CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

Name of Product /
HanMmenoBaHHe npenapaTa
Batch no. / Homep cepun

Date of control / Jara anajnza
Manufacturing date /

Jata npousBoacTBA

Expiry date / laTa okoHuaHus
CPOKA FOMHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE/J® 1a6.1eTKH, NOKPLITLIE MJIEHOYHO 0foioukoii, 20 MT

25A01021A
03.2025
02.2025

01.2028

TESTS MMOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATDI I

Deseription / 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. /
JKentele ¢ KOpPMYHERBIM OTTEHKOM IBeTa

OBANTBHBIE, NABOSKOBRINYKIBIE  TA0meTKH,
TOKPHITHIE TUIEHOUHOH 000IIOYKOH, ¢ PHCKOH
Ha 01HO# cTopoHe. Ha ronepeunoM paspese
AOPO APKO-KENTOTO LIBETA.

Identification (HPLC) /
Nonnnnnocts (BIAKX)

Complies / CooTBeTCTBYET

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 ylepKHBaHus
OCHOBHOTO MNHKA HA  XPOMATOTPaMMe
HCTTHITYEMOTO pacTBopa TOIHAHO
COOTRETCTBOBATh BPEMCHH YACPKHBAHMS
OCHOBHOTO MHKA Ha  XpOMarorpamme
CTAHAAPTHOTO  PacTBOpa  TEHOKCHKAMA
(pasmen «KomriecTBeHHOE ONpeHeNeHHEY ).

Complies / CooTBeTcTBYET

Uniformity of weight /
OaHopoaHoCTE N0 Macee

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TabneTox - He Hoaee = 7,5 %0;
2/20 TabmeToK - He Gonee = 15 %.

CorTlp-lies / CoorBercTByeT

Water / Boaa

Not more than 7.5% / He 6onee 7,5%

5.0%

Disintegration / Pacnangaemocts

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

2 min/2 MuH

Dissolution / PacTBopenue

Not iess than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHokcHKaMa
uepes 45 MUH,

96 %

Related substances (HPLC) / PoaeTeennnte npumMecH (B2XKX)

~2-aminopyridine /

Not more than 025 %/

2'3MHHOHPIPHZ[HH He Gomee 0,25 LA Not detected / He OGHapy)KeHa
Individual unidentified _'unpuri_ty/ | Not more than 0.5 %/
Envmmnas He Gonee 0,5 % <0,05
HeHACHTHQHOHPOEAHHAS IPAMECh
Total impurities / Not more than 2.0% / -
CymMMa npuMecedt He Gonee 2,0 % <0,05

Microbial limits / MukpoOnoJIorHYecKas YHCTOTA
Total aerobic microbial count / | Less than 1000 CFU/g / <10 CFU/g /
O0mee THCIIO aspobusix | He Gomee 1000 KOE/r <10 KO2/r
MHKPOOPraHU3MOB
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE® ta6aeTku, NOKpLITbIE INEHOUHOH ofoao0uKaii, 20 Mr

Name of Product /
Hanmenosanne npenapata

Batch no. / Homep cepun 25A01021A
Date of control / laTa ananusa 03.2025
Manufacturing date / 02.2025
Jata nponsBoacTEa
Expiry date / Tara okoH9anns 01.2028
CpoKa rogHoCTH
TESTS TIOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS / PE3YJIBTATHI |
Total combined yeast / moulds | Less than 100 CFU/g/ < M) CFU/g/
count / Obmee uncno apoxxeBsiXx | He 6onee 100 KOE/r <10 KQO2/r

H IJIECHEBBIX TpHOOB

E. coli

Uniformity of dosage units /
OauopoaHocTs J03HPOBAHAS

“Shall be absent in lg /OtcytctBHR B 1 T

Absent in 1 g/
OrcytcreyerB I 1T

than 15.0. / TlokazaTens mpuemaeMocte (AV)
JoiskeH ObITh He Bonee 15,0,

Acceptance value (AV) should not be more .

Complies / CootBeTcIBYeT
AV =57

| Assay (HPLC) /
KonnuecTBeHHOE onpeneicHne
(BYAKX)

90.0% to 1100% of CiHiN3OsS;
(tenoxicam) in a tablet of label claim. /
Ot 90,0% pite] 110,0% CisH11N30482
(TeHOXCHKaM) B TabNeTKe OT HOMHHAILHOTO
COOCPIKANHS,

97.0 %

"Package { ¥Ynaxkoeka

Labeling / Mapxupoeka

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / ITo 10 tabmetox B Oaucrepe u3
IBX/amomunavesoii gonsra. ITo 1 Samcrepy
BMECTE C HHCTPYKIHEH [0 NpAMEHEHHIO
MOMEITAIT B [IAYKY KAPTOHHYIQ.

10 tablets in PVC/aluminum |
foil blister. 1 blister and a |
| patient information leaflet in a
carton. / Ilo 10 tabnerok B
OomucTepe u3
IMBX/amoMuHueroil  Qosbru.
Ilo | Omucrepy BMecTe
HHCTPYKLHEH 10 IPHMEHEHHIO
MOMELIAIOT B matKy
KapTOHHYO.

According to normative document /
B COOTBETCTBUH C HOPMATHBHOH
JOKYMEHTAINMe

'Storage / Xpanenne

25°C.

Complies / CooTBeTCTBYET

In original package (blister in a carton), at terrii)_:arature below 25°C. /
B opHrunaneRoii ynakoBke (0aHcTep B natuke) NPy TEMIEPATYPE HE BHILIG

‘Shelf-life / Cpok roanocTs

3 years./ 3 roga.

Assessment /
JaRmoueHre:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepusn coorBeTcTBYET TpeGOBAHHIM HOPMATHBHOIO A0KyMenTa JIC-000294-151021.

API name (INN) / HanmenoBanue AOC (MHH):

Tenoxicam / TeHOKCHKaM

API manufacturer batch number /

92003424

Homep cepnn npouseoaurTenn ADC:

FP Manufacturer API Batch number /
Homep cepun cyberaHiiun npoussoautena LJIdD;

24116281

API Manufactured by & country /
ITpouseoautens A®C, crpana;

Edmond Pharma S.r.1., Ttaly /
Onmona apma, C.p.JL., Hramua
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