CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® rabneTkn, N0KpLITLIE IIEHOYHOH 06omo4Koii, 20 Mr

Name of Product /
HanmenoBanne npemnapata
Batch no. / Homep cepun

Date of control / JlaTa anannsa
Manufacturing date /

JaTta nponseoacTea

Expiry date / JaTa oKOH4AHNS
CpOKA TOJHOCTH

25A01041A
03.2025
02.2025

01.2028

TESTS /MOKA3JATEJH

| SPECIFICATIONS / HOPMBbI

' Deseription / Onncanue

| Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HenThle ¢ KOPHYHEBHIM OTTEHKOM IHBETA
OBaNbHEle, JAROAKOBBINYKIBIC  TaONETKH,
TIOKPHITEIE TUIEHOUHOH 000109K0MH, ¢ pHCKoi
Ha oHO# cTopoHe. Ha nmonepednoM paspese
AIPO APKO-KENTOTO LBETA.

Identification (HPLC) /
Moanunnoets (BAKX)

RESULTS/ PE3YJbBTATHI
Complies / CootBeTCTBYET |

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). / Bpema yaepxuBanms
OCHOBHOTO TIHKa HAa  XPOMATOrPaMMe
HCIBITYEMOTO pacrBOpa HOIKHO
COOTBETCTBOBATE BPEMEHM yACPKHBAHKSA
OCHOBHOTO IIHKA Ha  XPOMAaTOTpaMme
CTAHIAPTHOTC  PacTBOpa  TEHOKCHKAMA
(pazmen «KonudecTseHHOE OMpenencHEE) ).

Uniformity of weight /
OnnopoaHoeTs N0 Macee

Water / Bona
Disintegration / Pacnagaemocts

Dissolution / PacTBopenue

| 18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnetox - He Gonee + 7,5 Yo;
2/20 tabneTok - He Gonee £ 15 %.

| ‘Not more than 7.5% / He bonee 7,5%

[ Not more than 30 min. / He 6omee 30 MuH.

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

Complies / CooTBeTCTBYET

Complies / CootBeTcTBYET

52%

105 %

Related substances (HPLC) / Ponersennsre npumecu (BDKX)

2-aminopyridine /
2-aMUHOTIHPHIUH

2min /2 Mun

‘Not more than 0.25 % /
He Gomnee 0,25 %

Individual unidentified impurity/
Enunnunasn
HEHJSHTH(GHUIINPORAHHASA IPAMECh

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

Total impurities /
Cymma npumMecei

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

Micrebial limits / Muxpo6nomornueckas: MHCTOTA

Total aerobic microbial count /
Obece YHCIO aypobHBIX
MHKPOOPTEHU3ZMOB

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

Not detected / He o6Hapy:xeHa

Not detected / He obnapyxena

Not detected / He o0uapykena

<10 CFU/g/
<10 KO9/r
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product /
HaumenoBanue npenapara

CPOKa rojHoCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEI® ra6aeTicn, MOKPBITHIE ILIeHOYHO# ofomoukoii, 20 Mr

Batch no. / Homep cepun 25A01041A

Date of control / laTa anannza 03.2025

Manufacturing date / 02.2025

Jdata npoH3BoacTsa

Expiry date / {aTa oxoHyaHus 01.2028

TESTS /TIOKA3ATEJIH SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATBI |

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g / .
count / Obmee uAacno npoxxensix | He Goxee 100 KOE/r <10 KO3/

H IUIECHEBLIX TPHOOB

E.coli

Shall be absent in 1 g/ OtcyTcTBHE B 1 T

Absentin 1 g/
OrcyTcTBYeTB 1 It

'_Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CoomgcmyeT

OnHOpPoIHOCTE A03HPOBAHHA than 15.0. / [Tokaszarens mpueMIeMocTH (AV) AV=30
| momxeH GBITH He Gonee 15,0.
" Assay (HPLC) / 90.0% to 1100% of CisHiN:O4S: 97.5 %

KoangecTeennoe onpegeneane
(BIAKX)

(tenoxicam) in a tablet of label claim. /
Ot 90,0% Fi(e] 1]0,0% C13H11N3O452

(TeHoKCHKaM) B TableTke OT HOMHHAIBHOIO
COZlePKaHHA.

“Package / ¥YnakoBka

10 tablets in PVC/aluminum foil blister. |

1 blister and a patient information leaflet in a
carton. / Tlo 10 Tabnetok B GmHcrepe w3
[1BX/amomunneBoit donsru. Mo 1 6muctepy
BMECTE ¢ HHCTPYKUMEH IO NpHMCHEeHHIO
[IOMELIAOT B NaUKy KapTOHHYIO.

'.-Labeling / MapkupoBka

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabmeTox B
OamcTepe 7]
TIBX/anromanuesoi ¢omsra.
Mo 10auctepy BMecTe ¢
HMHCTPYKIHEH N0 IPHMEHEHHIO
MOMELIAaroT B Ma4Ky
KapTOHHY1O.

document /
HOPMAaTHBHOM

According to mnormative
B COOTBCTCTBHH C
BORYMeHTanuei

Complies / CooTBeTcTBYET

“Sto_rage / XpaHenne

In original package_ (blister in a carton), at temperature below 25°C. /
B opurunaneHol ynakoske (6micTep B Madke) IPH TEMOEPATyPe He BEIIE

25°C,

Shelf-life / Cpok rogaocTn

3 years. / 3 roma.

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

3axmoueHne:

Cepna cooTBercTByeT TpeGOBaHUAM HOPMaTHBHOFO AokyMmenTa JIC-000294-151021.
i API name (INN) / HaumeHoBanune ADC (MHH): [ Tenoxicam / TeHOKCHKEM
API manunfacturer batch number / 92003424
Homep cepun nponseoautens AQC:
FP Manufacturer API Batch number / 25116726
Homep cepuH cyGeranunn nponspoauntens TJD:
API Manufactured by & country / Edmond Pharma S.r.L., Italy /
Imvonn Capma, C.p.J1., Hranua

IIponspoautess A®C, crpana:

20f2



