CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® Ta6nerkn, TOKpBIThie IUIeHOYHO#H 000a0uKoi, 20 Mr

Name of Produet /
HawmenoBaHHe [ipenaparta

Batch no. / Homep cepnn 24A01601A
Date of control / JaTa ananan3a 03.2024
Manufacturing date / 01.2024
MaTta npoH3BOICTBA
Expiry date / JaTa oxondaHAs 12.2026
¢POKA roJHOCTH
TESTS /TMOKA3JATEJHA SPECIFICATIONS / HOPMbI ] RESULTS / PE3YJILTATBHI |

Description / Omucanue

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Henrele ¢ KOPMYHEBBIM OTTEHKOM IBCTa
OBaNbHLIE, ABOSKOBEIMYKILIE — TableTKH,
HOKPHITEE MIEHOYHOH 060m0UKOi, ¢ prckoi
Ha O1HOM cTopoHe. Ha momepeuHoM paspese
AP0 SPKO-IKENTOrO IBeTa.

Complies / COOTBETCTBYET

| Identification (HPLC) /
HopauunocTh (BIHKX)

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). / Bpems yAepXuUBAHUA
OCHOBHOTO THKAa Ha  XPOMATOTPaMMe
HCILITYEMOTO pacTeopa JOIIKHO
COOTRETCTBOBATh BPEMCHH  YAEPKHMBAHHS
OCHOBHOTO IIMKA HA  XpPOMAaTOIPamMMe
CTAHZAPTHOTO  PacTBOpa
(pasaen «KonuaecTBCHHOE ONPEAENEHHE ).

TEHOKCHKaMa |

Complies / CooTBeTCTBYET

 Uniformity of weigilt /
OaHOPOIHOCTDL MO MacCe

18/20) tablets - not more than £+ 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TabaeToxk - He donee + 7,5 %o;
2/20 tabnerox - ue Gonee £ 15 %.

Complies / CooTBeTCTRBYET

' Water / Bona

Not more than 7.5% / He Gosee 7,5%

4.4 %

Disintegration / PacnagaemMocTh

Dissolution / PacTeopeHne

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

2 min /2 MuH

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % ({}) TeHOKCHKaMa
| yepes 45 MHH.

90 %

Related substances (HPLC) / Poaereennsie npumeca (BAKX)

2-aminopyridine /
2-aMAHOTIHPHAHH

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

Not detected / He obHapyxeHa

EapAnanasn
e TeHTHGUIMpOBARHAS IPUMECEH

" Individual unidentified impurity/

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

Not detected / He o6napy:xeHa

Total impurities /
CyMMa npuMecer

Obmiee YHCHAO
MHKPOOPTAHH3MOB

Total aerobic microbial count /
aspo0HBIX

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

Not detected / He oGHapymeHa

Microbial limits / Muxpo6HoN0rHYECKasl WHCTOTA

Less than 1000 CFU/g /
He Gonee 1000 KOE/T

<10 CFU/g/
<10 KO3/r
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HanMenosanue npenaparta
Batch no. / HomMep cepun

Date of control / Iata ananmmza
Manufacturing date /

JlaTa mponzBoAcTBa

Expiry date / JaTa oxoHuaHus
CpOKa roJHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJI® Tabuerin, noKpeITbie I1eHoYHol 060,104K0i, 20 Mr

24A01601A
03.2024
01.2024

12.2026

H TUIECHEBRIX rPpAGOB

count / O0niee YHCIO APOAKERRIX

TESTS /MMOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS /PE3YJbTATHI
Total combined yeast / mouids Less than 100 CFU/g / <10 CFU/g /
He bonee 100 KOE/r <10 KOO/t

E. coli

Uniformity of dosage units /
OnHOpONHGCTL JO3HPOBAHH

Assay (HPLC) /
Koan4ecTeeHHOE onpeaesicHHe
(B3KX)

Shall be absent in 1g / OrcyTcTBHe B I T

Absentin 1 g/
OtcyrcrRyeTB I T

Acceptance value (AV) should not be more
than 15.0. / [oxazatens npaeMneMocti (AV)
Jomkes OpITh HE Oomnee 15,0.

90.0% to 110.0% of CisHuN:O4S,
(ienoxicam) in a tablet of label claim. /
Or 90,0% ao 110,0% C|3H11N30432
{TeHOKCHKAM) B TADJIETKE OT HOMHHAIBHOTO
COAEpKaHHA.

| Package / Ynakoska

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carfon. / Ilo 10 tabmerox B Omuctepe u3
TIBX/amomunueroii ¢onsru. ITo 1 6aucrepy
BMECTeé ¢ HHCTPYKUMEH [0 [PUMEHEHHIO
[IOMEHIAIOT B Na4Ky KapTOHHYIO,

Complies / CooTeTCcTBYET
AV =24

101,7 %

10 tablets in PVC/aluminum

foil blister. 1 blister and a

patient information leaflet in a

carton. / I[To 10 raGnetox =

OnucTepe u3

TIBX/amoMunueBoil onbrH.

Tlo 1 bGnucTepy BMecTe C

WHCTPYKIHEH 110 OpUMEHEHHIO |
OOMELIAIT B MA9Ky
KapTOHHVID,

Labeling / MapxupoBka

According to normative
B COOTBETCTBAH c
JIOKyMeHTalneHi

HOPMATHBHOH

document /

Complies / CooTBeTcTBYST

Storage / Xpaneune

“Shelf-life / Cpok rogHocTn

3 years. / 3 ropa.

| In original package (blister in a carton), at temperature below 25°C. /
B opurunpansHoil ynakeske (GnHcTep B nauke) ONpH TeMIEpaTYPe He BHILLES

25°C.

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /

3aknroueHHe:

Cepns cooTBeTcTBYET TpeOOBaHUSIM HOpMaTHBHOTO foKyMcHTA JIC-000294-151021.

API name (INN) / HanmeHoBanne ADC (MHH):

API manufacturer batch number /
Homep cepun npouseoautenn APC:

| FP Manufacturer API Batch number /

Tenoxicam / TeHOKCHKaM

92035723

| Homep cepun cyOcTanuns nponspogurena IJ1®:

24112273

API Manufactured by & country /

Iponssoautens A®C, crpana:

Edmond Pharma S.r.L., Italy /
3among ®apwma, C.p.J1., Hranus
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