CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product / : TEXARED film coated tablets, 20 mg /
HaumenopaHue npenapata TEKCAPEJ® TadaeTKH, NOKPBIThIE IIEHOYHOI 060104K0#, 20 MI
Batch no, / Homep cepun D 23L17431A
Date of control / laTa anannza o 12.2023
Manufacturing date / ;112023
Jata npousBogcTsa
Expiry date / laTa okoHvanus ;10,2026
CPOKA IoJHOCTH
TESTS MOKA3ATEJHA | SPECIFICATIONS / HOPMBEI RESULTS / PE3YJIBTATHI
Desecription / Onucanne 17ellow with a brown shade, oval, biconvex Complies / CooTBeTcTRYET

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color, /
XKenteie ¢ KOPHIHERHIM OTTEHKOM LBETA
OBankHble, [ABOAKOBBIMYKIEIE TabieTkw,
MOKPEITRIE [LTEHOYHOH 0000tKoH, ¢ pHCKoi
Ha o7HOH cTopoHe. Ha nonepeRHoM paspese
AP0 APKO-KENTOTO 1IBETA.

Identification (HPLC) / Retention time of the main peak in the | Complies/ CootseTcTByeT
HMonnuunocts (BIAKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems yamepkusammsa
OCHOBHOTO  fIMKa H4  XPOMAaTOIPaMMe
HCITLITYSMOTO pacTsopa JOIKHO
COOTBETCTBOBATE BPEMEHW  YSPKHBRHIL
OCHOBHOTO TIHK2Z HA  XPOMATOTPAMME
CTAHAAPTHOTO  PacTBOpa  TEHOKCHUKAMA
(pasnen «KomiuecTBeHHOE ONIPCACTEHHED ),

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CooTBeTCTRBYET
OnHopoIHOCTL 1O Macce 2/20 tablets - not more than + 15%. /

18/20 TabneTox - He Gonee + 7,5 %;

2/20 tabneTox - He Hoiiee + 15 %.

Water / Bona Not more than 7.5% / He 6omee 7,5% 3.2%
_Disintegration / PacnapaemocTs Not more than 30 min. / He Gonee 30 MuA. 2 min /2 MaH
Dissolution / PacTBopeHue Not less than 75% (Q) of tenoxicam in 90 % -

45 min./ He menee 75 % (Q) TeHOKCcHKaMa
uepes 45 MuH.

| Related substances (HPLC) / PoacTeennsie npumecn (B3KX)

2-aminopyridine / Not more than 0.25 % /

2-aMHUHOTTHPHAUE He Gonee 0,25 % Not detected / He obHapykeHa
Individual unidentified impurity/ @ Not more than 0.5 %/

Emunianas He Goree 0,5 % Not detected / He oGHapyxena
HCAJCHTHGMINPOBAHHAS [IPAMECDH

Total impurities / | Not more than 2.0% /

CymMa npumeceii | He Gouee 2,0 % Not detected / He oGnapy:kena

Microbial limits / MukpoGHo0orayeckan ¥neToTa

Total acrobic microbial count /| Less than 1000 CFU/g/ <10 CFU/g /
O6uiee YHCIIO a3pobnbrx | He Gomee 1000 KOE/r <10 KOO/r
MHUKPOOPTaHH3IMOB
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HaunmeHnoBaHKe npenapaTta

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Tabuerku, DOKPLITLHIE I1EHOUH0H 060104K0#H, 20 Mr

Batch no. / Homep cepun 231L.17431A

Date of control / laTa anannaa 12.2023

Manufacturing date / 11.2023

JaTa mponzBoacTBa

Expiry date / JlaTa oxoH"1aHus 10.2026

CPOKa rOAHOCTH

TESTS /MIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJOLTATBI |

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/ '
count / OBmee uncio gpoxxessix | He Oonee 100 KOE/r <10 KOG/r

H HJIeCHEeBHIX TPUboB

E. coli

Shall be absent in 1g / OtcyrctBHE B 1 T

| Uniformity of dosage units /

Absentin 1 g/
OrcyTeTByeTB 1 It

Acceptance value (AV) should not be more

Complies / CooTeercrByer

OaHopoaHOCTE A03MPOBaHKSA than 15.0. / Mokazartens npremiemMocTtd (AV) AV =24
JoInkeH OBITE He Oomee 15,0,
90.0% to 110.0% of CiHiN:OsS; 100,0 %

Assay (HPLC) /
KonnyecTBeHHOE onpeaciacHue
(BIKX)

(tenoxicam) in a tablet of label claim. /
Ot 90,0% pils] 110,0% C13H11N304Sz
{TeHOKCHKaM) B TA0NCTKE OT HOMHHAILHOTO
COJlepKaAHMS.

_Eckage / ¥nakoBka

10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a
carton. / Ilo 10 tabmerox B OnHCTepe u3
IBX/amomunureroi donsry. [lo 1 6amcTepy
BMeCTe C HHCTPYKOHeH IO TPHMEHEHHIO
[OMEIIAIOT B TATKY KAPTOHHYIO.

10 tablets in PVC/aluminum
foil blister., 1blister and a
patient information leaflet in a
carton. / Tlo 10 Tabnetok B
Onucrepe H3
IMBX/amomunueroii  Hoasry,
Ito 16muctepy BMmecre c
HHCTPYKIHEH MO PHMCHCHHTIO
TIOMEMA0T B HAYKY
KapToHIyID,

| Labeling / Mapkuposxka

Storage / XpaneHnue

According to normative
B COOTBETCTBHHE c
JOKyMeHTanue i

HOPMAaTHBHOT

document /|

Complies / CootBetcTBYeET

In original package (blister in a carton), at temperature below 25°C. /
B opurnHansHOH ynakoeke (ONHCTEp B TAYKE) TIPH TEMIIEPATYPE HE BLIINIE

25°C.

Sheif-life / Cpox rogHocTH

3 years. / 3 rona.

Assessment /
3aKmoueHHe:

API name (INN) / HaumenoBanue A®C (MHH);

Tenoxicam / TeHOKCHKAM

The batch complies with the specifications according to ND JIC-000294-151021 /
CepHs cOOTBETCTRBYET TPeOOBAHWIM HOPMATHBHOTO AoKyMeHTa JIC-000294-151021.

92007422

API manufacturer batch number /
Homep cepuu nponssoauteaa ADC:
FP Manufacturer API Batch number / 23111574

Homep cepuu cyGeranuny nponssoauTtens [Ad:

API Manufactured by & country /

Mponssoaurens ADC, crpana:

Edmond Pharma S.r.L., Ttaly /
3amonn ®apma, C.p.JL., Utanua
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