CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAJIM3A

TEXARED film coated tablets, 20 mg /
TEKCAPEI® tafnerxn, MOKPLITHIE IICHOYHOTH oBonoukoii, 20 Mr

Name of Product /
HaumeHoBanue npenapata

Batch no. / Homep cepuu 23E07971A
Date of control / {ata ananusa 06.2023
Manufacturing date / 05.2023
HaTa npoussoacTra
Expiry date / JaTa okonuanns 04.2026
€pOKA rogHOCTH
i' TESTS /IOKA3ATEJIA | SPECIFICATIONS / HOPMhI | RESULTS / PE3YJIBTATHI

Description / Onucanue

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright vellow color. /
Kentele ¢ KOPUYHEBHIM OTTEHKOM IIBETA
OBQNBHBIE, JABOSKOBBIOYKIbIE  TabIeTKH,
NOKPEHITEIE TUICHOYHOH 000104 K0i1, ¢ pUCKO#

Ha OZHO#l cTopone. Ha nonepeuxom paspese

AAPC APKO-KENTOTO LBETA.

Complies / CooTreTcTBYET

' Identification (HPLC) /
Nogarnocts (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 yaepxuBanns
OCHOBHOIO IHKA HAa  XPOMATOTPaMMe
HCIBITYeMOTO pacTBopa TOIDKHO
COOTBETCTROBATE BPEMEHM  YHEPKHMBAHHS
OCHOBHONO  JIHKA Ha  XPOMaTOTpamMMe
CTAHTAPTHOTO  pacTEOpAa  TEHOKCHKaMa
(paznen «KommuecTBeHHOE OnpesienieAHEN ),

Complies / CooTsercTYeT

Uniformity of weight /
OaHoponHocTL MO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than £ 15%, /
18/20 Tabnerok - He Gomee = 7,5 %,
2/20 tabneTox - ne bonee £ 15 %,

Water / Bona

Complies / COOTBeTc;B);eT

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

5.6%

Disintegratio;/ Pacnagaemoctsn

Not more than 30 min. / He Gonee 30 mun.

2 min /2 Mun

Dissolution / PacTropenne

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHOKCHKamMa
gepes 45 MUH.

90 %

2-aminopyridine /

Related substances (HPLC) / PoacTBenHbIie npemecH {(BIXKX)
: ']_Not more than 0.25 %/

2-aMHUHOITHPH/TAH He Gonee 0,25 %
Individual unidentified impurity/ | Not more than 0.5 % /
EnvuHranag He Sonee 0,5 %
HEHWJIEHTHYHULIUPOBAHHASL TIPHMECE
| Total impurities / Not more than 2.0% / =
CymMMa nmpumecei | He bomee 2,0 %

Not detected / He o0napyxena |

|
Not detected / He ofmapyxena

Not detected / He oGHapyxena

Microbial limits / MukpoGnosiornueckas yncToTa

|
Obniee YHCTIO

MHKDOOPTraHu3MOB

Total aarobic‘ﬁlicrobial count /
a3po0OHBIX

Less than 1000 CFU/g /
He Gonee 1000 KOE/r

<10 CFU/g /
<10 KOD/r
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CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Name of Product / ! TEXARED film coated tablets, 20 mg /
Haumenopanue npenapaTta TEKCAPEN® Tab.1eTkH, NOKPbITHIE TICHOYHOI 06or04Koii, 20 Mr
Batch no. / Homep cepun I 23E07971A
Date of control / Mara ananuza ¢ 06.2023
Manufacturing date / o 05,2023
HaTa mpousseactea
Expiry date / Aara OKOHYaAHNA » 04.2026
CPOKa roaHOCTH
TESTS /TOKA3ATEH SPECIFICATIONS /HOPMbI | RESULTS / PE3YJIBTATHI |
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g / |

count / Ofmee aucno APOAKEBRIX | He Gomee 100 KOE/r <10 KO3/

# TIECHEBLIX TPHOOR

. Shall be absent in 1g/ Orcyrerue 8 1 ¢ -l_  Absent inl_g/ |

E. coli
| Otcyrersyers 11 J
Uniformity of dosage units / Acceptance value (AV) should not be more | Complies / Coortsetctpyer |
OuHopoarocrs MOZHPOBAHMA than 15.0./ TTokaszatens OpreMieMocTi (AV) AV =138

| omke OBITE HE Gonee 15,0, | J

Assay (HPLC) / | 90.0% to 110.0% of Ci:HiiN3 048, | 99,8 % |
KoanyecTBennoe ofipeaejeHHe | (tenoxicam) in a tablet of label claim, /

| (BIAX) | Or 90,0% x0 110,0% CuHiN;O4S, |
(TeHoKcuKaM) B TabaeTke ot HOMHHANBEHOrO

COMCPKaHHS, | |

Package / Yiakosxa 10 tablets in PVClaluminum foil blister. | 10 tablets in PVC/aluminum
’ 1 blister and a patient information leaflet in a | foi] blister. 1 blister and a

carton. / Ilo 10 Tabnetox s Giuctepe w3 | patient information leaflet in a
HBX/amomunnesoit ¢oawru. ITo 1 Gmnctepy | carton. / Ilo 10 Tabnetok & |

BMECTC ¢ HHCTpyKnmed mo npuMeHcnmio Gimcrepe 3

| | NOMEINAIOT B MAUKy KapTOHHYIO. | TIBX/amoMunuepoii $honery,

Io 16mucrepy Bmecre ¢

' | HHCTPYKITHEH N0 NpHMEeHeH o

TOMEINAIOT B NiaqKy

——— - —_  xpromwio.
[Labeling/Mapxnpmma According to normative document Complies/CoomeTCTByeT

71
B COOTBETCTBHH ¢ HOPMATHBHOLH
AOKyMeHTanHeli

Storage / Xpanenne
B opurunansnoi ynakoske (GaHcTep B nauke) TIpH TEMOEPATYpe He Rblie
| 25°C,

Shelf-life / Cpok rogsocTH | 3 years. / 3 rona. o

|: In original pac@ (blister in mrt?), al temperature below 25 )C./ T ’

==

Assessment/  The batch complies with the specifications according to ND JIC-000294-151021 /
3akmouenpe: Cepus cootsetcrayer TpeOOBAHHAM HOPMATHBHOTO Hokymenra JIC-000294-151021.

Tenoxicam / TerokcHkanm

API name (INN) / naumenoBanne AGC (MHH): J

APl manufacturer batch number / 92030521

Homep cepuu npousseanrens AMGC: ’
' 23108471

FP Manufacturer API Batch number /
| Homep cepuu cyBerannun npoussoautenn FJId:

API Manufactured by & country / Edmond Pharma S.o.L., Italy / |
| Nponssoaurens A®C, cTpana: Damony Papma, C.p.JI., Uranua
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