CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIM3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® raGierku, IOKPLLTbIE NAEHOUROI 06004K0H, 20 M

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

Date of control / JaTa anannsa
Manufacturing date /

Jarta npou3soacTBa

Expiry date / Jara okOHYaHHA
CPOKa rOAHOCTH

TESTS TIOKA3ATEJIH
, Deseription / Onucanue

23113751A
11.2023
09.2023

08.2026

SPECIFICATIONS / HOPMbI

RESULTS / PE3VJIBTATHI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
JKenTeie ¢ KOPHYHEBHIM OTTGHKOM LBETA
OBATbHEIE, [BOAKOBLIIYKNEIe TalJeTKH,
MIOKPBITHIE TIEHOTHOMH 000I09KOH, ¢ pHCKOH
Ha ofHoOI cTopoHe. Ha monepegHoM pazpese
ANPO APKO-KEJITOTO 1IBETA.

Complies / CooTBeTCTBYET

Identification (HPLC)/
HoaauaHOCTE {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). / Bpemsa ynepxuBaHmA
OCHOBHOTO IIHKA Ha  XpOMAaTorpaMme
HCILITYEMOTO pacTeopa
COOTBETCTBOBAThH BPEMEHH VIAED/KUBAHHA
OCHOBHOIC MHKA HA  XpOMaToIpaMme
CTAHIAPTHOTO  PacTBOpa  TEHOKCHKAMa
(paznen «KonuyecTBeHHOS ONpeAeneHHEN ).

Complies / CooTpeTcTBYCT

JOJTAHO |

Uniformity of weight /
OnHopooHoCTh O Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than = 15%. /
18/20 tabierok - He Oosee + 7,5 %
2/20 Tabnetox - He donee = 15 %.

Complies / CooTBETCTBYET

Water / Boaa

Not more than 7.5% / He Gonee 7.5%

4.7 %

Disintegration / Pacnagaemoctns

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

2 min / 2 MHH

Dissolution / PacTBopenne

| Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHOKCHEKaMa
gepes3 45 MuH,

2-aminopyridine /
2-aMHHOTIBPHANH

Related substances (HPLC) / PoncreeHHBbIe npuMecH (BI7KX)

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

Eannmanpas

Individual unidentified impurity/

HEHIEHTH(HUIIHPORAHHAS TPHMECE

Not more than 0.5 % /
He Goaee 0,5 %

Total impurities /
Cymma npumecei

Not more than 2.0% /
He Gonee 2,0 %

57 %

Not detected / He oGuapysxena

Not detected / He obaapyxena
|

| Not detected / He oOnapyxena

Microbial limits / MukpoGuonorudeckas 4HcTOTA

O01ee YHCIIO
MHKpPOOPTaHH3MOB

Total aerobic microbial count /
a3po0HBIX

Less than 1000 CFU/g /
He 60see 1000 KOE/r

<10 CFU/g /
<10 KO/
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

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

Date of control / JlaTa ana1n3a
Manufacturing date /

Jara npon3BoaCTBA

Expiry date / laTa oxoHuaRrus
CpoKa rOOHOCTH

TESTS MMOKA3ATEJIH

TEXARED film coated tablets, 20 mg /

TEKCAPE® Tabnerkn, NOKpbLITHIE M1eHoYHOi 060.a04Koi, 20 MF

23I13751A
11.2023
09.2023

08.2026

SPECIFICATIONS / HOPMbI

Total combined yeast / moulds
count / Ob1Iee YACTO APOIKIKEBEIX
H IJIECHEBBIX TPHOOB

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

RESULTS / PE3YJIbTATBI

<10 CrU/g/
<10 KO3/

E. coli

Shall be absent in 1g / OTcyTcTRUE B 1 T

Absentin | g/
OtcyrctByeTR I T

Uniformity of dosage units /
OnHoponHocTL AO3APOBRAHHS

Assay (HPLC) /
KoanyecTBeHHOE OMpeAeicHHe
(BIXKX)

Package / Ynakoska

Acceptance value (AV) should not be more
than 15.0. / Tlokasarens npuemneMoct (AV)
Jolxen OuIThH He Oonee 15,0.

90.0% to 1100% of CpiH N3OS,
(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CiHN3O48;
(TeHOKCHKaM) B TalIeTKe 0T HOMHHAIBHOTO
COJIepIKaHNS,

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Tlo 10 rabnerox B Onmcrepe w3
MNBX/amomunuesoii gonsru. o 1 Gimcrepy
BMECTE € MWHCTPYKUHMEH I10 HPHMEHEHHUKO
MOMELIAKOT B TIAYKY KAPTOHHYO.

Complies / CooTBeTcTBYET
AV =21

98,5 %

10 tablets in PVC/aluminum
foil blister. 1blister and a
patient information leaflet in a
carton. / Io 10 Talnetox B
Onucrepe u3
NBX/anoMuaresoil  (oIRry,
[Io 1 6nucrepy BMecte <
HHCTPYKUHEH 110 PHMEHCHHIO
HOMETNAKT B YKy
KapTOHHY 0.

Labeling / MapxupoBka

According to

document /
HOpPMAaTHBHOI

normative
B COOTBETCTBHH c
JOKyMeHTarue

Complies / CootBeTCcTBYET

Storage / Xpanenue

In original package (blister in a carton), at temberature below 25°C. /

B opurunanssoii ynaxoske (61icTep B Mauke) NpH TEMIIEPATypPe HE BbILIe

25°C.

Sheli-life / Cpok roaHocTu

3 years. / 3 rona.

Assessment /
3aKmoueHue:

API name (INN) / naumenoranne A®C (MHH):

Tenoxicam / TeHOKCHKAM

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTCTBYET TPeOOBAaHHAM HOPMATHBHOTO foKyMeHTa JIC-000294-151021.

FP Manufacturer API Batch number /
Homep cepnn cyGeTannun npouseoauTena LJIM:

API manufacturer batch number /
I Homep cepan npoussoguTens A®C:

92032423

23109853

API Manufactured by & country /

Hponzpoautens A®C, erpaHa:

Edmond Pharma S.r.L., Italy /
2mmona @apma, C.p.JL., Uranus
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