CERTIFICATE OF ANALYSIS/ CEPTH®HKAT AHAJIU3A

Name of Product /
HanmeHoBaHHe NpenapaTa
Batch no. / Homep cepun

Date of control / AaTa anannza
Manufacturing date /

JaTa npou3BojcTaa

Expiry date / laTa okoHUYaHESA
cpoka rogHOCTH

TESTS MTOKA3ATEJIH

Description / Onucanune

Tdentification (HPLC) /
TloanuanocTs {(BIWKX)

| Yellow with a brown shade, oval, biconvex

TEXARED film coated tablets, 20 mg /

TEKCAPE/® TabneTKkn, NOKPLITLIE IVIEHOMHOH 060/10%K0i, 20 MT

24E02021A
06.2024
05.2024

04.2027

SPECIFICATIONS / HOPMbI

RESULTS / PEIYJIBTATHI

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
XKenTeie ¢ KOPHYHEBHIM OTTEHKOM LBETa
OBANBHBIE, [BOAKOBBIMYIIBIE TabaeTkw,
TOKPHITHIE MIeHOYHOH 060J109KOH, ¢ prcKoil
Ha ofxHolf cTopoHe. Ha monepednom paspese
AAPC APKO-KENTOTO IIBETA.

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 ynepxusBanus
OCHOBHOTO MHKa Ha  XpOMAaTOrpaMme
UCIILITYEMOT0 pacTBOpa TOIDKHO
COOTBETCTBOBATH BPEMEHH  YICPHHMBAHHA
OCHOBHOTO NHKA HA  XPOMaToOTpamMMe
CTaHA4PTHOrO  pACTBOpa  TeHOKCHKAMa
(paszaen «KonmaecTBCHHOE ONpeieIcHHUEN ).

Complies / CootBeTcTBYET

Complies / CoorsercTByeT

- Uniformity of weight /
OaHOPOAHOCTE MO MACCE

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than £ 15%. /
18/20 Tabnetok - He Gonee £ 7,5 %;
2/20 TabneTok - He Bonee = 15 %.

Complies / CoorBeTcTBYET

Water / Boga

Not more than 7.5% / He bonee 7,5%

5.5%

Disintegration / PacnagaemocTh

Not more than 30 min. / He 6omnee 30 mum.

2 min / 2 MuH

Dissolution / PacTeopeHne

Related substances (HPLC) / PoacTee

2-aminopyridine /
2-aMPHOMUPKAWH

Microbial limits / Muakpo6nonornyeckas 4YHCTOTA

Individual unidentified impurity/

Enunvanas

HeHISHTH(PHIMPOBAHHAST IPHMECE

Total impurities /
CyMmMa mpuMeceH

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

92%

Huble npumect {BIXKX)

Not more than (.25 % /
He 6omee 0,25 %

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

| Not more than 2.0% /

He Gonee 2,0 %

Not detected / He obnapyxena

<0.05

<0.05

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

Obmee YHCIO
MHKPOOPTAHH3MOB

aspobusix | He Bonee 1000 KOE/r

<10 CFU/g /
< 10 KOD/r
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CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIM3A

Name of Product /
HanmenoBanue npenapata
Batch no. / Homep cepuH

Date of control / JaTa ananusa
Manufacturing date /

JaTa npousBoacTsa

Expiry date / [laTa okoH4aHHA
CPOKa FOAHOCTH

TESTS MMOKA3SATEJIN

Total combined yeast / moulds
count / ObIiee YUCTIO APOMKHKEBBIX
H TIeCHeBBIX TPUOOR

E. coli

Uniform ity of dosage units /
OaHOpOIHOCTE A03BPOBRHHS

Assay (HPLC) /
KonngecTBeHHOE onIpeleNcHHe
(BOXKX)

Package / YnakoBka

' Labeling / MapkupoBKa
1 Storage / Xpanenne

Shelf-life / Cpok roagocTH

Assessment /
JaKNnUYeHHE:

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

API manufacturer batch number /

TEXARED film coated tablets, 20 mg /
TEKCAPE® Ta61eTKH, NOKPbITLIE IJIeHOYHO 000n04K0i, 20 Mr

According to

24E02021A
06.2024
05.2024

04.2027

_ SPECIFICATIONS / HOPMbI
Less than 100 CFU/g /

He Gonee 100 KOE/r

Shall be absent in 1g / OtcytcTBre B 1 T

Acceptance value (AV) should not be more '

than 15.0./ [Noka3zartens npaeMnemocTd (A V)
nomxeH ObITh He Gomnee 15,0,

90.0% to 110.0% of CpHiN;O4S,

{tenoxicam) in a tablet of label claim. / |

Ot 90,0% mo 110,0% CisHN:O.S:
(TenoxcukaM) B TabNETKE OT HOMHHAIBHOTO
COMEPKaHUA.

RESULTS /PE3YJIbTATHI

<10 CFU/g/
<10 KOD/r

Absentin 1 g/
OtcyterByeTR 1 T

Complies / CooTBeTCTBYCT
AV =37

98,3 %

i 10 tablets in PVC/aluminum

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / [lo 10 Tabnerox B OnucTepe M3
TIBX/amomunrnepoif ¢pomery. [lo 1 6aucrepy
BMECTE ¢ HHCTPYKIHeH 10 TpHMEHCHHIO
HNOMELIAOT B NaYKy KAPTOHHYH.

document /
HOPMATHBHOH

normative
B COOTBCTCTBHH c
AOKYMEHTAUUEH

foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 talneTok B
fmmcrepe u3
TIBX/amroMAHKHeBOl  (ONBTH.
Tlo 1 GmucTepy BMeECTe ¢
MHCTPYKUHEH [10 IPHMEHEHWEO
HOMELIAFOT B nauky
KApPTOHITY 10,

Complies / CooTBETCTBYET

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

B opuIrdHANBHOH ynakoBke (GMcTep B MAUKe) P TEMIICPATYPE HE BHIIIE

25 °C.

3 years. / 3 rofa.

Tenoxicam / TeHokcHkam

92035723

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepust COOTBETCTBYET TPeOOBAHHIM HOPMATHBHOTO nokymenTa JIC-000294-151021.

| Homep cepuu nponsgoautens ADC:

—

FP Manufacturer API Batch number / 24112273 /24113479

Homep cepuu cy6eTanmun nponssoanrens [JIdD: |
API Manufactured by & country / Edmond Pharma S.r.L., Italy /

IMpom3sogutens ADC, crpaHa:

2amony ®apma, C.pJ1., Uranua
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