CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I? Ta6/1eTKH, NOKPLITBIE ILIEHOYHOH 060J04K0#, 20 MT

Name of Product /
HauMeHoBaHHe Npenaparta
Batch no. / Homep cepuu

Date of control / laTa ananusa
Manufacturing date /

Jata npoun3BojacTea

Expiry date / Jlata okoH4aHus
CpOKa rOAHOCTH

TESTS /MOKA3ATEJHA
Description / Onucanue

Identification (HPLC) /
HopmuHHoeTs (BIKX)

23D06431A
05.2023
04.2023

03.2026

SPECIFICATIONS / HOPMbI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
XKenteie ¢ KOPHYHEBHIM OTTEHKOM IBETa
OBaJIbHBIE, JIBOSAKOBBLINYKJBIE — TalbJETKH,
TIOKPBITHIE TUICHOYHOH 000NOUKOH, ¢ PHCKOM
Ba o0fHO¥ cTopone. Ha monepednom paspese
AAPO APKO-KENTOTO LIBETA.

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 yzepKuBaHHA
OCHOBHOIO TIMKA HA  XPOMAaTorpaMme
UCITBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMCHH YIEpKHBaHWA
OCHOBHOTO TIMK& HAa  XPOMAaTorpaMme
CTAaHJApTHOTO  pacTBOpa  TEHOKCHKaMa
(paznen «KonmecTBeHHOE OTPENIETIEHNE ).

RESULTS / PE3YJIBTATbBI
C(Ep]ies / COOTBETCTBYET

Complies / CooTBeTCTBYET

Uniformity of weight /
OaHopoAHOCTE NG Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnerok - ve bonee + 7,5 %;
2/20 TabneTok - He boiee + 15 %.

Complies / CooTBeTCTBYET

‘Water / Boaa

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

55%

Disintegration / Pacnanaemocrb

Not more than 30 min. / He 6onee 30 mus.

2 min /2 MuH

Dissolution / PacrBopenne

2-aminopyridine /
2-aMHHONHUPHANH

Related substances (HPLC) / PopcTs

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

eHHbie npumeck (BI¥XKX)

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

Individual unidentified impurity/ | Not more than 0.5 % /

Enunndnas

HEHACHTU(UIIMPOBaHHASA NPHMECH

Total impurities /
Cymma npumMecei

He 6onee 0,5 %

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

Microbial limits / Mukpo6uoe/oruyeckan YHcToTa

84 %

Not detected / He oGHapyxena

Not detected / He o6Hapysxena

Not detected / He oGHapyxeHa

Total aerobic microbial count / Lessthan 1000 CFU/g/
aspoousix = He 6onee 1000 KOE/r

Obmee YUCTIO
MUKPOOPTaHH3MOB

<10 CFU/g/
<10 KOD/r
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Name of Product /
HanmMeHoBaHHKe nipenapaTa
Batch no. / Homep cepuu

Date of control / lata ananusa
Manufacturing date /

JaTta npoH3BoACTBA

Expiry date / laTa okoHYaHHUS
CpOKa FOTHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6ieTkn, nOKpLIThIE NVIEHOYHOH 060/1049K0i, 20 Mr

23D06431A
05.2023
04.2023

03.2026

TESTS /MTOKA3ZATEJIN

Total combined yeast / moulds
count / Ob1iee YHCIIO POKKEBBIX
H IUTECHEBBIX rPHOOB

E. coli

Uniformity of dosage units /
OaHOPOANOCTH A03HPOBAHUSA

Assay (HPLC) /
KonnuyecTBenHoe onpeaeeHue
(B2KX)

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATBI

| Less than 100 CFU/g /
He Gonee 100 KOE/r

<10 CFU/g /
<10 KO3/

Shall be absent in 1g/ OrcytcTBue B 1 T
|

Absentin1g/
OtcyTcTByeTB 1 T

| Acceptance value (AV) should not be more
than 15.0. / TTokazarens npueMieMocTi (AV)
IoJKeH ObITh He Gonee 15,0.

90.0% to 110.0% of C;sH1iN;048;
(tenoxicam) in a tablet of label claim. /
Ot 90,0% Ao 110,0% C13H11N30482
(TeHOKCHKaM) B TabieTke OT HOMUHAIBHOTO
conepXKaHus.

Package / YnakoBka

| Labeling / Mapkuposka

Storage / Xpauenue

10 tablets in PVC/aluminum foil blister.
1 blister and a patjent information leaflet in a
carton. / Ilo 10 Tabmerox B Ommcrepe u3
[IBX/antomMuHueroi donsru. ITo 1 6mcrepy
BMECTe € MHCTPYKUMEH [0 NPUMEHEHHIO
TIOMEILAIOT B NTAYKY KapTOHHYIO.

Complies / CooTBeTCTBYET
AV =12

98,6 %

foil blister. 1 blister and a
patient information leaflet in a
carton. / flo 10 Tabnetok B
onucrepe u3
[IBX/amoMHHAEBOH  (ONBTH.
[lo 1 O6ouctepy BMecTe ¢
HMHCTPYKLHEH N0 IPUMEHEHHIO
TIOMEINAIT B TauKy
KapTOHH) 0.

According to normative document /
B COOTBETCTBUH c HOPMAaTHUBHOH
JOKyMEHTALHeH

25°C.

| Shelf-life / Cpok rommm;

3 years. / 3 rona.

Assessment /
3axnogeHye:

Complies / CooTBeTCTBYET

In original package (blister in a carton), at ten{perature below 25°C. /
B opuruHansHO# yrakoske (61HcTep B Tauke) MPH TEMNEPaType He BhINIE

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTcTBYeT TpeGOBaHHMIM HOpMaTUBHOroO noKyMeHTa JIC-000294-151021.

API name (INN) / naumenopanne A®C (MHH): |

API manufacturer batch number /
Homep cepun npoussoanTens ADC:

Homep cepun cyOcTaAHIHH ITPOB3BOA

FP Manufacturer API Batch number /

Tenoxicam / TeHokcukam

| 92030521

K

urens IJIO:

API Manufactured by & country /
IMpouzsoantenn APC, eTpana:

23108471

Edmond Pharma S.r.L., Italy /

Oamona ®apma, C.p.J1., Utanus

H. MEHVES TORKEL]
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