CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIN3A

Name of Product /
HaumeHoBaHHe IpenapaTa
Batch no. / Homep cepun

Date of control / JlaTa aHanmnza
Manufacturing date /

HaTa npon3BogcTBa

Expiry date / JlaTa okoH9anns
CPOKa TOHOCTH

TESTS AIOKA3ATEJIH
, Description / Onncanue

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6neTKH, NOKpLITLHIE IIEHOYHOE 060109K0#, 20 Mr
22E09401A

20.07.2022

05.2022

04,2025

—
RESULTS / PE3YJILTATEI

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, / '
Kenteie ¢ KOPHYHCBBIM OTTCHKOM 1LBETA
OBANEBHBIE, [BOAKOBHIYKIEIE Tabnerkd,
MOKPHITEIE NeHOUHOH 0D0mouKot, ¢ puckoii
Ha oJHOH cTopoHe. Ha momepedHoM paspese
AAPo APKO-KENTOTO LIBETA.

Complies / CooTBeTCTBYET

Identification (HPLC) /
Honnunrocts (BIAKX)

Uniformity of weight /
OnHopoaHOCTL N0 Macce

Water / Bona

Disintegration / Pacnagaemocrs

“Dissolution / PacTBopenue

Retention time of the main peak in the Complies / CooTBeTcTBYET
chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems yzepxuBaHms
OCHOBHOTO IHKa HAa  XpOMATOTpaMMe
HCOBITYEMOT0 pacTeOpa TOIGKHO
COOTBETCTBOBATE BPEMEHH Y IEPXKHBAHMAA
OCHOBHOTO MHKA HAa  XpOMaTorpamme
CTAHMAPTHOTO  pAacTBOPAa  TeHOKCHKaMa
{paznen «KommuecTBEHHOE OTIPEJIENIEHHEY ).

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TaGnetok - He Gonee + 7,5 %;
2/20 TabneTok - He Gonee + 15 %.

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

Complies / CootBeTcTBYET

4.6 %

2 min /2 MME

94 %

Not more than 30 min. / He 6onee 30 My, |

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHOKCHKaMa
uepes 45 MuH, |

Related substances (HPLC) / PoacTeennnie npuMect {BIKX)

2-aminopyridine /
2-aMUHONHPKIHH

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

Below LOQ (LOQ = 0.05 %) /
Huwxe npemena
KOJIMIeCTREHHOTO
ompegenenns (ITKO = 0.05 %)

Not more than 0.5 % /

Individual unidentified impurity/ Below LOQ (LOQ = 0.05 %)/

Eanananas He 6onee 0,5 % Hwke npemena
HeHAeHTU(PHIMPOBAHHAS NPUMECh KOJIHYECTREHHOTO

B . onpenenenns (IIKO = 0.05 %) |
Total impurities / Not more than 2.0% / Below LOQ (LOQ = 0.05 %) /
CyMma npuMeceii He 6onee 2,0 % Huske npeaena '

KOHYECTBEHHOIO
onpenenerna (1IKO = 0.05 %)
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CERTIFICATE OF ANALYSIS / CEPTUHOUKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJI® Ta6.1eTKH, HOKPBITBIE [LIEHO4HO# 060104K0#, 20 Mr

Name of Product /
HanmenoBanHe npenapata
Batch no. / Homep cepun

Date of control / 1aTa ananusa
Manufacturing date /

Jara npouseoacTea

Expiry date / Jata okoHUYaHUS
CpPOKA TOAHOCTH

| Microbial limits / MukpoGHo.iorudeckas Y4HeTOTA

Total aerobic microbial count /
Obmee YHCIIO a3po0HBIX
MHKPOOPTaHA3MOB

Total combined yeast / moulds
| count/O6mee YHCIC IPOKKEBBIX
¥ IIECHEBEIX TPUGOB

22E09401A
20.07.2022
05.2022

04.2025

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

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

E. coli

Shall be absent in 1g / Oreyrereue 8 1 ¢

Uniformity of dosage units /
OaHOpOAHOCTL NO3HPOBAHHSA

Acceptance value (AV) should not be more
than 15.0. / TToka3zarens mpuemnemMoctd (AV)
HoinkeH OwITE He Oomnee 15,0,

Assay (HPLC)/
KonuuecTBeHHOE ONpeaesieHue
(B2IKX)

' Package / YirakoBka

900% to 110.0%
(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CiHiN;O.S;
(TeHoxCcHKaM) B TaGleTKe 0T HOMHHAJIBEHOTO
COEPXANHA.

of C]3H1|N304S2 -

<10 CFU/g/
<10 KO3/r

<10 CFU/g /
<10 KOD/r

Absentin 1 g/
OrcytetByeTR 1 T

Complies / CooTBeTcTBYET
AV =273

103.2%

10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a
carton. / [lo 10 Tabnetok B ONACTEpe H3
TNIBX/amomuanueroif donsru, o | Gnuctepy
BMECTE ¢ HHCTPYKUHMEH N0 NpPHMEHEHWI)
NOMELHAICT B Na4Ky K2PTOHHYIO.

10 tablets in PVC/aluminum |
foil blister. 1 blister and a|
patient information leaflet in a
carton. / Ilo 10 Tabmetok B
bmucTepe u3
[IBX/amoMuHueBoi  $oOIBIH.
Ilo 1 6muacrepy Bmecte ¢
HHCTPYKIKEH N0 MIPUMEHEHHIO
HOMEUIAI0T B HAYKY
KapPTONHY K,

' Labeling / Ma_pK_HpOBKa

_Etorage / XpaHeHue

Shelf-life / Cpox rogsnoct

Assessment /
3akmoueHne:

According to normative document [/
B COOTBETCTRIH c HOPMATHRHOI
JIOKYMEHTa1me i

Complies / CootsercTByer

| In original package (blister in a carton), at temperature below 25°C. /
B opurunsansHoli ynaxoBke {(OnucTep B mMauke) IPH TeMIepaType He BBIIIE

IE years. / 3 roga.

25°C.

/A
A"O "\S ¢ Sa .
10 KUJ"E:;":H&’{:@” A
St:2

The batch complies with the specifications according to ND JIC-000294-151021 / Cepus
COOTBETCTRYET TpeOORaHUAM HOpMATHBHOTO okyMenTa JIC-000294-151021.
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