CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJM3A

Name of Product /
HanMmeHoBaHHAE Mpenapara
Batch no. / Hlomep cepHH

Date of control / Jlata ananuza
Manufacturing date /

JaTa nporssoacTBA

Expiry date / Jlata okoHuaHusa
CPOKA roAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE® Ta6aeTKH, N0KPHThIE IL1eHOYHOH 0600k, 20 Mr
23G10351A

09.2023

07.2023

06.2026

TESTS MOKA3SATENIN

Description / Onucanne

| Yellow with a brown shade, oval, biconvex |

RESULTS / PE3VJIBTATHI
Complies / CooTBeTCTBY €T

SPECIFICATIONS /f HOPMbI

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kenteie ¢ KOPUYHEBBIM OTTEHKOM [BETA
OBalbHBIE, JBOAKOBBINYKIRIE  TabieTkH,
[OKPEITHIE IVIEHOYHOH 000N04K0H, ¢ pHckolf
Ha onHO#A cropone. Ha nonepednoMm paspese
SAPO APKO-IKENTOTO LBETA,

Identification (HPLC) /
HoanunaocTs (BI3KX)

| Uniformity of weight /
OaHOpPOAHOCTD Mo Macce

Retention time of the main peak in the Complies / CO_()TBeTCTEyET I
chromatogram of test solution should comply

with retention time of the main peak in the

chromatogram of tenoxicam  standard
solution (Assay). / Bpems yaepxuBaHus
OCHOBHOTO THKZ Ha  XpOMATOrpamMMe
HCTIBEITY @MOTO pacTeopa FOTEKHO
COOTBETCTBOBATL BpPEMEHH  YIePKHRAHHA
OCHOBHOTO THKZ HAa  XpOMaTorpamme
CTAHAAPTHOrO  pacTBOpa  TEHOKCHKAMA
{paszen «KonuuecTBeHHOE ONPEAEICHHE).

18/20 tablets - not more than £ 7.5%;
2/20 tablets - not more than + 15%. /
18/20 tabnerox - e Gonee = 7,5 %; [
2/20 tabnerok - He bonee = 15 %.

Complies / CoorBercrByer

I Water / Boxa

| Disintegration / Pacnagaemocts

| Not more than 30 min. / He 6ostee 30 Mus.

Not more than 7.5% / He 6onee 7.5% 6.0 %

2 min / 2 MHH

Dissolution / PacTeopenne

Not less than 75% (Q) of tenoxicam in 84 %
45 min./ He menee 75 % (Q) TeHokcHKaMa

uepes 45 MHH.

Related substances (HPLC) / Poncteennsie npumecn (B2AKX)

2-aminopyridine /
2-aMUHOIIHPHANH

Individual unidentified irnpurity/.

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

Not more than 0.5 % /

Not detected / He ofnapyxena

Enunnunas He 6onee 0,5 % <0,05
HEeHJIeHTHOULMPOBaH HAY TPUMECh

Total impurities / Not more than 2.0% / |

Cymma npyveceli He 6onee 2,0 % Not detected / He obuapyxena

Microbial limits / MukpobHosoruueckas YHCTOTA

Total aerobic microbial count /
Obiree TUCIO aspobHBIX
MHKPOOPIaHH3MOR

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

<10 CFU/g/
<10 KOD/r

lof2



CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJMN3A

Name of Product /
HaumeHnoBaHHe npenapara
Batch no. / Homep cepun

Date of control / aTa anaau3za
Manufacturing date /

HaTa DpoH3IBOACTBA

Expiry date / Jata oxoHuanua
CPOK2a FOAHOCTH

TESTS AIOKA3ATE/IN

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® ta6neTKH, MOKPBITHIE NAeHoaHoH 060 10uK0ii, 20 MT

23G10351A
09.2023
07.2023

06,2026

SPECIFICATIONS / HOPMbI

Total combined yeast / moulds

count / Qbilee YHCIO IPOHOKEBRIX

M IUIECHEBRIX TPHOOB

E. coli

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

j RESULTS / PE3YJILTATHI |
| <10 CFU/g/ |

<10 KO3/

Shall be absent in 1 g/ Orcyrcrere B 1 T

Absentin 1 g/
OtcyretpyerB 1T

i Uniformity of dosage units /

Oﬂl-lﬂp(),LlHOCTla NO3HPOBAHMA

Assay (HPLC) /
KommyecTBeHHOE onpeneseHHe
(BAX)

Acceptance value (AV) should not be more

Complies / CooTBercTBYET

than 15.0. / INokazatens npueMaeMocTH (AV) AV =19
nomxeH 6rITE He Gonee 15,0.
90.0% to 110.0% of CisHiN:3O48; 98,8 %

(tenoxicam) in a tablet of label claim. /
OT 90,0% o 1]0,0% C13H11N304Sz
{TeHokcHKkam) B TablIeTKe 0T HOMHHAJIBHOTO
COJICPIKaHHSL.

Package / ¥Ynakoska

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Tlo 10 Tafmerok B OnucTepe w3
[IBX/amomunneroil poanru. Tlo 1 6nuctepy
BMECTe ¢ HHCTPyKUMeld 1o NpHMEHEHHIO
TIOMELIAT B Nayky KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister. | blister and a
patient information leaflet in a
carton. / TMo 10 rabnetox B |
Guucrepe u3
MNBX/amomuuuesoii  donsrH.
ITo 1 Gumerepy BMecre ¢
HHCTPYKLUHEH MO TPHMEHEHHIO
OOMELNAINT B nayKy
KafTOHHY 10

Labeling / Mapxupoeka

Storage / XpaHeHue

According to normative document [/
B COOTBETCTBUH c HOPMATHBHOH
JOKyMeHTal el

._Cornplics / CooTeeTCTBYET

In oﬂgﬁal_package (blister in a carton), at temperature below 25°C. /
B opuribansHolt ynaxoske (GnHcTep B auke) IPH TeMIlepaType He BHIIIE

25°C.

Shelf-life / Cpok rognocTH
Assessment /
3aKIYeHuC;

3 years. / 3 roga.

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepua cooTReTCTBYET TpebOBaHHAM HOpMAaTHEHOTO HokymeHTa JIC-000294-151021.

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

API manufacturer batch number /
Homep cepus npouzsoauTens ADC:

Tenoxicam / TeHokcuram

92030521

FP Manufacturer API Batch number /
Homep cepu cybeTannan nponssogureas [JId:

API Manufactured by & country /
Mpoussoanvens APC, crpana:

23108471

Edmond Pharma S.r.L., Italy /
Anmona ®apma, C.p.JL., Hranua
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