CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® TaGneTkH, NOKPBLITHIE [LU1eHO4YHOI 06on0uKoii, 20 Mr

Name of Produet /
HaumMeHOBAHME IpenapaTa
Batch no. / Homep cepuH

Date of control / laTa ananu3a
Manufacturing date /

Jara nponzeoacTea

Expiry date / laTa okoH4aHusA
€poKa reJHOCTH

24K07841A
11.2024
10.2024

09.2027

TESTS /IIOKA3ZATEJIN

SPECIFICATIONS / HOPMbI

Description / 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. /
Xentele ¢ KOpPHYHEBBIM OTTCHKOM LBETa
OBANbHBIE, [JBOSKOBBIIYKNEIE  TabmeTKH,
TIOKPBITBIE IJIEHOYHOH 000101KO#, ¢ pHCKOH
Ha oxHo# cropoHe. Ha monepeunoM paspese
AP0 APKO-KENTOTO IBETA.

Identification (HPLC) /
MNoanuuuocts (BIKX)

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 yzepmuBaHusL
OCHOBHOTO FHKAa HA  XpoMarorpamme
HCTIBITYEMOTO pacTBopa AOIKHO
COOTBETCTBOBATL BPEMEHH YICPKHBAHHA
OCHOBHOTO 1HKZa Ha  XPOMATOTpaMMe
CTaHJapTHONO  pacTBOpa  TEHOKCHKaMa
(pazaen «KonnuecTeeHHOE ONpenenenHmes ).

Uniformity of weight /
OnnopoanocTs o Macce

RESULTS /PE3YJBTATHI
Compl@ CooTBeTCTBYET '

Complies / Coorsercrayer

| 18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 tabnerox - ve Bonee £ 7,5 Y,
2/20 Tabnerok - He Bomee = 15 %.

Water / Boaa

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

Disintegration / PacnagaemMocTts

Not more than 30 min. / He 6ouce 30 Mun.

" Dissolution / PacTBopenue

Complies / CootBercTBYET

43 %

2 min /2 MHH

Related substances (HPLC) / PoacrBennnie npumecu (BIAKX)

| 2-aminopyridine /
2-aMUHOIMMPHAWH
Individual unidentified impurity/

Emummnas
HeHIeHTHOHIMPOBAHHas PHMECE

Total impurities /
CyMmMa npumMeceit

Microbial limits / Mukpofuonornyecikan YHeToTA

Total aerobic microbial count /
Obmee YHCIIO0 a3pobHBIX
MHKPOOPraHi3MOB

Not less than 75% {Q) of tenoxicam in 95 %
45 min./ He meree 75 % (QQ) TeHOKcHKaMa
yepes 45 MHH.
Not more than 0.25 % /
He Gonee 0,25 % <0,05/ <0,05
Not more than 0.5 %/
He Gonee 0,5 % <0,05 / <0,05
| Not more than 2.0% /
He Gonee 2,0 %o <0,05/<0,05
Less than 1000 CFU/g / <10 CFU/g/
He 6onee 1000 KOEA <10 KOG/r i
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

Name of Product /
HanmeHoranne npenapara
Batch no. / HoMmep cepun

Date of control / JaTa ananusa
Manufacturing date /

HdaTa npou3BoJcTBa

Expiry date / laTa okoHuaHus
€poXa rogHOCTH

| TESTS MOKA3ATEJM

'Total combined yeast / moulds

| count/ OblLuee YHCIO NPOKIKEREIX

H NMJIECHEBBIX TPHEOB

TEXARED film coated tablets, 20 mg /

TEKCAPEA® Tab61eTkH, NOKPLITHIE ILIEHOYHOM 060JJ04K0#H, 20 Mr

24K07841A
11.2024
10.2024

09.2027

SPECIFECATIONS / HOPMbI

RESULTS / PE3YJIBTATHI

Less than 100 CFU/g /
He 6onee 100 KOE/r

<10 CFU/g/
<10 KO3/

E. coli

Shall be absent in 1g / Orcytersue 8 1 ¢

f Uniformity of dosage units /
OaHOpoNHOCTL AO3HPOBAHHA

Absentin 1 g/
OtcytetByerB I T

Acceptance value (AV) should not be more
than 15.0. / [TokazaTrens npuemnemocta (AV)
JTomked ObITh He Gomee 15,0,

Assay (HPLC) /
KounvecTBennoe onpeaenetne
(BIKX)

| 90.0% to

110.,0% of CisHiiN304S;
(tenoxicam) in a tablet of label claim. /
Or %0,0% mo 110,0% CiHiiN3O.S:
(TeHOKCHKAM) B TAONETKE OT HOMHHAJBHOI'O
COACPKAHHA.

Package / ¥Ynakoska

10 tablets in PVC/aluminum foil blister. |

1 blister and a patient information leaflet in a
carton. / Ilo 10 tabnetox B OnmcTepe m3
IIBX/amomuanneroi donery. Ho 1 Gnuctepy
BMECTE € MHCTPYKUHeH N0 NpHMEHEHHIO
TIOMEMIAIOT B NIAYKY KAPTOHHYIO.

' Labeling / Mapkupopka

document /
HOpMaTHBHOMH

According to normative
B COOTBETCTBHH ¢
HOKyMeHTalHeH

Storage / Xpaneune

Shelf-life / Cpok roguocrn

Assessment /
3axnmodeHue:

In original package (blister in a carton), at terﬁperature below 25°C. /
B oparasaneHoii ynakoske (On#cTep B Magke) IpH TeMOEpaType He BHILUC

25°C.

Complies / CooTBeTcTBYET
AV=359

95,0 %

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 tabnerok B
OnucTepe H3
IMBX/amoMuuHeBoil  Gonsry.
Ilo 1 6nucrepy BMecTe ¢
MHCTPYKIHCH IO NPHMEHEHHIO
[IOMEINAOT B TauKy
KapTOHHYIO.
Complies / CooTreTCTRYET

3 years. / 3 rona.

API name (INN) / HaumenoBanue A®C (MHH):

API manufacturer batch number /
Homep cepnu npomssoauTtens ADC:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepnst cooTBETCTBYET TpefOBaHUAM HOPMATHBHOrO nokymenTa JIC-000294-151021.

Tenoxicam / TeHOKCHEKAM

FP Manufacturer API Batch number /
Homep cepuu cyGcTanuuy npoussoautens I'J1D:

IMpouszeroanaTens APC, crpana:

API Manufactured by & country /

92003424

24115124

Edmond Pharma S.r.L., Italy /
nmonn ®apma, C.p.JL., Hranus
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