CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

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

HaunmeHnoBaHue npenapara TEKCAPEJ® TadneTk, HOKPLITEIE IUIEHOUYHOH o6onouKoii, 20 Mr
Batch no. / Homep cepun : 23D06451A

Date of control / {aTa aHanuza 1 05.2023

Manufacturing date / : 04.2023

JaTa npoH3BOACTBA

Expiry date / JlaTa oxoHyanus 1 03.2026

CPOKA FOZAHOCTH

| TESTS MIOKA3ATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJIbTATBI

| Description / Onucanne Yellow with a brown shade, oval, biconvex Complies / CooTBeTCTBYET
tablets, filin-coated scored on one side. Core
in the cross section of a bright yellow color. /
XenTeie ¢ KOpPHYHEBBIM OTTEHKOM IBETA
OBANIGHBIE, ABOAKORBIMYKNBIC — TaOIGTKH,
TIOKPEITHIE TIEHOUHOH 000M0YKoH, ¢ pHCKOH
Ha onHol cTopoHe. Ha nomepeuHoM paspese
AAPO APKO-KENTOro LBETA.

'| Identification (HPLC) / Retention time of the main peak in the Complies / CooTBeTCcTBYST
ToamunrocTs (BIXKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam  standard
solution (Assay). / Bpems yaepxHBaHHA
OCHOBHOTO MNHKa Ha  XpOMaTOTpaMMe
HCIIBI TYEMOT0 pacTeopa AOJIKHO
COOTBETCTBOBATh BpPEMEHH YIEPKHMBaHHA
OCHOBHOTO TNIHKa HA  XpoMaTorpaMme
CTANJapTHOT®  pPAcTBOpa  TEHOKCHKaMa
(pasnen «KonuuecTBeHHOE OTIpeeTIEHHEN ). |

Uniformity of weight / 18/20 tablets - not more than = 7.5%; Complies / CoorBeTcTBYET

OaHOpoAHOCTE IO Macce 2/20 tablets - not more than + 15%. /
18/20 tabierok - Be Gonee = 7,5 %o,
2/20 rabnerok - He Gomee = 15 %o,

Water / Boaa Not more than 7.5% / He 6onee_7,5% a 4.7 %
' Disintegration / Pacmagaemoctn Not more than 30 min. / He Gonee 30 MuH. 3 min /3 MuH
_ = |
Dissolution / PacTopenne Not less than 75% (Q) of tenoxicam in 93 %

45 min./ He menee 75 % (Q) TeHOKCHKaMa
Yyepe3 45 MHH.

Related substances (HPLC) / PoxerBennnie npumecn (BIAX)

2-aminopyridine / Not more than 0.25 %/
2-aMHHOTIHPHAMH He Gonee 0,25 % Not detected / He oGHapyskena

Tndividual unidentified impurity/ | Not more than 0.5 % /

|  Enwmranas | He Gonee 0,5 % Not detected / He oGHapy:xena
HEeMACHTR(HIAPOBAHAAS TIPHMECh

Total impurities / " Not more than 2.0%/
Cymma npumeceti He Gonee 2,0 %

Microbial limits / MukpoGnonoruveckaa 4a¢ToTa

Not detected / He oGuapyxena

Total aerobic microbial count /| Less than 1000 CFU/g/ ' <10 CFU/g /
Obwee THCITO aspoGunix | He Gonee 1000 KOE/T <10 KO2/r
MHKPOOPTAHNIMOB
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CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIM3A

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

Date of control / Jara ananusa
Manufacturing date /

JaTta npon3BoacTBa

Expiry date / laTa oxonyauns
CpOXa roJHOCTH

TESTS /MMOKA3ATEJA

Total combined yeast / moulds
count / Od1ee YACHO IPOATKEBBIX
U IUIeCHEBBIX IPHOOB

E. coli

Uniformity of dosage units /
OI[HOPOI!HOCT]: A03HPOBAHHA

TEXARED film coated tablets, 20 mg /

TEKCAPEJI® Ta6neTin, NOKPLIThIE MIEHO4HOH 060104K0i, 20 Mr

23D06451A
05.2023
04,2023

03.2026

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIbTATHI

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

<10 CFU/g /
<10 KOD/r

Shall be absent in 1g / OrcyrerBue 8 1 T

Absentin 1 g/
OrcytcTByeTB I T

cheptance value (AV) should not be more
than 15.0. / Tlokasarells npHeMIeMocTH (AV)
AoxeH OblTh He Oonee 15,0,

‘Assay (HPLC)/
KoauuecTBeHHOE ONpenencHue
(B2XKX)

90.0% to 1100% of CisHIN:OS:
(tenoxicam) in a tablet of label claim. /
Or 90,0% o 110,0% CisH1N3O4S2
(TeHoKcHKam) B TabNeTke OT HOMHHAILHOTO
COMEPAAHML.

u'Package / ¥naxoerka

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 tabmerox B OnucTepe u3
I1BX/amomunueroii donbru. ITo 1 Gnuctepy
BMecTe ¢ HHCTpyKuHe# N0 NpuUMEHEHWIO
[OMEINA0T B NAa9Ky KApTOHHYIO.

Complies / CooTBeTCTBYET
AV =20

1002 %

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Tlo 10 tabnetoxk B
Gnuctepe H3
MBX/amomunaueBoi  (onbra.
Mo 1 6éauctepy BMecTe ¢
HHCTPYKUUEH 0 NpUMEHEHHIO
MOMELIAIOT B TTa4Ky
Ka[TOHHYI0.

— _
| Labeling / Mapkupoeka

document /
HOpMaTHBHOH

According to normative
B COOTBETCTBHH c
MOKYMEHTaLMEH

1 Storage / XpaHeHiie

Complies / C_OOTBETCTByeT

In original package (blister in a carton), at teﬁlpersfure below 25°C. /
B opurudgansaoll ynakoeke (BnHEcTep B Nauke) IPU TeMIEPAType e BhILE

25°C.

| Shelf-life / Cpox rognocTd

3 years. / 3 roxa.

Assessment /
JaxmoyeHue:

API name (INN) / naumenosanne AQ@C (MHH):

The batch complies with the specifications according to ND JIC-000294-151021 /
CepHa coOTBeTCTBYET TpeOOBAaHHUAM HOpMaTHBHOTO AokyMeHTa JIC-000294-151021.

API manufacturer batch number /
Homep cepun nponssoanTens A®C:

| FP Manufacturer API Batch number /
Homep cepun cyGeranunH npoussoantens [JID:

Tenoxicam / TeHOKCHEKAM

92030521

‘ API Manufactured by & country /
Mpouzsonurtens ADC, cTtpana:

23108471

Edmond Pharma S.r.L., Italy /
Smaonn ®apma, C.p.JIL., Hramms
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