CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

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

Date of control / laTa ananusa
Manufacturing date /

JaTta npoussoacTea

Expiry date / JlaTa oxoHuanus
CpOKA TOIHOCTH

TESTS /MOKA3ATEJIH

Description / Onacanue

Identification (HPLC) /
MognaarocTh (BIAX)

Uniformity of weight /
OJHopoaHOCTH M0 Macce

Water / Bona

Disintegration / Pacmagaemocts

Dissolution / PacTBopenue

Related substances (HPLC) / Popcre

2-aminopyridine /
2-aMHUBOTTHPH/IHH

Individual unidentified impurity/

Enprpanas

HEWACHTUPHIUPOBAHHAN TIPHEMECE

Total impurities /
Cymma npameceil

TEXARED film coated tablets, 20 mg /

TEKCAPE/I® Ta6.1eTKH, MOKPLITBIE NeHo4HOHA 06o104Koii, 20 mr

24D00261A
06.2024
04.2024

03.2027

SPECIFICATIONS / HOPMbI

| RESULTS / PE3YJIBTATH]

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Xenthle ¢ KOpPHYHEBBIM OTTCHEOM IIBETA
OBAJTBHLIC, JBOAKOBEIITY EJLIE THGJIGTKH,
OOKPHITELE TUTEHETHOH 000104KoH, ¢ prcko#
na omHoll cTopone. Ha nonepeyHoM paszpese
AP0 APKO-KENTOTO LBETA.

chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems yaepxKuBaHHA
OCHOBHOTO TIHKA Ha  XpoMaTorpaMme
HCITHITY EMOTO pacteopa JOJIHO
COOTBETCTBOBATE BPEMEHW  VASPXKUBAHHA
OCHOBHOTQ TIHKA Ha  XpoMaTorpaMmme
CTAHIApPTHOTO  PacTBOpA  TEHOKCHKAMa
(pazznen «KonvuecTseHHOE ONIpeIeIeHAER ).

Retention time of the main peak in the |

Complies / CooTaeTCTBYeT

Complies / CooTBEeTCTBYET

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TabmeTok - He Honee = 7,5 Ye;
2/20 tabneTok - He Bonee + 15 %.

Complies / CooTBeTcTBYET

Not more than 7.3% / He 6onee 7,5%

55%

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

2 min / 2 MHH

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % {Q) TeHOXCHKaMa
yepe3 45 MuH.

89 %

eHHbIe npumecH (BYAKX)

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

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

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

Not detected / He obnapyxena

<0,05

<0,05

Microbial limits / Mukpobnoaornyeckas THCTOTA

Total aerobic microbial count /| Less than 1000 CFU/g /

Obee JHCIO
MUKPOOPTaHH3IMOB

aspobueix | He Gomee 1000 KOE/T

<10CFU/g/
<10 KO/r
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product /
HanmeHnopanne npenapara
Batch no. / Homep cepumn

Date of control / Jara ananusa
Manufacturing date /

Jata npoH3poacTBa

Expiry date / laTa oxonuanus
€POKAa roJHOCTH

TEXARED film coated tablets, 20 mg /
TEKCAPE® tabaeTicn, N0KpLITEIE IIeHOUHGH 060109k, 20 M

TESTS MTOKA3ZATEJIN

Total combined yeast / moulds
count / O0Iiee YHCTIO BPOROKEBEIX
W IIECHEBBIX TpHOOB

E. coli

Uniformity of dosage units /
OanopoanocTk J03HPOBAHASA

| Assay (HPLC) /
KonnuecTBeHHOE onpencicHNe
{(BIYXX)

"Package / ¥nakoska

| Shall be absent in 1 g/OrcyterBREB 1 T

24D00261 A
06.2024
04.2024

03.2027

SPECIFICATIONS / HOPMbI

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

RESULTS / PE3YJIbTATDI

<10 CFU/g/
<10 KO3/t

Absentin 1 g/
OrcyrctByers I 1

90.0% o

' Acceptance value (AV) should not be more

than 15.0. / INokasaTtens mpremiteMocts (AV)
JomxeH OBITE He Oonee 15,0,

110.0% of CisH1i1N3Q48;
(tenoxicam) in a tablet of label claim. /
Ot 90,0% Jo 110,0% CizH11N: 048
(TeHOKCHKAM) B TabJeTKE OT HOMHHATLHOTO
COllEpKaHHA,

10 tablets in PVC/alominum foil blister.
1 blister and a patient information leaflet in a
carton. / [o 10 Tabnetox B GuucTepe W3
IIBX/amomunmeroif Goabru. TTo 1 Gnrctepy
BMECTE¢ ¢ UHCTPYKUMeH N0 TPUMEHEHEOo
HOMCTITAIOT B MAYKY KAPTOHHYIO.

Complies / CooTBeTCTEYET
AV =37

98.7 %

10 tablets in PVC/aluminum
foil blister, 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabmerox B
Guucrepe u3
NBX/amomuanesoit donbru.
Mo 1 6nucrepy BMecTe ¢
HHCTPYKUHEH 110 TPUMEHEHHIO
TIOMEIHAIOT B MauKy
KapTOHHYTO,

Labeling / Mapkupozka

According to normative document /
B COOTBETCTRHI c HOPMATHBHOH
JOKyMeHTalmel

Complies / CoorsercTByeT

Storage / Xpai{enne

In original package (blister in a carton), at temperature below 25°C. /
B opurumanenol ymakopke (Bnuctep B MayKe) NpH TEMIEPATYPE He BHILLEC

25°C.

Shelf-life / Cpox roasocTn

3 years. / 3 roga.

Assessment /
3axnoueHue:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTCTBYET TpeGOBAHMAM HOPMATHBHOTO nokymenTa JIC-000294-151021.

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

Tenoxicam / TeHOKCHEAM

API manufacturer batch number /
| Homep cepur nponssoantens A®C:

92035723

FP Manufacturer API Batch number /
Homep cepun cy6eranuun npoussoautens I'JID:

APl Manufactured by & country /
Ipon3soantens AMC, cTpana:

24112701

Edmond Pharma S.r.L., Ttaly /
3amoun Papma, C.p.JL., Htamus
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