CERTIFICATE OF ANALYSIS / CEPTUPHKAT AHAJIM3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® Tab1eTKH, IOKPBLITbIE IVIEHOUHOH ofonouKoii, 20 mr

Name of Product /

HaumenoBanune npenapara

Batch no. / Homep cepnn

Date of control / JlaTa ananuza

Manufacturing date /
JaTa npoH3ROACTRA

Expiry date / lata okoH1aHHA

CPOKa TOaJHOCTH

24D00281A
06.2024
04.2024

03.2027

TESTS AIOKA3ATEJIH

SPECIFICATIONS / HOPMBI

' 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. /
Xenible ¢ KOPHUYHEBBIM OTTEHKOM LBETa
OBANLHEIC, JBOAKOBEIIYIUTEIE — TaOIeTKH,
MOKPHITHIE TIEHOUHOH 000N0UKOH, ¢ pHCKO
Ha ool cropore. Ha nomnepeuHoM paspese
AAPO APKO-KENTOr¢ UBETa.

RESULTS /PE3YJIhTATHI
Complies / CooTBeTcTBYET

Identification (HPLC) /
MoanuanocTs (BIHKX)

| Uniformity of weight /
OIHOPOAHOCTE MO MACCE

I Water / Boxa

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 ynepKuBaHHMA
OCHOBHOTO TIHKa Ha  XpOMarorpamMme
KCIBITYEMOTO pacTeopa A0IDKHO
COOTBETCTBOBATE BPEMEHH  YAEPKHBAHHA
OCHOBHOTO TIMKa HA  XPOMaTOrpamme
CTAHJAPTHOTO  PacTBOPA  TEHOKCHKaMma
{pa3nen « KomriecTBeHHOE ODPENENeHHE ).

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%., /
18/20 TaGmeTox - He Oonee = 7,5 %;
2/20 TabneToK - He Bonee £ 15 %.

Not more than 7.5% / He 6onee 7,5%

Disintegration / PacnazaeMocTh

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

Dissolution / Pacrsopenne

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

Complies / CooTBeTcTBYET

i Complies / CooTeTCTBYET

55%

2 min /2 Mun

87 %

Related substances (HPLC) / PoacTeennsie npumecn (BOIKX)

2-aminopyridine /
2-aMHUHONMUPHIHH

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

EnpnauHas

HeHAeHTHHNKUpPOBAHHAA [IPUMeECh

Individual unidentified impurity/ | Not more than 0.5 % /

He Gonee 0,5 %

Total impurities /
CymMa nprMeceit

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

Microbial limits / Mukpoduonorsyeckas Y4HETOTa

Total aerobic microbial count /

Ob1ee qHCIIO
MHKPOOPTaHH3MOB

adpOOHBIX

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

Not detected / He obHapyxena

Not detected / He o6Hapysxena

Not detected / He oGHapyxeHa

<10 CFU/g/
<10 KOO/Ir
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CERTIFICATE OF ANALYSIS / CEPTHO®UKAT AHAJIM3A

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

Date of control / Jara anannza
Manufacturing date /

Jdara npon3BoacTBA

Expiry date / TaTa okonuaHusa
CpOKa roqHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE/I® T201eTKH, NOKPLIThIE ILIEHOYH 0 06004k, 20 M

24D00281A
06.2024
04.2024

03.2027

TESTS /IIOKA3ZATEJIA

SPECIFICATIONS / HOPMBI

Total combined veast / moulds
count / ObImee UHCIO IPOMKKEBBIX
H TJ1eCHEBEIX IPHOOB

Less than 100 CFU/g /
He 6onee 100 KOE/r

E. coli

Shall be absent in 1g/ OrcyrctBre B 1 ¢

| Uniformity of dosage units /
O,IIHOPOIIHDCTB A03UPOBaAHNH

Assay (HPLC)/
KoanuyecTBeHHOe oMpeesieHse
(BIXKX)

Package / YnakoBka

Acceptance value (AV) should not be more

| RESULTS / PE3YJIBTATHI

<10 CFU/g /
<10 KOOD/r

Absentinlg/
OtcytctByeTB 1 T

Complies / CooTBeTcTBYET

than 15.0./ IMokazarens npuemMueMocTH (AV) AV =62
nomwkeH OuiTh He 6oace 15,0.
90.0% to 110.0% of CiHiN3QsS; 96,6 %

(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CisHiN3O4S;
(Tenokcrkam) B TabIeTke OT HOMHHATIBHOTO
COACPKAHNA.

10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a |

carton. / Ilo 10 rabnerok B OmucTepe M3
[IBX/amomunneroii poneru. [lo | Gnactepy
BMECTe ¢ MHCTpYKUHeH HO NpHMEHEHHIO
MOMEIIaloT B MUKy KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Tlo 10 Tabnerok B
onucTepe H3
TIBX/amoMunaeBoii  ¢onsru.
Tlo 1 6nucrepy BMecTE ¢
HMHCTPYKLUHEH 110 IPUMEHEHHIO
HOMELLIAIOT B HEVINY
KA[TOHHY K.

Complies / CooTBeTCTBYET

Shelf-life / Cpox ronnocTH

Assessment /
3akmouenue:

| Labeling / MapknpoBxa According to normative document /
B COQTRETCTBHH c HOPMAaTHBRHOH
JIOKyMeHTalneH
Storage / Xpanenue In original package (blister in a carton), at temperature below 25°C. /

B opuraHanbHOH yriakoeke (OaucTep B auke) OpH TEMIIEPaTyPe HE BHIINE

25°C.

3 years. / 3 ropa.

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepusi COOTBETCTRYET TpeOORAHMAM HOPMATHBHOTO AokyMeHTa JIC-000294-151021.

APY manufacturer batch rumber /
Homep cepnu nponssogutens ADC:

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

Tenoxicam / TeHoKcHKaM

92035723

API Manufactured by & country /
Hpouspoautens ADC, cTpana:

FP Manufacturer API Batch number /
Homep cepun cyGcTannan nponssogntes I'JID:

24112701

Edmond Pharma S.r.L., Italy /
Dpmong Capma, C.p.JL, Uranus
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