CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Name of Product /
HaumenoBauHe npenapaTa

TEXARED film coated tablets, 20 mg /

TEKCAPEI® TabneTkH, NOKPLITEIE IIIEHOYHGH 06onouKoi, 20 Mr

Batech no. / Homep cepun 23112321A
Date of control / laTa ananuza 10.2023
Manufacturing date / 09.2023
JaTa nponseoacTBa
Expiry date / aTa OKOHYAHHS 08.2026
€POKa FOAHOCTH
TESTS MTIOKA3ATEJIHA | SPECIFICATIONS / HOPMBI

RESULTS / PE3YJILTATHI |

Description / Onucanne

Yeilow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kenthle ¢ kKopHMYHEBBIM OTTEHKOM 1[BETA
OBAJILHBIC, JABOAKOBBIITY KJIBIC TaﬁJIETKH,
TOKDPBITEIE TUIEHOUHOH 00010UKOH, ¢ pUCKOA
Ha ogHO#H cropore. Ha nonepeuHoM paspese
AAPO APKO-AKENTOrO UBETA. |

Complies / aorBeTCTByeT |

[

Identification (HPLC) /
HoanuunocTs (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). / BpeMsa ynepxuBaHuA
OCHOBHOTO THKa Ha  XpOoMarorpaMme
HCIBITYEMOTO pacTBOpa JIOMKHO
COOTBETCTBOBATE BPEMEHH  YACPKUBAHHA
OCHOBHOI0 [IMKA HA  XpoMarorpaMme
CTAHAAPTHOIO  PacTBOpa  TEHOKCHKaMa
(pazaen « KonuyecTBeHHOE ONpPENENICHUEN),

Uniformity of weight /
OMHOpOAHACTL MO MAcce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnetok - e Gunee + 7,5 %,;
2/20 TabneTok - e Gonee £ 15 %.

Complies / CooreeTcTBYET

Complies / COOTB&;CT;}"&T

Water / Boga

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

5.6%

Disintegration / PacnagaeMocTh

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

3 min / 3 Mun

Dissolution / Pacreopenue

Related substances (HPLC) / PoacTBeHHBI¢ npaMecH (BIXKX)

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % ((Q) TeHOKCHKaMa
qepes 45 MAH.

89 %

2-aminopyridine / o
2-aMUHONUPUANH
Individual unidentified impurity/

Ennpuanag
HEHAEHTHOHIMPOBaHHaA TPHMECh

?INot more than 0.5 % / |

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

He 6omnee 0,5 %

Total impurities /
Cymma npiMeceit

| Microbial limits / MukpoGuoiornyeckas YHCTOTA

L

Not more than 2.0% /
He Gonee 2,0 %

Total aerobic microbial count /
Obuee YHCTO aypobHBIX
MHKPOOPTAHH3MOB

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

Not detected / He obnapy:xena

Not detected / He obnapyxena

Not detected / He obHapyxena

<10CFUlg/
<10 KO/r
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CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIM3A

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

Date of control / JaTa anannsa
Mannfacturing date /

Jata nponzsogcTBa

Expiry date / JIaTta oxoHyauns
CPOKA roAHOCTH

TESTS /IMMOKA3ZATE]IN

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® TaGieTKH, NOKPbITEIE IIEHOUHOH 000/109104, 20 Mr

23112321A
10.2023
09.2623

08.2026

| SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATBI

Total combined y&lst_ / moulds

count / ObOlee 4HCTIO APOAOKEBBIX

H ILIECHEBBIX FPHGOB

E. coli

Uniformity of dosage units /

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

< 10 CFU/g /
< 10 KO3/r

“Shall be absent in 1 g/ OtcyrcTBHE B I T

Absentin 1 g/
OtcytetRyeTB 1T

.chepznae value (AV) should not be more

Complies / CooTeTcTRYET

OaHopoaHOCTH A03HPOBAHAS than 15,0./ Tokazatens npueMneMoct (AV) AV =27
JloJKeH OpITh He Donee 15,0, |
Assay (HPLC) / 90.0% to 110.0 % of C13H“N304SZ 97,0 %

KoaudecTReHHOE OTIpeAeaeHHe
{(BKX)

(tenoxicam) in a tablet of label claim. /
Or 90,0% a0 110,0% C]3H1|N304Sz
(TeHOKCHKAM) B TABICTKE 0T HOMHHAIILHOTO
COAEPKAHMSL.

Package / ¥YnaxoBka

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 rabnerok B OnHcTepe M3
[1BX/amomMuanesoi doneru. [To 1 Gmuctepy
BMECTE ¢ HHCTPYKUHeH IO NpHMEHEHHIO
MOMEIIAIOT B [TaYKy KapPTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabnetok =
6nnctepe u3
TIBX/amoMuHueBol  GONbIHE.
Mo | Gmactepy BMecTe ¢
HHCTPYKLHEH M0 NPUMEHEHUIO
HOOMEIHAIDT B mayKy
KapTOHHY10.

Labeling / MapxkapoBka

document /
HOPMaTHBHOH

According to normative
B COOTBETCTBHH c
JoKyMeHTauHeH

Complies / CooTBETCTBYET

Shelf-life / Cpox rogHocT!

Storage / XpaHenue

In original package (blister in a carton), at temperature below 25°C. /
B opurnransHo# ynakoeke (6nHcTep B auke) Mpy TeMIepaType He B

25°C.

' 3 years./ 3 ropa. —

Assessment /
3aknoueHue:

The batch complies with the specifications according to ND JIC-000294-151021 /

Cepus cootBeTcTBYeT TpebOBaHUAM HOPMATUBHOIO Aokymenta JIC-000294-151021.

API name (INN} / nanmenopanue AOC (MHH): Tenoxicam / TeHOKCHKAM

API manufacturer batch number / 92032423

Homep cepun npon3soguTena ADC:

FP Manufacturer API Batch number / 23109853

Homep cepun cybeTannnn nponssoaunrens [JIM:

API Manufactured by & country / Edmond Pharma S.r.L., Italy /

Ipoussoaurens APC, crpaHa: IaMoHN ‘DapMa‘é‘ﬂ.J:[?‘HTBJIH}I
I S
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