CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIA3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® Ta6ieTkn, NoKphITEIe I1EHOUHO#H 060,104K0ii, 20 Mr

Name of Product /
HanmenoBaRWe Mpenapara
Batch no. / Homep cepun

Date of control / Jata anannsa
Manufacturing date /

JaTa npoH3BOACTEA

Expiry date / laTa oxouuanns
CpOKa roJHOCTH

24108661 A
12,2024
11.2024

10.2027

TESTS TIOKA3ZATEJHN

SPECIFICATIONS / HOPMbI

Descriptio_n / Onuncanue

Identification (HPLC) /
Moannanaoctes (BIXKX)

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Keathie ¢ KOpVWYHEBHIM OTTEHKOM IiBeTa
OBanbHBlE, JBOSKOBBIIYKIBIE TabJeTRM,
TIOKPBITHIE TUIEHOYHOH 000109KO#H, ¢ pHCKO#H
Ha 0AHOii cTopoHe. Ha nomepedHoM paspese
SAPO APKO-KENTOTO LBETA.

Yellow with a brown shade, oval, biconvex i

RESULTS /PE3YJIBTATBIL

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). / BpeMsa yaepkuBaHHA
OCHOBHOIO TIHKA HAa  XpOMaTorpamMme
HCIBITYeMOTO pacTROpa JOJDKHO
COOTBEICTBOBATL BPEMEHH  YASPKMBAHHA
OCHOBHOTO THMKA HA  XPOMATOTPaMMe
CTAHTAPTHOTO  PACTBOPA  TEHOKCHKAMA
(pazzen « KomHuecTBEHHOE ONpEJIEASHUER ),

Complies / CooTReTCTBYET |

Complies / CoorsetcTByeT

' Uniformity of weight /
OnnopoaHoCTE A0 Macee

18/20 tablets - not more than + 7.5%;
2/2(Q) tablets - not more than + 15%. /
| 18/20 TaGneTok - He Sonee = 7,5 Y
2/20 Tabnetox - He Gonee = 15 Y.

Complies / CooTBeTCTRBYET

Water / Boga

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

Disintegration / PacnanaemMocTb

| Not more than 30 min. / He 6onee 30 MuH.

' Dissolution / PacTrBopenne

2-aminopyridine /
2-aMHHOIIAPUIHE

Individual unidentified impurity/
Emnnunas
HeHIeHTH(UIIEPOBAHHAA TIPHMECH

Total impurities /
Cymma npumMeceii

Mierobial limits / MuxpoGuonoruueckasi YncToTa

Not less than 75% (Q) of tenoxicam in
| 45 min./ He menee 75 % (Q) 1eHOKCHKaMa
gepe3 45 MuH.

Reiated substances (HPLC) / PoncreeHnnie npumecu (BIKX)

‘Not more than 0.25 % /
He Gonee 0,25 %

4.4 %

Not more than 0.5 % /
He 6onee 0,5 %

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

3 min/ 3 MEH |

100 %

<0.05 % / <0.05 %

0.1%/0.1%

0.1%/0.1%

Total aerobic microbial count /
Obmee YHCIIO a3po0HBIX
MHKPOOPraHH3MOB

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

<10 CFU/g/
<10 KOD/r
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

Name of Product /
HaumeHoBaHMeE Ipenapara
Batch no. / Homep cepuu

Date of control / laTa ananmnsa
Manufacturing date /

Jata nponszsoacTea

Expiry date / laTa okOHYAHHS
€POKa reAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEA® Ta6neTkn, NOKpbITLIE IIeHOYHOI 060,104K0i, 20 Mr

24L.08661A
12.2024
11.2024

10.2027

TESTS MOKA3ZATEJIN

SPECIFICATIONS / HOPMEI

Totat combined yeast / moulds

count / Of1ee YHCI0 APOAIKEBRIX

H [UIECHEBRIX TPHOOR

Less than 100 CFU/g /
He Gonee 100 KOE/T

E. coli

Shall be absent in 1g / OtcyTctBUEe B 1 T

' Uniformity of dosage units /
OanopoanocTs A03UpPOBAHHS

Acceptance value (AV) should not be more .
than 15.0. / Tloxasartens npueMmeMocTd (A V)
nomxed 6erTe He Gonee 15,0,

" Assay (HPLC) /
KonnuecTBennoe onpeneneHe
(BIXKX)

Package / Ynakoska

90.0% to 1100% of CiHuN:O4S:
(tenoxicam) in a tablet of label claim. /
Or 90,0% oo 110,0% Ci3H1iN3OsS:
(TeHoKcHKaM) B TalleTke 0T HOMHHANBHOTO
COAepIKaHuA.

1 RESULTS / PE3YJIBTATEI |

<10 CFU/g / ‘
<10 KOD/r

Absentin 1 g/
OTtcytetRyeTB 1 T

Complies / CooTBetcTBYeT
AV=18

101.9 %

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / ITo 10 Tabmerox B Gmucrepe H3
TIBX/amomunmeroif ¢ponsru. ITo 1 Gimcrepy
BMECTE € HMHCTPYKIHEH NO npUMeHeHHIO
MOMEIIAIOT B TTA9KY KapTOHHYIO,

Labeling / MapkupoBka

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabnerox B
OmucTepe w3
TIBX/amomunueRolf GoNErH.
Ilo | 6nucrepy BMecTe ¢
MHCTPYKIIHEH [0 NPUMEHEHHIO

NOMEMAT B Ky
| KapTOHHVIO.
According to normative document /| Complies/CootreTcTByeT
B COOTBETCTBHH ¢  HOPMATHBHOM

JOKYMeHTauueh |

Erage / Xpauenue

Shelf-life / Cpox TogHocTH

Assessment /
3akmoucHHE:

In original package (blister in a carton), at ter;lperature below 25°C. /
B opuruHansHoil ynakoBke (SIHCTep B IAUKe) TIPH TEMIEPATYPE HE BBILIC

25°C,

3 years. / 3 roxa.

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepud cooTeeTeTRYET TpeboBaHKAM HOPMATUBHOTO AokyMeHTa JIC-000294-151021.

Tenoxicam / TeHOKCHEKAM

| API name (INN) / nauimenopanue ADC (MHH):

API manufacturer batch number /
Howmep cepun npouzsojutenn ADC;

FP Manufacturer API Batch number /
Homep cepun cyberanuun nponisogutens [JId:

API Manufactured by & country /
IIponseoautens A®C, crpana:

92003424

24115932

Edmond Pharma S.r.L., Italy /
Iamonrg ®apma, C.p.J1L., Hrania
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