CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product / : TEXARED film coated tablets, 20 mg /

Haumenopanue npenapara TEKCAPEJ® Tabaerkn, NOKpeITLIE IIEHOYHOH 060/109K0H, 20 MT
Batch no. / Homep cepuu 1 25A00051A

Date of control / JaTa ananusa ¢ 022025

Manufacturing date / 1 01.2025

Jata npoussoacrea

Expiry date / JaTa okoHuanus : 12,2027

Cpoxa roAHOCTH

TESTS /MOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS/PE3YJIBTATLI
[ Description / Onncanue Yellow with a brown shade, oval, biconvex ' Complies / CooTreTcTRYeT

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HKentele ¢ KOpHYHEBHIM OTTEHKOM LBETA
OBANBHEIC, [BOAKOBBIIYKIBIE  TaONeTKH,
IOKPEITHIC TUIEHOYHOH 000:104K0, ¢ pHCKOH
Ha onHo# cropone, Ha nonepeunom paspese
AP0 APKO-KENTOrO LUBETA.

Identification (HPLC) / Retention time of the main peak in the Complies / CoorsetcTByeT
Moeannnnoets (BIXKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpemsa ynepxuBanus
OCHOBHOTO MHMKAa HA  XpOMAarorpaMme
HCTIRITYEMOTO pacTBOpa JOIKHO
COOTBETCTBOBATE BPEMEHH  YASpKHBAHMA
OCHOBHOTO TIHKA HA  XPOMarorpaMMe
CTAHIAPTHOTO  pacTBOpa  TECHOKCHKAMa
(pazmen «KomuuecTBeHHOE OTIPCACTEHHEY ),

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CooTBeTcTBYET
OnHopoaROCTL N0 Macce 2/20 tablets - not more than + 15%. /
18/20 TabneTok - He omee = 7,5 %;
2/20 TabneToK - He Gonee = 15 Y.

Water / Bona Not more than 7.5% / He Gonee 7,5% 4.9%
| Disintegration / Pacnagaemocts Not more than 30 min. / He 6onee 30 mum. 2 min / 2 MuH
Dissolution / PacTeopenue Not less than 75% (Q) of tenoxicatm in . 93 %

45 min./ He menee 75 % (Q) TeHokcuxama
gepes 45 MHAH.

Related substances (HPLC) / Pogersennnie mpumect (BIXX)

2-aminopyridine / Not more than 0.25 % /
2-aMHMHOMHPUAKH He 6ounee 0,25 % Not detected / He oBHapyxena

Individual unidentified impurity/ | Not more than 0.5 % /
Enunranas He Gomee 0,5 % 0.1%/0.1%
HEHMAEHTH(DHIIIPOBAHHAA [IPHMECD

Total impurities / Not more than 2.0% /

CyMmMa npumMecei | He Gonee 2,0 % 0.1%70.1%

| Microbial limits / MuxpoGHoIoraIecKas YMcToTa
Total aerobic microbial count / | Less than 1000 CFU/g/ ' <10 CFU/g/
Obniee YHCIIO aspoluex | He Somee 1000 KOE/T <10 KO3/
MHKPOOPTaHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

Date of control / IaTa anaauza
Manufacturing date /

Jdara npousBoacTBa

Expiry date / lara oxoH4YaHus
CPOKA FOHHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® vabneTkH, MOKPLITLIE TIeHOwHOiT 06onouicoii, 20 Mr

25A00051A
02.2025
01.2025

12.2027

TESTS MOKA3ZATEJIA

SPECIFICATIONS / HOPMBI

RESULTS /PE3YJILTATHI

Total combined yeast / moulds
count / Obmee 4ucIio APOIKERBIX
H IUIECHEBBIX IPpHOOB

| Less than 100 CFU/g /

He Gonee 100 KOE/r

<10 CFU/g /
<10 KO3ir

E. coli

Shall be absent in 1g / Orcyrctme B 1 T |

Absentin 1 g/
OrcytctByeTB 1 10

Uniformity of dosage units /
OaHOpOIHOCTE AG3HPOBAHHA

| Assay (HPLC) /
KonnuecTrennoe olpeae/ieHne
(BYKX)

Package / YnakoBka

Acceptance value (AV) should not be more

Complies / CooTBeTCTBYCT

than 15.0. / TTokazarens npuemiaemocta (AV) AV=53
AolkeH OuITh He Gomee 15,0,
90.0% to 110.0% of Ci3H N34S 99.9 %

(tenoxicam) in a tablet of label claim. /

Or 90,0 % a0 110,0 % C]3H11N304Sg
(TeHOKCHKAM) B TAONETKE OT HOMUHAJIBHOTO
COMlEPIKaHUS.

10 tablets in PVC/aluminum foil blister. |

1 blister and a patient information leaflet in a
carton. / ITo 10 Tabnerox B Gmucrepe u3
INBX/amomunweroif gonsru. Ilo 1 6muctepy
BMECTE € WHCTPYKUMEH N0 TIPHMEHEHHIO
NOMELAIOT B 034Ky KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister, 1blister and a |
patient information leaffet in a
carton. / Tlo 10 Tabnerox B
onucrepe u3
IBX/amovunieBoil  Gobry.

Labeling / Mapkuposka

Storage / XpaHecHue

Shelf-life / Cpox roanoctn

Ilo 1 6aucrepy BMecTe C
HHCTPYKUMEH 110 MpHMeHEHHI0
TIOMEIIAOT B navKy
KapTOHHYVIO.

According to normative document /| Complies/ CooTeeTcTBYET

B COOTBETCTEHH c HOPMAaTHBHOI

JOKYMEHTALHER

'In original package (blister in a carton), at temperature below 25°C. /
B opurunaneHol ynaxosxe (GIHCTep B NayKe) HPH TEMIEPATYPE HE BhILIE

25°C,

3 years. / 3 roza.

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

Jamouenue:

Cepus cooTBeTcTBYeT TpeGoBaHHAM HOPMATHBHOTO AokymenTa JIC-000294-151021.

API name (INN) / npaumenosanne A@C (MHH):

API manufacturer batch number /

Homep cepun nponsBoxurenst ADC:

Tenoxicam / TeHokcHram

92003424

FP Manufacturer API Batch number /
I Homep cepan cyOcTannuu npousBoaureas [JIMD:

24116281

API Manufactured by & country /

Tlpouseonntens A@C, cTpana:

Edmond Pharma S.r.L., italy /
Onmons Gapma, C.pJI., Wranua
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