CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

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

Date of control / laTa aHanu3sa
Manufacturing date /

JarTa npon3BoacTBa

Expiry date / JlaTa okondaHns
CpOKa FOAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® taberkn, NOKPLITEIC TNIEHOMHOH ofomoukoii, 20 Mr

24106431 A
10.2024
09.2024

08.2027

TESTS MOKA3ATEJHA

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJIbTATHI

Description / Onucanne

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
JenTble € KOpPHYHEBHIM OTTEHKOM lBETA

OBaNBHBIE, JOBOAKOBHITYKIIBIC TBﬁJ’IEBTI(H, |

MTOKPEHITHIE IIEHCUHOH 060JI04KOH, ¢ PHCKOI
Ha ofgHo# ctopoHe. Ha nonepeunoM paspese
AAPO APKO-KENTOro BETA.

Complies / CooTBeTCTEYET

Identification (HPLC) /
Hopnunnocts (BYWAKX)

Uniformity of weight /
OnpHopogHOCTL O Macce

| Water / Boaa

Disintegration / PacnagaeMocTh

Dissolution / PacTeopenne

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 ymepKuBaHus
OCHOBHOIO TIIHKa Ha XpoMarorpaMme
HCIIBITY 8MOTO pacTeopa AOJKHO
COOTBETCTBOBATE BPEMEHH YIEPKHBAHHA
OCHOBHOTO QKA Ha  XpOMAaTOTpaMme
CTAHJAPTHOTO  pAacTBOpa  TEHOKCHKaMa
(pasmen «KonAdecTBEHHOE OIPEIENICHIEY ),

Complies / CooTBeTCTBYET

18720 tablets - not more than + 7.5%;
2/20 tablets - not more than = 15%. /
18/20 TaGneTok - He Gonee + 7,5 %;
2/20 tadaerok - He Gonee L 15 %.

Complies / CoorseTcTRY €T

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

39%

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

3min/ 3 MuH

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TerokcHKaMa
yepes 45 MUH.

95 %

Related substances (HPLC) / PoncreeHHBle npumecH (BIXKX)

2-aminopyridine /
2-aMUHOTTAPHIAH

Not more than 0.25 % /
He Gonee 0,25 %

Individual unidentified impurity/
| Envanunasn
HCHICHTHPHUOHPORAHHAA IPUMECH

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

Total impurities /
CymMa npuMeceH

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

| Microbial limits / MuxpoGHo/eruueckas YJacToTa

Total aerobic microbial count /
Oburee JACTIO a3pOBHBIX
MHKPOOPTAHHA3MOB

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

Not detected / He obHapyxeHa

<0,05 / <0,05

<0,05 / <0,05

<10 CFU/g /
<10 KO3/r

iof2



Assay (HPLC) /

CERTIFICATE OF ANALYSIS / CEPTH®HRKAT AHAJIU3A

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

Date of control / JaTa anann3a
Manufacturing date /

JaTa npou3BoacTBa

Expiry date / [lara okoHYAHHS
¢pOKa rOAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6/ieTKH, DOKpBITbiE IUIEHO4HOIH 060I0uK0f, 20 MI
24106431A

10.2024

09.2024

08.2027

TESTS MOKA3ZATEJN

SPECIFICATIONS / HOPMBI | RESULTS / PE3YJILTATHI |

Total combined yeast / moulds
count / Obiiee 9HCH0 APONIKEBBIX
H TUIECHEREBIX FPHOOR

Less than 100 CFU/g /

He 6onee 100 KOE/T

<10 CFU/g /
<10 KO3/t

" E. coli

Shail be absent in 1g / OtcyrctBHe B 1 T Absentin 1 g/

OtcytcTByeTrB 1 T

|Fniformity of dosage units /

OaHOPOAHOCTL JO3HPOBAHUS

_Complies / CooTBETCTRYET
AV =46

Acceptance value (AV) should not be more
than 15.0. / [Toxazarens npHeMIeMocTE (AV)
JoIkeH OBITH He Gonee 15,0,

KoandecTrennoe onpeaeaeHne
(BIXKX)

90.0% to 110.0% of CpHiiN30O48;
(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CisHuN:O4S:
(TeHOKCHKaM) B TabIeTKe OT HOMHAHATLHOTO
COAepIKaHuA.

100,0 %

Package / Ynaxkoska 10 tablets in PVC/aluminum foil blister. | 10 tablets in PVC/aluminum
1 blister and a patient information leaflet in a | foil blister. 1 blister and a
carton. / TTo 10 tabnetox e Gmuctepe 3 | patient information leaflet in a
TIBX/amromuanesoit donsru. [lo | Gnuctepy | carton. / Ilo 10 Tabmerok B
BMECTE € HMHCTPYKIMeH mo NpuMeHeHmO | GIHcTepe m
NOMCEIIANOT B MAYKY KaPTOHHYIO. IBX/amoMunaBeBoit  Qroneru,
Ilo 1 Gnmucrepy EBMecTe ¢
HHCTPYKIHEH 110 IpHMEHEHHKY
[IOMEINA0T B HavuKy
L KapTOHHYIO. |
Labeling / MapkupoBka | According to normative document / 1 Complies / CooTBeTcTBYET
B COOTBETCTBHM ¢ HOPMATHBHOMH |
JOKyMeHTanuei

gorage / Xpanenue

Shelf-life / Cpok romHocTH

| API name (INN) / naumenopanne A®C (MHH):

In original package (blister in a ca?ton), at temiaerature below 25°C. /
B opurnnaneHoii ynakopke (OmucTep B nauke) PN TEMIICPATYPE HE BEITIE
25°C,

3 yeEs. /3 rona.

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

3axmoueHue:

Cepua cooTBeTCTBYET TpeGOBAHMAM HOPMATHBHOTO JokyMeHnTa JIC-000294-151021.

API manufacturer batch number /

Homep cepun npouspoantens A®C;

Tenoxicam / TeHmoxcuxam

92035723

FP Manufacturer API Batch number /

24114620,24113479

Homep cepuH cyGeTaHuuy npon3eoanTens [JID:

API Manufactured by & country /
Ilpouseoaurtens AD®C, crpaua:

Edmond Pharma S.r.L., Italy /
Jamora Papma, C.pJL., Hramas

20f2




