CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIN3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® TabneTkH, NOKPLITHIE IJEHOYHOMH 060104K0i, 20 MT

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

Date of control / [laTa ananmuia
Manufacturing date /

JaTa npou3BoACTBA

Expiry date / laTa oxon4anus
CpoKa TOJHOCTH

TESTS MOKA3SATEJIN
[ Description / Onucanue

Identification (HPLC) /o
TopmHAGeTE {(BIXKX)

24E02041A
06.2024
05.2024

04.2027

SPECIFICATIONS / HOPMbI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kenreie ¢ KOpHYHCBBEIM OTTCHKOM LBETA
OBaNtHBIE, JBOAKOBBINNYKIEIE TabNeTKH,
TIOKPEBITHIE TIEHOTHOH 000N0UKOH, ¢ pHCKOil
Ha ofHoH cTopoHe. Ha momepeaHoM paspese
AAPO APKO-KENTOTO LBETA.

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 ynepxuBanus
OCHOBHOIO IIHKA HA  XpOMaTorpaMMe
HCILITYEMOTO pacTeopa DOIKHO
COOTBETCTBOBATE BPEMEHH YAEPIKUBAHHA
OCHOBHOTO [OHMKA HA  XpOMAaTorpaMme
CTAHIAPTHOIO  PAcTBOpa  TEHOKCHKAMA
{pa3nen «KonnuecTEeHHOE OIIpEHEIICHHE) ).

RESULTS / PE3YJIBTATBI

Complies / CooteeTcTRYET

Complies / CooTtreTCTRBY ST

Uniformity of weight /
OnHOpONHOCTE MO Macce

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

Complies / CooTBeTCTRYET

Water / Bona

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

5.9 %

Disintegration / PacnagaemocTh

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

2 min/ 2 MHH

Dissolution / PacTeopenne

2-aminopyridine /
2-aMHHOTIAPHAAH
' Individual unidentified impurity/

EnuuuuHas
HEHACH TH(DMIHPOBAHHAS IPHMECH

Total impurities /
Cymma npumecei

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % () TeHOKCHKaMa
yepes 435 MuH.

Related substances (HPLC) / PoncTeennsie npumect (B23KX)

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

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

| Not more than 2.0% /

He 6onee 2,0 %

89 %

! Not detected / He oGnapyxena
‘ Not detected / He obnapyxena

Not detected / He oOnapy:xena

Microbial limits / Muxpobuonoryyeckas 4ucToTa

Total aerobic microbial count /| Less than 1000 CFU/g/

O6niee YHCIIO
MHKPOOPTaHH3MOB

aspobuuix | He Gomee 1000 KOE/r

<10CFU/g/
<10 KOO/
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CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® Ta6neTkH, NOKPLITLIE NIeHO0YHO# ofonaukoii, 20 mr

Name of Product /
HaumeHnoBaHHe Npenapara
Batch no. / Homep cepun

Date of control / laTa anannza
Manufacturing date /

Jata npousBoacTa

Expiry date / lata oxonyanus
€poxa roanocTH

TESTS MOKA3ATEJIA

Total combined yeast / moulds
count / O0Lee YUCIIO JIPOKKEBBIX
M INECHEBBIX FPHOOB

E. coli

. Uniformity of dosage units /

O1HOPOAHOCTE O3HPOBAHHA

Assay (HPLC)/
KoauwecreeHHoe onpedeneHne
(BIKX)

' Package / Ynakoeka

[ Label_ing / MapkupoBka

gﬂrage / Xpanenne

Shelf-life / Cpox rogHocTH

Assessment /
JaknoueHne:

1 90.0% to

24E02041A
06.2024
05.2024

04.2027

SPECIFICATIONS / HOPMbI

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

Shall be absent in 1g / Oreyrersue 8 1 ¢

Acceptance value (AV) should not be more
than 15.0. / Iloka3sarens npuemiiemoctu (AV)
JoixeH ObITh He 6onee 15,0,

110.0% of CisHjiN3048,
(tenoxicam) in a tablet of label claim. /
Or 90‘,0% pifs] 110,0% C]3H11N304Sz
(TenokcHkaM) B TabNleTKe 0T HOMHHAIILHOTO
conepiaHus.

| 10 tablets in PVC/aluminum foil blister. |

1 blister and a patient information leaflet in a
carton. / Tlo 10 tabnetox B OnmcTepe u3
MBX/amoMunneroit honer. o 1 6mracTepy
BMeCTe ¢ MHCTpyKOHe# IO NpUMEHEHHIO
MOMEMIAIOT B IA9KY KapTOHHYIO.

According to normative
B COQTBETCTBHH c
ROKYMeHTaIuei

HOPMATHBHOH

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

RESULTS / PE3YJBTATDI

<10 CFU/g/
<10 KO3/r

Absentinl g/
OtcyreTRYETR I T

Complies / CooTBeTCTRYET
AV =272

100,9 %

10 tablets in PVC/aluminum |
foil blister. 1 blister and a
patient information leaflet in a
carton. / llo 10 tabnerok B
OnucTepe u3
IBX/anmroMunueBoli  Qoibru.
Tlo 1 6mmcrepy BMecte C
HMHCTPYKLHEH 1Mo IPHMEHSHKI)
[IOMEIIAIOT B navxy
KapTOHHYIO.

document /

Complies / CootBeTCTByET

B opurananenoi yiakoske (bnucrep B HauKe) IPH TEMIEpaType He BRI

25°C.

'3 years_. /3 rona.

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepust cOOTBETCTBYET TpeOOBAHHAM HOPMATHBHOTO JlokyMeHTa JIC-000294-151021.

API name (INN) / nanmMeHoranie AQC (MHH):

Tenoxicam / TeHoKCHKaM

API manufacturer batch number / 92035723

Homep cepun nponspoguteas ADC:

FP Manufacturer API Batch number / 24113479

Homep cepun cy6ctannuu nponssonures I'JId:

API Manufactured by & country / Edmond Pharma S.r.L., Italy /

Mpouseoautens ADC, cTpana:

2amonn Papuma, C.p.JL., Uranua
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