CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIA3A

TEKCAPE/® TaGiieTkH, NOKPLITHIE NJIeHOUHOI 060m04K0il, 20 Mr

Name of Product / TEXARED film coated tablets, 20 mg /
Haumenoranue npenaparta
Batch no. / Homep cepun 24G04641A
Date of control / lata anannsa 08.2024
Manufacturing date / 08.2024
Jdarta mpoH3BoAcTBA
Expiry date / /laTa okoHYaHHA 07.2027
€pOKa rOAHOCTH
TESTS MTIOKA3ATEJIA SPECIFICATIONS / HOPMbI |

il

Description / Onucanne
|

Yellow with a brown shade, oval, biconvex |
tablets, film-coated scored on one side, Core
in the cross section of a bright yellow color, /
XKenThle ¢ KOPHYHEBBIM OTTEHKOM IBETA |
OBaILHBIC, JBOAKOBBIITYKIIbIC TﬂGJIETKPI,
TIOKPBITEIE MIEHOYHOH 000109k, ¢ PHCKOH
Ha OAHOH cTopone. Ha monepeynom paspese
AP0 APKO-KENTOro 1BETa.

Identification (HPLC) /
IMoamuuaocTs (B2KX)

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 yaepKUBaHHA
OCHOBHOTO MHKa Ha  XpoMaTorpamMe
HCITEITYEMOTO pacTBOpa HOKHO
COOTBETCTBOBATE BpPEMEeHH  yNepKHBaHHA
OCHOBHOTO THKa Ha  XpoMaTorpaMme
CTAHJAPTHOTO  pAacTBOpa  TEHOKCHKaMa
{paznen «KommiecTBeHHOE OTIPEIENeHHEY ).

RESULTS / PE3YJIBTATHI |
Complies / CooTBeTCTBYET

Complies / CooTBeTCTBYET

| Uniformity of weight /
OMHOPOAHOCTD 10 Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TabneTox - He Gonee £ 7,5 %;
2/20 TabmeTok - He Goaee £ 135 %.

Complies / CooTBeTcTBYET

Water / Boaa

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

58%

Disintegration / PacnazaeMocTL

Not more than 30 min. / He donee 30 MMH.

2 min / 2 Mun

Dissolution / PacTeopeHne

Not less than 75% (Q) of tenoxicam in
45 min./ He Meree 75 % (Q) TeHOKCHKaMa
yepes 45 MUH.

Related substances (HPLC) / PoacTteennsbie npamMect {BIAX)

2-aminopyridine /
2-aMHUHOTIHPHANH

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

Individual unidentified impurity/
Envnmunas
HeHIeHTHPHUHMPORAHHASA IPHMECh

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

Total impurities /
CymMa npuMecei

Not more than 2.0% /
He 6onee 2,0 %

Microbial limits / MukpoGRoIorydeckas 4MCTOTA

Total aerobic microbial count /
Obece THCIIO a3poOHBIX
MHKPOOPTaHU3MOB

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

89 %

Not detected / He o6napyxena

Not detected / He obnapyxena

Not detected / He obHapyxena

< 10 CFU/g/
<10 KO3/r
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

HaumMeHoBaHue NpenapaTa TEKCAPEJI® Ta61eTKH, DOKPLIThIE NEHOYHO 060710YK0iH, 20 M
Batch no. / Homep cepun 1 24GU04641A

Date of control / JiaTa anann3za : 08.2024

Manufacturing date / : 08.2024

Jata npoH3poacTRa

Expiry date / laTa okoH4YaHH#A : 07.2027

CpOKa roTHOCTH

TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMBI | RESULTS / PE3YJIBTATBI
. Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / O6mee yncno aposxoxeBsrx | He 6omee 100 KOE/T <0 KO3/
H [UIECHEBHIX IMpHOOB
. E.coli " Shall be absent in 1 g/ Orcyrcreue B 11 Absent in 1 g/
OrcyTcTByeTB 1 T
_Uniformity of dosage units / . Acceptance value (AV) should not be more Complies / CooTReTCTBYET
OIHOpOAHOCTEH N03APOBAHHS | than 15.0. / [TokazaTens mpHeMIeMocTH (AV) AV =351
nomxeH OBITH He Oomnee 15,0,
Assay (HPLC) / 90.0% to 110.0% of CiHiuN3O4S: 103,9 %
KosinuecTBenHoe onpegeieHne (tenoxicam) in a tablet of label claim. / |
{BIKX) Or 90,0% mo 110,0% CisHnN3O4S,
(TeHOKCHKaM) B TaGNETKS 0T HOMHHANBROTO
cofiepKaHHA.
' Package / ¥naroeka | 10 tablets in PVC/aluminum foil blister. | 10 tablets in PVC/aluminum

1 blister and a patient information leaflet in a | foil blister. 1 blister and a
carton. / Ilo 10 taGaerox B Gmucrepe w3 | patient information leaflet in a
TIBX/amomunneroit ¢oneru. [To | Gaucrepy | carton. / Tlo 10 TabmeTtox B
BMECTe ¢ HHCTPYKUHeH ©oO npuMeHeHHIO | OmucTepe u3
NOMEIIAIOT B HaYKy KAPTOHHY!O. IBX/amoMunreBol  (onsry.
Ho 1 6muctepy BMecTe ©

HHCTPYKUHEH 10 MPUMCHEHHH)
MOMELIAKT B Ia4YKy
KapTOHHVIO.
Labeling / MapkapoBka According to normative document /| Complies / CooTBeTCTBYET
B COOTBCTCTBHH Y HOpMAaTHBHOH
JOKYMEHTaumei
Storage / Xpanenune In original package (blister in a carton}, at temperature below 25°C. /
| B opurnnannHo# ynakoBke (GiHcTep B nauke) IpH TeMIepaType He BBIILE
25 °C.
Sheli-life / Cpox romHoCTR 3 years. / 3 rona.

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /
3akmouernne: Cepus cooTBeTcTBYeT TpeboBaHNAM HOpMaTHBHOrO AokyMeHTa JIC-000294-151021.

API name (INN) / Hanmenopaaue ADC (MHH): Tenoxicam / TeHOKCHKaM
API manufacturer batch number / 92035723
Homep cepuu npoussoautean ADC:
| FP Manufacturer APT Batch number / 24113479
| Homep cepun cyberanuun npoussoaurens I'JIP:
| API Manufactured by & country / Edmond Pharma S.r.L., Italy /
Mponseoantens ADC, crpana: Oamonn Dapma, C.p.JL., Utanus
EJ“ e KO\I'&\( -9 ) o,
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