CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIM3A

Name of Product /
HaumeHoBaEKe NpenapaTa
Batch no. / Homep cecpnH

Datc of control / Jarta aHannsa
Manufacturing date /

Jlara NPOH3BOJCTBA

Expiry date / [laTa OKOHYAHHA
CpOKa roaHocTH

Wesa'iption / OnucaHue

I Tdentification (SIPLC) /
Hopauanocets (BIXKX)

| Unifﬁnﬁ oﬁveﬁhtT_
| OaHOpOIHOCTE MO macce

|
I

“Water / Bota

Disintegration / Pacnaiaemocthb

| Dissolution / PacTopenne

]

|I Related substances (HPLC)/
"~ 2-aminopyridine /
2-aMPHONUPUITH

| Individual umidentified impurity/ |

[ _TE_STS_HIEKA_?.@@ B 1

Retontion time of the main peak in mﬂ_ccmmﬁem y

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

PoncTBeAHDIC PAMECH {(BIXKX)

TEXARED film coated tablets, 20 mg/

TEKCAPE® TabneTKH, OKPLITEIE IICHOYH o .
25A01031A Hoit 06onouxoif, 20 Mr
03.2025

02.2025

01.2028

SPECIFICATIONS / HOPMbI

 RESULTS / PE3YJIbTATBI _

Complies / CooTBETCTBYET

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Yenrhie ¢ KOPUYHEBBIM OTTEHKOM IBETA
OBAJBHBIE, JABOAKOBBIITY KJBIC TabIeTKH,
| MOKPBITBIE uieHOUHOM 06010UKO#H, ¢ prUcKolt

ga omHo#l cToponc. Ha nonepeinoM paspese
| ANPO APKO-KETTOTO LBLTA.

chromatogram of test solution should comply
with retention time of the main peak in the
| chromatogram of tenoxicam standard
|solution (Assay). / Bpems ynepxHBaHMA
OCHOBHOTO NHMKa Ha  XpOMaTorpamMe
| meumITYEMOrO pacTsopa [OTRKHO
COOTBETCTBOBATE BPEMEHH  YJICPKHMBAHHA
OCHOBHOrO NHKAa Ha  XPOMATOrpaMMe '
CTARIAPTHOTO  PAcTBOpa  TCHOKCHKaMa
(pasnen « Kom4ecTBCHHOE OTpeIeTIeHHEN ).

18/20 tablets - not more than = 7.5%;
2/20 tablets - not more than = 15%./
| 18/20 Tabuerox - HE Gonee = 7,5 %;
220 TabneToK - He Gonee = 15 %.

Complies / COOTBETCTRYET

g T 50%

| Not more than 30 min. / He Gonee 30 MHH.

2 min / 2 MuH

99 %

Not less than 75% (Q) of tenoxicam in
45 win./ He menee 75 % (Q) TeHOKCUKaMa
gepes 45 MUH. I_

Not more_tﬁan 025%/
| He Gonee 0,25 %

| Not detected / He obnapyixcHa

Not more than 0.5 %/ ‘

Eunnayas He Gonee 0,5 %
peufeHTMHIEIpoBaHHAS MPHMECH <0,05
T [Nemewm2edl ‘
| Cymma npuMeceit He 6onee 2,0 % <0,05
—— — 1 _

| Microbial limits / Mukpobuonorsteckan YHETOTA =
| Total aerobic microbial count 7T Less than 1000 CFU/g / B —<{0CFURe/ |
| OGiuge qHCHO aspobHBIX | He 6o1ee 1000 KOE/r <10 KOB%]‘

MUKPOOPTaHH3MOB ‘ ,
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJI® 1a61eTKH, NOKPLITHIE IIEHOYHOI 0601040, 20 MT

Name of Product /
HaumenoBanue npemapata
Batch no. / Homep cepnn

Date of control / laTa ananusa
Manufacturing date /

Jata nponA3BoacTBa

Expiry date / laTa oxonuaHus
CPOKA FOAHOCTH

TESTS ATOKA3ATEJIN

25A01031A
03.2025
02.2025

01.2028

SPECIFICATIONS / HOPMBI

Total combined yeast / moulds

count / OS1mee THCTO IPOAOKCBRIX

H [NEeCHEBHIX TPHOOB

E. coli

Less than 100 CFU/g /
He Gonee 100 KOE/T

Shall be absent in 1g / OtcyterBue B 1 17

| Uniformity of desage units /

Acceptance value (AV) should not be more

| RESULTS / PE3YJIBTATBI

<10 CFU/g/
<10 KO/

Absentin 1 g/

OtcytcTByeTB I T

Complies / CoorBercTBYET

OmnopoIHOCTL NO3HPOBAHHA than 15.0. / ITokasatens npremMaeMocti (AV) AV =351
JioKeH ObITh He Gomee 15,0,
Assay (HPLC) / N 30.0% to 1100% of CisHiN:OsS, 97.0 %

KomnyecTnenHoe onpegesenne
(BIXKX)

(tenoxicam) in a tlablet of label claim. /
Ot 90,0% HJ0 110,0% C13H11N30482
{TeHOKcHKaM) B TabeTKe OT HOMHHAIBHOTO
COJIEPHKAHUA.

Package / ¥YnaxoBka

10 tablets in PVC/aluminum foil blister.

1 blister and a patient information leaflet in a
carton. / Tlo 10 tabnerox B OmucTepe H3
TIBX/amomunnesoit onsri, Mo 1 6auctepy
BMECTE € MHCTPYKLHeH 10 TNpHMEHEHHIO
MOMEIIAOT B MaYKy KApTOHHYIO.

Labeling / Mapkupoeka

Storage / XpaHcHue

| bamcTepe u3

10 tablets in PVC/aluminum |
foil blister. 1 blister and a |
patient information leaflet in a
carton. / To 10 raGnerok B

[BX/amoMuAncBO#  (oIETH,
Ilo 1 omuctepy BMmecte ¢
HHCTPYKIMEH [0 TIPHMEHCHHIO
MOMEIIAINT B YKy
KapTOHHYIO.

document /
HOPMATHBHOH

According to normative
B COOTBETCTBHN c
JOKyMeHnTamicH

Complies / CootsercTBYET

In original package (blister in a ::arton_), at temperature below 25°C. /

B opurunaneHoii ynakoeke (OnECTEp B MaYKe) IPH TEMNCPATYPE HEe BHIITE

25°C.

Shelf-life / Cpox rogHocTH

3 years. / 3 rona.

—

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

Jakmouenue:

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

API manrufacturer batch number /
Homep cepun npouspoautens ADC:

Cepus cooTBeTCTBYET TpeOOBaHHAM HOPMATHBHOTO AOKyMenTa JIC-000294-151021.

Tenoxicam / TeHOKCHKaM

| 92003424

FP Manufacturer API Batch number /
Homep cepnn cyGeranuun nponseoantens I'JIM:

API Manufactured by & country /
Hponspogutens ADC, crpana:

| 24116281, 24115932, 25116726

Edmond Pharma S.r.L., Italy /
3amonz Dapma, C.p.J1., Uramna
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