBA

Expiry date / laTa oxoH4aHHAs 08.2026

CpPOKA rOTHOCTH

|. TESTS /MMOKA3ZATEJIHU SPECIFICATIONS / HOPMBI RESULTS / PE3YJILTATH]

Total combined yeast / moulds Less than 100 CFU/yg / < 10 CFU/g /
count / Obmee uncio apoxskehx | He Gomee 100 KOE/r < 10 KO3/r

H IJIECHEBBIX I’pHﬁOB

E. coli

Shall be absent in 1g / OtcyTcTBHE B 1 T

Absentinlg/
OrcyreTByeTB 1 1

Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CooTreTcTBYET

" Assay (IIPLC) /
KonnuyecTBeHHOE OnpeaeneHne
(BIKX)

OaHopoaHOCTE J03HPOBAHHSA than 15.0. / Iloxasarens npuemneMoctd (AV) AV =29
JIomKeH OBITE He Bomee 15,0,
900% to 110.0% of CiHiN3O48; 98,0 %

(tenoxicam) in a tablet of label claim. /
Or 90,0% a0 110,0% C]3H]1N304Sz
{TeHoKXCcHKaM) B Ta0NeTKe OT HOMHHAIBHOTO
collepKaHHA.

[ Package / YnaxoBka

| 10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a
carton. / [Mo 10 TaGnetox B Omucrepe u3
MBX/amomunuesoii gonsru. Ho 1 6nuctepy
BMECTE € MHCTPYKOMEH N0 NPUMEHEHHIO
IOMEIIAKYL B HAYKY KAPTOHHYHD.

10 tablets in PVC/aluminum

foil blister. ! blister and a
patient information leaflet in a
carton. / Tlo 10 tabmeTok B
OmucTepe H3
MNBX/mnomunuesoii  donsri,
Ilo 1 6nuacrepy BMecte ¢
HHCTPYKITHEH Mo TpHMEHEHIIO
MOMENIAINT B Mavky
KapTOHHYIO.

Labeling / MapknpoBKka

document /
HOPMAaTHBHOH

According to normative
B COOTBETCTBHH c
AOKYMEHTaIueH

Complies / CooTBercTBYET

Storage / Xpanenue

In original package (blister in a carton}, at temperature below 25°C. /
B opuruHanbHol yiiakoske (GiiMcTep B HAUKe) IPH TEMIISPATYPE HE BBILIE

25°C.

Shelf-life / Cpox roguocTH

3 years. / 3 roga.

Assessment /
3axmouenne:;

API name (INN)}/ nanmeHoBakne ADC (MHH):

Tenoxicam / TeHOKCHKAM

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTeeTcTBYET TpeOoBaHUAM HOpMATHEHOrO AokyMenTa JIC-000294-151021.

—

Homep ceprn cyScTanuuH nponssogarens IJId:

API manufacturer batch number / 92032423 ‘
Homep cepHH nponzBoguTesa ADC:
FP Manufacturer API Batch number / 23109853 |

API Manufactured by & country /
IIpoussoautens A®C, eTpana:

Edmond Pharma S.r.L., Italy /
3aMoHA tDapMa,'ﬁe.J]., LI_fI'ra.lmsl
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