CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIN3A

TEXARED film coated tablets, 20 mg /
TEKCAPE® TaGneTkH, NOKpLITLIE IJIeH0YH0I 060104K0i, 20 Mr

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

Date of control / Jara ananmsa
Manufacturing date /

JdaTta npon3BoacTBa

Expiry date / laTa okoH4aHHA
CpoKa roJHOCTH

24K07821A
11.2024
10.2024

09.2027

TESTS MOKA3ATEJIHU

SPECIFICATIONS / HOPMbI

| RESULTS / PE3YJIbTATBI |

_Description / Onucanue

Identification (HPLC) /
IMoanuanoets (BIKX)

Uniformity of weight /
OIHOPOAHOCTL IO Macee

Water / Bona

Disintegration / PacnajaeMocTs

Dissolution / PacrBopennue

| Yellow with a brown shade, oval, biconvex

tablets, film~coated scored on one side. Core
in the cross section of a bright yellow color. /
Hentele ¢ KopHYHEBBIM OTTEHKOM IIBETA
OBANTbLHBIE, JIBOKKOBLITYKNBIE  TabmeTkw,
TIOKPBITHIE IHIEHOUHOH 000109K0#, ¢ prUCKOi
Ha 0JHOH cropoHe. Ha nonepeunom paspese
SAAPO APKO-KENTOTO LBETA.

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 yaepxHBaHH#
OCHOBHOI'O IIHMKAa HAa  XpOMAarorpamMmMe
HCILITY&MOTO pacTeopa AOIKHO
COOTBETCTBOBATh BPEMEHH  YAEpKHUBAHHA
OCHOBHOI'O IMKa Ha  XpOMaTorpaMMe
CTAHIAPTHOrO  pacTBOpa  TEHOKCHKaMa
(pazaen « KonwdecTREHHOS OOpefenenmes ).

Complies / CooTBeTCTBYET ‘

Complies / CooTreTcTRYET

18/20 tablets - not more than + 7.5%,;
2/20 tablets - not more than + 15%, /
18/20 Tabnetok - He 6onee + 7,5 %o,
2/20 Tabnerox - ne Gonee + 15 %.

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

Not more than 30 min. / He 6oxee 30 mun.

Not less than 75% (Q) of tenoxicam in
45 min./ He MeHee 75 % (Q) TeHOXCHKaMa

| gepe3 45 MuH.

Complies / CooTBeTcTBYET

47 %
2 min /2 mun

93 %

Related substances (HPLC) / PoacTeennsie npumecn (BIKX)

2-aminopyridine /
2-aMHUHOTTAPHMH

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

Not detected / He ofHapyxeHa

Individual unidentified impurity/

Not more than 0.5 %/

EnnanvHas He Gonee 0,5 % <0,05 / <0,05

HeHICHTA(GUIIAPOBAHHAS TIPHMECE ‘

Total impurities / Not more than 2.0% /

CymMma npamecei He 6onee 2,0 % <0,05 /<0,03
Microbial limits / MukpoGnoornyeckas 4ucToTa

Total aerobic microbial count /| Less than 1000 CFU/g/ [ <10 CFU/g/

Obmee THCIIO a3pobubix | He Gonee 1000 KOE/r <10 KOD3/r

MHKPOOPTaHA3MOR
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product /
HaumenoBaHue nmpenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE/J® Ta6.1eTKH, IOKPBIThIE IUIEHOYHO# 060s109K0ii, 20 Mr

Batch no. / Homep ceprn 24K07821A
Date of control / Jara ananusa 11.2024
Manufacturing date / 10.2024
Jara npounzsojacrsa
Expiry date / laTa oxoR4aHnsa 09.2027
CPOKa FOOHOCTH
TESTS /TIOKA3ZATEJIHU SPECIFICATIONS / HOPMBI RESULTS/PE3YJIbTATHI
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / Obmee ancio npoxokesbix | He Gonee 100 KOE/T <10 KOS/

¥ TIECHEBBIX FpuO0B

E.coli

Uniformity of desage units /
OnHOPOTHOCTE NO3HPOBAHUN

| Assay (HPLC)/
KonmnuecTEeHHOE ONpeacIeHHe
(BIAKX)

Shall be absent in 1g/ OtcyTcTBHe B 1 T

Acceptance value (AV) should not be more
than 15.0./ Mokasarens npuemnemMoctd (AV)

JOIDKEH ObITh He Oonee 15,0.

Absentinl g/
OrcyrctByerB I T

Complies / CooteTcTBYET
AV-=3838

900% to 110.0%
(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CisHiN3O48,
(TeHOKCHKAM) B TadJIeTKe OT HOMHHAIEHOTO
COTEPKAHUA.

of CisHiN3048: |

100,0 %

Package / Ynakoska

| 10 tablets in PVC/aluminum foil blister.

| blister and a patient information leaflet in a
carton. / Ilo 10 tabnerox B Omncrepe H3
TIBX/amomunuesoii honeru. [to | dmuctepy
BMECTe € HHCTPyKUMeH [0 DpHMEHEeHWIO
MOMELIAICT B NAYKY KApTOHHYIO.

10 tablets in PVC/aluminum |
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 Tabnetox B
tnuctepe M3
IIBX/amoMHuHACBON  (OJIETH.
Mo 1 06nucTepy BMecTe ¢
HWHCTPYKUHEH 110 MPHMEHEHHIO
NOMECLIAT B TNa4Ky
KapTOHHY IO,

Labeling / Mapkuposka

document /
HOPMAaTHBHOH

According to normative
B COOTBETCTBHH  ©
JOKyMeHTanHei

Complies / CooTBeTCTRBYET

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepusa coorBercTByeT TpeCoBaHMAM HOPMATHBHOrO AokymeHTa JIC-000294-151021.

Storage / Xpanenaue

In original package (blister in a carton), at temperature below 25°C. /
B opuruHaneHoli yakoBke (GrHcTep B nauke) NpH TEMIIEPATYPe HE BhIIe

25°C.

Shelf-life / Cpox roanoctn

3 years./ 3 rona.

Assessment /
3axImoucCHHE:

Tenoxicam / TeHOKCHKaM

API name (INN) / saumenosanue AOC (MHH):

API manufacturer batch number / 92035723/92003424
| Homep cepuu npouspogutens ADC:
FP Manufacturer API Batch number / 24114620/24115124

Homep cepuu cyGeranunn nponzsoaurens I'JI®:

APl Manufactured by & country /
Mponzsogutens A®C, cTpana:

Edmond Pharma S.r.L., Italy /
3amona Qapma, C.pJL, I/ITanm
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