CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIN3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJI® TaéneTkn, NOKPHITHIE HIEHOUYNOH 06010uKo0il, 20 MT

Name of Product /
HanmMeHORaHRE MpPenapaTa
Batch no. / Homep cepun

Date of control / JlaTa ananmsa
Manufacturing date /

Jara npon3Boncrea

Expiry date / TaTa oxoH4yanns
CPOKA TOAHOCTH

TESTS MOKA3ATEJINA
Description / Onucanue

| Identification (HPLC) /
Mognuanocts (BIKX)

24D00271A
06.2024
04.2024

03.2027

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. /
HKenteie ¢ KOpHYHCEBBIM OTTCHKOM LIBCTA
OBATBHBIE, [OBOJKOBBITYKIBIE — TaONeTKH,
MOKPEITEIE TINEHOUHOIT obonoukoil, ¢ pUckoii
Ha omHoiT cTopoHe. Ha nonepevHoM paspese
AP0 FPKO-KENTOro LBETa.

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 ynepxXwuBaHus
OCHOBHOTO IIHKa HAa  XpoMaTorpamMe
HCTIBITYEMOTO pacTBopa AOTKHO
COOTBETCTRBOBATE BPEMEHH YIEPXHBAHHA
OCHOBHOTOG TIHKd HA  XpOMAarorpamMme
CTAHZAPTHOTO  pAacTBOpAa  TEHOKCHKAaMa
(paznen «KonuuecTBEHHOE OTIPENIETIEHHER ).

RESULTS / PE3YJBTATHI
Complies / CT)OTBBTCTByeT

Complies / CoorBeTcTBYET

Uniformity of weight /
OanopoaHoCTL MO Macce

18/20 tablets - not more than £+ 7.5%;
2/20 tablets - not more than + 15%. /
18/20 tabnrerok - e Gomee + 7,5 %o
2/20 TabneTok - He Gomee £ 15 %.

Complies / Coome’rcmyg“r

Water / Boga

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

4.8 %

Disintegration / Pacnapaemocth

I Not more than 30 min. / He 6onee 30 mun.

2 min /2 MUH

Dissolution / PacTBopenue

2-aminopyridine /
2-aMIHOTTUPHTHH

Individual unidentified impurity/
Enuavanas
HEHAeHTHRINPOBAHHAS TIPUMECE

" Total impurities /
CyMMa npumMecet

Related substances (HPLC) / PogcTBenHble npumeck (BFAKX)

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % (Q) TenoxcAkamMa
uepes 45 MHH.

84 %

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

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

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

Not detected / He ofnapysena

Not detected / He o0napyxena

Not detected / He odnapyxena

| Microbial limits / MukpoGnonorudeckasi 4ueToTa

Total aerobic microbial count /
Ofuiee qHCIo a3poOHBIX
MHKPOOPTaHH3MOB

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 AHAJIN3A

Name of Product /
Haumenoranne npenapara
Batch no. / Homep cepan

Date of control / JaTa ananusa

Manufacturing date /
Jata npoussoacTRa

Expiry date / laTa oxoH41aHHA

CpOKa roOAHOCTH

TESTS TIOKA3ZATEJIN
Total combined yeast / moulds

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® rad.uerku, NOKpLITHIE ILIEHOUHOE 060/104K0i, 20 mr

24D00271A
06.2024
(64.2024

#3.2027

SPECIFICATIONS / HOPMbI

RESULTS / PE3VJILTATHI

count / OBwee 4ucio ApokKeBEX

H [JIECHEBBIX IPUOOB

E. coli

Uniformity of dosage units /
OIHOPONHOCTE J03HPOBAHHA

Less than 100 CFU/g /
He bonee 100 KOE/r

Shall be absent in lg / OtcyTcTBHE B 1 T

Acceptance value (AV) should not be more
than 15.0./ [Tokazarens npHeMieMocTd (AV)
Jnomxed OpITh He Domee 15,0,

<10 CFU/g/
< 10 KO3/r

Absentin1 g/
Oreytergyers 1

Complies / Coorsercreyer
AV =238

" Assay (HPLC) /

KonnuecTBeHHOE onpeaAcAacHHE

(BOHKX)

90.0% to 110.0% of CuaHiN;O48;
(tenoxicam) in a tablet of label claim. /
Ot 90,0% oo 110,0% Ci3H1iN3048;
{TeHOKcHKaM) B TaONETKE OT HOMUHANBEHOTO
ComepXKaHis,

08,7 %

Package / Ynakoska

. Labeling / Maprupoekra

I_Storage / XpaneHue

10 tablets in PVC/aluminum foil blister. |

1 blister and a patient information leaflet in a
carton. / [To 10 Tabnetok B Onmcrepe us
TBX/anromuauesoii poneru. ITo 1 dnuctepy
BMecTe € HHCTPYKUMeH [0 NpUMEHEHHIO

MIOMEILAIOT B IAYKY KAPTOHHYIO.
According to normative document /
B COOTBETCTBUH ¢ HOPMaTHBHOH |
OOKYMEHTauueH

In original package (blister in a carton), at terrfperature below 25°C. /
B opuruHansHoi ynaxoBke (ONHcTep B Ta9Kke) MPH TeMIIEpaType HE BhiLle

25°C,

| KapITOHH) 0.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 TaGnetox B
OnucTepe m
TIBX/amomuHieBoii ¢oasry.
ITo | Giuctepy BMecTe ¢
HHCTPYKLHeH 10 IPHMEHEHHI0
MOMEILAOT B TIATKY

Complies / CooTeTcTBYET

| Sheli-life / Cpox_ronﬂocm

3 years. / 3 roza.

Assessment /
3akmoueHne:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTcTBYET TpeOOBAaHUAM HOpMATHBHOTO nokymenta JIC-000294-151021.

API name (INN) / naumenoeanne ADC (MHH):

Tenoxicam / Temoxkcuxam

API manufacturer batch number /

Homep cepan npousBogutens ADC:

FP Manufacturer API Batch number /
Homep cepun cyOcTaHuHH nponssoaaTens I'JIdD:

92035723

24112701

AP1 Manufactured by & country /

MponzeognTens ADC, cTpana:

Edmond Pharma S.r.L., Ttaly /
3amonz Capma, C.p.J1., Utanus
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