CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHAJIAU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® Ta6neTkH, NOKPLIThIE INICHOYHOH 0000k, 20 Mr

Name of Product /
HaunMeHoBaNHe npenapaTta
Batch no. / Homep cepnu

Date of control / JlaTa aHanH3a
Manufacturing date /

Hara npoussoactea

Expiry date / Jlata okoH4aHUA
CpOKa roAHOCTH

241.08641A
12.2024
11.2024

10.2027

TESTS /MMOKA3ATEJU
Description / Onncanne

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJbBTATHI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /

Jenteie ¢ KOpHUHEBBIM OTTEHKOM IIBETa
| OBallbHEIE, JIBOAKOBHITYKIIEIE  TabIIeTKH,
NOKpPbITEIe TIIEHOTHOI o6onoukoii, ¢ prckoi
Ha ofHol cTopoHe., Ha momepeuHoM paspese
AP0 APKO-KENITOTO LBETA.

Complies / CooTseTcTByET

Identification (HPLC) /
TlopnrunuoCeTh (BIAKX)

' Uniformity of weight /
OnHepoAHOCTE IO Macce

' Water / Boga
Disintegration / Pacnagaemoctn

Dissolution / PacrBopenne

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 ynepKuBaHHA
OCHOBHOTO [HMKAa HA  XPOMAaTorpamme
HCIILITY&MOTO pacTeopa JIONAKHO
COOTBETCTBOBATL BPEMEHH  YHEPKHBAHUSA
OCHOBHOTO THKE HA  XPOMaTorpaMMe
CTAaHAAPTHOTO  pacTBOpa  TeHOKCHKaMa
(pasnen « KonugecTBeHHOE ONpedeNieHUER ).

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 tabnerox - ne Gonee + 7,5 %;
2/20 tabneTox - He Bostee £ 15 %.

Complies / CooTBeTcTRYET

| Not more than 7.5% / He Gornee 71.5%

55%

| Not more than 30 min. / He Gonee 30 mum.

2 min / 2 MUK

| Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHOKCHKaMa
Jepes 45 MHH.

97 %

Related substances (HPLC) / PoacTBeHARIe npaMecH (BIKX)

2-aminopyridine /
2-aMHAHOTTHPHIHH

Not more than 0.25 %/
He 6onee 0,25 %

Individual unidentified impurity/

Emnunpunas

HeHJIeRTHOHIHPOBAHHAS TIPUMECE

Not more than ¢.5 % /
He G6onee 0,5 %

Total impurities /
CyMMma npumeceii

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

Microbial limits / Muxpobuonoradeckas 4ucToTa
Total aerobic microbial count / | Less than 1000 CFU/g/

Qbmee YHCIIO0
MHKPOOPTAHH3MOB

aspobHEIX

He 6oaee 1000 KOE/r

Not detected / He oOHapyxeHa

0.1%/0.1%

0.1%/0.1%

<10 CFU/g /
<10 KO/r
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIU3A

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

HaunmenoBanne npenaparta TEKCAPE/® TabieTkH, NOKPLITHIE TICHO4HOI o6o04koii, 20 mr
Batch no. / Homep cepun : 24L08641A

Date of control / laTa ananusa 1 12,2024

Manufacturing date / ;o 11.2024

JlaTa npousBsojcTRa

Expiry date / Jata okoHMAHHSI : 10.2027

CpOKa roaroCcTH

TESTS TIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS /PE3VJILTATHI
Total combined yeast / mouids Less than 100 CFU/g / <10 CFU/g /
count / Obmee uHcno gpoxckessix | He 6omee 100 KOE/r <10 KO3/r
M IINECHeBHIX TpACOB
E. coli Shall be absent in 1g / OtcyTcTBHE B 1 T | Absentin1g/
OTcyTeTBYeTE I T
_Unifor_mity of dosage units / Acceptance value (AV) should not be more [ Complies / CooTBeTCTBYET
OaHOpOIHOCTE NO3HPOBAHMA than 15.0. / Tlokasarens npuemieMocTd (AV) AV=40
AomxeH ObIThL ge Gonee 15,0.
— —— ! |
Assay (HPLC) / | 90.0% to 110.0% of CuHiN3O4S: 100.5 %
KonuuecTsennoe onpegeiienne (tenoxicam) in a tablet of label claim. /
(BKX) Or 90,0% mo 110,0% CiHiN:048;
(TeHOKCHKaM) B TablleTke OT HOMUHAJIBHOTO
COOCPHKAHMI.
'Package / ¥naxoska [ 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 Tabnetox B Gnmcrepe u3 | patient information leaflet in a
IBX/amomurmesoit ponern. ITo | énuctepy | carton. / Ilo 10 taGmerok B
BMecTe ¢ HHCTpYKUMell 10 npHMeHeHHIo | ONHCTEpE u3
TIOMETIAI0T B TAYKy KAPTOHHYIO. MBX/amoMiHHEBOH  (OIBMK.
Tlo 1 6nucrepy BMecTe ¢

HHCTPYKIHEH 110 TPAMEHEHHIO

OOMEIIAIOT B TavKy
. B | KapTOHHYIO.
Labeling / MaprupoBka According to normative document /| Complies/ CooTBeTcTBYET
B COOTBETCTBHH c HOpMAaTHBHOH
JOKyMeRTanve
' Storage / Xpanenne | In original package (blister in a carton)}, at temperature below 25°C, /
B opurnHansHoli yiakoBke (OMMCTED B aYke) NPH TEMIICPATYPE HE BRILIE
25°C.
Shelf-life / Cpok ronnoeTn 3 years. / 3 roga.

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /
3axmoueHue: CepHs COOTBETCTBYET TpeGORaHMAM HopMaTHBHOTO gokymenta JIC-000294-151021.

API name (INN) / naumMenoBauue AD®C (MHH): Tenoxicam / TeHokcHkaM |
AP] manufacturer batch number / 92003424
Honmep cepun nponssogutens ADC:
- — |
FP Manufacturer API Batch number / 24115932
Homep cepun cyGeTanunu npoussosutens [JID:
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
Npomsogutens ADC, eTpana: 3amonn Gapma, C.p.JL., Utanus
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