CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIN3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJI® rabnerku, NMOKPLITHIE NIEHOYHO#H 06onoukoii, 20 mr

Name of Product /
HanmeHoBaHne nmpenapaTa
Batch no. / Homep cepun

Manufacturing date /
JaTa npouzBoaAcTBa

CpPOKa rogHOCTH

23G10341A
Date of control / MaTa ananusa 09.2023
07.2023
Expiry date / laTa OROHYAHHH 06.2026
TESTS MIOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS / PEIVJIBTATHI

"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. /
JKentele ¢ KOpHYHEBHIM OTTEHKOM IiBeTa
ORANLHBIE, JIBOAKOBRINYKIBIC — TalNeTKu,
NOKPBITHIE TNEHOYROH 000R0UKOH, C pHCKOH
Ha OAHOH cTopeoHe. Ha monepevnoM paspese
AAPO APKO-3KENTOTO 1BETA.

Complies / CooTBeTCTRYET

| Identification (HPLC) /
TloanuuuocTs (BIAKX)

| Retention time of the main peak in the

chromatogram of test solution should compty
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems ylepxKuBaHHA
OCHOBHOTO MHKa Ha xpoMarorpaMme
HCTTHITY EMOTO pacrTeopa JOIBKHO
COOTBCTCTBOBATL BPCMCHH  YACDKHMBaHMA
OCHOBHOrO NHKa Ha  XpoMaTorpaMMe
CTARJAPTHOTO  PacTBOpa  TeHOKCHKaMa
(paznen «KommuecTBeHHOE ONpelelieHue» ).

Complies / CooTReTCTRYET

Uniformity of weight /
OaHOPOAHOCTE 110 Macce

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

Complies / CoorsercTByer

: Water / Bona

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

5.1%

| Disintegration / Pacnajgaemocts

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

2 min/ 2 MBH

| Dissolution / Pacteopenue

Not less than 75% (Q) of tenoxicam in
45 min./ He Memee 75 % (Q) TeHOKCHKaMA
Hqepe3 45 MHH.

Related substances (HPLC) / PoacTBeHHBIe IpuMecH (BIXKX)

2-aminopyridine /
2-aMAHOTIMPHIHH

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

Exunmtinag
HeHNeHTH(GUIHPOBaHHAS [IPUMECE

Total impurities /
CymmMa ripameceii

Ofmee YUCTIO a3po0HBIX

| MHKPOOPTaHH3MOB

Individual unidentified impurity/

Microbial limits / Mukpofnoioruueckas 4HcTOTa
Total aerobic microbial count /

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

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

|

81%

Not detected / He obmapy:xena

Not detected / He o6HapykeHa

Not detected / He oGuapykeHa
|

"Less than 1000 CFU/g /
He 6onee 1000 KOE/T

<10 CFU/g /
<10 KO3

1of2



CERTIFICATE OF ANALYSIS / CEPTHU®UKAT AHAJIN3A

Name of Product /
HanmeHoRaHME MpenapaTa

TEXARED film coated tablets, 20 mg /

TEKCAPEJX® 1a6/1€TKH, NOKPLITLIE ILIEHOUHOH 06010uK0ii, 20 MI

Batch no. / Homep cepuu 23G10341A
Date of control / JlaTa ananmsa 09,2023
Manufacturing date / 07.2023
JaTa npoH3BOACTEA
Expiry date / laTa oxoHYaHHA 06.2026
CPOKa TOAHOCTH
TESTS /MOKA3ZATEJIHU SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI |
Total combined yeast / moulds Less than 100 CFU/g / < 10 CFU/g /
count / Obuiee uucno apoxokessix | He Gonee 100 KOE/T <10 KO3/t

H IINCCHCBBIX I‘pﬂﬁOB

E. coli

Shall be absent in 1g / OreyTeTBRE B 1 T

Absentin1 g/
OtcyrcreyerB 1 r

Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / Coorsercryer

OQHEPOTHOCTE JO3HPOBAHUA than 15.0./ IloxazaTens npueMueMocTd (AV) AV =34
JoDKeH OBITE He Gomee 15,0,
90.0% to 110.0% of CiHiNiO4Ss 100,0 %

Assay (HPLC) /
KonnuecreenHoe onpejelieHne
(BIIKX)

(tenoxicam) in a tablet of label claim. /
Or 90,0% A0 110,0% Ci3H11N3048,
{TeHoKcHKaM) B TabieTke OT HOMHHATIBHOTO
coJepKaHu.

Package / ¥Ynarosra

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / ITo 10 t1abnerox B OmucTepe B3
IBX/amomunneroi donsra. Ilo I dnuctepy
BMECTe ¢ HHCTPYKUHeH II0 NpHMEHEHHIO
[IOMEIAIOT B NAYKy KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 tafnerox ®
omicTepe u3
[IBX/amoMHHNEBOI  ONBTH.
Mo 1 6nucrepy BmecTe ¢
HHCTPYKLHENH [0 IPAMEHEHHIO

MIOMEINAI0T B MayKy
KapTOHHYIO.
Labeling / Mapkuposka According to normative document / Complies / CoorBeTcTBYET
B COOTBETCTBHH c ROPMaTHBHOH
lIOKyMeHTaU,Heﬁ
Storage / Xpanenne In original package (blister in a carton), at temperature below 25°C. /

B opurHHanbHoOl yllakoBke (GTHCTep B TaUKe)} IPH TEMIIEPATYPE HE BhILLE

25°C.

Shelf-life / Cpok rognocTi

3 years. / 3 roga.

Assessment /
JamoueHne:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTcTRYyeT TpeOOBaHHAM HopMaTHBHOTO AckyMenTa JIC-000294-151021,

API name (INN) / nannMeHopanne ADPC (MHH):

Tenoxicam / TeHoXCHKAM

API manufacturer batch number / 92030521
Homep cepuu npon3Boantens ADC:
FP Manufacturer API Batch number / 23108471

Homep cepun cyGeTaHuuu npoussoaunTtend I'JId:

API Manufactured by & country /

IMpouseoantens AD®C, cTpana:

Edmond Pharma S.r.L., Italy /
Damongx Papma, C.pJL., Utanus
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