CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJIH3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/® Ta6aeTkn, NOKPLITHIE IAeHOUN0# 06010uKoil, 20 Mr

Name of Product /
HanmeHoBaHMe ipenaparta
Batch no. / Homep cepun

Date of control / laTa ananmza
Manufacturing date /

HaTta npon3BoacTBa

Expiry date / laTa okoH4aHKeA
¢poKa FOAHOCTH

TESTS MMOKA3ATEIHA

| Description / Onucanue

| Identification (HPLC) /
MoamannocTs (BIKX)

23G10361A
09.2623
07.2023

06.2026

SPECIFICATIONS / HOPMBI

tablets, filin-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kenteie ¢ KOpHYHEREIM OTTEHKOM [TRETA
OBAllbHBIE, JBOAKOBHIAVKNRIE  Tabnerkw,
HOKPHITBIE NEROUHOH 000nouKkoi, ¢ prckoit
Ha OAHOH cTopoHe. Ha monepeunomM paspese
AAPO APKO-KEITOTO LBETA.

Yellow with a brown shade, oval, biconvex |

RESULTS / PE3YJILTATHI |

Complies / CooTBeTcTRYET

| 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 yIepxuBaHHA
OCHOBHOTO MHKZ HAa  XpOMAarorpaMMe
ACHBITYEMOTO pacTeopa JOIDKHO
COOTBETCTBOBATE BPEMEHHM  YIEPKHBAHMS
OCHOBHOTO MNHKZ HAa  XpOMAaTorpaMMe
CTAHAAPTHOTO  PacTBopa  TEHOKCHKaMa
{pazmen « KomuyecTReHHOE ONPEACIeHHER).

| Uniformity of weight /
OnHopoAHOCTE MO Macce

Water / Boxa

18/20 tablets - not more than & 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 tabnerox - He Gonee £ 7,5 %;

| 2/20 tabnerok - He Oonee = 15 %.

Complies / CootseTcTBY €T

Complies / CooTeeTcTRYET

Not more than 7.5% / He onee 7.5%

Disintegration / Pacnagpaemocte

Dissolution / Pac_TBopelme

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

5.9%

2 min / 2 MHH

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

2-aminopyridine /
2-aMHHOTIUPHIOUH

Relzated substances (HPLC) / PoacTBennnie npumecu (BOZKX)

94 %

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

Enunuunas

Total impurities /
CymMma npumecei

Individual unidentified impurity/

HenIeH T UUMPOBaHHas TIPHMECh

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

Not detected / He oOnapyxena

<0,05

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

O0ulee HHCTO
MHKPOOPraHH3MOB

Total aerobic microbial count /
a3poOHBIX

Micrebial limits / MakpoGHoI0THYEC KA YHCTOTA

<0,05

" Less than 1000 CFU/g/
He Gonee 1000 KOE/r

[ <10 CFU/g/
<10 KOB/r
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHA/IHU3A

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

Date of contrel / TaTta ananmza
Manufacturing date /

JlaTa NpoH3BOACTRA

Expiry date / Jlata oxoHvanns
CpoKa FOIHOCTH

TESTS MTTOKA3SATEJINA

“Total combined East / moulds

count / O0LEe HHCIIO APOMOKEBBLX

H [I1eCHEBRIX IPHOOB

E. coli

TEXARED film coated tablets, 20 mg /

TEKCAPE/I® Ta6aeTkH, HOKPLITLIE TUIEHO4R0#H 06oa09Koii, 20 Mr
23G10361A

09.2023

07.2023

06.2026

SPECIFICATIONS / HOPMbI RESULTS / PE3YJILTATBHI |
| Less than 100 CFU/g / = <10 CFU/g/
He 6onee 100 KOE/T < 10 KO3/t

Absentin 1 g/
Otreyrereyers 11

Shall be absentin 1g/ OtcyrerBue B 1 1

Uniformity of dosage units /
OanopoAHOCTE A03SHPOBAHHS

Assay (HPLC)/
KoaudecTeeHHOE OTIpeeIeHHE
(B2XKX)

Acceptance value (AV) should not be more | Complies / CooTtBeTcTByeT

than 15.0. / IlokasaTens npuemneMocTs (AV) AV =21
noiakeH 6elth He Gonee 15,0.
900% to 1100% of CisHyN3O48; 100,0 %

(tenoxicam) in a tablet of label claim. /
Ot 90,0% Ao ]10,0% Ci1zH11N3QO48;
(Tenoxcukam) B TabNEeTKE 0T HOMHHAIEHOTO
COJIepIKaHNS.

Package / Ynaxoeka

. Labeling / Mapxkuposka
' Storage / Xpam;me

| Shelf-life / Cpox rognocTn

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. / Ilo 10 TaGretox B Omuctepe u3 | patient information leaflet in a
NBX/amomunaneroii ¢onery. Ilo 1 6muctepy | carton. / Tlo 10 Tabierok B
BMECTE ¢ HHCTpyKOuell Do npHMeHeHHwo | GmucTepe H3|
NOMEIAIT B IAYKY KAPTOHHYHO. MBX/amoMuaHKeBoit  Qonsry,
Mo 1 Gaucrepy BMecTe ¢
HWHCTPYKLMEH N0 MPAMEHEHUI)
MNOMEINaloT B nauky
Ka['TOHHY 1),
Complies / CooTBeTCTBYET

According to normative document /
B COOTBETCTBHH c HOPMATHBHOH
JIOKyMEHTalMeH

In original package (blister in a carton), at temperature below 25°C. /
B opuruHaisHoil yuaxopxe (OiHCTEp B aUke) MpH TEMNIEPATYPE HE BEIIITE
25°C.

3 years. / 3 rona.

Assessment /

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

axmouenne: CepHs COOTBETCTRYET TPeOOBAHHAM HOpMaTHBHOTO nokyMerta JIC-000294-151021.

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

API manufacturer batch number /
Homep cepun nponseoautesa ADC:

FP Manufacturer API Batch number /

T .
Tenoxicam / TenoxcuHkam |

92030521

23108471

Homep cepun cyberannyn nponssoaatens I'JIM:

APl Manufactured by & country /

Mpoussoaurens ADC, crpana:

Edmond Pharma S.r.L., Italy /
Samong ®apma, C.p.JL, Uranus

Bilad cAnd
S5

o3 |
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