CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® rabneTkn, NOKpLITLIE NEA04HOI 00om0qKkoi, 20 Mr

Name of Product /
HaumeHoRaHHe npenapata
Batch no. / Homep cepun

Date of contrel / Jara anannza
Manufacturing date /

Hdara npouzsoxcrea

Expiry date / IaTa okoHUYAHHSA
CpOKAa FOIHOCTH

TESTS MOKA3IATEJH

Description / Onucanne

Identification (HPLC) /
IfonnuanocTh (BIKX)

25A00011A
02,2025
01.2025

12.2027

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATDI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side, Core
in the cross section of a bright yellow color. /
HKentele ¢ KOpHYHEBHIM OTTEHKOM IIBETa
OBaIbHLIE, JIBOAKOBBIIYIJIbIE TaGmeTKH,
TOKPBITEIC IIEHOYHOH 0D0I0uKoH, ¢ pHCKOit
Ha OfHOI cTopoHe. Ha rmonepetHoM paspese
SLAPO SPKO-KENTOTO LBETA.

Complies / COOTBETCTB?CT

chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / BpeMma ymep:kusanus
OCHOBHOTO THKXa Ha  XPOMAaTOrpaMme
HCTTBITY €MOTO PacTBOpa JOIDKHO
COOTBCTCTBOBATE BpeMeHH YIePKHBAHHA
OCHOBHOTO IIHKa HA  XPOMATOrpamMMe
CTAHJAPTHOTO  PacTBOpa  TCHOKCHMKAMA
| (paznen « KommuecTBEHHOE OIPE/IEeHHE» ),

Retention time of the main peak in the |

Complies / CooTReTCTRYET

- Uniformity of weight /
OgquoponnocTs Mo Macce

| 18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 TabneTox - He Gonee + 7,5 %;
2/20 TabneTok - He Gonee = 15 %.

Water / Bona

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

I Disintegration / Pacnagaemocts

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

Dissolution / PacTropenue

2-aminopyr-idine /
2-aMUHOTHPHARH

Individual unidentified impurity/

EnuauaHas
HenIeHTU(DHITAPOBAHHAS TIPUMECEH

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

Complies / CoorsetcTBYET

4.5%

2 min / 2 MWH

94 %

Related substances (HPLC) / PoncTeennrle npumecn (BIAKX)

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

| Not detected / He obHapyxena

Not more than 0.5 % /
He 6onee 0,5 %

Total impurities /
CymMa npumeceii

Not more than 2.0% /
He 6onee 2,0 %

0.1%/0.1%

0.1%/0.1%

Microbial limits / MukpoOrogora4eckan 1HCTOTA

Total aerobic microbial count /
a3po0HBIX

Qo0wee qHCAO
MHKPOOPTAHHIMOB

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

<10 CFU/g /
<10 KO3/
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

Name of Product /
HanmenoBsanue npenapara
Batch no. / Homep cepuu

Date of control / JaTa anaausa
Manufacturing date /

JaTa npou3BoACTBA

Expiry date / laTa oxoH4aHus
CpOKa rogHOCTH

TESTS MOKA3SATEJHA

TEXARED film coated tablets, 20 mg /

TEKCAPE® TateTKn, HOKPLITIE IIEHOYHOH 060/109K0i, 20 Mr

25A00011A
02.2025
01.2025

12.2027

SPECIFICATIONS / HOPMBI

Total combined yeast / moulds
count / OfLiee YHUCIO JIPOHKIKEBRIX
H [ACCHEBHX rprboB

Less than 100 CFU/g /
He 6onee 100 KOE/T

E. coli

Shall be absent in 1g / OtcyTeTBHE B 1 T

Uniformity of dosage units /
OaHOPOAHOCTE JO3HPOBAHMS

Assay (HPLC)/
Koauuecrsennoe onpenenenue
(BIXKX)

Package / ¥Ynaxkoska

Acceptance value (AV) should not be more
than 15.0. / Tloxazarens npueMaeMocT (AV)
AomkeH GpITE He Gomee 15,0,

90.0% to 110.0% of CpHiNiO4S;
(tenoxicam) in a tablet of label claim. /
Or 90,0% oo 110,0% CizHnN3O4S,
(TeHOKCHKaM)} B TabIeTKe OT HOMHHANBHOIO
COMIEPIKaHAA.

10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a '

carton. / ITo 10 Tabnerox B GamcTepe u3
NBX/amomunveroit doseru. Ilo 1 Gimcrepy
BMECTE C HMHCTPYKUMEH TIO TNpHMEHEHHIO
MOMELIAIOT B MAYKY KAPTOHHYIO.

Labeling / Mapxkupoiia

document  /
HOPMAaTUBHOH

According to normative
B COOTBETCTBHHA c
JOKyMEHTalueH

Storage / Xpanenue

Shelf-life / Cpok roaHoeTH

Assessment /
JaxmoueHHe:

| RESULTS / PE3YJIbTATBI

<10 CFU/g/
<10 KOS/r

Absentin 1 g/
OtcyTeTBYyeTR 1 T

Complies / CooTBeTCTRYET
AV =31

972 %

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabnerok =
onHcTEpe H3
MBX/amoMHAREBONH  (DOTETH.
Ilo 1 06nwucrepy BMecTe ¢
HHCTPYKUMEH 110 IPHMEHEHHIO
OMELIAIT B TTauky
KaPTOH.H'-IO
Complies / CooTreTcTRYET

In original package (blister in a carton), at temperature below 25°C, /
B opurunansnoii ynakosxe (GIHcTep B mauke) MpH TeMIEPaTyPe HE BHILIE

25°C.

3 years. / 3 rona.

| API name (INN) / HaumenoBanane ADC (MHH):

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepns cooTBeTCTBYET TpeOORAHUAM HOPMATHBHOTO MoKyMeHTa JIC-000294-151021.

Tenoxicam / TeHOKCHKaM

API manufacturer batch number /
Homep cepun npoussoiurens ADC:

| FP Manufacturer API Batch number /
Hmwep cepru eybeTannun npouseoanuTenn [JID:

92003424

API Manufactured by & country /

Iponzpoanrtens A®C, crpana:

24116281

Edmond Pharma S.r.L., Italy /
Onmonra Dapwma, C.p.JL., Uramis |

e @ENS%% MR 2018

e@ Wag baﬂayl'

Emre Kom\taoe.
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