CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® Tad/1eTKH, NOKPLITbIE IIEHOYHOH 000109K0i, 20 MI

Name of Product /
HanmeHnoBaHHe mpenapaTa
Batch no. / Homep cepan

Date of control / JaTa anaimsa
Manufacturing date /

Jata nponssoacTea

Expiry date / JaTta okoH4anus
€pOKa roAHOCTH

24L08651A
12.2024
11.2024

10.2027

TESTS /IOKAZATEJINA

| SPECIFICATIONS / HOPMBI

Description / Onicanue

| Yellow with a brown shade, oval, biconvex
| tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Henteie ¢ KOPHYHEBEIM OTTCHKOM LBETA
OBajbHEIC, JBOSKOBBITIVENEIE  TabmeTkH,
NOKPEHITEIE [LIeHOYHOT 000M01KOM, ¢ pHcKoi
| Ha onHo# cTopone. Ha momepeunoM paspese
AP0 APKO-KEITOTO IBETA.

Identification (HPLC) /
Hopnnunocts (BIKX)

Uniformity of weight /
OaHopoaHoCTE 110 Macce

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 ynepxwBaHHs
OCHORHOTO MHKa HAa  XpOMAaTOTpaMMe
HCTIBITYEMOIO pacTBopa JOIBKHO
COOTRETCTROBATL BPEMEHH YIACDKHBAHHL
OCHOBHOTO THKA Ha  XpOMarorpamme
CTaHIAPTHOTO  PacTBOpAa  TeHOKCHKama
(pasmen «KonugecTBeHHOE OTpeIeieHHE» ).

RESULTS /PE3VJIBTATEI I

Complies / CooTreTCcTBYET

Complies / CooTBetcTryer

| 18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnerok - ne Honee + 7,5 %;
2/20 rabnetox - He Sonmee + 15 %.

Complies / CooTtReTCTBYET

Water / Boaa

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

49 %

T)isintegration / PacnagaeMocTe

Not more than 30 min. / He 6onee 30 mMun,

3min/ 3 MHEH

' Dissolution / PacTBopenue

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % (QQ) TeHOKCHKamMa
yepes 45 MHAH.

Related substances (HPLC) / Poacreennsie npumect {BIXKX)

2-aminopyridine /
2-aAMUHOLTUPHIHH

Not more than 0.25 % /
He 60nee 0,25 %

| Individual unidentified impurity/

EnvHHuHas

HeHIeHTHWHUPOBAHHAS TPHMECE

" Total impurities /
CyvMa npumeceii

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

99 %

<0,05% / <0,05 %

0.1%/0.1%

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

0.1%/06.1%

Microbial limits / Murpofnonoradeckas YHCTOTA

Total aerobic microbial count /| Less than 1000 CFU/g/

Obmee qHCIO
MUKPOOPTaHH3MOB

aspodHBIX | He Gonee 1000 KOE/r

<10 CFU/g/
<10 KOO2/r
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJA® Ta6ieTKH, NOKPbITHIE ILIEHOUHOH 06o104Kc0ii, 20 Mr

Name of Product /
HanmenoBanne npenapata
Batch no. / Homep cepuH

Date of control / laTa aHanu3a
Manufacturing date /

Jara nponseoacTea

Expiry date / lara oxon4anus
€POKa roaHOCTH

TESTS MMOKA3ATEJIHA

Total combined yeast / moulds
count / O0Imee 4UCIIO APOHKEBBIX
H TITECHERHIX IpHOOB

E. coli

Uniformity of dosage units /
OgHOPOAHOCTL T03NPOBAHHESA

Assay (HPLC) /
KoanuecTBeHHOE onpeaeicHie
(BIKX)

Package / ¥Ynaxosxa

Labeling / Mapxupoeka

Storage / XpaHeHHe

. Acceptance value (AV) should not be more |

. According

In original pack;ge (blister in a carton), at temperature below 25°C. /
B opuruHansHoii ymakoeke (OnAcTep B TaUke) TPH TEMIEPAType HE BhILIE

241L08651A
12.2024
11.2024

10.2027

SPECIFICATIONS / HOPMbI

f RESULTS /PE3YJIBTATHI |

Less than 100 CFU/g /

He donee 100 KOE/r

' <10 CFU/g /
<10 KO3/t

Shall be absent in lg/OrcytctHeB I

Absentin1g/
OrcyTeTByeTB 1 T

Complies / COOTECTCTByBT

than 15.0. / [okasarens npreMiIeMocTH (AV) AV =235
JomxeH OwiT: He Gomee 15,0,
1 900% to 1100% of CpHuN:OsS; 101.6 %

(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CisHuN:O48;
(TeHOKCHKaM) B TadIeTke OT HOMHHAEHOTO
COACPHKAHHIL

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 tabnerox B Onucrepe u3
[IBX/amoMuHReBof donsra. [lo 1 GmicTepy
BMECTE ¢ HHCTPYKLMEH [0 NPHMEHEHEIO
MOMEIIAIOT B AUKY KAPTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a

carton, / Ilo 10 Tabnerox B
Omacrepe u3
TIBX/anmoMuuueBoil  {ronbru.
ITo 1 6nucrepy BMecTe ¢
HHCTPYKUHCH 110 IPPMEHEHHIO
MOMELLAFOT B madKy
KapTOHHVED.

to normative document [
B COOTBETCTBHH c HOPMAaTHBHOMH
JOKyMeHTaluHeH

Complies / CooTBeTCTBYET

25 °C,

‘Shelf-life / Cpok roanoctn

3 years. / 3 roga.

Assessment /
Jawnouenye:

API name (INN) / nanmeHoBaHne ADC (MIHH):

API manufacturer batch number /
| Homep cepun npouspoaurenss AOC:

FP Manufacturer API Batch number / ‘

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepusa cooTBeTCTBYeT TpeOOBaHHAM HOpMAaTHBHOTO TokyMeHTa JIC-000294-151021.

Tenoxicam / TeHOKCHKaM

92003424

Homep cepun cyGeTannmu npoussoautens I'JID:

API Manufactured by & country /
IIponspoautens A@C, cTpana:

24115932

-

Edmond Pharma S.r.L., Ttaly /
2mvonn ®apma, C.p.J1., Hranus
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